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Message of the Chairman 
 

National Medicines Regulatory Authority (NMRA), which was established in 2015 by an Act 

of Parliament, is an independent body coming under the Ministry of Health, Sri Lanka. It is 

entrusted with the task of regulating all medicines, medical devices and borderline products 

in Sri Lanka and it has the responsibility of ensuring that these products meet the applicable 

standards of safety, quality, and efficacy. 
 

2023 was a year of turbulence for the NMRA during which it had to face many challenges. 

The strong parliamentary Act and the resilience of the staff of the NMRA prevented a total 

collapse of the regulatory system of medicines in Sri Lanka. Now, the NMRA is recovering 

from this situation due to correct political decisions, lack of political interference, 

commitment of the staff and the support from the medical specialists. Processes are now 

being laid down with the hope that functioning of the NMRA will be smooth. 
 

For more than 8 years, the NMRA has been financially independent. Furthermore, the NMRA 

helps the government by paying a significant Treasury Levy and Income Tax. 
 

The NMRA is committed to fulfill its responsibility as the regulator of all medicines and 

related products so that high quality medicines and related products are available for the 

citizens of Sri Lanka for an affordable price. 

 

 

 

Dr. Ananda Wijewickrama 

Chairman 

National Medicines Regulatory Authority 
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Message of the Chief Executive Officer 
[ 

 

National Medicines Regulatory Authority of Sri Lanka (NMRA), an independent 

organization coming under the Ministry of Health, is the only government entity which 

regulates all medicines, medical devices, borderline products and cosmetics that are imported 

as well as manufactured in the country. 
 

As the Chief Executive Officer of the NMRA, I am pleased to present the Annual Report of 

the Authority for the year 2023. 
 

During the year 2023, even amidst the post-Covid situation and the economic crisis in the 

country, the NMRA has achieved a significant growth of its turnover.   
 

NMRA income is based on the fees charged for issuing licenses for manufacturing, imports, 

etc, and granting registration for medicinal and related products.  Achieving a high turnover 

clearly shows that NMRA activities have progressed significantly.  By achieving a high 

turnover, NMRA was able to contribute significantly to the country’s economy, by paying 

Treasury Levy and income tax. 
 

We are in the process of strengthening our workforce and our operating framework with the 

target of improving our efficiency, financial status, and in all other operations which will help 

us to maintain our independency.  Further, we are planning to increase the employee benefits 

leading to enriching the morale of our workforce and as a result and to achieve a high output. 

 

 

 

Dr. Saveen Semage 

Chief Executive Officer 

National Medicines Regulatory Authority 
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Chapter 1 

Corporate Profile  

 

1.1  Introduction 

National Medicines Regulatory Authority (NMRA) is the only government agency 

established in Sri Lanka to regulate medicines, medical devices and borderline products. And 

also responsible for ensuring the quality, efficacy and safety of all medicinal products, 

marketed in the country for affordable prices to the public. 

The legal framework to regulate medicines, medical devices and cosmetics distributed within 

the country has been provided by the Cosmetics, Devices and Drugs Act (CDD Act) No. 27 

of 1980 and the CDD Regulations of 1984 and their subsequent amendments from 1980 until 

July 2015. Further, National Medicines Drug Policy was developed and cabinet approval was 

granted in 2004. In 2015, National Medicines Regulatory Authority Act 2015 No 5 (NMRA 

Act) was passed in parliament repealing the above acts on the same subject. 
 

According to the NMRA Act, National Medicines Regulatory Authority (NMRA) was 

established in July 2015 and came in to operation with effect from 1
st
 of July 2015 as a semi - 

government organization under the Ministry of Health. Under the NMRA Act, NMRA 

functions as an independent authority and, it can make its own decisions and control of its 

activities in view of assuring safety, quality, efficacy and accessibility of medicinal products 

to the patients of Sri Lanka.  
 

Accordingly, to ensure smooth functioning of NMRA activities the following divisions have 

been established and activated.  

 National Medicines Quality Assurance Laboratory (NMQAL) 

 Pharmaceutical Regulatory Division 

 Inspectorate and Enforcement Division 

 Finance Division 

 Human Resources and Administration Division 

 Legal Division 

 ICT Division 
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Further, there are several committees comprising with number of experts in the relevant fields 

to assist for the decision making process namely; 

 Medicine Evaluation Committee (MEC) 

 Medical Devices Evaluation Committee (MDEC) 

 Borderline Product Evaluation Committee (BPEC) 

 Sub Committee of Clinical Trials (SCCT)  

 Cosmetic Evaluation Committee (CEC) 

 Pharmacy Evaluation Committee 

 Advertisement evaluation committee 

All those committees are responsible for evaluation of Medicines, Medical Devices, 

Borderline Products, Clinical Trial items and Cosmetics items to ensure safety, quality & 

efficacy of all those products available within the country.   
 

In addition, Pricing Committee for regulating the market price to ensure the availability of all 

those medicinal items at an affordable price for the public.  
 

Also, there is an Appeal Committee open to the public and Advisory Committee to oversee 

the implementation of NMRA Act. 
 

Further, NMRA ensure Good Manufacturing Practices (GMP), Good Distribution Practices 

(GDP) and Good Pharmacy Practices (GPP) as legal requirements. 

 

1.2  Vision, Mission, and Objectives of the Authority 

1.2.1 Vision of the Authority 

 

 

 

 

  

 

 

 

 

 

‘Improve access to quality medicines, healthcare products and 

cosmetics’ 
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1.2.2 Mission of the Authority 

 

 

 

 

 

 
 

1.2.3 Objectives of the Authority  

 

1. Ensure the availability of efficacious, safe and good quality medicines, efficacious, 

safe and good quality medical devices and efficacious, safe and good quality 

borderline products to the general public at affordable prices;  

2. 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, medical 

devices and borderline products;  

3. Ensure that all activities related to registration, licensing and importation of 

medicines, medical devices, borderline products and investigational medicinal 

products are carried out in a transparent, sustainable and equitable manner;  

4. Encourage the manufacturing of good quality medicines in Sri Lanka with a view to 

assuring the availability of essential medicines at affordable prices;  

5. Promote the safe and rational use of medicines, medical devices and borderline 

products by health care professionals and consumers;  

6. Recommend appropriate amendments to relevant laws pertaining to medicines, 

medical devices and borderline products;  

7. Educate the general public, health care professionals and all stakeholders on 

medicines, medical devices and borderline products;  

8. Regulate the promotion and marketing of medicines, medical devices and borderline 

products; 

9. Regulate the availability of the medicines, medical devices and borderline products;  

10. Conduct post marketing surveillance on quality, safety and adverse reaction of the 

medicines, medical devices and borderline products;  

11. Regulate all matters pertaining to the conduct of clinical trials in Sri Lanka. 

‘Provide regulatory oversight and evidence-based decisions for 

medicines, healthcare products and cosmetics to ensure their 

Safety, Quality and Efficacy for the benefit of people of              

Sri Lanka’ 
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1.3   Main Functions 

1. Registration of new medicines, medical devices and borderline products 

2. Regulation of amendments of already registered products in the market 

3. Supervision and implementation of good manufacturing practices  

4. Vigilance of medicinal products in the market and advertisements  

5. Regulation and supervision of clinical trials  

6. Certification of good manufacturing products for exportation of medicinal products 

7. Enforcement of good pharmacy practices 

8. Inspection of medicinal products in the market and law enforcement  

 

1.4  Main Divisions of NMRA 

For the smooth functioning of the NMRA, following divisions have been established. 

1. National Medicines Quality Assurance Laboratory (NMQAL) 

2. Pharmaceutical Regulatory Division 

3. Inspectorate and Enforcement Division 

4. Finance Division 

5. Human Resources and Administration Division 

6. Legal Division 

7. ICT Division  

 

1.4.1 National Medicines Quality Assurance Laboratory (NMQAL) 

1.4.1.1 Introduction 

National Medicines Quality Assurance Laboratory (NMQAL) provides the technical 

support needed to operate the quality assurance system on Medicines and Medical 

Devices. At present existing facility of NMQAL consists of 4 story building 

constructed in 1990 with NORAD funds and consultancy.  Main divisions of NMQAL 

are Chemical, Microbiological, Biological, Reference Standard & Calibration and 

Devices & Cytotoxin divisions. The primary function of the NMQAL is to conduct 

laboratory tests necessary for determining compliance with product quality, safety and 

efficacy requirements. NMQAL follows the test procedures in standard 

pharmacopoeias and other accepted (validated) test procedures in the assessment of 

quality safely and efficacy.  

