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Special Audit Report on the requirement, procurement, supply, 

distribution and regulation of medicines in the years 2022 & 2023. 

 

Executive Summary 

The COVID-19 epidemic outbreak, spanning from 2020 to 2021, followed by the economic 

crisis experienced between 2022 and 2023, had an adverse impact on multiple sectors in Sri 

Lanka. Accordingly, it was possible to recognize both in audit and in social discourses in the 

country that the said problematic status exerted a significant impact on the health sector as 

well. The periodical cabinet memorandum presented by the Minister of Health revealed a 

shortage of medicines in the Country, while the adverse repercussions of dispensing 

substandard drugs to patients were sparked by discussions through the media and other social 

dialogues from time to time. Given the backdrop provided above, this report was issued 

subsequent to comprehensive inspections conducted in terms of powers vested in me under 

Section 13 of the Audit Act No.19 of 2018, following extensive discussions on the matter in 

question. 

Following the approval for the Cabinet Memorandum submitted by the Minister of Health in 

September and October 2024 for emergency purchase of drugs citing that the available 

medicine stock was insufficient, suppliers were selected using both the Expression of Interest 

(EOI) method and the Unsolicited Proposal method. By this time, the health sector had 

received US$ 200 million under the Indian Credit Line and the Ministry of Finance had 

introduced more lenient procurement guidelines specifically tailored for this emergency 

procurement. 

Although suppliers were selected under any of the method specified above, due to 

appointment of an evaluation committee alone without appointing a Technical Evaluation 

Committee to assess drug suppliers, required drugs had been purchased without valuation on 

the quality to be considered based on advanced technical aspects. Furthermore, according to 

the National Medicines Regulatory Authority Act No.05 of 2015, all medicines should be 

registered with the Authority and the Authority reserves the right to issue Waiver of 

Registration –WOR certificates only in specific and crucial circumstances. Further, the 

Authority charges a fee for these certificates as specified in the directives outlined in 

Extraordinary Gazette No. 2052/33 dated 05 January 2018 and those certificates which are 

issued by levying a fee had been issued under an accelerated mechanism, deviating from the 
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recognized procedure. The Chief Executive Officer, instead of following the established 

procedure of evaluation through a Technical Evaluation Committee, had personally granted 

approval, thus deviating from the Authority's primary objective. Similarly, the Authority had 

assigned its responsibility for ensuring the quality of medicines to another party. 

Even though necessary arrangements were put in place to purchase 285 items of medicines 

through the Expression of Interest (EOI) method and 38 items of medicines through the 

unsolicited proposals in these emergency purchases, at the time of determining the required 

quantity, no attention had been focused on the stocks of medicines to be received under the 

orders placed following normal procedure. Accordingly, steps had not been taken to make 

optimal decisions considering the working capital requirements. Therefore, certain medicines 

had been received in excess of the requirement during that period. Although arrangements 

were made to purchase certain medicines as emergency purchases at significantly higher 

prices compared to those purchased through the normal method, these emergency stocks were 

still not received even after the arrival of stocks ordered through the normal process. 

Moreover, controversy has emerged concerning specific drugs procured under emergency 

purchases. One such drug, Human Immunoglobulin IV 5-6g, was observed to be counterfeit 

according to the Medicines Regulatory Authority's documents. Also, Isolez Biotech Pharma 

AG Ltd, the supplier of the drug, claimed to have imported and supplied this substandard 

drug from India. However, according to information from the Import and Export Controller 

and the Sri Lankan Customs, it was observed that the company had not imported the relevant 

drug. The Indian manufacturing company mentioned by the supplying company has also 

confirmed that they did not supply this drug. Taking all these facts into account, the audit 

could not confirm that this drug, (supplied as a pharmaceutical product) was not illegally 

manufactured in Sri Lanka by this company, in violation of the provisions of the National 

Medicines Regulatory Authority Act. 

It was observed that the relevant parties failed to fulfill their responsibility for conducting 

quality testing of medicines before purchasing/providing and distributing them to patients, 

despite the sensitive nature of these items, which are critical to human life. Furthermore, due 

to the failure in the proper evaluation and completion of the drug files submitted by the 

suppliers to the National Medicines Regulatory Authority for registration within the 

stipulated 300-day period, there arose a shortage of formal suppliers to supply medicines. 

Consequently, orders had been placed with unregistered suppliers, relying on the letters of 
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Waiver of Registration. Furthermore, the audit could not ascertain that the evaluations were 

conducted properly and impartially due to the fact that the evaluations of certain medicines 

were completed swiftly in less than a period of two days, thus extraordinarily shortening the 

evaluation timeframe. 

During the economic crisis in the country, there was a tendency to utilize the limited local 

currency for imported goods without fully leveraging the provisions available under the 

Indian Credit Line at concessional terms. It was accordingly observed to the audit that 

attention had not been paid to the possible working capital challenges and foreign exchange 

challenges in the country. 

Accordingly, it was observed by that a crisis situation had arisen in the health sector during 

the years 2022-2023 due to the lack of proper management in the health sector, absence of 

sound coordination between the institutions that carry out related tasks, lack of confirmation 

that the information necessary to make correct and rational decisions has been provided, and 

the absence of a proper stock control system.  

However, some recommendations are given along with the following recommendations with 

a view to avoiding/ preventing these situations from occurring in future and for detailed 

information and written confirmations, please refer to volume I and annexures.  

(i) To investigate and initiate legal action against those who endangered the sick 

people by importing substandard medicines. 

(ii) To minimize, as much as possible, the issue of certificates of Waiver of 

Registration. 

(iii) To Develop the National Drugs Quality Control Laboratory in line with 

international standardization level. 

(iv) To take immediate action to blacklist the companies/ institutions involved in 

the substandard medical supplies. 

(v) To devise a system for expediting and follow-up the affairs of drugs 

registration by the  National Medicines Regulatory Authority. 

(vi) To maintain a proper liaison between the institutions involved in the drug 

supply network. 
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01. Background and Nature of the Issuance of Report 

 

Various sectors of Sri Lanka had been adversely affected by the economic crisis that 

occurred with the Covid epidemic of the year 2020 and the last quarter of the year 

2021.  It was revealed that due to the lack of foreign exchange in the country and the 

rapid devaluation of the rupee against the Dollar along with the rapid depreciation of 

foreign reserves, it had an impact on the health sector as well. Also in that situation, 

there was a considerable discussion in the society about the shortage of medicines in 

the country and the medicines issued to the patients were not in required standard and 

the prices of the medicines were rising rapidly. 

 

In this situation, this report was issued after prolonged examination of these matters 

under the authority given to me by section 13 of the Audit Act No. 19 of 2018. 

The draft of Volume I submitted with this report and the draft audit observations 

related to the fraudulent supply of substandard drugs by two suppliers have not been 

answered as the date of this report and due to that it was considered that those 

observations have been accepted and included in this report.  

 

When referring to this report, it should refer to paragraph 6 and 7.5 to 7.11 for an 

understanding of the procurement of medicines, cabinet approvals for the emergency 

procurement process and amendments to the medicine procurement guidelines, 

intervention of the Ministry of Health and the National Medicines Regulatory 

Authority for emergency procurement and to understand about the medicine 

regulation. Paragraph 7 indicates all the observations related to this report and only 

the observations related to 05 drugs are included from 7.14 to 7.18. It should refer the 

volume I for observations relating to other 73 drugs. Also refer to annexures for 

detailed information and written confirmations. The recommendations of this report 

were mentioned by the paragraph No.08. 
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02. Methodologies Followed to Prepare the Report  

2.1 Examining the Registers, Books and Reports 

(i) National Medicines Regulatory Authority Act, No. 05 of 2015. 

(ii) National Audit Act, No. 19 of 2018. 

(iii) Cabinet Memoranda, cabinet decisions and observations of the Ministry of 

Finance relating to maintaining uninterrupted medical supplies during the period 

of crisis between 2020 and 2023. 

(iv) Circulars of the Ministry of Finance and emergency Procurement Guidelines. 

(v) Circulars relating to the quality-failed medical supplies issued by the Director of 

Medical Supplies issued in the years 2021, 2022, and 2023. 

(vi) Procurement Guidelines 2007 relating to pharmaceuticals and medical devices. 

(vii) Procurement Guidelines 2022 relating to pharmaceuticals and medical devices 

(those Guidelines came into effect on 01 January 2023 replacing the 

Procurement Guidelines 2007 relating to pharmaceuticals and medical devices) 

(viii) Financial Regulations of the Democratic Socialist Republic of Sri Lanka. 

(ix) The Manual on Management of Drugs issued in the year 1987 and amended in 

the year 2008. 

(x) Board Papers of the Board of Directors of the National Medicines Regulatory 

Authority, reports of the Committees for evaluating medicines, reports of the 

sub-committees relating to waiver of registration, reports of the Committees 

relating to safety and risk evaluation committee minutes of the Pricing 

Committee of the National Medicines Regulatory Authority, dossiers on 

medicines, certificates for waiver of registration, files of the National Medicines 

Quality Assurance Laboratory. 

(xi) Files relating to the Indian credit line, Minutes of the meetings of sub-

committees on medicines relating to Indian credit line, files relating to 

emergency purchases, reports of Pricing Committees relating to emergency 

purchases, Procurement files of the State Pharmaceuticals Corporation, Board 

Papers of the Board of Directors, clearance files of the Wharf Division.  

(xii) Files relating to procurements made under Expressions of Interest.  

(xiii) Information relating to Customs clearance collected through the Department of 

Customs and Import and Export Control Department, information obtained from 

information system of the Office of the Registrar of Companies relating to 
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establishment of companies, and information retrieved from the Department of 

Inland Revenue.  

(xiv) Files and payment vouchers of the Medical Supplies Division relating to orders 

of pharmaceuticals.  

(xv) Information retrieved from PRONTO and Swarstha software used to administer 

the process of medical supplies.  

2.2 Other Methodologies  

(i) Analyzing the information collected by Government hospitals through various 

sources with respect to the said process.  

 

(ii) Holding discussions with top level management of the institutions such as, 

Ministry of Health, Production, Supply and Regulation of Pharmaceuticals Unit, 

Medical Supplies Division, National Medicines Regulatory Authority, State 

Pharmaceuticals Corporation, and State Pharmaceuticals Manufacturing 

Corporation. Collecting information from officers of the Treasury responsible 

for implementing the Indian Credit Line, and officers of the Health Sector 

Enhancement Project – HSEP implemented under financial assistance of the 

Asian Development Bank. 

 

(iii) Physical inspection of the premises of National Medicines Quality Assurance 

Laboratory. 
 

03. Scope of Audit  

A sample audit test was conducted with respect to the progress in the utilization of 

financial assistance including the Indian credit line received in favor of medical 

supplies to Government hospitals and productivity of emergency purchase of 

medicines made by deviating from standard Procurement process using such financial 

assistance, and the regulatory mechanism for the pharmaceuticals so supplied. 

Objectives of the audit 

The objective of this special audit is to examine the measures taken for fulfillment of 

the medicine requirement in the period of crisis arisen in 2022 due to the shortage of 

foreign reserves and other matters, whether the emergency procurements carried there 
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and inspection of the regulation of the process of providing the medicines with quality 

to the patients.              

04. Limitation to the Scope  

It is stressed that my scope was subject to the following restrictions when reaching 

conclusions through observations pointed out in this report.  

(i) The original files relating to the emergency procurements were taken into the 

custody of Criminal Investigation Department whilst the audit was in progress.  

 

(ii) Some of the explanations relating to the procurements could not be obtained 

due to reasons such as, the Chief Accounting Officer of the Ministry of 

Health, Additional Secretary of the Production, Supply and Regulation of 

Pharmaceuticals  Unit, Deputy Director General of the Medical Supplies 

Division, Director of Medical Supplies, Deputy Director of Medical Supplies, 

Assistant Director of Medical Supplies (Pharmaceuticals) and Accountant of 

Medical Supplies were in remand custody due to court proceedings, and the 

medical officer of the Production, Supply and Regulation of Pharmaceuticals 

Unit, being the Head of that Unit, had not returned after proceeding abroad.  

 

(iii)  Not carry out / get it done the independent quality assurance tests further to 

the quality assurance certificates obtained by relevant authorized officers for 

verification the quality of medicines. 

 

(iv) Not obtain the independent verifications further to the 

decisions/recommendations of the relevant Technical Evaluation Committees 

in relation to the technical facts of the medicines. 

  

(v) Not verify the accuracy/ reliability of the data obtained through new Swarstha 

Information System. 

 

(vi) There had been cases, where specific confirmations had not been received 

regarding the draft audit observations owing to taking action as mentioned 

below by the Secretary of the Ministry in replying to the draft of this report, 

and it is observed as a matter that needs further attention in the future as to 
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whether it had been an act of deliberately avoiding any disadvantageous 

situation. 

 

(vii) In the provision of written replies to the draft report of this report issued on 29 

December 2023 by the Secretary of the Ministry of Health, the Secretary had 

informed the audit that “although action had been taken to provide complete 

replies as much as possible, there may be incomplete replies as primary 

officers related to the matters pointed out in this report are in remand custody 

and unavailability of certain documentary information. 

 

(viii) Even though the Secretary of Health had informed that he expected to provide 

complete replies through the replies provided to the relevant audit queries by 

giving a general concise reply for the observations made by examining a 

sample of 75 medicines in the draft report mentioned in the aforementioned 

paragraph, replies had not been given even though a period of over 02 months 

had elapsed since the issue of many audit queries.  

 

(ix) As legal proceedings were in progress with respect to the draft audit 

observations on the supply of quality failed medicines by a supplier in a 

fraudulent manner, and some of the officers were in the custody of the court, it 

was informed that a complete reply would be given once those activities were 

finalized, and it was informed that an internal audit would be conducted in 

relation to another company and a report would be issued. 

 

05. Deciding on Samples  

 

A sample comprising of 78 medicines was selected in order to examine the process, in 

which estimates for medicines are prepared, orders are placed, and supplying such 

medicines to the Medical Supplies Division and distribution, by taking into account 

one or some of the matters, out of 06 risky fields identified such as, shortages of 

medicines during the years 2022 and 2023, emergency purchase of medicines, import 

of medicines upon waiver of registration, import of medicines under Indian credit 

line, quality failure of medicines, and patients experiencing serious adverse reactions 

and the items of medicines that were in the limelight of electronic and print media 

during 2022 and 2023 were also included in this sample. 
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06. The Procedure  

6.1 Information on the medicines in short supply and deficit in foreign exchange 

deficit in the year 2022. 

 According to the register on position of the supply of medicines prevailed at that 

period furnished by the Secretary to the then, State Ministry of Production, Supply 

and Regulation of Pharmaceuticals to the Audit, it was identified that 311 (Annexure 

01) items of medicines remained out of stocks as at 13 May 2022. The Secretary to 

the, State Ministry of Production, Supply and Regulation of Pharmaceuticals informed 

the Secretary to the Ministry of Health on 22 April 2022 (Annexure 02) that there 

existed a financial requirement of US $ 13.2 million in respect of foreign letters of 

credit pending at banks and letters of credit to be presented to the banks due to foreign 

exchange deficit. Furthermore, as per the information presented to the Audit by the 

State Pharmaceuticals Corporation, a total of Rs. 4,278.82 million (Annexure 03) 

remained payable as at 20 April 2022 with respect to the medical supplies ordered 

form the local market by the State Pharmaceuticals Corporation and the letters of 

credit pending at People’s Bank and Bank of Ceylon relating to local suppliers. The 

State Pharmaceuticals Corporation furnished information to the Audit stating that 

there existed a financial liability of Rs. 23,123 million (Annexure 04) as at 25 May 

2022 comprising the sum of Rs. 7,135 million relating to the issue of letters of credit 

on the orders placed by the State Pharmaceuticals Corporation, to be paid to the 

suppliers and clearance activities, and the sum of Rs. 15,988 million for the settlement 

of overdrafts obtained on medical supplies. 

6.2 Measures taken by the State Ministry of Production, Supply and Regulation of 

Pharmaceuticals for the supply of medicines in shortage during the year 2022.  

6.2.1 The Ministry of Health, State Ministry of Production, Supply and Regulation of 

Pharmaceuticals, Medical Supplies Division, State Pharmaceuticals Corporation of Sri 

Lanka, and State Pharmaceuticals Manufacturing Corporation had taken action to 

utilize the following financial assistance in order to make payments to the suppliers of 

medicine and purchase on priority the items of medicine that could not be supplied 

due to foreign exchange deficit during the first quarter of the year 2022. As per the 

information of the Treasury, emergency purchase of medical supplies had been 

facilitated using the following foreign grants. 
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 Table No. 01 – Foreign Credit Assistance Schemes  

Contributing Agent/Country 

--------------------------------------- 

Provision 

------------ 

(US $ Million) 

Indian credit line   360.0* 

Asian Development Bank Assitance (ADB-HSEP/AIIB) 166.0 

World Bank Credit Assistance (WB)  48.0 

Donations from China  22-25 

Other agents (WHO, UNFPA) 2.0 

 

* Sums of US $ 200 million and US $ 35 million had been granted in 02 instances 

under the Indian credit line and the other provision had been allocated later. 

 

6.2.2 Approval had been given as mentioned in Table 02 below on 06 April 2022 by the  

Sub-committee established under the Drug manufacturing, supply, and regulation unit 

that the financial assistance of US $ 200 million granted in the first instance under the 

Indian credit line be used to purchase the medical supplies provided for Government 

hospitals through the Medical Supplies Division, make purchases with a view to 

making available the medicines at pharmacies functioning under the State 

Pharmaceuticals Corporation, purchase ingredients for the State Pharmaceuticals 

Manufacturing Corporation to manufacture medicines, and import medicines by 

private sector and local manufacturers in view of availability of medicines at the 

market.  In this process, a sub-committee on medicines is established for Indian credit 

line under the Ministry of Health and the invoices selected by that Committee are sent 

to the High Commission of India through the Indian credit line facility center 

established under the Ministry of Finance. Once the relevant approvals are received, 

the amount required to open the letters or credit should be deposited in LKR in an 

account of the Treasury by the importers.  
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    Table No. 02: Sector to Which Financial Grants had been Allocated as at 06 

April 2022 and Maximum Credit Limits 

 

Sector to Which Financial Grants 

had been Allocated 

--------------------------------------- 

Maximum Limit of granting 

Loans 

-------------------------------- 

(US $ Million) 

For State Pharmaceuticals Corporation  126 

For Osusala  

For State Pharmaceuticals Manufacturing 

Corporation   

04 

For local manufacturers   25 

For Suppliers of the private sector  45 

Total 200 

 

6.2.3 It was stated as per the Minutes of the meetings of the sub-committee on Indian credit 

line dated 29 August 2022 that invoices for 1,372 items worth US $ 109 million had 

been approved and presented by the sub-committee utilizing credits from India as 

mentioned above. It was also stated that approval of the Indian Credit Line Facility 

Coordination Unit –ICFCU of the Ministry of Finance and the High Commission of 

India had been given on 584 invoices therefrom worth US $ 68 million. Accordingly, 

the said value represented 34 per cent of the credit amounting to US $ 200 million that 

had been initially allocated for the health sector. Particulars are as follows. 
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Table No. 03 – Financial assistance approved by the sub-committee of the Indian Credit 

Line as at 29 August 2022. 

Sector to Which Financial  Grants 

had been Allocated 

 

---------------------------------- 

Maximum Limit of 

Granting Financial 

Assistance 

----------------------- 

(US $) 

Value  of Financial 

Assistance Approved 

 

------------------------- 

(US $) 

State Pharmaceuticals 

Corporation  

114,990,000 24,044,243 

To procure by importing through 

the State Pharmaceuticals 

Corporation 

242,288 

For Osusala  13,028,077 

For State Pharmaceuticals 

Manufacturing Corporation  

4,000,000 3,765,680 

For local manufacturers  25,000,000 13,244,885 

For the suppliers of private sector  55,010,000 55,005,841 

Sri Lanka State Trading 

Corporation  

1,000,000 - 

 200,000,000 109,331,014 
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Table 04 – Progress of utilizing Indian Credit Line as at 21.10.2022   

 Amount 

approved by 

the medicines 

sub-

committee on 

Indian credit 

line as at 

2022.08.29 

 

 

 

 

------------ 

(US $ ) 

 

No. of 

invoices 

approved 

by the sub-

committee 

as at 

2022.08.29 

 

 

 

 

 

----------- 

 Value of 

invoices 

approved by 

the High 

Commission 

of India as at 

2022.08.26 

 

 

 

 

 

------------ 

(US $ ) 

 

No. of 

invoices 

approved by 

the Indian 

High 

Commission  

as at 

2022.08.26 

 

 

 

 

------------ 

 Amount 

deposited by 

the 

importers in 

the Treasury 

Account as 

at 

2022.08.26 

 

 

 

 

------------- 

(US $ ) 

 

No. of 

invoices 

through 

which funds 

had been 

deposited in 

the Treasury 

account by 

the 

importers as 

at 

2022.08.26 

------------- 

 Value of 

orders 

received as at 

2022.10.21 

 

 

 

 

 

 

 

 

--------------    

(US $ ) 

No. of 

invoices 

through 

which orders 

had been 

received as at 

2022.10.21 

 

 

 

 

 

------------- 

SPC (DHS) 24,044,243 398  9,899,985 113  53,244 04  4,654,693 50 

Import & supply 

(SPC) 

     242,288 08  171,438 06  0 0  

Osusala   13,028,077 322  3,344,524 109  108,087 07  870,144 47 

SPMC   3,765,680 22  1,555,120 08  373,500 01  1,781,780 05 

Local Manufactures 13,244,885 236  5,644,303 92  608,631 12  - - 

Private sector 

suppliers 

55,005,841 386  47,595,611 256  15,843,765 77  - - 

 --------------- 

109,331,014 

========= 

------ 

1,372 

==== 

 --------------- 

68,210,981 

========= 

------- 

584 

==== 

 -------------- 

16,987,227 

======== 

------ 

101 

==== 

 -------------- 

   7,306,617 

======== 

------- 

102 

==== 
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6.2.4 According to the Minutes of the meetings of the sub-committee on Indian credit line 

dated 19 May 2023, the following Table gives the values approved by the sub-committee 

as at 19 May 2023 after a period of 09 months since 29 August 2022.  

 Table 05- Financial assistance approved as at 19 May 2023.  

 Sector to which the assistance had been allocated 

 

  

---------------------------------------------------------------- 

Maximum 

limit on 

assistance  

------------------ 

Amount of 

assistance 

approved  

------------- 

 (US $ ) 

Purchase of medicines for the Medical Supplies 

Division through State Pharmaceuticals Corporation 

(SPC-DHS) 

    

 

 

      

116,954,957 

       

72,346,466 

Importing and supplying through the State 

Pharmaceuticals Corporation 

           

280,038 

Importing and supplying through the Medical 

Supplies Division 

         

2,105,155 

To the Medical Supplies Division          

4,490,377 

 

For Osusalas 

       

37,802,989 

To purchase ingredients for the State 

Pharmaceuticals Manufacturing Corporation. 

      3,908,580         

3,908,580 

For local manufacturers         

12,773,403 

       

12,773,403 

For the suppliers of private sector         

73,817,031 

       

69,878,047 

Receipt of US $ 35 million as additional provision 

on 2022.11.29 

       

27,546,028 

                    

- 

       -------------- 

     

235,000,000 

    ========= 

--------------- 

     

203,585,055 

 ========= 
 

6.2.5 However, the action had been taken to purchase medical supplies worth Rs. 29,575 

million from final quarter of the year 2022 up to third quarter of the year 2023 under 

emergency procurements through calling for Expression of Interest (EOI) and Unsolicited 

Proposals.  
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6.3 Role of the National Medicines Regulatory Authority in respect of regulating 

Medicines in Sri Lanka  

The National Medicines Regulatory Authority Act had become effective on 25 June 2015  

as per the  Gazette Notification No. 1920/28 published on that date (Annexure 06) in 

terms of  Section 01 of the National Medicines Regulatory Authority Act, No. 05 of 2015 

(Annexure 05) giving powers to the National Medicines Regulatory Authority to be  

responsible for registration, licensing, production, import and other matters relating to 

medicines, medical instruments, and borderline products, and control and conduct of 

clinical tests. It is the vision of the Authority to increase patient access to quality-assured 

medicinal products whilst the mission of the Authority is protecting and improving public 

health by ensuring medicinal products available in the country and meet applicable 

standards of safety, quality and efficacy. Objectives of the Authority directly related to 

the regulation of medicines and key activities are as follows (Annexure 07).  

(i.) Ensure the availability of efficacious, safe and good quality medicines, to the 

general public at affordable prices. 

(ii.) Function as the central regulator for all matters connected with the registration, 

licensing, cancellation of registration or licensing, pricing, manufacture, 

importation, storage, transport, distribution, sale, advertising and disposal of 

medicines. 

(iii.) Ensure that all activities related to registration, licensing and importation of 

medicines, are carried out in a transparent, sustainable and equitable manner. 

(iv.) Encourage the manufacturing of good quality medicines in Sri Lanka with a view 

to assuring the availability of essential medicines at affordable prices. 

(v.) Promote the safe and rational use of medicines by health care professionals and 

consumers. 

(vi.) Recommend appropriate amendments to relevant laws pertaining to medicines. 
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(vii.) Educate the general public, health care professionals and all stakeholders on 

medicines. 

(viii.) Regulate the promotion and marketing of medicines. 

(ix.) Regulate the availability of medicines in the country.  

(x.) Conduct post marketing surveillance on quality, safety and adverse reaction of the 

medicines. 

(xi.) Regulate all matters pertaining to the conduct of clinical trials in Sri Lanka. 

 

6.4 Key Divisions, Committees and Functions thereof on the Regulation of Medicines 

   (i)  Medicines Regulatory Division – MRD  

Coordinating with the Authority relating to the regulation and control of all the 

matters pertaining to medicines, and assisting the Authority.  

(ii) National Medicines Quality Assurance Laboratory – NMQAL 

Conducting tests on medicines furnished with requests for registration, medicines 

added when imported to the country, medicines furnished by consumers along 

with complaints, medicines identified by the Authority during the post marketing 

survey, and other medicines presented by the Authority with respect to some other 

reasons. 

(iii) Medicines Evaluation Committee – MEL  

Conducting technical evaluation on medicines presented for registration by 

specifying the benefits, risks, quality, efficacy, safety, requirement, price, and 

economic analysis; and, submission of a report in that connection to the 

Authority. 
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(iv) Medicines Evaluation Subcommittee – MESC 

Approving or amending when necessary the report prepared by the Medicines 

Regulatory Division by taking into account the quality, safety, and efficacy of the 

medicine thereby presenting recommendations, and presenting such 

recommendations to the Medicines Evaluation Committee. 

(v) Waiver of Registration Subcommittee –WORSC 

To make recommendations in terms of Section 109 of the National Medicines 

Regulatory Authority Act, No. 05 of 2015 (Annexure 08) by considering the 

applications received by the Authority for waiver of registration, emergency 

situations, and other special reasons; and, granting permission and informing the 

Medicines Evaluation Committee in that connection. 

(vi) Pricing Committee – PC  

Assisting the Authority in collecting information and data affecting the process of 

deciding on the price of a medicine, making recommendations to the Authority 

with respect to introductory price of a medicine, maximum retail price, and means 

of revising the price, and informing the Authority on price variations of a 

medicine. Overseeing the fluctuation of price of a medicine. 

(vii) Safety and Risk Evaluation Subcommittee –SAFRESC 

Means-ends analysis in view of ensuring efficiency of the safety of medicines, 

evaluation of risks, risk management, investigation of cases, communicating on 

crisis situations when necessary, and providing technical assistance for 

management. 

(viii) Recall Management Committee  

In the event of problems caused by medicines, making recommendations to the 

Authority for recalling such medicines. 
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6.5 Cabinet Approvals received on Emergency Purchases made during Covid Pandemic 

and Foreign Exchange Crisis, and Amendments made to the Procurement 

Guidelines. 

6.5.1 Following the  Section 16 (i) of Note No. 20/0694/201/016  (Annexure 09) to the Cabinet 

presented by the then President on 01 April 2020 with respect to the procurement of 

essential items during the Covid-19 pandemic, it was decided on 09 April 2020 that 

provisions in Supplementary 35 of Procurement Manual be further simplified in liaison 

with the National Procurement Commission in view of facilitating a hassle-free 

emergency procurement process in the wake of Covid-19 pandemic thereby issuing a 

simplified version of Procurement Guidelines and the Director General of the Department 

of Public  Finance had been informed in that connection (Annexure 10). As per the said 

Cabinet Decision, action had been taken by the Secretary to the Treasury through the 

Circular No. PFD/PMD/149/000/2020-02 dated 09 April 2020 (Annexure 11) to further 

relax the provisions in Supplementary 35 of the Procurement Manual 2006 at the time of 

executing the emergency procurements relating to Covid-19. However, through the Letter 

No. PFD/PMD/149/000/2020-02 (Annexure 12) dated 12 October 2020 replacing the 

letter of the Secretary to the Treasury dated 09 April 2020, provision had been made for 

even more waivers under Supplementary 35 of the Procurement Manual 2006 relating to 

emergency purchases on Covid-19. Instructions had been further given in that letter to the 

effects that, the Procurement Guidelines so amended would be effective only for a 

temporary period, the relevant Procurement Committee and the procurement entity 

should assure transparency and responsibility while ensuring maximum value for the 

entity by following the waivers given to the Procurement Guidelines, and the waivers so 

given should be considered only for emergency purchases directly related to the Covid-19 

pandemic. 

 

6.5.2 Furthermore, concessions such as, enhancing the powers vested in the Procurement 

Committees, reduction of bid security relating to calling for bids and reordering process 

to 0 per cent, and temporary suspension of main procurement plan and appeal process for 

emergency procurements, had been made through the Procurement Guidelines that had 

been amended specifically in view of Covid-19 pandemic. However, it was further stated 
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that the evaluation process of the Procurement Committee and the procurement entity 

should be done attentively. 

  

6.5.3 Approval had been given at the Cabinet meeting (Annexure 14)  held on 03 May 2021 for 

the Cabinet Memorandum No. 21/0791/309/040 (Annexure 13 )  presented on 01 May 

2021 by the then Minister of Health under the title “Enhancing the PCR capacity during 

the third wave of Covid-19” Meanwhile, a new Guideline, titled “COVID 19 Emergency 

Procurement Process – CEPP” had been issued through the Letter No. 

PFD/PMD/COVID19/Guide/21 dated 13 May 2021 (Annexure 15) by the Secretary to 

the Treasury based on Cabinet Decision Nos. 01 April 2020 and 03 May 2021. 

6.5.4 Having mentioned in Annexure 01 to the Cabinet Memorandum considering the 

emergency situation in the country that the decisions taken by the Emergency 

Procurement Committee relating to the emergency situation in the country would be 

informed to the Cabinet monthly whilst the fairness of this process would be verified by 

the internal audit of the procurement entity, the said Guideline mentioned in paragraph 

6.5.3 above had been presented to the Cabinet seeking covering approval. It had been 

decided at the meeting of the Cabinet held on that day that covering approval be given 

thereon (Annexure 17). 

6.5.5 It was stated therein that deficiencies in the existing procurement process would be 

addressed in the wake of Covid-19 outbreak, the standard competitive bidding process 

mentioned in the Government Procurement Guidelines-2006  would be deviated, the 

COVID 19 Emergency Procurement Committee – CEPC would be established, that 

Committee would replace the Cabinet appointed Procurement Committees (SCAPC, 

CAPC, CANPC), and instructions of technical experts would be sought relating to 

emergency purchases as no Technical Evaluation Committees would be appointed.  

6.5.6 Furthermore, the relevant Minister / State Minister should be informed on the 

procurements assigned by this Committee, and the relevant Minister should justify the 

requirement of items so procured thereby presenting a monthly report containing 

information such as items purchased, supplier and value to the Cabinet seeking covering 

approval. The Guideline further stated that the Internal Auditor of the procurement entity 
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should supervise the procurement process thus reporting at the end of the procurement 

that the process was fair and productive. 

6.5.7 The Cabinet Memorandum No. 22/0734/540/001 (Annexure 18) presented by the 

Minister of Health on 30 May 2022 titled “Purchase of essential medicines, medical 

instruments, and accessories during the period of crisis” sought approval to further 

maintain the Covid-19 Emergency Procurement Committee established under 

Procurement Guidelines on 13 May 2021 by expanding its scope in view of strengthening 

the process of purchasing medicines and instruments during the period of crisis. The 

Minister of Finance, Economic Stabilization and National Policies had given approval for 

proposals in the Memorandum  through observations  (Annexure 19) made on 01 June 

2022, and having included provisions similar to Guidelines in the emergency 

procurement process relating to Covid-19, new Guidelines were made for emergency 

procurements of the health sector with respect to the period June – December 2022. At 

the meeting of the Cabinet held on 06 June 2022, it had been decided that the Secretary to 

the Treasury be authorized to promptly issue the Guidelines with respect to the 

emergency procurement process of the health sector mentioned in Annexure A to the 

observations made by the Minister of Finance, Economic Stabilization and National 

Policies whilst ordering the Secretary to the Ministry of Health to purchase the essential 

medicines and medical instruments by following the said Guidelines. (Annexure 20). 

6.5.8 In order to address the shortage of essential medicines and medical instruments occurred 

due to issues that take place in executing the existing procurement process during the 

period of crisis, Guidelines had been prepared and presented with respect to the Health 

Sector Emergency Procurement Process- HSEPP in accordance with Letter No. 

PFD/PMD/Health/HSEPP/01/2022 (Annexure 21) of the Secretary to the Ministry of 

Health dated 16 June 2022 thereby giving approval to the procurement entities of the 

Government health sector to make procurements by deviating from the standard 

competitive bidding process during the period from June 2022 to 31 December 2022. 

6.5.9 The Health Sector Emergency Procurement Committee – HSEPC had been appointed to 

purchase emergency medicines and medical instruments. It was stated  that the said 

Committee would replace the Cabinet appointed procurement committees 
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(SCAPC/CAPC/CANPC) mentioned in the handbooks and Circulars related to  

Procurement Guidelines -2006 and instructions of the technical experts would be sought 

as Technical Evaluation Committees would not be appointed with respect to emergency 

purchases. The Minister of Health should be informed on the procurements assigned by 

this Committee as well, and the Minister of Health should justify the requirement of 

items so procured thereby presenting a monthly report containing information such as 

items purchased, supplier and value to the Cabinet seeking covering approval. As in the 

aforementioned Covid-19 emergency procurement process, the Internal Auditor of the 

procurement entity should supervise and report on the procurement process to ensure 

fairness and productivity. 

6.5.10 According to Paragraph 2.2 of the new Guidelines, composition of the Health Sector 

Emergency Procurement Committee was as follows.  

Secretary, Ministry of Health  Chairman  

Director General or similar position, Ministry of Finance  Member 

Head of the procurement entity or his nominee Member  

 

6.5.11 As Per Paragraph 2.3 of the new Guidelines, either of the direct contract method, single 

source selection, or shopping method would be followed for procurements based on the 

emergency situation. Making procurements from local manufacturers had been 

encouraged, had the Health Sector Emergency Procurement Committee been satisfied 

with the standard and quality of the items.  

6.5.12 Similarly, it had been requested to extend the emergency procurement process again up to 

30 June 2023 by the Cabinet memorandum No.23/0302/640/005 dated 31 January 2023 

(Annexure 22) submitted by the Minister of Health to procure the urgent essential 

medicines, medical equipment and accessories amidst economic crisis situation. As per    

the observations of the Minister of Finance, Economic Stabilization and National Policies 

on 06 February 2023 related thereto, it had been indicated that the Minister of Finance 

had observed that there were delays in the procurement plans and the procurement 

process due to weak procurement plans and weak coordination prevailing among the 
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institutions in taking into account  many requests made to the Ministry of Finance by the 

Ministry of Health in relation to the implementation of the price variations and 

unsolicited proposals. Further, as per the approval granted by the cabinet of ministers on 

12 January 2011, it had been also proposed to appoint the Procurement Planning 

Committee for Medicines with immediate effect. However, the Minister of Finance had 

mentioned that there was no objection in relation to the proposal noted in the above 

memorandum considering the continuous supply of medicines (Annexure 23) and at the 

cabinet meeting held on 13 February 2023, the approval had been granted by 

emphasizing to pay the attention to the observations of the Minister of Finance. 

(Annexure 24) 

6.5.13 In order to avoid the shortage of items during the period of crisis until the usual 

procurement process becomes optimally established, the Minister of Health had again 

presented a Cabinet Memorandum No.23/1223/640/022 on 19 June 2023 (Annexure 25) 

requesting approval to extend the validity period of guidelines for emergency 

procurement process of the health sector up to 31 December 2023. However, the 

observations such as, not only the cost of procurement would be increased due to the use 

of provisions for emergency purchase of medicines and other medical supplies but the 

best practices for procurement process would be deviated, had been made by the Minister 

of Finance on 28 June 2023 in that connection thereby requesting that when the validity 

period of emergency procurement guidelines are extended, the conditions relating to 

procurement timeframe, bid security, and performance securities  should also be amended 

by the Chief Accounting Officer of the Ministry under consent of the National 

Procurement Commission.(Annexure 26) 

6.5.14 The approval of the Cabinet of Ministers had been granted for the proposal indicated in 

the memorandum taking into consideration further explanations given by the Minister of 

Health at that meeting on the observations of the Minister of Finance, Economic 

Stabilization and National Policies at the cabinet meeting held on 04 July 2023 related 

thereto and the proposal indicated in the memorandum.  (Annexure 27) At that meeting, 

the powers has been conferred on the Secretary to the President to be appointed a 

committee consisting with the experts in the relevant  field in order to submit a report 
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with the recommendations after studying 05 facts noted in the cabinet decision to the 

Cabinet of Ministers within a period of one month.  

6.6    Intervention of the Ministry of Health for Emergency Procurement Process  

       

6.6.1 It had been informed to Deputy Director General of the Medical Supplies Division 

by the Chairman of Indian Credit Line Subcommittee on 01 September 2022 that 

the action should be taken to amend the date of receipt of all items expected to be 

imported under Indian Credit Line before 31 January 2023 and submit the new 

orders which can be obtained under Indian Credit Line to the State Pharmaceuticals 

Corporation.( Annexure 28)  

6.6.2 It was informed by the letter dated 22 September 2022 (Annexure 29) sent by 

Additional Secretary of Production, Supply and Regulation of Pharmaceuticals 

Division to Deputy Director General of Medical Supplies Division   that it had been 

decided at the meeting held with the Minister of Health to procure the medicines 

which had the stock level less than one month from the private suppliers under 

Indian Credit Line. Accordingly, it had been also informed to submit the orders the 

State Pharmaceuticals Corporation as emergency procurements adequate for the 

period of 03 months and since the procurement process of the State Pharmaceuticals 

Corporation was delay up to 02 months, numbers of orders were ordered without 

considering the orders scheduled to be receipt at that time. 

6.6.3 It had been informed to submit orders to the State Pharmaceuticals Corporation by 

writing down a note in the letter  indicated in above 6.6.2 paragraph by Deputy 

Director General of Medical Supplies on 23 September 2022.As per the instructions 

of the Additional Secretary shown in above paragraph, the orders had been 

submitted for 182 medicine items worth of Rs.4,150.11 million to the State 

Pharmaceuticals Corporation without taking into account the pending orders for the 

period of 03 months under Indian Credit Line for the medicine items on which the 

stock level had less than one month by the letter of  Deputy Director General of 

Medical Supplies No.2022/SPC/V/P/ 09/2022 dated 26 September 2022 i.e.03 days 

after.(Annexure 30)  
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6.6.4 The solutions had been proposed to avoid the acute medical supplies shortage in the  

government health institutions, cancel the Indian Credit Line at the end of year, to 

be  utilized that Credit Line  before that period, grant permission to the import 

agents  in the private sector to import the medical supplies under the approval of the 

National Medicines  Regulatory Authority as the emergency procurements by 

utilizing its remaining funds, procure medical supply stocks from them adequate for 

03 months and follow the prevailing method for price determination itself used by 

the Pricing Committee of the Ministry for that by the cabinet memorandum 

No.22/1523/610/018 dated 26 September 2022 (Annexure 31) submitted by former 

Minister of Health with an objective of maintaining a continuous medical supplies 

service in Sri Lanka. In addition, the Minister of Health had submitted to the 

Cabinet of Ministers that the items not registered in the National Medicines 

Regulatory Authority under 3.3 of the memorandum should be subject to a Waiver 

of Registration process properly in order to minimize the delay of imports amidst 

the crisis situation as a proposed solution. The approval of the cabinet of ministers 

had been sought for the following facts from said memorandum. 

 

(i) To grant permission to the import agents in the private sector to import the medical 

supplies under the National Medicines Regulatory Authority as emergency 

procurements by utilizing the remaining funds under Indian Credit Line (ICL) 

based on urgent requirement of the Medical Supplies Division, 

 

(ii) To grant the approval to the Medical Supplies Division to procure the medical 

supplies adequate for 03 months from the private import agents  who import the 

medical supplies by using Indian Credit Line (ICL) subject to the prevailing 

procurement mechanism determined by the Pricing Committee of the Ministry of 

Health 

 

The Cabinet of Ministers who had considered this matter had granted the approval for 

said 02 proposals on 03 October 2022. (Annexure 32) 
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6.6.5 As per the decision of the meeting held between the Minister of Health and the 

suppliers of medicines on 22 September 2022 on import and supply of vital and 

essential medicines for the period of 03 months under Indian Credit Line, the 

approval for the  documents for calling of  Expression of Interest prepared  for  

inviting the suppliers to import and supply of vital and essential pharmaceuticals  

had been requested from the Secretary of Health by an internal note jointly made by 

Additional Secretary of Production, Supply and Regulation of Medicines Division 

and  the Medical Officer (Procurements)  on 27 September 2022.Moreover, the 

approval of the Cabinet of Ministers had been requested to publish these documents 

for calling Expression of Interest  in the relevant websites. Furthermore, the 

documents for calling Expression of Interest for procurement of 285 medicine items 

under 04 priority lists had been prepared and submitted for that approval of the 

Secretary of Ministry of Health. (Annexure 33) Accordingly, on the approval of the 

Secretary of Health, such documents had been published in the government 

electronic procurement website (PROMISE.lk) on the same day itself. It had been 

approved to be appointed 06 Opening Committees for Expression of Interest and 02 

additional committees on that day itself by the Secretary of Health as per Annexure 

33 and the relevant letters of appointment had been issued dated 28 September 

2022. On 30 September 2022, an Evaluation Committee chaired by Additional 

Secretary and consisting with 05 members had been appointed by the Secretary of 

Health in relation to calling of Expression of Interest as follows.(Annexure 34) 

 

 Table No. – 06: Members of the Evaluation Committees   
 

 Name Designation 

1. Mrs. U.S.K. Denawatte Additional Secretary (Administration), Ministry of 

Health 

2. Dr. A.T. Sudharshana Deputy Director, Medical Supplies Division 

3. Dr.Jayanath Buthpitiya Medical Officer (Procurements), Ministry of Health 

4. Mrs.D.H.R.N.Pemathunge Internal Auditor, Ministry of Health  

** 

5. Mrs. P.D. Soleman Assistant Director (Medicines), Medical Supplies 

Division 
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** Mrs. Pemathunge was not an Internal Auditor in the Ministry of Health at the 

time of appointment of this committee. 

 

6.6.6 The Secretary of Health had been nominated as the Project Manager of this process 

for calling of Expression of Interest and Additional Secretary of Production, Supply 

and Regulatory of Medicines Division related thereto had been nominated as the 

second coordination officer as per above Annexure 33. It had been indicated in the 

document for calling of Expression of Interest that this calling of Expressions of 

Interest will be ended at 11.00 a.m. on 03 October 2022, intended completion date 

of short listing process will be performed within 02 days and intended completion 

date of evaluation of invitee’s responses will be 07 October 2022. Similarly, it had 

been noted that the supplier should have a valid registered certificate in the National 

Medicines Regulatory Authority in order to import the medicines to Sri Lanka and 

the bidders who had submitted the minimum price and had no registration in the 

Authority considered the price factor can choose to waive the registration and it 

could be considered to issue the Waiver of Registration (WOR) for such bidders 

under the mandatory requirement of the  document for calling Expression of 

Interest. 

 

6.6.7 It had been mentioned that the following documents were required to waive the 

registration with the Expression of Interest –(EOI) documents for the suppliers who had 

not registered in the Authority. 

i. Request letter of applicant 

ii. Completed WOR application 

iii. Certificate of Analysis (COA)of relevant product 

iv. Certificate of Pharmaceutical Product (COPP) 

v. Documents including the trade invoice 

 

6.6.8 Meanwhile, the letters in relation to supply of essential medicines had been forwarded to 

the Minister of Health and Deputy Director General for Medical Supplies by a private 

company named Savorite Pharmaceuticals (pvt) Ltd on 21 October 2022 (Annexure 35) 
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and 28 October 2022 (Annexure 36) respectively and it had been proposed to procure 

surplus stock of 38 medicine items belonging to the company through that letter. 

 

6.6.9   By presenting a cabinet memorandum No. 22/1523/610/024 dated 25 October 2022 

related to this matter again by former Minister of Health (Annexure 37), it had been 

mentioned that a considerable period of time will take to import the medical supplies 

from the State Pharmaceuticals Corporation, the existing stocks in the Medical Supplies 

Division is in a risk level, stocks of 151 medicines is in zero level, the function of the 

surgeries will be totally inactivated in next 03 months and the Savorite Pharmaceuticals 

(pvt) Ltd had agreed to provide the stocks of medical supplies adequate for the period of 

03 months to Sri Lanka within 45 days by using Indian Credit Line and other funding 

methods. The approval of the Cabinet of Ministers was sought for; 

                   

(i) To grant the permission to the Savorite Pharmaceuticals (pvt) Ltd and the other 

selected suppliers to import the medical supplies approved by State 

Pharmaceuticals Corporation adequate for the period of 03 months by utilizing the 

other funds including the remaining funds of Indian Credit Line and funds of 

Government of Sri Lanka based on the urgent situation and requirement of the 

medical supplies division. 

 

(ii) To sign an agreement with the Savorite Pharmaceuticals (pvt) Ltd and other 

selected suppliers for making the payments as per the agreed payment plan by 

utilizing the funds of Indian Credit Line and other funds. 

 

6.6.10 Accordingly, it had been informed to grant the policy approval for these proposals 

indicated in the memorandum and submit the observations of the Minister of 

Finance, Economic Stabilization and National Policies to Cabinet Subcommittee 

on Public Expenditure Management at the cabinet meeting held on same date. 

(Annexure 38) Meanwhile, the Director and the all Assistant Directors in the 

Medical Supplies Division that the relevant approvals of the Cabinet of Ministers 

had been received and submit the orders forwarded under code “V”to State 
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Pharmaceuticals Corporation through code “V” under the local orders of Medical 

Supplies Division by the letter dated 01 November 2022 sent by Deputy Director 

General of Medical Supplies.(Annexure 39) 

 

6.6.11   Accordingly, in accordance with such cabinet decision dated 25 October 2022, 

the Minister of Finance had informed on 02 November 2022 that there was no 

objection for the relevant proposals subject to the following 

observations.(Annexure 40) 

(i) To review on price and quality of the medical supplies and come to an agreement 

on market price, actual and fair price and quality of the medicines through 

Cabinet Appointed Negotiation Committee (CANC) or Health Sector Emergency 

Procurement Committee (HSEPC) since the proposed supplier had been selected 

under unsolicited basis, 

 

(ii) To follow the medicines import process used by the medicine suppliers in the 

private sector under Indian Credit Line for State Pharmaceuticals Corporation for 

the proposed supplier by the Ministry of Health, 

 

(iii) To come into an agreement on price and quality of the medicines between 

Ministry of Health and the proposed supplier prior to import 

 

(iv) To follow the above 03 facts by the Ministry of Health   if other private supplier 

comes forward to supply the medicines under unsolicited basis through Indian 

Credit Line and follow the relevant procurement guidelines by the Ministry of 

Health, if other funds which are  not under Indian Credit Line  are utilized for 

that, 

 

(v) To develop a mechanism by the State Pharmaceuticals Corporation to decrease 

lead time spent for the procurement process, 
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(vi) To develop a proper monitoring and coordination mechanism among the 

institutions by the Ministry of Health to minimize the unnecessary delays in the 

procurement process, 

 

(vii) To adhere the relevant procurement plans process by maintaining the lead time 

and buffer stocks by the Ministry of Health in order to avoid the shortage of the 

medical supplies in due course. 

 

6.6.12 The Cabinet Subcommittee on Public Expenditure Management had forwarded the 

recommendations at their meeting and the approval of the cabinet of ministers had been 

granted for the proposals in the cabinet memorandum at the cabinet meeting held on 14 

November 2022 subject to taking action as per the observations of the Minister of 

Finance. (Annexure 41)  

 

6.6.13  The procurement of the medical supplies had been carried out by the Procurement 

Division of the Ministry of Health prior to establishment of the State Ministry of 

Production, Supply and Regulation of Medicines in 2020. But after cancellation of the 

State Ministry of Production, Supply and Regulation of Medicines on 28 April 2022, the 

opportunity had been provided by former Secretary of Ministry of Health to carry out the 

procurements related to the medical supplies through having established a  Production, 

Supply and Regulation of Medicines Division   under another Additional Secretary 

during 6 1/2 months up to 19 November 2022 without any assignment in writing though 

there was a Procurement Division under Additional Secretary in the Ministry of Health as 

indicated above.  Subsequently,  the Additional Secretary of Production, Supply and 

Regulation of Medicines Division had been assigned the powers by the letter dated 20 

November 2022 (Annexure 42) by the Secretary of Health   to carry out the procurement 

process related to Health Sector Emergency Procurement Committee through that 

division .A medical officer under him had been appointed as the head of such 

Procurement Division by the Additional Secretary on 21 November 2022 and the 

preparation of cabinet memoranda and notes to the cabinet, other activities of the 

procurement process and coordination activities had been assigned.(Annexure 43) But a 
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large number of medical supplies emergency procurements which were matter in 

controversy had been performed by that division at that time and the procurements had 

been carried out through unsolicited proposals by Additional Secretary even before 

entrusting the powers and the emergency procurement process had been commenced 

through Expression of Interest –EOI.  

 

6.6.14 Even though relevant ministry level procurements had been performed through the 

Procurement Division of the Ministry of Health   through the  State Pharmaceuticals 

Corporation  which acts as the procurement representative of the procurements in relation 

to the medical supplies distributed to the government hospitals procured by the Medical 

Supplies Division earlier, many  emergency procurements which was in matter of 

controversy had been carried out through Production, Supply and Regulation of 

Medicines  Division by adhering the Unsolicited Method and Expression of Interest 

(EOI) Method.  

 

6.6.15 By indicating as per the instructions given by the Minister of Health at the meeting held 

on 01 December 2022 with the Secretary of Ministry of Health, Additional Secretary and 

Director General of Health Services, a note had been written down by the Deputy 

Director of Medical Supplies without a date (Annexure 44) giving instructions to take 

action to obtain the approvals in relation to 28 medicine items forwarded by Kausikh 

Therapeutics (Pvt) Ltd in India and a price quotation /invoice had been submitted with 

regard to 28 medicine items on 30 November 2022 to the State Pharmaceuticals 

Corporation by the relevant company.(Annexure 45) 

 

6.6.16 A note to the cabinet  No.22/1993/610/024-1  under captioned “maintenance of 

continuous medical supplies service in Sri Lanka” had been submitted again   by the 

Minister of Health on 05 December 2022 to the Cabinet of Ministers (Annexure 46) and  

the approval had been sought  to grant the permission to Kausikh Therapeutics (Pvt) Ltd 

to import the medical supplies stock approved by the State Pharmaceuticals Corporation 

adequate for the period of 03 months by utilizing the remaining funds of Indian Credit 

Line and other funds based on emergency situation and requirement of the Medical 
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Supplies Division for the  prevention of acute shortage of medical supplies in  the 

government medical institutions. Furthermore, the approval had been also requested by 

that to come into agreements with the institute for making payments as per the payment 

plan agreed by utilizing Indian Credit Line and other funding methods as well as the 

quality and price of the medical supplies. The approval of the Cabinet of Ministers had 

been granted for this subject to taking action in compliance with the observations 

submitted on 02 November 2022 by the Minister of Finance in relation to the cabinet 

memorandum dated 25 October 2022 at the cabinet meeting held on that day itself. 

(Annexure 47) 

 

6.7 Intervention of the National Medicines Regulatory Authority for the emergency 

procurement process  

The decisions of Board of Directors with regard to issuance of Waivers of Registration 

(WOR) by the National Medicines Regulatory Authority by facilitating the emergency 

procurement process are as follows.  

 

Table No. – 07: Decisions taken by the Board of Directors in relation to issuance of 

letters for Waivers of Registration  

  

Date of meeting of Board of 

Directors 

 

-------------------------------------- 

Paper No. of 

Board of 

Director 

------------------- 

Decisions of Board of Directors  

 

 

---------------------------------- 

Approve a special and 

expeditious mechanism for the 

procurement of medicines under 

ICL/ADB/WB/AIIB loan 

schemes on 16 September 2022 

 

84.5.2 

  (Annexure 48) 

Not taking responsibility by the 

Regulatory Authority in relation to 

the medicines which fail in the 

quality imported under this scheme 

and bearing the responsibility by 

the institute itself which 

acknowledges and donates  
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21 October 2022 84.5.2 

( Annexure 49) 

Not taking responsibility by the 

Regulatory Authority in relation to 

the medicines which fail in the 

quality imported under this scheme 

and bearing the responsibility by 

the institute itself which 

acknowledges and donates  

 

18 November 2022  (84.5.2) 

(Annexure  50) 

Not taking responsibility by the 

Regulatory Authority in relation to 

the medicines which fail in the 

quality imported under this scheme 

and bearing the responsibility by 

the institute itself which 

acknowledges and donates  

Any other institute approved by 

JICA and the Secretary   

 

29 December 2022 87.4.9 

(Annexure  51) 

Not accepting the responsibility on 

safety, quality and efficacy of the 

production by NMRA 

 

29 December 2022 87.5.1 

(Annexure 52) 

Not accepting the responsibility on 

safety, quality and efficacy of the 

production by NMRA 
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07. Observations  

 

7.1 Utilization of Indian Credit Line  

       

7.1.1 The progress of the utilization of the provisions received under Indian Credit Line up to 

29 August 2022 and 19 May 2023 is indicated in the above paragraphs 6.2.3 and 6.2.4 

respectively and the action had been taken to return US $ 160 million out of US $ 360 

million received for the medicines shown in the above Chart 01 up to September 2023 to 

the Treasury.  Furthermore, the approval had been granted by Indian Credit Line Sub 

Committee for 2,565 invoices worth of US $ 197 million up to 29 January 2024 as per 

meeting minutes of the Indian Credit Line Subcommittee. The money in Rupee value  

had been deposited in the Treasury Account by the suppliers in relation to 1,816  invoices  

worth of US $ 130 million i.e. Only for 66 percent from the value approved by the 

committee. Moreover, such value was only 36 percent from US $ 360 million indicated in 

above Table No.01 approved for the medicines. In this backdrop, it was observed that the 

action had been taken to procure emergency procurements by utilizing the local funds.  

7.1.2  As per the answers submitted for the draft report of this report forwarded to the audit on 

26 February 2024 by the Secretary of Ministry of Health, it had been informed that the 

relevant loan funds couldn’t be effectively utilized due to the reasons such as delays in 

handing over the relevant files to Indian Credit Line Co-ordination Unit of the Treasury 

by the suppliers, delays occurred in sending the relevant documents to the importer by 

pertinent Indian Manufacturing Company, taking vey lengthy period of time for granting 

the approval to the relevant invoices by Indian High Commission in certain occasions, 

delays occurred in opening the letter of credit by the importers and non-commencement 

of the manufacturing activities by some importers until the receipt of letter of credit. 

7.2        Making payments for the medicines  

7.2.1 As per the information submitted to the audit by the Medical Supplies Division, an 

amount of Rs. 79,652.98 million should be paid to the other  suppliers including State 

Pharmaceuticals Corporation and State Pharmaceuticals Manufacturing Corporation for 

the supply of medicines by the Medical Supplies Division up to 31 December 2023 and 
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an amount of Rs. 54,364.84 million and an amount of Rs. 13,543.31 million should be 

paid to the State Pharmaceuticals Corporation and State Pharmaceuticals Manufacturing 

Corporation respectively. Since such values as per the financial statements 2023 of such 

two Corporations were Rs.38, 853.76 million and Rs.2, 368.68 million respectively, a 

difference of Rs.26, 685.72 million had been observed in relation to the amount to be 

paid.   

7.2.2 Even though the settlement of the debit notices sent to the Medical Supplies Division by 

the State Pharmaceuticals Corporation pertinent to the medical supplies should be carried 

out through Swastha Information System, the payments for debit notices of Rs. 20,202.74 

million received from August to November 2023 had been halted even up to 29 

November 2023 due to the issues of implementation of said system. In addition, due to 

the shortcomings such as showing the inaccurate values,  not indicating the delay charges, 

not indicating the name of the  payee in the Swastha Information System in the 

preparation of the vouchers for  Rs. 5,678.91 million and Rs.2,297.39 million to be paid 

to the State Pharmaceuticals Manufacturing Corporation and local suppliers respectively 

from August to November 2023 pertinent to the procurements of medical supplies, such 

payments had not been settled even up to 29 November 2023 which was the date of audit.  

7.2.3 An aggregate financial requirement of Rs.33, 342.78 million existed including Rs. 606.09 

million for issuance of letters of credit for the orders in the Medical Supplies Division by 

the State Pharmaceuticals Corporation up to 31 December 2023, Rs.14, 120 million for 

payments to the suppliers (bank bills to be paid) and Rs.18, 616.64 million for the 

settlement of overdrafts obtained for the medical supplies. It was an increase of Rs.10, 

220 million than the amount of Rs.23, 123 million which had existed before 19 months; 

that is 25 May 2022.     

 

7.2.4   Rs. 145 million in relation to 11 shipping guarantees opened for the period from 2011 to 

2020 had been utilized from limit of credit limit given by Bank of Ceylon up to 31 

December 2023   Since the above shipping guarantees couldn’t be opened even up to the 

date of audit on 22 February 2024, the State Pharmaceuticals Corporation couldn’t be 

opened these letters of credit from this value. 

34



 
 

 
 

 

 

7.3  Emergency Procurement Process performed  in 2022 and 2023 

 

Subsequent to making the observations on intervention of Ministry of  Health, Ministry 

of Finance and National Medicines Regulatory Authority in order to maintain a 

continuous medical supplies service in Sri Lanka, the facts observed in relation to 

arrangement of an environment for making frauds such as   how Ministry of Health, 

Production, Supply and Regulation  of Medicines Division, Medical supplies Division, 

State Pharmaceuticals Corporation and National Medicines Regulatory Authority had 

acted in this regard,  on the way of carrying out emergency procurements,  severe 

violations of internal control methods due to neglecting the accepted procurement 

guidelines and  taking action exceeding the cabinet decisions and weak internal control 

methods are shown below. 

 

7.3.1 In accordance with the letter No PFD/PMD/Health/HSEPP/01/2022 dated 16 June 2022 

issued by the Secretary of Ministry of Finance mentioned in above paragraph 6.5.8, it 

had been noticed that a monthly report on the items purchased from the procurements 

made under health sector emergency procurement process should be submitted by the 

Minister of Health for the covering approval of the Cabinet of Ministers by justifying the 

procurement requirement. But said covering approval of the cabinet of ministers which 

had to be taken monthly had not been obtained even up to 31 March 2024 in relation to 

the procurements worth of US $ 20 million and with regard to 663 health sector 

emergency procurements worth of Rs.21, 999 million carried out from June 2022 to 

November 2023. 

   

7.3.2  Even though the Internal Auditor of the procurement entity had participated to observe 

the emergency procurements implemented through State Pharmaceuticals Corporation, it 

had not been verified at the audit that the other emergency procurements carried out   by 

the Production, Supply and Regulation of Medicines Division had been observed. 

Similarly, no document had been forwarded by Internal Auditor in order to verify that an 
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effective process had been performed in the procurements in which he had participated 

as an observer and accordingly, a fair and effective process had not been ensured at the 

end of the procurement process. However, the Chief Internal Auditor of the Ministry of 

Health had stated to the audit in writing on 01 April 2024 that he had participated for the 

procurement committee as per the telephone call given and it had not been informed in 

writing to be participated as an observer of the procurement committee and submitted a 

report related thereto after said participation and since he had not been made aware to 

forward a such report, a report including the observations had not been given. 

 

7.3.3 As per the letter sent by Additional Secretary of Production, Supply and Regulation of 

Medicines Division on 22 September 2022 in accordance with above  paragraph 

No.6.6.2, it had been observed that the State Pharmaceuticals Corporation had been 

informed to submit the orders on 23 September 2022 by writing down a note to the staff 

by Deputy Director General of Medical Supplies and the orders had been submitted for 

the period of 03 months under Indian Credit Line for 182 medicine items worth of 

Rs.4,150.11 million to State Pharmaceuticals Corporation  by Deputy Director General 

of Medical Supplies on 26 September 2022 i.e. 03 days after that as noted in paragraph 

No.6.6.3.But the orders had been submitted for the emergency procurements 07 days 

before the receipt of the approval of the Cabinet of Ministers for the cabinet 

memorandum presented related thereto as per above No.6.6.4.  It had been also observed 

that the risk of occurring loss to the government had been neglected by determining to 

inform the orders irrespective of the pending orders, receipt of stocks on immediate 

dates and making emergency procurements at the higher prices.  

 

7.3.4 It was observed that after one day of forwarding the orders worth of Rs. 4,150.11 million  

to the State Pharmaceuticals Corporation for 182 medicine items and submitting the 

cabinet memorandum indicated in above No.6.6.4 i.e. on 27 September 2022 through an 

internal note shown in paragraph 6.6.5 forwarded by Additional Secretary of Production, 

Supply and Regulation of Medicines Division to the Secretary of Health mentioning “ as 

per the decision of the meeting held between the Minister of Health and the suppliers of 

medicine in relation to import and supply of vital and essential medicines for the period 
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of 03 months by utilizing the Indian Credit Line on 22 September 2022”, the documents 

for calling Expression of Interest had been prepared and submitted on the approval of the 

Secretary  of Health to procure 285 medicine items with regard to  import and supply of 

vital and essential medicine items through Indian Credit Line 06 days before the  receipt 

of the cabinet approval dated 03 October 2022. The medicine items such as Everolimus, 

Gentamicin Sulphate inj., Cefuroxime inj. which had not been included in the essential 

medicines list had been inserted in such increased list.      

 

7.3.5 Furthermore, the calling of Expression of Interest had been published in the websites and 

the bid opening committees and the evaluation committees had been appointed by the 

Additional Secretary and  the Secretary of Health respectively prior to receipt of the 

approval of the cabinet of ministers dated 03 October 2022 indicated in above paragraph 

6.6.4.Similarly, it was observed that the action had been taken to open the bids on the 

date on which the approval of cabinet of ministers had been received itself and the action 

had been taken to inform it to the Ministry of Health on 05 October 2022. Further, even 

though it had been mentioned in this paragraph above that a meeting was held between 

the Minister of Health and the medicine suppliers, the information on holding such 

meeting had not been submitted to the audit. 

 

7.3.6 An Evaluation Committee consisting of 05 members had been appointed by the Secretary 

of Health for the evaluation of 285 medicine items indicated in above 6.6.5 and it was 

observed that the Medical Officer who had performed duties as the head of Procurement 

Division had been also appointed as a member of that committee and no specialist for 

evaluation of the special medicines such as cancers or an expert with the technical 

knowledge related thereto had been appointed. Even though the Evaluation Committee 

had not been appointed in accordance with emergency procurement guideline, the steps 

should be taken to obtain the instructions from the technical experts by Health Sector 

Emergency Procurement Committee and it was observed that no action was taken in such 

manner.   

 

37



 
 

 
 

7.3.7 It was observed that even though the Expression of Interest Evaluation Committee at its 

meetings held on 06, 07,10,11,12 and 13 October 2022 had considered the price of the 

medicines and stock providing timetables and the quality of the medicines had not been 

considered in carrying out relevant evaluations in accordance with the statement of the 

member of the Evaluation Committee dated 13 November 2023. Moreover, it had been 

informed to Additional Secretary of Production, Supply and Regulation of Medicines 

Division that  the evaluation couldn’t be carried out due to the shortcomings prevailed in 

the documents to be submitted in calling the expressions and it had been informed to the 

audit on 02 May 2024 by the Chairman of Expression of Interest Evaluation Committee 

that the relevant Additional Secretary had  noticed to immediately select the suitable 

interested parties  as per the delivery schedule and actual minimum price of the   

medicines.  Accordingly, the committee had not considered on the major deviations of 

the procurement in relation of non-availability of the documents to be submitted by the 

suppliers who do not have the registration certificate of the National Medicines 

Regulatory Authority indicated in the evaluation criteria in calling Expressions. 

Accordingly, it was observed that its own evaluation process had not been independently 

performed by the Evaluation Committee. Similarly, even though it had been informed to 

submit 08 documents including the application related thereto by the suppliers who do 

not have registration certificate of National Medicines Regulatory Authority and the 

business registration in calling expressions as per above paragraph 6..6.7  and the 

registration of the National Medicines Regulatory Authority, Expression of Interest 

Opening Committee had not examined on that.   

 

7.3.8 Due to the facts including the backlog prevailed in the medicines registration process of 

National Medicines Regulatory Authority and non-attention on the government 

medicines requirement by the Authority in the registration of medicines as per under-

mentioned paragraph 7.7, there are no adequate valid registered suppliers suitable for the 

medicines supply requirement of the country. Many suppliers had submitted the tenders 

without a valid registration certificates since the opportunity had been given for the 

procurements under Waivers of Registration in Expression of Interest Method and the 

appropriate restricted conditions had not been included in the bidding documents 
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enabling to minimize the submission for the procurements under Waivers of Registration. 

Likewise, the methodology which ensures the supply of medicines with quality had been 

deviated through relaxing the conditions.    

 

7.3.9 It was observed that a  risk prevailed  in relation to the quality of the medicines procured 

due to the facts such as negligence of compulsory requirement of the registration 

certificate of Medicines Authority which certifies whether it is a quality medicine in the 

medicine procurement as per 2.1 of  Procurement Guideline on Medicines and Medical 

Supplies 2007, non-appointment of the Technical Evaluation Committees but 

appointment of the Evaluation Committees instead of that,  not taking the instructions 

from the technical experts and non-examination of the documents related to quality of the 

medicine by the Evaluation Committees appointed. 

 

7.3.10 As per the facts observed in above No.6.7 and following observation No 7.5 and 7.11.7 of 

this report under intervention of the National Medicines Regulatory Authority with 

regard to the emergency procurement process, the action had been taken by the 

Medicines Authority to issue such certificates deviation from the accepted and prevailed 

methodology for issuance of Waivers of Registration. Even though the Authority had 

issued the Waivers of Registration, it was observed in the audit that the basic objective of 

providing the medicines with high quality is not fulfilled due to deviation from the 

responsibility on quality, safety and efficacy of such medicines, entrusting the 

responsibility on quality, safety and efficacy of the medicines to other parties  (Annexure 

53) deviation from the objective indicated in subsection 3(a) of the National Medicines 

Regulatory Authority Act, refusal the responsibility related thereto by the parties 

entrusted such responsibility. (Annexure 54)     

7.3.11 Accordingly, it was not verified in the audit that the relevant procurement committee and 

procurement entity had certified that the maximum value is given to the money of the 

procurement entity in transparent and responsible manner and the procurement committee 

and procurement entity had acted with adequate attention in the evaluation process. 
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7.3.12 Similarly, the EOI Evaluation Committee had recommended to award the tender with 

Waiver of Registration (Annexure 55) to the all responsive suppliers who do not have the 

registration in Medicines Authority and the Health Sector Procurement Emergency 

Committee at its meetings held on 13 and 18 October 2022 had decided to award the 

tender for 170 medicine items worth of US $ 19.8 million to the substantial responsive 

bidders. But the procurement committee had not taken measures to verify the quality of 

the medicines.   
 

7.3.13 This Health Sector Emergency Procurement Committee shown in above paragraph 6.5.10 

at the meetings held on 13 and 18 October 2022 in which a Treasury Representative is a 

member also had decided to procure these medicine items under Indian Credit Line or 

direct purchases. (Annexure 56) Accordingly, it was observed that the Health Sector 

Emergency Procurement Committee had acted by exceeding the cabinet decision given 

on 03 October 2022 by granting permission to the import agents in the private sector to 

import the medical supplies as emergency procurements by utilizing the remaining funds 

of Indian Credit Line. Accordingly, it was observed that an amount of Rs.2, 909.45 

million had been paid by the local funds deviation from Indian Credit Line for the 

medicines procured under Expression of Interest Method and Rs.1, 267.60 million has to 

be paid as at 31 December 2023.  
 