At present analysis is carried out for medicines and limited number of medical devices. 
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NMQAL Quality Management System is established to meet the requirements of 

ISO/IEC 17025. At present NMQAL accreditation process is halt due to ongoing 

process of staff recruitment and renovation of laboratory building.  

 

 

 

 

 

 

1.4.1.2 Divisional Chart of NMQAL 

 

1.4.1.3 Main functions of NMQAL 

1. Analysis of locally manufactured and imported Medicines and Medical Devices at 

different points in the distribution chain. (Premarketing and Post marketing stages) 

Samples for analyses are submitted as registration samples, complaints samples, 

tender samples and surveillance samples collected from government and private 

institutions. 

2. Function as an additional approved analyst when the circumstances so require. 

3. Participate in GMP inspections 

4. Evaluate the validated In-house analytical procedures at registration 

5. Participate in external quality assurance assessment scheme (proficiency testing) 

6. Conduct training programs on quality assurance system for BPharm, BSc 

(Pharmacy) and Chemical Pathologist (PGIM) 

7. To coordinate with laboratories local or overseas when their services are deemed 

necessary as decided by the NMRA. 
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1.4.2  Pharmaceutical Regulatory Division 

1.4.2.1 Introduction 

Pharmaceutical Regulatory Division is comprising of sub divisions such as; Medicine 

Regulatory Division, Medical Device Regulatory Division, Cosmetic Regulatory 

Division, Borderline Regulatory Division, Manufacturing Regulatory Division, 

Pharmacy Regulatory Division, Pharmacovigilance Division, Pricing Unit, Clinical 

Trial Regulatory Division, HS Codes Clearance Unit, Information, Education, 

Communication and Research Division, market Control & advertising Unit, and QMS 

Unit. 

Routine duties are completed with maximum efficiency by pharmaceutical Assessors, 

Assistant Pharmaceutical Assessors and pharmacists with multiple job roles to carry out 

the responsibilities of NMRA.  

 

Plans for future 

1. Electronic system requirement to be fulfilled to reduce over processing and improve 

the efficiency of the respective divisions. 

2. Digitalized systems to process to ensure the transparency and security.  

3. Recruitment of approved carder 

4. Implementation of post market surveillance  

5. Achieving benchmark maturity level 
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1.4.2.2 Divisional Chart of the Pharmaceutical Regulatory Division 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1.4.2.3 Main Functions of Pharmaceutical Regulatory Division 

Regulate and ensure safety, and quality of medicines, medical devices, cosmetics and 

borderline products under NMRA act to make them available for the public at an 

affordable price including; 

1. Evaluation, and make arrangements to register and give recommendation for issuing 

of import license for medicines, medical devices, cosmetics and borderline products. 

2. Regulating, Inspecting and control of pharmaceutical manufacturing facilities and 

processes, both for local manufacturers and overseas manufacturers  

3. Price Regulation 

4. Regulation of Island wide Pharmacies 

5. Pharmacovigilance activities 

6. HS code clearance of medicinal products through the ASYCUDA system. 

7. Regulation and control of all aspects pertaining to clinical trials 

 

 

 

 

 

 

Chief Pharmaceutical 

Assessor  

Pharmaceutical Assessor 

(PA)/ Pharmacist 

Assistant Pharmaceutical 

Assessor (APA) 

Management Assistant 

(MA) 

Karyala Karya Sahayake 

(KKS) 
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1.4.3 Inspectorate and Enforcement Division 
 

1.4.3.1 Introduction 

Inspectorate & Enforcement Division is a division established in the National 

Medicines Regulatory Authority under the NMRA Act No 05 of 2015.  
 

The main function of the Inspectorate & Enforcement Division of the NMRA is 

inspecting and investigating issues pertaining to proper implementation of the 

provisions of the NMRA Act as may be authorized and directed by the Authority.  Two 

senior Food & Drugs Inspector officers have been appointed to this unit to carry out 

these functions as Authorized Officers under the NMRA Act.  Currently this unit is 

headed by Chief Food & Drugs Inspector(C-FDI).  
 

FDIs are considered as field officers who serve duties mostly in the field in performing 

duties which require constant contact with others.  

 

1.4.3.2 Divisional Chart of the Inspectorate and Enforcement Division 

 

 

 

 

 

 

 

 

 

 

 

 

1.4.3.3 Main Functions of Inspection and Enforcement Division 

1. Functioning as Authorized Officers under the NMRA Act 

2. Conducting Post marketing surveillance 

3. Obtaining formal and informal samples when necessary 

4. Inspecting & recommending medicines handling establishments to issue licenses 

5. Inspecting & recommending medicine transport vehicles to issue licenses 

6. Ensuring the implementation of product recall procedure 

Chief Food & Drug 

Inspector  

Food & Drug Inspector 

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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7. Investigating & initiate legal actions on the detentions made by the SSFFC & 

smuggled products 

8. Investigating the availability of state-owned drugs in the private market 

9. Inspecting & recommending of dangerous drugs applications 

10. Organizing & conducting educational programs 

11. Conducting prosecutions against the violations committed under the Act 

12. Coordinating & corporation with other law enforcement agencies 

 

1.4.4 Finance Division 

1.4.4.1 Introduction 

Controlling of all the monetary activities within the authority is handled by the Finance 

Division. Accordingly, all the revenue sources are identified received and handled the 

cash flow in an effective manner.  Submitting the final accounts on time is the main task 

of the Finance Division while preparing annual budget forecast including all expenses.  

In addition, all the procurement activities which are required to ensure smooth functions 

of the other divisions of NMRA are handled by the finance division. 

 

1.4.4.2 Divisional Chart of the Finance Division 

  

 

 

 

 

 

 

 
 

1.4.4.3 Main Functions of the Finance Division 

1. Receiving revenue through eighteen main revenue streams. 

2. Preparing final accounts  

3. Preparing the budgets for the coming year and obtaining the relevant approvals 

4. Maintaining all the supplies required to run the day-to-day activities of the authority  

5. All monetary controlling activities 

6. Procurement activities  

Accountant  

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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1.4.5 Human Resources and Administration Division 

1.4.5.1 Introduction 

From the beginning of NMRA, the Human Resources and Administration Division is 

playing a key role for the Authority.  Main functions of the Human Resources and 

Administration Division are engaging all activities related to Human Resources and 

issue the import /sample licenses and the registration certificates to the suppliers of all 

kind of medicinal products and cosmetics based on the approval of the Pharmaceutical 

Regulatory Division. 
 

In addition, building maintenance, repairing of electrical items, vehicle management, 

servicing and repairing, obtaining approvals for all kind of bills and other payments, 

maintain leave and other staff arrangements, and make arrangements to enhance staff 

welfare are handled by the Human Resources and Administration Division. It helps the 

organization to deliver a high quality services to its clients, by establishing the formal 

communications with other institutes as well. 

 

1.4.5.2 Divisional Chart of the Human Resources and Administration Division 

 

 

 

 

  

 

 

 

 

 

1.4.5.3 Main Functions of Human Resources and Administration Division 

This division is established to cover all the Human Resources functions, administrative 

and maintenance functions at NMRA and specifically maximize the utilization of the 

employees to achieve Authority objectives efficiently and effectively and issuing 

licenses and registration certificates of Medicines, Medical Devices, Cosmetics and 

Borderline items.  

Administrative Officer  

Development Officer 

(DO) 

Drivers/ Plumber/ 

Electrician/ Karyala 

Karya Sahayake (KKS) 

Management Assistants 

(MA) 
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Accordingly, main activities functioned in Human Resources and Administration 

Division is as follows; 

1. Handles the recruitment, development, retention and firing processes of the 

Authority staff.  

2. License Issuing after evaluations of Dossiers - Medicines (Manufacturing and 

Import License), Device (Manufacturing and import License), Sample License and 

Registration license issuing (Drugs and Devices) Registration Certificates and 

Licenses typing, and email the evaluation sheets. 

3. Supervising the license and the registration certificates issuing process 

4. Personnel Management within the Authority 

5. Supervise all the activities related to maintenance of the office premises 

6. Maintaining utility services  

7. Making relevant reports in relation to the section 

8. Vehicle and transport management 

9. Coordinating the activities related to staff leave (official/local/foreign) 

10. Certifying the attendance of the permanents staff and training staff 

11. Obtain relevant services such as security, cleaning, electricity, elevator services, air 

conditioners, photocopiers etc. form external parities required for the Authority and 

arrange all bill payments  

12. Supervising external and internal record rooms 

13. Issuing of staff ID cards 

 

1.4.6 Legal Division 

1.4.6.1  Introduction 

Legal Division established with effect from 21st of April 2017, which plays a pivotal 

role for the Authority in rendering advice to the Authority on all legal & regulatory 

issues including all litigation matters in which NMRA is a party. 
 

The role of the legal division is necessary for the regulatory functions of the NMRA. 

Legal Division has the responsibility to provide legal opinion in terms of the National 

Medicines Regulatory Authority Act No. 05 of 2015 and other directly related 

legislations in the regulatory activities carried out by the NMRA. 
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1.4.6.2 Divisional Chart of the Legal Division 

 

 

 

 

 

 

 

 

1.4.6.3 Main Functions of the Legal Division 

Drafting of Agreements, Gazettes, Cabinet Memorandum, Memorandum of 

Understandings and any other legal documentations. Legal Division responsible for 

amending, advising and reviewing primary and secondary legislations. e.g.: laws, rules, 

regulations, guidelines and Standard Operating Procedures are the responsibilities and 

functions of the Legal Division in NMRA. Legal Division also conducting, monitoring 

and processing of applications for agency transfer matters and any other matters relating 

to the NMRA. Legal Division provides legal opinions on matters referred by other 

divisions of NMRA as well as licensees, stakeholders, ministries/ divisions and other 

forums and take necessary steps pertaining to the parliamentary affairs.  

Legal Division also advises the Authority in the cases requiring legal input on various 

regulatory matters and initiation of legal proceedings under the National Medicines 

Regulatory Authority Act No. 05 of 2015. It is also responsible for handling cases filed 

in Courts of Law such as Supreme Court, Court of Appeal, Magistrate Court, 

Commercial High Court, High Court, Labour Tribunal and Human Rights Commission, 

Commission of Right to Information etc., where NMRA has been cited as a party and 

attending any commission inquires/CID inquires where necessary. Legal Division also 

handling all applications received under the Right to Information Act No. 12 of 2016, 

and any other matters relating to the legal division.  

 

 

Director (Legal) -Acting  

Development Officer 

(DO) 

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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1.4.7  Information and Communication Technology (ICT) Division  

 

1.4.7.1 Introduction 

The Information & Communication Technology (ICT) Division is responsible for 

management of the Information and communication including website, Local Area 

Network, Databases and Computer Hardware and Software. This includes updating the 

website in regular basis, attend to network issues, taking backups, troubleshooting 

Hardware and Software issues and providing technical support.  

 

1.4.7.2 Divisional Chart of the ICT Division 

 

 

 

 

 

 

 

1.4.7.3 Main Functions of the ICT Division 

1. Drafting Updating and maintaining the NMRA official website. 

2. Providing assistance in maintaining the data in the NMRA. This includes taking 

backups, creating forms, maintaining Google sheets and providing technical 

support in maintaining other databases used within the NMRA. 

3. Maintenance of the computers and Network of the NMRA 

4. Troubleshooting the internet and network issues and contacting the service 

providers regarding the failures and other issues. 

5. Provisioning email and Internet service to the staff of the NMRA 

6. Installing software and troubleshooting the hardware and software issues. 

7. Arranging virtual meetings, providing technical support during the meetings, 

recording virtual meetings as per the requests. 

8. Monitoring the CCTV camera system and contacting the service provider regarding 

the issues and maintenance of the CCTV camera system.  

Assistant Director/ICT  

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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Chapter - 2 

Progress of the respective Divisions 

 

As a government policy decision to have a specific pharmaceutical regulatory authority with 

semi-autonomy, NMRA was formed with the NMRA Act of 2015. Its responsibility is to 

regulate the pharmaceutical products (medicines, medical devices, borderline and the 

cosmetics) to achieve the interests of general public by the means of safety, efficacy, quality 

and price. 
 

Being in the early years of establishment, there were many short comings to achieve its goals. 

Despite all of it, NMRA has managed to deliver a remarkable service to the Country. 

 

2.1 Progress of National Medicines Quality Assurance Laboratory 

(NMQAL) 

 

Current staff situation at NMQAL 
 

  Position 
No. of staff 

members 

1 
Act. Director  

(Sec. Head/ Micro Division) 
01 

2 

Act. Deputy Director  

(Sec. Head/ Chemical 

Division) 

01 

3 Pharmaceutical Analyst 04 

4 Pharmacists 05 

5 Development officers 01 

6 Management Assistants 03 

7 LTA 00 

8 KKS 08 

 

 

 

 



Annual Report- 2023 

25 
National Medicines Regulatory Authority  

Sample Situation  

Sample Type 

* No. of 

samples 

in hand 

2023.01.01 

No. of 

samples  

received 

within 

year 

No.of 

Reports 

issued in 

within 

year 

Balance of  

samples in 

hand 

31.12.2023 

Registration 21 57 46 32 

NMQAL 

Surveillance 
51 31 70 12 

MSD Surveillance 7 23 20 10 

Lab request 2 2 2 2 

Complaints 16 281 152 145 

Food & Drug 

Inspectors 
44 107 59 92 

Court Samples 36 86 79 43 

SPC Tender / Pre 

shipment 
0 7 4 3 

SPMC 0 1 1 0 

Others 0 21 14 7 

Total 177 616 447 346 

* From 1st Jan 2013 -31st March 2023 

 

Samples tested as per request categories 

Type 
Local  

products 

Imported 

products 
Total 

1) Pre Marketing Pass Fail Pass Fail Pass Fail 

Registration 16 3 21 6 37 9 

State Pharmaceuticals Corporation 0 0 1 3 1 3 

Other requests (specify) 0 0 0 0 0 0 

2) post marketing   

A) post marketing   

 NMQAL surveillance 46 8 11 6 57 14 

Complaint 13 28 49 44 62 72 

Medical supplies division 8 5 0 7 8 12 

State pharmaceuticals corporation 0 0 0 0 0 0 

B) Food & Drug Inspector             

Informal 10 1 9 2 19 3 

Formal 1 2 26 1 27 3 

              

C) Other requests specify  

(SPMC & etc) 
2 3 3 7 5 10 

Grand total 96 50 120 76 216 126 
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Total No. of reports issued 

Product Category Pass Fail Total 

Failure 

% of the 

category 

Imported 120 76 196 39 

Local 96 50 146 34 

Court Samples   79 

  

Other products (specify) 

Hand Sanitizer, cosmetics   
26 

Total report issued 216 126 447 28 

 

Breakdown of failures as per market status 

Product Category 

  
Pass Fail Total 

% Failure of 

the category 

Pre market  38 12 50 24 

Post market  178 114 292 39 

 

No. of Evalaution of inhouse 

analytical  test methods 

No. of Replies  

manufactures explanations 

on quality failures 

17 6 

 

GMP Inspections 

  Site name & address 

1 ACE Healthcare Pvt Ltd - Horana 

2 ACI Pharmaceuticals Ltd - Bangladesh 

3 Appasamy Occular Devices Pvt Ltd -  

4 CPCI Pharmaceuticals - Vietnam 

5 Dream Life Science Pvt Ltd - Bandaragama 

6 Emergen Life Sciences 

7 Farbe Firma Pvt Ltd - India 

8 Felxicare Pvt Ltd - Bandarawela 

9 ICL Brands - Ekala 

10 Isolez Biotech Pharma 

11 Kelun Life Science Pvt Ltd- Kandy 

12 Kwality Pharmaceuticals - India 

13 Laugh Life Sciences - Koggala 

14 Lina Spiro Pvt Ltd - Sri Lanka 

15 Lupin Ltd - India 
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16 MCI Manufactures - Sri Lanka 

17 Medicom Pvt  Ltd- Dehiwala 

18 Navesta Pharmaceuticals Ltd - Sri Lanka 

19 Newgen Lanka Healthcare - Kurunegala 

20 Panacea Medical 

21 Phoenix Industries Ltd 

22 PT Merk - Indonesia 

23 Sands Active- Ja - Ela 

24 
Schitra Medicare Services Pvt Ltd-  

Bandaragama 

25 SPMC- Rathmalana 

26 Surgi Pharma - Kelaniya 

27 Swiss Parenterals - India 

28 Vimphaco, Vietnam 

29 Yaden Pvt Ltd - Katunayake 

 