7.3.14 The Indian manufacturers had been selected for the procurements implemented through 

the Expression of Interest   under Indian Credit Line and the orders had been awarded to 

above 21 suppliers informing that these orders should only be implemented under Indian 

Credit Line by the Secretary of Health (Annexure 57) on 20 October 2022. But the 

instructions had been given by Secretary of Health to be implemented the purchase orders 

under the following conditions by the letter No. PSRP/08/EOI/General/2022 dated 28 

October 2022 of Production, Supply and Regulation of Medicines Division (Annexure 

58) addressed to Director General of Medical Supplies. Accordingly, it had been 

informed;   

• To purchase each item under Indian Credit Line or any other convenient method 

to both parties 
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• If any supplier does not submit the registration certificates, include the clear limits 

on the  relevant responsibility 

• To include the relevant conditions on performance securities  and exemption of 

penalties for the delays  

• To make payments to the suppliers within 45 days in making payments 

• The ministry should take action to pay the suppliers a monthly fee i.e.3 percent 

for the delays occurred by the ministry party in making payments 

 

The following facts were observed in relation to this. 

 

(i) It was observed that the  Indian Credit Line Sub Committee had been established 

under Production, Supply and Regulation of Medicines Division itself and since 

the procurement committee established under that division itself  had not taken 

measures to submit 158 orders  worth of US $ 19.1 million which should   be 

implemented under only Indian Credit Line  above mentioned to the 

recommendation of  Indian Credit Line Sub Committee , an opportunity had been 

provided to avoid the implementation of these orders under Indian Credit Line. 

 

(ii) Even though the bids had been called to carry out these procurements by only 

utilizing the remaining funds of Indian Credit Line, the approval had been granted 

by the Secretary to purchase through Indian credit Line or any other convenient 

method for both parties in contrary to that condition.  

 

(iii) Through that, the action had been taken to make the payments through the local 

funds selected Indian suppliers, restrict the opportunity for the parties for 

participation fairly for this procurement, procure the medicines at higher prices 

and lose the opportunities to procure the other quality medicines at a competitive 

price. 

 

(iv) It was observed that the Secretary of Health had taken action in a manner where 

the loss had occurred to the government amidst severe economic crisis through 
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inserting the condition such as payment of monthly fee i.e. monthly 3 percent for 

the delays occurred in making payments. 

 

(v) It was observed that Deputy Director of the Medical Supplies Division who had 

been appointed to cover up the duties in the post of Director at that time had 

affixed the official frank as Director of Medical Supplies without formal 

appointment in issuing the purchase orders under EOI. 

7.3.5  

7.3.15 It was observed that it had been recommended by Deputy Director General of Medical 

Supplies and Additional Secretary of Production, Supply and Regulation of Medicines 

Division on 02 November 2022 to issue these purchase orders through US $ ,make the 

payments through the remaining funds of  Indian credit Line 0r other sources, ,  issue the 

purchase orders subject to transfer the provisions of State Pharmaceuticals Corporation to 

the Medical Supplies Division and issue the purchase orders without obtaining the 

purchase agreements and performance securities prior to obtain the approval of the 

cabinet of ministers for the cabinet memorandum for import of the medical supplies by 

utilizing the remaining funds of the Indian Credit Line and other sources including the 

funds of Government of Sri Lanka indicated in above paragraph 6.6.9 submitted on 25 

October 2022 and the Minister of Health had approved that on the same date 

itself.(Annexure 59)   

 

7.3.16 On the approval of Health Sector Emergency Procurement Committee, the steps had been 

taken to make emergency procurements worth of Rs.12, 200 million for 280 medicine 

items through State Pharmaceuticals Corporation during July 2022- September 2023 as 

per the information received to the audit.  Such all orders had been awarded to the above 

18 companies out of 21 noted in paragraph 7.3.14.  The procurement had been awarded 

under Waiver of Registration for 103 orders out of 280. 

 

7.3.17 Subject to the observations given by the Minister of Finance dated 02 November 2022 for 

the cabinet decision submitted on 25 October 2022 as per above No.6.6.8,6.6.9 and 

6.6.10,  the approval of the Cabinet of Ministers had been granted on 14 November 2022 

to procure the relevant procurements. In accordance with the observations of the Minister 
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of Finance, it had been mentioned that if other funds rather than ICL is utilized, the 

relevant procurement guidelines should be followed by the Ministry of Health. A method 

of calling Expression of Interest had not been approved through that.   

 

7.3.18 It was observed that the orders in relation to 140 medicine items on which the stock had 

not been fully supplied and 12 orders for items on which the stock had been partly 

supplied   from 158 emergency procurement purchase orders given under emergency 

procurement had been cancelled by the letter No.DDG/MSD/EMPU/Gen/2022 dated 06 

November 2023 sent by Director of Medical Supplies.(Annexure 60)  Accordingly, it was 

observed in the audit  that the overall process carried out was not effective due to the 

extension of emergency procurement guideline by mentioning as very urgent 

procurements at several occasions and cancellation of such 140 orders finally by carrying 

out this process by taking efforts to give relaxations indicated in above 7.3.14 to the 

companies who had no registration in relation to the medicines.       

 

7.4 Intervention of the Ministry of Health in relation to the requests received to the 

Minister of Health through the unsolicited proposals and relevant internal process  

 

7.4.1 By indicating as per the instructions given at a meeting headed by former Minister of 

Health on 17 October 2022, a memorandum prepared with regard to the medicine items 

list submitted by the  Indian Company shown above paragraph 6.6.8  had been forwarded 

to the Secretary to Health on 19 October 2022 by Acting Deputy Director of Medical 

Supplies (Annexure 61) The Secretary of Health had informed to Director General of 

Health Services to implement that under Unsolicited Procurement Procedure on 20 

October (Annexure 62). Similarly, it was informed to the Minister of Health by a letter 

dated 21 October 2022 by the company shown in above paragraph 6.6.8 that a meeting 

was held between this company and the Minister of Health on that day itself and the 

company had surplus stocks and 38 medicine items can be provided between 45-65 days . 

Accordingly, it was observed that the instructions had been given by the Minister of 

Health to the officers to submit the relevant orders prior to 04 days of written notice of 

the relevant company.     
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7.4.2 After 04 days from the date of letter forwarded to the Minister of Health by the company 

on 21 October 2022  as indicated in above paragraphs  6.6.7  and 6.6.8  the Minister of 

Health   had informed that  the existing stocks in the Medical Supplies Division were in 

risk level, the stocks of 151 medicines were in zero level, the function of the surgeries 

will be totally inactivated during next 03 months , the Savorite Pharmaceuticals (Pvt) Ltd. 

in Gujrath in India  had agreed  to provide the medical supplies to Sri Lanka adequate for 

a period of 03 months within 45 days by utilizing the  Indian Credit Line and other funds 

and a request had been made to grant the approval of the Cabinet of Ministers for that by 

the cabinet memorandum dated 25 October 2022.Two medicine lists (Vital and Essential) 

i.e. lists for 325 medicines on which the stock level had prevailed less than 03 months 

had been submitted by Annexure 1 of such cabinet memorandum and said lists had been 

prepared based on the information obtained on 24 October 2022 through MSMIS System. 

But it was observed that the attention had not been paid to the pending orders up to that 

date in determining the stock level of this medicine list. 

 

7.4.3   Taking into account this memorandum, it had been decided by the Cabinet of Ministers on 

26 October 2022 to grant the policy approval for such proposals and consider the 

observations of the Minister of Finance, Economic Stabilization and National Policies for 

such proposals in order to come to a final decision. In accordance with the observations 

of the Minister of Finance, Economic Stabilization and National Policies dated 02 

November 2022,it had been recommended to come to an agreement after reviewing  on 

price and quality through Cabinet Appointed Negotiate Committee (CANC) or Health 

Sector Emergency Procurement  Committee and  follow the method carried out by State 

Pharmaceuticals Corporation in Indian Credit Line and the approval of the Cabinet of 

Ministers had been granted on 14 November 2022 to import the medicines from the 

relevant company subject to the above observations.  

 

    7.4.4   Within 10 days of submission of unsolicited proposal, a letter of awarding the orders 

worth of US $ 4.49 million had been issued to this company by the Secretary of Health 

pertaining to 38 medicines on 31 October 2022.(Annexure 63)  It was observed that the 
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relevant letter had been sent to this company by the Secretary of Health prior to obtaining 

the approval of Health Sector Emergency Procurement Committee and the approval had 

been granted to carry out these procurements under Indian credit Line or direct purchases 

at its meeting held on following day i.e.  01 November. Accordingly, it was observed in 

the audit that 38 purchase orders worth of US $ 4.49 million (approximately Rs.1.7 

billion) had been issued to the pertinent company up to 05 November 2022 i.e. 09 days 

before the receipt of the cabinet decision dated 14 November 2022 and the company had 

accepted those purchase orders on that day itself.  

 

 Table No.-08:  Timeframe in which the unsolicited method had been carried out  

 Action taken                                                                                                          Timeframe 

1 Giving instructions to prepare a memorandum pertinent to a list of 

medicine items forwarded by the Savorite pharmaceuticals (pvt) Ltd at a 

meeting headed by former Minister of Health   

17.10.2022 

2 Submission of aforesaid memorandum by Deputy Director who 

performed duties as Acting Director of Medical Supplies to the 

Secretary of Health 

19.10.2022 

3 Inform by Secretary of Health to implement the unsolicited proposals in 

the memorandum submitted by Deputy Director through the 

procurement process   

20.10.2022 

4 Inform by savorite Company to the Minister of Health by a letter  that  

38 medicine items can be provided during 45-65 days 

21.10.2022. 

5 Submission of the cabinet memorandum  25.10.2022 

6 First cabinet decision (policy approval)  26.10.2022 

7 Inform to MSD by the Secretary  that the approval of the Cabinet of 

Ministers had been received  

28.10.2020 
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7.4.5  It had not been verified at the audit that the prices of the medicines forwarded by the 

above unsolicited proposal had been analyzed having adjusted with prior SPC prices and 

exchange rate changes by relevant Pricing Committee as per the observations of the 

Minister of Finance indicated in 6.6.11(i) and (iii) or the relevant laboratory reports had 

been used in relation to the quality of medicines.   

                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            

7.4.6 In terms of the Fee Regulation published in the Extraordinary Gazette Notification 

No.2052/33 dated 05 January 2018 in relation to issuance of letters for Waiver of 

Registration of medicines, the fee is charged by the Regulatory Authority. The 

registration of the Medicines Regulatory Authority had not been obtained for any 

medicine forwarded by the aforesaid company through the Unsolicited Proposal and the 

facts had been informed by Additional Secretary of Production, Supply and Regulation of 

Medicines Division at a meeting held on 08 December 2022 to issue WOR certificates 

without a fee specially to this company and  the Minister of Health had informed to issue 

in this manner only for this occasion and not to take it as a normal usage.  Accordingly, it 

was observed that 38 Waivers of Registration had been issued by the Regulatory 

Authority without evaluation on the quality of the medicine through Special Pathway.  

 

7.4.7 Even though the facts had been provided to the Cabinet of Ministers through the cabinet 

memorandum dated 25 October 2022 mentioning  the current existing stocks of the 

medical supplies were in risk level, a severe risk prevailed  of creating an acute shortage 

of medical supplies in the country within next 03 weeks, it was expected that the function 

of the surgeries was totally inactivated within next 03 weeks and the medicines will be 

8 Issuance of a letter for awarding the orders worth of US $ 4,490,377.5 in 

relation to 38 medicines  by  Secretary of Health to Savorite Company 

31.10.2022 

9 Health Sector Emergency Procurement Committee meeting 01.11.2022 

10 Issuance of 38 purchase orders to the suppliers 05.11.2022 

11 Giving the final decision of the Cabinet of Ministers 14.11.2022 
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imported from Savorite Company on the emergency situation of the Medical Supplies 

Division in order to avoid the acute  shortage of medical supplies in the government 

health institutions, it was observed that 10 medicines out of 38 ordered from this 

company were the medicines which had not been included in the essential medicines list 

as per  Pronto System of Medical Supplies Division and  an expected amount to be 

incurred for that was approximately Rs.280 million.     

 

7.4.8 It was questionable in the audit whether it was essential to purchase the medicines  which 

had not been included in the essential medicines list from a one company under 

emergency procurements without checking the quality at a higher price and it was 

observed that the all orders provided to this company had been increased by 100 percent 

for another 03 months and  decided to submit the orders and  issued the orders for 33 

items out of that at the meeting of Medicines Management Committee held on 08 

December 2022 headed  by Additional Secretary of Production, supply and Regulation of 

Medicines Division.  

 

7.4.9   An unsolicited proposal in relation to 28 medicine items worth of US $ 537,955.12  had 

been also submitted by Causik Therapeautics company in India to the Minister of Health 

in addition to Savorite company as per above No.6.6.11 and 6.6.15  and  it had been 

informed that the  approval was granted to import 13 items indicated in the proposal 

forwarded by the company by the letter dated  20 December 2022 (Annexure 64) 

addressed to Chief Executive Officer of the relevant company and come into an 

agreement on price of 15 items which had higher price than standard price  by the 

Minister of Health through a file of Production, Supply and Regulation of Medicines 

Division (Annexure 65). Similarly, it was also informed to utilize the remaining funds of 

Indian Credit Line for this requirement. But the Evaluation Committees or Pricing 

Committees had not been appointed at that time as per the cabinet decision dated 14 

November 2022 and a request had been made to be appointed a Pricing Committee 

consisting with 05 members for evaluation this unsolicited proposal by Additional 

Secretary of Production, Supply and Regulation of Medicines Division on 03 January 
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2023 i.e. after 14 days from that to the Chairman of Health Sector Emergency 

Procurement Committee.  

 

7.4.10 At the meeting of Medicines Management Committee headed by the Additional Secretary 

of Production, supply and Regulation of Medicines Division held on 19 December 2022, 

it had been decided to give the stocks for 28 items of this company for 06 months and the 

Minister of Health and the Chief Executive Officer of National Medicines Regulatory 

Authority had participated for an   observation tour of this company in India during 21-24 

December 2022. Subsequent to the facts had been revealed that this supplier was a 

company blacklisted by State Pharmaceuticals Corporation earlier, the process with 

regard to procurement of these items had not been commenced.  

 

7.4.11 It was observed that the import of the medicines had been suspended by the Supreme 

Court due to the Fundamental Rights Cases No. SC/FR/65/2023 and No. SC/FR/82/2023 

submitted by a civil organization and a civil organization activist in relation to 38 

medicines items ordered through the above unsolicited proposal from which the 

responsibility had been assigned to the Director of  Medical Supplies pertaining to the 

quality, safety and efficacy of the medicines without carrying out the evaluations by the 

National Medicines Regulatory Authority. 

  

7.5 Intervention of National Medicines Regulatory Authority in relation to Emergency 

Procurement Process        

    

7.5.1 It is mandatory to obtain the registration of the Medicines Regulatory Authority to 

import, manufacture, sell and distribute the all medicines by the Sections 58, 82 and 101 

of the National Medicines Regulatory Authority Act No.05 of 2015 (Annexure 66) and 

the Medicines Authority shall be responsible for the quality, safety and efficacy of the 

medicines. But it was observed that it had been proposed to the Cabinet of Ministers that 

the items which do not have the registration in the Authority should be subject to a 

Waiver of Registration process irrespective of that. Similarly, even though the 

observations on issues arisen due to usage of Waiver of Registration process for the other 

48



 
 

 
 

matters deviation from the section 109 of the National Medicines Regulatory Authority 

had been submitted by the audit since many years, it was observed that the attention had 

not been paid for that.   

 

7.5.2 Similarly, it was observed in the audit that  the relevant conditions had been relaxed by 

providing the opportunity to supply the medicines after obtaining the Waiver of 

Registration certificates by the suppliers who do not have the registration for medicines 

under No.3.6 of the Procurement Guidelines on new medicines and the medical 

equipment issued by Public Finance Circular No.1/2023 dated 13 January 2023 by the 

Secretary of Ministry of Finance, Economic Stabilization and National Policies, general 

conditions in the bidding documents in 2023 of the State Pharmaceuticals Corporation 

and mandatory requirements  in calling the Expressions which were in controversy and 

no action was taken by the Authority related thereto.   

 

7.5.3 Even though it had been proposed that the items which did not have the registration in the 

Medicines Regulatory Authority should be properly subject to a Waiver of Registration 

process before import in order to minimize the delay of the import in submission the 

cabinet memorandum dated 26 September 2022 by the Minister of Health as indicated in 

above paragraph 6.6.4,  it was observed that the Waiver of Registration certificates had 

been issued without submission to  the pertinent committee  by mentioning through a 

special pathway via a fast track deviation from the issuing method of    the Waivers of 

Registration certificates of National Medicines Authority subject to a formal committee 

approval.  

 

7.5.4 As indicated in under-mentioned observation No.7.11.7, a method of issuing of letters for 

Waivers of Registration had been followed on the approval of the Chief Executive 

Officer through a fast track identified as the special pathway without submission for the 

approval of the Subcommittee in terms of the decision of the Board of Directors dated 16 

September 2022 in relation to the method of issuing the letters for Waiver of 

Registration. The relevant approval had been granted checking only the documents which 

verify the order such as purchase order, indent and sales invoice without paying attention 
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to the factors such as price fairness, opinion of the relevant school on medicine, 

essentiality of medicine, existing number of registered medicines similar to that, 

registered condition of the medicine, registered status of the medicine, registered status of  

the supplier and the manufacturer and prevailing prior  issues on quality ( quality failures) 

and without evaluating the documents which verify the quality, safety and efficacy of the 

medicines. It   was also observed that the recommendation given for carrying out the 

method of issuance of No Objection Letter-NOL by the Authority and before the 

establishment of the Authority   through an independent unbiased committee at the 

special audit done on the process of medical supplies issued by me on 14 March 2018 in 

this manner itself had been neglected. 

 

7.5.5 It had been indicated in under-mentioned observation No.7.11.7 about taking action to 

issue the letters for Waiver of Registration on the approval of the Chief Executive Officer 

exceeding the Waiver of Registration Subcommittee as noted above. 

 

7.5.6 Similarly, even though it had been proposed to the Cabinet of Ministers that it should be  

properly subject to a Waiver of Registration Process as per above No.6.6.4 , the Authority 

had deviated its own responsibility with regard to the quality of the medicines in 

accordance with the Section 3(a) of the Act No.05 of 2015 informing that the  National 

Medicines Regulatory Authority  had no  responsibility for the medicines which fail in 

the quality and import through the various proposals such as  Indian Credit Line, World 

Bank, Asian Development Bank, Asian Infrastructure Facilities and JICA and it was 

unable to take the responsibility on the quality, safety and efficacy of the medicines.   

 

7.5.7 Even though the National Medicines Regulatory Authority had issued 38 Waiver of 

Registration certificates (WOR) to a private company for import of 38 medicine items 

submitted through the unsolicited proposals in December 2022, the Authority had 

neglected its responsibility by forwarding the conditions that the National Medicines 

Regulatory Authority had not evaluated the pertinent medicines, the Authority had no 

responsibility on the quality, safety and efficacy of medicines due to that and the 

responsibility should be taken by the Director of Medical Supplies. However, the 
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Director of Medical Supplies had given his opinions to the audit that” since the legal 

framework pertaining to the quality, safety and efficacy of relevant medicines relates to 

the National Medicines Regulatory Authority, the Authority bears the full responsibility 

on issuance of Waiver of Registration certificates, the responsibility on that couldn’t be 

borne by him and such condition had been inserted by the Authority without his 

agreement.”  

 

7.5.8 As indicated in under- mentioned observation No.7.11.6.4, the copy of the Director of 

Medical Supplies of Waiver of Registration certificate submitted to the Controller 

General of Imports and Exports by the Authority pertaining to the emergency 

procurements performed since 2022 and the procurements made under Indian Credit Line 

had not been sent to the Medical Supplies Division formally.. It was observed that if the 

relevant copies would have been received formally to the Medical Supplies Division, the 

Stock Control Officers were able to verify whether those certificates were true and the 

internal control was able to minimize the false medicines supply frauds such as Human   

Immunoglobulin and Rituximab which arise critical issues presently. Subsequent to 

happening this issue, the copy of the Director of Medical Supplies of 105 Waiver of 

Registration certificates had been sent to the Medical Supplies Division by Medicines 

Regulatory Authority on 16 October 2023.But it was further observed that the pertinent 

copy of other Waiver of Registration certificates issued by the Medicines Authority had 

not been sent to the Medical Supplies Division up to the date of audit on 31 December 

2023  and as a result of that, the opportunities for making the frauds were further  opened 

also.   

 

7.6  Not Taking Into Account the Government Medicines Requirement in the 

Registration of Medicines  

 

7.6.1    The obtaining the registration under the National Medicines Regulatory Authority is 

considered as a main criterion in the procurement of medicines for the government 

hospitals in accordance with 2.1 of  Procurement Guidelines on Medicines and Medical 

Devices 2007 (Annexure 67)  and the opportunity is provided to the procurement entities 
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for supply of the most appropriate medicine at a fair price through the Competitive 

Bidding Method due to the registration of several medicines under one Generic Name. 

Furthermore,  a list of  1,743 medicines (Annexure 68 ) to be utilized by the government 

hospitals had been identified by the  Medicines Formulary  Review Committee held in  

2020-2021 for the last time  and a list of  312 medicines including 36 medicines on 

which the priority should be given in the registration,58 medicines on which number of 

registrations should be incrased,64 medicines to be registered under Orphan Category 

for rare diseases and 154  new medicines on which the registration should be included 

had been informed to the Medicines Regulatory Authority on 24 November 2022 by the 

Medical Supplies Division.(Annexure 69) 

     7.6.2     Similarly, a priority list of 850 medicines to be procured and utilized for the hospitals had 

been published by a Circular No. 01-14/2023 issued by Director General of Health 

Services on 04 April 2023 with an objective of minimizing the cost for the medical 

supplies.(Annexure 70)  An amended list including 33 medicines from that priority list, 

96 medicines for Orphan Category and 135 medicines which had not been registered so 

far  had been submitted by the Director of Medical Supplies Division to the Authority on 

11 April 2023 for the priority of registration at 02 incidents by the letters 

No.MSD/FR/QA/SEO/2023-01 and 02. (Annexure 71) But the attention of the Medicines 

Regulatory Authority had not been paid to the aforesaid facts and since the registration 

priority list for 95 medicines published in the official website of the Authority on 14 

October 2020 had not been updated by timely review on the government’s medicine 

requirement, no adequate measure was taken to encourage the above medicine 

registration (Annexure 72).    

               7.6.3 Certain medicines determined by the Medicines Formulary Review Committee cannot be 

entered into the health sector through non-availability of registration or minimization of 

the registration of essential medicines for the government hospitals and it had been 

noticed by Director of the Medical Supplies Division on 11 April 2023 that numerous 

issues had arisen in procurement of such medicines indicated in above 7.6.2. Since the 

registration is not available, the issues such as non-availability of verification on quality, 

safety and efficacy of the medicine and inability of continuous supply arise   in relation to 
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the supply chain and it had not been verified in the audit that it did not happen to buy 

medicines from outside by patients and the monopoly markets were not created due to 

these reasons. The receipt of the expected profit of the free health to the people had not 

been exactly verified in the audit also. Accordingly, even though a program for promotion 

of the registration of such medicines should be formulated by the Authority having paid 

attention on government’s medicine requirement, no action was taken accordingly.  

7.7 Medicines Registration Process carried out by the  National Medicines Regulatory 

Authority  

   

7.7.1 In terms of subsection 58(1) of National Medicines Regulatory Authority Act No. 5 of 2015 

(Annexure 73), no person shall manufacture or import any medicine without registering 

such medicine with the authority and obtain a license from the Authority therefor and said 

licenses should be renewed in terms of Section 64 of the Act. (Annexure 74) Accordingly, a 

significant number of dossiers are annually submitted to the Authority for medicines 

registration and renewals of the registration. In terms of the Good Regulatory Practices 

published by the schedule XXIII in the Medicines Registration and Granting the Licenses 

Regulation in the Extraordinary Gazette Notification No.2145/1 dated 14 October 2019, 

prepared  time period for evaluation the registered dossier had been determined as 300 

working days (Annexure 75) and this scheduled  period of time is given for evaluation the 

dossier of the medicine as well as quality checking of the medicine through the National 

Medicines Quality Assurance Laboratory.  

 

7.7.2 However, the quality of the all medicines submitted for the registration does not check in 

the laboratory by the Authority   and the evaluation of the medicine is performed only by 

examining the documents. In this situation, the medicines registration process and the 

renewal of the registration process of the Authority had become backlog and the Authority 

had 1,565 pending dossiers up to 30 June 2023 as 1,169 new dossiers submitted for 

registration within 2022 and 2023 and 396 dossiers submitted for renewal of the 

registration. The details on this are shown in under-mentioned Table No.09 (Annexure 76). 
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Table No. 09 - Pending dossiers up to 30 June 2023 (related to 2022-2023) 

 2022 

 

---------- 

Up to 

30.06.2023 

-------------------- 

Total 

 

-------------- 

Submitted for registration 693 476 1,169 

Submitted for renewal of registration 189 207 396 
   1,565 

 

7.7.3 Further, due to the failure to grant registration within the target period mentioned in the 

aforesaid Regulation on Registration and Licensing of Medicines as stated in the 

paragraph 7.7.1 above, 317 files; as 98 drug files presented for registration and 219 drug 

files presented for renewal of registration during the period 2018 - 2021, remained with 

the authority for more than 1 ½ years without finishing their registration activities as at 

30 June 2023.  

 

Table 10 - Pending Dossiers as at 30 June 2023 (related to 2018 -2021)  

Year 

 

------------- 

Presented for 

registration 

--------------------- 

Presented for renewal 

of registration 

----------------------- 

Total 

 

------------------ 

2018 11 14 25 

2019 13 12 25 

2020 34 82 116 

2021 40 111 151 

Total  98 219 317 

 

Accordingly, total number of Pending Dossiers; of which the registrations are not 

completed, remained with the authority as of 30 June 2023 was 1,882. 

 

7.7.4. Even if the evaluation period of a Dossier has been set as 300 days as mentioned in the 

paragraph 7.7.1 above, it was observed that 41 dossiers out of 93 dossiers; that had been 

presented to the National Medicines Regulatory Authority in the year 2020 to obtain the 

Medicines Registration Certificate of 02 Companies consisted with two Directors with 

same name at same address mentioned in 7.3.16 above and another company related 
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thereto, had been evaluated by one Pharmacist within two days or period less than that.  

As per the dossier assignment register, it was confirmed to the audit that the evaluation of 

17 dossiers had been done on the assignment of the then Chief Executive Officer of the 

Medicines Regulatory Authority. It had been confirmed by an independent expert 

inspection report that the said dossier had not been properly evaluated (Annexure 77). 

 

7.7.5. It was also discovered that the pharmacist stated in paragraph 7.7.4 above who had been 

assigned to the Authority by the Ministry of Health had spent between 281 and 427 days 

for evaluating one dossier of other companies apart from the above companies in the year 

2019. Similarly, according to section 8 of the Gazette mentioned in paragraph 7.7.1 

above (Annexure 78), Even if the full registration can be given for a period that may be 

determined by the authority for a medicine after the expiry of the temporary registration 

period of a medicine, the full certificates for 05 years had been awarded in contrast to that 

for 03 companies at 35 occasions after 03 months upon the issuance of temporary 

certificates.  

 

7.7.6. Accordingly, the audit does not have any guarantee to say that the companies did not 

come across with an advantageous circumstance by carrying out the evaluation activities 

for providing complete registration, executing inspections and granting approval thereto 

by the Chief Executive Officer within 01 and 02 days. Although more than 02 years had 

passed since the audit disclosed this questionable deed to the Secretary of the Ministry of 

Health, no investigation had been carried out, and no system had been prepared to 

prevent repetitions of such acts.  

 

7.7.7 As a remedy for the drawback in the medicine registration and registration renewal 

processes mentioned in 7.7.2 above, the methods of Extension of Certificates and 

granting Approval for Consignment Clearance had been followed by the Authority. 

However, it was observed in the audit that the National Medicines Regulatory Authority 

Act and the National Medicines (Registration and Licensing of Medicines) Regulations 

published in the Extraordinary Gazette No. 2145/1 dated 14 October 2019 do not provide 

legal provisions to the Authority to extend the registration and grant clearance approvals. 
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It was further observed that the reviews that should be carried out on the quality, safety 

and efficacy of the medicines as expected by the implementation of the regulatory 

measures made on medicines registration and license renewal are not fulfilled through the 

implementation of such methods.  

 

7.7.7.1 The authority had extended the validity period of all medicine registration certificates 

which were to be expired after 30 June 2019 up to 30 June 2021 (Annexure 79) and up to 

31 December 2021 (Annexure 80). Subsequently, the existing registration of 618 

medicines in the year 2022 and 249 medicines in the first half of the year 2023 had been 

extended by 5 years (Annexure 81) and the validity period of 124 temporary registration 

certificates had been extended by one year during the audited period (Annexure 82). 

Accordingly, it was observed in the audit that the registration for certain medicines had 

been extended by a considerable number of years in several cases. Further, the validity 

period of 70 out of 124 temporary registration certificates extended during the period of 

2022 – 2023 had been extended by a period of 2 - 4 years in two cases. (Annexure 83) 

 

7.7.7.2 Although it is required to obtain samples, documents or other evidence when necessary, 

get evaluation reports from the National Medicines Quality Assurance Laboratory and 

renew the registration taking relevant matters into consideration when a request is made 

to the Authority for renewal of registration imposed by Section 64 of the Act as 

mentioned in 7.7.1 paragraph above,  it was observed during the audit that the regulatory 

provisions are violated by so extending the validity period of registration certificates and 

a reasonable assurance on the quality, safety and efficacy of the medicines is not 

provided thereby.  

 

7.7.7.3  The Board of Directors of the Authority had given approval on 21 January 2022 

(Annexure 84) to grant clearance approvals to release the consignment of medicines 

imported only up to 30 April 2022 from the customs due to reasons such as the 

registration of certain medicines being processed, the existing registration having expired 

and the remaining validity period of the registration certificate being short. Afterwards, 

the Chief Executive Officer of the Authority had presented a Board Paper on 20 May 
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2022 (Annexure 86) to grant medicines consignment clearance approvals misinterpreting 

the powers provided by Section 14(g) of the Act (Annexure 85) for granting approval to 

release the raw materials required in the local production of medicines, and the approval 

of the board of directors had been given to implement this method without delay. 

Accordingly, 3,202 consignment clearance approvals (Annexure 87) had been given by 

the Chief Executive Officer from January 2022 to 31 October 2023 and several such 

cases are given in Annexure 88. 

 

7.7.7.4.  A valid registration certificate provides a validity period from one to five years to import 

the relevant drug, and the instances where numerous clearance approvals had to be 

granted for the same medicine since the medicine importers miss the said permission due 

to non-renewal of registration caused by the inefficiency of the above-mentioned 

authority were observed during the audit according to the consignment clearance 

approval seal placed on the back of the existed registration certificates. Some examples 

for that are given below. 

 

Table No.11: Granting numerous clearance approvals for the same medicine 

 

Name of Medicine 

 

 

 

------------------------- 

Name of Importer  

 

 

 

-------------------- 

Number of 

Registration 

Certificate 

existed  

--------------- 

No. of instances 

where stock 

clearance approvals 

had been granted  

------------------ 

Globetasol Propionate Ointment 

USP 1.05% 
Ceyoka (Pvt) Ltd M-008786-PR 6 

Travoprost Ophthalmic Solution 

USP 0.004% 

Heamas 

Pharmaceuticals 

(Pvt) Ltd 

M-006590-PR 6 

Azithromycin Capsules USP 

250mg 

Heamas 

Pharmaceuticals 

(Pvt) Ltd 

M-005121-PR 4 

Miconazole Nitrate Cream IP 2% 
Pharma 

Associates (Pvt) 
M-008019-PR 8 
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Ltd. 

Finasteride Tablets 5mg 
Emerchemie NB 

(Ceylon) Ltd. 
M-002418-FR 7 

Montelukast Tablets 10mg 
Morison Son & 

Jones 
FR-067003 10 

 

7.7.7.5  The cases of withdrawals of medicines from use, temporary suspensions of use and non-

continuation of use due to complications with the quality of medicines imported under 

consignment clearance approvals within the period from January 2022 to October 2023 

were observed according to the information provided to the audit by the Authority. The 

details about this matter are given below and comprehensive information is given in 

Annexure 89. 

Year  

 

 

 

 

---------- 

Withdrawals 

of medicines 

from the use  

 

 

-------------- 

Temporary 

suspension

s of use 

 

 

 ----------- 

Non-

continuation of 

use 

 

 

 ------------- 

Total no. of 

instances 

where 

complicatio

ns occurred  

----------- 

2022 14 6 1 21 

Up to 31.10.2023 14 7 1 22 

Total  28 13 2 43 

 

7.7.7.6   The function of carrying out the technical evaluation of the medicines forwarded for 

registration and submit a report on the benefits and risks attached to such medicines, 

quality, efficacy, safety, need and cost of such medicines with pharmacoeconomic 

analysis to the Authority as per the sub-sections 43(2)(a) and (b) of the Act (Annexure 

90). Further, the responsibility of evaluating the medicines considering the need to ensure 

the availability of efficacious, safe and good quality medicine relevant to the healthcare 

needs of the public at an affordable price in terms of sub-section 59(4)(a) of the Act 

(Annexure 91) and the function of presenting an opinion related to the application for the 

renewal of registration in terms of sub-section 64(3) of the Act are vested with the 

Medicines Evaluation Committee. Accordingly, Even if obtaining the approval or 
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ratification of the Medicines Evaluation Committee for all consignment clearance 

approvals given for the import of medicines due to the delay in medicines registration and 

registration renewal process, consulting the opinion of the committee or reporting to the 

committee should be done, the Authority had not proceeded so. Accordingly, it was 

observed in the audit that consignment clearance approvals have been given regardless of 

the powers assigned to the Medicines Evaluation Committee regarding the registration of 

medicines by the Authority Act. 

 

7.7.7.7  A formal and detailed database about the consignment clearance approvals granted by 

the Authority had not been maintained, and a system was not in place for cross-checking 

whether the clearance was actually granted by the Authority through the Automated 

System for Customs Data (ASYCUDA) for clearance of the concerned consignment from 

the port. Accordingly, the approval for clearance had been granted on the assumption that 

the existing registration certificate uploaded to the ASYCUDA system by the importers 

and the stamp of approval placed overleaf were correct as per the personal observation 

and judgment of the officer in the Authority having access to the ASYCUDA system. 

 

7.7.7.8 Further, the actions had not been taken maintain a record or database on the stock of 

medicines cleared through the ASYCUDA system and the authority had not followed a 

formal and transparent system and effective internal control procedure for granting 

approvals for consignment clearances. Accordingly, it was observed that there was a risk 

for irregularities and malpractices through the adoption of such unsystematic 

methodologies in the importation of medicines to this country and that the entire health 

system may be at risk consequently.  

 

7.7.7.9 Also, it was observed that the medicines evaluation and registration activities; which is 

the main task of the authority, are experiencing further drawbacks, and that the objective 

of ensuring that all activities related to registration, licensing and importation of 

medicines are carried out in a transparent, sustainable and equitable manner as expected 

by the Section 3 (c) of the Act among the objectives of establishing the Authority is not 
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fulfilled as the officers of the Medicines Regulatory Division are continuously engaged in 

the activities of extending registration and granting consignment clearance approvals. 

 

7.7.8 Even if data on the quantity of medicines imported under licenses should be collected 

according to Sub-Section 14 (j) of the Act (Annexure 92), the Authority had not done so, 

and therefore the authority did not have a database on imported medicines helpful to 

achieve the objectives such as regulate the availability of medicines in the country as 

indicated in Section 3(i) of the Act.  

 

7.7.9 According to sub-section 59(4)(b) of the Act, upon receipt of an application for the 

registration of a medicine, a sample of the said medicine should be submitted to the 

National Medicines Quality Assurance Laboratory for testing of the quality of the 

medicine. However, the quality testing is not done by the Authority for all medicines 

submitted for registration, and the medicines called Meropenam for injection, 

Erythromycin, Thyroxin and only some medicines based on the circumstances had been 

submitted to the National Medicines Quality Assurance Laboratory according to the 

guidelines on submitting registration samples to the laboratory dated 15 October 2019 

(Annexure 93). The following particulars were further observed in this regard. 

 

7.7.9.1 It was observed according to the particulars presented for the audit by the Authority that 

1,646 out of 1,730 medicines submitted for registration from 2022 up to 30 September 

2023; that is 95 percent, had not been submitted to the National Medicines Quality 

Assurance Laboratory for sample testing. 

 

7.7.9.2 76 samples of medicines submitted at the time of registration had been analyzed by the 

National Medicines Quality Assurance Laboratory within the period from January 2022 

to September 2023 and it was observed to the audit as per the particulars given to the 

Board of Directors by the Laboratory that 16 samples thereof or 21 percent had failed in 

quality. Consequently, a reasonable conclusion can be made to the effect that one out of 

five medicines submitted to the authority for registration may have a risk of quality and it 

was also observed that there may be a greater risk of quality of imported medicines 
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compared to the locally produced medicines since 12 of above-mentioned 16 samples 

which are failed in quality are imported medicines (Annexure 94). It was therefore 

observed in the audit that testing and verifying the quality of registered medicines are a 

very significant factor in meeting the objective of providing medicines with proven 

quality, safety and efficacy to the public.  

 

7.7.9.3 It was observed in the audit that; even when the fact were detected to the effect that there 

is a risk of medicines being imported to the country without confirmation on their quality, 

safety and efficacy and that there are issues on the quality due to the registration of 

medicines without sample testing, a significant amount of those medicines have been 

used for patients. The instances of withdrawals of medicines from use, temporary 

suspensions of use, non-continuation of use and voluntary withdrawal by the importer 

due to the occurrence of such problems were observed by the audit over the years. A 

summarized description of this is given below. 

 

Year 

 

 

 

 

---------- 

Withdrawals of 

medicines from 

use 

 

 

------------ 

Temporary 

suspensions 

of use 

 

 

------------ 

Non-

continuation 

of use 

 

 

------------- 

Voluntary 

withdrawal by 

the importer 

 

 

------------------ 

Total no. of 

instances 

where 

complications 

occurred 

---------- 

2015 19 12 1 - 32 

2016 15 13 2 - 30 

2017 37 20 5 1 63 

2018 31 24 2 - 57 

2019 38 27 - - 65 

2020 24 28 - 3 55 

2021 38 15 2 1 56 

2022 23 17 4 - 44 

Up to 

31.10.20

23 

23 17 1 5 46 

Total 248 173 17 10 448 
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7.7.10 The National Medicines Regulatory Authority; which functions as the central regulator 

for all matters related to medicines in this country, had not fulfilled the main regulatory 

requirements to be achieved at the time of registration and refusal of registration of 

medicines. As a result, the purposes of educating the general public, health care 

professionals and all stakeholders on medicines as specified in the section 3 (g) among 

the objectives of establishing the authority have not been achieved sufficiently and that 

the benefits of the entire health system are deprived due to the awareness of the relevant 

parties. The details are given below. 

 

7.7.10.1 According to subsection 60(2) of the Act (Annexure 95), where the Authority registers 

the medicine, such registration may be informed to the public by order published in the 

Gazette. However, the authority had not formally fulfilled this regulatory requirement. 

Although 7,378 medicines registered as at that time under the Authority Act were 

published by the Extraordinary Gazette No. 2144/20 dated 9 October 2019 (Annexure 

96), no actions had been taken subsequently to gazette the details of medicines 

registered recently during the period of last 4 years. 

 

7.7.10.2 Even though where the Authority refuses the registration of the medicine, the public shall 

be informed about such refusal by an order published in the Gazette as per the Section 61 

of the Act (Annexure 97), the proceedings had not been done in a way this regulatory 

requirement is fulfilled within the 8 years since the establishment of the Authority. 

 

7.7.11 The following particulars were observed in respect of the composition of Medicines 

Evaluation Committee, holding of its meetings and participation of members in the 

meetings. 

 

7.7.11.1  Even if a Professor in Pharmacology in University of Colombo established under the 

Universities Act, No. 16 of 1978, nominated by the Dean of the Faculty of Medicine of 

the University of Colombo shall represent the Medicines Evaluation Committee in terms 

of sub-section 44(1)(b)(ii) of the National Medicines Regulatory Authority Act 
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(Annexure 98), the said regulatory requirement had not been fulfilled from the month of 

August 2023.  

  

7.7.11.2 The participation of the committee members appointed for 20 Medicines Evaluation 

Committees held from January 2022 to August 2023 was at a low level in some cases, 

and the participation of the members for 9 committees was below 60 percent. The details 

of this are given in Annexure 99.  

 

7.7.11.3 As specified by Section 44 of the Act (Annexure 100), the Medicines Evaluation 

Committee should consist of expert and scholarly members representing various 

segments of the health sector, and the fact that the incomplete composition of the 

committee and minimal participation of members can affect unfavorably on the 

effectiveness of the decisions taken by the committee could not be ruled out in the audit. 

 

7.8 Price Regulation Process of Medicines  

The regulatory authority had been assigned with relevant powers by the Section 118 of the 

National Medicines Regulatory Authority Act (Annexure 101) to regulate the price of 

medicines; which is a very sensitive and critical factor considered in the procurement of 

medicines for government needs and for public consumption. The following points were 

observed in this connection.  

 

7.8.1 The authority had fixed through the gazettes the maximum retail price for 60 types of 

scheduled medicines including 48 types of medicines in the year 2016 for the first time 

and then 12 other medicines, and the said prices were being revised as per the occasion 

from time to time since 2019 (Annexure 102). However, no actions had been taken in the 

recent 4 years in addition to these 60 medicines to identify the other types of medicines 

widely used in this country and on which the patients have to bear the most expenses and 

to set a maximum retail price that does not vary according to brands.   

  

7.8.2 A maximum procurement price was fixed by the medicine tender pricing order no. 

2086/37 dated 31 August 2018 (Annexure 103) for 10 medicines and had been amended 
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in 2019 by substituting another medicine for one of them (Annexure 104). However, any 

review regarding the maximum procurement price of medicines had not been conducted 

subsequently by the Authority and the attention of the Authority had not been paid for the 

need of revising the procurement price determination order so as to include new items 

taking the government's pharmaceutical requirements into consideration.  

 

7.8.3 Due to the recent increase in exchange rates within the economic crisis, the maximum 

retail price of scheduled medicines had been increased at two occasions during the year 

2022 (Annexure 105). In each of those instances, the authority had informed the Sri Lanka 

Chamber of Pharmaceutical Industry (Annexure 106) and gave permission to increase the 

price of other medicines by a certain percentage. However, even if the actions had been 

taken through the most recent price revision on 15 June 2023 (Annexure 107) to reduce 

the maximum retail price of the 60 scheduled medicines by 16 percent (Annexure 108), 

the authority had not informed the Sri Lanka Chamber of Pharmaceutical Industry to 

reduce the prices of other medicines. This raises an issue about the transparency of the 

Authority regarding its price regulation and the authority has deviated from the objective 

of providing medicines to the public at an affordable price as expected by section 3(a) of 

the Act. Further, it is observed in the audit that this is an opportunity given for the 

pharmaceutical companies to retain the price advantage that could have been given to the 

public. 

  

7.8.4 Even if the authority is entrusted with the task of determining the price of a medicine in 

terms of sub-sections 14(q) and 118(2) (a) (Annexure 109) of the Act, it was observed 

during the audit that 765 medicines are in the market without a fixed maximum retail 

price due to non-performance of that function properly. As the powers assigned to the 

Authority regarding price regulation were not positively exercised, the price demanded by 

the relevant companies and the maximum retail price that the Authority can give for these 

medicines were still at the level of discussion. Consequently, it was further observed that 

there is a risk of these medicines being sold at a high price in the market and this situation 

is an obstructive factor to achieve the objective of ensuring that medicines are provided to 

the public at an affordable price. The details are given below. 
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Table No – 12: No. of Medicines of which the Maximum Retail Price was not fixed. 

 

Description  

----------- 

No. of Medicines  

------------------ 

Not fixed the maximum retail price at the point of registration   319 

Not fixed the maximum retail price at the annual import licensing   446 

 765 

 

 

7.8.5 In terms of sub-section 118(2) (a) of the Act, the Authority shall; in consultation with the 

Pricing Committee, determine the introductory price of medicines. According to the 

approval of the Board of Directors dated 19 May 2023 (Annexure 110), a new Pricing 

Committee had been appointed for this purpose with effect from 14 June 2023 (Annexure 

111) as the tenure of the Pricing Committee appointed in 2021 had ended on 14 May 

2023. However, the Authority had set the maximum retail price for 159 medicines on 16 

June 2023 (Annexure 112) without consulting the recommendations of this pricing 

committee. Accordingly, it was observed during the audit that the authority has 

disregarded the powers of the pricing committee by setting the maximum retail price of 

medicines without obtaining its recommendations even if a valid price committee was in 

function, and this may cause a risk about the transparency of the medicine pricing system 

of the Authority.  

 

7.8.6 Except for the 60 types of scheduled medicines, the maximum retail price of the rest of 

the medicines is recorded in the medicines registration certificate and is revised from 

time to time during the annual import licensing process. However, a system to 

communicate these maximum retail prices to the public had not been adopted by the 

Authority. Since the maximum retail price is always a factor related to the consumer, the 

public is the main party to be aware of that matter, and it is observed during the audit that 

the public may not get the real benefit of the maximum pricing done by the Authority 

exerting a firm effort if this price communication is not effectively executed. Although 
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the official website of the Authority can be used constructively for this purpose, it was 

further observed that the Authority has not paid an adequate attention to this price 

communication not taking actions to include the maximum retail price although all the 

other details such as the manufacturer, local agent, brand name of a medicine have been 

included therein.  

 

7.8.7 A motion had been filed by the Sri Lanka Chamber of Pharmaceutical Industry before the 

court on 5 October 2021 claiming that the Authority should introduce an appropriate 

price formula to determine the maximum retail price of medicines. Although more than 

two years had passed as at 14 December 2023, the Authority had failed to prepare and 

approve a rational and appropriate price formula until the said date. Consequently, the 

court issued an interim order on 14 December 2023 to the regulatory authority to 

temporarily refrain from determining the price. Accordingly, it was observed during the 

audit that the reasonableness and accuracy of the maximum retail price set for the 

medicines by the Authority is at risk of being challenged. 

 

7.8.8 According to paragraph 4 of the Pricing Regulation No. 2146/3 dated 21 October 2019 

(Annexure 113), an ex officio representative of the Consumer Affairs Authority should be 

appointed to the Pricing Committee. However, the said appointment was not made to the 

new Pricing Committee appointed on 14 June 2023 and the contribution of the said 

representative had not been given for the 10 pricing committee meetings held in the year 

2023. As a result, the said representation had not been received by the decisions taken 

regarding the price of 470 medicines. Even if taking decisions about the price of 

medicines without representation of the Consumer Affairs Authority; which operates with 

the objective of providing better protection to the consumer through trade and price 

regulation in Sri Lanka is not a positive factor in respect of the consumers of medicines, 

it was observed in the audit that the Authority has not given priority for the requirement 

of this representation. The details are given below. 
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Table No – 13: No. of Medicines of which the prices were fixed without the 

participation of the representative of the Consumer Affairs Authority 

 

Date of Meeting  

 

 

 

---------------- 

Medicines of which 

the price was 

determined at 

registration  

--------------- 

Medicines of which 

the price was 

determined at annual 

import licensing  

----------------------- 

Total 

 

 

 

------------------ 

09.08.2023 121 11 132 

21.08.2023 56 127 183 

21.09.2023 70 85 155 

Total  247 223 470 

 

7.8.9 Although data on consuming a drug product or a class of drug product within Sri Lanka 

shall be collected by the Pricing Committee according to paragraph 9 (d) of the above 

regulation, the proceedings had not been made accordingly. Consequently, the authority 

did not have a formal data system that provides a logical basis to identify new types of 

medicines to be included among the scheduled medicines for which a maximum retail 

price could be determined.  

 

7.8.10 As per paragraph 10 of the above regulation, the holder of registration certificate or the 

local manufacturer of any pharmaceutical product should submit reports to the Authority 

every six months on the quantity of any registered pharmaceutical product, imported or 

supplied to the market. However, this regulatory requirement has not been fulfilled even 

till the audited date; 30 November 2023, and the Authority has not taken steps to 

introduce a suitable mechanism to obtain these reports, establish a formal data system 

based on relevant information and to carry out follow-ups. 

 

7.9 Method of inspecting the quality of medicines  

 

In accordance with subsection 39(1) of the National Medicines Regulatory Authority Act 

(Annexure 114), testing the quality of medicines where submitted with the application for 

registration, collected at the entry to the country, submitted as a complaint by users, 
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collected during the post marketing surveillance and submitted to the Authority on other 

circumstantial matters are the main task of the National Medicines Quality Assurance 

Laboratory. When the problems with the quality of a medicine are occurred, the 

Authority uses these research reports to make decisions about the use of that medicine 

and such decisions are a decisive factor in the health system of this country. Accordingly, 

following matters were observed in respect of the activities of the National Medicines 

Quality Assurance Laboratory which is one of main divisions of the Authority and 

supporting it for the regulation of the medicines.  

 

7.9.1 An application had been submitted to the Sri Lanka Accreditation Board in the year 2020 

to obtain the conformity assessment certificate on the standard of this laboratory and the 

accreditation board had conducted a preliminary conformity assessment on 26 November 

2021. Even if a period of 02 months had been given to the Authority to complete the 

main deficits identified under the international standardization criteria of ISO 17025:2017 

(Annexure 115), the Authority had failed to complete the relevant criteria. Although the 

Accreditation Board had conveyed its willingness on 17 October 2022 to give the 

Authority an additional opportunity for a pre-compliance assessment, the Authority had 

made a request on 30 June 2023 to postpone the relevant assessment because of the lack 

of staff in the laboratory. However, the said request had been rejected by the 

Accreditation Board on 26 September 2023 asking to complete and apply again as further 

extension could not be granted in accordance with the accreditation procedures. 

7.9.1.1 Accordingly, although nearly 04 years had passed after the application was made, the 

Authority had not taken steps to raise the standard of the laboratory enabling to obtain the 

conformity assessment certificate, and the laboratory had failed to reach the international 

standardization level that should be in a research laboratory. Consequently, it was 

observed in the audit that the National Medicines Quality Assurance Laboratory may lose 

the benefits of accreditation such as reduced risk of false test results, reduced costs and 

international recognition. 

 

7.9.1.2  Some deficiencies identified by the Accreditation Board in the pre-compliance 

assessment done in 2021 had not been completed even by the date of the audit, and it was 
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accordingly observed that the research laboratory continued to conduct its research 

activities outside the prescribed standardization. Some examples are given below. 

 

(i) The scope of accreditation not updated with latest British Pharmacopoeia-BP. 

 

(ii) Non-confirmation competencies of the staff and non-participation in Proficiency 

Testing-PT and Inter Laboratory Comparison-ILC so that all relevant parameters 

are covered. 

 

(iii) Essential main equipment being at inoperative and maintenance level. 

 

(iv)  Nonexistence of a proper environment in the laboratory due to the inactivity of 

the central air-conditioning system. 

 

7.9.2 The proposal to construct a new 23-storey building for the National Medicines 

Regulatory Authority and the National Medicines Quality Assurance Laboratory had not 

been approved on the policy decisions of the government, and subsequently the 

discussions had been held to have a land in Narahenpita area belonging to the Ministry of 

Agriculture for this purpose. However, the said proposal had also been unsuccessful due 

to the problems related to the removal of unpermitted dwellers. Consequently, even 

though the Board of Directors had decided to improve and maintain the existing 

laboratory as per the requirements, the following deficits and shortages existed even as of 

the date of audit hindering the running of an efficient laboratory service as the adequate 

measures were not taken.  

 

7.9.2.1  Most of the complex equipment used for medicine analysis were very old and some 

equipment was inactive and beyond to be repaired. In addition, 18 items of equipment 

essential for the smooth operation of analytical activities in the main divisions of the 

laboratory were lacking. The details about this are given below Table No. 14.  
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Table No -14: Items of equipment essential for the laboratory. 

Division  

 

 

--------------------- 

No. of items 

lacked  

 

--------- 

Some examples for lacked items  

 

 

---------------------------------------------------- 

Biological Division  4 Dry Block heater, Vacuum Pump, Hot Plate with 

Magnetic Stirrer, PH meter with printer, UV- 

Visible Spectrophotometer, Atomic Absorption 

Spectrophotometer, Digital Polari meter, Water 

bath single raw, Centrifuge, Top Pan Balance, 

Heating Mantle, Stop watch 

Chemical Division  8 

Microbiological 

Division  

6 

 18 

 

7.9.2.2 Repairing works of 29 items in usable condition had not been completed and some items 

had been removed from the use for more than a year (Annexure 116). Annual calibration 

activities of 16 machines in use had failed to be completed on time (Annexure 117). 

 

7.9.3 It was observed during the inspection of the laboratory premises that an atmosphere not 

in accordance with the standard of a national level laboratory; which issues significant 

test reports helpful for the regulation of medicines and may have negative effects on the 

test results, has been created in the National Medicines Quality Assurance Laboratory. 

Some of such factors are given below. 

(i) The central air-conditioning system was inactive and the air-conditioners installed 

in some divisions were also not in function causing no temperature control in the 

laboratories and thereby impeding the stability of complex analytical equipment.    

(ii) Disruption of inspection activities and deactivation of machines due to sudden 

disconnection of power and interruption of power supply to certain divisions.  

(iii) Due to the increase in temperature in stores of chemical items, the chemicals 

which should be in solid form are dissolved and destroyed, and the chemical 

power decreases. 
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(iv) Absence of a favorable environment for tests and staff due to the lack of adequate 

light condition as some bulbs being inactive, fresh ventilation and adequate air 

circulation. 

(v) Due to infiltration of rainwater into the laboratories, its ceiling, walls and certain 

fittings have been dilapidated; an unclean environment has been created owing to 

water leakage from the water distiller, water pipes and sewage pipes. 

Accordingly, it was observed in the audit that no successful attempt has been made to 

overcome these deficiencies that have existed for years although the authority has the 

sufficient financial capacity. 

7.9.4 The National Medicines Quality Assurance Laboratory; which was operating under the 

Ministry of Health, had consisted with a staff of 70 people immediately before being 

placed under the National Medicines Regulatory Authority in the year 2015 by the 

National Medicines Regulatory Authority Act, and 42 of them were the officers belonged 

to the staff directly involved in testing activities and takes related decisions. The 

following particulars were observed regarding the present staff of the laboratory. 

7.9.4.1 The staff of the laboratory had been rapidly reduced since the actions were not taken to 

conduct timely reviews and recruit persons for the vacancies caused by the leaving of 

some officers from the laboratory at the time of placing under the Authority and 

subsequent retirements of the officers, and the staff had been reduced to 22 officers as at 

31 December 2022. It was only 52 percent as compared to the staff employed at the time 

of transferring the laboratory to the Authority. 

7.9.4.2  The new staff approved for the National Medicines Regulatory Authority on 22 August 

2023 (Annexure 118) had included 54 officers who could be directly assigned to the 

laboratory. However, the staff of the laboratory had been reduced to 11 by the date of 

audit; 30 November 2023, as the related recruitments were continuously delayed. It was 

only 20 percent in comparison with approved staff. The details of this are given below. 
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Table No.-15: Particulars of the staff of the laboratory 

Post  

 

 

------------------------ 

Staff as at 

30.06.2015 

 

------------- 

Staff as at 

31.12.2022 

 

------------- 

Staff 

approved on 

22.08.2023 

----------- 

Staff as at 

30.11.2023 

 

-------------- 

Director  1 1 1 1 

Deputy Director  1 1 - - 

Divisional Head  5 - - - 

Medicine Analyst  8 6 20 5 

Assistant Medicine 

Analyst 

- - 25 - 

Pharmacist 27 14 - 5 

Laboratory Assistant  - - 08 - 

Total  42 22 54 11 

     

 

7.9.4.3 The adequate attention of the Authority had not been paid for updating the knowledge of 

laboratory personnel and sharing technical knowledge by providing suitable training 

opportunities. 

7.9.5 According to the benchmarking program conducted by the World Health Organization in 

the year 2019, 15 major recommendations to be implemented in respect of the National 

Medicines Quality Assurance Laboratory had been proposed. All these recommendations 

provide necessary guidance to conduct the works of the laboratory in a more systematic, 

effective and transparent manner. However, even if 04 years had passed since those 

recommendations were made, no attention had been given by the Authority to steer the 

activities of the laboratory to a more positive path through the implementation of those 

recommendations. Consequently, 3 of those recommendations had not been partially 

implemented and 10 recommendations had not been fully implemented (Annexure 119). 

Some examples are given below. 
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(i) All environmental circumstances which may cause a direct effect on the quality of 

the tests shall be controlled by the laboratory and there should be a procedure 

therefor. 

(ii) Laboratory storage system should be upgraded. 

(iii) The sample management procedure should be revised; the test parameters and 

sample retention procedures should be implemented to maintain the specific 

sample storage conditions. 

(iv) The operation procedure for laboratory reporting should be revised. 

(v) The operation procedure should be revised by incorporating trend analysis 

procedures for primary and secondary reference standards. 

(vi) The operation procedure should be revised to regulate safe handling, 

transportation, storage of chemical items and disposal of hazardous substances. 

(vii) Formation, implementation and monitoring of immunization programs for 

laboratory staff.  

(viii) The laboratory should have separate measuring rooms under controlled 

circumstances. 

(ix) The operation procedure should be revised in order to provide clear information 

on specifications or criteria for external laboratories and contract procedures. 

7.9.6 The laboratory had failed to issue medicine quality testing reports within the stipulated 

timeframe and a significant amount of pending samples of which the testing activities 

were not completed had been continuously piled up. Further, the research laboratory does 

not have enough facilities to carry out some necessary tests regarding the condition of the 

medicines and no positive trend in the testing activities was observed during the audit. 

The details are given below. 

 

7.9.6.1  In the review of the details about the number of samples received for testing and the 

number of samples tested and remained pending within several periods, the progress of 

issuing the medicines quality inspection reports regarding the samples to be tested during 
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the said period had been decreased from 69 percent to 32 percent. A summary of this is 

given in Table No. 16 and it is observed in the audit that this situation can directly affect 

the delay in decisions related to the regulation of medicines due to not taking adequate 

measures in this connection.  

 

Table No -16: Sample Testing Progress  

 

 No. of samples 

existed at the 

beginning of the 

period  

 

 

 

-------------- 

No. of 

samples 

received  

 

 

 

 

--------- 

 No. of 

samples 

existed to 

be tested 

within 

the 

period   

--------- 

No. of 

samples 

tested   

 

 

 

 

------------- 

No. of samples 

existed to be 

tested as a 

percentage of 

samples tested   

 

 

-------- 

Year 2022    212 309 521 362 69 

First half of the 

year 2023  

159 199 358 165 46 

From July to 

October 2023  

193 231 424 134 32 

 

7.9.6.2 Although the relevant test report should be issued within 90 days from the date of 

submitting the sample to the National Medicines Quality Assurance Laboratory as per the 

Paragraph 5.1 of the Operating Procedures for Quality Control in Pharmaceutical 

Products dated 01 April 2021  (Annexure 120), the laboratory had failed to issue 220 

reports; I.e. 38 percent, within the stipulated period out of 586 medicine test reports 

issued during the period from January 2022 to October 2023. Further, it was also 

observed that more than a period of one year had been spent to issue 47 reports from 

those. 
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Table No.- 17 : Particulars of test reports that couldn’t be issued within 90 days 

Year  

 

------------- 

Total test 

reports issued  

--------------- 

Test reports failed to be issued within 90 

days  

------------------------------------------------ 

Quantity  

-------------------------- 

Percentage  

----------- 

2022 311 123 40% 

Up to 31.10.2023 275 97 35% 

Total  586 220 38 

 

7.9.6.3 Although the samples of medicines should be examined and the relevant report should be 

sent to the court within 28 days upon the receipt of samples by the laboratory from the 

court as per sub-section 127 (3) of the Act (Annexure 121) and the Operating Procedures 

for Quality Control in Pharmaceutical Products, all the 102 such test reports issued during 

the period from January 2022 to October 2023 had been failed to be presented within the 

stipulated time. Further, it was also observed that more than a year had been spent for the 

issuance of 26 reports from those. Therefore, it was observed in the audit that the task of 

functioning as an additional approved Analyst as per the circumstances assigned to the 

laboratory according to the sub-section 39(1)(b) of the Act has not been effectively 

performed, and that this situation may affect the delay of certain judicial actions related 

to medicines. A summary of this is given below. 

 

Table No-18: Particulars about research reports unable to be issued within 28 days 

Year  

 

------------- 

Total test 

reports issued  

--------------- 

Test reports failed to be issued within 28 days  

------------------------------------------------ 

Quantity  

-------------------------- 

Percentage  

----------- 

2022 46 46 100% 

Up to 31.10.2023 56 56 100% 

Total  102 102 100% 
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7.9.6.4  It was observed that conducting biological and microbiological examinations of 

medicines is at a minimum level as the laboratory is currently lack of modern machinery, 

advanced technological techniques and qualified technical staff as at the audited date; 30 

November 2023.  

 

7.9.6.5  It was observed that an enough support is not received from the laboratory in terms of 

taking decisions on medicines, fulfilling the objectives of regulation and satisfying legal 

requirements due to the deficiencies such as failure to test the relevant samples and issue 

reports within the specified timeframe as above, the existence of a large number of 

pending samples of which the tests were not completed, and the lack of sufficient 

facilities to carry out certain essential tests. 

 

7.9.7 As per the 39(1)(c) of the National Medicines Regulatory Authority Act, in cases where 

the Authority deems that the services of local or overseas laboratories are necessary for 

testing the quality of medicines, the task of coordinating with such laboratories is 

assigned to the National Medicines Quality Assurance Laboratory. A situation; where 

samples are not submitted to the laboratory to examine the quality of all the medicines 

submitted for registration, has currently been created due to the lack of necessary 

facilities in the laboratory, and a large number of pending samples of which the 

examinations have not been completed was available at the laboratory by the audited 

date; 30 November 2023. Despite the situation, the pharmaceutical laboratory of the 

Industrial Technology Institute; which is an accredited third-party laboratory for the 

development of the pharmaceutical sector in Sri Lanka, or other local and foreign 

laboratories recognized by the Authority as capable of providing testing facilities, had not 

been adequately utilized to test the quality of medicines.  

 

7.9.8 Even if the research projects pertaining to quality assurance of medicines should be 

carried out as per the 39(1)(d) of the Act, the proceedings had not been done so by the 

National Medicines Quality Assurance Laboratory. 

 

 

76



 
 

 
 

7.10 Regulation of Medicines Stores and Transportation of Medicines  

 

The matters had been pointed out by the audit from several years regarding the 

weaknesses such as not keeping proper temperature in the government medicines stores, 

not maintaining the cold chain continuously, destruction of medicines due to storage 

errors, storing medicines in unsafe places and not taking proper actions on expired 

medicines, and the following points were observed in the course of inquiring about the 

role of the National Medicines Regulatory Authority. 

7.10.1 Although the National Medicines Regulatory Authority is assigned with the task of 

issuing licenses for storage, distribution and transportation of medicines according to 

subsection 14(e) of the National Medicines Regulatory Authority Act No. 5 of 2015 

(Annexure 122), a regulating and licensing method for Medical Supplies Division, 

Regional Medical Supplies Divisions, Storage of Medicines being maintained at 

Government Hospitals and Medical Transport Vehicles had not been adopted by the 

Authority.  

7.10.2 The Guideline on Good Distribution Practices (GDP) dated 27 August 2021 (Annexure 

123) provides a comprehensive guidance for storage and transportation of medicines 

through the criteria such as conditions of storage premises, obtaining medicines and 

methods of storing, proper storage conditions, safety arrangements, temperature 

control, cleanliness, responsible officers, stock control, dealing with expired stock, 

equipment, delivery vehicles and record keeping. Also, as per the subsection 49(3) of 

the Act (Annexure 124), no person shall distribute any medicine without adhering to 

Good Distribution Practices (GDP). However, a system to check whether the 

government medicines stores and transport vehicles including the medical supplies 

sector are being maintained in accordance with Good Distribution Practices had not 

been established by the Authority.  

7.10.3  Accordingly, it was observed in the audit that the attention of the Authority had not 

been given for the need to continuous validation of the quality, efficacy and safety of 

medicines released into the free health system through supervising, regulating and 

licensing these medicines stores and transport vehicles. 
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7.11    Issuance of Waiver of Registration Letters by the National Medicines Regulatory 

Authority. 

          

According to Section 109 of the National Medicines Regulatory Authority Act No. 5 of 

2015, the Authority may grant permission in special circumstances such as to save a life, 

to control an outbreak of an infection or an epidemic or any other national emergency or 

for national security to import and supply a particular medicine in specified quantities. 

However, it was observed as per the following particulars that the authority had issued 

waiver of registration letters to import medicines without adhering to those provisions. 

 

7.11.1 Waiver of Registration Letters had been issued for many years for the State 

Pharmaceutical Corporation, Medical Supplies Division and private institutes for 

reasons not taken under the reasons stated in the Act such as expiry of previous 

registration, unavailability of registered suppliers, and delay in the registration process. 

The details about the number of Waiver of Registration Letters so issued yearly are 

given below. 

 Table No-19: Number of Waiver of Registration Letters issued yearly 

The institute to which the 

letter was issued  

 

------------------------- 

2018 

 

 

------ 

2019 

 

 

------ 

2020 

 

 

------- 

2021 

 

 

------- 

2022 

 

 

------ 

Up to 

June 

2023 

------- 

Total  

 

 

------ 

Donations or other Public 

Institutes  
03 36 43 24 326 145 577 

Medical Supplies Division  02 09 - 13 57 03 84 

State Pharmaceutical 

Corporation 

 

136 157 139 52 252 88 824 

Private Sector  - 15 18 37 21 25 116 

Total  141 217 200 126 656 261 1,601 
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7.11.2 Even if a comprehensive perusal of documents is done when a certain medicine is 

registered including information of the manufacturer and local agent of the relevant 

medicine, administrative information and prescribing information, dossier overall 

summary related to the medicine, documents ensuring the quality of the medicine, 

non-clinical study reports and clinical study reports according to the Guidelines on 

Registration of Medicines dated 15 October 2019 (Annexure 125), it was observed in 

the audit from a number of years that the medicines without an validation about its 

quality are imported to the country due to the issuance of the Waiver of Registration 

Letters by a Waiver of Registration Subcommittee (WORSC) established under the 

Medicines Evaluation Committee by evaluating only very limited quantity of 

documents and without a sample testing as stated in paragraph 7.5.4 above.  

 

7.11.3 The instances of removal of medicines from use, temporary suspensions of use and 

voluntary removals by the importer was observed to the audit at 26 occasions from the 

year 2019 to 2023 due to problems occurred in respect of the quality of medicines 

imported into this country under waiver of registration approvals and the details of this 

are given below. 

   

Table No-20: Instances where problems occurred in respect of the quality of 

medicines imported into this country under waiver of registration approvals 

 

Year  

 

 

---------- 

Removal of 

medicines from 

use  

------------ 

Temporary 

suspensions of 

use  

------------ 

Voluntary 

removals by the 

importer  

------------------ 

Total No. of 

instances of 

problems  

------------- 

2019 1 - - 1 

2020 - 1 - 1 

2021 8 1 - 9 

2022 5 - - 5 

Up to 

31.10.2023 
3 6 1 10 

Total  17 8 1 26 
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Accordingly, it was observed that the medicines of which the quality is not confirmed 

are being imported to this country, the quality of the medicines so imported is not 

checked before being distributed to the hospitals, the harm caused to the patients by 

the use of such medicines cannot be measured and the well-being of the health sector 

in this country is negatively affected. Some examples of this are provided below.  

 

(i) Even at the time where a stock of 6,000 bottles of Furosemide syrup - 

which is used in illness conditions such as heart, liver, kidney disease and 

high blood pressure - imported under a waiver of registration letter issued 

in the year 2020 is reported to be defective in quality, a quantity of 98 

percent of the said stock have been used for the patients in public hospitals 

including the Lady Ridgeway Hospital for Children. 

 

(ii) Two women had died in Peradeniya Teaching Hospital consequent to the 

use of Bupivacaine purchased by the Medical Supplies Division under a 

waiver of registration letter issued in the year 2022, and the Safety and 

Risk Evaluation Subcommittee (SAFRESC) held on 20 July 2023 has 

recommended to remove the medicine completely from the use as the 

patients had suffered Adverse Drug Reaction (ADR) from the use of the 

medicine.  

 

7.11.4 Even though the Authority; as the only government body acting as a central regulator 

of medicines, has the responsibility to act in such a way as to minimize the referral of 

the waiver of registration letters to the Authority as much as possible being strictly 

based on the provisions made by subsections 58 (1) and 109 (1) of the National 

Medicines Regulatory Authority Act, the circumstances where the said responsibility 

was not fulfilled optimally were observed. Several such cases are given below.  