2.2  Progress of Pharmaceutical Regulatory Division 

2.2.1 Medicines Regulatory Division  
 

Medicines dossier evaluations 
 

Type  of  applications Number of applications 

received 

Number of 

applications evaluated 

New Medicines 

applications 
990 502 

MEDREG applications 26 142 

Re-Registration 

applications 
466 624 

Additional 662 453 

Variations 567 173 

 

Number of MEC –Subcommittee meetings for dossier evaluation =  21 

 

Review of applications for New Molecular Entity (NME) 
 

Total of submitted 

NCEs in 2023 

No. of accepted 

NCEs 

No. of rejected 

NCEs 
Pending at MEC 

71 52 19 - 
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Evaluation of applications for personal use authorization 
 

Total applications 

received for personal user 

authorization letters 

Number of applications 

reviewed and approved 

Number of applications 

reviewed and reject 

236 233 3 

 

Evaluation of applications for sample import license 
 

Medicines Sample License -2023 

 

No of application received 1516 

No of application rejected 246 

No of applications approved by the MEC 919 

No of application pending due to the incomplete documents 

(already informed to L/A but didn’t receive any response) 
 

128 

No of sample license issued 1135 

 

Number of MEC meetings conducted =12 

 

No of MEC Subcommittee = 21 

 

Applications for controlled substances 

 

Number of applications 

received 

Total number of 

applications received 

Total number of issued 

from the received 

requests 

Number of import 

authorizations 

- 
119 

Number of letters for 

monthly quota approval 

- 
33 

Number of letters for 

authorized person 

- 
39 
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Issuing Waiver of registration 
 

Type of application 

Accepted 

application in 

2023 

Number of 

approved 

Number of not 

approved/Decisi

on Pending  

WOR (Special 

pathway) 
216 75 141 

WOR (Normal 

pathway) 

99 72 27 

Donations 50 194 06 

 

Number of WOR meetings for review WOR applications = 11 

 

Review applications for shipment clearance approval 

 

Number of 

applications received 

Number of 

applications reviewed 

and approved 

Number of 

applications reviewed 

and reject 

4436 3503 190 

 

Update medicines database 

 

Number of received 

registration 

certificates from 

admin 

Number of entered 

certificates to data 

base 

Number of pending to 

enter 

1771 Extend certificates - 21 0 

 New certificates - 1750  
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2.2.2 Medical Devices Regulatory Division  

 

Monthly Evaluation of Medical Device Applications (Dossiers) 

Monthly Evaluated New Dossiers 

Month & Year 

New 

Received applications 

to Accepting point  

Evaluation 

Completed Dossiers 

Jan-23 53 60 

Feb-23 35 64 

Mar-23 56 55 

Apr-23 43 85 

May-23 66 34 

Jun-23 101 53 

Jul-23 50 37 

Aug-23 67 43 

Sep-23 57 57 

Oct-23 54 41 

Nov-23 61 48 

Dec-23 40 56 

Total  683 633 
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Monthly Evaluated RR Dossiers 

Month & Year 

RR 

Received applications 

to Accepting point  

Evaluation 

Completed Dossiers 

Jan-23 13 22 

Feb-23 16 45 

Mar-23 3 12 

Apr-23 10 19 

May-23 9 20 

Jun-23 7 16 

Jul-23 6 18 

Aug-23 5 11 

Sep-23 6 13 

Oct-23 11 10 

Nov-23 7 25 

Dec-23 10 12 

Total  103 223 
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Monthly Evaluated Renewal Dossiers 

Month & Year 

                  Renewal 

Received applications 

to Accepting point  

Evaluation 

Completed Dossiers 

Jan-23 37 86 

Feb-23 22 88 

Mar-23 65 77 

Apr-23 7 114 

May-23 35 80 

Jun-23 77 58 

Jul-23 63 25 

Aug-23 46 68 

Sep-23 65 52 

Oct-23 29 42 

Nov-23 46 33 

Dec-23 67 40 

Total  559          763 
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Monthly Evaluated Variation Dossiers 

Month & Year 

Variation 

Received applications 

to Accepting point  

Evaluation 

Completed Dossiers 

Jan-23 10 6 

Feb-23 11 14 

Mar-23 13 20 

Apr-23 8 12 

May-23 5 4 

Jun-23 12 11 

Jul-23 7 2 

Aug-23 9 7 

Sep-23 23 9 

Oct-23 29 14 

Nov-23 11 9 

Dec-23 27 10 

Total  165 118 
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Foregin Manufacturing Site Registration file Evalution  

Month & Year 

New Additional 

Received 

applications to 

Accepting point  

Evaluation 

Completed 

Files 

Received 

applications to 

Accepting point  

Evaluation 

Completed 

Files 

Jan-23 15 25 2 0 

Feb-23 11 25 3 0 

Mar-23 14 39 2 5 

Apr-23 5 6 2 1 

May-23 16 20 4 1 

Jun-23 17 22 8 1 

Jul-23 16 15 4 3 

Aug-23 21 16 1 6 

Sep-23 23 13 0 2 

Oct-23 20 15 5 1 

Nov-23 23 20 1 3 

Dec-23 22 11 1 0 

Total  203 227 33 23 
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Sample Import Licenses Evaluation   

Month  
Received applications to 

Accepting point 
Evaluation Completed Files 

 
Jan-23 108 

New = 75 
166 

Approved = 123 
 

Additional = 33 Reject = 43 
 

Feb-23 93 
New = 64 

159 
Approved = 137 

 
Additional = 29 Reject = 22 

 

Mar-23 102 
New = 86 

113 
Approved = 93 

 
Additional = 16 Reject = 20 

 

Apr-23 54 
New = 48 

103 
Approved = 89 

 
Additional = 06 Reject = 14 

 

May-23 101 
New = 96 

70 
Approved = 63 

 
Additional = 05 Reject = 7 

 

Jun-23 123 
New = 118 

74 
Approved = 69 

 
Additional = 05 Reject = 5 

 

Jul-23 103 New = 103 80 
Approved = 63 

 
Reject = 17 

 

Aug-23 163 New = 163 49 
Approved = 46 

 
Reject = 03 

 

Sep-23 69 New = 69 98 
Approved = 84 

 
Reject = 13 

 

Oct-23 93 New = 93 136 
Approved = 91 

 
Reject = 45 

 

Nov-23 74 New = 74 71 
Approved = 63 

 
Reject = 08 

 

Dec-23 43 New = 43 49 
Approved = 40 

 
Reject = 09 

 

Total 1126   1168   
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Issuing Waiver of Regsitration 

Month & 

Year 

No of 

applications 

Received 

 

Recommended applications Not 

Recommended 

applications 

Jan-23 87 71 

(Donation-65/ ICL-5 / Other-1) 

05 

Feb-23 55 45 

(Donation-37/ ICL-7 / Other-1) 

00 

Feb-23 63 43 

(Donation-24/ ICL-3 / Other-16) 

03 

Mar-23 23 18 

(Donation-15/ ICL-00 / Other-03) 

00 

Apri-23 44 34 

(Donation-24/ ICL-00 / Other-10) 

00 

May-23 43 30 

(Donation-29/ ICL-00 / Other-01) 

02 

June-23 30 25 

(Donation-22/ ICL-00 / Other-03) 

02 

Aug-23 59 26 

(Donation-26/ ICL-00 / Other-03/ To next 

WOR committee -33) 

00 

Sep-23 33 21 

(Donation-17/ ICL-00 / Other-02/CEO 

Minute-2/ To next WOR committee -12 

00 

Oct-23 37 29 

(Donation-27/ ICL-00 / Other-02/CEO 

Minute-0/ To next WOR committee -06 

02 

Nov-23 38 18 

(Donation-12/ ICL-00 / Other-06/CEO 

Minute-0/ Pending dicision -04 

16 

Dec-23 39 05 

(Donation-02/ ICL-00 / Other-03/CEO 

Minute-0/ Next Committee -34 

00 

Total 551 365 30 
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Issuing Shipment Clearance Process 

 

Month & Year 

 

Received to the 

accepting point 

 

Recommended 

shipment 

clearance 

Jan-23 69 69 

Feb-23 49 49 

Mar-23 90 90 

Apr-23 42 42 

May-23 50 50 

Jun-23 44 44 

Jul-23 27 27 

Aug-23 40 40 

Sep-23 21 21 

Oct-23 20 20 

Nov-23 18 18 

Dec-23 13 13 

Total 483 483 
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Agency Transfer Process 

 

 

Month & Year 

 

No of files sent to legal 

department with comments  

Jan-23 26 

Feb-23 10 

Mar-23 13 

Apr-23 07 

May-23 21 

Jun-23 08 

Jul-23 09 

Aug-23 00 

Sep-23 21 

Oct-23 17 

Nov-23 03 

Dec-23 11 

Total 146 
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2.2.3 Borderline Product Regulatory Division  

 

Registration Applications 

New Applications 

Month Total 

Received 

Total 

Evaluated 

January 04 06 

February 02 06 

March 02 04 

April 01 03 

May 06 03 

June  03 07 

July 02 06 

August 08 - 

September 01 01 

October 03 01 

November 03 02 

December 01 - 

Total  36 39 
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Additional Applications 

 

Month Total 

Received 

Total 

Evaluated 

January 01 03 

February 02 12 

March 05 02 

April 07 02 

May 08 - 

June  02 01 

July 05 08 

August 05 12 

September 03 11 

October 03 03 

November 09 06 

December - 11 

Total 51 71 
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Classification Applications 
 

Month Total 

Received 

Total 

Evaluated 

January 08 26 

February 13 39 

March 10 22 

April 28 22 

May 11 27 

June  08 15 

July 22 17 

August 09 09 

September 08 16 

October 10 18 

November 14 49 

December 08 17 

Total 149 255 

 



Annual Report- 2023 

42 
National Medicines Regulatory Authority  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Sample License 

Month Total 

Received 

Total 

Evaluated 

January 07 07 

February 10 10 

March 10 10 

April 09 09 

May 03 03 

June  - - 

July 02 02 

August - - 

September 01 01 

October 03 03 

November 03 03 

December 07 07 

Total 55 55 
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Comparison between the received & evaluated sample license via bar chart 

 

 

2.2.4 Cosmetic Regulatory Division  

 

Month 

(2023) 

New Additional RR Sample Licence 

Received Evaluated Received Evaluated Received Evaluated Received Evaluated 

January 183 206 65 78 0 1 31 58 

February 95 80 105 75 8 0 22 32 

March  152 129 201 86 22 14 104 0 

April 64 51 226 54 8 0 12 79 

May 122 105 236 83 5 12 60 64 

June 140 111 177 73 8 8 107 70 

July 63 143 131 60 3 3 96 79 

August 192 100 200 88 6 2 83 84 

September 271 102 68 134 4 5 83 152 

October 220 131 105 178 3 8 89 31 

November 267 147 124 147 3 1 81 53 

December 187 91 90 96 5 0 69 54 

Total 1956 1396 1728 1152 75 54 837 756 
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241 

Received

Evaluated

 

 

 

 

 

 

 

 

 

 

 

 

2.2.5 Manufacturing Regulatory Division (MFRD) 

 

GMP audit of local manufacturing sites 

Category Number of 

Requests 

Number of 

Inspections 

Medicine manufacturers 32 44 

Medical devices manufacturers 21 19 

Cosmetics manufacturers 38 41 

Re-packing 01 01 

Total 92 105 

  

GMP audit of overseas manufacturing sites (all medicine 

manufacturers) 

Number of 

Requests 

Teams 

approved 

Approval 

pending  

Inspections 

conducted 

13 

(July of 2023) 

13  

(July of 2023) 

00  

(July of 2023) 

15 (January-

December 

2023) 
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Applications for Approval of Foreign Manufacturing Site 

Application type Received Evaluated 

New 47 45 

 

 

Applications for formulation approval 

Received    Approved  

    By MEC 

  Rejected 

By MEC 

Evaluated Pending 

879 648 22 553 85 

 

 GMP 

certificates 

CPPs Free Sales 

Certificates 

Requests 40 50 139 

Issued  38 50 139 

Pending 02 00 00 

              
  

Manufacturing license for products 

1. Number of applications received    - 785 

2. Recommended and forwarded for typing  - 784 

 

                   GMP Certificates Extension 

             1.    Number of applications received  - 15 

             2.    Number of extend GMP  certificates           - 15 

 

Miscellaneous Activities 

Activity Requests Letters 

issued 

Pending 

Issuing of clarification 

letters 
653 634 

12-Payment 

pending 

Recommendations for 

VAT/PAL exemption 
752 751 00 

Issuing of export approval 

letters 
08 07 

01-Payment 

pending 
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 Training 

 

1. PIC/S Seminar on Soft Skills that Make a Good GMP/GDP Inspector in 2023, 

which will be on  08-10 November,2023  Bangkok, Thailand organized by Thai 

FDA, the  organizer of  PIC/S 

2. The Sri Lanka Pharmaceutical Manufacturers' Association (SLPMA) organized 

GMP training on 18-19 0f July 2023 

3. Educational program on GMP inspection will be held on Monday the 15th 

of  May  2023  NDQAL auditorium,  from 9.30 a.m. onwards by MFRD 

 

2.2.6 Pricing Unit 

Achievements  

1. Enhanced transparency and accountability in pricing mechanisms achieved through 

the implementation of updated regulations. 

2. Facilitated efficient pricing evaluations. 

3. Strengthened stakeholder engagement and collaboration, fostering open dialogue 

and cooperation for effective pricing regulation. 

Details of committees conducted from January 2023 to December 2023 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Committee name Number of committees conducted 

from January –December of 2023 

Pricing sub committees 36 

Pricing Committees 07 

Special committees with 

Stake holders 

06 
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Details applications reviewed by pricing division 

 

  

 

 

 

 

 

 

 

 

 

 

 

  

Dossiers 

  

Ja
n

u
ar

y
 

F
eb

ru
ar

y
 

M
ar

ch
 

A
p

ri
l 

M
ay

 

Ju
n

e 

Ju
ly

 

A
u

g
u

st
 

S
ep

te
m

b
er

 

O
ct

o
b

er
 

N
o

v
em

b
er

 

D
ec

em
b

er
 

T
o

ta
l 

Received 

applications 

147 130 139 65 74 55 67 89 115 138 122 69 1210 

Reviewed 178 218 217 181 85 37 66 177 151 181 124 38 1653 

Approved 97 111 131 114 51 29 51 143 69 95 74 33 998 

Negotiation 

Going on 

  212 

Import License 

  

Ja
n
u
ar

y
 

F
eb

ru
ar

y
 

M
ar

ch
 

A
p
ri

l 

M
ay

 

Ju
n
e 

Ju
ly

 

A
u
g
u
st

 

S
ep

te
m

b
er

 

O
ct

o
b
er

 

N
o
v
em

b
er

 

D
ec

em
b
er

 

T
o
ta

l 

Received 

applications 

262 199 185 162 150 83 201 114 290 143 147 128 2064 

Reviewed 204 171 184 168 152 78 41 138 212 157 211 37 1753 

Approved 141 116 167 94 99 51 26 83 167 101 90 32 1167 

Negotiation 

Going on 

  462 

0

200

400

600

800

1000

1200

1400

1600

1800

Dossier 

Received applications Reviewed Approved



Annual Report- 2023 

48 
National Medicines Regulatory Authority  

0

500

1000

1500

2000

2500

Import license 

Received applications Reviewed Approved

 

 

 

 

 

 

 

 

 
  

 

2.2.7 Pharmacovigilance division 

Management of Quality Defective medicines  

The Pharmacovigilance division issued notifications of Withdrawal and Withholdings 

of the batch/batches/product of the Pharmaceuticals based on the recommendation of 

D/NMQAL, SAFRESC or Recall Management Committee.   The table given below is 

indicated number of batches, product undergone for withholding, and withdrawal in 

2023. As well as voluntary recalls initiated by the manufacturers and discontinuation of 

use of defective packs have been conveyed to the stakeholders on time.  