 

7.11.4.1 The waiver of registration letters had been issued repeatedly by the Authority to the 

same applicant on several occasions as well as for the same medicine. The interest of 
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local agents in the registration of medicines is declined thereby and it is also observed 

that there is a temptation to import medicines into Sri Lanka based on the waiver of 

registration letters and it is not a positive trend for the health system. 

 

7.11.4.2 Accordingly, in examining a sample of 30 importers of medicines to whom the waiver 

of registration letters had been issued from January 2022 to June 2023, a total of 306 

waiver of registration letters had been issued to those 30 importers during the audited 

period, and there were cases where between 02 and 54 letters had been issued to each 

of those institutes. The details are given in Table No. 21. 

 

Table No-21: Particulars of the Waiver of Registration Letters issued 

 

  Name of the Importer  

 

---------------------------------------- 

No. of Waiver of Registration 

Letters issued  

---------------------------------- 

1. Yaden International 54 

2. Pharma Associate 28 

3. Sisili Projects Consortium Pvt Ltd 27 

4. Pharmatec (Pvt) Ltd  23 

5. ABC Parma Services Pvt Ltd 20 

6. Mansel (Ceylon) Pvt Ltd 14 

7. Sunshine Healthcare 14 

8. Tabrane Pharmaceuticals 13 

9. A Baur & Co. Ltd 12 

10. Siba Healthcare (Pvt) Ltd   11 

11. Breath Free Lanka (Pvt) Ltd 10 

12. Ravilux Co.Ltd 10 

13. Cloud Healthcare (Pvt) Ltd 7 

14. Kamazu (Pvt) Ltd 6 

15. George Steuart Health Ltd 5 

16. Markss HLC (Pvt) Ltd 5 
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17. Softcare International 5 

18. Emar Pharma (Pvt) Ltd 4 

19. Junaht International (Pvt) Ltd 4 

20. Niix Holdings (Pvt) Ltd 4 

21. Novachem Lanka (Pvt) Ltd  4 

22. TMI Solutions (Pvt) Ltd 4 

23. Care Ring Pharma (Pvt) Ltd 3 

24. Imperial Life Sciences (Pvt) Ltd 3 

25. Lanka Therapeutics Pvt Ltd 3 

26. PTC Medical Pvt Ltd 3 

27. SSK Pharma (Pvt) Ltd    3 

28. Unicura International Pvt Ltd-Dehiwala 3 

29. Ceyoka (Pvt) Ltd 2 

30. P.T.C Medical Colombo 13 2 

 Total  306 

 

7.11.4.3 Further, waiver of registration letters had been issued to the same importer at several 

circumstances for importing the same medicine, and a quantity from 02 to 04 waiver 

of registration letters had been issued in respect of 29 medicines to 17 importers 

related to the above sample. Summarized details of this are given below. 

 

Table No -22: Particulars of the issuance of waiver of registration letters to the 

same Importer 

 Name of Importer  

------------------------ 

Name of Medicine  

----------------------------- 

No. of 

Letters  

--------- 

1. A Baur & Co. Ltd Capecitabine Tablets 500mg 3 

Clobazam Tablets IP 10mg 4 

2. ABC Parma Services 

Pvt Ltd 

Desferrioxamine Mesilate for 

Injection BP 500mg 

2 

3. Breath Free Lanka Warfarin Sodium Tablets IP 5mg 2 
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(Pvt) Ltd (WARF-5) 

4. Emar Pharma (Pvt) Ltd Dried Aluminium HYdroxide Gel 

240mg + Magnesium Hydroxide 

100mg + Light Magnesium 

Carbonate 60mg + Activated 

Dimethicone 25mg Tablets 

(DIOVOL) 

2 

5. Kamazu (Pvt) Ltd Amoxicillin Capsules BP 250 mg  2 

Erythromycin Stearate Tablets BP 

500mg  

2 

6. Lanka Therapeutics Pvt 

Ltd 

Ruxolitinib Tablets 5mg 2 

7. Mansel (Ceylon) Pvt 

Ltd 

Fusidic Acid 2% w/w and 

Hydrocortisone Acetate 1% w/w 

Cream (DISUF-H-Cream) 

2 

8. Niix Holdings (Pvt) Ltd Atracurium Besilate 10mg/ ml 

Solution for Injection/ Infusion 

(25mg in 2.5 ml)  

2 

9. Pharma Associate Pazopanib Tablets 200mg 2 

10. Pharmatec (Pvt) Ltd  Metoprolol Tartrate Injection 

1mg/ml, 5ml 

2 

11. Ravilux Co.Ltd Etoposide Capsules 100mg 2 

12. Siba Healthcare (Pvt) 

Ltd   

Captopril Tablets BP 25mg  2 

Gabapentin Capsules USP 100mg 

(RAVASTAL-100) 

4 

Olanzapine Tablets USP 5mg 2 

13. Sisili Projects 

Consortium Pvt Ltd 

Cefotaxime for Injection USP 1g 2 
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14. Sunshine Healthcare Linezolid IV Injection 200mg/100ml 

(Lizolid IV) 

2 

Pantoprazole for IV Injection 40mg 3 

15. Tabrane 

Pharmaceuticals 

Cyclosparin Capsules USP 50mg 2 

Olaparib Capsules 50mg 2 

Sofosbuvir INN 400mg & Ledpasvir 

INN 90 mg Tablets (HopSo-LP) 

2 

16. TMI Solutions (Pvt) 

Ltd 

Enoxaparin Injection 40mg in 0.4ml 2 

17. Yaden International Chlorambucil Tablets 2mg 2 

Ergometrine Injection BP 500mcg/ml 3 

Fludrocortisone Acetate Tablets USP 

100mcg 

2 

Morphine Tablets 10mg  2 

Sodium Fusidate for Infusion BP 

50mg 

2 

Tetracosactide Injection BP 

250mcg/1ml 

2 

 Total   65 

 

7.11.5 As per sub-section 58(1) of the Act, only medicines registered under the Authority should 

be imported into this country. Accordingly, even though the non-issuance of waiver of 

registration letters and minimizing the issuance of such letters as much as possible 

should be done by the Authority, there were cases where waiver of registration letters 

had been issued even for the medicines registered under different brand names. 

Accordingly, for a sample of 07 selected medicines, waiver of registration letters had 

been issued to other importers as follows even in cases where there are between 02 and 

57 registered medicines.  
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Table No-.23: Issuance of Waiver of Registration letters for the medicines 

registered under various brand names  

 Name of Medicine  

 

 

 

------------------------ 

No. of 

registered 

medicines 

available  

----------------- 

Name of institute to which the 

waiver of registration letters had 

been issued  

 

------------------------------ 

 

1. 
Aciclovir 200mg bp tablets 19 Savorite pharmaceuticals pvt ltd  

 

2. 
Acitretin capsules bp 10mg 3 

Centurion healthcare pvt ltd, 

india 

3. Amikacin sulphate injection 

bp 500mg/2ml 
5 

Nandani medical laboratories 

(pvt) ltd, india  

4. Amoxicillin capsules  b.p  

250mg 
57 Micro labs ltd, india  

 

5. 
Atropine eye drops 1% w/v 3 

DCI pharmaceuticals (pvt) ltd, 

india  

 

6. 
Azathioprine 50mg bp tablets 8 

 Siba holdings   

Yaden international pvt ltd 

7. Betamethasone 0.1% 2 Pharmatec pvt ltd 

 

 

7.11.6 Although the importer shall be responsible; as per sub-section 109(3) of the Act, for 

the accountability and management of the medicine imported under the waiver of 

registration letters, it was observed according to 3(a) of the Act that the Authority 

has the prime responsibility to ensure that the efficacious, safe and good quality 

medicines are provided to the public. However, when waiver of registration letters 

were issued, the Authority had deviated from its prime responsibility of regulation 

assigning the responsibility for the quality, safety and efficacy of the medicine to 

the related Procurement and Technical Evaluation Committees on behalf of the 

State Pharmaceutical Corporation or to the Director when issuing on behalf of the 

Medical Supplies Division. The following particulars were further observed in this 

regard. 
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7.11.6.1 Even though responsibilities had been assigned to the Medical Supplies Division 

and the Procurement and Technical Evaluation Committees of the State 

Pharmaceutical Corporation as above, they had refused to accept that 

responsibility (Annexure 126). However, in the procurements made under the 

calling for expression of interest, the Health Sector Emergency Procurement 

Committee had not been subjected to obtaining waiver of registration letters 

when giving its decision.  

 

7.11.6.2 Accordingly, a situation; where the responsibility for quality, safety and efficacy 

of the medicines imported into this country under the waiver of registration 

letters is not taken by any related party, has been created. Also, a major objective 

of establishing the Authority which is the responsibility of ensuring that the 

efficacious, safe and good quality medicines are provided to the public as per the 

Section 3(a) of the Act had not been effectively achieved by the Authority.  

 

7.11.6.3 Instead of referring the originals of the waiver of registration letters for medicines 

issued by the Authority directly to the Controller General of Imports and Exports, 

the actions had been taken to give those to the relevant importers of medicines. 

Further, the copy of the waiver of registration letters issued on behalf of the 

Medical Supplies Division had not been formally forwarded to the Director of the 

Medical Supplies Division, and the copies of 105 waiver of registration letters 

issued from 02 February 2022 had been handed over at once on 16 October 2023. 

 

7.11.6.4 The severe weaknesses such as not mentioning the date of release, not stating the 

name of the manufacturer, not specifying the name of the medicine waived from 

registration, and using two official seals by the Chief Executive Officer with and 

without the name in some of those copies were observed. 
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7.11.6.5  Even though strict internal control systems should have been implemented 

regarding the issuance of waiver of registration letters, it was observed that 

fraudulent activities have been allowed due to the aforementioned irregularities 

done intentionally or negligently by the Authority and activities are being done 

inconsistently with the objective of ensuring that all activities related to the 

importation of medicines in terms of 3(c) of the Act are being carried out in 

transparent, sustainable and fair manner.  

 

7.11.7 The Authority had prepared a guideline (Annexure 127) dated 15 October 2019 

regarding the method of issuing waiver of registration letters and in accordance 

with that, the approval for waiver of registration of medicines should be obtained 

from the relevant technical sub-committee. The Secretary of the Ministry of Health 

had given permission to set up a fast-track mechanism to issue waiver of 

registration letters for the purchase of medicines through Indian Credit Line and 

other foreign credit assistance projects. Accordingly, the Chief Executive Officer of 

the National Medicines  Regulatory Authority had recommended a fast-track 

mechanism called as special pathway and submitted a board paper on 16 September 

2022 for obtaining the approval to enable the Chief Executive Officer to issue 

waiver of registration letters without referring that matter to the afore-mentioned 

sub-committee. (Annexure 128) 

 

7.11.7.1   The conditions of fast track mechanism, parties to implement the fast track mechanism, 

fees to be charged, essential documents (application and purchase order / indent / 

invoice) and the following procedures had been submitted by the Board paper for 

approval and it was observed during the audit that none of the documents or tasks that 

confirm the quality, safety and efficacy of the medicine had been covered by those 

procedures, and it had not been confirmed to the audit that any other methodology that 

could confirm the quality had been proposed. 

 

• Obtaining the Application for Waiver of Registration from the Office of the Chief 

Executive Officer of the Authority. 

87



 
 

 
 

• Handing over of the received applications to the concerned pharmacists. 

• Obtaining the approval of the Chief Executive Officer by the Pharmacists for further 

activities.  

• Issuance of the payment note to applicant by Management Assistant. 

• Drafting of the Waiver of Registration letter by Management Assistant after receiving 

the payment. 

• Maintenance of relevant data system and register by the Management Assistant. 

• Checking of the waiver of registration letter by the pharmacists. 

• Submitting the final draft letter to the signature of the Chief Executive Officer. 

• Sending copies of the letter to the responsible parties concerned. 

 

7.11.7.2 Action had not been taken to submit a risk analysis indicating the identified risks that 

could arise from the implementation of this fast track mechanism, likelihood of risk, its 

impact and risk management strategies in the board paper presented. Accordingly, it 

was not confirmed to the audit that attention had been paid on the possible adverse 

effects to the health system of this country by implementing such a system. 

 

7.11.7.3 The proposed fast track mechanism had been approved on the facts included in the 

afore-mentioned Board paper without paying proper attention on the risk of challenging 

the major objective of establishing the National Medicines Regulatory Authority, viz, 

ensuring the availability of efficacious, safe and good quality medicines to the general 

public, by implementing such a system by the Board of Directors of the Authority. 

  

7.11.7.4 It was not confirmed to the audit that the medicines evaluation committee or the waiver 

of registration sub-committee had been consulted to prepare a fast mechanism in order 

to ensure the quality of the medicines in the procurement of such medicines on the 

Waiver of Registration letters using foreign credit schemes within the economic crisis 

prevailed, and even the opinion of the said committees had not been obtained before the 

implementation of this system.  
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7.11.7.5 Although the waiver of registration sub-committee should meet once in every two 

weeks as per the guideline on issuing letters on waiver of registration of medicines, the 

Authority had not complied with it since earlier. Although 36 sub-committee meetings 

should have been held from January 2022 to June 2023, which was the audited period, 

only 15 meetings had been held. Furthermore, it was observed during the audit that 

action had not been taken to convene the relevant committee in the month of September 

2022, at the time that the Board of Directors had approved this fast track mechanism. 

 

7.11.7.6 Even though the sub-committee had focused attention on the reasonability of the price 

of the medicine, the opinion of the concerned college about the medicine, the 

essentiality of the medicine, the number of registered drugs similar to those medicines 

available currently, the registration status of the medicine, the registration status of the 

supplier and manufacturer, the existence of previous problems with the quality (quality 

failures) in granting the approval for waiver of registration. Waiver of registration 

letters had been issued without paying attention to such matters under this 

methodology. The details of the number of approvals issued for waiver of registration 

as mentioned above to the Medical Supplies Division and the State Pharmaceutical 

Corporation during the audited period are indicated in Table No. 24 below. 

 

Table No -24: The details of the number of approvals on waiver of registration 

issued through Special Pathway system 

Description 

 

 

---------------- 

2022 

 

 

------ 

Up to 

June 

2023 

--------- 

Total 

 

 

------ 

Total number of waiver of registration letters  656 261 917 

to Medical Supplies Division under Special Pathway System 57 03 60 

to State Pharmaceuticals Corporation under Special Pathway 

System  

176 51 227 

Total number issued under Special Pathway System 233 54 287 

Total number of letters issued under the Special Pathway 36% 21% 31% 
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system as a percentage of the total number of waiver of 

registration letters issued  

 

7.11.7.7 The committee members, who had participated in the emergency medicines evaluation 

committee held on the two days of 24 and 27 January 2023, had inquired on the issue 

of waiver of registration letters on the approval of the Chief Executive Officer by 

overriding the Waiver of Registration Subcommittee (WORSC) and had given their 

opinions that those members were willing to participate in emergency meetings to 

prevent the shortage of medicines in the country and the importance of purchasing 

medicines from registered suppliers after evaluating criteria such as quality, safety and 

efficacy, and the declaration that the Authority does not accept the responsibility for 

the quality, safety and efficacy of the medicines imported under the waiver of 

registration letters should not be included in the waiver of registration letters. 

Furthermore, the Secretary of the Medicines Evaluation Committee had emphasized 

the need to consider the principle that the manufacturer or the local agent requesting 

the certificate of waiver of registration should have been registered with the Authority 

even though the relevant medicine is not registered in Sri Lanka.    

   

7.11.7.8 Furthermore, the 233 approvals for waiver of registration issued to the Medical 

Supplies Division and the State Pharmaceuticals Corporation in the year 2022 

through the Special Pathway system, had been submitted to the Medicines Evaluation 

Committee, which had been specially met on the two dates of 24 and 27 January 

2023, for obtaining the ratification. The ratification of the Committee had not been 

granted for 89 waiver of registration letters (Annexure 129) issued to the Medical 

Supplies Division for 31 types of medicines and to the State Pharmaceuticals 

Corporation for 58 types of medicines  due to the reasons such as the medicines had 

not been essential, inconsistency in the dosage of the medicine, offering a higher 

price, possibility in purchasing from such a supplier owing to the availability of 

several registered medicines, local production of the medicine and non-registration of 

the manufacturer or local agent. In addition, ratification of the Committee had been 

granted with conditions for 25 waiver of registration letters (Annexure 130) issued to 

the Medical Supplies Division for 13 types of medicines and to the State 
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Pharmaceuticals Corporation for 12 types of medicines on the conditions, such as the 

manufacturer should be registered and the price offered should be less than the 

maximum retail price. Further details in this regard are as follows. 

 

7.11.7.9 Since it is not allowed for any person to import any medicine without registering it with 

the Authority and without obtaining a license from the Authority in terms of sub-

section 58 (1) of the National Medicines Regulatory Authority Act No. 5 of 2015, the 

Medicines Evaluation Committee primarily considers whether there are registered 

medicines in granting the approval for waiver of registration. Since there had been 01 

to 21 registered medicines for 166 waiver of registration of medicines provided 

through the Special Pathway system, ratification of the Medicines Evaluation 

Committee had not been granted for 26 waiver of registration based on that reason. 

(Annexure 131) 

 

7.11.7.10   Approval for waiver of registration had been granted through the Special Pathway 

system for the importation of 400,000 units of the antibiotic called Meropenem 

Injection USP 500mg, which is commonly used for infected patients, and the 

Medicines Evaluation Committee had not granted ratification for that as quality 

failures had been reported previously. In addition to this, it was observed during the 

audit that there had been reports on the quality failures of the medicines of the 

manufacturers related to 15 other medicines, for which the approval had been granted 

as mentioned above. (Annexure 132) 

 

7.11.7.11 The ratification of the Medicines Evaluation Committee had not been granted for 29 

medicines, such as Ofloxacin vial Eye/Ear Drops 5ml, Cinnarizine Tablets BP 25mg, 

Rifaximin Tablets 550mg, and Mosapride Citrate Tablets 5mg used for ear infections, 

haematological conditions and digestive system problems etc. for which the waiver of 

registration had been granted through the Special Pathway method, as they had not 

been included in the list of essential medicines. (Annexure 133) 
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7.11.7.12 Accordingly, it was observed during the audit that there is a risk of importing 

medicines, for which there had been no confirmation on the quality, safety, efficacy 

and fairness in prices, into the country and using them for patients through granting 

approval by the Chief Executive Officer for waiver of registration of medicines 

through the Special Pathway system, by overriding the Waiver of Registration Sub-

committee.  

 

7.11.8        Even though the importer shall submit routine reports on the medicine imported under 

waiver of registration letters in the prescribed manner to the Authority in terms of 

Section 109 (4) of the Act, that regulatory requirement had not been fulfilled and the 

Authority had not formulated a methodology to obtain these reports and maintain a 

database using those reports. Therefore, there was no follow-up as to whether the 

medicines were imported / not imported under the waiver of registration letters issued 

by the Authority and the compliance of the imported medicines. 

  

7.12          Observations regarding the major orders submitted to the State Pharmaceuticals 

Corporation for the years 2022 and 2023. 

 

7.12.1       The following matters were observed during the audit test check carried out in relation 

to the progress of the major orders submitted to the State Pharmaceuticals 

Corporation for the years 2022 and 2023 for the medicines related to the orders 

submitted for purchases carried out by calling for expression of interest and 

unsolicited method deviating from the standard procurement guidelines and in 

relation to the other major orders submitted to the State Pharmaceuticals Corporation 

for 80 medicines for the years 2022 and 2023 although the ministry party had 

submitted facts to the Cabinet that emergency purchases would be made due to the 

shortage of medicines in the year 2022.   

 

7.12.1.1    Since there is a waiting period of 11 months for receiving medicines to the institution 

after making orders for medicines required for a certain year as decided by the 

Medical Supplies Division, the order should be made to the State Pharmaceuticals 
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Corporation at least in the month of January in the previous year. However, it was 

observed that the general annual order for the year 2022 related to 04 medicines and 

the general annual order of the year 2023 related to 07 medicines and the general 

annual order of the year 2024 related to 07 medicines had not been prepared by the 

Medical Supplies Division. (Annexure 134) 

 

7.12.1.2     It was also observed that the Medical Supplies Division had delayed the preparation 

of the general annual order for the year 2022 related to 05 medicines and submission 

of it to the State Pharmaceuticals Corporation approximately by one month, and the 

Medical Supplies Division had delayed the preparation of the general annual order for 

the year 2023 related to 12 medicines and submission of it to the State 

Pharmaceuticals Corporation for a period ranging from 07 months to 11 months. 

(Annexure 135) 

 

7.12.1.3   The MSMIS computer system had been used for estimating, ordering, issuing and 

distribution of medicines in the Ministry of Health until June 2023. However, 

procurement activities had been started with a delay of a period ranging from 1 month 

to 10 months after submitting orders as the Corporation had been waiting until 6 

orders related to 6 medicines forwarded to the State Pharmaceuticals Corporation by 

the Medical Supplies Division through the MSMIS computer system had been 

communicated to the Corporation in writing as usual. (Annexure 136) 

 

7.12.1.4  Eighteen (18) medicines remained in short supply for a period ranging from 04 months 

to 35 ½ months due to not preparing and executing the general annual order for the 

year 2022, delaying the commencement of procurement activities related to the 

general order by 10 months, delaying the issuance of the indent for nearly three 

months after selecting the supplier, the bidder had rejected the acceptance of the 

supply as 21 months had been spent for the procurement activities, taking 11 months 

to obtain the opinion of the Medical Supplies Division regarding the only bidder 

responded due to the poor relationship in communication between the Medical 

Supplies Division and the State Pharmaceuticals Corporation, cancellation of orders 
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and temporary suspension of orders, the certificate of the only supplier, who had 

obtained the NMRA certificate, had expired, a supplier, who had fulfilled the 

specifications of the Medical Supplies Division had not registered with the National 

Medicines Regulatory Authority, taking a long time unnecessarily for the 

procurement activities of this medicine in the years 2022 and 2023 and cancellation 

of the orders etc., and due to the other reasons. (Annexure 137) 

 

7.12.1.5    There were variations between estimated amount and the actual supply from 2019 to 

2023 for 06 medicine items, and it was observed that the Medical Supplies Division 

had not taken action to accurately forecast these estimated data according to the 

requirement of the medicine. (Annexure 138) 

    

7.12.2       Not taking action in compliance with the Procurement Guidelines                 

 

7.12.2.1    Even though a performance guarantee should be obtained in accordance with Section 

6 of the second part of the bid invitation document since it has been stated that 

suppliers are required to provide a performance guarantee to safeguard the 

Procurement Entity against non-performance of the contract in terms of Guideline 

5.4.10 (b) of the Government Procurement Guidelines, action had not been taken to 

obtain a performance guarantee worth Rs. 180 million and USD 0.44 million for 

tenders worth Rs. 1,800 million and USD 4.43 million as it had been informed by the 

recommendation mentioned in the letter of the Secretary of the Ministry of Health 

bearing No. SH/PSRP/01/SPC/2021 dated 10 January 2023 to retain an amount of 10 

percent of the value that should be paid to the supplier for up to 30 days after the 

completion of the supply instead of obtaining a performance guarantee. (Annexure 

139) 

 

7.12.2.2   Even though a penalty fee should be charged from the supplier for the delay in the 

supply of medicines according to the supply conditions specified in the purchase 

order, the penalty fee imposed on the delay in supply had been waived off as per the 

letter of the Secretary of the Ministry of Health bearing No. SH/Misc/03/2022 dated 

23 November 2022. Due to the provision of such concessions, it had not possible to 
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take any action regarding the delay in the supply of medicines by the supplier. Even 

though emergency purchases had been carried out at high prices on the shortage of 

stock, the government had lost a sum of Rs.155.595 million and a penalty of USD 

0.064 million due to not supplying within the due period. (Annexure 140) 

 

7.12.2.3   As per 5.4.10 (b) of the Government Procurement Guidelines, the supplier shall furnish 

a performance guarantee of 10 percent and even though a performance guarantee that 

is valid for 03 months from the date of delivery of the stock should be provided 

within 03 days after informing the supply as per Condition No. 5 of the Conditions 

related to Bids in the invitation for bids, the performance guarantees worth Rs. 31.66 

million given for 2 orders had not been valid. (Annexure 141) 

 

7.12.2.4  The audit observed that the Medical Supplies Division had complicated the 

procurement process by issuing several orders for the same medicine without 

submitting orders for the same medicine at the same time in making orders by the 

Medical Supplies Division and the Division had lost the opportunity to reduce the 

unit price by procuring more units at the same time. (Annexure 142) 

               

7.12.2.5 Even though the Medical Supplies Division had issued orders through the MSMIS 

system for the purchase of medicines through the State Pharmaceuticals Corporation 

under Order Code No. V of the Medical Supplies Division, Deputy General Manager 

(Import and Procurement) - Pharmaceuticals had confirmed to the audit in writing on 

30 October 2023 that the said orders had not been received to the Corporation. 

Accordingly, action had not been taken to remove the non-executing orders from the 

"Swastha" data system. 

 

7.12.2.6 Reviewing the report and recommendations of the Technical Evaluation Committee is 

a responsibility and a duty of the Procurement Committee in terms of  Guideline 2.5.1 

(f) of the Government Procurement Guidelines, and after the Procurement Committee 

has carefully examined the report of the Technical Evaluation Committee and has 

sought any required clarifications from the Technical Evaluation Committee in terms 
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of Guideline 8.8.1 of the Government Procurement Guidelines, action should be taken 

to award the contract in terms of Guideline 8.8.1 (a) of the Government Procurement 

Guidelines. Although the technical evaluation committee appointed by the Technical 

Division of the State Pharmaceuticals Corporation had evaluated the bids for the 

procurement, the reports containing the formally prepared recommendations had not 

been submitted to the procurement committee. However, the procurement committee 

had not taken steps to inquire about it from the technical evaluation committee. A 

sum of Rs.1.83 million had been paid as the allowance of the technical evaluation 

committee for carrying out technical evaluations from the year 2022 until 30 

September 2023.  

    

7.12.2.7  Quantitative and important matters related to the process of preparation of 

estimates of medicines and ordering medicines and provision of the orders to the 

medical supplies division and the distribution of those medicines as observed 

during the audit test check carried out regarding the main orders submitted to 

the State Pharmaceuticals Corporation for 73 items of medicines for the years 

2022, and 2023 have been included in Volume I. The Chief Accounting Officer of 

the Ministry had submitted incomplete answers to the audit even though the 

Draft report of the Auditor General had been issued to the Chief Accounting 

Officer on 29 December 2023 and he had been provided 01 ½ months to provide 

answers for the report and more than 02 months to answer the audit queries. 

 

7.13          Examination of the quality of Medicines purchased in the years 2022 and 2023 

  

7.13.1    Matters such as the presence of broken glass pieces, visible particles, one dead 

cockroach and breakage of pills, colour change, non-compliance with British 

Pharmacopoeia specifications, death due to adverse reactions, microbial 

contamination etc. had been identified in certain medicines including antibiotics, 

medicines used for allergies, asthma, cancer, heart diseases, eye infection and kidney 

diseases, according to the circulars issued in 2019, 2020, 2021 and 2022 regarding the 
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medical supplies, which had failed the quality tests, and as a result, they had been 

withdrawn or withheld from the use. 

 

(i)     Medicines, surgical and laboratory materials worth Rs. 349.03 million, out of 

the medical supplies issued to government hospitals in the year 2022, had been 

withdrawn due to quality failures, and another set of medicines worth Rs.31.75 

million had been withheld due to quality failures. Among them, the presence of 

visible particles, the presence of needle-shaped crystals on the surface of the 

tablet, broken tablets, change in colour, non-conformity with the British 

Pharmacopoeia specification, reporting of deaths of patients, etc. had been 

identified and they had been withdrawn and withheld from the use due to those 

reasons. It was further observed that there were medicines used for diabetes, 

cancer, infections, and kidney diseases and medicines used as pain killers, 

among the medical supplies that were withdrawn from use due to quality 

failures.  

 

(ii)     Even though this situation has been revealed by the audit for many years, 

efforts have not been made to mitigate this situation and medicines, surgical 

and laboratory materials worth Rs.2,482.12 million in relation to the year 2023 

had been withdrawn from use due to quality failure, and another set of medical 

supplies worth Rs. 10.72 million had been withheld from the use due to quality 

failures. It was observed that medical supplies including medicines used for 

eye diseases, cancer diseases, medicines used for anesthesia and immunization 

had been withdrawn due to quality failures and problems such as adverse 

reactions to patients, death of patients, blindness etc. had occurred after using 

the medicines. Due to this, the expectation of preventing the supply of low-

quality medicines to patients had not been fulfilled. 

 

(iii)    Four (04) Circulars had been issued in the year 2022 to discontinue only the 

defective items, out of the items in 04 categories related to 02 types of 

medicines, and only the defective medicine stocks worth Rs.2.05 million had 
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been withdrawn in accordance with those circulars. Since the Medical Supplies 

Division had not followed up the information on the balance stock quantities in 

the hospitals at the time the medical supplies had failed in quality, it was 

problematic during the audit whether the hospitals had correctly counted the 

defective stocks and sent them to the Medical Supplies Division. 

 

7.13.2 It was observed for many years that majority of those medicines were reported to have 

been used by the patients at the time the medicines were reported to have failed in 

quality due to the inability of testing the quality at the National Medicines Quality 

Assurance Laboratory (NMQAL) operated under the National Medicines Regulatory 

Authority before releasing the medicines to the hospitals by the Medical Supplies 

Division. However, there had been no methodology of testing the quality of 

medicines before they were released to the hospitals even during the year 2023 to 

avoid such conditions in a quantitative manner. 

  

(i)       Since the facility to supply medicines is provided to the suppliers, who do not 

have the registration certificate of the National Medicine Regulatory 

Authority by issuing a Waiver of Registration - WOR letter for them without 

examining the qualifications of the supplier and the quality of the medicine at 

the time of procurement even though it had been informed to the audit that the 

medicines would be procured from the suppliers, who had obtained the GMP 

certificate, instead of testing the quality of medicines, it was observed that 

there is also a risk about the quality of the medicines. 

 

(ii)     Even though a small quantity of medicines were tested using the laboratory 

facility of the State Pharmaceuticals Corporation by the year 2023, if it is 

revealed that the medicines have failed the quality tests, the samples should be 

sent back to the National Medicines Quality Assurance Laboratory for testing 

them within the existing legal situation.  
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(iii)     The Ministry of Health or the National Medicines Regulatory Authority had 

not taken action even during the year 2023 to use the pharmaceuticals 

laboratory, which had been constructed in the Industrial Technology Institute 

(ITI) at a cost of Rs.99 million as an independent accredited third-party 

laboratory for the development of the pharmaceutical sector in Sri Lanka and 

has been operated since 2019, for this purpose.  

 

7.13.3 After the medical supplies procured by the Medical Supplies Division had failed the 

quality tests, money had not been properly recovered from the relevant suppliers and the 

amounts to be recovered in that manner had not been accounted. Instead of that, 

arrangements were made to deduct the value to be recovered only if there had been debit 

note values to be paid to those suppliers, and to collect from certain suppliers in 

installments from the bills to be paid to them in the future. Accordingly, Rs.1663 million 

comprised of Rs.1,046.77 million from the State Pharmaceuticals Corporation of Sri 

Lanka, Rs. 160.59 million from the State Pharmaceuticals Manufacturing Corporation of 

Sri Lanka, Rs. 84.87 million from local suppliers and Rs. 370.76 million from local 

manufacturers had not been recovered by the Medical Supplies Division for the medical 

supplies, which had failed quality tests, until 31 December 2023. Furthermore, the State 

Pharmaceuticals Corporation has not yet recovered a sum of Rs.1,406.48 million that 

should be recovered from the suppliers, and legal action would be taken for a sum of 

Rs.685.68 million, out of that, and taking action in relation to another Rs.165.80 million 

had been suspended as per the instructions of the Secretary of Health. 

 

7.13.4  The reporting of quality failures after the release of medicines to hospitals and issuance 

of medicines to patients or using of medicines by patients for 100% in instances, where 

circulars had been issued on the medicines, which had failed the quality tests, and on the 

spontaneous expiration of items, before issuing orders for withdrawal or revoking 

medicines after conducting further tests for items, which were ordered to withhold and 

losing the possibility of recovering the related losses from the suppliers for expired 

items due to the delay in testing had been continuously revealed through the audit 
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reports. Nevertheless, a methodology had not been implemented to test the quality 

before the medical supplies were released to the hospitals to avoid such instances.  

 
 

7.14   Test (SR- 01502003) on the quality failure of the medicine, Bupivacaine 0.5% + 

Glucose 8% used for anesthesia inj.4 ml Amp.  

 

7.14.1 A stock of 68,750 injections of the medicine called Bupivacaine 0.5% + Glucose 8% inj.4 

ml Amp used for anesthesia in surgeries had been purchased under emergency 

procurement on stock shortage by order No2022/MSD/V/R/P/00076 

(ICL/EOI/P1/134/2022) of the Medical Supplies Division from Slim Pharmaceuticals 

(pvt) Ltd. at a value of R.40,738,819. This order had been issued to a company that is not 

a registered supplier of the National Medicines Regulatory Authority under Calling for 

Expression of Interest (EOI) as mentioned in the paragraph 6.6.5 above subject to 

obtaining a waiver of registration certificate and the stock had been received to the 

Medical Supplies Division on 13 February 2023. 

 

7.14.2  A Medical Specialist of Peradeniya Teaching Hospital had complained to the Director of 

Hospitals on 04 April 2023 and to the National Medicines Quality Assurance Research 

Laboratory (NMQAL) on 06 April informing that one pregnant woman had died after 

using this medicine, which had been issued to national hospitals, teaching hospitals, basic 

hospitals and other health institutions from the date of receipt of these medicine 

injections consisting of 03 batch numbers to the medical supplies division and another 

woman had underwent Neurological Adverse Reaction. In the examination of the relevant 

complaints, the use of the medicine had been suspended by the Director of Medical 

Supplies with immediate effect in view of the serious adverse reactions caused by using 

the medicine. 

 

7.14.3  According to the minutes of the meeting dated 10 April 2023 of the Safety & Risk 

Evaluation Sub-committee (SAFRSC) of the National Medicines Regulatory Authority, 

34,705 units or 50 percent of the total stock of injections had been issued to the patients, 

at the time the stock of 68,750 vaccines had been identified as failed in quality tests. 
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Subsequently, the same product had been completely withdrawn from use by the 

Director of Medical Supplies on 27 July 2023. It was observed that the Medical Supplies 

Division had not taken adequate measures to test the quality of the medicines from the 

National Medicines Quality Assurance Laboratory (NMQAL) before these medicines 

had been released to the hospitals. 

 

7.14.4 The National Medicines Regulatory Authority had charged a sum of USD 200 or 

Rs.85,496 from the company mentioned in paragraph 7.14.1 above and had issued a 

waiver of registration certificate on 30 December 2022 under the special pathway through 

the fast track mechanism without evaluating the medicine by the National Medicines 

Regulatory Authority as mentioned in paragraph 7.11.7 above. Accordingly, the National 

Medicines Regulatory Authority had charged an amount as indicated above from the 

supplier and issued a waiver of registration certificate and thereby had functioned by 

deviating from the main objective through entrusting with its responsibility to another 

party as indicated in paragraph 7.11.6.1 above. 

 

7.14.5 The audit inquired as mentioned in paragraph 7.5.7 .above whether the Director of 

Medical Supplies takes the responsibility in relation to the quality failure of this medicine 

and the damage caused to the relevant patients by the use of the medicine. It was stated 

that it had been impossible for the Director of Medical Supplies to take the responsibility 

in relation to the quality of the medicines and that condition had been included without 

his consent. 
 

Furthermore, the evaluation committee referred to in paragraph 7.3.6 .above had 

evaluated without seeking instructions of the medical specialists, in the evaluation of 

suppliers after calling for expression of interest, and had provided the opportunity to 

supply these medicines to unregistered suppliers.  

 

Accordingly, it was observed to the audit that these institutions have failed to take 

responsibility/perform the duty properly in relation to this medicine, identified as failed 

in quality tests as per the circulars mentioned in paragraph 7.14.2 above, issued by the 

Medical Supplies Division.  
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7.15      Examination on the quality failure of the medicine called Prednisolone Acetate Eye 

Drop 1%, 5ml dropper Bot used for eye diseases. (SR- 00901001) 

 

7.15.1    A stock of 500,000 vials of the medicine, Prednisolone Acetate Eye Drop, which is used 

after cataract surgery for eye patients, had been ordered by the order No. 

2021/SPC/N/R/P/00043 of the medical supplies division and a stock of 50,000 vials 

worth Rs.3,631,093, out of that, had been received to the Medical Supplies Division on 

03 March 2023. The stock of 50,000 units of this medicine consisted of 02 batches had 

been issued to 58 hospitals including Sri Lanka National Eye Hospital, Lady Ridgeway 

Children's Hospital and Kandy National Hospital and health institutions since 09 March 

2023. 

 

7.15.2  In this regard, the Directors of the National Eye Hospital and the Nuwara Eliya District 

General Hospital had lodged complaints in relation to this medicine to the National 

Medicines Quality Assurance Laboratory (NMQAL) on 18 April 2023 by reporting that 

the relevant patients got endophthalmitis after using this medicine. After investigating the 

complaints lodged, this medicine had been reported as failed in quality and this situation 

had been stated as "Sample does not conform to specifications for the sterility test” owing 

to the serious adverse reactions occurred to the patients and the Director of Medical 

Supplies Division had withdrawn this medicine from the use on 25 April 2023, after 46 

days of the distribution of the medicine. However, The Deputy Director General of 

Medical Supplies had informed the audit by the letter No. MSD/Fin/MSB/75/2023on 29 

April 2024 that 21,510 units or 43 percent of the total stock already received of this 

medicine had been issued to patients at the time of withdrawing this medicine. Moreover, 

it had also been stated that two patients of the National Eye Hospital had become 

completely blind due to the use of this medicine and 16 patients in the Nuwara Eliya 

District General Hospital had undergone allergies. 

 

7.15.3 Adequate measures had not been taken by the Medical Supplies division or/and the 

National Medicines Quality Assurance Laboratory to test the quality of the medicines 

before issuing them to the hospitals. 
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7.16  Purchasing of the falsified medicine of Human Immunoglobulin IV 5-6g (SR-

00603205) and Rituximab inj. Buying fake medicine 500mg in 50ml vial(SR-

01205702) due to the deviation from standard procurement guidelines and the 

informality in the emergency procurement process 

 

            The aforementioned two medicines called Human Immunoglobulin IV 5-6g (SR-

00603205) and Rituximab inj. 500mg in 50ml vial (SR-01205702) were further tested 

and the matters identified in that regard are given from 7.16.1 to 7.16.13 below. 

 

7.16.1      Human Immunoglobulin IV 5-6g (SR-00603205) 

 

7.16.1.1  Bids had been obtained from the suppliers through calling for expression of interest 

basis to purchase this medicine under the emergency purchases conducted as 

mentioned in No. 6.6.5 above as a remedy for the stock shortage in the country in the 

year 2022. Accordingly, the procurement had been awarded to the selected bidder, 

Isolez Biotech Pharma AG Ltd. by the Secretary of Health on 04 January 2023 to 

supply 22,500 injections at a cost of USD 2,925,000 at the rate of USD 130 per one 

injection. Thereafter, purchase order of the above value bearing No. 

2022/MSD/V/R/P/00038 (ICL/EOI/P1/174/2022) had been issued to the supplier on 

13 January 2023. 

 

7.16.1.2   The supplier had supplied 3,985 vials worth Rs. 168.86 million, out of 22,500 injection 

vials, to the Medical Supplies Division during the period from May to September 

2023, and the Division had paid an amount of Rs. 36.38 million to the suppliers. All 

the injection vials received by the Medical Supplies Division had been issued to 

national hospitals, teaching hospitals, provincial hospitals and regional medical 

supplies Divisions from 30 May 2023. It was reported to the National Medicines 

Regulatory Authority in September 2023 that patients in Colombo, Kandy National 

Hospitals and Matale and Matara District General Hospitals had serious adverse 

reactions after using the medicine by patients.  
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7.16.1.3   The Authority had discovered that patients had undergone serious adverse reactions 

after using this medicine and certificate of registration with the Authority or waiver of 

registration certificate (WOR) had not been issued for this medicine. Thereafter, as a 

safety measure, the use of the entire stock supplied by this supplier had been withheld 

with immediate effect by the Director of Medical Supplies on 03 October 2023 by 

declaring that the medicine had failed the quality tests. The entire stock of this 

medicine had been withdrawn with immediate effect in accordance with the Circular 

No. MSD/QP/2023/56 dated 09 October 2023 as the medicine was a falsified medicine 

and there had been serious adverse reactions.  Thereafter, all the products supplied by 

this supplier had been withdrawn by the Circular No. MSD/Q/Special/2023/4 dated 18 

October 2023. 

 

7.16.1.4 When calling for expression of interest for this medicine under the emergency 

purchases by September 2022 as indicated in paragraph 7.16.1.1 above, the 

procurement activities of the general annual order submitted for the year 2022 for this 

medicine had been delayed for 19 months and action had not been taken to obtain the 

emergency purchase order presented for the year 2021. Moreover, expression of 

interest had been called for purchasing 22,500 injections, which had been the 

requirement for 03 months, as mentioned in 7.16.1.1 above, regardless of the 47,202 

injections sufficient for 06 months that were scheduled to be received in relation to the 

general annual order submitted for the year 2021.  

 

7.16.1.5 Since the procurement of this medicine had also been carried out on the basis of 

calling for expression of interest under emergency purchases as mentioned in 

paragraph No.6.6.3 above, it was observed even in the purchase of this medicine as 

indicated in observation No. 7.3 above that a monthly report under the procurement 

process had not been submitted by the Minister of Health for the covering approval of 

the Cabinet of Ministers and the internal auditor had not ensured a fair and effective 

process at the end of the procurement process. Furthermore, the audit could not 

confirm that an opportunity that could have been used optimally for another priority 

had not been missed by deciding to notify the order amount regardless of the stock to 
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be received. Moreover, it was observed that medicines had been purchased through the 

process of calling for expression of interest, and even though the Health Sector 

Emergency Purchase Committee should have sought the instructions of the technical 

experts, the Committee had not functioned so, and appropriate restrictive conditions 

were not included in the tender documents to minimize the submission of 

procurements under waiver of registration. 

 

7.16.1.6 This supplier had stated in the price list of the relevant bid documents that this 

medicine had been of Indian origin and the manufacturer had been Livealth Bio 

Pharma Pvt Ltd in India, and the entire stock could be imported and supplied between 

01 and 05 working days, and the supplier had stated in the same document that the raw 

materials had been from Livealth Bio Pharma Pvt Ltd of India and the product 

formulated and  the contract manufacturing and market had been Isolez Biotech 

Pharma AG Ltd. However, attention of the evaluation committee had not been focused 

on this. 

 

7.16.1.7 It had been revealed during the inspection conducted by the National Medicines 

Regulatory Authority in this regard that this is a falsified medicine and it had also been 

revealed from the confirmation made through the electronic mail by Livealth Bio 

Pharma, the Indian manufacturing company on 04 October 2023 that the company 

mentioned in the package of medicine had not manufactured or supplied this medicine. 

Accordingly, Isolez Biotech Pharma AG Ltd had falsely stated that it functioned as the 

local agent of this medicine and fraudulently used the name of the Indian company 

named, Livealth Bio Pharma as the manufacturer of the medicine in the relevant 

package of the medicine and documents including the waiver of registration certificate, 

and thereby attempted to prove that it was an imported medicine. 

 

7.16.1.8 Even though the supplier had submitted a Certificate of Analysis (COA) of the 

medicine by stating that it had been from the quality control department of the 

Livehealth company, which had been stated as the manufacturer of the relevant 

medicine stock along with the bidding documents, the certificate of analysis had also 
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been confirmed as a fake certificate according to the written confirmation made by the 

manufacturer in India to the National Medicines Regulatory Authority. 

 

7.16.1.9  According to a laboratory report submitted by the Medical Research Institute to the 

Secretary of Health on 14 November 2023, the level of IgG (Immunoglobulin) 

contained in the medicine was below the detection level of 5,000mg/dL, and as a 

result, there is a risk of infection in the patients concerned. had given Moreover, it 

was revealed to the audit that three samples obtained from the Colombo National 

Hospital had not complied with the relevant specifications during the sterility test, 

and that one of the three samples had not complied with the relevant specifications 

during the bacterial endotoxins test according to the 03 quality certificates issued by 

the National Medicines Quality Assurance Laboratory on 23 November 2023. 

 

7.16.1.10 Sri Lanka Customs had informed the Chief Executive Officer of the Medicines 

Regulatory Authority on 17 October 2023 that such a medicine had not been imported 

from 01 January 2023 by the supplier and since the medicine of this supplier had not 

been included in the list submitted by the Controller General of Imports and Exports 

on 08 November 2023 on the  medicines imported on waiver of Registration 

certificates from the year 2022 to the year 2023, it was observed that the supplier had 

falsely stated that the medicine would be imported and supplied in the bid documents. 

 

7.16.1.11 As per paragraph 7.3.7 above, it was observed that the expression of interest evaluation 

committee had not acted independently and with maximum attention as the evaluation 

committee had focused only on the price and supply schedule and had not paid 

attention to the matters such as not submitting the other documents required to obtain 

the WOR. Accordingly, it was observed during the audit that the evaluation committee 

had not checked further regarding the contradictory facts mentioned in the bidding 

documents as per paragraph 7.16.1.6 above. Moreover, the Health Sector Emergency 

Procurement Committee had not paid attention to verifying the quality of medicines. 

Thereby, it was observed during the audit that the procurement committee and the 
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procurement entity had not functioned with maximum attention in the evaluation 

process. 

 

7.16.1.12 Since it had not confirmed to the audit that this supplier company had supplied the 

items of medicine at any time although the company had supplied items related to 

chemicals to the Medical Supplies Division for many years, and since this supplier had 

not obtained the registration with the National Medicines Regulatory Authority, the 

evaluation committee had made this recommendation without ascertaining the 

capability of importing such medicines used for neuro patients and whether the 

supplier had been an authorized local agent of the relevant Indian manufacturer. 

 

7.16.1.13 Even though the EOI Evaluation Committee had recommended to award the 

procurement to the relevant company with the WOR certificate as mentioned above, 

Secretary of Health had informed that in the event of the item is awarded to 

unregistered bidder, the WOR issued by NMRA should be submitted at the time of 

delivering the item, if not payment will not be released for the delivered item under 

Condition No. 07 of the letter sent through File No. PSRP/08/EOI/ACC/2022 of the 

Pharmaceuticals production, Supply and Regulation Division on 04 January 2023 by 

awarding this procurement. In the meantime, the Medical Supplies Division had issued 

this purchase order worth USD 2,925,000 to the supplier on 13 January 2023 without 

paying attention to the possibility of obtaining the WOR certificate.  

 

7.16.1.14  The number of National Medicines Regulatory Authority had been stated as NMRA/ 

FA/WOR/MED/ICL/1/MSD096/23 in the WOR certificate that had been provided by 

the supplier at the time of delivering this stock to the Medical Supplies Division. It was 

observed that this number was different when compared with other WOR certificate 

numbers issued by the National Medicines Regulatory Authority during this period. 

Moreover, according to No. 88.5.1 of the report of the Board of Directors of the 

National Medicine Regulatory Authority dated 20 January 2023, approval had been 

granted to extend the validity period from 12 weeks to 06 months in all the WOR 

certificates, on which the medicines were imported through the Indian Credit Line 
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Facility to the State Pharmaceuticals Corporation and which are to be issued in the 

future, Accordingly, the Authority had revised that condition in the WOR certificates 

issued from February 2023. Although the WOR certificate in question had been issued 

on 17 February 2023, this condition had not been revised. 

 

7.16.1.15 It was observed to audit that it would have been possible to identify that waiver of 

registration certificates had not been issued for this medicine at the time of receiving 

the goods, and thereby, it would have been possible to take necessary measures 

regarding this supplier at that time if the Medicines Regulatory Authority had made 

arrangements to send the copy of the Medical Supplies Division to the Division at the 

same time of issuing the waiver of registration certificates at the time of receiving the 

goods as indicated in paragraph 7.11.6.4 above, or if arrangements had been made to 

inquire about that and to get the relevant copies of certificates delivered to the Medical 

Supplies Division, Furthermore, it was observed to audit that if it was happened in that 

manner, it would have been possible for the patients to avoid the risky situations that 

had to be confronted after using this medicine. 

 

7.16.1.16 Accordingly, although clearance is done through the Wharf Section of the Corporation 

and the stock is given to the Medical Supply Division in the orders procured by the 

Medical Supplies Division through the State Pharmaceuticals Corporation, the State 

Pharmaceuticals Corporation or the Medical Supplies Division do not take part in this 

clearance activities in these emergency purchases. Therefore, there was no 

methodology of checking the relevant bill of lading, customs declarations or packing 

list to verify that the supplier had actually imported the drugs. Accordingly, due to the 

weakness of this internal control, this medicine had the opportunity of entering in to 

the medicines supply network as a falsified medicine. 

 

7.16.1.17 It was observed according to the minutes of the board meeting No. 84.6.1 of the 

National Medicines Regulatory Authority held on 16 September 2022, that discussions 

had been held on lodging complaints to the Criminal Investigation Department on the 

use of fake seals and signatures on the registration certificates and import licenses 
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during consignment clearance, and the possibility of applying QR codes by 

considering the protection of the documents and the implementation of a fool proof 

mechanism.  It was also observed in the audit that if prompt measures had been taken 

in that regard, it would have been possible to prevent the submission of a WOR 

certificate fraudulently. 

 

7.16.1.18  Even though the supplier concerned had made 02 requests by addressing the Deputy 

Director General of Medical Supplies Division and the Accountant supplies on 16 

January and 28 February 2023 respectively to obtain a WOR certificate for this 

medicine, the Medical Supplies Division had not attended to this request as the 

issuance of these WOR certificates had not been a role of the Medical Supplies 

division. However, the supplier had submitted a WOR certificate issued dated 17 

February 2023 by the National Medicines Regulatory Authority at the time of 

delivering the first stock of medicines to the Medical Supplies Division on 27 May 

2023. It has been observed that if this WOR certificate had been issued legally and 

duly, there had been no need of submitting the second request by the supplier.   

 

7.16.1.19   At the time of delivering this falsified medicine to the Medical Supplies Division, two 

persons had been working as its directors, and one of the directors, Hewage Sudath 

Janaka Fernando had submitted a letter to the Director of National Blood Transfusion 

Service on 27 February 2023, after the date of the fake WOR certificate with the 

recommendation of the Secretary of Health by making a request to purchase 1,000 

litres of human blood plasma for research and development of  undiscovered roles in 

physiological functions of human plasma and isolation of new plasma proteins from 

pooled plasma by fractionation process conducted by Isolez Biotech Pharma with 

overseas collaboration. The Director of the National Blood Transfusion Service had 

also appointed a committee of 5 members on 28 February 2023 to examine this 

situation. After that, requests were made in that regard again to the Director of Blood 

Transfusion Service on 16 March 2023 and on April 26 with the recommendation of 

the Health Secretary.   
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7.16.1.20 It had been stated in a report dated 03 May 2023 submitted by the Committee 

appointed in this regard as indicated in paragraph 7.16.1.18 above that excess human 

plasma had been exported by a selected bidder according to a Cabinet decision taken 

in the year 2015, and that a large stock of plasma could not be released for this 

purpose, and considering the national importance stated in the proposal, it was 

recommended to provide 40 litres of plasma packets per week for 09 months charging 

USD 44.60 per litre of plasma.  

 

7.16.1.21 Arrangements had been made to provide plasma to an external party without 

confirming that plasma had not been infected by laboratory tests and that it is a 

formally approved research or that the research has been carried out in accordance 

with the Ethical Review, and recommending by the committee appointed by the Blood 

Transfusion Service to release blood plasma without confirming that these research 

activities are conducted in accordance with the Ethical Review. Furthermore, this 

committee had suggested to check the terrain related to the research, but the blood 

plasma had been issued without doing such an examination. 

 

7.16.1.22 Since blood plasma is used for the production of this drug as per the information 

obtained from the internet, and the supplier had procured 21.73 litres of blood plasma 

and 06 blood packets during the period from the date of placing the above order to the 

supplier up to the date of 26 May 2023, the date of delivering the first stock of the 

medicine to the Medical Supplies Division, and subsequent to that date,  the supplier 

had obtained 149.15 litres of plasma, it was problematic to the audit whether the above 

medicine had been manufactured in the supplier's factory including them. 

Accordingly, it was observed during the audit that if the supplier had manufactured 

this medicine at his manufacturing premises, he would have engaged in an illegal 

activity by violating subsection 113 (1) of the National Medicines Regulatory 

Authority Act. 

 

7.16.1.23  In case such plasma and blood had been used, it is observed that the supplier had acted 

by deviating from Section 49 (1) and (2) of the Part III of the National Medicines 
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Regulatory Act as it has stated therein that no person shall import or sell any medicine 

that is manufactured under insanitary conditions, consists in whole or in part any 

foreign matter and is adulterated and no person shall manufacture any medicine 

without adhering to Good Manufacturing Practices (GMP). 

 

7.16.1.24 Accordingly, it was observed that 170.88 litres of blood plasma had been issued to the 

concerned supplier by charging a sum of Rs. 2,460,174 by 20 November 2023. Six 

(06) packets of blood had been issued in addition to human plasma without obtaining a 

formal approval to the aforementioned supplier company, which had not engaged in 

the activity of treating patients, in another day subsequent to making the first request 

by the supplier, i.e. on 10 March 2023 by charging a sum of Rs.12,000. 

 

7.16.1.25 This Company had stated as "Developer, Manufacturer & Supplier of Sterile 

Pharmaceuticals & Research Chemicals" in the letterheads of the supplier. However, it 

was confirmed from the information obtained from Sri Lanka Customs by the National 

Medicines Regulatory Authority on 17 October 2023 that this Company had imported 

items related to the milk production such as Vacuum Mixer for Milk Manufacturing 

200L, Milk Packing Machine, Milk Storage Unit, Milk Storage Tank, Milk 

Sterilization Tank 200 L, Milk Making Machinery, Centrifuge for food juice industry 

(Machine for food juice) from the year 2017 to the year 2021. The National Medicine 

Regulatory Authority observed during the GMP inspection conducted on 28 April 

2023 that the equipment in the company premises had not been suitable to 

manufacture mediicnes.. Therefore, the suspicion that the supplier had used the milk 

production machines imported as mentioned above to manufacture this medicine 

cannot be ruled out in the audit under this situation and as per the matters revealed in 

the audit examination.  

 

7.16.1.26 It was also observed during the audit that a company named Ospelts Life Science 

Production GMBH had been established at the same residential address of Hewage 

Sudath Janaka Fernando according to the business registration certificates submitted to 

the Sri Lanka Customs, and equipment related to milk production had been among the 
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items imported through that company, and these companies had interlinked to each 

other. 

 

7.16.1.27 A GMP inspection had been conducted by The National Medicines Regulatory 

Authority in the workplace of the supplier  in 05 instances from the year 2013 to 2022, 

and the supplier had not given the requested approval to manufacture medicines on 

various reasons. Moreover, a GMP inspection had been conducted by the Authority in 

this workplace also on the days of 20 and 22 February 2023, and it had been informed 

to the supplier on 28 April 2023 that this workplace could not be accepted as carrying 

out manufacturing activities according to good manufacturing practices and that it 

could not be allowed to produce injections (Sterile injections). In spite of that, the 

supplier company had fraudulently stated in their letter heads and documents that they 

manufacture generic injectable finished pharmaceuticals formulations for human use 

with WHO/FDA/CANADIAN GMP and further manufacture Antibiotics, Antibodies, 

Bio chemicals enzymes, Hormones, Biotechs and it had been a GMP Sterile 

Pharmaceutical Production Plant, and also manufacture cancer medicines such as 

Carfilzomib, Ponatinib, Trastuzumab and Rituximab used for cancer patients. 

 

7.16.1.28 Notwithstanding the circumstances, former Secretary of Health had recommended and 

informed by a letter No. SH/Misc/03/Medi.Equip dated 05 June 2023 to the Chief 

Executive Officer of the National Medicines Regulatory Authority to issue a GMP 

license to carry out trials on medicines such as Salbutamol, Lidocaine and Tramadol at 

the initial stage and to provide manufacturing approval to Isolez Biotech Pharma AG 

Limited under any conditions considering the situation as a national requirement. 

 

7.16.2        Rituximab inj.500mg  

      --------------------------- 

7.16.2.1  The State Pharmaceuticals Corporation had placed the major order of procuring 11,600 

units of the Medicine, Rituximab inj. 500mg, which had been submitted to the State 

Pharmaceuticals Corporation in the year 2022 by the Medical Supplies Division, to the 

supplier at US$59.95 per unit.  The first stock of 3,500 units related to this order was 
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received by the Medical Supplies Division on 14 October 2022 and the stock was 

sufficient for 04 months. The second stock of 5,076 units of this order was received 02 

months after receiving the first stock i.e. on 15 December 2022, and the third stock was 

received almost three months after receiving the first batch i.e. on 09 January 2023. With 

the receipt of the stock, the medicine was sufficient for the first 10 months of the year 

2023. Accordingly, action had been taken to procure 2,250 vials of this medicine under 

emergency purchases from Pharma Isolez Biotech AG Ltd., which had supplied the 

medicine of Human Immunoglobulin IV 5-6g mentioned in 7.16.1 above, at a high price 

of USD 152 per injection on 10 November 2022, due to taking action on instructions not 

to consider stocks to be received given by the Additional Secretary of the Pharmaceutical 

Products, Supply and Regulatory Division and without making sufficient efforts to 

confirm the receipt of the stock as stated in paragraph 6.6.3 above. Even though this stock 

was supposed to be received within 07 days under emergency purchase, it had not been 

supplied until the lapse of 05 months. Accordingly, it was observed in the audit that there 

had been no need to procure this medicine under emergency purchases at a price, 254 

percent higher than the normal order price and the loss incurred to the government due to 

this uneconomical transaction had been approximately Rs.65,350,342 

(92.05*2200*322.7), and it was also observed during the audit that the importation of  a 

medicine, of which the quality, safety and efficacy had not been confirmed, had been 

supported.  

. 

7.16.2.2  The supplier had fraudulently submitted documents including the name of the 

manufacturer in India including a WOR certificate also in supplying the stock of 

Rituximab vaccine and even though the supplier had indicated that this medicine had 

also been of Indian origin and the manufacturer had been Livealth Bio Pharma of 

India, and 100 percent of the medicine could be imported and supplied between 01 

and 05 working days in calling for expression of interest for emergency purchase as 

mentioned under No. 7.16.1.6 above, it was observed in the audit that the EOI 

evaluation committee had not paid attention to the indication of the supplier in the 

lower part of the bid document that the raw materials had been from Livealth Bio 

Pharma Pvt Ltd of India and the Product formulated and contract manufacturing & 
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market had been from Isolez Biotech Pharma AG Ltd. It was further observed during 

the audit that no technical expert or medical specialist had been appointed to the 

evaluation committee and only the prices and stock delivery schedules had only been 

observed as per the instructions of the additional secretary, who had been in charge of 

the process of calling for expression of interest. 

 

7.16.2.3  The matters mentioned in observations No. from 7.16.1.5 to 7.16.1.8 and from 

7.16.1.10 to 7.16.1.15 mentioned above in relation to the purchase of Human 

Immunoglobulin were also observed under this medicine. 

 

7.16.3    Similarly, it was observed during the audit that it had been indicated in the bid 

documents related to the medicine called Irinotecan hydrochloride trihydrate, that it 

had been a product of the Indian manufacturer and the medicine analysis certificates 

mentioned in the name of that manufacturer had been submitted falsely as indicated 

in No. 7.16.1.6 mentioned earlier. Even though an order had been placed for the anti-

cancer medicine called Irinotecan hydrochloride trihydrate through these informal 

procedures, it was observed that the supplier had not provided the stocks related to 

that and the EOI evaluation committee had recommended to purchase 03 other 

medicines used for cancer, eye diseases and hemophilia patients under waiver of 

registration. Even though the supplier company had stated that these medicines had 

been of Indian origin as mentioned above, and the manufacturer had been Livealth 

Bio pharmaceuticals in India, and that they could import and supply 100 percent 

between 01 to 05 working days in calling for expression of interest under emergency 

purchases pertaining to these 03 items, it was observed by the audit that it had been 

mentioned at the lower part of the bidding document that the raw materials had been 

from Livealth Bio Pharma Pvt Ltd of India and the product formulated and the 

contract manufacturing and market had been from Isolez Biotech Pharma AG Ltd, but 

the EOI evaluation committee had not focussed their attention in that regard.  

 

7.16.4      Even though orders have not yet been issued for these 03 items, it was observed during 

the audit that the Certificate of Analysis (COA) of the medicine indicating the name 

114



 
 

 
 

of the manufacturer in India as the manufacturer had also been submitted along with 

the bid documents submitted by the company in relation to the 02 items, Docetaxel 

and Fluorescein sodium, during the examination conducted by the audit in accordance 

with a notification made by the National Medicines Regulatory Authority, the 

manufacturing company in India had confirmed that they had never supplied 

medicines to Sri Lanka, and they had no idea of Isolez Biotech Pharma or any of its 

promoters, and they had no dealings with such a person and the Company had further 

informed to cancel the registration of all the products, for which the name of the 

Company had been used fraudulently.   

 

7.16.5      Accordingly, it was observed during the audit that it is more appropriate to proceed 

through a judicial process in this regard as criminal matters are observed regarding 

the supplier as to whether the 02 WOR Certificates  submitted by the supplier to the 

Medical Supplies Division on two occasions were forged by the supplier or 

fraudulently supplied by the National Medicines Regulatory Authority, and about 

manufacturing and selling locally by stating that the medicine  had been imported and 

supplied in the bidding documents and for falsely using the name of the manufacturer 

in India and submitting 05 falsified certificates of analysis in the name of the 

manufacturer in India along with the bidding documents. 

 

7.16.6       In terms of Sections 124 and 125 of the National Medicines Regulatory Authority Act, 

any Provincial Director of Health Services, any Regional Director of Health Services, 

any Medical Officer of Health, any Divisional Pharmacist, any Food and Medicines 

Inspector can be appointed for the purposes of this Act, and an Authorized Officer, 

for the performance of his duties and the exercise of his powers under the Act may 

enter to any place and examine any such article. However, it was observed during the 

audit that after the manufacturing company of the above supplier had failed in the 

GMP quality test, there had been a risk of illegal medicine production and a follow-

up mechanism had not been launched. It was observed that such loopholes had been 

created by enabling such misconducting companies to manufacture fake medicines as 

the medicine inspectors of the emergency raids division of the Authority had not been 
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informed to continuously inspect and follow up such manufactories, and the 

authorized officers had not implemented such a mechanism in cooperation with the 

provincial or regional authorized officers. 

 

7.16.7       It was observed according to the information submitted to the audit that 1,732 Human 

Immunoglobulin vials had been remaining in hospitals and 2,253 vials (57 per cent) 

had been issued to patients, out of the stock of 3,985 vials of Human Immunoglobulin 

that had been issued to hospitals by 13 November 2023. It was observed according to 

the information received from 28 hospitals that this medicine had been given to 87 

patients and 09 patients had Anaphylaxis Reaction and Adverse Drug Reaction - 

ADR. Moreover, it was observed that 104 vials of Rituximab injections had been 

issued to the patients and only a few hospitals has already provided information about 

that and according to that information, adverse reactions had not been reported from 

the patients. 

 

7.16.8     Even though medical specialists are expressing opinions that patients would have to 

infect HIV/AIDS, Hepatitis B and Hepatitis C infections in case Human 

Immunoglobulin, which is a medicine produced using blood plasma, had not been 

produced under standard quality controls, action had not been taken to refer all the 

relevant patients to a special clinic and to continuously follow up the clinical status of 

those patients through a screening process.  

 

7.16.9    It was observed that the information had not been revised in the PRONTO computer 

system used for the management of medicines in the Medical Supplies Division even 

though this Company, which had been an old supplier of medical supplies to the 

Medical Supplies Division since 2015, had been converted into a company since 02 

October 2017, it had been entered in to the PRONTO system in the name of Isolez 

Biotech Pharma AG. Even though the supplier company had clearly informed to 

make payments to Isolez Biotech Pharma AG Ltd in the bidding documents in these 

emergency purchase orders, all payments related to this company had been made to 

an account named Isolez Biotech Pharma AG due to negligence. In terms of Financial 
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Regulations 257 and 260, it is the duty of every officer passing a voucher for payment 

or making payment thereon, to see that a voucher accepted for payment has been duly 

certified by an officer who has been authorized to do so and even though all 

precautions should be taken against payments to wrong parties, action had not been 

taken accordingly and it was observed that the internal control process had also been 

in a very poor condition. 

 

7.16.10  It was observed in the audit that the Secretary of Health had made an unusual 

intervention due to the handling in making payments to the supplier company, by the 

Secretary of Health in giving instructions to give priority to the supplier for payment 

on three occasions, giving recommendations when the supplier receives blood plasma, 

when GMP is rejected and when making requests for payment in favour of the 

supplier. 

 

7.16.11 The Chief Accounting Officer shall ensure that the financial planning, financial 

management and financial control of an audited entity are effective in terms of 

subsections 38(1) (b) and (c) of Part VII of the National Audit Act No. 19 of 2018. It 

should also ensure that an effective internal control system is developed and 

maintained. Also, it was observed in the audit that the above problems have arisen due 

to the fact that actions are taken excluding them though the previous review of the 

effectiveness of the system should have been done and the necessary changes should 

have been made to run the system effectively.  

 

7.16.12  Even though the management was informed by the audit since more than a period of 

06 years to implement a mechanism of checking the quality of the medicine before the 

distribution of the medicines to the hospitals, the adequate steps were not taken to date 

for that, consequently, it had not been possible to minimize the issuance of quality 

failed medicines to the patients.  

 

7.17 The facts observed in the year 2022 by the company called PharmAce regarding the 

fraudulent supply of Trastuzumab 440mg and before that Ipratropium Pressurized 
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Inhalation, Cefotaxime injection USP 1g, Ceftriaxone Sodium for Injection BP 

500mg and Furosemide Injection BP 20 mg/2 ml to the Medical Supplies Division  

  

7.17.1  To buy 500 units of Trastuzumab 440mg vaccine, the Ministry Emergency Procurement 

Committee had invited open prices on 15 July 2022, and the Ministry Emergency 

Procurement Committee, which met on 16 August 2022, had granted the order for the 

purchase of 500 vaccines for Rs.26, 225,000 to the institution which had submitted the 

lowest price for this. The following observations are made in this regard. 

7.17.1.1 The certificate of National Medicines Regulatory Authority registration submitted by  

the selected bidder with the bid was not a certificate issued on behalf of that company 

and the said registration certificate was a registration certificate issued by the National 

Drug Regulatory Authority to another company. This certificate also expired about 29 

months ago on 17 February 2020. Although the Technical Evaluation Committee had 

recommended awarding the order to this institution only subject to submission of a valid 

registration certificate issued by the National Medicines Regulatory Authority on 29 

July 2022, regardless of that, the Ministry Emergency Procurement Committee had 

selected the relevant bidder to award this procurement without obtaining such a valid 

registration certificate from the National Medicines Regulatory Authority on 16 August 

2022. 

7.17.1.2 Through the letter dated 24 April 2021 addressed to the Chairman of the State 

Pharmaceuticals Corporation by the Secretary of the State Ministry of Pharmaceuticals 

Production, Supply and Regulation, it was informed to stop temporarily all purchases 

made from these companies and their subsidiaries until further notice. Nevertheless, in 

relation to this procurement, the Russian manufacturing company of this medicine had 

informed to the Chairman of the Health Division Emergency Procurement Committee 

on 20 July 2022, that it has appointed a private company as the Sri Lankan official 

representative of its company and has delegated the authority to another local company 

to participate in sales and tenders on behalf of its company. The company appointed by 

the manufacturer as its Sri Lankan representative was the new registered name of a 

company whose registrations had previously been temporarily banned by the National 
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Medicines Regulatory Authority. But in this procurement, the decisions of the 

procurement committee had been given without considering the facts. 

7.17.1.3 Although the life time of the product was to be 02 years as per the tender conditions, the 

life time of the stock offered by this bidder was 07 months and thus the medicine was 

left for use only for 7 months from the date of award of the order. Accordingly, the 

procurement entity had not taken steps to confirm that the disputed local agency had not 

submitted the remaining stock which was previously brought to Sri Lanka, to the 

medical supply department. 

7.17.1.4 The procurement committee decision for purchase was given on 16 August 2022 and 

accordingly the State Pharmaceuticals Corporation issued the purchase order on 25 

August 2022. But before this purchase order was issued i.e. on 17 August 2022, the 

relevant stock of medicines had been handed over to the Medical Supplies Division. 