Month withhold withdraw Discontinuation 

of packs which 

show the 

defects 

Voluntary 

Recall 

Revocation 

of 

decisions  
batch Product  Batch  Product  batch product 

January  3 NA 4 NA NA NA NA NA 

February 1 NA 5 NA 1 NA NA NA 

March  1 NA 4 NA NA NA NA NA 

April  1 NA NA NA NA NA NA NA 

May  4 NA 1 NA NA 2 2 NA 

June 4 NA 1 NA NA NA 1 NA 

July  2 1 5 2 NA NA NA NA 

August  1 NA 4 NA NA NA NA NA 

September 4 1 4 NA NA NA NA NA 

October  NA 1 10 1 NA NA NA NA 

November 1 NA 7 1 NA NA NA NA 

December NA NA NA NA NA NA NA NA 
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Adverse reaction reporting system  

1. Majority of the ADR reports were received to the Pharmacovigilance Division 

manually.  In 2023, the online reporting system created in the NMRA website was 

upgraded and the government pharmacists were informed to use online system to 

submit ADR report efficiently.  

2. What’s Up group was created for Safety and Risk Evaluation Subcommittee and it 

was remarkably improve the communication in between committee members.  

3. Falsified products in the government sector were identified though the adverse 

reaction reporting and immediately action was taken to withdraw the identified 

falsified products.  

4. The officers who have being worked with the pharmacovigilance Division did not 

have access to the VigiFlow of Uppsala Monitoring Centre. It was taken access to 

the VigiFlow in 2023 for all staff involve in Pharmacovigilance Division  

5. The access to the WHO Global Surveillance and Monitoring System (GSMS) were 

created and initiated to upload details of substandard and falsified medicines to the 

GSMS.  

6. Progress of ADR reporting to the Pharmacovigilance Division  
 

Month Jan Feb  Mar Apr May June July Aug Sep Oct Nov Dec 

Number of 

ADR 

received  

0 4 0 22 35 13 14 48 66 59 30 38 
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Total number of meeting coordination 

1. Recall Management Committee meetings  = 7 

2. Safety and Risk Evaluation Subcommittee  = 9 

 

2.2.8 Clinical Trials division 

 

1. Number of meetings for Clinical Trials Evaluation Committee(CTEC) held:   11 

Target: Minimum 10 meetings per year (target achieved) 

2. Summary of clinical trial applications submitted for review  

Total number of applications received from 01.01.2023 to 31.12.2023 : 06 

Number of trial applications on Investigational New Drugs (INDs)  : 03  

*Total number of applications reviewed for year 2023   : 07 

*Includes 01 application carried over from year 2022 

Total number of applications on which decisions were pending  : 01 
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Clinical trial applications according to the type of the investigational product 

 

Type of product Approved Not 

approved 

Pending Other Total 

Medicine 5 1 1 - 7 

Medical device - - - - - 

Borderline 

product 

- - - - - 

Total 5 1 1 - 7 

 

Time taken to review 

NMRA reference 

number 

Application 

received 

date 

Date of letter 

notifying the 

decision 

Time for final 

decision (with 

stop-clocks)  

Remarks 

CTM/031/2023 12.01.2023 13.06.2023 152 days - 

CTM/032/2023 09.02.2023 05.01.2024 330 days - 

CTM/033/2023 20.03.2023 10.10.2023 203 days - 

CTM/034/2023 20.07.2023 07.03.2024 229 days - 

CTM/035/2023 10.08.2023 09.01.2024 151 days  

CTM/036/2023 04.10.2021             -         - Pending 
 

Average time for review*     : 213 days 

3. Number of sample licenses issued – 148 
 

4. Training/ workshops 

Participate to PMDA-MRCT seminar in Tokyo, Japan 

 

2.2.9 Pharmacy Regulatory division 

Retail Pharmacy 2023 

Types Of Applications 

Received 

Amount 

Issued 

Licence 

Under 

regulatory 

Review 

New (RPN/2023) Applications 519 125 394 

Retail Pharmacy Renewal 

Applications (RPR) 3017 2901 116 

Total  3536 3026 510 
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    Wholesale Establishment 2023 

Name Of Applications 

Received 

Amount 

Issued 

Licence 

Under 

regulatory 

Review 

New (WEN/2023) Applications 79 34 45 

Wholesale Establishment Renewal 

Applications (RPR) 594 519 75 

Total  673 553 120 

 

2.3  Progress of Inspectorate and Enforcement Division 

 

Appearances at Magistrate Courts 
 

Officer No of 

appearances 

 

No of cases 

handled 

Convicted 

cases 

Fines 

imposed 

Rs 

Paper 

notice 

New Pending 

Total 91 

 

80 185 43 1,610,900.00 05 

 

Raids conducted   - 13 

 

Number of places inspected -32 

 

Number of items seized -105 

 

Recommendation of Drug Transport Licenses 
 

 Type of vehicle 

Car Van Freezer truck 

No. 

checked 

No. 

recommend 

No. 

checked 

No. 

recommend 

No. 

checked 

No. 

recommend 

Total 1025 874 92 80 106 102 

 

Number of Pharmacies inspected (routine) - 105 

Location inspection    - 45    

Renewals     - 41  

Re-location     - 08 
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Number of complaints received   - 54 

No referred to relevant RDHS offices  -17 

Number solved     - 12   

Number to be solved    -25 

Number of various meetings attended by  C-FDI -38  

FDI 1 -22 

     

Number of destructions supervised  -36 

Number of final checking of files by FDII (Retail/W. S/Transport) - 1563 

 

Number of samples obtained for analysis   -39 

Number of consultations with Snr. State Counsels-09 

Number of quality failure circulars received -26 

 

Number of Awareness programmes represented -02 

Number of participants attended   -209 

 
2.4 Progress of Finance Division 

The Finance Division of the National Medicines Regulatory Authority has made 

significant progress in streamlining its financial operations and enhancing its overall 

efficiency. Over the past few years, several major initiatives have been implemented 

to better manage financial resources, improve transparency and ensure compliance 

with regulatory standards. 
 

In addition to this, the Finance Division has been able to establish strong partnerships 

with relevant stakeholders such as the Ministry of Health, External Audit and other 

government agencies. This collaboration has allowed for better information sharing 

and best practices, contributing to the continuous improvement of the sector. 

Progress 

1. Effective utilization of income to achieve organizational objectives 

2. Completion of taking over vehicles given by the Presidential Secretariat to the 

Authority 

3. Completion of Annual Good Survey. 

4. Submission of Annual Reports. 

5. Purchase and installed a new Server Computer and updating the accounting 

system (Quick Books). 
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Plans for the future 

1. Planning to carry out the annual goods condemning 

2. Making plans to update all records 

 

2.5  Progress of HR and Administration Division 

Cadre Information as at: 2023.12.31 

Designation Salary code 

Serv

ice 

Leve

l 

DMS 

Approved 

Cadre 

Existing cadre 

P
er

m
a

n
en

t 

P
er

m
a

n
en

t 

C
o

n
tr

a
ct

 

S
ec

o
n

d
m

en
t 

M
in

is
tr

y
 o

f 

H
ea

lt
h

 

em
p

lo
y

ee
s 

M
u

lt
i 

T
a

sk
 

F
o

rc
e
 

Director Genaral/Chief 

Executive Officer HM 2-1-2016 1 1 - - - - - 

Director (Regulatory) HM 1-1-2016 1 1 - - - - - 

Director  (NMQAL) HM 1-1-2016 1 1 - - - - - 

Director (Legal) HM 1-1-2016 1 1 - - - - - 

Director (HR and Admin) HM 1-1-2016 1 1 - - - - - 

Director (Finance) HM 1-1-2016 1 1 - - - - - 

Medical Officer MM 1-3-2016 1 2 - - - - - 

Bio Medical Engineer MM 1-1-2016 1 2 - - - - - 

Pharmaceutical Analyst MM 1-1-2016 1 20 - - - 6 - 

Asst. Director/Deputy 

Director (HR and Admin) MM 1-1-2016 1 1 - - - - - 

Asst. Director/Deputy 

Director (ICT) MM 1-1-2016 1 1 - - - - - 

Accountant MM 1-1-2016 1 1 1 - - - - 

Cost Accountant MM 1-1-2016 1 1 - - - - - 

Internal Auditor MM 1-1-2016 1 1 - - - - - 

Pharmaceutical Assessor MM 1-1-2016 1 25 20 - - - - 

Asst. Pharmaceutical 

Assessor JM 1-1-2016 2 50 20 - - - - 

Asst. Pharmaceutical 

Analyst JM 1-1-2016 2 25 - - - - - 

ICT Officer JM 1-1-2016 2 1 - - - - - 

Procurement Officer JM 1-1-2016 2 1 - - - - - 

Administrative Officer JM 1-1-2016 2 1 1 - - - - 

Personnel Asst. JM 1-1-2016 2 2 - - - - - 

Pharmacist -   - - - - 7 - 

Asst. Drug Inspector MA 5-1 2016 2 10 - - - 2 - 

Development officer MA 3- 2016 3 5 5 - - - - 

Data Management Officer MA 3- 2016 3 5 - - - - - 
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Tech. Officer 