7.17.1.5 Although the Committee on Public Enterprises  (COPE) had ordered the Secretary of 

Health on 07 July  2017 to provide all the files prepared to be submitted to the Criminal 

Investigation Department and to report the progress to the Committee regarding the case 

regarding that the Chief Executive Officer of the National Medicines Regulatory 

Authority issued a registration certificate before receiving the recommendation of the 

Medicines Evaluation Committee to grant the registration certificate from the National 

Medicines Regulatory Authority in the year 2016 when purchasing this drug for the 

medical supplies Division and the provision of false information to the court that  this 

medicine has been approved by the Authority for a related case, 05 years have passed 

but there was no follow up on it.  

7.17.2     According to the purchase order presented on 01 April 2016 by the Medical Supplies 

Division at the estimated cost of Rs.58,988,800, 130,000 units of Ipratropium 

Pressurized Inhalation BP 20 Mcg/Puff medicine had been purchased for a cost of 

Rs.91,702,000 and the following observations are made in that regard. 

7.17.2.1 In connection with this procurement, tenders were invited on three occasions and in 

the first instance, while the indent was issued to the supplier and the letters of credit 

were opened, according to the notice of the Director of Medical Supplies Division and 
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according to the purchase appeal, the first stock which was stated to be supplied on 03 

January 2017 was for 09 months and the second stock, which was to be supplied on 02 

May was notified to be supplied 13 months late. But the supplier had informed on 20 

January 2017 that the relevant supply cannot be delayed. It was informed on 03 April 

2017 that the supplier could not supply the medicines due to a technical error in the 

production process after the date the supplier agreed to supply them. According to the 

conditions of supply of medicine presented by the Medical Supplies Division, this 

procurement is an urgent matter and it was informed that the procurement should be 

done as soon as possible by inviting limited bids and it was observed on informing that 

this medicine should be provided with a delay of 09 months that this supply is not a 

factual order on the emergency basis.  

 

7.17.2.2 In relation to this procurement, at the time of the third bid calling, although the 

National Medicines Regulatory Authority's registration certificate of the supplier who 

had submitted the bid, had expired, the procurement committee in September 2017, 

subject to the conditions of retrieving the registration certificate and obtaining the 

registration certificate under the General Contract Agreement Act No. 03 of 1987 on 

29 September, 2017  had  awarded order of 130,000 units at the rate of   Rs.705.40  per 

unit amounting to  Rs.91,702,000 but according to the invoices submitted to the Sri 

Lanka Customs, the supplier had  imported 130,000 units at Rs.14.13 per unit at 

expense of Rs.1,836,900 into Sri Lanka by a company not registered with the National 

Medicines Regulatory Authority and supplied to the medical supplies Division at a 

higher price of 4892 percent. The supplier had imported the manufactured medicines 

by a manufacturing company not mentioned in the tender documents. Also, it was 

observed that the prescribed rules and procedures had not been followed in releasing 

the drugs from the customs of an unregistered company. 

 

7.17.2.3 Although the purchase order on 20 October 2017 was issued to the supplier, the 

approval of the packaging, label and government logo of the drugs should be obtained 

before supplying the drugs to the Medical Supply Division, but the same information 

had not been submitted for the approval of the Medical Supplies Division. Also, it had 
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taken more than a month to supply the Medical Supplies Division from the date of 

importation of the first batch (65000 units) pertaining to the order. 

 

7.17.2.4 In contravention of Section 106(1) of the National Medicines Regulatory Authority 

Act No. 05 of 2015, the medicine imported by the supplier to the State 

Pharmaceuticals Corporation was imported into this country by a manufacturer other 

than the manufacturer mentioned in the tender documents and then the details of the 

manufacturer mentioned in the tender documents in the medicine packaging, had been 

printed illegally. 

 

7.17.2.5 Inconsistencies were observed Between and among the sample packaging of the 

medicine included in the file submitted to the National Medicines Regulatory 

Authority for the registration of the imported medicine by the supplier and the 

information contained in the patient instruction leaflet contained in the medicine's 

packaging given to the medical supplies department and the information contained in 

the label of the medicine supplied and between the declarations of the local 

representative, compliance letters and the certificates of analysis of the respective drug 

submitted by the supplier to the State Pharmaceuticals Corporation under the letter 

heads of the manufacturing company along with the bid documents as well as in the 

same letter heads submitted. 

 

7.17.2.6 Although the supplier's invoice had stated that the sample of the drug was approved by 

the medical supply department before the supplier imported and supplied the drug to 

the medical supplies Division, the changes in the packaging had not been recognized 

at that time and it was observed that actual samples of this medicine was not properly 

inspected by the Medical Supplies Division.  

 

7.17.2.7  Considering this procurement as an urgent need, a short period of 09 days was given to 

submit bids, but as per the agreement, the supplier had supplied the stocks with time 

delays of 5 to 8 months than the agreed dates for supplying the stocks. But for these 
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delays No arrangements had been made to collect late charges as per clause 10 of the 

agreement. Further, the audit cannot rule out the suspicion that this supplier had been 

dealt with in favor of this supplier as an urgent need. 

 

7.17.3    According to the order related to the purchase of 1,000,000 vials of Cefotaxime 

injection USP 1g issued by the Medical Supplies Division on 16 February 2016 the 

State Pharmaceuticals Corporation had invited international competitive bids at an 

estimated cost of Rs.43,070,000, on 15 March 2016. As per Technical Evaluation 

Committee recommendation dated 25   July 2016, the Departmental Procurement 

Committee had decided on 06 September 2016 to award the order of US $252,000 for 

1,000,000 vials of vaccines at the rate of US $0.252 per one vial to the lowest bidder 

with valid registration certificate. The following facts were observed during the 

sample audit test conducted in this regard. 

 

7.17.3.1   According to the letter dated 14 March 2017 from the Medical Supplies Division, the 

order had been canceled due to a 59 percent drop in demand for the medicine. But 

after about a year i.e. on 19 April 2018, as the stock of this drug has become scarce, on 

the basis of re-notification that the stock of drugs is required, the bid letter was issued 

to the bidder selected in 2016 on 23 May 2018, 1 ½ years after the expiry of the 

validity period of the bid. However, by that time his registration certificate from the 

Medicines Regulatory Authority had expired. Even though the samples and additional 

information required obtaining the re-registration certificate had been handed over to 

the relevant agencies and as the back of the expired registration certificate stated that 

the certificate was valid for 1,000,000 vaccine units on 01 August 2019, the 

permission had been granted to the Import Control Department to release 729,600 

units. Although the authority had issued no-objection letters on 07 January 2020 and 

17 March 2020 to release the remaining 770,400 vaccine units, the authority had failed 

to issue the relevant registration certificate. 

7.17.3.2 The Medical Supplies Division had periodically revised the times to supply the 

medicines on 05 occasions in relation to the total procurement without paying attention 
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to the accurate forecast of the demand of the medicine and the orders to be received and 

the amount of orders had been increased by 50 percent on 29 January 2019. The first 

batch of vaccine vials related to the order received 364,800 vials on 14 February 2019, 

the second batch of 364,800 units on 07 October 2019, the third batch of 270,400 units 

on 07 January 2020 and 500,000 units on 22 April 2020. Though the order dated 30 

May 2019 had been submitted to the State Pharmaceuticals Corporation on 03 June 

2019 for local purchase, informing that 250,000 more vials of vaccine are required 

within 04 days due to the delay in the main order while the stock of medicine is due to 

be received, the procurement activities could not be completed within the stipulated 

time due to the unusual revisions made by the Medical Supplies Division in the supply 

schedule from time to time.  

7.17.3.3  The procurement committee had decided to cancel the order offered for local purchase 

of 250,000 vials of vaccines and call for re-bidding citing the long lead time of the 

bidder who submitted the lowest price of  Rs.70.70 per unit on the requirement of 

Medical Supplies Division. Accordingly, pursuant to a price call given for submitting 

bids for less than one day, the bidder registered with the National Medicines Regulatory 

Authority submitted Rs.540 per unit price as the procurement value exceeds the limit of 

the Departmental Procurement Committee, so the price was negotiated with the bidder 

(on the free supply of 65,000 vaccines) and the effective price of one vaccine has been 

agreed to be Rs.399.60 for a total value of Rs.99, 900,000. The estimated cost of a vial 

of vaccine is Rs.45.71 and the unit price of the first selected supplier is Rs.70.70, there 

was an increase of 774 percent and 465 percent respectively in the price of the selected 

supplier. The bidder selected in the second time had offered a unit price of Rs.255 in 

the first time and the procurement committee had awarded the order irrespective the 

fact that in the second time the bid was Rs.540 unit price had been submitted in the 

second time less than 2 months later. In the first call for bids, the selected bidder who 

offered a minimum unit price of Rs.70.70 had agreed to supply the entire stock within 

45 days but it had been refused and bids had been invited again, but the selected 

supplier had failed to supply the drugs within 3 weeks. According to the customs note 

containing details regarding the import of these medicines dated 27 December 2019, an 

address of a different manufacturing company had been mentioned in the supplier's bid 
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documents. According to the inquiry made by the National Medicines Regulatory 

Authority on 27 February 2020 from this manufacturing company, it had confirmed that 

this vaccine stock was not exported to Sri Lanka by their company. 

7.17.3.4 On 27 December 2019, the supplier had planned to supplies the Medical Supply 

Division with 20,000 vaccines that were illegally airlifted into Sri Lanka from a 

company not registered with the National Medicines Regulatory Authority. Also, 

although the name and address of the manufacturer should be mentioned on the 

package and main container of these medicines, the samples had been approved by the 

Medical Supplies Division without that information. On 02 January 2020, the Director 

of the Medical Supplies Division had submitted a letter to the National Medicines 

Regulatory Authority to accept these defective drugs due to the lack of vaccine stocks 

and to give instructions for labeling. Also, according to the file issued with the 

registration certificate of the National Medicines Regulatory Authority related to this 

medicine, clear differences were observed between the packaging of the registered drug 

that was to be given to the Medical Supplies Division and the Medicines packaging that 

was seized by the Food and Medicines Inspector of the National Medicines Regulatory 

Authority. 

 

7.17.4   79,500 units of Ceftriaxone Sodium for Injection BP 500mg at a cost of Rs.1,488,240 

had been purchased from a supplier who did not have a valid registration certificate 

from the National Medicines Regulatory Authority and according to the procurement 

documents submitted by the supplier and according to the documents submitted to the 

customs department at the time of import,  This drug had been imported from a 

company that was not registered with the National Medicines Regulatory Authority 

without the approval of  the company that was mentioned as the manufacturer of the 

vaccine. Also, the information that the samples of the drug were tested by the Bee 

Pharma laboratory in India before shipping and the file with the dossier maintained by 

the National Medicines Regulatory Authority related to drug registration was not 

submitted for audit. During the quality test conducted by the National Medicines 

Quality Assurance Laboratory regarding the stock supplied by the supplier to the 

medical supplies department, the relevant batch of stock had been informed to be 
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withdrawn from use due to the differences between the USP label requirement and the 

characteristics found in the existing labels. The amount of Rs.1, 860,300 incurred due 

to the supply of substandard medicines from the suspended payments of the supplier, 

despite the fact that the corporation had informed the supplier to refund the costs 

incurred for the stock removed from use due to non-compliance with the required 

specifications, but the supplier who did not accept it did not proceed to blacklist the 

supplier. But instead, a deduction of Rs.273, 598,324 had been paid to this supplier in 

the months of August, November and December 2022. 

7.17.5       5,845,000 units of Furosemide Injection BP 20 mg/2 ml had been  purchased at a    

                 Cost of Rs.35,761,504 for the Medical Supplies Division in 2016, 2017 and 2018.   

                 The following observations are made in this regard. 

 

7.17.5.1 Due to the defects observed on receipt the stock of 99,000 doses of vaccines supplied 

to the Medical Supplies Division on March 7, 2017 and this said stock was not 

acceptable and for that, the supplier had provided the Accelerate Stability Report 

based on the notification given to the supplier to provide the Product Stability Report 

and as stated in it, the manufacturer company had informed that the related medicines 

were in compliance with the required standards and specifications. But it was 

observed during the audit that the letterhead of the letter so informed was different 

from the letterhead used by the manufacturing company and that this was a wrongly 

prepared letterhead and the procurement entity had not taken any notice of those 

differences although the signatures and format of the control manager were also 

different in the quality of vaccine analysis certificates issued by the manufacturing 

company from time to time in relation to the total quantity of units ordered.  

 

7.17.5.2 According to the data of the Sri Lanka Customs Department, in relation to the above 

supply, the supplier had imported 3,898,900 doses of vaccines from two other import 

companies other than the registered drug manufacturer of the National Medicines 

Regulatory Authority mentioned in the bid documents and it was observed that both 

those companies are not registered companies of the National Medicines Regulatory 

Authority.  
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7.17.5.3 According to the test report of  National Medicines Quality Assurance Laboratory 

(NMQAL) related to the test conducted in relation to the  complaints submitted by 02 

government hospitals and the Medical Supplies Division regarding this vaccine that 

had been supplied by the supplier, It was stated in the sterility test  that the said 

vaccine was not in accordance with the British Pharmaceuticals Specifications and  a 

discrepancy was observed in the  vaccine sample  that had been submitted to be tested 

and model packing of the product  contained in the files submitted to the National 

Medicines Quality Assurance  Laboratory (NMQAL) for registration. Based on the 

results of this test, all government hospitals and institutions had been informed to 

immediately remove this vaccine from use and the relevant company was informed to 

remove it from private shops. By the time the awareness was made, the stocks related 

to the years 2018 and 2019 had expired. 

7.17.5.4 Although a forensic audit on behalf of the National Medicines Regulatory Authority 

confirmed in writing that the company did not supply any items to this supplier 

during the relevant period  mentioned in the procurement documents and customs 

clearance documents as the manufacturer of the stocks related to these indents and 

that it has no knowledge regarding this procurement, the letters and analysis 

certificates in the relevant procurement file had been submitted through the 

letterheads of the manufacturing company. However, those letterheads were 

completely different from the letterheads sent to the Cosmetic Devices and Medicines 

Authority 10 June 2015, stating that the manufacturer had appointed the supplier as 

its Sri Lankan representative. 

7.17.5.5 According to the physical inspection carried out in relation to the packaging obtained 

from the Colombo National Hospital, various differences were observed in the 

packaging that was left over from the stocks of this medicine issued to the Colombo 

National Hospital by the Model Packaging and Medical Supplies Division, which had 

been submitted to the National Medicines Regulatory Authority for registration. 

7.17.5.6 Due to the above facts, although the supplier company had been referred to the legal 

department for blacklisting, the process of blacklisting had been stopped on the 
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grounds that there was no need to blacklist this supplier due to the fact that the 

amount due to the corporation had been collected for the medicines of poor quality. 

7.17.5.7    Due to the irregularities mentioned in paragraphs 7.17.1 to 7.17.5 above, payment of 

bills due to the local representative body for the medical supplies provided by the 

State Pharmaceuticals Corporation to the Medical Supplies Division and the 

pharmacies of the State Pharmaceuticals Corporation is more than two years old. It 

had been suspended for some time but the payment had been made without 

conducting a formal investigation or formal approval and the following observations 

are made in that regard. 

7.17.5.8 Suspended payments of Rs.248, 354,974 had been paid to the supplier in the months 

of August and November 2022 without obtaining the approval of the prescribed 

procurement committees or any other formal approval on the recommendation of the 

Chairman of the State Pharmaceuticals Corporation. 

 

7.17.6      In addition, the bid price submitted by the supplier for 1729 Bevacizumab injections 

purchased by the State Pharmaceuticals  Corporation and supplied to the Medical 

Supplies Division under Indenture No. LP/MSD/CPU-DHS/RQ/341/2018 from this 

local agency, the corporation, on the recommendation of the Secretary of the Ministry 

of Health, on 08 December 2022, had made the payment for the difference of Rs.25, 

243,400 between the Quoted Price and the Awarded Price which was suspended to 

the concerned company without the approval of the relevant tender board and 

submitting the adequate reasons. 

 

7.17.6.1  According to Board Decision No. 758 dated April 20, 2020, payments to suppliers 

recommended by the Streamline Committee should be made only within the 

recommended limits. Apart from the decision of the 65th committee of the same 

committee held on 08 June 2022 on the recommendations of the Secretary of the 

Ministry of Health and the Chairman of the State Pharmaceuticals Corporation, 

payments of Rs.248, 354,974 had been made to this company. The said committee, 

which was established with the aim of establishing a specific policy and a transparent 
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formal system for making payments to suppliers, and that function was abolished by 

the Board of Directors meeting No. 782 dated  03 October 2022, and no reasonable 

reason was observed for the abolition of that committee during the audit. 

 

7.17.6.2 This company had subsequently changed its business name and had applied under that 

new business name to settle its outstanding bills. However, since the contract with the 

supplier corporation for the relevant medical supplies had been made under the name 

of the original company, the State Pharmaceuticals Corporation had released the letters 

of credit through the accounts in that name. Also, the company's name change was not 

accepted by the National Medicines Regulatory Authority. Thus, the company that 

made the request for payment and the company that made the payment were different 

from each other. 

7.17.6.3 According to the letter No. SM/PSRP/01/SPC/2021  sent by the Secretary of the State 

Ministry of Pharmaceutical Products, Supply and Regulation to the Chairman of the 

State Pharmaceuticals  Corporation on April 24, 2021, informing  the National Drug  

Corporation regarding the fraudulent behavior of this supplier in the registration of 

medicines in violation of government rules and regulations and  all purchases made 

from this original company and its subsidiaries be temporarily stopped until further 

notice, but according to the decision of the Emergency Procurement Committee dated 

August 16, 2022,it had accepted  a bid submitted by a company named as its 

representative under the new company name of the original company and awarded the 

procurement of 1000 units of Trustuzumab 400mg injections worth Rs.54,450,000 and  

the sais stock of medicines had been delivered to the Division of Medical Supplies on 

29 August,2022 and 12 September,2022 

7.17.6.4 According to the report of the Presidential Commission of Inquiry into Corruption and 

Fraud believed to have taken place in government institutions from 15 January, 2015 

to31 December, 2018, the cancer drug "Trastazumab" under the brand name 

"Hurticad" was imported into Sri Lanka through a private company. 

Recommendations had been made regarding the responsible officials in the health 
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sector related to fraud, corruption and irregularities, but the relevant authorities had 

not implemented any of those recommendations against those responsible officials. 

7.18    Controversial test on Ceftriaxone for inj.1g vial (SR- 00101704) due to loss of two 

patient lives 

 

2,100,000 vaccines worth Rs.75,959,792 had been purchased under the order number 

2021/SPCN/R/P/00030 of this medicine which is an antibiotic medicine and 02 deaths 

had been reported in Peradeniya and Kegalle Teaching Hospitals after the distribution 

of the stock of 700,000 received in March 2023. Also, it was reported that patients in 

hospitals like Colombo, Kandy National Hospital, Gampaha, Kamburupitiya, 

Negombo and Karavanella developed allergies after using the medicine. In this regard, 

after testing the samples obtained from the hospitals, it was revealed that the 

laboratories had confirmed that there is no problem with the condition of the medicine. 

The Peradeniya Hospital had not arranged to send the samples to the laboratory of the 

group that was used for the young woman who died in the controversial Peradeniya 

Teaching Hospital. After the notification of the audit, the relevant samples had been 

sent to the laboratory but the relevant reports had not been released till the date of the 

audit. 

 

08. Recommendations  

 

8.1.  The National Medicines Regulatory Authority, which was established to achieve the 

primary objective of providing authentic, safe and correct quality medicines to the public, 

had issued waiver of registration at that time through the recommendation of a technical 

committee. However, because of issuing waiver of registration certificates under a special 

pathway, deviating from the minimum method, it is recommended to investigate and take 

legal actions regarding the then Chief Executive Officer of the Authority who 

recommended the above special pathway by bringing medicines to Sri Lanka without any 

minimum method to confirm the quality of the medicines and putting the patients at risk 

and the Governing Board that approved it.(Ref:7.11.7) 

 

129



 
 

 
 

8.2     In terms of the Authority Act, if there is a need to exempt suppliers from registration in 

emergency situations, it is recommended to issue the waiver of registration certificates in 

compliance with the existing rules and verifying the quality of medicines and to take 

necessary measures to prevent possible irregularities in the issuance of waiver of 

registration certificates contrary to accepted formal methods.(Ref: from 7.11.1 to 7.11.6) 

 

8.3 It is recommended to complete the shortcomings and deficiencies of the National 

Medicines Quality Assurance Laboratory and improve it into an accredited international 

standardization level laboratory and give priority to confirm the quality of medicines used 

for patients by testing samples at different times of registration, importation and storage 

of medicines. (Ref: from 7.9.1 to 7.9.8) 

 

8.4 It is recommended that the law enforcement agencies should take further actions against 

the supplier after a formal investigation into the fraudulent actions and serious 

endangerment of patients’ lives by the supplier during the procurement process of 05 

medicines including Human Immunoglobulin and Rituximab and supply of medicine 

stocks.  (Ref: 7.16)  

8.5   In calling for expression of interest and carrying out procurements of medicines on 

unsolicited basis including Human Immunoglobulin, it is recommended to carry out 

further investigations and take legal actions against those responsible for overriding 

Cabinet Decisions, not doing technical evaluations properly, giving recommendations to 

be beneficial to suppliers and prioritizing for 02 fake medicines in making payments. 

(Ref:7.3, 7.4, 7.16)  

8.6   It is recommended that in blacklisting the companies/organizations that have made 

substandard medical supplies, the Secretary to the Ministry of Finance, the Registrar of 

Companies and the Procurement Commission should take actions to promptly blacklist 

through identity documents such as national identity cards or passports of the owners of 

those organizations in order to prevent those organizations from re-supplying medicines 

under other names. (Ref:7.16, 7.18, Volume I) 
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8.7     It is recommended to prepare an orderly program to carry out the registration activities 

promptly and formally in offering registration for medicines by the National Medicines 

Regulatory Authority by paying attention to the government's medicines requirements in 

order to avoid the problems due to inefficiently performing the registration process and 

keeping a large number of pending files and develop a system to follow up on the proper 

functioning of the said procedures.(Ref: 7.6.1, 7.6.2, 7.6.3 and from 7.7.1 to 7.7.11) 

 

  8.8  It is recommended to maintain the quality of medicines continuously from the time of 

import/manufacture of medicines to the time of use by patients by establishing 

appropriate system for regulating the government medicine stores and transportation of 

medicines.(Ref:7.10.1, 7.10.2, 7.10.3) 

 

   8.9 It is recommended to ensure that medicines are provided to the public at an affordable 

price by correcting the deficiencies in the system of pricing and regulating medicines. 

(Ref: 7.8.1 to 7.8.10) 

  8.10  It is recommended to establish an online computerized system that will be linked the 

related agencies such as Medical Supplies Division, State Pharmaceutical Corporation, 

Sri Lanka Customs and the Import and Export Control Department with the National 

Medicines Regulatory Authority so that all documents including registration and waiver 

of registration certificates pertaining to medicines clearance in the importation of 

medicines are cross-checked through an online system.(Ref:7.7.7.7, 7.7.7.8, 7.11.6.3) 

  8.11  It is recommended to introduce an accurate stock management system based on the 

reorder stock levels through a scientific method enabling to reduce the lead time for 

obtaining the medical supplies and forecast accurately the medicine requirement for the 

government hospitals, decide accurately the reorder level and maintain a reliable updated 

data system which provides the correct information enabling to submit the annual orders 

without delay in the specified time. (Ref: Volume I) 

   8.12 It is recommended to receive the orders forwarded to the suppliers on a specified date, 

charge accurately the delay charges on orders not happened in that manner, and formulate 
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a mechanism which verifies if the date of receipt and quantity is amended, it should be 

carried out on correct evaluation. (Ref: Volume I) 

   8.13 It is recommended to take frequent follow-up on the orders issued to the suppliers and 

take necessary action in relation to the orders which have less probability of receipt and 

no probability. (Ref: Volume I) 

   8.14 It is recommended to decide what medicines are in shortage taking into account  not only  

the balance stock indicated on a specified date by the information systems  but  the orders 

to be received from the suppliers , probabilities of receipt of those orders, monthly usage 

of the medicine and other factors as the case may be  and take  action in maximum to 

obtain the orders to be received from the suppliers before  referring to the emergency 

procurements and take necessary steps to immediately complete the general annual orders 

which had not been completed. (Ref: Volume I)    

  8.15 If the emergency purchases are necessary even after taking measures as above, and if such 

emergency purchases have been caused by the negligence or inefficiency of the officials, 

the disciplinary actions should be taken against those officers and the loss incurred by the 

government due to emergency purchases is recommended to be charged from the 

responsible officials. (Ref: Volume I) 

     

  8.16  Since varied problems had arisen due to the collapse of a good rapport that should be 

among the institutions; such as the Ministry of Health, the Medical Supplies Division and 

the State Pharmaceutical Corporation that carry out interconnected functions, it is 

recommended to take necessary steps to build a formal mechanism to establish good 

coordination among these institutions. (Ref: Volume I) 

  8.17 It was observed that an additional cost of Rs. 709,149,099 had to be borne by the 

government due to moving into emergency purchases without referring the whole 

information related to 11 medicines in the sample audit inspection as shown in detail in 

volume 1.Consequently, it is recommended to conduct a formal investigation to identify 

those responsible and recover the additional costs incurred and take disciplinary action 

against the officers. (Ref: Volume I) 
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01. Meropenem Injection 1g (SR 00102102) 

   ------------------------------------------------- 

 By supplying 1,500,000 vials of injection regarding the orders received from the State 

Pharmaceuticals Corporation in the years 2022 and 2023 from this pharmaceutical 

which is used to treat infections caused by bacteria, the debit notes  of 

Rs.1,105,494,000 had been issued to the Medical Supplies  Division.  The following 

observations are made in respect of the procurement related to that supply. 

  

(a)     The bid of the second lowest bidder, who had offered Rs.1,395 per vials of 

injection in respect of  the purchase of 150,000 vials of injections under order 

No. 2022/SPC/E/C/P/00432 of the Medical Supplies Division had been 

rejected,  on the grounds of non-submission of the registration certificate of 

the National  Medicines  Regulatory Authority and non-availability of stock -

in- hand.  As the supplier who offered the third lowest price will deliver the 

stock within 04 weeks time frame, the order was also awarded to the Yaden 

International (Pvt.) Ltd. for Rs.1,400 per vial subject to submission of a valid 

certificate from the National  Medicines  Regulatory Authority. However, the 

supplier had supplied the stock with 56 days and 238 days delay for which the 

date to be supplied the pharmaceuticals with the Waiver of Registration. 

 

(b)     The Health Sector Emergency Procurement Committee had stated that there 

was no any  stock as at 21  November 2022 in relation to the purchase of 

450,000 vials of injection for  Rs.1895.50 each for  order No. 

2022/SPC/E/C/P/00724 as an emergency purchase. However, 438,590 vials of 

injection had been handed over to the Medical Supplies Division on 08 

November 2022 and 50,000 vials of injection on 17 November 2022 in 

relation to orders No. 2022/SPC/N/C/P/00044 and 2022/SPC/E/C/P/00432 

respectively. Accordingly, as it is observed that nearly 488,590 units of vials 

of injection received during the month of November 2022 remained in the 

Medical Supplies  Division or hospital system, it was not observed in audit 

that there an  urgent need to purchase 450,000 vials of injection.  Accordingly, 

it was also observed during the audit due to the fact that an emergency 

purchase was made even though there was sufficient quantity of 

pharmaceutical, a vial of injection was purchased at a price of Rs.1,075.60 

under the normal order, and a vial of injection  was purchased at a price of 

Rs.1,895.50 under the emergency purchase, resulting in a loss of 

approximately Rs.368,955,000 to the government. Further, even if it was 

agreed to supply the pharmaceutical within two weeks of receiving the Waiver 

of Registration with the National Medicines Regulatory Authority which was 

the main reason for choosing this supplier, Slim Pharmaceuticals (Pvt.) Ltd. 

had supplied the pharmaceuticals with a delay of 6 days and 41 days from the 

date to be supplied. 
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(c)     Due to the fact that the Medical Supplies Division did not accurately identify 

the requirement  and order  the stock, one vial of injection  for Rs.1,075.60 

under the normal order , one vial of injection  for  Rs.901.20 under Indian 

Credit  Line and one vial of injection for Rs.1,400 and for Rs.1,895.50 under 

emergency purchase. Similarly, various hospitals had purchased 14,450 vials 

of injection at high prices ranging from Rs.4,950 to Rs.9,450 per vial in the 

year 2022 at a cost of Rs.81,619,637 .  

 

02. Liposomal Amphotericin B Injection 50mg (SR 00107403) 

          ----------------------------------------------------------------------- 

 This is a pharmaceutical  used to treat fungal infections. This has been done   by the 

State Pharmaceuticals  Corporation, Medical Supplies  Division  and foreign loan 

project  pertaining to  the years 2022 and 2023. A number of 42,800 units of this 

pharmaceutical  had been ordered from the State Pharmaceuticals  Corporation in the 

years 2022 and 2023. A number of 1,345 units had been received as donations  in the 

year 2022. The following observations are made in respect of the procurement 

pertaining to the years 2022 and 2023.  

 

(a)      Although the order was awarded  to Ceyoka (Pvt.) Ltd. for the  purchase of 

2,050 vials of injection under order No. 2022/SPC/E/C/P/00476 as an 

emergency purchase in the year 2022,  the stock of 1,549 vials of injection 

from that  had been  supplied with one month delay from the date it was 

supposed to be supplied.  

 

(b)      The procurement had been awarded  to the Slim Pharmaceuticals (Pvt.) Ltd., 

the fifth lowest bidder who  had agreed to hand over  the stock within 02 

weeks after obtaining the Waiver of Registration  for the procurement of 6,250 

vials of injection  under Order No. 2022/SPC/E/C/P/00741 for the year 2022 

as an emergency purchase. Nevertheless, the supplier had taken more than a 

month after  obtaining  the Waiver of Registration  to deliver the stock to the 

Medical Supplies Division. 
 

(c) The second lowest bid of Rs.11,505.68 per unit had been rejected by the 

Procurement Committee due to making request of 30 days to supply the 

pharmaceutical. Nevertheless, the fifth lowest bidder, who had offered a bid of 

Rs.25,744.32 higher than the amount offered by the second lowest bidder, had 

also spent the same time period as agreed by the second lowest bidder to 

supply the pharmaceutical to the Medical Supplies  Division. 
 

(d) Accordingly, due to the fact that this procurement was awarded to the fifth 

lowest bidder Slim Pharmaceuticals (Pvt.) Ltd. without being offered the bid 

to the second lowest bidder, the government had incurred a loss by paying an 

amount of Rs.160,902,000 in excess. Also, according to the bid conditions, 

although the supplier had to submit samples, the Company had also  not made  

arrangements  accordingly. 
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03. Dried, Factor VIII fraction 200-350 IU (SR 00206101) 

 --------------------------------------------------------------------   

      The following observations are made  with regard  to the procurement of 85,000 vials 

of injection through annual requirement order 2021 and 13,500 vials of injections 

under emergency procurement in 2023 by   State Pharmaceuticals  Corporation for 

this  pharmaceutical  which is used to treat for bleeding in patients with hemophilia A. 

 

(a)      Although the procurement was awarded to Baxalta GmbH to purchase 85,000 

vials of injection  at US$ 61 (Rs.11,407)  per  unit  by Medical Supplies 

Division’s annual requirement order No. 2021/SPC/N/C/P/00015 of the year 

2021 dated  01 January 2020, the payments had been  made with World Bank 

assistance due to failure of opening Letter of Credit. Even though the World 

Bank had  informed about the payment to the Corporations on 21 April 2022, 

after a delay of 1 ½ months,  that is  on 16 June  2022, the first stock  of  

24,969 units had been supplied  to the Medical Supplies Division. 

 

(b)      The Indent had been  issued with  03 months delay after receiving the approval 

of the Cabinet of Ministers regarding the above order.  

 

(c)     Out of 60,031 vials of injection pertaining to  the second stock of the above 

order a number of 4,500 vials of injection had been supplied with a  5 months 

delay that is 04 July 2023  and 25,500 vials of injection with 8 months delay 

that is 06 October 2023. The remaining quantity of 30,031 vials of injection 

had not been supplied to the Medical Supplies Division even as at 07 March 

2024.   

 

(d)      Due to the deficiencies in the procurement process mentioned  above, it was 

not possible to procure the quantity of vials of injection expected to be 

procured under the normal order as per the stipulated supply time frame. Due 

to this, an emergency purchase had to be resorted to and actions had been 

taken to purchase a number of 13,500 vials of injection from ABC Pharma 

Services (Pvt.) Ltd. for Rs.24,832.50 per unit under the emergency order No. 

2023/SPC/E/C/P/00166 dated 07 March  2023. Accordingly, when the Indent 

was issued for emergency purchase, the value of one US dollar was Rs.311.23 

as at 24 May 2023, and accordingly, as per  the order of the year 2021, one 

unit of this pharmaceutical on that day (US$ 61 x Rs.311.23) was 

Rs.18,985.03. Accordingly, an excess payment of Rs.78,940,845 had to be 

incurred  due to overpayment of  Rs.5,847.47 for a vial of injection .   

 

04. Phenytoin Sodium Injection 250mg / 5ml (SR 00303704) 

    --------------------------------------------------------------------- 

        From the orders issued by the Medical Supplies Division to the State Pharmaceuticals 

Corporation, the State Pharmaceutical Manufacturing Corporation and the Medical 

Supplies Division as 08 orders for the year 2022 and one order for the year 2023 for 
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the pharmaceutical requirement of the year 2022 and 2023 of this injection, 07 orders 

submitted for the year 2022 had been cancelled.  Accordingly,  this injection had been  

in short supply on 5 occasions from 02 December 2021 to 15 June 2023 in the 

warehouse of the Medical Supplies Division. The following matters were  observed in 

this regard. 

 

(a)      Cancelling the  normal order No. 2022/SPC/N/R/P/00003 dated  23 February  

2021 for the purchase of 34,000 units of this pharmaceutical after 1 year and 

11 months, it had been decided to purchase 24,000 injections  from Yaden 

Laboratories (Pvt.) Ltd, a joint venture  of State Pharmaceutical Corporation 

according to the letter of the Secretary of Ministry of Health dated 30 

November 2022. 

 

       (b)       The purchase order for supply of 25,000 units of this pharmaceutical has been 

issued to Pharmaceuticals Corporation on 09 September 2022 to receive 30 

November 2022 under India Credit Line No. 2022/SPC/X/R/P/00589  due to 

urgent need caused by  non-execution of normal order and the approval had 

been received on 06 October 2022 to award the tender to the lowest bidder at 

the ampoule value of US$ 4.25 per unit (Rs.1549.32 per unit in Sri Lanka 

currency). Due to delay in submission of  registration  certificate of NMRA 

again by the supplier and delay in receiving  Indian Credit Line, the stock of 

injection had been  received at the warehouse on 27 March 2023, three  

months delay  from the due date of 31 December 2022 . 

 

(c)  The  purchase order 2023/SPM/N/R/P/00044 instead of  Normal  Purchase 

Order 2022/SPC/N/R/P/00003 on 02 November 2022  had been issued by 

Medical Supplies Division to State Pharmaceutical Manufacturing 

Corporation for the purchase of 24,000 units of injections as 12,000 units each  

on 01 January 2023 and 01 March 2023. The State Pharmaceuticals 

Manufacturing Corporation had failed to supply these pharmaceuticals for  

those due dates and after 07 months that is on 07 July 2023, a number of  

24,000 units had been  purchased from Yaden Laboratory at Rs.4,600 per unit 

and supplied. 

 

(d)     Even though the arrangements had been made to award  the order of  one 

ampoule of the above pharmaceutical evaluated under the Indian Credit Line 

on 23 September 2022 to a foreign  supplier  Ciron Drugs Pharmaceutical at a 

value of Rs.1,542.32 equivalent to US$ 4.25, the order had been placed 1 1/2 

months after the due  date that is  02 November 2022  from Yaden Laboratory 

through State Pharmaceutical Manufacturing Corporation to purchase  one 

ampoule of this pharmaceutical  at a price of  Rs.4600. Accordingly, in the 

case that the foreign exchange rate had not changed much in a short period of 

time (2022.09.23 US$ 1 = Rs.359.18, 2022.11.02 - US$ 1 = Rs.360.71),  there 

was a difference of 3,058 (4600 – 1542) between the value of a unit imported 
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as above and the value of a unit (01 ampoule) purchased locally through the 

State Pharmaceutical Manufacturing Corporation (SPMC)). Accordingly, it 

was purchased from Yaden Laboratory through the State Pharmaceutical 

Manufacturing Corporation (SPMC) at a high price compared to the import 

price, which had been  198 per cent as  compared to the import price. 

Accordingly, due to lack of proper procurement plan, an additional cost of Rs. 

73,392,000 had to be incurred  by the Medical Supplies Division for this 

purchase.  

 

05. Thiamine Hydrochloride Injection 100mg/2ml Ampoule (SR 00402702) 

            ---------------------------------------------------------------------------------------- 

Six orders were executed from 2021 to 2023 for the purchase of this injection, out of 

which 2 orders were canceled by the former Secretary of Ministry  of Health. Due to 

these cancellations, the injection was out of stock in the Medical Supplies Division  

for a period of approximately one year from 06 October 2021 to 20 September 2022. 

The following matters are observed in this regard. 

 

(a)      Although normal  order No. 2022/SPC/N/R/P/00042 dated 27 February  2021 

has been submitted to the State Pharmaceuticals  Corporation for the 

requirement of this injection  in the year 2022, a re-order had been  made on  

01 March  2022 after one year due to its misplacement and there was a 

shortage of pharmaceuticals  in the year 2022 due to lack of follow-up on the 

misplaced order. 

 

(b)      After placing this order again with the same order number on 01 March 2022 

to the Corporation for the purchase of 220,000 units of injection, the m/s Ciron 

Drugs and Pharmaceuticals  (Pvt.) Ltd. who had  submitted the lowest bid at 

US$ 0.149 per unit (equivalent to Rs.41.72) with a total value US$ 32,780 had 

been  awarded the contract on 05 July 2022 . 

 

(c) Nevertheless, because of  purchasing  by the State Pharmaceuticals 

Manufacturing Corporation due to then economic crisis, by cancelling of this 

normal order   by the letter of  the Secretary of Health dated 30 November 

2022, the purchase was made on 15 February 2023 seven  months after the 

award of this normal  order, at a price of Rs.175 by Yaden Laboratories, a 

joint venture  of the State Pharmaceuticals Manufacturing Corporation.  

 

(d) Despite there was a possibility to purchase the injections at Rs.41.72 by the 

order No. 2022/SPC/N/R/P/00042 related to the year 2022, the decision to 

procure from Yaden Laboratories, a joint venture of the State Pharmaceutical 

Manufacturing Corporation, had been extended to normal Order No. 

2023/SPM/N/R/P/00041 for the year 2023 requirement. Accordingly, although 

the stock of injections was requested on 02 January 2023, one and a half 

months later, a number of 149,240 injections had been supplied to the Medical 
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Supplies Division at Rs.175 per unit and, the remaining 50,760 injection units 

were supplied to the Medical Supplies Division after 09 months at Rs.250 per 

unit on 24 September 2023. Accordingly, the injections required for the year 

2022 had been received in the Warehouse of the Medical Supplies Division 

during the year 2023. 
 

(e)        Arrangements had been made to procure 33,000 units of injection  at Rs.177 

each unit of injection under emergency purchase order No. 

2022/SPC/E/R/P/00479 dated 28 June 2022 also due to non-execution of 

normal order 19 September 2022. Based on the factor of 06 weeks to supply 

the injection  by the lowest bidder in this procurement, it had been  decided 

according to the decision of the Emergency Procurement Committee dated 30 

August 2022  to offer 33,000 units of pharmaceutical Ampoules at a total 

value of Rs .177 per unit within 05 days to the Yaden International which was 

rejected by the Technical Evaluation Committee due to unavailability of  the 

registration certificate from National  Medicines  Regulatory Authority and  

those  injections had been  received in the warehouse on 16 September 2022 . 
 

(f)      The  emergency procurement which was agreed to supply in 05 days by Yaden 

International had spent 9 days in excess to supply these  injections for this 

emergency procurement and, although  the National  Medicines Quality 

Assurance Laboratory (NMQAL) and the Medical Supplies Division  

requested to withdraw the entire batch of injections from the use by letters 

dated 06 April 2023 and 25 April 2023 respectively, the entire  poor quality  

injections stock had been  issued to the hospitals by 06 April 2023. 
 

(g)        Similarly, despite  the supplier agreed to supply one unit of injection for US$ 

0.149 (Rs. 41.72) as per Purchase Order No.2022/SPC/N/R/P/00042, 

canceling it and giving emergency order to another supplier for Rs. 177 

equivalent to US$ 0.49 as per Purchase Order No. 2022/SPC/E/R/P/00479 and 

cancelling order No. 2022/SPC/N/R/P/00042 and handing over Purchase 

Order No. 2023/SPM/N/R/P/00041 dated 01 November 2022 for purchase 

through Yaden Laboratories, the joint venture of State Pharmaceutical 

Manufacturing Corporation, to the above 02 institutions , the Medical Supplies 

Division had incurred an identifiable loss of Rs. 34,527,550 . 
 

(h)     Even though it  had been recommended to be awarded to US$ 0.045 per unit 

and total value US$ 4500 to the lowest bidder with Waiver of Registration by 

Invitation for Expressions of Interest for  carrying  out emergency 

procurement using remained  funds under the Indian Credit Line  to purchase 

100,000 units on emergency purchases under Order No. 

2022/MSD/V/R/P/00085, the former Secretary of  Health  had cancelled the 

order on 30 November 2022 stating that the pharmaceuticals are being 

supplied by a joint venture  of the State Pharmaceutical Manufacturing 

Corporation . 
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(i)       The information on whether the injections were procured from the local 

market during the shortage of injections from 06 October 2021 to 16 

September 2022 was not   provided to  audit. 

 

(j)    Further, Although the order on 24 March 2022 was  submitted to the State  

Pharmaceuticals Corporation as required by 30 April 2022 for the purchase of 

400,000 of this pharmaceutical   under Indian Credit Line on urgent 

requirement under Order No. 2022/SPC/X/R/P/00274, the related stock of 

pharmaceuticals had been received by the Medical Supplies Division on 17  

and 25 February 2023 that is  about 11 months delay after the order date. 

Accordingly, it was not possible to provide the requirement of the year 2022 in 

the Medical Supplies Division. 

 

06.  Fentanyl Citrate Injection 100mcg in 2ml ampoule Pharmaceutical (SR 00000301) 

   ---------------------------------------------------------------------------------------------- 

 The following observations are made regarding this pharmaceutical, which is used as 

a narcotic pharmaceutical  for pain relief in surgery. 

 

(a)       The normal  annual order of 2022 had  not been prepared and  the  order 

number 2022/SPC/X/R/P/00287 for 720,000 units of pharmaceuticals had 

been  executed by the Medical Supplies Division and under  the Indian Credit 

Line. A number of  360,000 units which was the  first stock of the order had 

been supplied by the supplier to the Medical Supplies  Division on  28 

November 2022, and the stock had been  sufficient for a period of 6 months. 

 

(b)      Even though an order of 187,500 units at a price of Rs 52.70 per unit was 

forwarded to the Chinese company Yichang Humanwell Pharmaceuticals Co. 

Ltd. on 16 November  2022 as an additional order related to the year 2021, 

State Pharmaceuticals Corporation had not taken steps to procure the stocks 

related to the order. 

 

(c)     As per observations “a” and “b” above, it was observed that there was no 

shortage of this pharmaceutical from December 2022 to May 2023 and there 

was no need to resort to emergency purchase. However, the Health Sector 

Emergency Procurement Committee executed the order 

2022/SPC/E/R/P/00735 for the purchase of 180,000 units and forwarded the 

indent on 09 December 2022 to the above Chinese company at a price of Rs 

162.50 per unit. The stock of pharmaceuticals had been supplied with a delay 

of 80 days , on 04 April 2023 beyond the scheduled date of supply of 

pharmaceuticals to the Medical Supplies Division  on 13 January 2023. 

Accordingly, the loss to the government was approximately Rs. 19,767,000. 
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(d) By the order No. 2023/SPC/N/R/P/00037, which was submitted 7 months late 

for the year 2023, requirement of 300,000 units had been requested and, the 

Regional Procurement Committee of the State Pharmaceuticals Corporation 

had decided on 09 February 2023 to award the order to the Chinese 

pharmaceutical company Yichang Humanwell Pharmaceuticals Co. Ltd., who 

quoted the lowest price of Rs.42.12 for the year 2021 and emergency order for 

the year 2022. In spite of that, it had been informed by letter No. 

SH/Misc/03/2022 dated  22 February  2023 of the Secretary of  the Ministry of 

Health that to cancel the current orders related to the above pharmaceutical  

and 09 other pharmaceuticals  and to refrain from making quotations for those 

pharmaceuticals  in the future,  because of the second highest bidder for this 

order, Yaden Laboratories (Pvt.) Ltd, which submitted the price of Rs.184, is 

possible  to manufacture and supply 9 other pharmaceuticals including this 

pharmaceutical  locally  and as those products are registered with the National  

Medicines  Regulatory Authority. Accordingly, the order was canceled by the 

State Pharmaceuticals  Corporation. However, at the time of issuing the above 

letter by the Secretary of the Ministry of Health, Yaden Laboratories (Pvt.) 

Ltd. was not registered with the National  Medicines Regulatory Authority and 

only the Good Manufacturing Practices Inspection (GMP) report had been 

obtained from the National  Medicines Regulatory Authority. As obtaining this 

GMP report is not considered as obtaining NMRA certificate for this 

pharmaceutical by the National Medicines Regulatory Authority, it was 

observed in audit that, stating of this local pharmaceutical manufacturing 

private company is capable of producing and supplying 9 other 

pharmaceuticals  including this pharmaceutical  locally and that these products 

are registered with the National Medicines Regulatory Authority is a 

misstatement  of  the Secretary of the Ministry of Health in his letter. 

 

(e) Despite  the order for the year 2023 was possible to be purchased at a unit 

price of Rs.42.12, the Price Committee, which determines the prices for 

purchase of pharmaceuticals and medical supplies from local suppliers, had 

given a price of Rs.218.83 per unit of this pharmaceutical  to the local 

pharmaceutical manufacturing private company with a price increase of 418 

per cent. However, custom documents and original documents confirming the 

cost documents and cost variables involved in this pricing decision were not 

submitted to audit. 

 

(f) Accordingly, due to the cancellation of order No. 2023/SPC/N/R/P/00037 

which had already been decided to offer a unit at a minimum price of 

Rs.42.12, informing that Yaden Laboratories (pvt) Ltd, which was not ready to 

supply the pharmaceutical by February 2023, can manufacture and supply this 

pharmaceutical locally, the additional cost had to be borne by  the government 

was Rs.53,013,000. 
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07. Vancomycin Injection 500mg (SR 00103501) 

   ------------------------------------------------------ 

The State Pharmaceuticals Corporation had supplied 398,000 vials of injection 

pertaining to the orders received from the year 2021 to 2024 and debit note  valued at 

Rs.45,849,122.50 had been issued to the Medical Supplies  Division. The following 

observations are made regarding these supplies. 

 

(a)   Even  though the Emergency Procurement Committee of the Ministry had 

stated that there was a zero stock in the Medical Supplies Division  and  

awarded the order on 21 November 2022 by Emergency Order No. 

2022/SPC/E/C/P/00731 dated 03 November 2022 of the Medical Supplies 

Division to buy 48,000 vials of injection to Slim Pharmaceuticals which 

offered Rs.575 per vial as the second lowest price,  20,000 units as donation 

on 16 November 2022 and 70,000 units under normal order of 2021  had been 

received on 23 November 2022. Further,  it was observed that the monthly 

requirement of this pharmaceutical is 18,977 units as at  15 December 2022 

according to the data of the Swastha System. However, the Indent was issued 

on 03 January  2023 in relation to this emergency order. Further, 47,000 units 

had been  supplied with a delay of 30 days and 1,000 units with a delay of 02 

months and 05 days in relation to that indent. 

 

(b)     Further,  the injection purchased for US$ 0.53 under the normal order of the 

year 2021 ( when the pharmaceutical stock was cleared  on 23 November, one 

US dollar was Rs.371.76 and accordingly a vial of injection  was Rs. 197.03 ) 

had to be purchased at a cost of Rs.575 under the emergency purchase, an 

additional cost of Rs.18,142,560 had been  incurred for 48,000 vials of 

injection.    

 

(c)      Due to failure of Medical Supplies Division  to   accurately  identify the need 

and order the  stock, the injection purchased for Rs.197.03 under normal order 

and Rs.575 under emergency purchase,  had been  purchased by  incurring  

Rs.467,200  for 400 vials of injection by various hospitals at a high price 

ranging from Rs.1,100 to Rs.1,644 each injection. 

 

08. Decarbazine injection 200 mg Vial (SR - 01203301)  

  ------------------------------------------------------------- 

As per the information shown on the internet, this pharmaceutical called Decarbazine 

belongs to the batch of pharmaceuticals known as Alkyman category. It is used to 

treat cancers of the lymphatic system and malignant melanoma (a type of skin 

cancer), and also can  be used to treat other types of cancer as determined by a doctor. 

           

(a) Order No. 2022/SPC/V/R/P/00690 had been issued for purchase of 1,500 units 

and despite that order,  Order No. 2022/MSD/V/R/P/00074 had been  issued 

instead. A file related to this order was not submitted for audit and it is 
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observed that, the two actual orders above  are shown as issued orders in the 

system even on the date of audit. 

 

(b) The Procurement Committee had decided to invite bids through international 

competitive method  within the limits of the Departmental Procurement 

Committee for the normal order 2022  of 3,500 units. It took 17 days to deliver 

the order to the State Pharmaceuticals Corporation and more than 04 months 

to call for bids. The recommendations regarding the selection by the Technical 

Evaluation Committee were not formalized and specified. Likewise, according 

to the evaluation report, relevant members were signed without mentioning the 

names of them. The Procurement Committee had met and decided to award 

the order to Esses Pharmacy (Pvt.) Ltd. at a price of Rs.1,480 per unit subject 

to obtaining a valid registration certificate. It took 82 days from the meeting of 

the Technical Evaluation Committee to take this decision. The supplier had 

informed that the order could not be supplied due to the change in exchange 

rates. It was observed during the examination of the file that actions have not  

been taken regarding the failure of supplying   the order from the respective  

supplier until a period of 05 months had elapsed. Similarly, it is observed in 

the audit that since the performance security amounted to Rs.518,000 had also 

been cancelled, it was impossible to recover the damages for the non-receipt 

of the relevant order from the supplier, and the Procurement Committee 

cannot deviate from its responsibility in this regard. 

 

(c) The Procurement Committee had decided to cancel the aforesaid order and re-

bid. Accordingly bids were invited from registered and previous suppliers. It 

had taken 37 days to cancel the original order and 55 days to re-invite bids 

after the order was cancelled. The supplier, The Esses Pharmacy (Pvt.) Ltd, 

which initially agreed to supply Rs.1,480 per unit, then suspended the order 

stating that it could not supply the pharmaceutical, had re-submitted a bid for 

Rs . 2,200 per unit. Although the performance bond of this institution should 

have been taken over and blacklisted, it was not done so. The new supplier, 

United Bio Tech, who agreed to provide pharmaceuticals for US$ 2.65 per unit 

during the second call for bids, had only been selected subject to renewal of 

the registration of the National  Medicines Regulatory Authority, and the 

further work related to this order had not been done until the date of the audit. 

However, according to the Swastha system, this order had been stated as 

pharmaceutical receivable in the name of The Esses Pharmacy (Pvt.) Ltd., 

which was canceled in the first call for bid. 

 

(d) As per the order No. 2022/SPC/E/R/P/00744,  a number of 1,500 units of 

injection were to be supplied as an emergency order 2022 in a background  of 

non-implementation of the normal order. The Procurement Committee had 

decided to invite bids from registered and previous suppliers within the 

purview of the Departmental Procurement Committee. According to the 
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evaluation report, a formal and specific recommendation had  not been 

presented and the names of the relevant members were signed without 

mentioning them. The Procurement Committee dated 30 December 2022 had 

recommended awarding this order subject to obtaining the relevant  

registration certificate or WOR Certificate to the United Bio Tech  that has 

submitted a unit price of US$ 5.00 out of these bids and has applied for 

extension of the National  Medicines Regulatory Authority's registration. It 

had been mentioned   that a Manager of the State Pharmaceuticals Corporation 

contacted the Director of the Medical Supplies Division and rejected this stock 

of pharmaceuticals, and  there was need to forward a stability data report and a 

certificate for acceptance of stock due to temperature issue and  when the 

matter is referred to the supplier, a letter of clarification of data has been 

submitted with a certificate and to make arrangements to accept this order by 

considering the said documents. However, this stock of pharmaceutical was 

received on 08 May 2023. It was problematic whether this Manager  had 

formal authority to give a recommendation regarding such a technical matter 

and it was observed that a laboratory report should have been obtained 

regarding this matter. The audit also observed that it  should  be more careful 

regarding storage temperature of such a pharmaceutical, which is used to treat 

cancer of the human lymphatic system and malignant melanoma (a type of 

skin cancer) . 

 

(e) Although the normal order related to the year 2023 should be placed in the 

month of January 2022, according to the order control form prepared on 01 

June 2022, although 6,000 units should be ordered as per the order control 

form, 3,000 units  under order No.2023/SPC/N/C/ P/00081 had been placed 

with a delay of about 11 months. The Procurement Committee had decided to 

invite bids from suppliers registered under the National  Medicines  

Regulatory Authority. According to the Evaluation Report, a formal and 

specific recommendation had  not been presented and the names of the 

relevant members were signed without mentioning them. The Procurement 

Committee had recommended the award of this order subject to renewal of 

registration to the United Bio Tech   that submitted the lowest price of 

Rs.1,478.99 out of the orders. After issuing the order, it took approximately 

120 days to evaluate the bids and almost 40 days were spent to award the 

order after the procurement evaluation. Although the order was granted subject 

to the renewal of the registration of the National  Medicines Regulatory 

Authority  and  also  the renewed certificate had not been  included in the file, 

these pharmaceuticals had been provided on  11 October 2023 . 

 

(f) As  it was decided to issue only 3000 units from the normal order pertaining to 

the  year 2023, the order No.2023/SPC/E/R/P/00143 for 1,500 units had been 

re-issued by the Medical Supplies Division. The Procurement Committee had 

recommended supplier Yaden International (Pvt.) Ltd. for this order, which 
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had submitted a revised price of Rs.12,800 per unit registered with the 

National  Medicines Regulatory Authority. This stock of pharmaceuticals, 

which was supposed to be supplied on 30 June 2023, had not been supplied by 

the audited date of November 2023. This stock of pharmaceuticals, which was 

supposed to be supplied on 30 June 2023, had not been supplied by the audited 

date of November 2023. Further, according to the Swastha System, this order 

had  not been  shown as a receivable order. However, it was observed during 

the audit that the unit price under order No. 2023/SPC/N/C/P/00081 (within 23 

days), which was done nearly before this order was Rs.1,478 and the 

responsible officers had not drawn attention to this. The supplier was selected 

and the Indent was issued at a price increase of 780 per cent within 23 days. 

Accordingly, if the order had been implemented under these prices, the 

government would have had to bear a financial loss of Rs.16,983,000. 

 

(g) Order No. 2023/SPC/T/R/P/00146 for 1,000 units had been  issued on 02 

February 2023 from Medical Supplies Division. A Technical Evaluation 

Committee had  not been appointed for the procurement and the 

recommendation for this purchase had been  given by a price committee 

appointed by the Additional Secretary, Division  of Pharmaceuticals, Supply 

and Regulation. The authority power  given to the Additional Secretary to 

appoint a price committee could not be ascertained  in the audit. Only 02 days 

were given to submit the prices and 61 days were spent to issue the Indent 

after completing the rest of the work. Accordingly, this emergency only 

limited the time given to submit bids. The indent was issued to the supplier, 

Yaden International (Pvt) Ltd, reducing the unit price of Rs.13,000 to 

Rs.7,000. According to the aforementioned near procurement, the unit price 

was Rs.1,478, and the price of Rs.7,000 was an increase of about 374 per cent. 

This stock had been received on 11 July 2023, and the government had to bear 

a financial loss of Rs.5,522,000 due to the purchase of pharmaceuticals  at a 

higher price. Evidences  were not submitted to the audit that the cover 

approval of the Cabinet of Ministers were obtained for this procurement 

decision or that a certificate from the Chief Internal Auditor was obtained that 

the procurement was done properly. 

 

(h) Order No. 2023/SPC/X/R/P/00191 of 4,500 units had been decided to award 

the order to George Steuart Health (Pvt.) Ltd subject to receipt of valid 

registration certificate obtained from the National  Medicines Regulatory 

Authority and the entity  had also been recommended by the Health Sector 

Emergency Procurement Committee.  Accordingly, the price of a unit 

presented by this entity  as Rs.1,945.39  was agreed to reduce to Rs.1,945 by 

.39  cent and a  performance bond had not been given. Only 02 days were 

given to submit the prices and 90 days were spent to issue the Indent after 

completing the rest of the work. Accordingly,  this emergency  was limited to 

limiting the time given to suppliers to submit bids. Evidence was not  
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submitted to the audit that the cover approval of the Cabinet of Ministers was 

obtained for this procurement decision or that a certificate from the Chief 

Internal Auditor was obtained that the procurement was done properly. It  was 

problematic during the audit that although the shelf life of the pharmaceutical 

was stated as  24 months, it was stated as 12 months in the Indent. 

 

(i) According to the above mentioned fact, although the required stock for this 

pharmaceutical for the year 2023 was predicted as 6,000 units, a  normal  

order of 3,000 units had been issued. Due to ordering less amount  

pharmaceuticals, thus resorting to 02 emergency procurement cases and 

resorting to purchase drugs at higher prices, the government had incurred a 

financial loss of Rs.15,872,500 to purchase additional 5500 units. 

 

(j) An order control form to determine the normal order quantity for the year 

2024 had not been prepared even by November 29, 2023. Accordingly, no 

decision was reached on whether the issuing of  the order will be made or not 

for the year 2024. In this situation, it was observed that emergency purchases 

may have to be resorted to in the year 2024 as well. 

 

(k)      It was shown in the Swastha System that 25,020 units of this pharmaceutical  

will be received on 21 November 2023. However, it was impossible to identify 

the way of setting of the number of units in the System. 

 

09. Fluconazole Capsule 50mg Pharmaceutical (SR 00107101) 

     ------------------------------------------------------------ 

The following observations are made regarding this pharmaceutical, which is essential 

for fungal infections and antibiotic. 

 

(a) This pharmaceutical had been  purchased in the year 2022 in contrary to  

Section 109 of the National  Medicines Regulation Act No. 05 of 2015 with 

WOR certificate under the Indian Credit Line for the  pharmaceutical shortage 

occurred due to reduction of amount of units in  normal  order 2021 without 

carrying out  accurate forecast and delays in procurement due to inefficiency 

of Medical Supplies Division  and State Pharmaceuticals Corporation and due 

to supplier had rejected  normal  order 2022 and  a US$ 0.028 per unit had 

been  paid for a pharmaceutical  unit, which is US$ 0.00452 more the price 

received for normal orders in the years 2021 and 2022. Accordingly, the State 

Pharmaceuticals Corporation had borne an additional cost of US$ 4,425.9 for 

979,200 units. 

 

(b)      The purchase order for another order in the year 2022 had been  given to the 

supplier on 03 November  2022  regarding this pharmaceutical and the unit 

price of US$ 0.0214 offered for that was lower than the prices offered for other 

orders in 2022. However, the order had been cancelled based on the letter No. 
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SH/MISC/03/ Medi.Equip issued by the Secretary of the Ministry of Health on 

12 January 2023 regarding to be resorted to local pharmaceutical 

manufacturers.  

 

(c)     If the pharmaceuticals are purchased from a local pharmaceuticals  

manufacturer, a Buy Back Guarantee should be entered into  according to the 

Decision of  Cabinet  of Ministers CP No. 18/1883/814/056 dated 17 October 

2018, this pharmaceutical was purchased  from Newgen Lanka Health Care 

(Pvt.) Ltd, a local pharmaceutical company in the year 2023 without entering 

into a Buy Back Guarantee. Due to this there was no system to recover the 

losses incurred to the government through the supply of pharmaceuticals with 

a delay of 3 to 6 months, in the year 2023 . 

 

(d)     Even though the price committee had given a price of Rs. 22.64 for a unit of 

this pharmaceutical in the year 2023, what cost variations were included in that 

price and those cost variations were not confirmed through customs documents 

and original documents. It was observed that the unit price given by the price 

committee so is almost 170 per cent higher than the price offered by foreign 

suppliers in the year 2022. Accordingly, the Medical Supplies  Division  had 

incurred an additional cost of Rs. 6,785,385 for 475,500 units. 

 

10. Trastuzumab Injection 440mg (SR 01205102) 

          ------------------------------------------------------- 

A number of 10,240 vials of injection have been supplied from this pharmaceutical 

which is used for breast and stomach related  cancers, in relation to the orders placed 

to  the State Pharmaceuticals  Corporation in the year 2022  and debit notes  valued at                         

Rs. 655,983,655  for that had been issued to the Medical Supplies Division. The 

following observations are made in this regard. 

  

(a)      The approval for the purchase of 8,400 vials of the above pharmaceutical for 

the import of the second stock of 3,040 vials of injection  for Rs.56,000 each 

by Order No. 2022/SPC/N/C/P/00034 dated 17 June 2021 issued by the 

Medical Supplies Division was delayed by 04 months and 19 days from the 

date of approval of the first stock order. The supply of the third stock  (4,000 

vials) under the said procurement was made on 06 November 2023 with a 

delay of 2 months from the scheduled date of 31 August 2023. Although the 

Letter of Credit of Rs.101,080,000 opened on 09 March 2022 related to the 

above order should be canceled immediately, the notice for the same was 

issued to the bank with a delay of about 14 months from the expiry date of the 

Letter of Credit. 
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(b)     The Technical Evaluation Committee had given recommendation to a supplier 

with valid registration of National  Medicines Regulatory Authority for 

procurement related to purchase order No. 2022/SPC/E/C/P/00497 of 1,000 

vials of injections of Medical Supplies Division. However, without 

considering  about it, the Advitec International (Pvt.) Ltd., which did  not have 

a valid registration certificate of the National  Medicines Regulatory 

Authority, was awarded the procurement to supply the above order at a price 

of Rs.52,450 each. 

 

Nevertheless, Advitec International (Pvt.) Ltd. had supplied 500 vials of 

injections  to the Medical Supplies  Division before issuing the indent related 

to the supply and it was observed that it was a controversial situation. 

 

(c)     The supply condition of these 500 vials of injection as well as the remaining 

500 vials of injection related to the order mentioned under (b) above was 

imposed by the Medical Supplies  Division  as "it should  be supplied with a 

minimum shelf life of 24 months". However, as it was observed that the shelf 

life of the 1,000 vials of injection related to the order was less than 05, 06 

months, the suppliers had violated the supply conditions while supplying this 

order. 

 

(e)       It was observed that the revising the order under (b) above as an order for 

2,000 vials of injection  has been done by the undated letter No. 10/2022 of 

the Director of Medical Supplies. As per the order, the above mentioned 

Advitec International (Pvt.) Ltd. was provided with the necessary opportunity 

to supply 1,000 more vials of injection. Accordingly, the above organization 

had provided a quantity of 840 vials of injection related to the second order 

and the shelf life of the vials of injection was also low between 02 and 03 

months. The remaining 160 vials of injection pertaining to the second order 

had not been supplied by 07 March 2024 and the performance guarantee for 

supply had also expired. 

 

(f)     Ignoring the minimum unit price of Rs 60,950, the bid of an organization non-

registered with the National Medicines  Regulatory Authority, which had been 

submitted for the procurement of 3,000 vials of injections as per Order No. 

2022/SPC/E/C/P/00742 of the Medical Supplies Division, it had decided to 

award the procurement to the second lowest bid of Rs 63,450. The 

Procurement Committee of the Ministry had approved the awarding of the 

procurement to Advitec International (Pvt) Ltd. subject to obtaining Waiver of 

Registration from National Medicines   Regulatory Authority.  
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However, the application of the institution for Waiver of Registration was 

rejected by the National Medicines   Regulatory Authority on 23 February 

2023 (WOR Committee response “Not recommended by oncologists till the 

product is register”).   

 

Due to that refusal, bearing an additional cost of Rs.22,350,000 was 

temporarily avoided for order No. 2022/SPC/E/C/P/00742 . 

 

11. Glyceryl Trinitrate Inj.50mg/10ml Pharmaceutical (SR 00203002) 

     -------------------------------------------------------------------------------- 

The following observations are made regarding this pharmaceutical, which is 

injection given to facilitate blood circulation to patients and emergency treatments. 

 

(a)    The remaining 50,000 units of the normal order for the year 2021 were 

temporarily suspended without predicting how much the demand for this 

pharmaceutical  has fallen due to the Covid-19 pandemic and how much will 

be needed in the future period and the normal  order of 2022, which could 

have been purchased at US$ 4.9 per unit, had been cancelled. 

 

(b)      After notifying the State Pharmaceuticals  Corporation to reverse the obtaining 

of  the remaining 50,000 units of the 2021 normal order that was temporarily 

suspended, it had delayed almost 5 months to inform that decision to the 

supplier. 

 

(c)       Due to this delay, this pharmaceutical , which is an emergency injection given 

to heart patients, was in short supply for almost 04 months from August 2022 

to 25  November 2022. Further, due to the institutional deficiencies mentioned 

under (a) and (b) above, emergency purchase had to be made for this 

pharmaceutical in the year 2022 . 

 

(d)      Thus, during the shortage period, the order No. 2022/MSD/V/R/P/00102 for 

11,250 units had been given by the Health Sector Emergency Procurement 

Committee to a pharmaceuticals supplier on 23 November  2022 at a relatively 

high unit price of US$ 6.23 with the WOR certificate and the stock of 

pharmaceutical was received on 07 April 2023, with a four months delay  of  

the scheduled time. However, two days after this order was given to the 

supplier, the amount of 29,950 units of the reactivated normal order of the 

year 2021 had been received by the Medical Supplies  Division. Accordingly, 

the Medical Supplies Division had borne an additional cost of Rs 4,946,032 

for 11,250 units through this purchase which was not  practically an urgent 

need. 
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(e)    Another order No. 2022/SPC/X/R/P/000264 had been submitted for this 

pharmaceutical for 30,000 units  in the year 2022,  and Centurion Healthcare 

Private Limited who is  the  Indian pharmaceuticals supplier introduced  by 

the selected bidder in its bid  had not been  covered by the NMRA certificate 

submitted by the bidder. Similarly, it was not confirmed in writing that the 

Indian pharmaceutical company named Mercury Laboratories Limited 

mentioned in the NMRA certificate authorized the Indian supplier Centurion 

Healthcare Private Limited mentioned in the bid to sell its company's 

products. Accordingly, 30,000 units of pharmaceuticals related to this order 

had been obtained from an unconfirmed Indian supplier in the months of 

December 2022 and January 2023 . 

 

12. Clarithromycin for Infusion 500 mg vial Pharmaceutical (SR 00103002) 

       --------------------------------------------------------------------------------------- 

The following observations are made regarding this pharmaceutical , which is used as 

an antibiotic in bacterial infection. 

 

(a)      A price of Rs. 151.16 and Rs. 190.44 had been  presented for the normal 

annual orders executed in relation to the years 2018 and 2019 respectively and  

out of the remaining 159,700 units of those orders, 111,070 units were 

received by the Medical Supplies  Division with a delay of  the scheduled time 

and the remaining 48,630 units had not been received. Due to non-receipt and 

delay in receiving pharmaceuticals so,  the State Pharmaceuticals  Corporation 

had purchased 9400 units at Rs .1085.22 per unit and 5400 units at Rs. 924.04 

per unit at a higher price in the years 2019 and 2020 under regional purchases. 

Accordingly, through this purchase, the State Pharmaceuticals Corporation had 

borne an additional cost of approximately Rs. 12,953,708 for 14,800 units. 

 

(b)    The normal  annual order 2022  had not been  prepared and, out of the stock of 

approximately 43,655 units received in the months of December 2020 and 

January 2021 in relation to the average annual order of the year 2020  and 

remained at the beginning of the year 2022,  a stock of 15,120 units cost at                         

Rs. 5,134,449 had expired as at 30 September  2022. After the stock had 

expired, although the purchase order for 25,000 units under the Indian Credit 

Line was placed with a supplier on 18 October  2022 with  WOR certificate, 

the pharmaceutical stock had been  not received up to 30 November 2023. 

Therefore, this  pharmaceutical had remained in short supply for 

approximately 14 months from September 2022 to 30 November 2023 . 

 

(c)    The Marawila Base Hospital  had purchased 50 units in 2 cases during the 

period of 14 months which remained in shortage at a price of  Rs.5500 each, 

that is 413 per cent higher than the price that the State Pharmaceuticals  

Corporation had purchased orders for in the last three years. 
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(d)     The normal  annual order of 2023 had been submitted by the Medical Supplies 

Division after 10 months delay and the State Pharmaceuticals Corporation had 

spent more than 07 months period for procurement activities to select a 

supplier for it. However, the Indent had not been issued by 30  November  

2023 . 

 

(e)      After deducting a stock of 60,000 units not confirmed by the MSMIS system 

or by the Swastha system as having an order and a stock  of 70,000 units 

receivable on the  normal annual order 2021 for which there was no possibility 

of  receipt from the forecast requirement in the year 2024, the  annual normal 

order 2024 had not been submitted stating that an order was not needed. 

 

(f)     Due to non-implementation of the  normal  annual order 2023so and non-

submission of the 2024 normal  annual order, the risk of this pharmaceutical 

being in short supply in the future period and the risk of resorting to 

emergency procurement could not be ruled out in the audit.  

 

13. Dopamine Hydrochloride Injection BP 200mg/5ml (SR -00204001) 

   --------------------------------------------------------------------------------- 

     This pharmaceutical  is used to correct hemodynamic imbalances caused by heart 

failure, shock, kidney failure and chronic heart failure.  Procurement of 63,000 units 

of the pharmaceutical  and 37,500 units under emergency purchase and 30,000 units 

through foreign project scheme had been made  under normal order 2023 and the 

following observations are made in this regard. 

 

 (a)       Although the Medical Supplies Division has to place  the normal order with a 

waiting period of 11 months, due to the order which should be supplied as  

33,000 units on 15 January 2023 and 30,000 units on 16 April 2023 under 

order No. 2023/SPC/N/R/P/00121 was sent on 24 November 2022 to the 

Corporation, the  waiting period had  limited to 1 ½ months.  

 

(b)        Due to this delay, in placing the regular order, an emergency purchase had to 

be resorted. Accordingly, although the order was placed to purchase 37,479 

units at Rs.354.60 per unit by order No. 2023/SPC/E/R/P/00187 dated 09 

March 2023 sent to the Medical Supplies Division to make an emergency 

purchase, the Ceyoka (Pvt.) Ltd. had supplied pharmaceuticals to the Medical 

Supplies Division with a delay of 21 days. Also, as a result of this injection , 

which could have been purchased for Rs.284.91 under the normal order, had 

been purchased for Rs.354.60 each under emergency purchase, a sum of 

2,611,911 had been spent in excess. 

 

(c)         A number of 30,000 units had been purchased from Yaden International (Pvt.) 

Ltd. for US$ 3.0535 (Rs.953.72) per unit under Foreign Loan Projecct under 

order No. 2023/ADB/X/R/P/00021 of  the Medical Supplies Division. 

154



 
 

Although this pharmaceutical  could have been purchased from Yaden 

International (Pvt.) Ltd. for Rs.284.91 under the normal order, it was observed 

that it was a 234 per cent price increase as compared to the normal order price 

when purchasing from foreign projects.  Accordingly, a sum of  Rs. 

20,064,300 had been spent in excess. Also, although this supply was supposed 

to be made  within 60 days from the date of the agreement, it had been 

supplied to the Medical Supplies Division with a delay of one month. 

 

14. Tenecteplase Inj  40mg (SR 00206901) 

    --------------------------------------------- 

      A pharmaceutical  used for emergency treatment in case of heart attack. A number of 

6,000 vials of injections  had been supplied in relation to the orders received in the 

year 2023 and , for that purpose debit notes  of Rs. 915,854,940 had been issued by 

the State Pharmaceuticals Corporation. The following observations are made 

regarding the procurement of this pharmaceutical. 

 

(a)        The annual order for the year 2022 had been canceled on the basis that the 

stock in respect of pending orders was sufficient for the proposed period. 

Similarly, although the order received under the Indian Credit Line in the year 

2022 had taken  15 months, the  Corporation had not made  sufficient 

arrangements  to get the decision of the Standing Procurement Committee 

appointed by the Cabinet of Ministers. 

 

(b)    In relation to the procurement of 6,000 vials of injection  under Order No. 

2023/SPC/N/R/P/00071 dated 15 November  2022 in the Medical Supplies 

Division, even though the temperature to store the pharmaceutical is  2Co – 

8Co  according to the bid documents of the supplier who offered the lowest 

price of   Rs. 83,035.01 per unit, the temperature to be stored was 28Co – 

32Co as per the bid documents published for the procurement. However, the 

Technical Evaluation  Committee had recommended that supplier without 

considering it. Although the Technical Evaluation Committee and the 

Standing Procurement Committee appointed by the Cabinet had awarded the 

bid, the Appeal Committee had canceled the bid based on an appeal made by a 

bidder. It had  taken 57 days of period to inform the Corporation. 

 

(c) Due to having to resort to emergency procurement because of  deficiencies in 

the above procurement process, the advantage that could have been obtained 

by resorting to normal  procurement could  not be obtained and a total of                     

Rs. 880,629,750 had been spent for the purchase of 1,500 vials of injection at                

Rs. 150,150 per vial by the emergency order dated 01 March 2023 and 6,000 

vials of injection at Rs. 145,645.50 per vial by the emergency order dated 09 

May  2023. 
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15. Anti Rabies  Inactivated (TC) Vaccine (SR 00600204) 

    ----------------------------------------------------------------- 

An injection  used for Rabies. A number of  1,967,500 doses of this pharmaceutical  

were received as a donation on 28 September  2022 . 
 

Despite  this, the Indent was issued on 14 October  2022 for emergency procurement 

of 250,000 injection  doses at Rs.310 per unit as per the procurement of 500,000 

injection doses under order No. 2022/SPC/E/R/P/00406 . 

 

According to this order, out of 500,000 injection doses, 250,000 doses were purchased 

for Rs.372.70 each as the first stock and 250,000 injection doses were purchased from 

the same supplier for Rs.310 each at the second time. Accordingly, initially a sum of 

Rs.15,675,000  had been spent in excess  for 250,000 doses as Rs. 62.70 per dose.  

 

16. Ceftriaxone Injection 500 mg (SR 00101703) 

      ---------------------------------------------------- 

            The Sri Lanka State Pharmaceuticals Corporation had supplied 27,500 vials of 

injections valued at   Rs.25,662,547 in relation to  the orders received in 2022 and 

2023 for this pharmaceutical, which is used to treat bacterial infections in various 

parts of the body and for that purpose, the State Pharmaceuticals Corporation had 

issued debit notes valued at  Rs.25,662,547.  The following matters  were observed in 

relation to the procurement of this pharmaceutical. 

 

(a)      Although the procurement activities for the order No. 2022/ SPC/E/R/P/00703 

dated 18 October 2022 for  27,500 units submitted to the Corporation as an 

emergency order should be carried out  by the Health Sector Emergency 

Procurement Committee (HSEPC) chaired by the Secretary to the Ministry of 

Health,  this procurement had been  carried out by the Departmental 

Procurement Committee. 

 

(b)         According to the Indent issued on 08 February 2023 regarding the 

procurement of 440,000 vials of injection under Order No. 

2023/SPC/N/R/P/00016,  a number of 150,000 units had to be supplied as the 

first stock on 31 May 2023 and the Eureka  Life Sciences (Pvt.) Ltd. had 

informed on 17 May 2023 that this order is under production. However, as per 

Medical Supplies  Division circular No. MSD/QA/DRMM-2023 dated 04 

April 2023, the order had been  temporarily suspended as this pharmaceutical 

was not in the priority list. As a result, if the supplier's trust has  breached and 

bidders will not appear for future procurements, it will not be possible to call 

competitive bids  due to the loss of suppliers.   
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17. Calcium Polystyrene Sulphonate 15g-17g powder sachet Pharmaceutical  (SR 

00406202) 

     -----------------------------------------------------------------------------------------------------   

The following observations are made regarding this essential pharmaceutical given to 

kidney patients. 

  

(a)      The quantity of pharmaceutical receivable at the beginning of the year 2022 

had been received in the year 2023 after a delay of more than 14 months due 

to delays in preparation and submission of normal annual  order 2022 and in 

carrying out the procurement .  

  

(b)      Due to this delay, this pharmaceutical  remained in short supply for 

approximately 09 months from 01 January 2022 to 27 July 2022 and from 01 

January 2023 to 08 March 2023. 

 

(c)       Two hospitals had procured 45 units at Rs.348 and 28 units at Rs.412 under 

local purchases during the period of shortage for a price higher  than 

Rs.307.70 for which the normal annual order  was offered. 

 

(d)       As a result of   this shortage , the actual consumption had remained at a lowest  

of 25 per cent of its estimated requirement in  the year 2022 . It is observed 

that this pharmaceutical   had not been received sufficiently for kidney patients 

in the year 2022 . 

 

(e)      Although 02 orders in the year 2022 related to the same pharmaceutical had 

been cancelled, thus it was observed that they  had remained as valid orders in 

the Swastha System, the stock of pharmaceuticals received in relation to one 

order in the year 2022 was not recorded in the Swastha System, and the stock 

of pharmaceuticals received in relation to another order in the year 2022 was 

recorded with changing of  dates, the information shown by Swastha Systems 

about the pharmaceutical was not accurate. 

 

18.  Sodium Valproate Syrup 200mg/5ml, 100ml Pharmaceutical (SR 00304004) 

     ------------------------------------------------------------------------------------- 

The following observations are made regarding this pharmaceutical which is essential 

for children suffering from epilepsy. 

 

(a)    Only two suppliers had obtained the certificate of  National  Medicines  

Regulatory Authority from the year 2021 to 2023 and thus the  registered 

certificate of one of the suppliers had expired in the year 2022, the 

presentation of a competitive price for this pharmaceutical had been limited.  
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(b)    Due to poor co-ordination between Medical Supplies Division  and State  

pharmaceuticals Corporation, the pharmaceutical  was in short supply in the 

Medical Supplies  Division  for approximately 07 months from August 2021 to 

09 March 2022 due to approximately 25 months spent on procurement of 

normal orders in 2022. 

 

(c)     Due  to the failure of the National  Medicines Regulatory Authority to register 

sufficient suppliers for the pharmaceuticals and the shortage of the 

pharmaceuticals so, the Indent of the order had been  awarded on 10 March 

2023 to the lowest bidder with  WOR certificate due to comparatively higher 

price from the sole NMRA certificate holding  supplier for order No. 

2022/SPC/X/R/P/00294 of the year 2022 .  

 

19. Calcium 500mg+ Vitamin D3 250IU Tab Pharmaceutical (SR No. 00405401) 

    ----------------------------------------------------------------------------------------- 

This certificate of the sole  supplier who has obtained NMRA certificate from 

suppliers who had submitted bids for this pharmaceutical  used for patients suffering 

from calcium and vitamin deficiencies had expired on 12 November 2021. Without 

achieving the facts such as renewing the registration or registering new suppliers for 

this pharmaceutical or revising the specifications of the Medical Supplies Division 

appropriately according to the alternative pharmaceuticals  available in the market if 

there are no suppliers, an unnecessarily  long period  had spent  for the procurement 

of this pharmaceutical  in the years 2021, 2022 and 2023 and that normal annual 

orders had been cancelled. As a result, this pharmaceutical had  remained in short 

supply in Medical Supplies Division  from 16 December 2020 to 30 November  2023, 

the date of audit. 

 

20. Digoxin injection BP 500 mcg/2ml Pharmaceutical (SR 00200102) 

  ------------------------------------------------------------------------ 

     The following observations are made regarding this pharmaceutical used in heart   

patients.  

 

(a)     This pharmaceutical  was not available in the Medical Supplies Division for a 

period of 15 months in the 20 month period from January 2022 to August 

2023 due to delay in preparation and submission of normal  annual orders 

from the year 2021 to 2023 by the Medical Supplies Division, failure to  

accurately forecasting the amount of annual orders, delay in execution of 

orders submitted to the State Pharmaceuticals Corporation and spending long 

time in procurement. So compared to the estimated requirement of this 

pharmaceutical, the amount of units of pharmaceutical  issued was at a lowest  

value ranging from 12 per cent to 38 per cent from 2021 to the end of August 

2023. 
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(b)      Purchasing of 95 units for Rs.180 per each under local purchase on 9 

occasions by  the 3 hospitals during the period when the pharmaceutical was 

in short supply was problematic in audit on the  background where the 

pharmaceutical had been  purchased by Medical Supplies Division and the 

State Pharmaceuticals Corporation, for a unit ranging from Rs.1,296 to 

Rs.9,575 in 4 cases in the years 2022 and 2023 . 

 

(c)     There was a huge variance  between the prices offered by the suppliers on 04 

occasions and the difference in the highest price compared to the lowest  price 

offered was 706  per cent in the years 2022 and 2023. There, the suppliers who 

have obtained NMRA certificate offered a high price and the suppliers without 

NMRA certificate offered a very low price. The government had to bear high 

costs for this pharmaceutical because the Ministry of Health, the Medical 

Supplies Division and the State Pharmaceuticals  Corporation had failed to 

identify the causal factors influencing the occurrence of extreme fluctuations 

remained in the prices, of the suppliers and to identify the measures to be 

taken to reduce them.  

 

21. Protein hydrolysate Injection 100ml (SR No -00402201) 

     --------------------------------------------------------------------- 

The following observations are made regarding this pharmaceutical  used as a 

nutritional supplement for patients in the Intensive Care Unit. 

 

(a)      Only one supplier had submitted quotations for all the orders executed in the 

years 2022 and 2023. Instead of investigating the reasons why only one 

supplier appear for the orders of this pharmaceutical and taking the necessary 

measures so, the officers of the State Pharmaceuticals Corporation deliberately 

or due to negligence and inefficiency, spent a long period for procurement 

activities and had not implemented the normal annual orders. 

 

(b)       The unit price offered by the only bidder who had submitted bids in all those 

cases was a price increase of approximately 85 per cent over the Rs. 895 unit 

price offered for the normal  order in  the  year 2021. 

 

(c)       This supplier had agreed on 15 May  2023 to supply  Rs.1,516 units  per each 

for the normal annual order 2022 and the pharmaceutical batch number (Batch 

No.) agreed to be supplied  was No. 16RM6293. However, due to this 

pharmaceutical was removed from the priority list, the above normal annual 

order was canceled on 05 July  2023. However, the Health Sector Emergency 

Procurement Committee had decided to purchase 3000 units of the above 

pharmaceutical batch at a price of Rs.1662.39 per unit, that is  at an additional 

cost of Rs.146.39 per unit by including this pharmaceutical in the priority list 

once again on 07 July 2023.  
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22. Aciclovir Tab. 200mg (SR-00107901) 

    ----------------------------------------------- 

         A 69 per cent of the estimated pharmaceutical  requirement to be supplied to the 

hospitals in the year 2022 had not been supplied by the Medical Supplies Division.  

As a result, there were zero pharmaceuticals  in the warehouse since 08 November 

2022. It was observed during the examination  of the computerized stock ledger 

records that the shortage of pharmaceuticals lasted for almost 07 months, and the 

following facts had caused  for this. 

 

(a)    Suspension of the Normal Order 2022/SPC/N/R/P/00045 issued to the State 

Pharmaceuticals Corporation on 25 February 2021 for the supply of 840,000 

tablets in the year 2022 by the Procurement Committee on  26 October, 2021 

as recommended by the Medical Supplies Division after 08 months. 

 

(b)       The Medical Supplies Division had carried out  an emergency procurement on 

04 November  2022 under Order No. 2022/MSD/V/R/P/00077 to procure 

525,000 pharmaceuticals  while the pharmaceuticals in the Medical Supplies 

Division were nearing zero and the supplier had failed to supply the 

pharmaceuticals on the expected date. Suspension of the order immediately by 

the Medical Supplies Division seven  months after the date of placing the 

order that is  on 03 June 2023.  

 

(c)      Although the stock of 1,000,000 tablets to be received through the 

procurement number 2022/SPC/X/R/P/00267 made under the Indian Credit 

Line for the procurement of pharmaceuticals in the year 2022 should be  

received as at 31 October 2022, receiving of it  on 18 July 2023 almost with a 

delay of a year. 

 

23. Gliclazide tab. BP 40mg (SR 00700301) 

       -------------------------------------------------- 

When the National  Medicines Quality Assurance Laboratory (NMQAL) notified on 

17 July 2023 that the 5,947,500 tablets belonging to Batch Number 3 of this 

pharmaceutical provided by the State Pharmaceuticals Manufacturing Corporation 

under purchase order No. 2022/SPM/A/R/P/00069 had failed in quality, all those 

pharmaceuticals had been issued to the hospitals from the Warehouse of Medical 

Supplies  Division.  However, in the testing of the quality of the pharmaceutical by a 

laboratory in New Delhi, India it had been  confirmed by the relevant reports that the 

pharmaceutical had  passed the relevant parameters. Accordingly, there is a 

controversial situation regarding the quality tests of this pharmaceutical. 
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24. Flucloxicillin BP 500 mg (SR 00100801) 

 ------------------------------------------------- 

The State Pharmaceutical Manufacturing Corporation itself accepted that 11,731,600 

units of Flucloxicillin BP 500mg which was manufactured by the State 

Pharmaceutical Manufacturing Corporation and supplied to the Medical Supplies 

Division  were not in accordance with the required quality and a  request had been 

made to the Medical Supply Division to withdraw it from use.  Accordingly, when 

these batches of pharmaceutical  were withdrawn from use by the Medical Supply 

Division on 31 may 2023, all those pharmaceutical units had been issued to the 

hospitals from the warehouse of Medical Supplies Division . 

 

25. Cefuroxime Tablet 500mg (SR 00101403) 

--------------------------------------------------- 

This is a pharmaceutical given for bacterial infections occurring in different parts of 

the body. It was observed that there is a stock of 79,966,716 units of this 

pharmaceutical according to the data of the Swastha System as at 03 October  2023. It 

was observed that the stock is 5 times the annual estimated requirement of the year 

2023 and will be sufficient for the next 09 years and 05 months.   

 

Accordingly, when placing  orders of pharmaceuticals by the Medical Supplies  

Division, it was observed that orders are made without adequate checks on accurate 

estimation and pharmaceuticals that have been ordered for a long time and have not 

been supplied as ordered and as a result, stocks on pharmaceutical are unnecessarily 

stockpile  and expire. 

 

26. Sodium Valproate Tab. 100mg (SR-00304001) 

 -------------------------------------------------------- 

This pharmaceutical was zero in stock in the Medical Supplies  Warehouse from 24 

May  2022 to 11 January  2023, and  83 per cent of the estimated pharmaceuticals  

requirement to be supplied in 2022 was not made  by the Medical Supplies  Division. 

The following facts had affected  to the shortage of pharmaceuticals in the Medical 

Supplies Division. 

 

(a)      The normal  order No. 2022/SPC/N/R/P/00003 issued on 27 February 2021 to 

the State Pharmaceuticals  Corporation for procurement of 22,000,000 units of 

pharmaceuticals  during the year 2022 had been suspended  by the 

Procurement Committee as per the recommendation of the Medical Supplies 

Division on  09 September 2021 after 06 months from the date of placing the 

order. 

 

(b)      The  time frame  of remaining 7,625,000 units of pharmaceutical to be 

supplied in the normal  order (2021/SPC/N/R/P/00001) made as receivable in 

the year 2022 had been revised and the time frame of  the pharmaceuticals are 

to be supplied in the months of June, August, October and November of 2022 
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had been amended. The supplier did not supply the pharmaceutical within the 

stipulated time and a questionable situation had arisen due to quality failure of 

a pre-procured pharmaceutical  batch (S-01032). This order, which was not 

completed within the stipulated time, had been cancelled by the Medical 

Supplies Division in the year 2023 . 

 

(c)      Due to the unavailability  of pharmaceuticals in the medical supplies warehouse 

by the end of May, the emergency order No. 2022/SPC/E/R/P/00488 had been 

given to the State Pharmaceuticals  Corporation to purchase 1,000,000 units of 

pharmaceuticals at a unit cost of Rs.7.00 to meet the monthly requirement. 

The pharmaceuticals pertaining to this order  had been  received in 2023 with 

a  4 months of delay  and the emergency procurement made at a high cost of             

Rs. 7,000,000 for one month's consumption had been  uneconomical. 

 

(d)    The order No.2022/SPM/N/R/P/00079 had been issued by the Medical 

Supplies Division on 21 September 2022 for the  purchase of 3,000,000 tablets 

unit at a cost  of Rs.5.78 each from the State Pharmaceutical Manufacturing 

Corporation due to delay in the above emergency procurement. For that order, 

the order was placed 10 days before the date the pharmaceutical was to be 

supplied, and accordingly, sufficient and reasonable time had  not been given 

to the Manufacturing Corporation to manufacture and supply the 

pharmaceutical. After the State Pharmaceutical Manufacturing Corporation 

started supplying the above pharmaceuticals  in January 2023 and supplied 

622,100 tablets, the pharmaceuticals  were received by the Medical Supplies  

Division  under the emergency procurement which was carried out at a high 

cost. 

 

(e)      Not even a unit of pharmaceutical had been received through the procurements 

for the year 2022 and, after the delay in importing and supplying 

pharmaceuticals through emergency  procurement, the Medical Supplies 

Division  had resorted to procure the  pharmaceuticals from the  local 

manufacturer of the government. 

 

27. Miconazole oromucosal gel 40 g Tube/Container (SR No. 01001801) 

------------------------------------------------------------------------------------  

(a) This order dated 15 February 2020, with an estimated value of Rs.4,814,370, 

was received by the State Pharmaceuticals  Corporation on 21 February 2020 

as the normal order for the year 2021. According to this order, 20,000 units on 

04 January 2021 and 13,000 units on 01 June 2021 were to be supplied. For 

this procurement, the Corporation had invited bids on 03 May  2020 through 

the Global  Tender and the bidding had been completed on 16  June 2020. 

Two bidders had appeared  for this procurement and the bids were evaluated 

by the Technical Evaluation Committee on 06 November  2020. According to 

the letter of the Director of Medical Supplies dated 23  April 2020, the 
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Medical Supplies Division had increased the quantity of this order to 43,750 

units on 21 May 2020. Accordingly, 23,750 units should have been supplied 

on 04 January 2021 and 20,000 units on 01 June 2021. The Departmental 

Procurement Committee dated 16 December 2020 had selected the bidder who 

had  submitted the lowest price and the Procurement Committee had decided 

to purchase 22,000 units at a price of US$ 0.795 per unit for a total value of 

US$ 17,490 . The following observations are made in this regard.  

 

(i) The agreement to award the order dated 01 January 2021 to the 

supplier had been accepted on 05 January 2021  and there, although the 

supplier had requested to waive the inspection of the sample before the 

shipment, the approval had not been given. The Medical Supplies 

Division had revised the time table  of this order by the  email letters 

dated 28 January 2021 and 02 March 2021. Accordingly, as per the 

Indent DHS/NV/300/2021 dated 13 May 2021,  a number of 22,000 

units should have been supplied by 31 July 2021. However,  although 

the time of the order had been revised again in the letter sent by the 

Director of the Medical Supplies  Division dated 23 June  2021, the 

supplier had not agreed to it, and although the stock of pharmaceuticals 

had been supplied to the Medical Supplies Division on 31 March 2022, 

the relevant National Drug Quality Assurance Laboratory report had 

been received in  on  22 March 2023. According to the report, the 

Medical Supplies Division  and Maharagama Cancer Hospital were 

informed to withdraw the pharmaceuticals  immediately due to non-

compliance with British pharmaceuticals specifications. 

  

(ii) The Medical Supplies Division had distributed 17,561 packs of 

pharmaceuticals to government hospitals and institutions up to 18 

December, 2022 even at the time of the above notification on 22 

March 2023. Accordingly, although 8,198 packs of this pharmaceutical 

were withdrawn from use due to the failure of the quality, the 

remaining 13,802 packs were released for use by patients. It was 

further observed that the lives of the patients were put at risk by not 

conducting the quality tests of the pharmaceutical promptly and failure 

to take actions to  distribute the pharmaceuticals after obtaining the test 

reports. 

 

(iii) Actions had not been taken even by 08 November 2023 by the date of 

audit to recover an administrative charge of 25 per cent  along with the 

total unloading cost from the supplier as per condition 3.3 of the 

contract in respect of the failed stock in the above condition. 
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(iv) Despite 22,000 units imported from the above order had to be 

withdrawn due to failure of quality, the Departmental Procurement 

Committee dated 13 October 2023 had given approval to order the 

remaining 21,750 units which were not yet supplied in the order, from 

the same supplier on the basis of pre-shipment sample testing from an 

independent laboratory. 

 

(b) As per the emergency order dated 28 February 2023 with an estimated value 

of Rs.1,304,100 issued by the Medical Supplies Division,  a number of 7,500 

packs of the above pharmaceutical should have been supplied on 10 March  

2023 due to non-receipt of the normal orders in the years 2022 and 2023. It 

was not observed that information on calling quotations for this was available 

in the relevant file and according to the bid invitation the date was mentioned 

as  15 March, 2023 and the bid closing date was 17 March 2023 and it was 

observed that only 03 days were given for the bid. Only one bidder had 

submitted the quotations  for this and the Technical Evaluation Committee 

dated 28 March 2023 had informed  that bidder to be awarded the procurement 

and to negotiate a reduction in the offered price. The Procurement Committee 

dated 12 April 2023 had decided to award the procurement to the sole bidder 

as the bidder had agreed to reduce the price of a pack from Rs.1,600 to 

Rs.1,250. Nevertheless,  it was observed an increase of 619 per cent  in price 

as compared to the estimated unit cost. In the normal order made in the year 

2023, thus the price decided to buy this pack was Rs. 247.50, a price increase 

of 405 per cent was observed from the price of a unit of the normal order by 

deciding to buy pharmaceutical through an emergency order, and as a result, 

the additional cost to be borne was Rs. 7,518,750 .  

 

(i) According to the Indent No. LP/DHS/EP/3736/2023 dated 12 May 

2023, although this stock should have been supplied on 08 June 2023, 

the supplier had not obtained the Waiver of  Registration of the 

National Medicines Regulatory Authority even by then. 

 

(ii) During the computer system check even on 12  March 2024, the stocks 

related to this order had not been received.  Also, as a result it was 

announced a stock of 22,000 packs in relation to the order of the year 

2021 received on 01 April 2022 to be withdrawn  from use on 22   

March  2023, this pharmaceutical remained zero in stock from that date 

according to the Swastha  System in the Medical Supplies Division  

and at the National Level even  by the audit date of 12 March 2024. 
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28. Timolol Eye Drops 0.5% 5ml vial (SR No.00901702) 

------------------------------------------------------------------ 

The normal  order related to the year 2022 had not been executed and an order of 

80,000 units  of this pharmaceutical at an estimated cost of Rs.2,958,400 had been 

placed by the Medical Supplies Division on 25 March  2022. According to the order, 

40,000 units were expected to be obtained by 30 April 2022 and 40,000 units by 30 

June 2022 under Indian Credit Line. In the calling of  bids conducted in this manner, 

bids were submitted by 03 institutions and the bid was awarded to the tenderer who 

submitted the lowest price of US$ 12,960 at the price of US$ 0.162 per unit, subject 

to obtaining the Waiver of  Registration of the Pharmaceuticals Regulatory Authority 

for the pharmaceutical. The supply schedule related to this procurement had been 

revised by the Medical Supplies Division and the supplier had been informed in this 

regard through an email letter dated 08 June 2022. According to that, although 40,000 

units should have been supplied immediately and the remained within 02 months, it 

was not possible to get the supplies accordingly. Although this procurement was done 

as an emergency procurement with the aim of obtaining stock immediately, the 

Waiver of Registration of  National Medicines Regulatory Authority for the supplier 

had been issued on 26 September 2022. Accordingly, the Indent No. 

DHS/ICL/IG/296/22 dated 27 September 2022 was issued and 40,000 units of 

pharmaceutical should have been supplied by  30 November 2022 and  31 December 

2022. However, this stock was received at the same time by the Medical Supplies 

Division on 30 May 2023 after a delay of 06 months from the date of requesting  of 

the stock in that Division. 

 

29. Nepafenac Ophthalmic Suspension 0.1per cent 3ml - 5ml vial (SR No.00903201) 

-------------------------------------------------------------------------------------------- 

Even though it was expected to receive   87,500 units of the above pharmaceutical 

with regard to  the normal order of 2021, considering the decrease in demand for the 

pharmaceutical due to the Corona epidemic, it had been  decided to receive  only 

30,000 units on 08 April, 2022 and to suspend the import of the remaining 57,500 

units. It was observed that a normal order related to the year 2022 had not been 

executed. As per the above order dated 25 March 2022, a number of 45,000 vials of 

this pharmaceutical had been requested at an estimated cost of Rs.45,000,000 in 

anticipation of purchase under India Loan Line. Under this, 22,500 vials were 

expected to be received on 30 April 2022 and 22,500 vials on 30  June 2022. Tenders 

were invited in this regard through a newspaper advertisement and from registered 

Indian suppliers and only 04 days were given during the invitation of bids. 

Accordingly, only one bidder had submitted bids. The Technical Evaluation 

Committee Report dated 22 April 2022 had been given and 21 days had been spent 

for it from the date of opening of bids. The Departmental Procurement Committee had 

met on 25 April 2022 and had decided to negotiate with the sole bidder. Accordingly, 

since the supplier had agreed to reduce the bid price from Rs.670 to Rs.636.50 per 

unit, it had been decided to award the bid for US$ 95,791.50 for 45,000 units at US$ 

2.1287 per unit. Indent No. DHS/ICL/AMS/186/2022 was issued on 31 December 
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2022 and  a number of 22,500 vials had to be supplied on 31 October 2022  and 

22,500 on 31 December 2022. However,  the related vials of pharmaceutical were 

received by the Medical Supplies Division on 30 May 2023 after a delay of 07 

months. The following matters  were observed in this regard. 

 

(a)     The opportunity to get competitive prices for the bid was lost by giving a short 

period of 04 days for inviting bids.  

  

(b)      Due to non-execution of normal  orders related to the years 2021 and 2022 and 

decision to award the bid to the only bidder who submitted bids, an increase of 

338 per cent was observed compared to the price of the last normal  order 

because it had to award the bid at US$ 1.6438 higher than the previous supply. 

 

(c)      Even though a bid of Rs.670 had been submitted for the above  bid, the bid 

had been  awarded to the same bidder due to the agreement to reduce the price 

to Rs.636.50,  the actual cost of Rs.668.59 per unit had to be incurred because 

it had to pay  in dollar terms. Accordingly, it was observed that it was not 

possible to save the amount expected to be saved by awarding the bids.  

 

30. Epirubicin HCL Ing 10mg vial (SR No. 01201201) 

       --------------------------------------------------------- 

(a) Activities had been commenced to purchase a  number of 250 units in relation 

to this pharmaceutical  under the normal order of 2022 and despite the 

procurement was stopped as per the letter dated 23 September 2021 from the 

Director of the Medical Supplies Division, the Medical Supplies Division had 

made a request through the system to  the State Pharmaceuticals Corporation 

on 25 March 2022 to purchase under the Indian Credit Line. Accordingly, it 

was stated that it was necessary to obtain the stock of pharmaceuticals on 01 

October 2022, and according to the procurement notice on  26 March  2022, 

the calling quotation  was completed on 31 March 2022. When the bids  were 

opened on that day, only one supplier had submitted the quotation  and  the 

certificate of National  Medicines  Regulatory Authority had not been  

obtained. The Technical Evaluation Committee report of the procurement was 

submitted on 26 April 2022 and the Procurement Committee met on the same 

day. In this procurement, only 4 days were given to submit the quotations  and 

almost a month was spent to evaluate the bids. Therefore, it was observed that 

it was not possible to get competitive suppliers. The Minor Procurement 

Committee had decided to reduce the bid price of Rs.6,700 per unit submitted 

by the supplier and accordingly, decided to reduce the price to Rs.6,365 per 

unit. The estimated price of this pharmaceutical was Rs. 667.09 and it was 

observed that this supply price is an increase of 854 per cent of that price. 

According to the Technical Evaluation Committee and the Procurement 

Committee, the nearest purchase price of the pharmaceutical was Rs.608. The 

Procurement Committee had decided to purchase 250 vials at Rs.6,365 on 15 
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June  2022, fifty  days after the original procurement. It was observed that the 

Procurement Committee had worked in a slow manner regarding the 

procurement of this pharmaceutical  and the tender offer letter to the relevant 

supplier was made on 25 July  2022 that is  more than a month after the 

procurement and the relevant supplier accepted the offer on 26 July 2022. It 

was observed that the Procurement Committee had forwarded the Indent to the 

relevant manufacturer on 07 September 2022 and it was after the expiry of 

nearly 03 months after the procurement. Even though the selected bidder for 

this pharmaceutical  had obtained the Waiver of Registration of the National  

Medicines Regulatory Authority, due to the Authority which had  issued this 

certificate had transferred the  responsibility regarding the quality, safety and 

efficacy of this pharmaceutical  to the Technical Evaluation Committee and 

the Procurement Committee,  the institution  had ruled out  from its 

responsibility. 

 

(b) It had been requested through the system on 16  November  2022 to obtain 

500 vials of the above pharmaceutical for the normal  requirement of the year 

2023 and the request  was made in writing on 22 November 2022. When the 

Medical Supplies Division submitting this request, it had informed that 300 

vials need to be obtained by 12  January 2023 and 200 vials by 12 April  2023. 

A quotation was called on 13 February 2023 for obtaining these 

pharmaceuticals and although 11 days were given for it, about 10 weeks were 

spent for the procurement decision. The Procurement Committee had decided 

on 09 May 2023 to purchase 500 vials of injection at a cost of Rs.1,687 per 

vial at a total cost of Rs.843,500. It was a price increase of 150 per cent 

compared to the estimated price of Rs.676. It is stated that there was no any 

stock in the Medical Supplies  Division or nationally by the time this 

Procurement Committee met on 09 May 2023 and the supplier should also 

have obtained the Waiver of Registration (WOR) from the National  

Medicines Regulatory Authority. This procurement had been  offered on 02 

June 2023 and by that time, 03 weeks had elapsed since the decision of the 

Procurement Committee was received. An Indent had not been issued for this 

even by 15 November 2023.  

 

Subsequently, according to the order dated 02 February  2023 the Medical 

Supplies Division had stated that 175 injections of this pharmaceutical  need to 

be purchased by 15  February 2023. Accordingly, the bidding process was 

commenced  on 15 February  2023 and closed on 17 February 2023 to procure 

this pharmaceutical as an emergency purchase. Although only 03 days were 

given for the quotation, the procurement decision was given on 21 March 

2023, more than a month was spent for the procurement. The following 

matters were further observed in this regard. 
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(i) Even though the supplier who had  submitted the second lowest price 

was approved to purchase 175 vials of injection for Rs.3,040 per  each 

totaling to Rs.532,000 based on a Waiver of Registration of the 

National  Medicines Regulatory Authority, it was observed that this  

procurement price was  a Rs.349 per cent price increase more than  its 

estimated price of  Rs.676.  

 

(ii) According to the Indent dated 21 April  2023, although these 

pharmaceuticals had to be received on 28  May 2023, it was observed 

that they were received on 04 August  2023. It was informed that the 

supply of pharmaceuticals could be done within 02 weeks in 

accordance with the bid documents given by the selected bidder in 

relation to this emergency procurement and although the procurement 

was offered taking this into consideration while selecting the supplier, 

the supply was delayed for more than 02 months from the date on 

which the stock was to be supplied. 

 

(iii)  In case of failure of the performance of the contract in accordance 

with the Guideline 5.4.10(b) of the Government Procurement 

Guidelines,  although a performance security is to be furnished and a 

performance security is required to be obtained as per clause 6 of Part 

Two of the bid invitation in order to protect the integrity of the 

procurement in the event of failure of contract performance,  due to the 

fact that 10 per cent of the value to be paid to the supplier has been 

asked to be retained for up to 30 days after the completion of the 

supply instead of getting a performance security as per the 

recommendation of letter No. SH/PSRP/01/SPC/2021 dated 10 January 

2023 of the Secretary, Ministry of Health, actions had not been taken 

to obtain a performance security. 

 
 

(iv) Even though the Waiver of Registration No. 

NMRA/EA/WOR/MED/SPC/03/025/23 dated 09 June 2023 had been 

received, it was   observed in audit that the by transferring the 

responsibility for the quality, safety and efficacy of the procurement of 

this pharmaceutical to the related Technical Evaluation Committee and 

the Procurement Committee by the  National  Medicines Regulatory 

Authority, which issued this certificate had ruled out from its 

responsibility. 

 

(c) A request had been  made on 30 January  2023 for the emergency purchase of 

250 vials of the above pharmaceutical by the Medical Supplies Division. For 

this, the Health Emergency Procurement Committee had been  appointed on 

22 March  2023 and bids were invited on 27 March  2023 and only 03 days 

were given to submit bids. The Technical Evaluation Committee had 
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evaluated the bids on 24  April 2023, almost 03 weeks after that. The National  

Medicines Regulatory Authority certificate had  not been obtained for all the 

06 suppliers who appeared for this procurement and 02 institutions had 

submitted the National  Medicines Regulatory Authority Certificate (NMRA 

Manufacturing Site Approval) and out of them 20 days from the date of 

evaluation of bid that is on  12 May 2023, the Ministry of Health Emergency 

Procurement Committee had given the decision to purchase 250 units at 

Rs.2,948 per unit to the institution that submitted the lowest price. This 

procurement price had increased by 336 per cent as compared to its estimated 

price of Rs.676. In the Procurement Committee dated 12 May 2023, even 

though it had been mentioned that there is no stock of this item and as a result  

the procurement should be done without delay, as per the above procurement 

decision, an Indent had been  issued on 16 June  2023 that is  more than a 

month after the procurement. Even though the Waiver of  Registration related 

to this order had been requested on 04 September 2023, there was no 

information in the file that it had been received. However, according to the 

Indent, although the pharmaceuticals  should have been received by 30 July 

2023, the stock of injections had not been received until the audited date of 06 

October 2023. According to the Swastha System, these stocks had not been 

received even by  11 March 2024 . 

 

(d) The Medical Supplies Division had placed an order for 1,500 units of the 

pharmaceutical on 25 May 2023, and the Health Division Emergency 

Procurement Committee had appointed on 15 June 2023 in anticipation of 

purchasing under Indian Credit Line. The acceptance of bids was completed 

on  16 June 2023 and Technical Evaluation Committees had been  held on 27 

June, 2023. The Procurement Committee had met on 28 June  2023 and the 

Emergency Procurement Committee had decided to award the procurement to 

the organization that submitted the second lowest price out of the 06 suppliers 

who had the certificate of the National  Medicines Regulatory Authority. 

Accordingly, it was decided to purchase  1,500 injections at Rs.1,500 per 

injection. It was observed that it was a 122 per cent higher price increase as 

compared to the estimated price of Rs.676. Although this was an emergency  

procurement, the Indent thereon  was issued on 07 September 2023, after a 

delay of 2 months the procurement decision was received. According to the 

Indent,  although these pharmaceuticals were to be delivered on 11 December 

2023, the stock was received on 19 February 2024 after a delay of 02 months . 

According to the above facts, a slow form was observed in the process of 

purchasing these pharmaceuticals , even though it was seen as an urgent need. 
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31. Natamycin Ophthalmic Suspension 5% in 15 ml Dropper Bottle (SR No.00904901) 

--------------------------------------------------------------------------------------------------- 

(a) A normal  order related to the year 2022 was not executed and according to  

the order dated 25 March 2022 it had been expected to procure 19,000 vials of 

pharmaceutical at a total cost of Rs.6,659,120 on 30 April 2022 and 9,500 

units each on 30 June 2022 under the Indian Credit Line. In this regard, the 

bids were called on 26 March 2022 and opened on 31 March  2022. Only one 

supplier had submitted bids and as there was a huge difference between the 

estimated price and the previous delivery price of bid price per unit as per the 

decision of the Technical Evaluation Committee dated 26 April 2022 and the 

decision of the Departmental Minor Procurement Committee dated 27 April 

2022, actions had been taken to negotiate   with the supplier.  

 

(i) The calling for quotation  was implemented as an emergency 

procurement and it was observed that due to providing  a short period 

such as  04 days for the calling of bids, this procurement was not 

directed towards proper competition. The supplier had agreed to reduce 

the price per unit from Rs.970 to Rs.893 and the Procurement 

Committee dated 15 June 2022 had decided to purchase 19,000 vials at 

US$ 2.99 per unit for a total cost of US$ 56,810 at that price. As a 

result, it  had to pay 248 per cent more per unit than the last nearest 

purchase price and 154 per cent  higher than the estimated unit price. 

 

(ii) Despite the  bids were invited as an urgent purchase and the bidder was 

informed that they could supply within 14 days of submitting the bid, 

as it was informed that 9,500 units should be supplied on 30 November 

and 30 December 2022 as per the Indent dated 31 October 2022 the 

audit did not observe this procurement as emergence. However, it was 

observed that the stock of pharmaceuticals had not supplied on the 

above  dates and, the stock of pharmaceuticals was supplied 

simultaneously on 04 April 2023 after a delay of about 04 months. 

 

(iii) Even though the bid related to the above procurement was presented in 

rupees, it was observed that due to having to pay in US dollars, it had 

to pay Rs.990.82 per unit. Due to this, it was not possible to get the 

expected savings and it had to pay Rs.97.82 more than the deducted 

bid price, that is  the total value of  Rs.1,858,580 .  

 

(b) According to the order dated 15 November 2022 regarding the purchase of 

10,000 units of this pharmaceutical under the normal  order of 2023, it was 

expected to procure 10,000 units of pharmaceutical as 5000 units each at a 

total estimated cost of Rs.3,504,800 on 10 January  2023 and 03 April 2023. 

Bids were invited in this regard  on 21 December 2022 and the bidding had 

been  closed on 05 January  2022. Accordingly, two bidders had submitted the 
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prices and the Departmental Procurement Committee dated 23 January 2023 

had decided to award to  the lowest bidder who submitted  Rs.750 vials of 

pharmaceutical with a shelf life of 18 months at a total cost of Rs. 7,500,000. 

The unit price of the bidder was observed to be 113 per cent higher than the 

estimated unit price. However, the bid  awarding  letter dated 20 February  

2023 had been sent by fax and accordingly it was stated that 5,000 units should 

be supplied immediately and the remaining 5,000 units after 02 months. 

According to the letter dated 01 March 2023 sent by the institution, it was 

informed that 5,000 units will be supplied in May 2023 and the remaining 

units will be supplied within 60 days after payment for the first stock. It was 

observed during the audit that due to the delay in settling the bills of Rs. 437.7 

million for the pharmaceuticals purchased from 2018, the above supplier had 

delayed the supply of pharmaceuticals. At this time, it was observed that the 

pharmaceuticals in the Medical supplies Division  were in zero condition and it 

was observed that this stock shortage situation continued until the 19,000 units 

of pharmaceuticals given in relation to an order in 2022 receive on 04 April  

2023. According to the Swastha Computing System, an  Indent had not been  

issued in relation to the above order even by  12 March 2024. 

 

32. Chlorambucil Tabs BP/usp 2mg (SR - 01200201) 

         --------------------------------------------------------- 

(a) An order dated 25 March 2022 had been submitted to the State 

Pharmaceuticals Corporation for the purchase of 30,000 tablets of this 

pharmaceutical under the Indian Credit Line with an estimated value of 

Rs.10,309,500 as the annual requirement of the year 2022.  A number of  

10,000 tablets each were to be supplied on 01 April  2022, 31 August  2022 

and 30 November  2022. Bids were invited on  26 March  2022  for this 

procurement. Two bidders had appeared for the procurement and the 

Technical Evaluation Committee had evaluated the bids on 31  March 2022. 

The Departmental Minor Procurement Committee dated 27  April 2022 had 

selected the lowest bidder who did not have a valid registration with the 

National Medicines Regulatory Authority and informed to obtain approval for 

supply of pharmaceuticals under the Indian Credit Line. 

 

(i) Even though the selected bidder for this pharmaceutical  had obtained 

the Waiver of  Registration from the National  Medicines  Regulatory 

Authority, it was the observed in audit that the Authority, which issued 

this certificate, had ruled out  from its responsibility by transferring  

the responsibility regarding the Quality, Safety and Efficacy of this 

pharmaceutical to the Procurement Committee and the Technical 

Evaluation Committee. 
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(ii) The State Pharmaceuticals Corporation had sent an email on 02 June 

2022 asking for the agreement to supply pharmaceuticals under the 

Indian Credit Line and a period of 36 days had been spent for that from 

the procurement decision. The Procurement Committee dated 15 June 

2022 had approved the purchase of a tablet for Rs. 551 equivalent to  

US$ 1.84 after the supplier had agreed to reduce the price by 5 per 

cent. The order awarding  letter was issued on 25  July  2022 and a 

period of 40 days had elapsed since the procurement approval. 

 

(iii) Even though 30,000 tablets had to be supplied by 30 November 2022 

as per the Indent, the stock of pharmaceuticals had been  supplied to 

the Medical Supplies  Division on 19  May 2023. Nevertheless, the 

Swastha  Computer System had  not been updated regarding the stock 

receipts even by 12 March 2024,. Due to non-delivery of the stock of 

pharmaceutical related to this order on the proper date, it had to 

arrange  an emergency purchase for that year. 

 

(b) The emergency order of 2,500 units of this pharmaceutical with an estimated 

value of Rs.859,125  issued by the Medical Supplies  Division   had been 

submitted to the Corporation on 28 June 2022  due to  not receiving  the 

pharmaceuticals  ordered under the Indian Credit Line within the given time 

frame. By now, according to the MSMIS  Computer System, the stocks of the 

Medical supplies Division  were at zero. It had been decided to re-bid due to 

lack of a registration certificate and non-submission of samples by both the 

suppliers who appeared  for the procurement.The following observations are 

made in this regard. 

 

(i) As this pharmaceutical is given to cancer patients as well  and also the 

hospitals currently do not have stock and also it was stated in the bid 

document that the previous supplier can supply the pharmaceutical  

within 15 days, the bid price of Rs.3,100 per tablet was reduced to 

Rs.2,000 in negotiation  with that supplier and the approval was given 

by the Health Sector Emergency Procurement Committee dated 16 

August 2022. It was observed that the unit cost of this supplier's 

emergency procurement was 262 per cent higher than the previous  

procurement unit cost and 482 per cent higher than the estimated unit 

cost. 

 

(ii) Although it was an emergence  purchase, the Indent was issued to the 

supplier on 30 August 2022 after a delay of 15 days from the 

procurement decision. Accordingly, although it was stated that 2,500 

tablets of the pharmaceutical should be supplied on 05 October 2022, 

this pharmaceutical was received by the Medical Supplies  Division  

on 15  November 2022, after a period  of one month. 
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(iii) Even though the Technical Evaluation Committee had rejected both 

the suppliers, and also the Procurement Committee had considered 

only the ability to supply the pharmaceutical in 15 days while selecting 

the bidder, it had taken 89 days from the date of the procurement 

decision for the supplier to supply the pharmaceutical to the Medical 

Supplies Division. 

 

(iv) It was observed that the manufacturer of both the bidders was the same 

Indian company and due to the fact that the lowest bidder who was not 

selected  had informed that he could supply the pharmaceutical  within 

a period of 45 days from the date of opening of the Letter of Credit 

though he was rejected,  it was observed that the selected supplier had 

not supplied within 15 days and the State Pharmaceuticals  Corporation 

had given a period of 35 days while issuing the Indent. Accordingly,  a 

sum of Rs.5,000,000 had to be spent for 2,500 tablets and the 

additional cost that the government had to spend by not selecting the 

lowest bidder was Rs.3,618,025 . 

 

(v) Although an emergency procurement was resorted due  to not 

receiving  the annual requirement order within the planned time,  it 

was observed that the same order had been awarded to the supplier 

who had awarded the annual order, and it was observed that the main 

order was deliberately delayed and resorted to an emergency 

procurement. 

 

(vi) Even though the bidder was selected by the decision of the 

Procurement Committee dated 16 August  2022 subject to checking the 

quality of the pharmaceutical, since this pharmaceutical could not be 

checked in the laboratory belonging to the State Pharmaceuticals  

Corporation, a request was made in writing  to check it in the National  

Medicines Quality Assurance Laboratory and, an amount of 

Rs.427,348 had been paid to the State Pharmaceuticals Corporation by 

the supplier for that  on 20 March 2023. However, the aforesaid 

laboratory had informed that this pharmaceutical cannot be tested 

because it is a cytotoxic pharmaceutical  to living cells. Accordingly, 

the State Pharmaceuticals Corporation had submitted a proposal to the 

Procurement Committee on 26 June  2023 to remove these conditions. 

The Emergency Procurement Committee of Health Sector had decided 

to cancel the condition of testing a sample due to the fact that the 

stocks of pharmaceuticals had been received by the Medical Supplies 

Division in November 2022 and were currently being used in hospitals. 

Even though the selected bidder had obtained the Waiver of 

Registration of the National  Medicines Regulatory Authority, the 

Authority, which issued this certificate has transferred the 
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responsibility on the quality, safety and efficacy of this pharmaceutical  

to the  Procurement Committee and Technical Evaluations Committee, 

the audit observed that the institution  has ruled out  from its 

responsibility and  it was further observed that this pharmaceutical  

was used without any quality check and due to this, the damage or 

effect caused by the use of this pharmaceutical which was given to 

cancer patients could not be checked during the audit. 

 

(c) Due to the fact that the annual order for 2023 had not been received by 

January 2023, the Medical Supplies Division had forwarded an order to the 

State Pharmaceuticals  Corporation on 30  January 2023 to purchase 7,500 

tablets of the above pharmaceutical with an estimated value of Rs.2,577,375 as 

an emergency order. Accordingly, 7,500 tablets should have been supplied on 

01 February 2023. The quotations were called for this procurement on  27 

March  2023 and about 04 days were given for it. It was observed that a period 

of 55 days had been spent for calling the quotations from the date of 

submission of this order. Four  bidders had submitted quotations for the 

procurement. However, the relevant Technical Evaluation Committee was 

appointed by the Ministry of Health on 20  April 2023. The following 

observations are made in this regard. 

 

(i) The Health Sector Emergency Procurement Committee dated 12 May 

2023 had selected the third lowest bidder who did not have a valid 

National Medicines Regulatory Authority Certificate However, bearing 

approved Manufacturing Site Approval of the National Medicines 

Regulatory Authority  and the bid for the  annual order 2023  had  also 

been awarded to the Indian manufacturer of that local agent. However, 

the file did not include the information on a certificate of  Waiver of  

Registration of the National Medicines Regulatory Authority was 

received even by the date of audit, 26 September  2023. 

 

(ii) The Indent dated 22 June  2023 had been  issued 39 days after the 

decision of the Procurement Committee and accordingly, although 

7,500 tablets of this pharmaceutical  should have been supplied on  24 

July 2023,  the stock of this pharmaceutical  had not been received  to 

the Medical Supplies  Division  according to the Swastha System even 

by 11 March 2024, the date of audit.  

 

(d) The order for the purchase of 5,000 tablets at an estimated cost of 

Rs.1,718,250 using the money given by Foreign Employment Bureau to 

Ministry of Health to purchase  cancer items for cancer patients in government 

hospitals, had been issued to the State Pharmaceuticals  Corporation on 02 

February 2023. Accordingly, the quantity of 5,000 tablets should have been 

supplied by 15 February  2023. Bids were invited for this procurement on  15 
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February 2023 and 3 bidders submitted their prices. The Technical Evaluation 

Committee had evaluated the bids on 24 February 2023, and the Health Sector 

Emergency Procurement Committee dated 09 March 2023 had rejected the 

bidder who had submitted the lowest price due to  submitting of  2 bids and 

the bidder who submitted the second lowest price had been selected as  the 

successful  bidder. The  Indent related to this  was issued on 21 April  2023 

and accordingly, 4,980 tablets should have been supplied on 26 May 2023. 

However, according to the Swastha System, the stock of pharmaceuticals had 

not been received  even by 11  March 2024, the  date of audit.  

 

33. Epirubicin Hydrochoride Injection 50 mg (SR No. 01201202) 

---------------------------------------------------------------------------- 

(a) A normal  order of 2022 had not been executed and the Medical Supplies 

Division had ordered through the System on 25 March 2022 to the State 

Pharmaceuticals  Corporation to procure 1,000 units of this injection by 01  

December 2022. The procurement process had been commenced on  26 March 

2022 to purchase under the Indian Credit Line and only 04 days had been  

given for inviting bids. Bid  opening and evaluation  was done on 31 March 

2022. For this, three suppliers had submitted the quotations and the 

Departmental Procurement Committee dated 26 April 2022 had decided to 

award the bid to the supplier with NMRA certificate for the respective 

pharmaceutical for a total value of US$ 18,000 that is Rs.6,498,000 for 

injections at US$ 18 each. The previous nearest price was Rs.1,460 for an 

injection. The bid price of a pharmaceutical unit was Rs.6,498 and the 

estimated price of a  unit of pharmaceutical was  Rs.1,325, it was observed 

that the procurement  was given at a price 390 per cent higher than the 

estimated price. An Indent dated  31 August 2022 had been issued and 

according to that,  although the stock of pharmaceuticals should have been 

supplied on 30 November 2022, it had been received on 07 March 2023. 

Although the bid related to the above procurement was submitted in rupees, it 

was observed that, though the bid price was Rs.6,498 per unit, it  had to pay 

Rs.6,637.86 per unit due to having to pay in US$ term.  

 

 (b) The Medical Supplies Division had informed the State Pharmaceuticals  

Corporation through the system on 16 November 2022 about the normal  order 

required for the 2023 requirement of the above pharmaceutical. The related 

written request was made on 22 November 2022 and according to the order, 

2,000 vials of injection were expected to be procured by 12 January 2023 and 

12 April 2023. The Departmental Procurement Committee of the State 

Pharmaceuticals Corporation had called for limited quotations from registered 

suppliers on 22 February 2023. The decision of the Departmental Procurement 

Committee had been  given on 15 June 2023 and it was decided to purchase 

4,000 vials of injections at a total cost of US$ 30,000 at US$ 7.50 per each 

injection. Accordingly, the bid price of a vial of injection was Rs.2,529.65 and 
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thus the estimated price was Rs.1,446.76,  the bid was awarded at a price 74 

per cent higher than the estimated price in this procurement. According to the 

Swastha Computer System, the Indent  had not been issued even by  11 March 

2024. According to the Swastha  Computer System, the Indent pertaining to 

this procurement had not been issued even  by 11 March 2024 . 

 

 (c) Due to non-availability of pharmaceuticals for the normal procurement 

executed  in 2023 for the purchase of these injections,  the Medical Supplies 

Division had submitted an Indent as an emergency procurement on 30 January  

2023 for the purchase of 2,000 units of this injection. The procurement 

activities had been started on  27 March 2023 and the bids were opened on 30 

March  2023. Six suppliers had submitted their quotations. After a period of 

03 weeks from that date, the quotations were submitted to the Evaluation 

Committee. It was decided to buy 2,000 injections for Rs.8,840,000 from the 

supplier who offered the third lowest price at Rs.4,420 per injection. The bid 

had been awarded at a price 205 per cent higher than the estimated price thus  

the estimated price of a vial of injection was Rs.1446.76. According to the 

Indent, although  these injections should have been received by 26 July 2023, 

a Waiver of  Registration of the Pharmaceuticals Regulatory Authority was 

requested on  13 July  2023 and there was no evidence  that they were received 

until the  date of audit . The respective stock of pharmaceuticals  had not been 

received  even by 11 March  2024 . 

 

(d) A request had been made through the System on 02  February 2023 to obtain 

1,350 vials of injections as an emergency purchase in the event that 

pharmaceuticals  for 02 orders of 2023 were not received and,  the 

procurement activities were commenced  on 15 February 2023 and bids had 

been  opened on 17 February 2023. On the same day, the recommendation was 

given to the Price Evaluation  Committee. Only three suppliers had submitted 

bids and none of them had submitted the NMRA certificate. Only the 

company that submitted the second lowest price had submitted Manufacturing 

Site Approval and the Emergency Procurement Committee which met on 05 

March 2023 agreed to purchase 1,350 vials at Rs.5,098 for Rs.6,883,218 and 

the bid had been awarded on the conditions of a price revision and submission 

of  Waiver of Registration from the National  Medicines  Regulatory Authority 

subsequently. The Indent  had been  issued on 21 April 2023 after elapsing of 

06 weeks. It was observed that the bid  had been awarded  at a price of 252 per 

cent higher than the estimated price thus the estimated price of a unit of this 

pharmaceutical  was Rs.1446 .  

 

(i) It had been informed in accordance with the bid documents given by 

the selected bidder in relation to this emergency procurement that, the 

supply of pharmaceuticals could be done within 02 weeks and it was 

observed that this had been taken into consideration while selecting the 
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supplier. According to the Indent, 1,350 vials for  Rs.5,098 each should 

have been supplied by 28 May 2023 at a cost of Rs.6,883,218. 

However, since  the pharmaceuticals were received on 14 August 

2023, the supply had delayed by about 10 weeks from the date the 

stock was supposed to be supplied.  

 

(ii) Although a performance security  should  be furnished and a 

performance security should  be obtained as per Section 6 of Part Two 

of the Bid Invitation  Document in order to protect the  procurement  

entity in the event of failure of contract performance, in term of  

Guideline 5.4.10 (b) of the Government Procurement Guidelines, due 

to the fact that 10 per cent of the value to be paid to the supplier has 

been informed  to be retained for up to 30 days after the completion of 

the supply instead  of obtaining a performance security on the 

recommendation of the Secretary, Ministry of Health letter No. 

SH/PSRP/01/SPC/2021 dated 10 January 2023, actions had not been 

taken to obtain a performance security. 

 

(e) A quotation was called  on 14 June 2023 as an emergency purchase that had 

been applied for through the System on 25 May  2023 for the purchase of 

6,300 units of this pharmaceutical and the Technical Evaluation Committee 

had given recommendations on 22 June 2023. According to the 

recommendation of the Technical Evaluation Committee, the Emergency 

Procurement Committee had decided to award the bid  at Rs.5,100 per vial to 

the bidder who is the only bidder holding a valid NMRA certificate as per the 

procurement decision dated 28 June 2023.  Even though it was implemented 

as an emergency purchase under the Indian Credit Line and also the stock of 

pharmaceuticals should have been received on 11 December 2023 according 

to the Indent issued on 08 September 2023 that is after 09 weeks of the 

procurement decision, the stock was received after 02 months according to the 

Swastha Computer System. 

 

34. Tropicamide 0.8% with phenyl Phrine hyarochooloride 5% eye drops 5ml dropper 

bottle (SR No. 00901501) 

------------------------------------------------------------------------------------------------------- 

Due to non-receipt  of part of the 2023 annual order of this pharmaceutical  by 

January, an emergency order dated 28 February 2023 for 10,500 units of 

pharmaceuticals with an estimated value of Rs. 2,261,175 issued by the Medical 

Supplies  Division was received on 01 March 2023 to the State Pharmaceuticals 

Corporation. This order was supposed to be delivered on 10 March 2023. For this 

purpose, bids were invited on 15 March, 2023 and the bidding was completed on 17 

March 2023. However, the related technical evaluation committee was appointed on 

27 March 2023. The Health Sector Emergency Procurement Committee held  on 12  

April 2023 selected the third lowest bidder as the successful  bidder as the two lowest 
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bidders did not have valid registration certificates out of three bidders. The following 

matters  were observed in this regard.  

 

(a)     It was informed that the pharmaceutical could be supplied within a week in 

accordance with the bid documents provided by the selected bidder in relation 

to this emergency procurement, and it was observed that this was taken into 

consideration while selecting the supplier. The Indent was issued on 12 May 

2023 regarding the aforesaid procurement and the stock was to be delivered on 

18 May 2023.However, the consignment was received by the Medical 

Supplies Division on 20 September 2023. Accordingly, the stock was supplied 

with a delay of 125 days from the date it was supposed to be supplied.  

 

(b)     Although a performance security should be furnished and a performance 

security should  be obtained as per Section 6 of Part Two of the Bid Invitation  

Document in order to protect the  procurement  entity in the event of failure of 

contract performance in term of  Guideline 5.4.10 (b) of the Government 

Procurement Guidelines, due to the fact that 10 per cent of the value to be paid 

to the supplier has been informed  to be retained for up to 30 days after the 

completion of the supply instead  of obtaining a performance security on the 

recommendation of the Secretary, Ministry of Health letter No. 

SH/PSRP/01/SPC/2021 dated 10 January 2023, actions had not been taken to 

obtain a performance security. 

 

(c)      Even though it had been stated in  the supplier's valid registration certificate 

issued on 21 September 2022 that the maximum retail price at which this vial 

should be sold was  Rs.650, a vial was supplied at Rs.900, in this supply. The 

estimated price of a vial was Rs.215.35 and the previous supply price was 

Rs.299.42, and since the price of a vial was Rs.900 during the emergency 

purchase, the emergency purchase price was 318 per cent higher than the 

estimated price and 200 per cent higher than the previous supply price. 

 

35. Brinzolamide Eye drops 1per cent in 5 ml dropper bottle (SR No. 00903001) 

----------------------------------------------------------------------------------------------- 

The order with an estimated value of Rs.34,260,000 was received as the annual 

requirement for the year 2022 to the State Pharmaceuticals Corporation on 25 March 

2022. According to this order, 40,000 vials were to be supplied on  30 April 2022 and 

30 June 2022 each. Bids were invited on 26 March  2022 and closed on 31 March  

2022 for purchase under Indian Credit Line for this procurement. Only one supplier 

had submitted bids for the procurement. The Technical Evaluation Committee had 

evaluated the bids on 22 April  2022, and the Committee had noted that the bid price  

was  higher than the maximum retail price mentioned in the registration certificate of 

the National Medicines Regulatory Authority. After 22 days from the date of opening 

of bids, the bids were evaluated and the Departmental Procurement Committee dated 

28 April 2022 had informed to receive the consent to reduce the price with the lowest 
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bidder and offer the prices to be given in US Dollars. After 21 days of the decision of 

the Procurement Committee that is 19 May 2022, the Additional Secretary 

(Procurement) had given the approval and the letter was sent to the bidder inquiring 

about the agreement on 27 May 2022 after a delay of 30 days. From  the letter 

forwarded by the bidder on 07 June, 2023, it was agreed to exempt the bid price and 

reduce other local charges (Clearing and Local Component Charges) by 5 per cent 

and submit the price in US dollars. The aforesaid bidder had been selected as the 

bidder by the Departmental Procurement Committee dated  13 June 2022. Indent No. 

DHS/ICL/AMS/226/2022 had been  issued on 17 August 2022 in relation to that 

order. Accordingly, 40,000 units should have been supplied by 31 October 2022 and 

31 December  2022 each. Accordingly, the first stock of pharmaceutical  40,000  units 

had been  supplied to the Medical Supplies  Division  on 30 May 2023 after a delay of 

07 months. Although the remaining stock of 40,000 units should  have been  supplied 

by 31 December 2022,  it was supplied on 23 January 2024 . 

 

36. Bentomethasone sodium phosphate for eye, ear or nosal drop 0.1per cent in 5ml vial 

(SR No. 01000601)  

--------------------------------------------------------------------------------------------------- 

The order dated 15 November 2022 for the purchase of a number of 35,000 vials of 

this pharmaceutical with an estimated value of Rs.2,431,800 as the annual 

requirement for the year 2023 had been received by the State Pharmaceuticals 

Corporation on 17 November 2022. This order should have been supplied 17,500 

vials on 10 January 2023 and 03 April each. Bids were invited for this procurement on 

19 January 2023 and 3 bidders had appeared. The Technical Evaluation Committee 

conducted the evaluation on 14 February  2023 and the Departmental Procurement 

Committee dated 23 February 2023 had selected the lowest bidder with registration 

certificate . The following matters were observed in this regard. 

  

(a)      The Bidder had accepted the order on 16 March 2023 by the  order awarding  

letter dated 09 March 2023. The  Indent Number LP/DHS/NV/3665/2023 

pertaining to this order had been  issued on 23 March 2023. Accordingly, 

17,500 vials should have been supplied on 25 May 2023  and  05 August 2023 

each. However, a number of 16,927 vials as the first stock on 27  June 2023 

and 18,070 vials as the second stock on 27 September  2023 had been supplied  

to the Medical Supplies  Division. There was no written information in the file 

that delay charges were made for this. 

 

(b)      In checking the Swastha  System on 06 October 2023, it was observed that the 

above  order was included under  both the order receivable and order received 

sections and although a remaining receivable stock of 35,003  vials was 

shown, it was observed that there is no such a receivable stock. 
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(c)     The price per vial of this order had increased by 202 per cent higher than the 

estimated price and it had been increased by 287 per cent higher than  the 

price per vial of the order 2022 . 

 

37. Pralidoxime Chloride Injection 19/20 ml (SR No. 01601001) 

------------------------------------------------------------------------ 

This order dated 15 November 2022, with an estimated value of Rs.2,791,800 as the 

annual requirement of this pharmaceutical in the year 2023, was received by the 

Corporation on 24 November 2022. According to this order, a number of 12,000 vials 

were to be supplied on 10 January 2023. The quotations had been called from the 

registered and previous suppliers for this procurement on 16 February 2023 and the 

bidding was completed on 23 February 2023. Only one bidder had appeared  for the 

procurement and the bids were evaluated by the Technical Evaluation Committee on 

15 March 2023. Fifty four  days after the decision of the Technical Evaluation 

Committee that was  09 May 2023, the Departmental Minor Procurement Committee 

had informed to call for bids from the registered and previous suppliers again by fax 

and e-mail as the price of the bidder was extremely higher than the previous price and 

estimated price. After 105 days of the procurement decision, the re-bidding process 

had been commenced by the State Pharmaceuticals Corporation. Accordingly, the bid 

invitation letters had been sent by fax and email on 27 September 2023 and the bid 

invitation was completed on 10  October 2023. The Medical Supplies Division had 

not been able to complete the annual requirement for the year 2023 until October 

2023. It was observed that such a situation had arisen due to non-submission of orders 

within a proper time frame. 

 

38. Morphine Sulphate Injection 15mg/ml Ampoule (SR - 00000807) 

------------------------------------------------------------------------------- 

In the audit conducted regarding the determination, ordering, purchasing and 

utilization of the above pharmaceutical, the total estimate for the period from 2019 to 

2023 was 3,339,831 units and the No. of units ordered related to that period was 

3,083,344. However, it was revealed from the  MSMIS Data System that the amount 

received in relation to the years 2019, 2020 and 2021 was 1,999,988 units. The 

following observations are made in this regard.  

 

(a)    Although the estimated volume in  the year 2021 was 757,050 units, the 

annual order volume was 880,000 units. Accordingly, 122,950 units had been  

ordered exceeding the estimate. 

 

(b)    The estimated amount was 698,499 units in the year 2023, and the annual 

order amount was stated as 1,020,000 units and the annual order amount was 

46 per cent more than the estimated amount, that is  321,501 units. However, 

these orders had  not been supplied even by the date of audit.  
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(c) Bids were invited for the purchase of 460,000 units for the year 2023 and 

although it was mentioned according to the Indent dated 11 April 2023, a 

number of 250,000 units and 210,000 units should be supplied on 30 June and 

31 October 2023 respectively, actions had not been taken accordingly. 

 

(d)     Even though a normal order for 100,000 units and an emergency order for 

50,000 units of this pharmaceutical for the year 2022 had been placed with the 

State Pharmaceuticals Corporation according to the data provided by the 

computerized system of Medical Supplies Division, these orders had not been 

received even  by the date of audit. 

 

(e) The annual estimated amount was 651,971 units in the year 2022,  and the 

volume  of orders made on two occasions had been 150,000 units. It was also 

observed that this is a weak situation  of preparing estimates to order at a 

minimum percentage of 23 per cent of the estimated quantity.  

 

(f)    Arrangements had been made to order 100,000 units by the Order No. 

2022/SPC/N/R/P/00066 for the year 2022 and in this regard, although this 

order was shown in the computer system of the Medical Supplies Division it 

was also informed to the audit in writing that the State Pharmaceuticals 

Corporation (Import Division) had not received during the Covid-19 

pandemic. Accordingly, it was  observed in audit that the reliability of the 

information obtained by the Medical Supplies Division Computer System 

(MSMIS) could not be ascertained. 

 

(g)  In checking the stock data in the computer system (MSMIS) owned by the 

Medical Supplies Division, the Medical Supplies Division did not have any 

stock related to this pharmaceutical in the year 2022 and attention had not 

been drawn  to maintain a lowest  stock level. It was observed during the audit 

that this was an opportunity to resort  to emergency orders.   

 

(h)   The purchase of pharmaceutical was carried out under normal purchase in the 

year 2021 and according to the order, it had been decided to purchase 880,000 

units. It had been decided to get this order on 4 occasions and the following 

observations are made in this regard. 