(Civil/Transport) MA 2-2-2016 3 1 - - - - - 

ICT Assistant MA 2-1-2016 3 3 - - - - - 

Management Assistant MA 1-1-2016 3 53 38 - - - - 

Driver PL 3-2016 4 10 5 - - 1 - 

Maintenance Asst. PL 2-2016 4 2 - - - - - 

Plumber PL 2-2016 4 1 1 - - - - 

Electrician PL 2-2016 4 1 1 - - - - 

Lab Assistant PL 2-2016 4 8 - - - - - 

K.K.S PL 1-2016 4 30 25 - - - - 

Total 269 117 - - 16 - 

 

** Note 

1. A Pharmaceutical Analyst had been appointed as acting Director General/ Chief Executive 

Officer  

2. A Pharmaceutical Analyst had been appointed as acting Director (NMQAL) 

 

Service Level 
Approved 

Cadre 

Existing 

Cadre 

Senior 60 27 

Tertiary 90 30 

Secondary 67 43 

Primary 52 33 

Total 269 133 

 

Recruitment Details for the year 2023 

Position Number of 

positions filled 

Pharmaceutical Assessor 21 

Driver  01 

Electrician 01 

Plumber 01 

Karyala Karya Sahayaka  02 

Total                                      26 
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Other activities 

1. Identify the necessities of staff of the Authority to restructuring the positions of the 

Authority and getting approval from the Department of Management Services. 

2. Established a welfare Society. 

3. Bonus payment to all employees as per the PED circular  

4. Issued service letters and miscellaneous letters, cadre reports as requested by 

employees and other institutions. 

5. Payment of Annual increment of Authority staff and recommend annual increment of 

ministry staff. 

 
Total License Issued for the Year 2023 

 

No Category Total 

1 

Medicines 

Sample License 849 

2 
Registration Certificates 1506 

3 
Import License 3377 

4 
Manufacturing License 631 

5 

Medical Device 

Sample License 991 

6 
Registration Certificates 1749 

7 
Import License 4169 

8 
Manufacturing License 104 

9 

Cosmetic 

Sample License 696 

10 
Registration Certificates 2658 

11 
Import License 4704 

12 
Manufacturing License 848 

13 

Borderline Products 

Sample License 25 

14 
Registration Certificates 43 

15 
Import License 83 

16 
Manufacturing License 6 

  
TOTAL 22439 
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2.6  Progress of Legal Division 

01. Total Opening Files from 21.04.2017 up to 31.12.2023   1530  

 

02. Number of opening files in year 2023     199 

 

03. Total Closed files 2023 (01.01.2023 Up to 31.12.2023)   221    

 

04. Agency Transfer Closed Files (01.01.2023 up to 31.12.2023)     

Number of Free of charges files from (01.01.2023 – 31.12.2023)      5 

Number of Payment Basic files from (01.01.2023 – 31.12.2023)   111 

Total               116 

 

05. Total Closed Files from 21.04.2017 up to 31.12.2023   1242 

 

06. Total Pending Files Up to 31.12.2023     300 

 

07. Agency Transfer Total Income 

(From 01.01.2023 – 31.12.2023)                  Rs.    85,243,187.65/- 

 

08. Right to Information Act  

Number of applications received      27 

(From 01.01.2023 – 31.12.2023) 
 

Number of applications closed     24 

(From 01.01.2023 – 31.12.2023) 

09. Pending Court Cases (up to 31.12.2023) – Filed by the NMRA  04 

10. Pending Court Cases (up to 31.12.2023) – Filed against the NMRA 17 

 

Regulations/ Gazettes issued under the NMRA Act from 01.01.2023 to 31.12.2023. 

No. Gazette No Gazette Name & Description  

01 2336/53- 2023.06.15 The Medicines (Ceiling on Prices) Regulations, 2019 published 

in the Gazette Extraordinary No. 2123/35 of May 15, 2019, as 

amended by regulations published in Gazette Extraordinary No. 

2241/43 of August 19, 2021 and regulations published in 

Gazette Extraordinary No. 2271/23 of March 15, 2022 and 

regulations published in the Gazette Extraordinary No. 2277/55 

of April 29,2022. 
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2.7  Progress of ICT Division 

1. Started repairing the minor hardware issues in computers by the division. 

2. Keeping the website of the NMRA up to date. 

3. Started maintaining an index and proper filing system within the ICT division. 

4. Took actions in changing the internet service provider in order to provide an 

unhindered internet connection to the NMRA Staff.  

5. Adding printers to the network so the staff can share printers within the divisions. 

6. Introduced a procedure for the importers and manufacturers to fill a form before 

coming to submit a dossier, hence making it easier for the employees in accepting 

dossiers. 
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Chapter - 3 

Overall Financial Performance 
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Chapter - 4 

Performance Achieving Sustainable Development Goals (SDG) 

 

International development looks at improving the lives of individuals worldwide through the 

areas of needs and interests. With areas such as health, education, democracy, sustainability, 

and economics, people are better equipped to live more equitable lives with greater 

opportunities. The United Nation, through the UNDP, works on Sustainable Development 

Goals (SDG), in order to “end poverty, protect the planet, and ensure that all people enjoy 

peace and prosperity by 2030”. Countries are working to ensure that poverty, AIDS, and 

discrimination against women and girls are addressed in over 170 countries and territories.   

Out of the 17 Goals, Goal No. 3 is “Good Health and Well-Being” to Ensuring people live 

healthy lives can cut child mortality and raise life expectancy,  is closely related to the scope 

of NMRA. 
[ 

Accordingly, all the functions of NMRA are arranged to achieve the targets of this SDG No. 

3 as guided;  

3.8 Achieve universal health coverage, including financial risk protection, access to quality 

essential health-care services and access to safe, effective, quality and affordable essential 

medicines and vaccines for all. 

3.A Strengthen the implementation of the World Health Organization Framework Convention 

on Tobacco Control in all countries, as appropriate. 

3.B Support the research and development of vaccines and medicines for the communicable 

and non-communicable diseases that primarily affect developing countries, provide access to 

affordable essential medicines and vaccines, in accordance with the Doha Declaration on the 

TRIPS Agreement and Public Health, which affirms the right of developing countries to use 

to the full the provisions in the Agreement on Trade Related Aspects of Intellectual Property 

Rights regarding flexibilities to protect public health, and, in particular, provide access to 

medicines for all. 

3. C Substantially increase health financing and the recruitment, development, training and 

retention of the health workforce in developing countries, especially in least developed 

countries and Small Island developing States. 
 

All these targets are addressed by the scope of NMRA by regulating of medicines and 

medical devices in the aspects of safety, quality, efficacy and price.  

https://www.undp.org/content/undp/en/home/sustainable-development-goals.html
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Chapter - 5 

 Compliance Report  

 

No Requirement to be applied 

Compliance 

status 

(compliant / 

not 

applicable) 

If not 

applicable - a 

brief 

explanation for 

it 

Specific 

actions that 

are proposed 

to prevent 

non-

compliance 

in future 

1 

The following financial statements / 

accounts have been submitted on 

time 

   

1.1 Annual financial statements  Compliant   

 1.2 Advance accounts on public officers Compliant   

1.3 
Business and product advance accounts 

(commercial advance account 
-   

1.4 Store advance accounts -   

1.5 Special advance accounts  Compliant   

1.6 Other  -   

2 
Maintains of books and documents 

(FR 445) 
   

2.1 

Updating and maintaining the fixed 

asset register as per public 

administration circular No 267/2018 

Compliant   

2.2 

Updating and maintaining personal 

payroll documents / personal payroll 

cards  

Compliant   

2.3 
Updating and maintaining the list of 

audit queries  
Compliant   

2.4 
Updating and maintaining the internal 

audit record  
Compliant   

2.5 

Preparing all monthly account 

summaries and submitting them to the 

treasury on time  

Compliant   

2.6 
Updating and maintaining the cheque 

and cash order register  
Compliant   
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2.7 Updating and maintaining inventory Compliant   