 

(i) The price per unit was Rs.50.20 for the purchases made on 01 May  

2021 and the price of a unit had increased ranging from  Rs.92.44 to 

93.23 for the purchases made from 17August 2022  to 09 December 

2022 related to that order  and it was about a price increase of 86 per 

cent.  
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(ii) When comparing the dates of goods to be supplied related to this 

Indent with the dates of goods receipts, delays ranging from 3 months 

to 17 months were observed. 

 

(iii) The agreement to be signed with the supplier as mentioned in the 

Public Contracts Act No. 03 of 1987 had  not  been registered with the 

Registrar of Companies.   

 

(i) A number of 50,000 units of this pharmaceutical  had been purchased  under 

emergency purchases due to the need for continuous supply in the year 2022. In 

connection with this, the Order No. 2023/SPC/E/R/P/00442 had been issued and  

the Health Sector Emergency Procurement Committee had awarded bids for 

purchase of pharmaceuticals from Yaden International (Pvt.) Ltd. The following 

matters are observed in this regard.  

 

(i) Although the Technical Evaluation Committee had decided to purchase 

50,000 units for Rs.24,500,000 under the emergency purchase, even 

though it had been informed that a valid certificate or a Waiver of 

Registration should be submitted due to the expiry of the registration 

certificate of the National  Medicines  Regulatory Authority, evidence of 

submission of these certificates was not submitted  for audit. 

 

(ii) The Certificate of Good Manufacturing Practices issued by the 

Government of India for M/S Kwality Pharmaceuticals Limited had  

revoked on 17 December 2020 and the Certificate of a Pharmaceutical 

Product had revoked on 11 March 2020 and there may be complications 

in purchasing pharmaceuticals from such a legally invalid institution and 

it was observed during the audit that the attention of the parties 

responsible for the purchase should be drawn. 

 

(iii) The order was placed under emergency purchase despite  there was 

enough stock for 2 ½ months,  and again it was cancelled. Accordingly, 

it is observed in the audit that acting without properly recognizing the 

needs is a weakness of the management. 

 

(iv) Although the cost for 50,000 units was Rs.2,792,500 according to the 

order book in the computer system of the  Medical Supplies Division , 

the order had been  placed for Rs. 24,500,000 as per the recommendation 

of the Technical Evaluation  Committee. Accordingly, the estimated 

value had exceeded by Rs.21,707,500 that is  777.3 per cent.  

 

(j) Arrangements had been made to purchase 460,000 units of this pharmaceutical  

under normal  purchase in relation to order No. 2023/SPC/N/R/P/00038 and the 

following points are observed in that regard. 
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(i) Although the order cost as per the computer system was Rs. 25,691,000, 

thus the price at which the order was offered by the State 

Pharmaceuticals Corporation was   Rs. 34,832,593,  a price variation of 

Rs. 9,141,594 was observed in the cost of order . It was observed that 

this is an increase of 35.58 per cent over the   cost of order. Accordingly, 

it is observed that the preparation of estimates is not being done 

properly. 

 

(ii) In awarding the order, informing  that to supply 300,000 units fresh,  the 

supplier had mentioned through a nominal invoice that  he  could supply 

65,000 units promptly and out of which the expiry date of 49,000 units 

was June 2024 . As per general conditions No. 05 of the Indent, although 

it was stated that the remaining shelf life of the stock should be at least 

85 per cent at the time of shipment, it is observed during the audit that 

the  shelf life of these stocks may further decrease on the receipt of the 

stock. 

 

(iii) It is observed that the expected period of supply of this total stock may 

be exceeded and the performance bond will be cancelled before the stock 

is received. 

 

39. Doxycycline Cap 100 mg (SR – 00102301) 

---------------------------------------------------- 

The estimated quantity for the period from the year 2019 to the year 2023 was 

46,609,657 units and  even though 34,097,600 units had been ordered in the 

remaining years except 2021, the Medical Supply Division had received 22,978,600 

units related to the years 2019 and 2020. The following points are observed in this 

regard. 

 

 (a)     Comparing the amount of annual orders with the amount of annual estimates, 

there were variances of  61, 171, 53 and 77 per cents in the years 2019, 2020, 

2022 and 2023, respectively. Accordingly,  it was observed that the 

preparation of estimates had not been done rationally  . 

  

  (b)    The estimated quantity for the year 2020 was 9,991,070 units and the annual 

order quantity was 17,097,800 units. Five orders had been made by the 

Medical Supplies  Division. Accordingly, 7,106,730 units had been ordered 

exceeding the total estimate. A number of 15,353,600 units were received by 

the Medical Supplies  Division and 6,639,500 units were issued and there was 

a  balance of 8,714,100 units.  
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 (c)      A number of  33,822 units and 29,187 units were removed due to expiry and 

failure of quality  respectively  in the year 2021 . 

  

(d)    The pharmaceutical remained in shortage  from 26 September 2022 to 03 

September 2023 and  the it was not revealed in audit that  how the number of 

5,869,550 units of  annual requirement 2022 and the number of 10,338,322 

units annual requirement 2023  were met in the health system in the event of 

failure of carrying out  a normal  order or regional purchases. 

 

(e)       Even though 06 months had elapsed since the selection of qualified bidders for 

the Order No. 2021/SPC/N/R/P/00061 for the year 2021,  an Indent had not 

been  issued to the supplier.  

 

(f)   The Order of the Project Director No. HSEP/AF/PMU/PPC/G.3036/215/2023 

dated 21 April 2023 of Health Systems Improvement Project had been issued 

to purchase a quantity of 5,000,000 units at Rs.8,649 each under Order No. 

2023/ADB/X/R/P/00013. However,  as compared to the quotations of the State 

Pharmaceuticals Corporation, because of the value offered was very high, 

agreement had not been  entered into with the bidder to minimize it. Also, as 

per the order, although the goods should be supplied within 60 days from the 

date of signing the agreement on 08 May 2023, the goods were received on 08 

September 2023 that is after 120 days. Although a sum of  Rs.1,729,800 

should  be charged for 08 weeks as 0.5 per cent of the contracted amount as 

late penalty for every week as per the purchase order, it was observed that a  

total amount of Rs.43,245,000  was paid to the supplier without making such 

deduction. 

 

(g)     According to the Public Contracts Act No. 03 of 1987, the agreement to be 

signed with the supplier had  not been registered at the Registrar of 

Companies. 

  

(h)     The Order No. 2022 /SPC /X /R / P / 00267 had been issued on 14 October 

2022 for the purchase of 4,000,000 units as 2,000,000 units each by the Indian 

Credit Line. According to the Indent, it had been mentioned  that 2 million 

units should be supplied each in November and December 2022. However, the 

order was not received even on 18 September 2023 the date of audit and it was 

also observed in the audit that although 11 months had passed since the Indent 

was issued, the pharmaceutical have not been received and the Indent had not 

been canceled or extended. 

 

(i)      This pharmaceutical was not available in the Medical Supplies Division for a 

period of   one year and it is observed that the above factors have directly 

affected this shortage. 
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40. Co-amoxiclav Tab.625 mg (SR No - 00100902) 

      ---------------------------------------------------------- 

Actions had been taken to order 13,999,000 tablets and 37,100,000 tablets of the 

above pharmaceutical in 06 occasions during the years 2022 and 2023 respectively. 

The following matters were observed during the inspection of requirement, supply 

and regulation in relation to this, 

 

(a)     The orders related to the years 2022 and 2023 consisted of a normal  order, 

three donations and 03 orders obtained from suppliers under Buy Back 

Agreement in the Medical Supplies Division and the normal  order No. 

2022/SPC/N/R/P/00058 dated 18 March 2021  had been cancelled. 

 

(b)      In  comparing Annual order quantity  with  annual estimated quantities  thus it 

was 62,95,122 and 36 per cent in 2019, 2020, 2021 and 2022 respectively it 

was also observed during the audit that the preparation of estimates was not 

done rationally. 

 

(c)      Even though order number 2021/SPC/N/R/P/00038  dated 01 April 2021 had 

been given 04 time range for supply of 46 million tablets, a period of 04 

months had been taken from the approval of the Ministry Procurement 

Committee dated 03 December 2020 for issuing the Indent. After issuing the 

indent dated 01 April 2021, it had taken more than two years to supply the 

pharmaceuticals. It is observed that it had to overpay Rs. 121,631,833 due to 

not making arrangements to receive the  pharmaceuticals on the scheduled 

date as planned.  

  

(d)      The pharmaceuticals belonging to a category of this medicine purchased under 

the re-purchase agreement were given to a patient from Kurunegala Teaching 

Hospital and it was observed that the quality of the pharmaceutical was 

uncertain and not suitable for use. Based on this situation, although  the 

responsible officials were notified in writing on two occasions to inspect this 

pharmaceutical and submit a report to the audit, the inspection was not carried 

out and reported to the audit until the date of this report. 

 

(e)    Despite there were  normal  order of 14,000,000 tablets for the year 2023 

through counter-purchases by the State Pharmaceuticals  Corporation and 

making arrangements to re-order 23,000,000 tablets of this pharmaceutical   

by Supplementary Order No. 2023/MSD/A/R/P/00064 in case of less  demand 

for this pharmaceutical was problematic in audit. 
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41. Sodium Nitroprusside Inj. 50mg( SR No – 00202001) 

       --------------------------------------------------------------- 

      It was revealed that the total estimate from the year 2019 to the year 2023 was 3,668 

units and 1,789 units had been ordered for that period and only 200 units had been 

received by the Medical Supplies  Division in the year 2022 according to the MSMIS 

data system. The following matters  are observed in this regard.  

 

(a) It was observed during the audit that the annual requirement of 2022 of the 

actual pharmaceutical was 517 vials  and  in ordering  a number of  200 vials 

as grants and 500 vials under Indian Credit Line,  it was observed in audit that 

183 vials were ordered in excess . 

 

(b)    According to the information of the computer data systems regarding this 

pharmaceutical, which is an essential pharmaceutical according to the circular 

number 01-14/2023 of the Director General of Health Services dated 04  April 

2023, out of the 1,789 vials ordered in 06 cases from the year 2019 to the year 

2022,  a number of 1,089 vials of pharmaceutical ordered  in 04 cases had  not 

been received by the Medical Supplies  Division. The orders could not be 

received as scheduled due to the lack of proper recognition of the objectives of 

the procurement, uncertainties in the decisions taken by the officers of the 

procurement division and unnecessary delays. 

 

(c)     Due to failure of  ordering properly, 209 vials of  pharmaceutical cost at  Rs. 

258,070 had been purchased  on 32 cases at  regional level from the year 2020 

to the year 2022 . 

  

(d)      The State Pharmaceuticals  Corporation had invited bids for the purchase of 

500 vials of pharmaceutical under Indian Credit Line through Order No. 

2022/SPC/X/R/P/00264 and on the issues such as Waiver of Registration 

(WOR) certificate issued by the National  Medicines  Regulatory Authority 

and provision of a laboratory report by an independent party,  the 

Departmental Procurement Committee had decided on 19 April 2022 to award 

the order to the lowest bidder. The following matters  are observed in this 

regard. 

 

(i) According to the Technical Evaluation Committee Report, it is 

observed during the audit that the aforesaid  bidder has been selected 

without taking into consideration the elements such as the 

Pharmacopoeia Standard and the storage condition of the 

pharmaceutical.  

 

(ii) It is observed in the audit that the WOR certificate given on 19 

September 2022 for the aforesaid pharmaceutical had expired on 29  

June 2023 due to the failure of the supplier to supply a number of 250 
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vials of pharmaceutical each as contracted in November and December 

2022 and its validity period had to be extended up to 19  December 

2023 . 

 

(iii) Although the awarding of bids was made on 20 May 2022, the supplier 

had rejected the request made to reduce the value of the performance 

bond on 10 June 2022. Accordingly, it is observed in the audit that the 

supplier had spent 03 months for this procurement and accepted on 16 

August 2022 .  

 

(iv) In submitting the order, although it was stated that 250 vials of 

pharmaceutical should be supplied immediately, 125 vials of 

pharmaceutical within 02 months after receipt of first stock and 

remaining 125 vials of pharmaceutical within 01 month after receipt of 

second stock should be supplied, according to Indent No. 

DHS/ICL/IG/307/22 dated 27 September 2022, due to indicating 

conflicting time limits for supply of medicines in specifying that 250 

vials of medicine should be supplied on 30 November 2022 and 250 

vials of medicine on 31 December 2022, it was observed during the 

audit that maintaining the stock level as expected is causing 

controversy. 

 

(v) Since there has been a long delay of 281 days for the supply of the first 

250 vials of pharmaceutical and 250 days for the supply of the second 

pharmaceutical stock, instead of supplying the pharmaceuticals within 

the agreed period of procurement,  it is observed in the audit that the 

State Pharmaceuticals Corporation should have an adequate and 

normal arrangement for taking stock after awarding the order. 

 

(vi) As this pharmaceutical  is an essential pharmaceutical used for patients 

suffering from high blood pressure as well as for patients suffering 

from intense heart disease, it is observed that the problems of  stocks of 

pharmaceutical had arisen due to the uncertainties and unnecessary 

delays in the decisions taken by the officers deployed in the 

procurement sections. 

 

(e) The Departmental Procurement Committee  of State Pharmaceuticals 

Corporations had decided on 04 November 2020 to procure 350 vials of 

pharmaceuticals from the lowest bidder with  a WOR certificate as per normal 

order No. 2021/SPC/N/R/P/00048. The following matters  were observed in 

this regard. 
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(i) Since all the institutions that submitted bids are not registered with the 

National Medicines Regulatory Authority it was observed that keeping  

credibility on entities that had not  fulfilled  an essential factor in 

procurement is a controversial matter in audit. 

 

(ii) Although the substantial bidder has applied for a Waiver of 

Registration, the National  Medicines  Regulatory Authority had 

refused to issue a WOR certificate on the grounds that the bid for the 

pharmaceutical  was high. Accordingly, it was not observed in audit 

that  whether the Procurement Committee made a proper evaluation on  

the competitive prices  in the market.   

 

(f) Bids were invited from eight previous suppliers  according  to the letter of the 

Procurement Officer (Pharmaceuticals) of  State Pharmaceuticals Corporation 

dated 15 February 2023 addressing the Manager (Control) based on Order No. 

2023/BPC/N/R/P/00120 and  only two bids had received .   One of the bidders 

is not a previous supplier, and the other bidder is a bidder who did not have the 

certificate of the National  Medicines Regulatory Authority. Although it was 

decided to award the order subject to price reduction of the bid, it was 

observed that the bidder had not agreed to any price reduction as per the 

Departmental Procurement Committee report dated 27 September 2023 . 

 

42. Pethidine Hydrochloride Injection 75mg (00001102) 

      --------------------------------------------------------------- 

The estimated number of units  for the period from 2019 to 2023 was 1,056,630 and 

703,120 units had been  ordered from  the year 2019 to 2022. Only 379,999 units had 

been received in 2019 and 2020  and the following matters are observed in this regard. 

 

(a) Although the estimate for the year 2020 was 231,719 units, as the order was 

326,120 units, it is observed that 94,401 units have been ordered beyond the 

estimate. Further, as the  estimated amount were 264,138 and 210,864 units in 

the years 2021 and 2022 respectively, and due to the ordering of   32,000 units 

and 145,000 units, equal to 87 per cent and 31 per cent in less respectively  in 

those years, it was observed that the preparation of estimates was done without 

following  proper methodology. 

 

(b)     It is observed that 177,000 units of pharmaceuticals ordered in 03 occasions 

from   the year 2021 to 2022 were not received  even by the date of audit in 

October 2023 . 

 

(c)      It was mentioned in the computer data system that 32,000 units have been 

ordered by normal order No.2022/SPC/N/R/P/00066 on 22 March 2021 and 

since the Deputy General Manager has informed on 16 November 2023 to the 

audit in writing that such an order had not been received by the State 
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Pharmaceuticals Corporation,  it was observed during the audit that the 

reliability of the information in the computer system could not be confirmed. 

 

(d)       Bids were invited from the local agents  of the registered manufacturers of the 

National Medicines Regulatory Authority by Order No. 

2021/SPC/L/R/P/00387  for obtaining 38,620 units of the said pharmaceutical  

and for this ,the quotations  were received from only 02 institutions and the 

lowest   bidder of Leader Pharma Agency (Pvt.) Ltd had been  selected. The 

following matters  are observed in this regard.  

 

(i) The registration certificate of National  Medicines  Regulatory 

Authority of Leader Pharma Agency (Pvt) Ltd., which is the local 

agent of Verve Human care laboratories in India, had revoked on 07 

July  2020, which was the date of the invoice and had elapsed one 

month  and information regarding its extension was not submitted to 

the audit. 

 

(ii) The agreement signed with the supplier had  been not registered with 

the Registrar of Companies in terms of the Public Contracts Act No. 03 

of 1987. 

 

(e) Indian Verve Human Care Laboratories, a past supplier, had been  selected to 

supply 230,000 units of pharmaceutical based on the order No. 

2021/SPC/N/R/P/00060, and the bid value was US$ 805,000. The following 

matters  are observed in this regard. 

 

(i) According to the Indent No. DHS/AR/277/21 dated 04 March 2021, a 

number of 150,000 units of this pharmaceutical  should have been 

supplied on 30 April 2021 and 80,000 units on 31 August 2021. The 

Medical Supplies Division  and government hospitals were also out of 

stock as at 20  June  2022. However, it is observed in the audit that 

although 14 months had elapsed  since the receipt of this first stock 

from the date of supplying of stock, arrangements had not been made 

for obtain the first stock. 

 

(ii) As it was mentioned in  the first page as Pethidine Injection BP 75 

mg/1.5ml glass ampoule (VERPAT – 75) and on the second page as 

Codeine Phosphate BP 226,000g (226 Packs of 1000g) of Narcotic 

License No. NMRE/EA/LA/040/21 issued by the Director General of 

Health Services on 28  April  2021, offering  the Indent to the bidder 

had further been  delayed and it is observed that the Narcotic License 

was issued after about a month on 30 May 2021 . 
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(iii) Although nominal invoices had been approved by the Medical 

Supplies Division and the Ministry of Finance for procuring 150,000 

units of this pharmaceutical, the Narcotic License had to be re-acquired 

due to delay in procuring the stock. Although it was mentioned as 

Pethidine Injection BP 75 mg/1.5mg (VERPAT – 75) , it  should have 

been  mentioned  as Pethidine Injection BP 75 mg/ 1.5ml (VERPAT – 

75) in the Narcotic License number NMRA/MA/IP/057/22 issued by 

the Director General of Health Services on 02 July 2022. Accordingly, 

it is observed that due to the carelessness of the officers, Narcotic 

License had been issued with mistakes in 2 instances. 

 

(f) The order No. 2024/SPC/N/R/P/00023 dated 24 February 2023 in relation to 

the year 2024,  had stated that 180,000 units of Ampoules were required and 

100,000 units are expected to be received on 15 January  2024 and 80,000 

units on 15 May 2024. As this pharmaceutical  is not mentioned in the priority 

list according to the Circular No. 01 – 14 / 2023 of the Director General of 

Health Services and the circular dated 04 April  2023,  even though 07 months 

had elapsed since the submission of the order by the date of the audit, it was 

observed that  clear decision  was not  taken regarding the legally cancellation 

or suspension. 

 

43. Alteplase 20mg Vial (SR No – 00205701) 

      -------------------------------------------------- 

       The estimated quantity for the period from 2019 to 2023 was 5,861 units and during 

that period 3,865 units had been ordered. Out of that,  2,590 units had been  received. 

The following matters are observed in this regard. 

 

(a)  Although the estimated quantity for the year 2021 was 1,204 units, in excess 

of that quantity, 1,400 units had been ordered. The estimated quantity were 

1,164 and 1,303 units in the years 2022 and 2023 respectively, and the ordered 

quantity were 625 units and 450 units respectively. It is also observed that the 

preparation of estimates has been done without a proper method as compared 

to the estimated amount due to  making the annual orders 46 per cent and 65 

per cent less than the estimated amount in those years. 

 

    (b)  The orders of 225 units and 450 units placed   in two occasions in the year 

2022 had not been received even by the date of audit. 

 

   (c)    Even though 225 units were ordered for Rs.24,571,631 as emergency 

purchases in the year 2023, under order number 2023/SPC/E/C/P/00163 also, 

this order had  not been entered in the MSMIS computer system.  
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   (d)   The Chairman of the State Pharmaceuticals Corporation had been informed by 

the Deputy Director General (Medical Supplies) by letter No. 

DDG/MSD/E/02/2023 dated 28 February 2023 to make an emergency 

purchase for a requirement of 03 months as decided by the Medical Supplies 

Review Committee (Pharmaceuticals). Even though  the Emergency 

Procurement Committee had decided to call for bids for the purchase of 225 

units, because of the  quotations were not received, it had been  informed that 

re-procurement should be carried out. Even though the time  period spent for 

this   had exceeded 08 months by the date of audit that is  October and since 

no re-procurement has been carried out,  it was observed in the audit that, the 

reason for  emergency requirement  is a matter of controversy.  

 

(e)   The Departmental Procurement Committee had approved inviting bids for 

order No. 2022/SPC/N/C/P/00017 for 400 Vials during the year 2022 under 

normal  purchase. One  bidder had appeared for this and the following matters 

were observed regarding the selection of that bidder. 

 

(i) According to the conditions of supply and terms in the Indent received 

from the Medical Supplies  Division  regarding this pharmaceutical, 

although it is stated that "it should be supplied with a lowest  shelf life 

of 24 months from the date of manufacture", it was observed that the 

required remaining shelf life of this pharmaceutical was 18 months and 

less than 75 per cent had been supplied. . 

  

(ii) Although a debit note bearing No. D/N – DNS/P/022/2023 valued at                  

Rs.2,544,574 (US$ 7,006.17) was issued by  the State Pharmaceuticals  

Corporation to the  supplier for charging additional fee due to shelf life 

was less than 75 per cent, no written relevant confirmation was 

submitted to the audit to check   whether this amount was charged or 

not. 

 

(iii) The agreement to be signed with the selected supplier had not been 

registered with the Registrar of Companies in terms of the Public 

Contracts Act No. 03 of 1987. 

 

(iv) The period of validity of the registration certificate of the National  

Medicines Regulatory Authority had expired and it had been extended 

up to 30 June 2021 by the Director General of the said institution's 

letter No. NMRA/SP /CEO / 02N /2020 and dated 17 November 2020. 

However, even though 17 months had elapsed  after expiring of the 

registration by 30 November 2022 which was the date of clearance of 

the respective pharmaceutical, actions  had not been taken to extend it.  
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(f) Purchase of this pharmaceutical was made under normal  purchase in  the year 

2023, and according to the procurement notice related to the order No. 

2023/SPC/N/C/P/00124, the Departmental  Procurement Committee had 

decided to purchase 450 units from the bidder who had  submitted the only bid 

at Rs.49,143,262. The following observations are made in this regard.  

 

(i) According to the computerized order list of the Medical Supplies 

Division 250 units and 200 units had been planned to be procured by 

orders  dated 15 January  and 16 April  2023 respectively. The 

Technical Evaluation Committees had selected this supplier as it was 

a previous  supplier and was the only supplier who had  submitted the  

bid. Even though 09 months had elapsed from the planned date to 

audited date, the Indent has not been issued to the supplier and 

arrangements had not  been made to get the pharmaceuticals.  

 

(ii) The Technical Evaluation Committee report stated that the 

registration certificate of the National  Medicines Regulatory 

Authority had been expired  on  14 December  2022. However, the 

evidence relating to the extension of the validity of the registration 

certificate was not submitted to the audit.  

 

 

44. Haloperidol inj’ 5 mg/1ml (SR - 00300803) 

---------------------------------------------------- 

 The total estimate was 448,349 injections and the amount issued was 228,873 

injections from the year 2019 to the year 2023. The quantity used by the patients was 

228,686 injections and the following matters are observed in this regard. 

 

(a)    It was observed that the estimation has not been done based on formal criteria 

in comparison with the  estimation, issuance and consumption from the year 

2019 to the year 2023. 

 

(b)   A number of   10,390 units had expired by 31 December 2022 and 70,000 

units were to be expired on 31 October 2023.  

 

(c)   The Order No. 2023/SPC/N/R/P/00069 for 30,000 units had been  sent  by 

Medical Supplies Division on 24 November 2022. The order was to be 

completed by 30 May 2024 as per Indent No. DHS/MM/069/2023 for this 

purpose. Accordingly, although the average time taken to receive the 

pharmaceuticals related to the order submitted by the Medical Supplies  

Division was 11 months, it was observed that 07 months have been spent 

beyond that time. 
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45. Heparin Injection 25,000 I.U/ 5 ml (SR No – 00204601) 

------------------------------------------------------------------- 

The total estimate from the year 2019 to the year 2023 was 1,876,233 units according 

to the MSMIS computer system and the order quantity related to that period was 

2,106,660 units. The MSMIS computer system had  revealed  that 1,373,107 units 

have been received by 16  October 2023. The following observations are made in this 

regard. 

 

(a)  The annual requirement for the above  pharmaceutical  in the year 2022 was 

396,317 vials of pharmaceutical. However,  a total of 730,350 vials of 

pharmaceutical as 155,350, 100,000,  200,000 and 275,000 were ordered in 12 

cases respectively under grants, emergency purchases, World Bank assistance 

and Indian Credit Line. It  was observed in the audit that this is an order of 

more than 84  per cent of  exceeding  the annual estimate, and that, there was  

no formal system followed  in formulating  the orders. 

 

(b)   It was observed during the audit that this pharmaceutical  is an essential 

pharmaceutical  according to the  priority list pharmaceuticals to save lives of  

patients. Nevertheless, it was observed during the audit that lack of proper 

understanding of procurement objectives, uncertainties and unnecessary delays 

in the decisions taken by the officers in various sections  involved in 

procurement have led to shortage of pharmaceuticals. 

 

(c)   According to information obtained by MSFMS (Promto) computer system, 

7,131 units of vial of the aforesaid pharmaceutical had been purchased locally 

in the year 2022 on 29 occasions from different suppliers at different prices. A 

total of  Rs.15,179,957 had been spent for this purpose. A vial of these 

pharmaceuticals had been purchased at a wide range of price from Rs.1,500 to 

Rs.4,000  and it was observed in audit that the normal price of a vial of 

pharmaceutical was Rs.717.97. It was further observed during the audit that a 

large sum of money had to be incurred due to the failure  of carrying out 

procurement of  pharmaceuticals within the prescribed period. 

 

(d)   Out of  the pharmaceuticals  ordered in 2020 and 2021, number of 42,017 and 

36,444 vials of pharmaceutical had  been received in the year 2022, in relation 

to normal orders No. 2020/SPC/N/R/P/00055 and No. 2021/SPC/N/R/P/00066 

respectively. It was observed during the audit that due to the inability to 

supply the ordered pharmaceuticals as per formal schedule it  had been 

resorted to emergency purchases outside the normal purchase and other 

sources like credit facilities, other than normal purchases as mentioned in (e) 

below. 
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(e)  The State Pharmaceuticals Corporation had been informed on 04 November 

2022 to supply 75,000 vials of pharmaceutical under Order No. 

2022/SPC/E/R/P/00738 on emergence  basis. Accordingly, a supplier had been 

selected based on the certificate of the National Medicines Regulatory 

Authority and the agreement of supplying the pharmaceuticals  within two 

weeks. The following matters  were observed in this regard. 

 

(i) Written evidence regarding the appointment of the Technical 

Evaluation Committee for this purchase and the decisions taken by the 

said Committee was not submitted to the audit. 

 

(ii) It had been  mentioned in the bidding documents that the quotation for 

the said pharmaceutical should be supplied in the form of vials. 

However, it was revealed in the  examination of the related file that the 

company which was awarded the order had supplied it as “Ampoule”. 

Accordingly, if vials  of Heparin Injection or Ampoule had been 

defined in the bid documents, it could not  be ruled out in audit that 

other parties could have participated in the order. Accordingly, it was a 

controversial matter  in the audit that whether it was  focused on 

providing fair, equal and maximum opportunities to the eligible 

interested parties to participate in the procurement. 

 

(iii) It had been stated that the supplier should have a valid registration 

certificate from the National Medicines Regulatory Authority or have 

obtained the Waiver of Registration certificate on submission of lower 

prices as per the conditions of bidding. However, the registration of the 

supplier with the National Medicines Regulatory Authority had expired 

on 12 February 2022. Accordingly, although the State Pharmaceuticals 

Corporation had informed the National Medicines Regulatory 

Authority on 30 January 2023 to renew the registration supplier or 

issue a WOR certificate, neither the renewal  registration nor the WOR 

was issued. 

 

(iv) There was an acute shortage of this pharmaceutical in the Medical 

Supplies Division as on 02 November 2022 when the said order was 

submitted and according to the Indent No. LP/DHS/EP/HD/3595/2022 

dated 01 February 2023 issued by the State Pharmaceuticals 

Corporation, the date for the supply of pharmaceuticals was mentioned 

as 15 January 2023. Accordingly, the fact that procurement documents 

were prepared differently from each other was a controversial  matter 

in  the audit. 
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(v) The Health System Emergency Procurement Committee had decided to 

grant the order according to the memorandum submitted by the 

Minister of Health bearing Cabinet Paper No. 22/1523/610/018 entitled 

“Maintaining a Continuous Medical Supply Service in Sri Lanka” and 

selecting a supplier from the bids submitted on the basis of the current 

shortage of stock. However, this supplier had failed to supply the 

pharmaceutical within the stipulated period. 

 

 (f)  The State Pharmaceuticals Corporation had been informed by the Data System 

of the Medical Supplies Division for the purchase of 275,000 vials of 

pharmaceutical on emergency basis and under aforesaid Indian Credit Line by 

Order No. 2022/SPC/X/R/P/00284. The Ministry Procurement Committee had 

decided to purchase 275,000 vials  to US$. 728,750 as a vial of pharmaceutical 

per US$ 2.65 each. The following matters  are observed in this regard. 

 

(i) Written evidence of the Technical Evaluation Committee appointed for 

this procurement or the decision taken by the said Committee was not 

submitted for audit. 

 

(ii) This supplier had previously supplied these pharmaceuticals and the 

Chairman of the Medical Supplies Division had informed the National  

Medicines Regulatory Authority by letter No. 

MSD/SCU(I)/GMP/38/2015 dated 25 August 2015 stating that the 

cardiologists were not satisfied with the quality of the vials of 

pharmaceutical. In spite of this, the order had been awarded to the  

aforesaid   company.. 

 

(iii)  This supplier had submitted a registration certificate extended by the 

National Medicines Regulatory Authority and it was observed during 

the audit that the certificate had also been cancelled on 10 February 

2022 . 

 

(iv)  The validity period of the import license given to the local agency to 

import these pharmaceuticals had expired on 10 February 2020 and 

there was no any evidence revealed in audit regarding the renewal of 

its registration. 

 

(g)  The State Pharmaceuticals Corporation had been informed to supply 25,000 

vials of pharmaceutical under normal order No. 2022/SPC/E/R/P/00478. 

Accordingly, the Technical Evaluation Committee had decided on 28  July 

2022 to award the bid to the organization that submitted the lowest bid and 

also bearing a valid registration certificate from the National  Medicines  

Regulatory Authority. The following matters  are observed in this regard. 
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(i)     It was revealed in audit that the said  order had been cancelled on 02 

August 2022 by the Emergency Procurement Committee of the Health 

Sector  due to the  non-submission of samples by the institutions which 

were called for bids for this order, huge difference between the prices, 

asking for more time than the stipulated time for supply of 

pharmaceutical, due to receive stock of pharmaceuticals under Indian 

Credit Line. Nevertheless, it was observed during the audit that the 

vials of pharmaceutical for order No. 2022/SPC/X/R/P/00284 on 

Indian Credit Line stipulated to be received on April and July 2022 

were supplied on 01 June 2023. Accordingly, it was problematic in 

audit that,  whether it was practical to make decisions based on the 

supply of pharmaceuticals that would take a long time of about 10 

months. 

 

     (ii)  It was observed during the audit that by the date of submission of the 

said order, the Medical Supplies Division had 3,875 vials of 

pharmaceutical and 24,203 vials of pharmaceutical at the national level 

which was only sufficient for 0.7 months of consumption. The  need 

for a formal schedule for the timely availability of such a 

pharmaceutical mentioned in the priority list is  observed  in audit. 

 

(h)   The order had been submitted on 17 November 2022 to the State 

Pharmaceuticals Corporation under Order No. 2023/SPC/N/R/P/00098, for the 

purchase of 150,000 vials of pharmaceutical under the normal order and the 

Departmental Procurement Committee had arranged to select a supplier. The 

following observations are made in this regard. 

 

(i)   According to the Technical Evaluation Report, although it was 

mandatory to obtain an independent laboratory report on this 

pharmaceutical because  the supplier who submitted the said order had 

not supplied this pharmaceutical before, it was observed that the said 

report was not given to the procurement entity .  

 

(ii)  Although the  performance bond was to be submitted within two weeks 

of the submission of the purchase order as per the procurement 

timetable, it had not been  submitted even by  15 October 2023  the 

date of audit. 

 

(iii)  According to the Indent No. DHS/HD/131/2023 issued on 15 

September 2023, although it had been mentioned   that the date for 

supply of pharmaceuticals was 31 December 2024, it had been 

mentioned  75,000 vials of pharmaceuticals immediately and the rest 

of the vials as two months after the first stock  was given as per the 

letter issued by the State Pharmaceuticals  Corporation to the supplier. 
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Accordingly, it could not be ruled out in the audit that changing the 

times when pharmaceuticals to be supplied at different times had made  

adverse effects on the procurement process. 

 

(i)  The Order No. 2021/SPC/N/R/P/00066 had been submitted to State 

Pharmaceuticals Corporation on 26 February 2020 for the purchase of 350,000 

vials of pharmaceutical under normal method. According to the audited 

documents, it was revealed that the vials of pharmaceutical had been 

purchased from two institutions under three Indents. The following points are 

observed in this regard. 

 

(i) Although according to the procurement time frame, the bids should be 

invited within 04 weeks after the approval to invite the bids, the 

newspaper advertisement for the relevant procurement was published 

on 10 May 2020, as revealed in the audited file. Accordingly, it is 

observed in the audit that nearly 03 months had spent  since receiving 

the written confirmation to submit the order. 

 

(ii) The Departmental Procurement Committees had decided to purchase 

300,000 vials of pharmaceutical and the remaining 50,000 vials of 

pharmaceutical on demand. Accordingly, as per  the Indent issued for 

the purchase of 120,000 vials of pharmaceutical,  although the date to 

supply the vials of pharmaceutical was stated as  30 January 2021, it 

was observed in the audit that the goods were supplied after a delay of 

40 days. 

 

(iii) The evidence on the appointment of Technical Evaluation Committee 

members had not been included in the file  and it was  revealed that 

one Cardiologist had recommended the decision of the Technical 

Evaluation Committee as per the audited file . 

 

(iv) The Indent No. DHS/HD/472/2021 had been issued for the purchase of 

125,000 vials of pharmaceutical, and the pharmaceutical had to be 

supplied on 31 October 2022.  However, the remaining stock of the 

aforesaid order, which is 193,609 vials of pharmaceutical, had not been 

supplied by the date of audit 30 September  2023. Accordingly, it was  

observed in audit that the stock level cannot be maintained as expected 

due to the constant revision of the period  the pharmaceutical stock to 

be supplied. 
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(j)   An order had been submitted to the State Pharmaceuticals Corporation for the 

purchase of 250,000 vials of pharmaceutical under order number 

2020/SPC/N/R/P/00055. The Procurement Committee had decided to give the 

aforesaid order to three institutions through three Indents and  the following 

observations are made in this regard. 

 

(i)  The Medical Supplies Division had issued an order to the State 

Pharmaceuticals Corporation on 14 March 2019 for the supply of 

250,000 vials of pharmaceuticals. Subsequently, this order quantity 

had been  increased by 50 per cent. However, the State 

Pharmaceuticals Corporation had called the quotations  on  03 June 

2020. Accordingly, a long period of 14 months had spent for pre-

procurement works. 

 

(ii)   Even though the Cardiologists had complained that abnormal and 

excessive bleeding was observed in heart patients after using this 

pharmaceutical purchased earlier and used for heart patients for 

surgery, without paying attention to it a quantity of 196,875 vials of 

pharmaceutical had been purchased from the pre-rejected supplier 

according to the order No.2020/SPC/N/R/P/00055. Accordingly, it is 

observed that the use of this pharmaceutical is a controversial matter  

in the audit . 

 

(iii)  Even though it had been mentioned that the stocks should be supplied 

immediately by Indent No. DMS/M/HD/681/2020 , it had been 

supplied  with a delay of 21 days. Delay charges had not been levied 

for this period. 

 

(iv)  One of the suppliers had voluntarily submitted the quotation during the 

calling of bids for aforesaid orders and the Technical Evaluation 

Committee had not drawn  much attention on it. However, the Ministry 

Procurement Committee “B”(MPC “B”) had decided to evaluate these 

prices as there was NMRA valid registration certificate. Accordingly, 

it is a matter of controversy in the audit that such a decision was taken 

only when  there was a valid registration certificate from the National  

Medicines  Regulatory Authority and the Procurement Committee of 

the Ministry had given approval for the purchase of this 

pharmaceutical  from this institution. 

 

(v)  The bid had been awarded by Indent No. DMS/M/HD/682/2020 to a 

supplier for supplying of 84,375 units of vials on 17 January 2021 and 

42,188 units of vials had been supplied to the Medical Supplies 

Division on 15 April 2021. Although the remaining quantity of 42,187 

vials of pharmaceutical from the stock was stated to be supplied on 31 
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August 2022, the stock had been  supplied to the Medical Supplies  

Division on 14   December 2022. Accordingly, the delay period had 

exceeded three months. 

 

(vi)  Although the said institution had indicated that it had a valid 

registration certificate from the National Medicines Regulatory 

Authority, its validity period had expired on 12 February 2022. 

Accordingly, it was observed in the audit that at the time of submitting 

the Indent No. DMS/M/H/717/20 on 29 June  2022, attention has not 

been paid to the registration certificate of the National Medicines 

Regulatory Authority. 

 

 

46. Zoledronic Acid (SR-00703701) 

     --------------------------------------- 

(a)  Although it had been mentioned that the price was Rs. 359.82 as per order No. 

2022/SPC/N/R/P/00039, mentioning of the maximum retail price by the 

Regulatory Authority as  Rs. 6,900  in the registration certificate was observed 

as a  point of controversy during the audit. 

 

(b)  Even though it had been mentioned that, non-availability of stock or zero in 

stock as at 21 April  the order No. 2023/SPC/T/R/P/00148 valued at 

Rs.4,426,800  for 3,400 injections at Rs.1,302 per pharmaceutical  unit which 

should be obtained immediately  was issued  subject to obtaining Waiver of 

Registration  (WOR) for reasons such as urgent need and non-availability of 

stock, the stock in Swastha System had not indicated as  zero. 

 

(c)  As the  Order No. 144121 and Indent No. LP/DHS/EP/PUN/3675/23 is an 

urgent order even though the supplier had been informed that the 

pharmaceutical should be supplied within 14 days, there was a delay of 53 

days in supplying the pharmaceuticals. 

 

47. Yellow Fever Vaccine 0.5ml (SR - 00600601) 

       -------------------------------------------------------- 

(a)  The variation between the estimated amount of 43,778 units submitted by the 

Medical Supplies Division  and the actual amount of 15,150 units  received 

was very high during the period from 2019 to 2023, and it had  ranged from 15 

per  cent to 100 per cent. Accordingly, it was observed that in audit that  the 

estimates are not prepared based on accurate data. 

 

(b)  Even though 04 orders were submitted, to get 10,000 units of pharmaceutical 

only 1500 units from one order was received and the remaining total 

requirement had been met through 2050 units of donations. 
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(c)  The National Medicines stock requirement had become zero from time to time 

in the year 2022 and in the year 2023 due to insufficient stock levels being 

maintained by the Medical Supplies Division. 

 

(d)  According to the terms and conditions of the supply and bid documents of the 

Medical Supplies Division, although  it was stated that the supply should be 

made with a lowest  shelf life of 24 months, apart from that, the bid was 

awarded to the only bidder with a shelf life of 18 months. The copies of  

agreements related Indent No. DHS/AMS/460/2022 had not been set in the 

file. 

 

(e)    Although the bids under No. 2022/SPC/X/C/P/00283 had been canceled due to 

the fact that it was mentioned as an order receivable in the odata system,  the 

data system had  not been updated. 

 

(f)   The bids relating to order No. 2023/SPC/N/C/P/00088 had not been submitted 

and 03 months and 14 days had elapsed to decide to invite re-bids.  

 

(g)  The data system had  not been updated due to the fact that the pharmaceuticals 

received as donations under No. 2023/WHO/A/C/P/00006 were shown as a 

receivable order in the data system. 

   

48. Omeprazole Sodium InJ. 40mg (SR-00800803) 

------------------------------------------------------- 

(a)  The estimated quantity submitted by the Medical Supplies Division  during the 

period 2019 to 2023 was 7,916,993 units supplied  and the actual quantity 

received  was 4,920,994 units.  Accordingly, the variance was very high  and 

had ranged from 11 per cent to 83 per cent. Accordingly, it was observed 

during the audit that estimates are not prepared based on accurate data.  

 

(b)   Even though a number of 540,000 units of the requirement of 800,000 units of 

pharmaceutical had been received from the orders No. 

2022/SPC/N/R/P/00013, the delay period had exceeded by 05 months. 

 

(c)  The remaining stock of the above  order No. 2022/SPC/Z/R/P/00770 had  not 

been received as per the Swastha System even by the date audit 23 November 

2023 . 

 

(d)  It had taken more than 02 years and 09 months to complete the procurement 

for this order. 
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(e)   In inviting bids for 300,000 units valued at Rs.8,088,000 considering as an 

emergency order under No. 2022/SPC/E/R/P/00732, the bids had been 

submitted by bidders who did not have the registration certificate of the 

National  Medicines  Regulatory Authority and  the bid had been  awarded to 

one of the bidders. 

 

(f)  As per Order No. 2022/SPC/E/R/P/00732 , although the shelf life of the 

pharmaceutical should be 24 months in terms of  clause 08 of the bid 

regulations, and conditions, the shelf life of the selected bid had been 20 

months. 

 

(g)   As per the  Order No. 2022/SPC/E/R/P/00732, the delay in supply of 

pharmaceuticals was 02 years  09 months and 12 days. The 5 per cent penalty 

for delayed  delivery had not been collected and the procurement period for 

the order had exceeded 06 months. 

 

(h)   Even though Bids had been awarded for the supply of 600,000 units of 

pharmaceutical on 17 November 2023 valued at Rs.36,751,570 under No. 

2023/SPC/N/R/P/00029 considering  as an emergency requirement,  due to 

being reported as a receivable order in the data system as at 14 December 

2023,  it was observed that the stock was not given to the Medical Supplies  

Division  within the stipulated time. 

 

 49. Thyroxine tablets 25 micrograms (SR – 00701103) 

      ------------------------------------------------------------- 

 

(a)  The estimated quantity submitted by the Medical Supplies Division was 

45,138,510  and the actual quantity received was 12,524,580 units during the 

period 2019 to 2023 . Accordingly, the variance  between the estimated 

quantity and the actual order quantity had ranged from 39 per cent to 100 per 

cent. Therefore, it was observed during the audit that estimates are not 

prepared based on accurate data.  

 

(c) The estimated units were over-calculated because the Medical Supplies 

Division took the over-estimates sent by the hospitals into their estimates 

without any verification. 

 

(c)   Due to failure of accurately estimating the annual requirement, in the 

submission of the order for 13,000,000 tablets to the bidder as per order No. 

2020/SPC/A/R/P/00278, it had been procured only 5,000,000 tablets due to 

the availability of sufficient stocks. 
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(d)  Due to not paying attention to zero stock levels in the Medical Supplies 

Division, the Medical Supplies Division was not able to maintain adequate 

stock levels as a result of procurement activities were not being carried out in 

a fixed time frame, and being canceled and being suspended of orders. 

 

(e)  Although the stocks pertaining to Order No. 2020/SPC/A/R/P/00278 should be 

received by 31 January 2021, due to the receipt of stocks to Medical Supplies 

Division on 16.06.2021 and 29.06.2021, the delay period had exceeded 05 

months. 

 

(f)    It had taken more than a year to notify by the Medical Supplies  Division for 

the failure of 4,941,500 units of pharmaceuticals received under batch number 

L-68005 as per above order and the entire amount had been issued to 55 

hospitals. The remaining units in 19 hospitals were 45,300 and all 4,896,000 

units had been issued to patients. 

 

(g)     Due to non-availability of pharmaceuticals in Medical Supplies Division  and 

hospitals  and although the bid was  awarded to supply one million from the 

stock on hand and the rest in a month to purchase 3,282,600 units of 

Thyroxine pharmaceuticals with a total value of  Rs.13,130,400  by order No.  

2020/MSD/C/R/P/00046, the delay in supply of pharmaceuticals was between 

02 months to 05 months. 

 

(h)    After the Departmental Procurement Committee observed that there was zero 

need for medical supplies and National medicine stocks, although the bid was 

awarded to get the pharmaceuticals immediately for the purchase of 1,200,000 

units by order No.2023/SPC/C/N/R/P/000084, it had been stated in the Data  

System that the stocks had not been received  even by December 2023. 

 

50.   Hydrocortisone Tab. 10 mg (SR-00701502) 

    ---------------------------------------------------- 

(a)  The estimated quantity submitted by the Medical Supplies  Division  was 

8,734,735 units during the period from 2019 to 2023 and  the actual quantity 

received was 5,940,320 units. Accordingly, the variance was a high figure  and 

it had ranged from minus (12) to 47 per cent. Accordingly, it was observed 

during the audit that estimates are not prepared based on accurate data.. 

 

(b)    Bids had been opened to procure 850,000 units at Rs. 6,791,500 by  Order No. 

2022/SPC/N/R/P/00039. A number of 295 days had been spent for 

procurement from the date of bid opening. The bid award related to the 

submission of bids was temporarily stopped and the bid was re-awarded to the 

bidder and the bidder had spent a delay of 06 months in providing the 

pharmaceuticals. 
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 (c)    Indent No. DHS/ICL/SA/381/22  had been  issued to a supplier who had not 

have a NMRA registration certificate and supply of pharmaceuticals had been 

done with 08 months delay as per   the scheduled date.  

 

(d)   Order No. 2022/SPC/V/R/P/00640 had been re-implemented under Medical 

Supplies Division order No. 2022/MSD/V/R/P/00076 without revoking by the 

State Pharmaceuticals Corporation.  However, it was observed that the system 

has not been updated due to both these orders being indicated  as receivables 

in the Swastha system. 
 

(e)  A number of 1,455,000 units pertaining to Order Nos. 

2022/MSD/V/R/P/00076, 2022/SPC/E/R/P/00569 and 2023/SPC/N/R/P/00084 

had not received by the Medical Supplies Division even by December 2023. 
 

51.  Anti-Rabies Human lg 300 I.U (SR-00602501) 

  -------------------------------------------------------- 

(a)  The estimated amount submitted during the period from 2019 to 2023 by the 

Medical Supplies Division  was 27,112 units and the actual amount received 

was 10,550 units. Accordingly, the variance was very high and it had  ranged 

from  minus (07) per cent to 77 per cent. Accordingly, it was not observed 

during the audit that the estimates are  prepared  based on accurate data. 
 

(b)  It had decided to cancel the Indent bearing DHS/TN/482/2022 on 09 August 

2023  and there was no information in the relevant file that the supplier was 

notified that the order was cancelled. In the data system , this attachment was 

indicated as receivable. 
 

(c)   A number of 400 vials of pharmaceutical had been purchased under the indent 

number LP/DHS/EP/TN/3532/2022, on an emergency basis, and although the 

stock of pharmaceutical should be supplied on 30 September 2022, it had been 

decided not to levy fines for the delay of 84 days which had occurred due to 

the supply on 22 December 2022. 

 

52.  Salbutamol Respiratory 501 0.5per cent 15ml vial (SR-00500109) 

 ---------------------------------------------------------------------- 

(a)  According to the estimated 2,177,591 units  submitted during the period from 

2019 to 2023 by the Medical Supplies  Division  and the actual units received  

was 713,000,  the variance was very high and  it had ranged from 52 per cent 

to 102 per cent. Accordingly, it was not observed during the audit that the data 

was estimated correctly. 
 

(b)  As per purchase order No. ICL/EOI/PI/124/2022 to purchase 60,000 units of 

pharmaceutical according to the Order No. 2022/MSD/V/R/P/000103 although 

the pharmaceuticals should have received by February 2023 the Supplies 

Division  had not received the pharmaceutical stock even by December 2023 . 
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    (c)  According to the order No. 2023/SPC/N/R/P/00098 a number of 120,000 units of 

pharmaceuticals should have  supplied as the annual requirement of 2023 as  60,000 

units each in January and April 2023 respectively. However, a confirmation whether  

these pharmaceuticals were received or not  had not been submitted to audit. 

 

53.  Mesna Injection 200 mg in 2 ml  (SR - 01210101) 

------------------------------------------------------------ 

(a) The normal  order 2022 related to the purchase of 23,000 units of this 

pharmaceutical was issued on 27 February  2021 through the data system and 

was received on 18 March 2021. Only one company had submitted bids 

according to the international competitive bidding process. According to the 

bid documents, although the National  Medicines Regulatory Authority 

registration was valid until 21 June  2025, the registration certificate submitted 

had remained valid only up to   30 June  2021. The Technical Evaluation 

Report had been signed without mentioning the names and positions of the 

relevant members. It was observed that  the Medical Supplies Division had 

taken 07 months to temporarily suspend the order dated 27 February 2021 due 

to non-ordering of pharmaceuticals based on normal and accurate data and it 

has taken more than 07 months to re-activate it and from that date another 03 

months have been spent to award the order to the supplier for offering, and 

another 03 and 06 months have been spent for receiving the pharmaceutical 

and accordingly, it was observed that this process had taken 23 months.  

Similarly, the agreement had been  signed on 18 October  2023 after receiving 

the stock of these pharmaceuticals. 

 

(b)    The normal  order for the year 2023 for the purchase of 15,000 units was 

placed on 16 November 2022 after a delay of 10 months. According to this 

order, 7,500 units of injection were to be supplied on 12 January 2023 and 12 

April 2023 each. After issuing the order, 03 months had been spent for 

inviting bids. Almost a month had been spent for the bids to be opened and 

evaluated and the bid evaluation report dated 18 April 2023 had been signed 

without mentioning the names and positions of the relevant members. Three 

months after the submission of this Technical Evaluation Committee Report, 

since the organization that submitted the lowest price was not a registered 

organization of the National  Medicines Regulatory Authority, it had been  

recommended to award this order to the organization that submitted the 

second lowest price with the same registration at the rate of Rs.600 per unit.  

 

(c)    This order was awarded to the said company on 14 August 2023 and it was 

stipulated that 7,500 units should be supplied within 90 days from the order 

and the remaining 7,500 units should be supplied 03 months after the first 

stockh. Although the temperature point given by the supplier was less than 25 

degrees Celsius as per the Medical Supplies Division, the required temperature 

was 30 degrees Celsius, a confirmation was requested for the same. According 
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to the email dated 20  August, 2023, if the item is registered under the above  

storage condition of the National  Medicines Regulatory Authority and 

awarded by the Technical Evaluation Committee and the Procurement 

Committee, it had been mentioned that it was fair as per  the Medical Supplies 

Division. It was specified that the storage condition should be below 25 

degrees Celsius and the shelf life should be 24 months. Again an Indent was 

issued on 12 October  2023 and it was stated that the storage condition should 

be below 30 degrees Celsius and the shelf life should be 21 months. A number 

of , 7,500 units were received on 10 October 2023 and it was observed that the 

stock was undertaken  out of specification. 

 

(d)   Order No. 2023/SPC/X/C/P/00192 for the purchase of 25,000 units with an 

estimated value of Rs.13,020,750 was issued on 25 May 2023. According to 

this order, 13,000 units and 12,000 units of injections were to be supplied 

respectively. Three  organizations had submitted bids. These bid documents 

had been evaluated by the Technical Evaluation Committee and it was decided 

to award the order to the only registered supplier who offered the highest price 

through price negotiation and the Procurement Committee recommended to 

award this procurement to the above supplier at the price of Rs.550 per unit. 

Evidence was not submitted to the audit that the  cover approval of the Cabinet 

of Ministers was obtained for this procurement decision or that the Chief 

Internal Auditor certified that this procurement was done as scheduled. It took 

nearly 68 days to award the order after the procurement evaluation activities. 

According to the terms of supply regarding this pharmaceutical, although it 

was stated that the shelf  life of the pharmaceutical is 24 months,  the fact that 

the lowest shelf  life of the Indent was stated as 12 months (with assurance) 

was problematic during the audit. 

 

(e)    Even though Maharagama Apeksha  Hospital had requested 27,600 units of 

this pharmaceutical  from the Medical Supplies Division  on 15 occasions in 

the year 2022 and October 2023, only 23,106 units had been received. 

 

(f)      Due to excess stock of 13,129 units for the year 2024 as per order control form 

prepared by Medical Supplies  Division for the year 2024, an order had not  

been prepared  for the year  2024. However, as there is a problematic situation 

regarding the accuracy of the data used to prepare this order control form,  it 

was observed in the audit that there is a risk of resorting to emergency 

purchases in the year 2024 as well. 

 

54.  Epoetin injection 10,000 IU  (SR N0. 00404004) 

    ------------------------------------------------------------  

(a)  Although the annual requirement for the year 2021 was  45,987 units, this 

pharmaceutical  had not been ordered for the year 2021 due to  orders 

receivable of 50,000 units and stock- in -hand  of 39,558 units is sufficient.  
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However, only 12,500 units were received out of the units of the order 

received. Accordingly, annual orders were estimated based on uncertain data 

without considering  to the availability of stock or the progress of those orders.  

 

(b)   Although the 2022 annual estimate of this pharmaceutical was 60,311 units, 

orders for 85,000 units were issued during the year. Of this, 36,000 units were 

ordered under normal orders, 24,000 units under "emergency requirements" 

and another 25,000 units under Indian credit facilities. As only 3,600 units 

were received from the normal  order of 2022, the Medical Supplies Division 

had arranged to purchase under emergency purchases and other credit 

facilities. 

 

(c)    The Medical Supplies  Division had not prepared an order control form for the 

year 2023 and only the annual requirement of the hospitals had been obtained. 

However, a normal  order of 24,000 units had been  issued on 24 November 

2022, and the information based on that was not submitted to the audit. 

  

(d)   The  Order No. 2022/SPC/V/C/P/00633 had been  issued on 24  September 

2022 for the purchase of 12,000 units and the , the Order No. 

2022/MSD/V/C/P/00091 was issued on 01 November 2022 instead. However, 

both these orders remained as orders issued in the Swastha System at the time 

of audit.  

 

(e)     Only 19,200 units had been received  for the year 2022 for the normal  order 

of 36,000 units given in the year 2021, and the remaining amount of 16,800 

units had not been received by the Medical Supplies Division by the audit date 

of 2023.  

 

 (f)    Due to failure to place the  orders and insufficient stock in hand, orders had 

been issued for a total of 49,000 units on 07 September , 01 November  and 02 

November 2022 respectively. Out of this, only 22,000 units had been received 

by the Medical Supplies Division by 31 March 2023, and 27,000 units 

including 25,000 units ordered under the Indian Credit Line had not been 

received by the Medical Supplies  Division even  as at the audited date of 

October 2023.   

 

(g)    Accordingly,  It is observed in audit that the orders have been issued for these 

emergency purchases on the basis of informal and unspecified data in the  date 

of supply of stock in the normal  order has been changed from time to time, 

delay in issuance of WOR by the National  Medicines Regulatory Authority 

and failure of the Medical Supply Division to provide accurate information 

about the existing stock levels to the State Pharmaceuticals Corporation etc. 

and hence, the respective  responsible officers are accountable in this regard. 
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(h)    Although  the annual normal order should be placed at least 11 months in 

advance the orders for 24,000 units for the year 2023 had been placed on 24 

November 2022. These pharmaceuticals  were expected to be available at least 

by April 2023. According to the procurement time frame, although  bids 

should be invited within 03 weeks of receipt of the order,  the Procurement 

Committee had decided to invite quotations from registered and previous 

suppliers on 13 March 2023, four  months after receipt of the order. However, 

the relevant invitation to bid had not been opened and no action had been 

taken to cancel this order even by the date of audit.  

 

 (i)     The normal  order 2022  of 36,000 units had been  placed on  27 February 

2021. After 53 days of receiving the order, the Procurement Committee had 

recommended to invite bids under the international competitive bidding 

system. After 24 days of this approval, the newspaper advertisements related 

to the invitation of bids were published. Accordingly, two Indents were issued 

on 21 September  and 23 September 2021 respectively. A re-order was issued 

on 11 October  2021 to the bidder supplying 70 per cent of the order that is  

25,200 units, stating  a wrong address in the earlier order. Although the 

accurate address was mentioned in the bid documents, inquiries had  not been 

carried out  from the respective  officers regarding the issuance of the 

purchase order to a wrong address. 

 

 (j)   Even though only the supplier who supplies 70 per cent of the actual order had  

to supply 16,800 units, the performance bond offered by the supplier had 

expired on 28 February  2023. The responsible officers had not extended or 

taken over this performance bond amounting to Rs.2,948,400 before the 

expiry of its term. 

 

 (k)    Even though the selected bidder for supply of 25,200 units had not supplied 

the stock of pharmaceuticals on the date mentioned in the Indent in relation to 

normal order No. 2022/SPC/N/C/P/00021, a price revision had been requested 

due to the depreciation of the rupee. Accordingly, a unit at Rs.1,170 instead, 

on two occasions, a price increase of Rs.2,142 and Rs.2,154 per unit was 

requested respectively. The Procurement Committee had based this 81 per 

cent price variation on the value of the U.S. Dollar prevailing on the date of 

submission of bids and the value of the U.S. Dollar prevailing on the date of 

requesting the price revision. Since the supplier had not yet supplied the stock 

of pharmaceuticals, the actual cost incurred by the supplier was not confirmed, 

and although the price increase should be given by obtaining written evidence 

confirming the actual cost incurred by the supplier it was not done 

accordingly. After 93 days the price revision was approved and  8,400 units 

had been supplied at Rs.2,000 per unit. 
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(l)   The  Order No. 2022/SPC/X/C/P/00575 of 25,000 units had been issued  to be 

procured on emergency basis. The Procurement Committee had recommended 

immediate supply of 25,000 units at US$ 5.75 per unit to the lowest bidder 

based on the recommendations and price evaluation of  Technical Evaluation 

Committee. Although it was decided to invite bids on an emergency basis and 

the bids were invited stating that they should be supplied immediately, the fact 

that the "emergency" basis was limited to inviting bids from bidders was 

problematic as the stock of pharmaceuticals  had not been supplied by 26 

October  2023. Although it was decided to cancel this order as it does not 

belong to the priority category, the State Pharmaceuticals Corporation 

informed that it cannot be canceled as it is an order approved under the Indian 

Credit Line  and is currently in operation. Even though more than a year had 

elapsed since the order was issued, due to the non-implementation of the order 

in an updated manner it was observed during the audit that the stock related to 

this order is not available and there is a tendency for the order to be cancelled. 

 

(m)  Purchase order No. 2022/MSD/V/C/P/0633 of 12,000 units was issued on 04 

November 2022. As per the purchase order, on 26 December 2022 and within 

50 days of the selected bidder was to supply the stock as published in the bid, 

the supply was terminated after 94 days on 30 March 2023. A number of 2,000 

units had not been provided by 09  October  2023. There was no clause in the 

bid documents regarding availability of performance bond and as per the letter 

dated 28 October 2022 from the Secretary to the Ministry of Health to the 

Deputy Director General (Medical Supplies Division) that the duration and 

amount of the performance bond shall be determined as per the delivery 

schedule and as per the exigencies. Although informed, it did not state that the 

guarantee should not be taken. However, subsequently, the Secretary  of the 

Ministry had overstepped his authority and exempted him from obtaining 

performance bonds and entering into contracts with the contractor. 

 

55.   Imatinib Mesilate Tab/Cap 100 mg (SR  - 01204401) 

   ----------------------------------------------------------------  

(a) The annual estimate of hospitals for the year 2021 was 835,000 units, and the 

number of units issued during the year was 1,613,875. That amount was a 93 

per cent increase compared to the estimate. Out of the orders issued, the stock 

of pharmaceuticals  related to the normal  order of 1,562,500 units had not 

been received by the Medical Supplies Division by  15 November 2023. 

 

(b) The annual estimate of hospitals for the year 2022 was 582,080 units and the 

number of units issued during the year was 1,325,000 units. That amount was 

a 128 per cent increase over the estimate. Out of the orders issued, only 30,000 

units received as grants were received by the Medical Supplies Division 

during the year. 
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 (c)  Although the orders of 140,000 units, 137,500  units , 137,500 units were 

shown as issued  orders  by order No. 2022/SPC/E/R/P/00610,  No. 

2022/SPC/V/R/P/00690 and No. 2023/SPC/E/R/P/00143  respectively within 

Swastha System, these stocks of pharmaceutical were not shown in the 

Swastha system as receivables. 

 

(d) It had been decided not to release the normal order 2022 based on the order 

control form prepared. However, 1,325,000 units including 30,000 units 

received as donations had been issued during the year as Indian loan assistance 

and emergency purchases.  

 

 Even though a normal order, pertaining to the order of 1,562,500 units issued 

on 08 January 2020 for the year 2021 had not been issued for 2022 

considering pharmaceutical stocks on receivables basis,  the said stock of 

pharmaceuticals  that was due to be received had not been received by the 

Medical Supplies Division by the audited date of 15 November 2023 . 

 

(e) The  Order No. 2022/SPC/X/R/P/00306 of 600,000 units for the year 2022  

had been issued on emergency basis. Seven  bidders had submitted bids and it 

was decided to award the procurement to the bidder who submitted the lowest 

price out of  the two qualified bidders according to the recommendations of 

the Technical Evaluation Committee and the recommendation of the 

Procurement Committee given on 06 October 2022, that is 167 days after that 

recommendation. Although the performance bond was supposed to be 

submitted within 14 days of issuing the purchase order, it was submitted 96 

days later. The order was placed on 07 April  2023, that is 97 days after the 

date of delivery of the pharmaceuticals  mentioned in the purchase order, and 

the remaining shelf  life of the pharmaceuticals  was in between 18 and 19 

months. The supply of pharmaceuticals had been delayed for more than a year 

after the order on 26  March 2022 was issued on an emergency basis, and 

accordingly, it was problematic in the audit whether the emergency basis is 

only valid for "giving a period  about 05 days to submit bids". 

 

(f)  The Order No. 2022/MSD/V/R/P/00074 for 137,500 units, a supplier with the 

registration certificate of the National Medicines Regulatory Authority had 

been selected to supply 137,500 units at US$ 0.0044 per unit. According to the 

purchase order, although it was mentioned that 6,000 units and 131,500 units 

should be supplied, and the selected bidder in his bid documents said that he 

would supply 6,000 units immediately and the rest within 30 days,  the stock 

of pharmaceuticals related to the Medical Supplies Division had not been 

supplied even by October 2023, which was the date of audit..  
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(g) The Ministry of Finance issued the order on 16 June  2022 for the purchase of 

140,000 units No. 2022/SPC/E/R/P/00730 as per the guidelines for the Health 

Sector Emergency Procurement Process (HSEPP). Although  the 

recommendation had been made by the Emergency Procurement Committee of 

the Health Sector to award the procurement to the lowest responsive bidder of 

Rs 59.66 per unit under a Waiver of  Registration (WOR) on the basis of the 

prevailing emergency, the related  Covering Approval letter of the  Cabinet of 

Ministers was not in the  file. A number of 139,980 units were specified to be 

supplied and it was stated in the bid documents that the stock of 

pharmaceuticals would be supplied "immediately" and the bid documents of 

the selected bidder stated that the stock of pharmaceuticals would be supplied 

after the issuance of the WOR. Furthermore, even at the time when the 

purchase order was issued, the Medical Supplies Division did not have any 

stock of pharmaceuticals and the fact that the order was not issued to supply 

the stock stating,  "immediately" was also problematic in the audit. The 

request for WOR Certificate  was forwarded by the State Pharmaceuticals  

Corporation to the National  Medicines  Regulatory Authority on 23  January  

2023 and after 24 days on 16 February  2023 this approval was given. 

Accordingly, due to the delay in issuing the WOR Certificate, the supply of 

pharmaceuticals was not done on  28 February  2023 as mentioned in the 

purchase order, and the order was given to the Medical Supplies Division  16 

days after the WOR Certificate was issued. 

 

(h) The Procurement Committee had given recommendation to invite bids from 

registered suppliers at limited prices after 07 days of issuing  of order No. 

2022/SPC/E/R/P/00744 for 140,000 units. The Technical Evaluation 

Committee had recommended awarding the bid to the lowest responsive bidder. 

At the time the purchase order was issued, the medical supplies division had no 

stock and the national stock condition  was limited to 0.01 months as per the  

system. Accordingly, as per the bid documents, the purchase order had been 

issued stating that the stock of pharmaceuticals would be supplied on 31 March 

2023, instead of being supplied "immediately". 

 

(i) Although the Medical Supplies Division had decided not to issue the normal  

order for the year 2023 for this pharmaceutical  as per the order control form  

prepared,  two orders were issued about 10 months later as  a normal order of 

275,000 units and an emergency purchase order of 137,500 units. Accordingly, 

the accuracy of the information based on  when the orders were issued was 

problematic in the audit. 

 

(j) Although the normal order should be  issued at least 11 months in advance, the 

normal order of 275,000 units for the year 2023 had been  issued on 16 

November 2022. If a normal  order is placed on the scheduled date, although  

it is possible to carry out the procurement under an open bid method in the 
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current emergency situation, although the Procurement Committee had 

recommended calling for bids at limited prices within 07 days,  the bids were 

called without giving a reasonable time to the bidders to respond after 75 days 

of this approval. The purchase order was issued on 17 July   2023, a delay of  

131 days after the award of bids, stating that the stock on hand is sufficient for 

09 months by  07 July 2023, stating that the pharmaceutical stock should be 

supplied on 15 May 2024. According to the order control form prepared in 

January 2022, despite  it had decided that there is no need to issue an order for 

the year 2023, issuing an order without preparing a reorder control form was 

problematic in the audit. The supplier had not given the performance bond as 

of the audited date of 06 November 2023,  and had also not entered into a 

contract agreement with the supplier. Further, an assurance from this supplier 

had not been obtained  that the stock of  Pharmaceutical would be supplied on 

the date mentioned in the purchase order.  

 

 (k) According to the Guidelines No. PFD/PMD/Health/ HSEPP/01/2022 dated 16  

June 2022  had been issued by the Ministry of Finance for the Health Sector 

Emergency Procurement Process (HSEPP), the order No. 

2023/SPC/E/R/P/00143 for  137,500 units had been issued. Although it had 

been decided that there is no need to issue an order for the year 2023 in January 

2022, issuing of this emergency order in January 2023 itself was problematic in 

the audit. Although there was no enough time was given to submit the bids, the 

Technical Evaluation Committee had submitted its recommendations on  24 

April 2023, about 25 days after the invitation for bids. Accordingly, it was 

problematic in the audit whether the basis of procurement of pharmaceuticals  

was “immediate” only for bidders to submit bids. According to the 

recommendation of the Technical Evaluation  Committee, the Medical Supplies 

Division  had stated that the stock of this pharmaceutical  is sufficient for 12 

months, and the Procurement Committee had decided to cancel the order 18 

days after issuing the recommendation. Accordingly, it was a controversial 

matter during the audit  that the Medical Supplies  Division had issued orders 

on emergency basis stating that they did not have sufficient stock and canceled 

the order stating that they had sufficient stock. Accordingly, the time, effort and 

cost spent on this order had been useless. 

 

(l) An order control form for determining the normal order quantity for the year 

2024 had not been prepared by 15 November 2023. Accordingly, a decision 

had not been taken in respect of issuance of  the order for the year 2024 . 

 

(m) The Medical Supplies Division did not have the stock of pharmaceuticals 

during the period from 02 September 2022 to 13  March  2023 and accordingly,  

02 hospitals purchased 724 units were purchased for Rs.260,480 as  400 units 

at Rs.500 each and 270 units at Rs.224 each during this period . 
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56.   Oxaliplatin injection 50 mg in 10ml vial (SR-01203801) 

   -------------------------------------------------------------------- 

 

(a) According to Swastha Computer Data System, all the quantities of this 

pharmaceutical  had been    totally  out of stock as at 12  October 2023 .  

 

(b) A number of  15,000 units, 2,550 units and 2,750 units were ordered for the 

years 2021, 2022 and 2023 respectively, and when these orders were placed, it 

was observed that there was no sufficient stock. It was observed in the audit 

that the cancellation of the orders issued after 2020 was the reason for this. 

 

(c) A  normal order of 12,000 units of this pharmaceutical for the year 2021 was 

placed on 06  January, 2020, and bids were called on 02 February 2020 

according to the international competitive bidding system and the bids were 

opened on  24 April 2020. It had been  decided to award the procurement to 

the lowest bidder 7 months after the opening of bids. The decision was 

communicated to the selected supplier 02 months later. In issuing the Indent 

on  31 March 2021, the Indent was issued with a delay of more than one year 

from the delivery dates mentioned at the time of placing the orders. 

 

(d) The National  Medicines Regulatory Authority (NMRA) certificate which was 

submitted by the selected bidder was a certificate obtained for another SR 

number named Oxaliplatin for injection USP 50mg in 30ml vial and its 

acceptability was problematic during the audit. It was also observed that this 

certificate has been canceled on  14 June  2023.  

 

(e) The Medical Supplies Division had terminated this order and the previous 

order of 12,000 units on  23 September 2021 as the demand for this 

pharmaceutical had decreased due to the ongoing Covid epidemic in the 

country. However, even though the Director of the Medical Supplies Division 

informed on 21  July  2022 to recall 3,000 units from this order, the 

pharmaceuticals  had not been received by the Medical Supplies  Division by 

the date of audit  12  October  2023 .  

 

(f) Orders for purchase of 1,800 units had been placed under Order No. 

2022/SPC/X/R/P/00306 despite two earlier issued orders had been suspended. 

The Departmental Procurement Committee had decided to award the bid to the 

organization that submitted the lowest price. Again after three months, it was 

observed that the Procurement Committee had decided to invite the supplier to 

get an explanation regarding the supply of the awarded item, and failure of 

submission of  the required performance guarantee and not signing the 

contract were mentioned as reasons for that. At that time, the supplier had sent 

a letter to the State Pharmaceuticals  Corporation and requested an increase in 

the price offered at US$ 3.50 to US$ 6.875 due to the increase in prices of  
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raw material. It was observed that the Procurement Committee had canceled 

the relevant procurement on the basis of price increase of the supplier. It was 

observed that the NMRA certificate submitted during the bid evaluation  of 

this pharmaceutical  was related to another SR number.  

  

(g) The order No. 2020/SPC/E/R/P/00744 for the emergency purchase of 750 

units had been forwarded by the Medical Supplies Division. Despite this order 

was mentioned as an urgent order, 15 days had been spent for inviting bids. 

However, only 06 days were given for submission of bids and it was observed 

that by giving six days  for submission of quotations considering it as an 

emergency purchase, and giving long time intervals like 1 ½ months for 

evaluations, the competition had been limited  on the grounds of emergency  

and no emergency  has been shown in other matters. The NMRA certificate 

for the  other dose of this pharmaceutical submitted in relation to this order 

had been expired by 21 April 2020 and it was extended again and presents as a 

valid certificate by the time of the Indent was issued . Although the certificate 

is a pharmaceutical  related to another SR number, it was not taken into 

consideration during the evaluation of bids. This stock of pharmaceutical was 

received by the Medical Supplies  Division  on 10  March  2023 and it was 

observed that it was included in the stock under a different order number and 

SR number.  

 

(h) Order No. 2023/SPC/N/R/P/00081 of 1500 units related to the year 2023 had 

been forwarded on 16 November 2022. According to the order control sheet, 

there was an excess stock of pharmaceuticals of 23,501 units related to the 

forecast period and an order of 1,500 units had been issued as a normal order. 

Although the normal  order of the year 2023 should be submitted 11 months in 

advance, based on the pending orders, the above normal  order was submitted 

about a month before the commencement  of the year 2023. It was observed 

during the audit that the responsible officers were negligent in taking decisions 

by the Departmental Procurement Committee for this pharmaceutical  which 

was not included in the priority list. 

 

(i) When the procurement activities related to the normal order 2023 were being 

carried out, the order had been issued on two occasions for the purchase of 

750  units and 500 units and due to it was not  included in the priority list, the 

Health Sector Emergency Procurement Committee had decided to cancel these 

procurements. 

  

(j) It was observed in audit test checks carried out that  18 units of this 

pharmaceutical had been purchased for Rs.162,000 as one unit of for Rs.9,000  

by Badulla General Hospital because of delays of all the orders  due to various 

reasons. 
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57.  Ergometrine maleate inj.500mcg/1ml amp (SR - 01300102) 

--------------------------------------------------------------------------- 

   

(a) The order No. 2022/SPC/N/R/P/00007 for 15,000 units of injection had been 

submitted to the State Pharmaceuticals  Corporation for the year 2022   on  27 

February  2021 through the Information Management System and the order had 

been sent in writing 18 days later. According to the international competitive 

bidding system, although 02 bids had been submitted, this order was temporarily 

suspended at the request of the Medical Supplies  Division . As per 5.3.10 of the 

Procurement Guidelines, although the bid should be awarded and completed 

within the bid validity period, this bid had been  awarded on 05 October 2022 

without extending the validity period. The validity period of the NMRA 

registration certificate related to the pharmaceutical  had also expired on 20  May  

2022 by that time. However, the Indent was issued on  17 October 2022. The 

pharmaceuticals  related to this order had not been supplied as at  October 2023. 

 

 (b) The procurement had been  awarded to the lowest bidder from 2 firms that 

submitted quotations in respect of order No. 2022/SPC/X/R/P/00284 for 35,000 

units of injections. The Indent had been issued on 04  July  2022, stating that the 

entire stock should be received by 31 March  2023. The total number of 

injections of this pharmaceutical  was provided on 12 April  2023. The 

performance security  applicable to this procurement was given with a delay of 

41 days. At the time of awarding this contract to the supplier, although the 

NMRA registration certificate of the pharmaceutical had expired and the supplier 

has applied for re-registration, the National  Medicines Regulatory Authority had 

not taken steps to renew the registration or reject it accordingly. A shipment 

clearance letter had been issued. Estimated cost related to this order was 

calculated as  Rs. 17,035,200 and the actual cost was Rs.8,845,561. Accordingly, 

there was a variation of 92 per cent between the estimated cost and the actual 

cost. Due to delay in bank guarantee related to this order although an additional 

cost of Rs. 75,600 had been incurred as cold room charges the amount had not 

been recovered from the supplier. 

 

(c) Although the normal  order related to the year 2023 should be issued by January 

2022, the  normal orders 2023 of 17,500 units had been issued on 17 November 

2022. According to the decision of the Departmental Procurement Committee, 

The bid was awarded to a company that was the only bidder for the purchase at a 

cost of US$ 2.80 per unit. However, since the normal order units are to be 

received in the years 2021 and 2022, the date to receive this order had been  

postponed to March 2025 and the procurement process had been  terminated. 

 

(d)      Although there was sufficient stock of this pharmaceutical , 53 units in 4 cases 

had been  purchased locally for Rs.21,925. 
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(e) It was observed that this pharmaceutical had expired in the hospitals due to the 

fact that the estimates of the pharmaceutical were not prepared properly, the 

quantities to be ordered were not properly predicted, the hospitals maintained 

unnecessary excess stock, and information about the excess stock quantities was 

not submitted and purchase cost of expired stock had been only Rs. 5,238,344 . 

 

58.  Pazopanib tablet 200 mg ( SR-01208101) 

--------------------------------------------------  

(a) Quotations were invited from registered previous  suppliers by fax on 25 August  

2021 under order No. 2021/SPC/O/C/P/00528 dated 20 July 2021 for obtaining 

18,505 units of pharmaceutical and only one company had submitted the 

quotations. The Indent was given to the same  supplier on 25 October 2021 and 

the order had  to be delivered by  18  April 2022. This stock of pharmaceuticals 

had not been delivered even on the audit date of 02 November  2023, and was 

shown as a receivable stock in the Swastha System. The performance bond 

related to this order was valid until 30 July 2022 and the registration with the 

National  Medicines Regulatory Authority was also valid only until 03 June 2022 

.  

 

(b)  Even though it  had been stated in the Swastha  System about an order for 

obtaining 30,000 units (Tabs) of  pharmaceutical  under order number 

2021/SPC/E/C/P/00653 dated  08 September 2021, information regarding such 

order was not made available during the audit as per MSMIS system and as per 

data system of State Pharmaceuticals  Corporation. 

 

(c) According to the  Order No. 2021/SPC/E/C/P/00680 dated 16 September 2021 , 

the  approval of the  Departmental Procurement Committee had been given on 25  

October, 2021 to invite quotations by fax from registered previous  suppliers for 

procuring 25,000 units of pharmaceuticals. The procurement had been  awarded 

on 26 January 2022. The order had been cancelled by the Departmental 

Procurement Committee on  18 August 12022 as the supplier requested a period 

of 45 weeks. As there were no other responsive bids, it was decided to re-invite 

quotations  and quotations  had been  invited from registered and previous  

suppliers. Accordingly, the procurement was awarded subject to obtaining WOR 

certificate on 20 October 2022 and independent laboratory report for samples 

prior to shipment. However, as per WOR Committee decision dated 16 February 

2023, WOR certificate had not been awarded. Accordingly, since the order could 

not be awarded even after 02 years and this stock of pharmaceutical was shown  

as a receivable stock in the Swastha  Data System even by  03  November  2023, 

it was observed during the audit that no special attention has been paid to 

prioritize the purchasing  of cancer pharmaceuticals to cancer treatment centers in 

Sri Lanka. 
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(d) It was observed according to the information obtained from the MSMIS 

computer system that due to the non-receipt of orders related to this 

pharmaceutical , there were no stock in the  Medical Supplies  Division for 94 

days during the period from 20 July to 29 November 2021 . 

 

(e) The order No. 2022/SPC/N/C/P/00081 for 50,000 units was forwarded to the 

State Pharmaceuticals Corporation by the data system on 17 September 2021 and 

the respective order was given in writing to the Corporation after a delay of 12 

days. There was zero  stock in hand as at 08 September 2021.  Although the 

members of the Technical Evaluation Committee had signed the Evaluation 

Report, their names and positions were not mentioned. In submitting its bid, the 

supplier had indicated that it would be able to supply the pharmaceutical in 45 

weeks after receiving the Indent and Letter of Credit. Based on these facts, the 

relevant supplier was selected on 02 February 2022. Although the supplier had 

accepted this order on  09 February 2022 subject to the above conditions, the 

Procurement Committee Meeting held  on 18 August 2022 had decided to cancel 

this order and re-bid. Accordingly,  it was observed that almost a year had 

elapsed to cancel the order regarding the conditions notified by the supplier on 15 

February 2022 and although the order was cancelled due to the fault of the 

supplier, the action taken against him was not observed according to the file. 

 

(f) The quotations  were called again on 08 September 2022 under the Departmental 

Procurement Committee to procure these 50,000 units. The Procurement 

Committee which met on  15 November 2022 had recommended to get a unit of 

pharmaceutical at an unusually low price of Rs.330 subject to obtaining a Waiver 

of Registration (WOR)  without considering on the bid of Rs. 1,370 for a unit 

supplied by a supplier with a registered certificate  from the National  Medicines 

Regulatory Authority and subject to obtaining an independent laboratory report 

for pre-shipment samples . The stock level  of this pharmaceutical was zero as at 

08 November 2022. As per WOR Committee decision, this certificate was not 

allowed because of both the pharmaceuticals manufacturer and the local agent 

were not registered. According to the Swastha  Data System, it is shown that 

50,000 units of pharmaceutical are to be received from this order number and it 

was further observed during the audit that continuous supply of pharmaceuticals 

cannot be given to cancer patients by indicating  such stocks as items to be 

received in the data system for an order that has not been issued even an  Indent. 

 

(g) The written order documents containing the supply conditions related to this 

order No. 2022/SPC/X/C/P/00331 which was placed on 26 March 2022 for the 

purchase of 54,000 units of this pharmaceutical under the Indian Credit Line, had  

not been  included in the file submitted for audit. The Departmental Procurement 

Committee had recommended on  21 April 2022, to award the procurement to the 

Indian supplier who submitted the lowest  unit price of US$ 3.05 per unit. After 

12 days of taking that decision, the order had been awarded  to the respective  
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agency. The order was placed subject to an independent laboratory report to be 

provided at the supplier's cost and a WOR certificate to be submitted prior to 

shipment of the pharmaceuticals. Although the supplier should obtain the WOR 

certificate before issuing the Indent, the Indent had been issued on 04 July 2022 

and the WOR certificate was had been  on 06 September 2022. It was informed 

that DHS mark could not be embossed on this pharmaceutical on 10 August   

2022 and the Medical Supplies Division had approved this proposal  on 17 

August 2022 . The first 27,000 units of this stock had been delivered to the 

Medical Supplies  Division  with a delay of about 04 months and the third stock 

of 10,000 units with a delay of about 1 ½ months. Even one unit of this 

pharmaceutical for 23 days from 08 July  to  01 September 2022 and for 104 days 

from 01 September  to 14 December 2022, was  not available in the Medical 

Supplies Division.  

 

(h) The  approval was given on 15 November 2022 to invite quotations from 

registered and previous suppliers within 07 days for procurement as per 

Emergency Purchase Order No. 2022/SPC/E/C/P/00748 dated 09  November 

2022 for 22,500 units. Accordingly, quotations were requested from 04 

institutions on 25 November 2022 by fax. Bids had been  opened on 02 

December  2022. The  representatives of 08 institutions had  participated as 

representatives of bidders. However, according to the Bid Opening Minutes dated 

02 December  2022, the number of companies that sent quotations  was two. 

According to the Evaluation Committee Report dated  02 December 2022, 

although two organizations had been evaluated, it was stated in the minutes of the 

Procurement Committee Meetings dated 28 December  2022 and 04 January 

2023 that three organizations had submitted bids for this procurement. As the 

entity which submitted the lowest bid of Rs.1,256.63 per unit was not registered 

with NMRA and the other supplier was registered with NMRA, it was 

recommended to award the procurement subject to price negotiation. This 

company had agreed to supply Rs.1,467 per unit with a price reduction of Rs.10 

per unit. However, the relevant stock of pharmaceuticals had been given with a 

delay of 64 days. Accordingly, this procurement, which was expected to be done 

on  09 November  2022 as an emergency purchase, had taken more than 5 

months.  

 

(i) An order No. 2022/SPC/E/C/P/00497 had been  issued on 29 June 2022 to meet 

the one month requirement of 9,000 units. According to this order, the 

pharmaceuticals  were to be supplied on  15 July  2023. Accordingly, as per  the 

quotations called  for bids by 22 July 2023, out of 03 bids submitted by the 

Technical Evaluation Committee, which met on 05 August  2022 had  

recommended to buy at  a unit          for Rs. 1,987.15 from the supplier who 

offered the lowest price. However, the Procurement Committee which met on 30 

August  2022 had decided to give to the same company that had awarded the 

main pharmaceutical order at a price such as  Rs.1,609.30 for the purpose of 
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expediting the procurement. The file did not include details of the newspaper 

advertisement inviting bids or letters sent to registered suppliers. Also, even on 

the audit date of 23  October 2023, this stock of pharmaceuticals had not been 

received.  

 

(j) The approval had been  given to the Medical Supplies  Division on 04 October 

2022 to enable private sector importer agent to import medical supplies and to 

purchase sufficient stock of medical supplies by order No. 

2023/SPC/X/C/P/00195 for 60,000 units for three months under the approval of 

the National Medicines  Regulatory Authority as emergency procurement using  

the remaining funds under the Indian Credit Line.  On 15 June  2023 and 15 

September 2023, a number of 30,000 units of pharmaceutical had  to be supplied 

each. According to the calling  for bids made on 14 June 2023 by the Health 

Sector Emergency Procurement Committee from suppliers registered under the 

National  Medicines Regulatory Authority, bids were to be submitted by 16 June 

2023. Thus, it was observed that 04 organizations had submitted bids and no 

sufficient  time had been given to submit bids. 

 

(k)      Although all the 4 bidders did not have NMRA certificate and  other conditions 

are the same out of two institutions with NMRA-Manufactured site approval, the 

Technical Evaluation Committee met on  27  June  2023  had recommended the 

institution which submitted a unit at a price of Rs. 1,905 considering the supply 

schedule as well . As the institution had agreed to provide this supply at a unit 

price of Rs.1,835.17, the Procurement Committee meeting on 28 June 2023 had 

recommended that this supply to be given to the institution and evidence that the 

cover approval of the Cabinet of Ministers was obtained for this procurement 

decision was not submitted to the audit. The Indent was issued on 07 September 

2023 and  the supplier had to supply 60,000 units of pharmaceutical by 07  

November  2023. The performance bond and agreement related to this order were 

not included in the file submitted for audit. This supplier had agreed to supply the 

pharmaceuticals within 30 days from the date of WOR certificate and was able to 

get the pharmaceutical stock at Rs. 34,552,200 less than the price of the selected 

supplier. However, this supplier had not provided the stock of pharmaceuticals 

even by 17 November 2023 . 

 

(l) The Emergency Purchase Order No. 2023/SPC/E/C/P/00145 of 22,500 units had 

been issued on 27 January 2023. Accordingly, this emergency procurement was 

done by the Emergency Procurement Committee of the Ministry of Health. The 

evidences were not submitted to the audit that approval of the Cabinet of 

Ministers  was obtained for the procurement decision. The performance security 

related to this order was not included in the file.  
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(m) According to the MSMIS system, although the historical data of the 

pharmaceuticals given to the named  patients and the historical data of the 

pharmaceuticals given as substitutes had been included, it was observed that 

during the audit that  the facilities for entering that information in the Swastha 

Data System had not yet been created and due to this it was also observed 

pharmacists were  not able to obtain information about the history of 

pharmaceuticals given to patients when necessary. 

  

(n) Although the quantities of pharmaceuticals  ordered are shown as the quantities 

of pharmaceuticals to be received in the MSMIS system and the Swastha  Data 

System, due to failure to properly cancel those orders and remove them from the 

data system if the stocks are not actually received after investigating the 

possibility of further receipt of these pharmaceuticals, the reason for non-receipt, 

the progress related to the relevant order and the possibility of receiving the 

pharmaceuticals in the future, the forecasts made in ordering pharmaceuticals had 

become inaccurate. By making forecasts based on inaccurate data and preparing 

order quantities and supply schedules, pharmaceutical shortages occur due to 

non-availability of stocks of pharmaceutical  predicted as relevant orders and to 

make local purchases and emergency purchases as a remedy to the 

pharmaceutical shortage and having to purchase pharmaceuticals at high prices 

under emergency purchases were  also observed during the audit. 

   

(o) Due to the failure of the Medical Supplies  Division to maintain adequate stock 

levels in the years 2020, 2021 and 2022,  and the failure of the State 

Pharmaceuticals Corporation to supply this pharmaceutical according to the 

supply schedules, this pharmaceutical was unavailable in the hospital system on 

06 occasions for a period of 319 days. Likewise, nearly 50 per cent of this 

pharmaceutical is given to the Maharagama Apeksha  Hospital and only 24,700 

units had been supplied  from the  36,000 units requested in 04 occasions in 2022 

and 2023 from that hospital. 

 

59. Capecitabine Tab  500 mg (SR - 01201601) 

---------------------------------------------------- 

(a) A number of  200 units ordered for the year 2020 and 64 per cent of the units 

ordered for the year 2021 had not been received  even  by  30 September  2023. 

 

 (b) Four  months had been spent to evaluate bids after issuing the normal  order of 

230,000 units for 2022. After the technical evaluation, the Procurement 

Committee had spent more than 02 months for the meeting and nearly 55 days 

had been spent for awarding the order. According to the Indent, although  

250,000 units had to be received by 31  October 2023, the stock had not been 

received even by 28  November 2023  according to the data system. 
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(c) It had been decided to invite bids from registered suppliers for an emergency 

order of 83,000 units by order No. 2022/SPC/E/R/P/00457. As the consent was 

given to supply as the unit price was Rs.290  to the entity which submitted the 

lowest  unit price of  Rs.310, this order had been  recommended to be awarded 

subject to obtaining the WOR certificate. Due to issuing emergency orders in this 

way, the quantity of pharmaceutical related to the year 2022 was ordered 

according to a fixed plan and without arranging to get the stock on the specified 

days, the price of the unit Rs.35.98  related to the normal order of the year 2022 

had increased to  Rs. 290. Accordingly, the additional cost to be incurred was  Rs. 

21.083 million. This was a about a 706 per cent price variation . 

 

(d) The order of 160,000 units of this pharmaceutical had been issued under No. 

2022/SPC/E/R/P/00603.  Even though it had been decided to award  to the lowest 

bidder at Rs. 68.59 each in the Technical Evaluation Committees subject to 

obtaining NMRA certificate or WOR, there was no evidence on file that further 

action was taken or canceled in respect of this order. Likewise, the evidence that 

the cover approval of the Cabinet of Ministers  was obtained for the above 

decisions given by the Health Sector Emergency Procurement Committee was 

not submitted to the audit. 

 

(e) The company has agreed to reduce the price by 0.5 per cent from the lowest unit 

price  for order No. 2022/ SPC/E/R/P/00702 of 83,000 units and has agreed to 

supply the pharmaceutical within 3 weeks, it had been  recommended to grant the 

order. The performance bond and contract agreement were not included in the 

file. After awarding the order, one month was spent requesting the WOR 

certificate and more than 06 months had been spent to provide it. Since the WOR 

certificate is only valid for 06 months from the date of issue, although this stock 

of pharmaceuticals should be received by 01  December, it was observed that 

since the pharmaceuticals had not been received even on 30  November 2023, a 

WOR certificate had to be obtained again. 

 

 (f) It had been decided to invite bids from registered suppliers for the order of 

250,000 units by No. 2022/SPC/E/R/P/00730. Bids had been submitted by 05  

institutions and as the Procurement Committee met and could not agree on the 

time taken for supply of pharmaceuticals  by the institution which submitted  unit 

price of Rs.250 with National Medicines  Regulatory Authority registration out of 

these orders, it had been recommended to place the order subject to taking WOR 

certificate to the company that submitted the bid at the unit price of Rs.102.27. 

According to the information provided to the audit by the National  Medicines 

Regulatory Authority, a WOR certificate had not been issued to this institution by 

20 November 2023. For this order, which was awarded as an emergency order, 

the pharmaceuticals  had not been received even by 30 November 2023 . 
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(g) Despite the  emergency orders of 83,000 units and 250,000 units had been issued, 

an emergency order bearing No. 2022/SPC/E/R/P/00744 of 250,000 units had 

been issued by the Medical Supplies Division. The Procurement Committee had 

decided to invite bids from registered and previous suppliers within the purview 

of the Departmental Procurement Committee. A formal and specific 

recommendation had not been given by the Evaluation Report and the Committee 

Members had signed the relevant report without mentioning their names and 

positions. The Procurement Committee met and decided to reduce the price from 

the National  Medicines  Regulatory Authority registered entity, which submitted 

the lowest unit price of Rs.99 out of  these bids. The Indent was issued on 12 

January 2023, and 249,990 units had  to be supplied on 13 March 2023, and 

247,440 units, that is  2,550 units less, were received on 04  April 2023.  A   debit 

note  of Rs.2,449,656  was sent to the supplier due to receipt 22 days late. The 

supplier had submitted a letter of excuse on 01 June 2023 and again submitted a 

letter on 04 August 2023 indicating that the remaining stock of 2,550 could not 

be supplied. However, the information to confirm  these payments was not 

included in the file.  

 

(h) Although the normal  order for the year 2023 should have been issued in January 

2022,  the order of 500,000 units had been issued on 16 November 2022 with a 

delay of about 10 months. The Procurement Committee had decided to invite 

bids from suppliers registered under the National  Medicines Regulatory 

Authority and according to the evaluation report, no formal and specific 

recommendation had been made. After the order was issued, a period of 04 

months had been spent to evaluate the bids. It took more than 02 months to meet 

the Procurement Committee after the recommendation of the Technical 

Evaluation Committee and almost 55 days to award the order after the 

procurement evaluation. According to the Indent, although    250,000 units had  

to be received by 31 October  2023, this stock of pharmaceuticals  had not been 

received even by 28 November  2023 according to the Data System.  

 

 (i) Bids were opened for order number 2023/SPC/X/R/P/00191 for 600,000 units 

and 08 entities had submitted bids. The supplier had agreed to reduce the unit 

price from Rs.95.89 to Rs.95.79. A performance bond was not given as per the 

file and the inventory was listed as a receivable as per the system. Only 02 days 

period  was given for submission of bids.  Although the cover approval of the 

Cabinet of Ministers should be obtained, the evidence that the approval was 

obtained had not been  submitted to the audit. It took almost 70 days to award the 

order after procurement evaluation. Even though it  was mentioned  that the shelf 

life of the pharmaceutical is 24 months, it was problematic in the audit because it 

was stated as 12 months in the Indent. 
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(j) Bids were invited for the order No. 2023/SPC/E/R/P/00204 of  for  300,000 units 

and bids were opened on 14 September  2023 and 07 organizations had submitted 

bids. As the bidder who had  submitted the lowest price was not a registered 

supplier and the second lowest institution  who was the previous registered 

supplier had been recommended at a price of Rs.108.31. According to the 

minutes of the Procurement Committee Meeting, it was stated that this 

pharmaceutical is sufficient for another month only and it was stated that the 

company that offered the lowest price should reduce the prices and verify the 

registration of the National  Medicines Regulatory Authority and the file was 

closed  after this note. Only 03 days period was given for submission of bids. 

Even though 40 days had elapsed since the opening of bids, the order had not 

been awarded because  a supplier could not be selected even by the audited date 

of 04 December 2023 . 

 

(k) According to the Swastha system, it was shown that 1,919,416 units of this 

pharmaceutical  to be received on 07 December 2023. However, the information 

on how the number of units was  set, had  not been  included in this system. 

 

(l) Although the normal order relating to the year 2024 should  be issued in January 

2023  the order had  not been  issued by the end of November 2023. Due to the 

fact that the normal orders related to the last two years of this pharmaceutical  

were not issued as scheduled based on formal forecasts and emergency orders 

were issued in several cases, the opportunity to purchase  the pharmaceutical at a 

lower price through better competition was lost and due to the normal  order 

related to the year 2024 not being issued on the scheduled date  in the year 2024 

it is also observed that this may be bought under emergency purchases at a higher 

than an average cost. 

 

60. Cytarabine Inj  100mg/5ml (SR 01201701) 

        --------------------------------------------------- 

        Seven  orders had been issued to the State Pharmaceuticals Corporation for the purchase 

of 29,500 units of injection by the Medical Supplies  Division from this  pharmaceutical 

which injects in combination with other approved anti-cancer pharmaceutical to treat 

leukemia from 2020 to 2023.  Even though the procurement process for the 07  orders 

had been  commenced, even one of the order of  pharmaceutical had not  been able to 

receive. Accordingly, a zero stock situation was observed from the year 2020 until  19 

October 2023. It was observed during the audit, that the following factors which had 

been done during the procurement process caused this zero stock situation. 

 
 

(a)      No one has responded regarding the  11 faxes sent directly to 12 foreign 

companies out of invitations to bid sent to suppliers selected under Order No. 

2020/SPC/A/R/P/00168 and Procurement No. DHS/RP/408/2020 and the faxes 
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sent directly to 11 foreign companies out of the invitations to bids sent to 

suppliers under Order No. 2023/SPC/ N/R/P/00081 . 

 

(b)    Although the samples should  be submitted by the bidders under the order No. 

2021/SPC/N/R/P/ 00020 and procurement No. DHS/RP/51/2021, the samples 

had not been submitted by the selected supplier even by  the time of bid opening. 

 

(c)      Although the supplier selected under No. 2021/SPC/N/R/P/00020 had paid for 

the renewal of registration on 16 November 2021 and also  it took a period of 220 

days to renew the registration, the National  Medicines  Regulatory Authority 

was unable to issue the registration renewal certificate even  by 19  October 

2023. 

 

(d)      Although the Order No. 2022/SPC/E/R/P/00744 to purchase  750 vials of 

injection was awarded to the supplier M/S Tabrane, who had submitted Rs.1,700 

per each vial of injection with the Waiver of   Registration of the National  

Medicines Regulatory Authority,  the procurement had been withdrawn on 16 

January 2023 due to shortage of raw materials by the supplier. Accordingly, 

although it had been decided on the recommendation of the Technical Evaluation 

Committee to  award to the supplier M/S Tabrane itself who had submitted as the 

lowest second bid price for this  vial of injection with a Waiver of Registration   

of National  Medicines  Regulatory Authority based on experience prior to recall 

bid. Despite the said supplier has withdrawn the procurement as  above, the 

Procurement Committee irresponsibly approved on 02 March 2023 to award the 

procurement to the same supplier without ascertaining whether the supplier is 

capable of procuring the pharmaceutical  during the re-bid process. The supplier 

has applied for Cytarabine Inj 100mg /ml and the Corporation has applied for 

Cytarabine Inj 100mg /5ml and on 01 June  2023 and it had been applied  for 

Waiver of Registration on 26 September  2023 for purchase of Cytarabine Inj 

100mg /ml dosage spending a period of 89 days as at 03 September  2023 to 

enter  a proper decision in that regard from the date of informing the Medical 

Supplies Division on 06 June  2023 regarding the issue related to the problem 

arising on the notification of the supplier on  01 June  2023 .  

 

(e)    Even though the Departmental Minor Procurement Committee had given its 

approval on 23 May 2023 to the lowest second bidder who was the supplier 

submitted a vial of injection at  Rs. 1,310 to the bid invitation of  purchasing of 

1,500 vials of injection under order number 2023/ SPC/N/R/P/00081 subject to 

receipt of Waiver of Registration (WOR). The supplier  has informed on 20 June  

2023 that the supplier had applied for procurement Cytarabine Inj 100mg/ml. In a 

background  where it is not possible to provide pharmaceutical due to  non-

availability of raw materials  to the awarded supplier and non-availability of that 

dose of the pharmaceutical ordered by the Corporation for both orders awarded in 
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the year 2022, taking  the decision of the Procurement Committee to award this 

order to the said supplier is problematic in audit.    

 

(f)    The Emergency Procurement Committee of the Ministry of Health has given 

approval on 28 June 2023 on the recommendation of the Technical Evaluation 

Committee to award the procurement to the lowest second bidder who had 

submitted value of vials for (after price agreement) Rs. 1025.00  each  for the 

invitation to bid for purchase of 1,500 vials of injection under Order No. 

2023/SPC/X/R/P/00191 with registration certificate from National Medicines 

Regulatory Authority. Even though the National  Medicines  Regulatory 

Authority registration  certificate of the Bidder who had submitted the lowest bid  

per unit  as Rs.950  had  expired on 20  May 2022 and the renewal certificate had 

been issued, without considering that, the lowest bidder had been rejected. 

 

61.   Methylene Blue injection W/V 10 ml Ampoule 500 mg (SR - 01601201) 

 ----------------------------------------------------------------------------------------  

(a) Order No. 2022/SPC/V/R/P/ 00715 was issued on 28 October 2022 for the 

purchase of  750 units of this pharmaceutical  and it had not been implemented. 

Even though  the order No. 2022/MSD/E/R/P/00041 had been  issued on 25 

August 2022 , a file related to this order had not been  submitted to audit and it 

was observed that even on the date of audit on 17 November 2023, both of  the 

aforesaid orders were showing as issued orders in the System. 

 

(b) The normal order 2022  of 4,000 units had been issued  on 02 February 2021. It 

was observed that 4,000 units under this order had indicated  as stock receivable 

as per the system as at the  date of audit 17 November 2023.  Due to the decision 

of the Procurement Committee without considering  the recommendation  of 

Technical Evaluation Committee to purchase from the registered supplier of the 

National  Medicines  Regulatory Authority, the prices had to be re-quote in the 

year 2023 for the order made to purchase the pharmaceuticals  for the year 2022 .  

  

(c)    The  Order No. 2022 /SPC/E/R/P/00500 for 250 units had been  issued on 30 June 

2022. According to the decision of the Health Sector Emergency Procurement 

Committee, the last date for submission of bids was 22  July 2022 as per the 

invitation of bids made through newspapers on 15 July 2022.  The Procurement 

Committee had met on 16 August 2022, and it had recommended that the entity  

that submitted the lowest price of Rs. 6,100  per a unit to be awarded  of this 

order. The Indent had been issued on 02 September 2022 with an excessive delay 

of 02 months. The evidence that the cover approval of the Cabinet of Ministers 

was obtained for this Procurement Committee decision was not available in the 

file. Kandy National Hospital had purchased 25 units of this pharmaceutical for 

Rs.56,000 due to the lack of pharmaceuticals during this period. The estimated 

unit price of this pharmaceutical was Rs. 17,000 and the accepted price per unit in 

the normal order was  Rs.6,500 and the unit price purchased under emergency 
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purchase was  Rs. 6,100 and  the unit costs of Rs.1,600 and Rs. 2,400 in local 

purchases  were also problematic in the audit. 

 

  (d) The order control form related to the normal order to be issued by January 2022 

was prepared in June 2022 and after it was decided that orders of pharmaceutical 

should not be issued, the normal  order 2023 of 750 units had been issued on 15  

November  2022, about 11 months after the scheduled date. After awarding the 

order, it took almost 03 months to invite bids. Bids were opened and evaluated on 

07 and 08 March 2023 and nearly 03 weeks were spent for that. The procurement 

committee that met on 23 March  2023 had given instructions that since the 

organization that offered the lowest price of Rs. 4,408.18 for a unit is a registered 

organization of the National Medicines  Regulatory Authority, a representative of 

that organization should be called and negotiate a price negotiation. The 

Procurement Committee had met  again on 01 June, 2023 and since the company 

that submitted the lowest price did not agree to a price reduction, it was decided to 

ask the company that submitted the second lowest price of Rs 6,659.32 per unit 

about reducing the price and the file was closed after this decision. Although this 

order had been  issued on 15 November 2022,  these orders had been  shown as an 

order issued on 23 June 2022 according to the Swastha system.  Despite a unit of 

this pharmaceutical  was purchased at a price of Rs. 6,100 as an emergency 

purchase in the year 2022, although efforts were made to further reduce the price 

of Rs.4,408.18 per unit offered for the  normal  order 2023, due to supplier not 

agreeing to it, trying to keep prices down by considering the bidder who submitted 

the second lowest price of Rs.6,659.32 was an attempt to award the bid to that 

bidder could not rule out in audit. 

 

(e) The national level stock related to this pharmaceutical  as at  21 November 2023 

was 254 units and  although the normal  order related to the year 2024 should be 

given in January 2023, the order had not been issued even by 21 November 2023. 

As it is observed in the audit that there is no certainty of receiving the quantity of 

pharmaceuticals of 25,020 units indicated to be received on the date of the audit, 

it was observed that in this situation, emergency purchases may have to be 

resorted to in the year 2024.  

 

 

62. Exemestane Tab. 25mg (SR 01207901) 

----------------------------------------------- 

(a) As per the information submitted to the audit by the Ministry regarding the 

estimated quantities of this pharmaceutical, quantities ordered, quantities 

received by the Medical Supplies Division  and quantities utilized  from 2020 to 

31 May   2023, the total units of 248,500 in relation to the 06 orders issued 

during the period from 2019 to 2023 had been shown as orders receivable. 

However,  only 02 orders totaling 65,500 units for the years 2021 and 2022 had 

been shown as receivable   in the Swastha system as at 17  November 2023 .  

225



 
 

 

(b) Although an order of 15,500 units bearing number 2022/SPC/V/R/P/ 00690 was 

shown as an issued order in the Swastha System, the quantity of pharmaceuticals  

related to that order had  not been shown as a pending order in the Swastha 

System. 

 

 (c) The normal order  2022 had not been issued on the basis of receipt of 122,500 

units of stock of pharmaceuticals in relation to the normal  order issued for the 

year 2021 and the stock had not received to the Medical Supplies  Division by 

the  audited date of 15  November 2023. Although normal  order was not issued 

for the year 2022, two  orders totalling 20,500 units had been issued on 

emergency basis. 

 

(d) An order of 5,000 units bearing No. 2022/SPC/E/R/P/00469 had been issued for 

the year 2022 by the Ministry of Finance on 28 June 2022 as per the Guidelines 

for the Health Sector Emergency Procurement Process (HSEPP).  Two bidders 

had submitted bids, and the members of the Emergency Procurement Committee 

of the Health Sector had given the decision to award the bids on 29 August 2022. 

However, the letter for  the approval of the Cabinet of Ministers related to this 

decision had not been included in the file.   

 

(e) The Order No. 2022/MSD/V/R/P/00110 for 15,500 units had been  issued on 01 

November 2022. Purchase order had been issued on 30 November 2022. 

According to the purchase order, although it was stated that the pharmaceuticals 

should be supplied on 30  December 2022, the stock of pharmaceuticals related 

to the Medical Supplies Division  had not been supplied even  by the date of 

audit 16 November  2023. There was no clause regarding obtaining performance 

bond in the bid documents and, the Secretary of the Ministry of Health 

overstepped his authority on 02 November 2022 and approved that the 

performance bond should not be obtained and no contract was required. 

Accordingly, the Ministry had no cover whatsoever for not providing this stock.   

 

(f) Despite  of taking actions  for emergency purchases in the year 2022 without 

issuing the normal  order related to the year 2022  on the basis that the stock of 

pharmaceuticals  related to the normal  order of the year 2021 to be received,  it 

was further assumed that the pharmaceuticals  related to the year 2021 should be 

received and it was decided not to issue a normal  order for the year 2023 also  

and , a normal  order had been  placed on 23 November 2022 to supply 30,000 

units, about 11 months after the normal order for 2023 to be issued. 

 

(g)   If a normal order was placed on the scheduled date, although there is a possibility  

to carry out the procurement under an open calling of quotation, the Procurement 

Committee had given approval 30 days after issuing the order to call for bids 

from registered and previous suppliers at limited prices within 07 days in the 
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existing  emergency situation. After 56 days of this approval, the registered and 

previous suppliers were made aware  by fax on 16 February 2023 and the bidders 

had  not been given reasonable time to respond. 

 

(h) As per the Guidelines issued by the Ministry of Finance for the Health Sector 

Emergency Procurement Process (HSEPP),  Order No. 2023/SPC/X/R/P/00191 

of 50,000 units had been issued on 25 May 2023 under the Indian Credit Line. 

Bids were invited 20 days after the order, and only 02 days bid period had been  

given. Two bidders did not have a valid registration certificate from the National  

Medicines  Regulatory Authority. Accordingly, although the remaining bidder 

had submitted the highest bid value, 11 days after the opening of the bids, on 27 

June 2023, on the recommendations of the Technical Evaluation  Committee and 

although that bidder was selected on the basis of the recommendations of the 

Emergency Procurement Committee members of the Health Sector on 28 June 

2023, evidence on the  coverage approval of the  Cabinet of Ministers had  not 

been included in the file. 

 

(i) After 71 days for  the awarding  of the bid, the purchase order had been issued on 

07 September 2023 for the purchase of Rs. 1,286.17 per unit, and it had been 

mentioned  to supply 50,000 units by 30 November  2023. However, the order 

was given by the System to supply 25,000 units of pharmaceutical on 15 June  

and 15 August 2023, and according to the bid documents, it had also been  stated 

that 50,000 units should be supplied within one month. It was also problematic in 

the audit that the order was not issued to supply the pharmaceutical  stock 

"immediately" at the time when the order was issued and  the Medical Supplies  

Division  did not have the stock of pharmaceuticals.  The supplier had not 

provided the performance bond and it had had not been entered into a contract 

agreement with the supplier even by  the audited date of 17  November  2023 . 

 

(j)      An order control form to determine the normal order quantity for the year 2024 

had not been prepared even  by 17 November 2023. Accordingly, a  decision was 

not  reached on whether to issue the order for the year 2024 or not. In this 

situation, it was observed that emergency purchases may have to be resorted to in 

the year 2024 as well. 

 

63.  Thalidomide Capsule 100mg (SR - 01206401) 

 ------------------------------------------------------- 

(a) According to the information submitted to the audit, a total of 447,463 units in 

relation to 07 orders issued during the period from 2019 to 2023 were stated as 

receivable orders. However, only 02 orders totaling 156,500 units for the years 

2021 and 2022 had been shown as receivable  in the Swastha system as at 17  

November 2023. The description of the availability stock in the Swastha system 

shows 563,500 units as balance due, and specific information about which orders 

the stock is to be received had  not been  included in the system.   
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(b) The Medical supplies Division had not received the stocks of Pharmaceutical  

related to two orders of 134,463 units issued for the year 2020 by 21 November 

2023 and since no orders related to the year 2022 or the previous years had been 

received, the quantity of issuances  related to that year was only 13 per cent as 

compared to the orders. 

 

(c) The annual estimate of hospitals for the year 2023 was 175,250 units, and the 

quantity of units ordered as at 31  May  2023 was 241,500 units. That amount 

was a 38 per cent increase compared to the estimate as at that day.  

 

(d) Although order number 2022/SPC/V/R/P/00690 was shown as an issued order in 

the Swastha  System, the quantity of pharmaceuticals related to that order had not  

been shown as a receivable order in the Swastha System. 

 

(e) Although 23,024 units were to be ordered as per the prepared attachment control 

sheet, the Medical Supplies Division had decided not to issue the normal  order 

for the year 2022 for this pharmaceutical. Although the total issuance  for the 

years 2018, 2020 and 2021 was based on the stock to be received in relation to 

the orders of 412,500 units, the Medical Supplies Division had not received the 

stock of 163,463 units out of that  even as at the date of audit. 

 

(f) The Order No. 2022/SPC/X/R/P/00306 of 100,000 units had been sent  through 

the system to the State Pharmaceuticals Corporation on the basis of emergency. 

The Procurement Committee had given the recommendation to the lowest bidder. 

The approval of the Credit Coordination Unit for the supply of stock of  

pharmaceuticals under the Indian Credit Line was received on 05 December 

2022, and due to the delay in receiving the approval, the order was placed on 30 

January 2023, after 122 days delay of the date of supply of the stock of 

pharmaceuticals mentioned in the purchase order. By that time, the remaining 

shelf  life of the stock of pharmaceuticals was about 21 months. The order on 26 

March  2022 was issued on an emergency basis and the supply of 

pharmaceuticals was delayed for about 310 days and the need of emergency  was 

limited to "giving a time of about 05 days to submit bids”. 

 

(g) The Procurement Committee had recommended inviting bids by fax for order 

No. 2022/SPC/E/R/P/00744 for emergency  requirement of 40,000 units. It had 

been decided to award the order of a unit of Rs.347 to the fifth lowest bidder 

whose National  Medicines  Regulatory Authority registration certificate expired 

on 15  March 2022 subject to price negotiation . The purchase order a unit of Rs. 

297 each, was issued 13 days after the bid approval. The supplier had supplied 

the stock of pharmaceutical before the date mentioned in the order, 30 January 

2023, and although the lowest  shelf life of this pharmaceutical was stated as 24 

months according to the bid conditions, it was stated in the bid documents that 

the supplier would supply stock of pharmaceutical with a shelf life of 36 months. 
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Furthermore, although it was mentioned in the contract agreement that the 

remaining shelf life of the pharmaceutical will be provided with a lowest  shelf 

life of 12 months on the date of supply of pharmaceutical stock to Sri Lanka, the 

Medical Supplies Division  had been provided  a stock –in- hand of the supplier 

with a shelf life of about 06 months. 

 

(h)    Accordingly, the stock of pharmaceutical was taken over  without in compliance 

with the terms of the bid and the terms of the agreement and the terms of the bid 

had also been  subjected  to change in accordance with the agreement. The 

supplier did not have a National  Medicines  Regulatory Authority registration 

certificate nor a Waiver of Registration (WOR) for this pharmaceutical.  Despite 

the situation, the pharmaceutical was taken over in violation of the bid 

conditions. It had been  decided on 04 May  2023 to increase the number of units 

related to this order by 100 per cent. Accordingly, the Emergency Procurement 

Committee of the Health Sector had decided on 13 June  2023 to procure 40,000 

units at Rs.297 per unit from the supplier, and the evidence were  not included in 

the file whether the  covering approval of the relevant Cabinet of Ministers were 

taken . Only the supply in relation to  this stock of pharmaceutical had been done 

based on the certificate issued on  24 June 2023  by   the National  Medicines  

Regulatory Authority. 

  

(i) The registration of the sole supplier registered with the National  Medicines  

Regulatory Authority for this pharmaceutical had expired on 15 March 2022 and 

had requested to renew its registration on 20 May 2023. In the absence of a 

registered supplier for the pharmaceutical, although this request should be 

considered immediately, the National  Medicines  Regulatory Authority had not 

given a decision for it by the time of the audit on 01 December  2023,  though 

seven months had elapsed. 

 

(j) Despite of  working for emergency purchases in the year 2022, without issuing 

the normal  order for the year 2022 pharmaceutical  stock of 412,500 units on 

receivables basis pertaining to  orders issued for the years 2018, 2020 and 2021, 

although an order of 79,534 units should be issued assuming that 167,523 units 

are due out of these orders furthermore, it is observed in the audit that the 

decision not to issue a normal  order for the year 2023 is irresponsible on the part 

of the responsible officials. . 

 

(k)      The normal  order 2023  of  30,000 units was issued on 16 November 2022 and 

accordingly 45,000 units and  40,000 units had  to be supplied on 12 January  and 

12 April 2023 respectively. The Procurement Committee had recommended 

inviting bids after 27 days of issuing the order. Bids were invited by fax on 16 

February   2023, after  65 days of  the procurement decision, and the details of 

the invitations to bids through web page and newspaper advertisements were not 

available in the file. The Bidders had submitted bids during the bidding period of 
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07 days, and all the bidders did not have a valid registration certificate from the 

National  Medicines  Regulatory Authority. 

 

(l)       An Oncologist had recommended a second lowest bidder who had submitted a 

unit for Rs. 90.62. According to the recommendation of  Technical Evaluation 

Committee held on 24 March 2023, the bidder who had submitted a unit for              

Rs. 74.50, had been given the Procurement Committee recommendation on 19 

April 2023,  twenty five  days after the submission of the Technical Evaluation 

Committee recommendation on the basis of obtaining a Waiver of  Registration 

from the National  Medicines  Regulatory Authority and 26 days after the award 

of the bid, the awarding of bid was communicated to the bidder on 16 May 2023, 

and after 6 days on 26 May 2023, the supplier confirmed the bid. However, the 

supplier was informed through e-mail from time to time to submit the relevant 

documents for obtaining the WOR certificate, it had not acted accordingly. The 

file submitted to the audit had not been  included information on whether this 

procurement was formally cancelled, whether there was a related procurement 

decision, whether a performance bond was obtained, or whether there was an 

agreement. 

 

(m)    As per the instructions issued by the Ministry of Finance for the Health Sector 

Emergency Procurement Process (HSEPP) , the  Order No. 2023/ 

SPC/T/R/P/00146 had been issued for the purchase of 28,500 units using the 

funds provided by the Foreign Employment  Bureau. A bidder who had 

submitted the lowest bid out of the bidders for  Rs. 79.80 was not selected due to 

insufficient stock- in-hand, and accordingly, on the basis of obtaining a Waiver 

of Registration from the National  Medicines  Regulatory Authority  the decision 

to award the bid to the second lowest bidder to supply at a unit price of Rs.150 

was made by the members of the Emergency Procurement Committee of the 

Health Sector on the recommendations of the Technical Evaluation Committee. 

However, the letter of the approval of the Cabinet  of Ministers  related to this 

decision had  not been included in the file. The purchase order was issued on 08  

May 2023, after 48 days for the  approval of the bid. A Waiver of Registration 

(WOR) from the National  Medicines Regulatory Authority was issued on 19  

May 2023, and the supplier delivered the stock of pharmaceuticals to the Medical 

Supplies  Division on  05 October  2023, after 114 days of the date mentioned in 

the purchase order. 

 

(n) According to the instructions given by the Ministry of Finance for the emergency 

procurement process in the health sector, the order of 128,000 units bearing No. 

2023/SPC/X/R/P/00191 had been  issued on 25 May 2023 using the funds 

provided by the Indian Credit Line. The bids of the four bidders  who had 

submitted bids as a  unit Rs.76, Rs.164.05, Rs. 171.5 and Rs.220, had  not been 

selected on the basis of inconsistency with valid registration certificate of the 
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National  Medicines  Regulatory Authority, stock- in -hand and delivery time  

and with the bid conditions. 

 

(o) Accordingly, the Emergency Procurement Committee Members of the Health 

Sector had given the decision to award bids to supply Rs. 657 per unit to the 

highest bidder who had submitted Rs. 657 per unit on the recommendations of 

the Price Evaluation Committee on 27 June 2023 11 days after the date of 

opening of bids.  However, the covering  approval of the letter of the Cabinet of 

Ministers  related to this decision was not included in the file. In case of all the 

bidders do not have a valid registration certificate from the National  Medicines 

Regulatory Authority, it was problematic in the audit that the  awarding of  the 

bid to the bidder who submitted the highest price and the cost per unit of order 

issued on 02 February  2023 near to this order had been  Rs.150.  Further,  the 

price increase was 786 per cent compared to the lowest bidder. The purchase 

order was issued on 08 September 2023, after  72 days of bid approval. However, 

the Medical Supplies Division  had not been supplied with stock of 

pharmaceuticals even by the date of audit. 

     

(p)     An order control form to determine the normal order quantity for the year 2024 

had not been prepared even by 23 November 2023. Accordingly, no decision was 

reached on whether to issue the order for the year 2024 or not. In this situation, it 

is observed in audit that emergency purchases may have to be resorted to in the 

year 2024 as well. 

 

64.  Allopurinol Tab 100mg  (SR -  01401001) 

  ---------------------------------------------------       

(a) A percentage of 127 pharmaceuticals had been  ordered beyond the estimated 

quantity in the year 2020, and from the year 2021 to the audited date of the year 

2023, sufficient stocks had not been ordered for the estimated quantities and the 

ordered quantities had  not been received as scheduled. 

 

(b) It was observed that orders have been made from hospitals exceeding the 

estimate in  the years 2020 and 2022. However, when comparing the amount 

issued with the estimated values, it had been  of 68 per cent and 51 per cent . 

 

(c) Likewise, it was observed that sufficient stock of pharmaceuticals  was not issued 

to the hospitals as per the order and it had  ranged from 16 per cent to 62 per cent 

when taken as a percentage. It was observed that hospitals had not been provided  

277,650 units of pharmaceutical requested in 37 cases from January 2023 to 31 

May  2023.  

 

(d) Although the Order No. 2022/MSD/V/R/P/00072 had been issued instead of 

Order No. 2022/SPC/V/R/P/00659, the order No. 2022/SPC/V/R/P/00659 was 

shown as an issued order in the  Swastha System even on the date of audit.  
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(e) The normal  order of 4,200,000 units for the year 2022 had been sent  to the State 

Pharmaceuticals Corporation. It took 28 days to inform  the bidder about the 

procurement decision. The remaining stock of 2,200,000 units of pharmaceutical 

had not been received up to October 2023. 

 

(f) Order No. 2022/SPC/E/R/P/00627 had been  issued on 16 September 2022. The 

documents related to the 89 pharmaceuticals  mentioned by the Managing 

Director of the State Pharmaceuticals Corporation had been submitted to the 

Additional Secretary (Procurement) of the Ministry of Health for purchase under 

the Asian Development Bank (ADB) and the Emergency Procurement 

Committee of the Ministry of Health had given approval to call bids  from the 

registered suppliers of the National  Medicines Regulatory Authority (NMRA). 

Although the  Technical Evaluation Committee had decided to procure from the 

lowest bidder subject to obtaining NMRA certificate or WOR , there was no 

evidence in the file that any further action was taken or canceled with respect to 

this order. Similarly, the evidence whether  the covering  approval of the Cabinet 

of Ministers was obtained for the above decisions given by the Health Sector 

Emergency Procurement Committee was not submitted to the audit. 

 

(g) The normal  purchase order No. 2024/SPC/N/R/P/00044 for the purchase of 

1,800,000 units was forwarded to the State Pharmaceuticals Corporation and 

according to the order control sheet, although the quantity of units to be ordered 

for the year 2024 was  4,871,610 units,  a number of 3,071,610 units had been 

ordered in less. 

 

65.  Bicalutamide Tab. 50mg (SR - 01207001) 

--------------------------------------------------              

(a) It was observed that the orders exceeded the estimated quantities in the year 2021 

and  it was an increase of 5 per cent of the estimated value in the year 2021 and it 

was an increase of 56 per cent of the estimated value of the year 2022.  

 

(b) The annual estimate of hospitals for the year 2023 was 415,300 units, and the 

amount of units of pharmaceuticals  issued by November 2023 was 177,526 units. 

The amount as at  that date was 43 per cent of the estimated amount and the stock 

of pharmaceutical was not received even by October 2023. 

 

(c) Even though Order No. 2022/MSD/V/R/P/00074 had been issued instead of Order           

No. 2022/SPC/V/R/P/00690, the order No. 2022/SPC/V/R/P/00690 of the Swastha 

System had further been  recorded as an issued order.  

 

(d) It was shown in the Swastha  System that 930,416 units of this pharmaceutical  will 

be received on 21 November  2023. However, the information on the number of 

units how to set had  not been included in this system. 
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(e) Although the purchase order had been issued to the selected bidder to supply 2,000 

units and 80,500 units respectively relating to Order No. 2022/MSD/V/R/P/00074 

for 82,500 units, the stock of pharmaceutical had not been received even on 31 

October 2023. The Secretary of Health had overstepped his authority and approved 

the issuance of Indents without signing an agreement and obtaining a performance 

bond. 

 

(f) Although the annual normal order 2022  should have been placed at least 11 months 

in advance, the order for 165,000 units had been issued  on 16 November  2022 . 

Even though it was  possible to execute the procurement under an open bids  if the  

normal order is placed on the scheduled date, the Procurement Committee  had 

recommended to call for bids from registered and past suppliers at limited prices 

within 07 days in the current emergency situation. 

 

(g) Bids were invited after 60 days of approval to invite bids. The Technical Evaluation 

Committee had given its recommendation on 22 March  2023 to award the bid to 

the lowest bidder at Rs. 27.38 (US$ 0.0757) per unit out of  the bid documents 

submitted by  05 bidders and for that, the Procurement Committee had given the 

recommendation on  19 April 2023.  The purchase order had been  issued on  12 

July 2023, after 83 days of the awarding  of bids. The pharmaceuticals related to 

this order had not been handed over  even by  29 November 2023 . 

 

(h) The order No. 2023/SPC/X/R/P/00191 of 190,000 units  had been issued  in 25 May  

2023 to purchase according to the guidelines  issued for the Health Sector 

Emergency Procurement Process (HSEPP)  by the Ministry of Finance. Twenty  

days after the order, bidders with National  Medicines  Regulatory Authority 

registration certificate were invited to submit bids on 14  June, 2023, and it was 

informed by it that the bids will be closed on 16 June  2023 at 10 a.m. after a 02 

days  bidding period. 

 

(i)    Only 05 bidders had submitted bids and two bidders did not have a valid 

registration certificate of the National  Medicines  Regulatory Authority and two 

had applied for the registration certificate of the National  Medicines  Regulatory 

Authority. Accordingly, the lowest bidder's price was Rs.22.75 per unit and  as his 

NMRA certificate had  expired on 22 December 2022, and the bid had been 

awarded to the institution who  hold a valid NMRA certificate offered a value of 

Rs.46.77 per unit and, although he was selected on 27 June 2023 on the 

recommendations of the Technical Evaluation  Committee and on the 

recommendations of the Emergency Procurement Committee Members of the 

Health Sector on 28  June  11 days after the bid opening date,  the evidence  had not 

been  available  in the file whether the cover  approval of the Cabinet of Ministers 

for the procurement decision was obtained. 
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(j) The purchase order was issued for the purchase of Rs.43.77 per unit on 11 

September 2023, after 75 days of  the awarding  of the bid and it had been informed 

to supply 189,990 units by 08 November  2023. However, the order had been  given 

by the system to supply 190,000 units by 15 August 2023, and according to the bid 

documents, it was stated that 190,000 units should be supplied within one month. 

The supplier had not given the performance bond as at  the audited date of  27 

November 2023 and a contract agreement with the supplier had also  not  been 

entered into. 

 

(k)   Even though the order control form related to determining the pharmaceuticals  

requirement related to the year 2024 had been  prepared on 23  January  2023, the 

order had  not been foewarded. Although an order should be submitted 

approximately 11 months before the commencement of the year to supply the 

normal annual requirement of the year 2024, it was observed that the  normal 

order related to the year 2024 had not  been submitted even  by 29 November 

2023, the date of audit. 

 

66. Vincristine SuIphate Inj.1mg/mL Vial (SR - 01202401) 

-------------------------------------------------------------------  

(a) A number of 13,250 units pertaining to order No. 2021/SPC/N/R/P/00095 and 

11,000 units pertaining to order No. 2022/SPC/N/R/P/00032 had not been 

supplied even by the date of audit November 2023 and the 55,344 injection units 

related to 06 orders issued had  not been fully procured.   

 

(b) The normal  order 2022 of 22,000 units had been issued  on 27  February  2021. 

The bids had been awarded on 03 August 2023 and the first batch of 11,000 units 

had been procured on 27 September 2022. After the evaluation of the bids, 

evaluation report had not been  submitted with a specific recommendation and 

only signatures were used without the names and positions of the Members. The 

validity of the performance security obtained in relation to this order had expired 

on 16 November 2022 and only half of the order had been procured.  

 

(c) The Order No. 2022/MSD/V/R/P/00074 for 5,750 units had been  issued on 26 

September 2022. According to the memorandum of Cabinet of Ministers dated 

26 September 2022 submitted by the Minister of Health under Cabinet Paper No. 

22/1523/610/018 entitled “Maintaining a Continuous Medical Supply Service in 

Sri Lanka”, the Medical Supplies Division had invited bids from interested 

parties (Expression of interest EOI ) on 27 September 2022 through the 

Promise.lk website to import and supply essential pharmaceuticals to Sri Lanka.  

 

(d)      It had  been decided to procure this pharmaceutical on the basis of obtaining 

WOR from the National  Medicines  Regulatory Authority. A price evaluation 

report and a procurement committee report were not included in the relevant file, 

although it had been noted  that it would be evaluated by the price evaluation 
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committee of the Emergency Procurement Committee of the Ministry of Health 

and approved by the Procurement Committee. According to the purchase order, 

even though it had been  stated that the pharmaceuticals should be supplied by 05 

January 2023, the stock of pharmaceuticals related to the Medical supplies 

Division  had not been supplied  even by 15 November 2023, which was the date 

of the audit. The Secretary of the Ministry had released  him on 02 November 

2022 from obtaining performance bonds and agreement  with the contractor by 

overstepping his authority. In this situation, no cover whatsoever was received to 

the Ministry for not supplying  this stock.  

 

(e) The 12,000 units of normal  order 2023 had been placed on 16 November 2022. 

Even though the bids had been  evaluated on 20 March 2023 an evaluation report 

was not submitted and the second lowest bidder was decided to be awarded at a 

unit of Rs. 595 each by the Departmental Procurement Committee held on 09 

May 2023 subject to renewal of product registration pertaining to the 

pharmaceutical. According to the order control form that was prepared for the 

year 2023, although the number of injection units to be ordered for the year 2023 

was 8,000 units, a  number of 12,000 injection units in line with the requirement 

of 06 months had been ordered by the above order  and the basis for doing so was 

not revealed during the audit. According to the procurement schedule, although 

the tenders should have been awarded within 14 days of taking the procurement 

decision, it had been  done with a delay of 52 days. An unconditional 

performance bond of 10 per cent of the total cost had not been obtained within 14 

days of the awarding bid. The pharmaceuticals  related to this order had not been 

received even by  the date of audit November 2023. 

 

(f) An order bearing No. 2023/SPC/E/R/P/00143 for 5,750 units had been issued on 

30 January 2023. The Technical Evaluation Committee held on 24 April 2023 

had recommended  the second lowest bidder subject to price reduction and the 

basis of obtaining WOR  because of  no bidder had obtained registration with the 

National  Medicines Regulatory Authority and had obtained the pharmaceutical 

sample import license and applied for registration with the National  Medicines  

Regulatory Authority. It had been  decided to award bids for 5,750 units at Rs. 

1,665 each to the above supplier and the relevant Indent was issued on  15 June  

2023 .  

 

(g)    The bidding related to the said procurement had been recommended by the 

Emergency Procurement Committee of the Ministry of Health held on  12 May 

2023 and the document did not include evidence that the decision was submitted 

to the Cabinet of Ministers and the cover approval was obtained and the Chief 

Internal Auditor did not confirm that the procurement was done properly.  The 

difference between the estimated price and the bid awarded price was 411 per 

cent. 
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(h)     Although an unconditional performance security of 10 per cent of the total cost 

should be obtained within 03 days of the bid, such performance security  had  not 

been obtained. Also, although the tenderer should sign a contract agreement with 

the supplier immediately, the procuring entity had not done so. Although it was 

decided to procure this pharmaceutical  under the urgent need and a limited time 

of 03 days was given to submit the prices, the related Indent had been issued on 

15 June 2023 and 75 days had elapsed since the opening of bids. The 

pharmaceuticals  related to this order had not been received even by the audit 

date of November 2023. 

 

(i) The Order No. 2023/SPC/X/R/P/00191 for 18,000 units had been  issued on 25 

May 2023. The Emergency Procurement Committee of the Ministry of Health 

held on 28 June 2023 had decided to award bids for 18,000 units at 362 each the 

supplier based on the of re-registration with  the National  Medicines  Regulatory 

Authority or obtaining a WOR as per   Technical Evaluation Committee held on 

27  June 2023 . Although the related procurement decision should be submitted 

to the Cabinet of Ministers  and cover approval should be obtained, evidence that 

this was done  was not available in the file and the Chief Internal Auditor did not 

confirm that this procurement was done as scheduled. Although it had been  

decided to buy the pharmaceuticals related to the calling of quotation  which was 

made on 28 June 2023 by giving less time such as  03 days to submit the 

quotations, the related Indent had been issued on 06 September 2023 and more 

than 02 months had been spent for that. The pharmaceuticals  related to this order 

had not been received even by  the date of audit November  2023 . 

 

(j) Although the normal  order for this pharmaceutical for the year 2024 had  to be 

issued in January 2023, it had not been issued by the Medical Supplies Division 

at the time of the audit on 15 November 2023. In this situation, it is observed in 

the audit that this pharmaceutical may have to be purchased under emergency 

purchases in the year 2024. 

 

(k) According to the Swastha Information System, the stocks to be received related 

to this pharmaceutical  had been stated as 76,750 units of injections in one place 

(Balance Due) and 23,750 units of injections in another place (Pending Orders). 

Therefore, the reliability of the information provided by the System was 

problematic during the audit as the information given to the users in different 

places of the same information system is contradictory. 

 

67. Procarbazine capsule 50mg (SR 01203901) 

----------------------------------------------------  

(a) The  normal order 2022 of 3,000 units had been placed on 27 February  2021. 

Bids were invited on 5 occasions and although in one of them, the bids were 

awarded later it had been cancelled. As the procurement activities were in the 
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initial stage, it is observed during the audit that emergency procurement may 

have to be resorted to in the year 2024. 

 

(b) The Emergency Order No. 2022/SPC/E/R/P/00744 of 600 units had been  issued 

on 09 November 2022. Although the Procurement Committee held on 16 

February 2023 had decided to cancel this procurement and call for bids again on 

two occasions due to the high unit price, actions had not been taken in respect of 

that  even as at  31 October 2023, the date of audit.  

 

(c)     The normal order 2023 of 1,200 units had been placed on  16 November  2022. 

Due to high unit prices, although the procurement related to the  normal  order 

2023  had been canceled on two occasions, re-bids had also not  been called even 

as at the audited date of 15 November 2023. 

 

(d)     The Order No. 2023/SPC/T/R/P/00146 dated 02 February  2023 for the purchase 

of 400 units had been  issued using the funds provided by the Foreign 

Employment Bureau. The Emergency Procurement Committee held on 09 and 21 

March 2023 had decided to award the bid on the basis of receipt of WOR to the 

supplier with manufacturing plant approval of National  Medicines   Regulatory 

Authority. There was no evidence in the file that the covering  approval of the 

Cabinet of Ministers was obtained for that decision or that a certificate from the 

Chief Internal Auditor was obtained that the procurement was done properly. 

 

(e) Although a limited time such as  03 days was given to submit the quotations , a 

period of 33 days had been  spent for issuing the relevant Indent. Subsequently, 

even though this procurement process had  stopped, due to the fact that a contract 

agreement had not been signed and a valid performance security had not been 

obtained it was observed during the audit that the procurement entity  was not 

able to take any action against the supplier. 

 

(f)    The  Order No. 2023/SPC/X/R/P/00191 for 2,000 units had been issued on 25 

May 2023. The Emergency Procurement Committee of the Ministry of Health 

held on 28  June  2023 had decided to award  bids subject to obtaining a WOR of 

Rs.3,000 per unit to the approved supplier for the pharmaceutical. Although this 

procurement decision should have been submitted to the Cabinet of Ministers  

and covering   approval should have been obtained, the evidence that this had 

been done was not available in the file. Likewise, the Chief Internal Auditor had 

not confirmed that this procurement was done as scheduled. Although less than 

03 days were given to submit the quotations, more than 02 months had been 

spent to issue the Indent. 

 

(g) Although the normal  order for this pharmaceutical  for the year 2024 should 

have been issued by January 2023, it had not been issued even at the date  of 

audit 15 November 2023.  
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68. Paclitaxel Inj. 30mg/5mlVial (SR - 01204901) 

--------------------------------------------------------            

(a) This order had been given  by the Director of Medical Supplies to the Additional 

Secretary (Procurement), Ministry of Health on 16 September 2022  for 

procurement of 25,000 units bearing No. 2022/SPC/E/R/P/00600.  Even though it 

was decided to procure 25,000 units subject to price reduction and immediately 

available in the Technical Evaluation Committee held on 26 October 2022  there 

was no evidence in the file that further work was done or canceled regarding this 

order. Also, evidence that the covering  approval of the Cabinet of  was obtained 

for these decisions taken by the Health Sector Emergency Procurement 

Committee was not submitted to the audit.   

 

(b) The normal  order 2023 of 50,000 units had been  placed on 16 November  2022. 

Due to the late delivery of the normal  order related to the year 2023 by about ten 

months, the opportunity to competitively purchase pharmaceuticals through an 

open bids  was lost. Although an unconditional performance guarantee of 10 per 

cent of the total cost was to be obtained , it was obtained on 17 July 2023 with a 

delay of 108 days. According to the Indent issued on 23 June 2023, although the 

stock should have been delivered on 15 August, 2023, these pharmaceuticals had 

not been received by 10 November 2023. 

 

(c)  An order for procurement of 25,000 units bearing number 

2023/SPC/E/R/P/00143 under emergency procurement was placed on 30  

January 2023, without placing the  annual normal  order 2023 on the due date. 

The Technical Evaluation Committee had decided to award bids for the purchase 

of 25,000 units at a cost of Rs 59,250,000 to the lowest bidder at Rs 2,370 per 

unit subject to price reduction and it had been  recommended by the Emergency 

Procurement Committee of the Ministry of Health held on 12 May  2023. The 

evidence that the decision was submitted to the Cabinet of Ministers  and the 

covering  approval was obtained had  not been available in the file. 

 

(d) It was decided to procure this pharmaceutical  under the emergency requirement 

and although a  limited time of 03 days was given to submit the quotations,  the 

relevant Indent was issued 80 days after the opening of bids. A new Indent had 

been  issued on 24 August, 2023 due to the fact that the actual Indent was not 

shown  in the Swastha  System to take further steps to procure this 

pharmaceutical, and the stock receipt  period was stated as 31 August  2023. 

However, even then these pharmaceuticals  were not available and performance 

security had  not been  obtained. 

 

(e) The Order No. 2023/SPC/T/R/P/00146 dated  02 February 2023 had been issued 

by the Medical Supplies Division for purchase using the funds provided by the 

Foreign Employment Bureau. This procurement was carried out by the 

Emergency Procurement Committee of the Ministry of Health and after the price 
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committee held on 24 February 2023, it was decided to awarding  the bid to the 

lowest bidder on the basis of obtaining the WOR and the evidence that the 

covering  approval of the Cabinet of Ministers was obtained for that decision was 

not available in the file. It had been  decided to cancel this order due to non-

compliance with specifications. Therefore, it was observed that during the bid 

evaluation, the opportunity to reject the bids that did not conform to the 

specifications was missed. 

 

(f)     Although the order had to be canceled due to the fault of the supplier, it was 

observed that the opportunity to recover the costs incurred for the relevant 

procurement from the supplier  was deprived  due to failure to obtain the  

performance security. Similarly, although a contract agreement should be signed 

with the supplier just after awarding the bid, the procuring entity had not done so. 

The manufacturer of this pharmaceutical had not taken steps to obtain documents 

confirming that the local representative has been duly appointed. 