2.8 
Updating and maintaining the stock 

inventory 
Compliant   

2.9 
Updating and maintaining the register 

on loss and damage  
Compliant   

2.10 
Updating and maintaining the list of 

liabilities  
Compliant   

2.11 
Updating and maintaining the sub paper 

book register (GA-N20) 
Compliant   

3 
Representation of function for 

financial control  
   

3.1 
Delegating financial powers within the 

organization  
Compliant   

3.2 
Should have made the institution aware 

about the delegating financial powers  
Compliant   

3.3 

Delegating authority where two or 

more officers could approve each 

transaction  

Compliant   

3.4 

Acting under the control of the 

Accountant in using the Government 

payroll software package as per 

government accounts circular 

No.171/204 dated 11.05.2014  

Not Applicable   

4 Preparation of Annual Action Plan     

4.1 Preparation of Annual Action Plan  Compliant   

4.2 
Preparation of Annual Internal Audit 

Plan  
Not Applicable   

4.3 

Preparing the annual estimate and 

submitting it to the Public Enterprise 

Department  on the due date  

Compliant    

4.4 

Submitting the annual cash flow 

statement to the treasury operations 

department on time  

Not applicable   

5 Audit Quarries     

5.1 
Having answered for all the audit 

queries mentioned by the auditor 
Compliant     
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general on the due date which has been 

fixed by him  

6 Internal Audit     

6.1 

Having prepared the Internal Audit 

Plan after consultation with the Auditor  

General at the beginning of the year as 

per DMA/1-2019-FR 134(2) 

Applicable - 

Not done 
 

Planned to 

implement 

6.2 
Having responded to each internal audit 

within a month of time  

Applicable - 

Not done 
 

Planned to 

implement 

6.3 

Submitting copies of all the internal 

audit reports to the Department of 

Audit Management ,in terms of sub-

sections -40 (4) of the National Audit 

Act No.19 of 2018  

Applicable - 

Not done 
 

Planned to 

implement 

6.4 

Submitting copies of all the internal 

audit reports to the Auditor General in 

accordance with the financial 

regulations 134(3) 

Applicable - 

Not done 
 

Planned to 

implement 

7 Audit and Management Committees     

7.1 

Should have conducted at least 04 

Audit and Management committees 

during the relevant year as per DMA 

circular No 1-2019 

Compliant   

8 Asset Management     

8.1 

Submitting information on acquisition 

and disposal of assets to the 

Comptroller Generals Office as per 

chapter 07 of asset management 

circular No 01/2017 

Compliant   

8.2 

Appointing a coordinating officer to 

coordinate the implementation of the 

provision of that circular in chapter 13 

of the above and reporting the 

information about that officer to the 

comptroller general’s office  

 

Compliant   
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8.3 

Should have conduct board of survey in 

accordance with Public Finance 

Circular No.05/2016 and submitted the 

relevant reports to the Auditor general 

on the due date  

Applicable - 

not done 
 

Planned to 

implement 

8.4 

Should have made excesses, 

deficiencies and other 

recommendations revealed in the 

annual board of survey during the 

period mentioned in the circular  

Applicable - 

not done 
 

Planned to 

implement 

8.5 
Disposal of the unserviceable items in 

terms of FR 772 

Applicable - 

not done 
 

Planned to 

implement 

9 Vehicle Management     

9.1 

Preparing daily running charts and 

monthly summery reports for the pool 

vehicles and submitting them to the 

Auditor General on the due date  

Compliant   

9.2 

Should have been disposed 

unserviceable vehicles not less than the 

period of 06 months, upon becoming 

unnerved. 

Compliant   

9.3 
Maintaining and updating the log entry 

of vehicles  
Compliant   

9.4 

Taking actions according to the FR 

103,104,109 and 110 with regard to the 

every vehicle accident  

Compliant   

9.5 

Re-inspecting the fuel combustion of 

vehicles in accordance with the 

provisions of paragraph 3.1 of public 

Administration circular No.2016/30 

dated 29.12.2016 

Compliant   

9.6 

Having taken over full ownership of the 

leased vehicles log books after the 

leasing period  

Not Applicable   

10 Bank Account Management  
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10.1 

Should have prepared and certified the 

bank reconciliation statements on the 

due date and submitted them for audit   

Compliant   

10.2 

Should have settled inactive bank 

accounts brought forward during or 

before the reviewing year  

Compliant   

10.3 

Should have acted in accordance with 

the financial regulations regarding the 

balances revealed and adjusted in the 

bank reconciliation statements and 

settled those balances within a period 

of one month. 

Compliant   

11 Utilization of funds    

11.1 
Incurring expenditure not exceeding the 

provision which had been made 
Compliant   

11.2 

Reaching liabilities at the end of the 

year after utilization of the provision  

provided in accordance with section 94 

(1),not exceeding the limit 

Compliant   

12 Advance Accounts of Public Officers    

12.1 Compliance with the limits Not applicable   

12.2 
Having done an age analysis of the 

outstanding loan balances 
Not applicable   

12.3 
should have settled the outstanding debt 

balance being for more than one year 
Not applicable   

13 General Deposit Account    

13.1 

Should have acted in accordance with 

FR 571 with regard to the expired 

deposits 

Not applicable   

13.2 

Updating and maintaining the control 

account for the general deposit 

accounts 

Not applicable   

14 Imprest Account    

14.1 

Should have forwarded the cash book 

balance to the treasury operations 

department, at the end of the year under 

Not applicable   
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review 

14.2 

Interim imprest issued under FR 

371,having been settled within one 

month after the completion of particular 

work 

Not Applicable   

14.3 

Having issued the interim imprest at 

present not exceeding the approved 

limit in terms of FR 371 

Not applicable   

14.4 

Doing reconciliation of imprest 

account's balance with treasury book, 

monthly 

Not applicable   

15 Revenue Account    

15.1 

Should have made repayments from the 

income collected in accordance with 

the relevant regulations 

Compliant   

15.2 

Having credited the collected revenue 

directly to the revenue income without 

depositing to the deposit account 

Compliant   

15.3 

Having submitted the outstanding 

revenue reports to the auditor general, 

as per FR 176 

Compliant   

16 Human Resource Management    

16.1 
Maintaining Staff within the approved 

cadre limit 
Compliant   

16.2 
Should have provided duty lists in 

writing to all staff members 
Compliant   

16.3 

submitting all reports to the department 

of Management Services in terms of 

MSD circular no. 04/2017 dated 

20.09.2017 

Compliant   

17 Providing information to the public    

17.1 

Appointing an information officer in 

accordance with the right to 

information act and regulations and 

updating and maintaining an document 

consist of such information provided 

Compliant   
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17.2 

Providing information about the 

organization through its website and 

having made facilities for the public to 

put their comments/allegations about 

the organization, through the website or 

alternative channels 

Compliant   

17.3 

Should have submitted reports twice or 

once a year as per section 8 and 10 of 

right to information act  

Compliant   

18 
Implementation of the citizens 

charter 
   

18.1 

Should have formulated and 

implemented a citizen’s / clients’ 

charter in accordance with the 

provisions of the circular No.05/2018 

and 05.2018 (1) of the Ministry of  

Public Administration and Management  

Compliant   

18.2 

A methodology should have been 

developed by the organization to 

monitor and evaluate the matter of 

preparation and implementation of 

citizen’s / clients’ charter , in terms of 

the paragraph 2.3 of said circular  

Compliant   

19 
Preparation of Human Resource 

Plan  
   

19.1 

Preparing human resource plan based 

on the Public Administration circular 

No.02/2018 annexure 02 dated 

24.01.2018 

Applicable - 

Not done 
 

Planned to 

implement  

19.2 

Should have ensured at least 12 hours 

of training per year for each member of 

the staff , in the above HR plan  

Compliant   

19.3 

Should have signed annual 

performance agreement for the entire 

staff based on the format given in 

annexure 01 of the above circular  

Applicable - 

Not done 
 

Planned to 

implement  
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19.4 

Should have appointed senior officer 

with the responsibility of preparing 

human resource development plan, 

capacity development programs  

implementing skills development 

program in accordance with paragraph 

6.5 of the above circular  

Compliant   

20 Responding to the audit queries    

20.1 

Having corrected the deficiencies 

pointed out though the audit paragraphs 

of the Auditor General for the previous 

year  

Compliant    
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