 

(g) The  Order No. 2023/SPC/X/R/P/00191 had been issued on 25 May 2023 for the 

purchase of 75,000 units under Indian Credit Line. The Emergency Procurement 

Committee of the Ministry of Health held on 28 June 2023 had recommended to 

award bids for the supply of this pharmaceutical at a cost of   Rs. 129,705,750 for 

75,000 units of Rs.1,729.41 per unit to the sole bidder with NMRA registration 

and the  evidences for  the covering approval of  the Cabinet of Ministers for that 

decision were not available in the file. 

 

(h)     The Medical Supplies Division  had spent more than 02 months to issue the 

Indent for the purchase of pharmaceuticals  related to the calling of quotations , 

which was given a time less than 02 days for submitting the quotations. Although 

an unconditional performance bond of 10 per cent of the total cost had to be 

obtained within 03 days of bidding for the procurement of this pharmaceutical, 

such performance bond had  not been obtained. 

 

(i)      Kurunegala Teaching Hospital had purchased 500 units locally at a high cost of         

Rs. 4,960 per unit due to failure of maintaining sufficient stock of this 

pharmaceutical. 

 

(j) Although the normal  order for this pharmaceutical  for the year 2024 should 

have been issued by January 2023,  it had not been issued by the Medical 

Supplies Division, at the time of audit on 15 November 2023. Four  receivable 

orders based on the preparation of the order control form had been cancelled as  

at the date of audit. As a result, it is observed during the audit that, it may be 

necessary to resort to emergency procurement in the year 2024 due to not 

preparing an normal  order for the year 2024. 
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69. Tamoxifen Tab. 20mg (SR අංක 01206802) 

----------------------------------------------------  

(a) Although the Order No. 2022/MSD/V/R/P/00074 had been issued instead of 

Order No. 2022/SPC/V/R/P/00690, the first order in the Swastha System was 

shown as a further issued order. 

  

(b) It was shown in the Swastha  system that 4,953,285 units of this pharmaceutical  

had to be  received on 21 November 2023. However, the information on how the 

number of units were set had  not been included in this system. 

 

(c)       An order bearing No. 2022/MSD/V/R/P/00074 for 450,000 units had been issued 

and  although the purchase order had been  submitted to the selected bidder to 

supply 150,000 units on 05  December  2022, and 300,000 units on 06 February 

2023, the stock of  pharmaceuticals had not been received even by 21  November  

2023.  The Secretary of Health  gave an approval  on 02 November 2022 that it 

was not necessary to obtain a performance bond and agreement with the 

contractor by overstepping his authority. Accordingly, the Ministry had no any  

cover whatsoever for not providing this remaining stock. It is observed during the 

audit that if the government has to bear any loss in this regard, the officers who 

approved and recommended this decision will be personally responsible. 

  

(d) The Order No. 2023/SPC/E/R/P/00143 of 450,000 units had been issued on 30  

January 2023 and the Technical Evaluation Committee held on  24 April 2023 

had  recommended to award the bid to the lowest bidder who had obtained 

registration from the National  Medicines Regulatory Authority. The related 

Indent had been issued on 12  July  2023 and although the Emergency 

Procurement Committee of the Ministry of Health had recommended that bids be 

offered for the above  procurement, the evidence that the decision was submitted 

to the Cabinet of Ministers for covering  approval had not been  available in the 

file. 

 

(e)    Estimated price per unit was Rs. 4.73 and the lowest bidder had submitted and 

the price was Rs.10.48. Accordingly, the difference between the estimated price 

and the bid price was 121 per cent. A performance bond was not obtained for the 

procurement of this pharmaceutical  and a contract agreement had  not been 

signed with the supplier. Although it was decided to procure this pharmaceutical  

under the emergency need and given a limited time of 03 days to submit the 

prices, the relevant Indent had been  issued after a period of 103 days from the 

date of opening of bids. 

 

(f) The normal  order 2023  of 900,000 units had been  issued on 16 November 2022 

with a delay of about 10 months and no order control form had been prepared on 

the date of issue of the order. After evaluating the bid documents on 19 April  

2023, two organizations had submitted valid  NMRA certificates and had signed 
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without specifying the names and positions of the respective members, stating 

only that they had fulfilled the other criteria. With a delay of two months from 

the Technical Evaluation Committee. The Procurement Committee had invited a 

price negotiation with a delay of two months after the evaluation of the Technical 

Committee. The decision of the Procurement Committee was received by the 

Technical Division  of the State Pharmaceuticals Regulatory Corporation on 25 

September  2023 and the file had  not been  updated after that date. 

 

(g) According to the Guidelines introduced by the Ministry of Finance for the Health 

Sector Emergency Procurement Process (HSEPP), the Order No. 

2023/SPC/T/R/P/00146 for 300,000 units had been  issued on 02 February 2023 

for the purchase using funds provided by the Foreign Employment Bureau. Only 

02 days were given to invite bids. The NMRA certificate of the fifth lowest 

bidder had expired  in the year 2020. 

 

(h)      The decision to award the bids was given after 07 days from the date of opening 

of bids and 47 days after the recommendation of the Bid Evaluation Committee 

on the basis of obtaining a Waiver of  Registration from the National  Medicines  

Regulatory Authority. The approval letter Cabinet of Ministers  related to this 

decision had not been  included in the file. The purchase order of Rs.222.19 per 

unit was issued on 02  May  2023 that is  20 days after bid approval. By the time 

the Bid  evaluation committee was giving its recommendation, the stock level of 

the Medical Supplies  Division  had been sufficient for about 06 months. Here, 

the estimated price per unit was Rs. 4.73 and the quoted price of the qualified 

bidder was Rs.222.19. Accordingly, the difference between the estimated price 

and the bid awarding  price was 4597.46 per cent. 

 

(i) The order number 2023/SPC/X/R/P/00191 of 1,300,000 units had been  issued on 

25 May 2023, and the decision to award the bid was given by the Members of the 

Health Sector Emergency Procurement Committee. However, letter of receiving 

the covering approval of the Cabinet of  Ministers related to this decision had   

not been  available  in the file.  

 

(j)   The bid value of the lowest bidder was Rs.11.22 and after a price negotiation, the 

purchase order of Rs.11 per unit was issued on 13 September 2023, after 77 days  

of the bid approval. Accordingly, the purchase order was issued stating that it 

would be supplied on 13 November 2023. However, the Medical Supplies 

Division  had not been supplied with stock of pharmaceuticals even by the audit 

date of 24  November 2023 . 

 

(k) Although the order control form related to determining the pharmaceuticals  

requirement related to the year 2024 was prepared on 23 January 2023, an order 

for the predicted quantity of 2,600,000 units was not submitted. Although an 

order should be submitted approximately 11 months before the commencement  
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of the year to supply the normal annual requirement of the year 2024, it was 

observed that no normal order related to the year 2024 has been submitted even 

by  30 November 2023, which was the date of audit. In this situation, it is 

observed that emergency purchases may have to be resorted to in the year 2024 

as well. 

 

70. Anastrozole Tab  1 mg (SR - 01206701) 

------------------------------------------------  

(a) The normal order 2022 of 1,000,000 units  had been issued on 27  February 2021 

and this order was received by the Corporation on 17 March 2021. After the 

technical evaluation, more than 02 months were spent for the first meeting of the 

Procurement Committee and another 02 months for the meeting of the second 

Procurement Committee and almost 02 months had been spent for awarding the 

order. After issuing the order, it took 05 months to issue the Indent. As a result of  

above delays  the exchange rate had increased to a value of 54 per cent. As a 

whole, almost a year had passed since the order was issued to receive the goods. 

Also, the evidence whether the  actual cost incurred by the supplier in calculating 

the price variation were ascertained by the payment information for relevant 

letters of credit, customs documents were not submitted to audit.  

 

(b) The Order No. 2022/SPC/X/R/P/00306 for 2,000,000 units had been  issued on 

25 March 2022. The Departmental Procurement Committee had decided on 27 

April, 2022 to award the bid to the firm that submitted a price of US$ 0.0234 the 

lowest price per unit. The Indent was issued after 02 months by receiving the 

procurement decision and the stock of pharmaceuticals was received on 21 April 

2023. As the supplier has violated the terms and conditions of this transaction, 

the relevant bank was requested to recover the relevant (US$ 46.50) from the 

performance bond. Accordingly, written evidence on whether late fees were 

collected to the government and how other payments were made,  had not  been 

available in the file. 

 

(c)      The Order No. 2023/SPC/X/R/P/00191 for 1,200,000 units  had been  issued on 

25 May 2023. The Procurement Committee had decided to call quotations  from 

suppliers registered under the National  Medicines  Regulatory Authority within 

the  limit of Health Sector Emergency Procurement Committee. A performance 

bond had  not been submitted  as per the file and, the stock had been shown  as a 

receivable stock as at  22 November 2023 as per Swastha system. 

 

(d)       It had been given  less than 02 days for submission of bids. Although the 

covering  approval of the Cabinet of Ministers  should be obtained,  the evidence 

that the approval was obtained had not been  submitted to the audit. It took 

nearly 70 days to award the order after procurement evaluation. Although it had 

been stated that the shelf life of the pharmaceutical was 24 months, stating that 
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the   minimum   shelf life of the Indent was 12 months was problematic during 

the audit. 

 

(e) The normal  order of 1,000,000 units for the year 2023 had been  issued on 16 

November 2022 with a delay of about 10 months. The bid documents had been 

evaluated on 22 March 2023 and according to the evaluation report that had 

mentioned the evaluation facts, a formal and specific recommendation had not 

been made and the relevant members had signed the evaluation  report without 

mentioning their names and positions.  

 

(f)        Although the order control forms  prepared for the year 2023 were requested by 

the audit they were not provided even by  the audit date of 08  December 2023. 

A period of 03 months till 27  February 2023 had been  spent for the order dated 

16 November 2022, and one month had been spent for technical evaluation. It 

took another month to meet the Procurement Committee and another month to 

award the order. According to the second Indent, although the entire stock had  

to be received by 31 October 2023, the stock of pharmaceuticals had not been 

received according to the data system even by  04 December 2023.  

 

(g) The normal  order relating to the year 2024 had  not been issued by the end of 

November 2023. Due to the fact that the normal  orders related to the last two 

years of this pharmaceutical  were not issued as scheduled based on formal 

forecasts and emergency orders were issued in several cases, the opportunity to 

buy the pharmaceutical  at a lower price through better competition was lost 

and, it is  observed that this pharmaceutical may have to be bought under 

emergency procurement this year 2024 also due to the normal  order related to 

the year 2024 not being issued on the scheduled date. 

 

(h) According to the Swastha System, it was shown that 1,919,418 units of this 

pharmaceutical  will be received on 21 November  2023. However, the 

information on how the number of units to set was not included in this system. 

 

 

71. Hydroxyurea (Hydroxycarbamide) Capsule  500mg  (SR - 01203501) 

-----------------------------------------------------------------------------------  

            

(a) According to the information submitted to the audit, the pharmaceuticals 

totalling 2,557,139 units related to 09 orders issued from 2019, 2020 to 2023, 

had not been received even  by the audit date of 07 December  2023. However, 

only 792,000 units were receivable in the Swastha  System as at  that date. 

Similarly, according to the Swastha  information system, 2,285,000 units were 

shown as receivable stocks in the description of the existing stocks related to 

this pharmaceutical. Therefore, Because the information provided to users in 

different locations of the same system regarding orders issued and receivables is 
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conflicting, the reliability of the information provided by the system was 

problematic during the audit.  

 

(b) A number of 1,500,000 units had been ordered by Order No. 

2021/SPC/N/R/P/00020  and of which, only units totaling 750,000 as 118,600 

units on 02 February  2021 and 631,400 units on 25 February 2021 had been 

received.  Out of that,  number of  144,914 units with a total cost of 

Rs.15,071,056 related to Batch No. JD 20051 had failed in quality. Accordingly,  

although   Rs. 93,750,000 should be recovered from the supplier, the amount 

had not been recovered  even  by 14  December 2023 .  

 

(c) The order of 200,000 units bearing No. 2022/SPC/N/R/P/00047 issued on 27 

February 2021 was  suspended and the order of 300,000 units bearing No. 

2022/SPC/X/R/P/00306 on 25 March 2022 had been issued. Indian 

suppliers/manufacturers and local agents intending to supply Indian origin 

pharmaceuticals were invited to submit bids on the website of the State 

Pharmaceuticals  Corporation and through the newspaper advertisement on 26 

March  2022, and only 05 days bidding period was given. Even though the bids 

had been evaluated,  an evaluation report relevant to that had  not been 

submitted. One of these three bidders had not signed the bid documents. 

 

(d) It was decided to procure this pharmaceutical under the emergency  need and 

although a limited time of 05 days was given to submit the quotations , 197 days  

had been spent to issue the relevant Indent. This stock of pharmaceuticals had 

not been received by the Medical Supplies  Division  even by 07  December 

2023 . 

 

(e)     The normal order 2023 of 400,000 units had been issued  on  16 November  

2022. Even though bid evaluations had been  done on 25, 26 and 27 April 2023, 

evaluation report had not been  submitted. According to the order control form 

prepared for the year 2023, it was observed that there is no need to order 

pharmaceuticals for the year 2023. When the order related to this 

pharmaceutical  was issued, the estimated price per unit was Rs.104 and the 

price of the selected supplier was Rs.34.60. Accordingly, the difference between 

the selected price and the estimated price was 67 per cent. According to the 

procurement timetable  related to this order, although the Indent related to the 

purchase of pharmaceuticals should be issued by  18 June  2023, it had  not been 

issued  even by  30 November  2023. 

 

 (f) The Order No. 2023/SPC/E/R/P/00143 for 200,000 units had been issued on 30 

January 2023. The Technical Evaluation Committee held on 24 April  2023 had 

recommended awarding the bid to the second lowest bidder since the lowest 

bidder had  not a registered supplier of the National  Medicines  Regulatory 

Authority. The bidding related to the procurement was recommended by the 
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Emergency Procurement Committee of the Ministry of Health held on 12 May 

2023 and evidence that  the decision of the Cabinet of Ministers  and the 

covering  approval for that   had  received  was not available  in the file, and the 

Chief Internal Auditor did not confirm that the procurement was done properly. 

 

(g)     When the order for this pharmaceutical is issued, the   estimated price per unit   

was stated as Rs.104 and  the price of the selected supplier was Rs. 43.20. 

Accordingly, the difference between the selected price and the estimated price 

was 58 per cent. A performance security  had not been obtained and a 

contractual agreement had not been signed with the supplier. It was decided to 

procure this pharmaceutical under the emergency need and although a limited 

time of 03 days was given to submit the quotations , a period of 74 days was 

spent from the date of opening of bids to issue the relevant Indent. 

 

(h) The Order No. 2023/SPC/T/R/P/00146 dated 02 February  2023 was issued for 

the purchase by using the funds provided by the Foreign Employment Bureau. 

After the price evaluation committee held on 24 February  2023, it had been  

decided to offer the bid for 135,000 units at Rs. 76 per unit to the third lowest 

bidder who has the approval of the National Medicines  Regulatory Authority's 

manufacturing plant on the basis of obtaining WOR, the evidence that the cover 

approval of the Cabinet of Ministers was obtained for that decision or a 

certificate from the Chief Internal Auditor that the procurement was done 

properly were not available in the file. The condition relating to performance 

security had been  removed from the terms of the agreement. Although a limited 

time of 03 days had been given to submit the quotations , a period of 220 days 

had been spent from the date of opening of bids to issue the second Indent. 

 

(i)     The Order No. 2023/SPC/X/R/P/00191 for 657,000 units had been issued on 25 

May 2023. The Technical Evaluation Committee had recommended awarding 

the bid to the lowest bidder. Although the procurement decision related to the 

aforesaid procurement should be submitted to the Cabinet of Ministers and 

covering  approval should be obtained, the evidences whether it was done so 

was not available in the file  and the Chief Internal Auditor had also not 

confirmed that  this procurement was done as scheduled. 

 

(j) Even though it had  decided to purchase the pharmaceuticals related to the 

calling of quotations, which was given a period  less than 02 days for submitting 

the quotations , the related Indent had been  issued on 15 September 2023, and 

more than 02 months had been spent for that . 

 

(k)       Although there was  sufficient stock of this pharmaceutical , it was observed that 

06 hospitals have procured 3,428 units at a cost of Rs. 469,970  at regional level. 

In a Ministry procurement, although it was agreed to supply with unit price of               

Rs.36.80 each by Order No. 2023/SPC/X/R/P/00191 dated  28 June 2023, it was 
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observed that  purchases had been  made at higher prices from 63 per cent to 

647 per cent when buying locally and comparing with that price. 

 

(l) Although the normal  order for this pharmaceutical  for the year 2024 should  be 

issued by January 2023, it was not issued by the Medical Supplies Division even 

by 15 November 2023. Within this situation, it is  observed in the audit that, this 

pharmaceutical  may have to be purchased under emergency purchases in the 

year 2024 . 

 

72. Propofol Inj.50 ml Amp/Vial  (SR - 01500302) 

--------------------------------------------------------  

(a) According to the information submitted to the audit, a total of 249,800 units in 

relation to 08 orders issued for the years  2019, 2020, 2022 and 2023 were stated 

as orders to be received. However,  only one order of 25,000 units for the year 

2022  had been shown as receivable  in the Swastha system as at 27 November 

2023. Although 783,420 units were  shown as receivables as at 21 November  

2023, in the description of the existing stocks in the Swastha system , the 

information on how that amount was set,  had not been  indicated within the 

system. 

 

(b) Even though the normal order for the year 2022 had not been issued on the basis 

that a total of 290,737 units were receivable  in relation to the 03 orders issued 

for the years 2020 and 2021, a total of 157,737 units related to those years had 

not been received by the Medical Supplies Division even by 01 December 2023. 

 

 (c)        An order for 50,000 units bearing No. 2022/SPC/X/R/P/00330 had been  issued 

on 26 March, 2022 to obtain on the basis of emergency  need and under Indian 

Credit Line. The recommendation of the Procurement Committee had been 

given to the lowest bidder on the basis of obtaining an waiver of registration  

from the National  Medicines  Regulatory Authority. The Procurement 

Committee had recommended that the next supplier should be awarded as this 

supplier had not confirmed the supply even though 117 days had elapsed after 

giving recommendations. Although 132 days had elapsed as this  supplier has  

also not confirmed the supply and the terms of the supplier cannot be  accepted, 

it had been decided to cancel the bid and call for bids from registered and past 

suppliers. However, the Procurement Committee had not taken actions  to 

recover the bid bond valued at  Rs.245,000 from the bidder who violated the 

conditions and to blacklist the bidder. 

 

 (d) Order No. 2022 /SPC/E/R /P/00768 dated 30  November 2022 had been issued 

to obtain  25,000 units for the year 2022. Thirty two  days after the date of 

opening of bids to award bids to the third lowest responsive bidder, although the 

Emergency Procurement Committee members on the same day had 

recommended on the decision of the Technical Evaluation  Committee of the 
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Health Sector Emergency Procurement Committee, the related approval letter of 

the Cabinet of Ministers  was not in the file. The following matters were 

observed in this regard. 

 

(i) It was problematic during the audit regarding the determination of the 

bids based on the "samples" provided in the background where all the five 

bidders who submitted the bids did not have valid registration certificates 

(Certificate of NMRA) from the National  Medicines Regulatory 

Authority and it was also problematic that the unavailability of media 

(letters/ by e-mail etc.) that informed the bidders for the submission of 

samples and  information about the bidders who submitted the samples in 

the file . 

 

(ii) The purchase order had been issued a unit at Rs. 1,290 each to supply 

25,000 units 06 days after bid approval on 26 January 2023 and although 

the  performance bond was to be submitted within 14 days of issuing the 

purchase order, after 68 days the supplier had submitted the performance 

bond on  04 April  2023 . Before the supplier submitted the bond, the 

request to made consider to grant the  WOR license was communicated 

by the Managing Director of the State Pharmaceuticals  Corporation to 

the Chief Executive Officer of the National  Medicines Regulatory 

Authority on 02 February  2023. Accordingly, the WOR Committee of the 

National  Medicines Regulatory Authority had given this approval on 16  

February  2023, after a short period of about 14 days. 

 

(iii) A number of 23,158 units of pharmaceuticals manufactured in March 

2023 and expiring in February 2025 under 04 Batches ( 23CPF01, 

23CPF02, 23CPF03, 23CPF04 ) were received by the Medical Supplies 

Division on 07 April 2023, and 22 days later, due to serious adverse 

reactions, the Chief Executive Officer of the National  Medicines  

Regulatory Authority had informed the Director of the Medical Supplies  

Division in a letter dated 29 April 2023, that the Batch  No. 23CPF03 to 

be withheld. Accordingly, the Director of the Medical Supplies Division 

had removed this pharmaceutical from use. By the time this circular was 

issued, a number of 6,755 units belonging to this Batch  had been issued 

to all hospitals / Regional Health Directorates. 

 

(iv) Then, after 08 days, due to the  National  Medicines  Regulatory 

Authority had informed the Medical Supplies Division via e-mail on 10 

May 2023 that it is necessary to suspend the stock of two more batches 

of pharmaceuticals,  the Director of the Medical Supplies Division had  

ordered  to  suspend the stocks pertaining to first 02 Batches   related to 

23CPF01 and 23CPF02. After 05 days of these circulars, once again the 

Director of Medical Supplies had ordered on 15 May 2023 to suspend 
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the entire pharmaceutical. At the time of issuing this circular, 16,403 

units belonging to these Batches had been issued to  all hospitals / 

Regional Health Directorates and since the hospitals had issued 

pharmaceuticals to the patients, the amount of suspended stock had been 

only 1,660 units. 

 

(v) The Director of the National Drug Quality Assurance Laboratory had 

informed the Director of the National  Medicines  Regulatory Authority 

in a letter dated 29 May  2023 that the batch number 23CPF03 of this 

pharmaceutical, which was tested based on a complaint filed by the 

government, was defective, and a day after that, it had been informed 

that the report was sent to the Director of the Medical Supplies Division 

on 30 May. The letter emphasized that the aforesaid  Batch  of 

pharmaceuticals  should be withdrawn from use immediately and that it 

should be confirmed that this Batch is not in use in the health sector. 

Accordingly, the Director of the Medical Supplies  Division  had ordered 

by circular No. MSD/Q/P/2023/31 dated 31 May 2023  to withdraw  the 

Batch of this  pharmaceutical. However, by the time this circular was 

issued, only 4,230 units had been removed out  of the 6,755 units that 

had been issued. 

 

(vi) The National  Medicines  Regulatory Authority has decided to suspend 

Batch Nos. 23CPF03, 23CPF01 and 23CPF02 due to serious adverse 

reactions and accordingly, the State Pharmaceuticals Corporation  had 

informed the supplier by an email on 12 May 2023 to provide relevant 

explanations within 28 days. Accordingly, the supplier informed the 

Director of the National  Medicines  Regulatory Authority in a letter on 

30  May 2023 that he would discuss with the manufacturer and provide 

relevant explanations. However, the Director of the National  Medicines 

Regulatory Authority had informed the Director of the Medical Supply 

Division by the  letter No. NMAR/P41/VR06/2023 dated  24  June  

2023, to voluntarily withdraw the stock of the respective pharmaceutical 

(Batch 04) .  

 

(vii) The Medical Supplies  Division had informed the situation to the State 

Pharmaceuticals  Corporation and thereby to the supplier through e-mail, 

and the supplier had informed to the  Director of the National  Medicines 

Regulatory Authority on 16 June 2023  that   the aforesaid stock of 

pharmaceuticals would be voluntarily withdrawn after 23 days of the 

order of the Director of the National  Medicines Regulatory Authority.  

After 111 days of this, the supplier was informed to pay the amount of 

Rs. 37,342,275 for which the  total cost of 23,158 units and 25 per cent 

overhead administrative expenses on 05 October 2023 for the supply of 
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pharmaceuticals that have failed in quality  and the written documents 

about the related payments were not submitted to the audit. 

  

(e) A stock  order control form related to the issuance of the normal  order in the 

year 2023 had not been prepared. However, the normal  Order No. 

2023/SPC/N/R/P/00112 had been  issued for the supply of 50,000 units about 11 

months after the date of the normal  order for the year 2023 to be issued. If a 

normal  order was placed on the scheduled date, although  it was  possible to 

carry out the procurement under an open bids, in the current emergency 

situation, it was decided 21 days after the issue of the order to call for bids from 

registered and past suppliers and from other sources or at limited prices within 

07 days. 

 

(f)    About 44 days had been spent for  inviting bids. The Technical Evaluation 

Committee had submitted its recommendations on 09 March 2023 only in 

respect of one bidder with registration certificate who submitted the third lowest 

bid. Accordingly,  although the Procurement Committee had recommended on 

09 March  2023 to award the bid after price negotiation with the bidder who 

submitted the bid at US$ 4 (Rs. 1,448.56) per unit, the Additional Secretary 

(Development ) had not approved the said recommendations.  

 

(g)      However, it had been  notified on 15 March 2023 through e-mail that the price 

cannot be reduced further, and accordingly  Even though the Procurement 

Committee had submitted its recommendations on 15 March 2023, seven  days 

after the Technical Evaluation  Committee had submitted its recommendations,  

the said bidder bid at US$ 4 (Rs. 1,448.56) per unit subject to pre-shipment 

related sample inspection, the Additional Secretary (Procurement) had also not 

approved this recommendation as he had not approved the initial procurement 

decision. Accordingly, 54 days after the recommendations of the Procurement 

Committee, the Chairman of the State Pharmaceuticals Corporation sent a letter 

to the then Secretary of the Ministry of Health, and the Secretary of the Ministry 

of Health had approved the recommendations of the Procurement Committee on 

12 May.  

 

(h)      Twenty six  days  after the approval of the Secretary of the Ministry of Health, 

the bid award was sent to the supplier on 07 June 2023, and 12 days after that, 

the bid award had been  accepted on 07 June, 2023  informing the supplier could 

not carry out pre-shipment sample testing and  to issue the  purchase order to be 

the  shelf life of the stocks of pharmaceuticals  20 months. Accordingly, the 

recommendations  had been given on 17 July 2023 to remove the condition of 

sample testing related to pre-shipment, changing  the Procurement Committee 

recommendations once again to make the payment after a satisfactory 

performance report from the Director of Medical Supplies Division and 

approved by the Additional Secretary (Procurement) on 18 July.  
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(i)       Three  days after the re-approval, the purchase order of 50,000 units was issued 

on 21 July  2023 at US$ 4 per unit, and the related Letter of Credit had been  

issued on 10 August, 2023. The Medical Supplies Division received the stock of 

pharmaceutical on 01 December 2023, after 113 days the issuance of the Letter 

of Credit.  Accordingly, this normal  order had taken more than a year to be 

implemented in case the Medical Supplies Division  does not have stock. 

 

(j) Even though the Order No. 2023/MSD/E/R/P/00047 for 25,000 units had been 

issued on 25 January 2023, this order had not been executed. However, actions 

had not been taken to remove this order from the Swastha System. 

 

(k) The  Order No. 2023/SPC/E/R/P/00142 dated 25 January  2023 for 25,000 units 

had been issued. All the bidders did not have a valid registration certificate from 

the National  Medicines Regulatory Authority. Accordingly, due to the lack of 

registration certificate, the evaluators had decided to check the samples of the 

stock of pharmaceuticals and made aware the bidders about it. Only two bidders, 

the lowest bidder and the fourth lowest bidder, had submitted samples to the 

Technical  Evaluation Committee.   

 

(l)     The bidder had agreed to supply pharmaceutical  stock for Rs.2,900 as per the 

price negotiation carried out with the highest bidder that was  Rs. 3,910 and   the 

fourth lowest bidder. Accordingly, the Technical Evaluation Committee had 

recommended both these bidders on 24 February 2023, after 24 days the closing 

date of bids. However, the decision to award the bid was given by the Members 

of the Emergency Procurement Committee of the Health Sector on 21  March  

2023 to the fourth lowest  price that is  Rs. 2,900, twenty five days after the 

recommendation of the Technical Evaluation Committee subject to WOR 

Certificate  depending on the time of delivery of the stock on the basis of the 

prevailing emergency. However, the cover approval letter of the Cabinet of 

Ministers  related to this decision had  not been included in the file. 

 

(m)      It was problematic during the audit regarding the determination of the bids based 

on the “samples” given in the background where all the four bidders who 

submitted the bids did not have valid registration certificates from the National  

Medicines  Regulatory Authority and, unavailability of the media (letters/e-mail 

etc.) for which made aware the bidders for the submission of  samples  and the 

information about the bidders who submitted the samples in the file was also 

problematic. The prices offered by the remaining three bidders in this bid were 

Rs.983 (US$ 2.65), Rs. 1,465 (US$ 3.95) , and Rs. 1,470 and bidding at a price 

increase of 195 per cent from the lowest  bid was also problematic. The 

purchase order for purchase of 25,000 units for  Rs.2,900 units each had been  

issued on 21 April 2023, that is 31 days after bid approval. 
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(n)       National  Medicines Regulatory Authority had issued a Waiver of  Registration 

on 07 May 2023, and 133 days after the date mentioned in the purchase order, 

the supplier had given 17,000 units of pharmaceuticals with a shelf life of 24 

months to the Medical Supplies  Department on 02  October 2023. By the time 

the   file was handed over to the audit on 02 October 2023, the supplier had not 

given the performance bond and had not entered into a contract with the 

supplier. Accordingly, the Ministry did not have any coverage regarding the 

remaining 8,000 units of stocks of pharmaceutical  to be supplied by the 

supplier. 

 

(o) The Order No. 2023/SPC/E/R/P/00149 of 16,000 units for the year 2023 had 

been issued on 06 February 2023. Only two bidders had a valid registration 

certificate from the National  Medicines  Regulatory Authority. After 14 days 

the date of closing of bids on 24 April 2023 the Technical Evaluation 

Committee had recommended that out of the two bidders with registration 

certificate, one of the bidders who offered the lowest price as a unit of     Rs. 

2,153, was not suitable due to non-compliance with the requirement of the time 

required to supply the stock and that it was suitable to be  awarded  the bid after 

price negotiation with the bidder who offered a price of Rs.2,200 per unit.  

 

(p)       Accordingly, according to the price negotiation with the bidder, the bidder had 

agreed to supply stocks of pharmaceutical for Rs. 2,100 and 18 days after the 

recommendation of the Technical Evaluation Committee on 12  May, 2023, the 

emergency Procurement Committee of the Health Sector had given the decision 

to award the bid. However, the covering approval of Cabinet of Ministers r 

related to this decision had  not been available  in the file.  

 

(q) The 2024 normal order of 50,000 units was placed on 27 March  2023. After 86 

days of issuing the order, it was decided to invite bids under international 

bidding on 22 June 2022 and all the bidders had registration certificates of 

National  Medicines  Regulatory Authority. The Technical Evaluation 

Committee had met on 20 October 2023 and when the file was submitted to the 

audit on 16 November 2023, no further action had been taken. 

 

(r) Thirty four hospitals had purchased 11,185 units at different prices for  

Rs,14,194,606 for the years 2022 and 2023 due to non-availability of stock of 

pharmaceutical  to the Medical Supplies  Division in the year 2022. 

  

73. Dexamethasone Injection 8mg / 2ml (SR. 00701602) 

 --------------------------------------------------------------- 

The following matters were observed regarding this pharmaceutical which is an essential     

pharmaceutical. 
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(a) Because of the remaining stock in the warehouse and hospitals and the stock to 

be received from previous orders has been identified as 2,909,913 (Amp) as per 

Order Control Form - 2022, the normal order for the year 2022 had not been 

submitted. Nevertheless, the 650,000 units of pharmaceutical related to the 

order 2021/SPC/N/R/P/00093 included in the stock to be received from 

previous orders had not been received by the Medical Supplies Division by the 

audit date of  15 November 2023 had directly affected to have zero stock of 

these pharmaceuticals. 

 

(b) As the waiting period for obtaining pharmaceuticals is usually about 11 

months, although the normal  order for the year 2023 (2023/SPC/N/R/P/00084) 

should be submitted to the State Pharmaceuticals Corporation by February 

2022, the Medical Supply Division had submitted the normal  order for the year 

2023 to the State Pharmaceuticals Corporation on 22 November 2022 with a 

delay of 09 months. 

 

(c) The State Pharmaceuticals  Corporation of Sri Lanka had spent about 07 

months for the procurement process of the normal  order for the year 2023, 

which was submitted with a delay, and related to the order, 300,000 

pharmaceuticals (Amp) were delivered on 15 October 2023 and the remaining 

300,000 (Amp) should also be supplied on 15 December 2023.  Even the first 

stock had not been received by the date of audit, 15 November 2023. 

 

(d) The Medical Supplies  Division had submitted the normal  order for the year 

2021 (2021/SPC/N/R/P/00093) for the procurement of 1,100,000 units (Amp) 

of the pharmaceutical on 20 February  2020 and the Director of Medical 

Supplies had revised the order to 1,750,000 units on  23  April 2020. However, 

despite the ability to carry out procurement activities at the same time, without 

doing so,  due to  the State Pharmaceuticals Corporation of Sri Lanka had 

carried out the procurement  on two occasions,  a more than 2 years had 

delayed and due to the increase in the price of the pharmaceuticals  and the 

increase in the exchange rate, it had to incur expenses by  Rs. 6,939,453 

(14470560 – (650×0.062×186.8761)) in excess. 

 

(e) Even though the order was submitted on 04 November  2022 to a supplier 

selected under EOI (Expressions Of Interest) basis for procuring 250,000 units 

of pharmaceutical for 3 months using Indian Credit Line by order No. 

2022/MSD/V/R/P/00076 dated 01 November 2022,   due to failure of that 

supplier  to supply the stock of pharmaceutical, it was decided to give the order 

of pharmaceuticals to another supplier  in the Health Sector Emergency 

Procurement Committee (HSEPC) held on 28  June  2023. Accordingly,  a 

number of 40,800 (Amp) pharmaceuticals  were received on  03 August 2023, 

and  a number of 209,200 (Amp) pharmaceuticals  had been  received by the 
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Medical Supply Division on 14 September 2023 . The following matters  were 

observed during the examination regarding that. 

 

(i) The supply of pharmaceuticals was delayed for more than 06 months 

due to the failure of the first selected supplier to supply this stock of 

pharmaceuticals by 28 June 2023. Nevertheless, it was not possible 

to take legal actions against the supplier as he is  not liable for the 

failure of obtaining performance bonds in the purchase of 

pharmaceuticals from the suppliers selected on the basis of EOI and 

not entering into a written agreement with the supplier. 

 

(ii) The order of 250,000 pharmaceutical units (Amp) had been placed 

with the second selected supplier on 25 July  2023 and  the due date 

of the stock of  pharmaceutical was 26 July 2022. Nevertheless,  the 

stock of pharmaceutical was received as 40,800 (Amp) on 03 August 

2023 and 209,200 on 14 September 2023. Although the late fee to be 

charged as per the terms of the purchase order was Rs.758,737, the 

late  fees had not been  charged  due to being notified to take action 

to eliminate penalty charges imposed on suppliers for delay in 

delivery of EOI order by letter No. SH/misc/03/2022 dated  01 

March  2023 of the Secretary of Health addressed to the Deputy 

Director General of Medical Supplies. 

 

(iii) Even though the first supplier had  failed to deliver on 04 November 

2022, the order had not been cancelled even as at 24 November 2023 

which was  the date of audit  and the order had been  entered as an 

active order in the Swastha Computer System.  

 

(f) The Order No. 2023/SPC/E/R/P/00156 was submitted to the State 

Pharmaceuticals Corporation on 28 February  2023 for the purchase of 300,000 

units (Amp) of pharmaceutical under the emergency procurement process to 

meet the three-month  requirement of the pharmaceutical and the due date for 

the stock was 10 March 2023. Even though the quotations were called on 15 

March 2023 and the bids were opened on 17 March 2023,  it had taken  up to 

25 April 2023 to inform  the decision taken by  the Health Sector Emergency 

Procurement Committee on 12 April 2023 to the State Pharmaceuticals 

Corporation. Accordingly, the State Pharmaceuticals Corporation had 

submitted the Purchase Order dated  08 May  2023 to the selected supplier. The 

following matters  were observed in this regard. 

 

(i) According to the computer systems (Pronto and Swastha), it was 

observed that this pharmaceutical remained zero  in the Medical 

Supplies  Division for almost 04 months from 11 April 2023 to 04 

August 2023. 
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(ii) Although the date to deliver the stock is 10 March 2023, the Health 

Sector Emergency Procurement Committee had spent 52 days from 15 

March 2023 to 08 May 2023 for the procurement process for this order. 

 

(iii) According to the purchase orders, although  the delivery date of the 

pharmaceuticals was 28 May 2023, the Medical Supplies  Division 

received the stock on 17August 2023 with a delay of 80 days. 

Accordingly, it was observed in the audit that this delay has directly 

affected the pharmaceuticals to be zero for almost 04 months. 

 

(iv) According to the supply conditions of the purchase order, although a 

maximum penalty of 10 per cent of the total value should be charged 

for the stock received after 3 weeks from the due date, the late fee had 

been waived off as per the letter No. SH/MISC/03/2022 of Secretary  of 

Health dated 23  November 2022 . 

 

(g) Due to one of the two bidders had not submitted  the Power of Attorney for the 

order No. 2023/ADB/N/R/P/00008, for which commenced  calling for 

quotations on 10 March 2023, although the Sri Lanka Resident Operations 

Office of the Asian Development Bank on  22 August 2023 had cancelled due 

to disagreement with the decision of the Project Procurement Committee 

regarding the negotiation of the contract price with the other bidder who 

submitted higher prices, it was observed that the order of 750,000 units of 

pharmaceutical was further shown as an approved order in the Swastha 

Computer System  as at 24 November 2023, the date of audit. 

 

(h) A number of 12640 units (Amp) of this pharmaceutical had been  received on 

27  July  2023, as donations and the donation stock had not been included in the 

'Swastha' Computer System. 

 

 (i) Although 7-10 months had passed since the audit date of 26  November  2023, 

when two batches of pharmaceuticals  belonging to two orders of the 

pharmaceuticals  were temporarily withdrawn from consumption, there was no 

confirmation from the National Drug Quality Assurance Laboratory regarding 

the quality of the pharmaceutical through a sample test.  Due to this delay, it 

was observed  in the audit that  there will be a possibility to expire  the stocks 

of pharmaceutical  belonging to the above two batches which were to be 

expired in May and June 2024. 
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Non-preparation of Average Annual Orders in the year 2022 by the Medical Supply 

Division  

 

SRNumber Generic Name  

00304202 Clobazam Tablet 10mg 

00103002 Clarithromycin for Infusion 500 mg vial 

00000301 Fentanyl Citrate Injection 100mcg in 2ml ampoule 

00204001 Dopamine Hydrochloride Injection BP 200mg/5ml 

 

Non-preparation of average annual orders in the year 2023 by the Medical Supply Division   
 

SR Number Generic Name  

00304004 Sodium Valproate Syrup 200mg/5ml, 100ml 

01205102 Trastuzumab Injection 440mg 

00206101 Dried,Factor VIII fraction200-350 IU 

00600204 Anti Rabies (TC) Vaccine 

 

Non-preparation of Average Annual Orders in the year 2024 by the Medical Supply 

Division   

SR Number Generic Name  

01205102 Trastuzumab Injection 440mg 

00107403 Liposomal Amphotericin B Injection 50mg 

00206101 Dried,Factor VIII fraction200-350 IU 

00204001 Dopamine Hydrochloride Injection BP 200mg/5ml 

00300201 Chlordiazepoxide Tab 10mg 

00101403 Cefuroxime Tablet 500mg 

 00102102 Meropenem Injection 1g   
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Delaying of Submission of Average Annual Order of 2022  

 

SR 

number  

Generic name Date of 

submission to the 

State 

Pharmaceutical 

Corporation   

Number of 

delayed months 

00406202 Calcium Polystyrene 

Sulphonate 15g-17g powder 

sachet   

22 february 2021  01 

00107101 Fluconazole Capsule 50mg 24 February2021  01 

00405401 Calcium 500mg+ Vitamin D3 

250IU Tab 

22 February 2021  01 

01205102 Trastuzumab Injection 440mg 17 June 2021 05 

00107901 Aciclovir Tab 200mg 25 February 2021 01 

 

 
 

Delaying of Submission of Average Annual Order of 2023  

 

SR 

number  

Generic name Date of Submission 

to the State 

Pharmaceutical 

Corporation   

Number of 

delayed 

months 

00304202 Clobazam Tablet 10mg 10 November 2022  10 

00406202 Calcium Polystyrene 

Sulphonate 15g-17g powder 

sachet   

10 November 2022 10 

00203002 Glyceryl Trinitrate 

Inj.50mg/10ml   

17 November 2022 10 

00405401 Calcium 500mg+ Vitamin D3 

250IU Tab 

10 November 2022 10 

00103002 Clarithromycin for Infusion 

500 mg vial 

15 November 2022 10 

00200102 Digoxin injection BP 500 

mcg/2ml 

17 November 2022 10 

00000301 Fentanyl Citrate Injection 

100mcg in 2ml ampoule 

08 November 2022 07 

00402201  Protein hydrolysate Injection 

100ml (Amino Acid for 

Intravenous Nutrtion 65.3g/L 

Injection ) 

17 November 2022 10 

00305901 Levetiracetam Tablet 500 mg 22 November 2022 10 

00304001 

 

Sodium Valproate Tab. 

100mg 

21 September 2022 11 

03 February 2023  10 

00107901 Aciclovir Tab. 200mg 15 November 2022 09 

00402702 Thiamine Hydrochloride 01  November 2022 10 
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 Injection 100 mg/ 2ml 

Ampoule 

00303704 

 

Phenytoin Sodium Inj. 

250mg/5ml 

02  November 2022 09 

00302001 Risperidone Tab 2mg 2022.11.24 10 
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Non-initiation of procurement activities until information on the orders is 

communicated in writing to the Corporation  

SR 

Number 

Generic name Order Date of receiving the  

Order  to the SPC 

Delay 

(months) 

By MSMIS 

system 

In writing 

00406202 Calcium Polystyrene 

Sulphonate 15g-17g 

powder sachet   

2022/SPC/N/R/P/00042 2021.02.22 2021.12.23 10 

00107101 Fluconazole Capsule 

50mg 

2022/SPC/N/C/P/00046 2021.02.24 2021.03.25 01 

00304004 Sodium Valproate Syrup 

200mg/5ml, 100ml 

2022/SPC/N/R/P/00003 2021.01.08 2021.03.17 More 

than 02 

00203002 Glyceryl Trinitrate 

Inj.50mg/10ml   

2022/SPC/N/R/P/00016 2021.01.31 2021.03.18 More 

than 01 

½  

00405401 Calcium 500mg+ 

Vitamin D3 250IU Tab 

2022/SPC/N/R/P/0042 2021.02.22 2021.12.22  10 

months 

00200102 Digoxin injection BP 

500 mcg/2ml 

2022/SPC/N/R/P/00016 2021.01.31 2021.02.27 Nearly 1 

month 
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Reasons that led to the shortage of medicines  

SR 

Number 

Generic name Number of 

months under 

shortage  

Reasons for the shortage to continue  

00304202 Clobazam Tablet 

10mg 

8 months  

(from July to 

February 

2023) 

 

  

•   Non preparation and implementation of average   

annual order for the year 2022.    

• Failure of the State Pharmaceutical 

Corporation to obtain 7,500,000 units of the 

Order 2021/SPC/N/R/P/00001.     

• Receiving by the Medical Supplies Division 

with a delay of more than 5 months,  of  the 

first stock containing 3,000,000 units  of the 

order 2022/SPC/X/R/P/00294 for 4,300,000 

units     

• Although the first stock containing1,250,000  

units  related to the average order of the year 

2023 was to deliver on 11 July 2023 and the 

second stock containing1,250,000 units was 

to deliver on 11 September 2023,the State 

Pharmaceutical Corporation had failed to 

obtain those stocks even by 30 November 

2023.       

00406202 Calcium Polystyrene 

Sulphonate 15g-17g 

powder sachet   

09 months 

(from 01  

Januay 2022 to 

27  July 2022,  

 

From 01 

January 2023 to 

08 March 2023)  

• Although it had been planned to obtain on15 

June 2021, 47,500 units of the average order 

of the year 2021, obtaining of those units had 

been extended till 01 February 2022 by the 

Director of the Medical Supplies Division, 

stating that the demand for this medicine has 

decreased owing to Covid epidemic.   2021  

• Receiving by Medical Supplies Division on 

28 July 2022 with a delay of more than 05 

months, 47,280 units of the above 47,500    

units. Delaying by 10 months the 

commencement of procurement activities 

related to the average annual order 2022, 
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received by the State Pharmaceutical 

Corporation through MSMIS computer 

system.  

• Having taken the procurement decision 

following the receipt of the recommendation 

of the Technical Evaluation Committee, 

delaying to inform the Procurement Unit of 

the State Pharmaceutical Division by a 

period of time close to three months.   

• Delaying to issue the indenture by a period of 

time close to three months following the 

selection of the supplier. 

• Making the average annual order 2022 with a 

delay of more than 14 months.  

00107101 Fluconazole Capsule 

50mg 

06 Months  

(From 

December 2022 

to 11 May 

2023) 

• Failure of the State Pharmaceutical Corporation 

to obtain 500,000 units of the average order No 

2021/SPC/N/R/P/00062 containing 2,250,000 

units, the indenture of which having been issued 

only for 1,100,000 units and 444,300 units of the 

order No 2020/MSD/E/C/P/00053.      

• Rejection by the bidder to accept the supply 

since 21 months had been spent for procurement 

activities of the average annual order of the year 

2022. 04 months of idle time period had been 

spent to select a supplier from the Evaluation 

Form submitted to the Departmental 

Procurement Committee and the fact that further 

10 months of idle time period being spent for the 

verification of the acceptability of the shelf life 

of 80 per cent of the stock of medicines 

delivered by the selected supplier.      

00304004 Sodium Valproate 

Syrup 200mg/5ml, 

100ml 

 7 months 

(from August 

2021 to 09 

March 2022 20) 

• Delaying by the State Pharmaceutical 

Corporation for a period close to 24 months 

till 02 November 202, to issue the indenture 

of the order No 2021/SPC/N/R/P/00001 for 

purchasing 81,250 units.   

 

• Although the procurement activities related 

to the average annual order No 
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2022/SPC/N/R/P/00003 had been 

commenced on 22 April 2021, 17 long 

months till 21 September 2022, had been 

spent to select as the supplier the only bidder   

that had come forward and due to the weak 

communication existed between the State 

Pharmaceutical Corporation and the Medical 

Supplies Division, the opinion of the 

Medical Supplies Division could not be 

obtained of the only bidder presented 

although 11 months had been spent to obtain 

the opinion of the Medical Supplies 

Division, such opinion had not been 

received.  

00203002 Glyceryl Trinitrate 

Inj.50mg/10ml   

4 months   

(From August 

2022 to 25 

November 

2022) 

• Cancellation on 20 July 2021  of the average 

order of the year 2022 without calculating 

how much of the demand for this medicine 

has declined owing to Covid 19 pandemic 

and without presuming the amount needed 

for the period to follow and temporary 

cancellation on 29 June 2021 of a stock of 

50,000 units of the average annual order 

bearing No 2021/SPC/N/R/P/00048.  

• Although the State Pharmaceutical Corporation 

had been informed on 12 March 2022 by the 

Medical Supplies Division to obtain the 

remaining 50,000 units of the temporarily 

suspended average order of the year 2021, 

delaying by a period close to four months till 07 

July 2022 and taking another 21 days to inform 

this decision to the supplier.     

 

00405401 Calcium 500mg+ 

Vitamin D3 250IU 

Tab 

35 ½ months 

(from 15 

December 2020 

to 30 November 

2023) 

• Expiration of the NMRA certificate of the only 

supplier who had obtained the said certificate for 

this medicine.  

• Non-registration with the National  Medicine 

Regulatory Authority, of a supplier who satisfied 

the specifications of Medical Supplies Division 

regarding this medicine during the period from  
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2021 to 30 November  2023.  

• Accordingly, cancellation of the orders following 

spending unnecessarily too long a time period for 

procurement activities of this medicine in the 

years 2021, 2022 and 2023 without registrtion of 

new suppliers or in case of non-availability of 

suppliers, without suitably revising the 

specifications of the Medical Supplies Division 

in accordance with alternative medicines 

available in the market.    

 

00103002 Clarithromycin for 

Infusion 500 mg vial 

 14 months 

(From 

September 

2022 to 30 

November 

2023)  

• At the start of the year 2022, only 44,000 

medicine units related to the average order of the 

year 2020 were available with the Medical 

Supplies Division and in the backdrop of  this 

entire stock was to expire by September  2022, 

the average order of the year 2022 had not been 

prepared.  

• Failure of the State Pharmaceutical Corporation 

to obtain the 70,000 medicine units of the 

average order of the year 2021.  

• As the medicine stocks available with the 

Medical Supplies Division were nearing 

expiration, the order bearing No 

2022/SPC/X/R/P/00583 for purchasing 25,000 

units under Indian Credi Line in respect of the 

year 2022, had been referred on 15 September 

2022  to the State Pharmaceutical Corporation 

and although the indenture had been issued on 18 

October 2022  by the Corporation upon the WOR 

certificate, the Corporation had failed to obtain 

the medicine stocks till 30 November 2023.   

 

00200102 Digoxin injection BP 

500 mcg/2ml 

19 months 

(from October 

2021 to April 

2022)=7 

(from  21 

August 2022  to 

• Delaying by 2 months of commencement of 

procurement activities for the average order of 

the year 2022, spending 7 long months for 

procurement and delaying by 02 months for 

obtaining medicines from the supplier.   

• Taking into consideration 8,750 units of the 
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12 February 

2023  )=6 

(From March 

2023 to the end 

of August 

2023)=6 

 

 

average annual order of the year 2021 in respect 

of which no indenture had been issued when  

deciding on the average units required for the 

years 2022, 2023 and 2024, as a result of 

underestimating the required amounts in those 

years, 2,750 medicine units of the avaerage order 

of 2022  were sufficient for 4 months from 22 

April 2022 to 20 August 2022.   

• When this medicine with a monthly forecast 

requirement of 583 units was fully exhausted, 

although the indenture of the order bearing No 

2022/SPC/X/R/P/00582 for purchasing 2,400 

units sufficient for 4 months, was referred on 14 

October 2022 to the supplier, the supplier had 

delayed supplying the medicine stock by 08 

months till 29 August 2023.     

• Since receiving of stocks of the X order had been 

delayed, although a supplier had been selected by 

the order bearing No 2022/MSD/V/R/P/00066,  

upon the WOR certificate under Indian credit line 

for purchasing 1,200 units using the Emergency 

Procurement Procedure, 740 units that had been 

provided to the Medical Supplies Division by 

him on 13 February 2023 were sufficient only for 

20 days   

• Idle time period of 02 months till 30 January 

2023, had been spent for calling bids for the 

average order bearing No 

2023/SPC/N/R/P/00120 of the year 2023, 

referred to State Pharmaceutical Corporation for 

purchasing 2,400 medicines sufficient for 4 

months, Although a supplier had been selected by 

the Divisional Procurement Committee of the 

Corporation upon WOR certificate following 

spending of further 04 months from that day, the 

indenture had not been issued to the supplier till 

30 November 2023.  

00402201  Protein hydrolysate 

Injection 100ml 

19 months 

( From 

• Failure of the State Pharmaceutical Corporation 

to obtain 2,860 units at Rs.895 per unit even by 
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(Amino Acid for 

Intravenous Nutrtion 

65.3g/L Injection ) 

November 2021 

to May 2023) 

30 November 2023 out of the  6000 units of the 

average order of the year 2021.  

• Having spent 30 long months till 05 July 2023 

for procurement activities of the average order of 

the year 2022, submitted to the Corporation on 

31 January 2021,  such order had been cancelled 

on 05 July 2023.    

• Having spent more than 6 months for 

procurement activities of the order bearing 

No2022/SPC/X/C/P/00283 for purchasing 12.000 

units, this order had been cancelled on 11 

October 2022.   

• Following referring the order bearing 

No2022/SPC/E/C/P/00480 for purchasing 1000 

units of this medicine through Emergency 

Procurement Procedure, which is similar to a 

month’s requirement,  as per a decision of the 

health sector Emergency Procurement 

Committee and after referring the indenture on 

07 September 2022 by the State Pharmaceutical 

Corporation, the medicine stock which received 

on 16 September 2022, was sufficient only for 

the month of September.    

• Following a delay of 10 months by the State 

Medical Corporation,  a period of more than 04 

months till 21 March 2023 had been spent for 

calling bids for the order bearing No 

2023/SPC/N/C/P /00086 for purchasing 6000 

units for the State Medical Corporation and 

although the decision of the Technical Evaluation 

Committee had been given on 18 May 2023,the 

committee decision had not been given even by 

30 November 2023 by the Divisional Procure- 

emnt Committee of the State Pharmaceutical 

Corporation       

•  Order bearing No 2023/SPC/E/C/P/00160 for 

purchasing 3000 units under Emergency 

Procurement, had been submitted on 28 February 

2023. Although a supplier had been selected on 
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01 November 2023 by the Emergency 

Procurement Committee, the indenture related 

thereto had not been referred to the supplier  

even by 30 November 2023.      

• Only one supplier had come forward for all 

orders above and it was observed that the said 

supplier  had  forwarded a unit price  which is 85 

per cent higher than the unit price of Rs.895 

submitted for the average order of the year 2021.   

 

00300201 Chlordiazepoxide 

Tab. 10mg 

May 2021  

February 2023  

October 2023  

• In accordance with the indenture issued on 01 

January 2021 for  1,800,000 pills  of the 

2,300,000 pills of the annual forecast order of the 

year 2021, of the order of 2021, although supplies 

should be made available as early as possible, the 

supplier had spent a period of 5 months and 16 

days.  

• 600,000 pills were ordered under Indian credit 

line in 2022, and although importation certificate 

under Poisons, opium and dangerous drugs Act 

No 17 of 1929 had been obtained by 31 

December 2022, the supplies had been provided 

on 12 July 2023 after a delay of 6 months.   

• Following the issuance of the purchase order to 

the supplier on 24 November 2022 for obtaining 

300,000 pills related to the order bearing No 

2022/MSD/V/R/P/00099 of the Medical Supplies 

Division,   although the supplies were to be 

provided on 15 January 2023, such supplies were 

not delivered even after spending 11 months.     

• Although supplies were to be provided on 09 

October 2023 as per the indenture issued on 07 

July 2023 for obtaining 600,000 pills through the 

annual medicine requirement of the year 2023, 

such supplies had not been provided. Although 

the order bearing No 2022/MSD/V/R/P/00099 

was given to the local agent of the supplier to 

whom this procurement was granted, such supply 
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had not been provided as at the audited date. 

.(MSU/A/SPC/A/2023/AQ/23)       

01201701 Cytarabine inj. 

100mg/5ml 

From 2020 to 

October 2023  

• Cancellation of the tender after spending 01 year 

and 06 months for the procurement process of the 

order bearing No2020/SPC/N/R/P/00003      01 

year and 06 months. Upon the failure of the 

supplier to provide medicine stocks during the 

period when the letter of credit is in force and due 

to the suspension of orders for items having slow 

issued stocks and additional stocks, temporary 

suspension of these orders on 20 May 2021.   

• Cancellation of the tender due to the sole bidder 

making bids for the order bearing No 

2020/SPC/A/R/P/00168, has resubmitted a higher 

price after cancelling the tender owing to change 

of specifications.     

• Cancellation of the tender due to the non 

submission of bid security by the bidder who 

submitted the lowest bid for the order baring No 

2021/SPC/N/R/P/00020 and the other bidder 

submitting higher bid.     

• Since the termination has been occurred of the 

registration period issued by the National 

Medicines Regulatory Authority, of the  supplier 

selected as per the decision of the Procurement 

Committee dated 23 March 2021, although 

payment had been made on 16 November 2021 

for renewing the registration, National Medicines 

Regulatory Authority had failed to issue the 

certificate even by 19 October 2023 even though 

the relevant documents related to renewing the 

registration had been submitted 220 days ago. 

• In the context of the tender No 

2022/SPC/E/R/P/00744   was withdrawn on 16 

January 2023 due to the issue of obtaining raw 

materials by  the supplier with whom the tender 

was placed, the procurement Committee,  without 
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exploring the possibility whether it is possible to 

obtain medicines in the event of recalling bids, 

has acted irresponsibly and no final decision had 

been taken thereon even after elapsing of  92 days 

as at 06 September 2023.  

• In the context of the supplier to whom two 

contracts had been awarded in the year 2022, 

related to purchasing 1,500 injection vials under 

the order bearing No 2023/SPC/N/R/P/00081, 

being   unable to provide medicines due to non-

availability of raw materials and non-availability 

of the  dose that was ordered by the Corporation, 

awarding of  the order No 

2023/SPC/N/R/P/00081 also to the same supplier.                                                                                                                                                                                                                     

(MSU/A/SPC/C/2023/AQ/20) 

00101403 Cefuroxime Tablet 

500mg 

November, 

December 2022 

November   

• Awarding the tender to the second lowest bidder 

who offered to provide a unit at USA dollar 0.118 

(11.80/100) due to the difference between the  

offered trade name of the lowest bidder under 

order bearing No 2022/SPC/X/R/P/00272  and his  

trade name appearing in the NMRA certificate.   

• Although the approval of the Indian Credit Line 

related to the order  was received on 28 

December 2022, stocks had not been received by 

the Medical Supplies Division even after a lapse 

of  9 months and 12 days.   

• 1,125,000 units at the rate of Rs. 51.25 of which 

the total value amounting to Rs. 57,656,250 had 

to be purchased under Emergency Procurement. 

Further, owing to a scarcity started prevailing in 

hospitals, 3000 units at the rate of Rs. 135 per 

unit had been purchased on 26 November 2022 

by the Castle Hospital and 200 units at the rate of 

Rs.46 per unit had been purchased by the Kandy 

National Hospital.   

    (MSU/A/SPC/B/2023/AQ/26) 
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00703701 Zoledronic Acid 

Injection 

February 2023  • Delays of the supplier  

00600601 Yellow Fever 

Vaccine 0.5ml  

From August 

2022 to October 

2023   

• Medicines of only one order had been received 

out of 07 orders given to the Project for improving 

the health systems for 2022 and 2023. 

•  Since it has been informed that there is an excess 

stock and slow movement of the order bearing No 

2022/SPC/N/C/P/00021 containing 1500 units, 

action has been taken to temporarily suspend for 

14 days.    

• Cancellation of the order bearing No 

2022/SPC/X/C/P/00283 for 3000 units.  

• Since no bid was  received in response to the bid 

invitation made  on 13/03/2023 for the order 

bearing  No 2023/SPC/N/C/P/00088 for 2500 

units, bids were reinvited on 13/03/2023. 

• Delay of granting the order related to the 

indenture bearing No DHS/AMS/460/2022 due to 

the reasons such as a balance of USD 1,876.45 is 

remaining to be paid to the supplier and the delay 

being caused in obtaining NMRA approval for 

obtaining medicines with 69% shelf life, not 

signing the relevant agreement even though the 

indenture has been issued, tthat he relevant agency 

has informed that changes be made in the letter of 

credit, non-mentioning of HS Code correctly in  

Air waybill, and    non-availability of MSE 

reference and SR number in the bill.       

• Cancellation of the bids following no bidder 

submitting bids for the two bids invitations for 

supplying 3000 vaccinations under the order 

bearing No 2022/SPC/X/C/P/00283 

00701103 Thyroxin tablets 

BP 25mcg  

From October 

2022 to October 

2023  

• Cancellation on 18.10.2021  of the order bearing 

No 2020/SPC/N/R/P/00001 owing to the failure of  

the supplier to forward the Submission Test 

Report  to the effect that his product agrees to the 
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BP specification. 

• Withholding on 25.10.2021 of 8,000,000 units of  

the order bearing No 2020/SPC/A/R/P/00278  

• Cancellation on.18.08, 2021 of the order bearing 

No 2021/SPC/N/R/P/00093.  

• Cancellation on 2022.10.19 of the order bearing 

No 2022/SPC/X/R/P/00285.  

• Non-receipt of stocks so far related to the order 

bearing No 2023/SPC/N/R/P/00084. 

• Cancellation of 03 orders from 2020 to 2022  and 

lack of attention by the officers in charge of 

procurement towards full exhaustion of stocks at 

the Medical Supplies Division.  

• Not taking action by the State Pharmaceutical 

Corporation to  carry out procurement activities in 

accordance with the related time frame, and the 

failure of the Medical Supplies Division to 

maintain a sufficient stock level in respect of 

thyroxine medicine due to cancellation and 

withholding of orders, thus preventing the 

distribution  amongst hospital net-work.                                                                                                                                                                                                                                                       

00305901 
Levetiracetam 

Tablet 500 mg 

March 2023  

May 2023  

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

00203702 
Verapamil HCL 

Injection 5mg/ 2ml 

January –

December 

2022 

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

00304001 
Sodium Valproate 

Tab. 100mg 

May 2022   

January 2023  

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

00402702 

Thiamine 

Hydrochloride 

Injection 100 mg/ 

2ml Ampoule 

October 2021 

September 

2022  

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

00107901 
Aciclovir Tab. 

200mg 

November  

   2022  

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 
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July 2023  

00303704 

Phenytoin Sodium 

Injection 

250mg/5ml 

during the 

period from 

December 

2021 to June 

2023  

 

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

00302001 
Risperidone Tab 

2mg 

June-October 

2022 

• The reasons for creating a scarecity for this 

medicine are detailed in Volume II. 

01000601 Betamethasone 

Eye/Ear/Nasaldrops 

0.1%,5ml -7.5 ml 

Dropper Bot. 

No receipts or 

issuances at 

the Medical 

Supplies 

Division from 

2019 to 31 

May 2023  

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

01601001 Pralidoxime 

chloride injection 

1g in 20ml 

ampoule 

Receipts for 

the period 

from 2019 to 

2023 is nil and 

no issuances 

reported after 

2921. 

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 

00903201 Nepafenac 

ophthalmic 

suspension 0.1% 

w/v ,3ml 

No receipts or 

issuances at 

the Medical 

Supplies 

Division from 

2019 to 15 

May 2023  

• The reasons for creating a scarcity for this 

medicine are detailed in Volume II. 
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Instances of Occurrence of Issues on the Accuracy of Estimates 

• Omeprazole Sodium Inj. 40mg (SR- 00800803)  

Year Estimated Amount  

Units 

Number of Units received at 

the Medical Supplies 

Division 

2019 1,211,391 1,000,000 

2020 1,470,109 900,000 

2021 1,693,892 1,500,000 

2022 1,649,908 1,200,000 

2023 1,891,693 320,994 

 

• Anti-Rabies human 1g 300I.U. (SR - 00602501)  

Year Estimated Amount  

 

Amount received at the 

Medical Supplies Division  

2019 8,186 3,000 

2020 2,253 3,000 

2021 2,720 2,900 

2022 8,401 400 

2023 5,552 1,250 

 

• Hydrocortisone Tab. 10mg (SR - 00701502)  

Year Estimated Amount  

 

Amount received at the 

Medical Supplies Division 

2019 1,199,255 1,347,000 

2020 1,751,700 1,200,000 

2021 1,879,400 1,187,500 

2022 1,936,240 1,171,200 

2023 1,968,140 1,034,620 

 

• Salbutamol Respiratory Sol 0.5% 15ml Vial (SR-00500109) 

Year Estimated Amount  

Units 

Amount received at the 

Medical Supplies Division 

2019 386,768 10,000 

2020 538,707 282,000 

2021 464,519 140,000 
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2022 307,882 141,100 

2023 479,715 140,000 

 

• Yellow Fever Vaccine 0.5ml (SR 00600601)  

Year Estimated Amount  

 (Injection vials) 

Amount received at 

the Medical Supplies 

Division (Injection 

vials) 

Variance between 

the estimates and 

receipts  

2019 8,090 4,300 3,790 

2020 8,637 7,300 1,337 

2021 8,876 0 8,876 

2022 9,452 50 9,402 

2023 8,723 3,500 5,223 

 

• Thyroxin tablets BP 25mcg (SR - 00701103)  

Year Estimated Amount  

Units 

Number of units 

received at the 

Medical Supplies 

Division  

Variance 

2019 2,827,130 3,934,000 -1,106,870 

2020 13,130,350 3,200,080 9,930,270 

2021 8,388,270 4,941,500 3,446,770 

2022 8,803,410 449,000 8,354,410 

2023 11,989,350 Order not 

received  

11,989,350 

 

• Thyroxin tablets BP 25mcg (SR00701103)                                                           

Number of Requested Medicine Units and the number of Medicine Units issued to 

Hospitals by the Medical Supplies Division  

  

Year  

Description 

Ragama Kalubovila Jaffna 

2019 

The estimated number of 

medicine units sent to the 

Medical Supplies Division by 

the hospitals.  

- 60,000 100,000 
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Number of medicine units 

requested by the Hospitals  

368,001 210,000 290,000 

Number of medicine units issued 

to the Hospitals. 

304,000 202,000 161,500 

2020 

The estimated number of 

medicine units sent to the 

Medical Supplies Division by 

the hospitals. 

4,800,000 1,800, 000 1,800,00 

Number of medicine units 

requested by the Hospitals 

1,200,000 1,050,000 450,000 

Number of medicine units issued 

to the Hospitals. 

432,060 715,510 165,060 

2021 

The estimated number of 

medicine units sent to the 

Medical Supplies Division by 

the hospitals 

600,000 1,000,000 960,000 

Number of medicine units 

requested by the Hospitals 

- 360,000 240,000 

Number of medicine units issued 

to the Hospitals 

- 360,000 480,000 
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Action had not been taken to obtain a performance Security  

SR 

Number  

 

 

    

Order 

 

   

Orders  

 

  

Value 

 

Value of the 

Performance 

Security 

00206901 2023/SPC/E/R/P/00162 1,500 225,225,000 22,522,500 

00206901 2023/SPC/E/R/P/00187 4,500 655,404,750 65,540,475 

00107403 2022/SPC/E/C/P/00741 6,250 232,812,500 23,281,250 

00206101 2023/SPC/E/C/P/00166 13,500 335,238,750 33,523,875 

00204001 2023/SPC/E/R/P/00187 37,500 13,297,500 1,329,750 

00300201 2023/SPC/N/R/P/00069 600,000 USD.. 13,200 USD. 1,320 

00103501 2022/SPC/E/C/P/00731 48,000 Rs.27,600,000 Rs.2,760,000 

00103501 2023/SPC/N/C/P/00080 96,000 USD.. 51,360 USD.. 5,136 

00204702 2022/SPC/X/R/P/00264 1,000,000 USD.. 4,100,000 USD.. 410,000 

00204702 2022/SPC/E/R/P/00739 225,000 Rs. 310,500,000 Rs. 31,050,000 

 2023/SPC/N/R/P/00062 2,250,000 USD. 261,750 USD. 26,175 
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Non-charging of fines  

SR Number 

 

 

          

          Order 

 

Quantity 

of 

Orders  

 

Period of delay 

 

Value of the 

Fine 

 

00206901 2023/SPC/E/R/P/00187 4,500 44 days Rs.65,540,475   

00206101 2023/SPC/E/C/P/00166 13,500 47 days Rs.33, 523,875 

00101703 2022/SPC/E/R/P/00703 27,500  02 months USD. 7,040 

00204001 2023/SPC/E/R/P/00187 37,479 21 days Rs. 1,329,005 

00103501 2022/SPC/E/C/P/00731 48,000  30 days and  64 

days   

Rs. 4,237,750 

00204702 2022/SPC/E/R/P/00739 225,000 25 days Rs. 38,812,500   

00204702 2022/MSD/V/R/P/00066 250,000 07, 9, 10 months USD.57,249.77 

00602501 2022/SPC/E/R/P/00492 400 02 months  23 days Rs. 8,232,000 

00304001 2022/SPC/E/R/P/00488 1,000,000 03 months  20 days Rs. 3,920,000 
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Non-submission of Performance Bonds  

SR Number  

 

 

Order 

 

Value  

Rs. 

Value of the 

performance Bond 

Rs. 

00107403 2022/SPC/E/C/P/00476 76,875,000 7,687,500 

00101403 2022/SPC/X/R/P/00272 239,740,000 23,974,000 

Total 31,661,500 
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Rather than Placing Orders in Bulk at Once, Issuing Several Orders  

SR Number  

      

Order Number Date of Order Quantity(Onits) 

00300201 2022/MSD/V/R/P/00099 2022/11/23 300,000 

00300201 2023/SPC/N/R/P/00069 2022/11/24 600,000 

00103501 2022/MSD/V/C/P/00073 2022.11.01 48,000 

00103501 2022/SPC/E/C/P/00731 2022.11.02 48,000 

00103501 2023/SPC/N/C/P/00080 2022.11.15 96,000 

00102102 2022/MSD/Q/C/P/00070 2022.11.01 450,000 

00102102 2022/SPC/E/C/P/00724 2022.11.02 450,000 

00102102 2023/SPC/N/C/P/00119 2022.11.17 900,000 
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