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Message of the Present Chairman 
 

I am pleased to present the Annual Report for the year 2022 of the National Medicines 

Regulatory Authority, which is an independent body of the Ministry of Health.  The main 

function of the Authority is to assume the quality, safety, efficacy, and affordability of all 

kind of medicines, medical devices, borderline products, and cosmetics, for the public by 

following the National Medicine Policy, in Sri Lanka. 

The National Medicines Regulatory Authority has been able to regulate all aspects of 

medicines, medical devices, borderline products, and cosmetics used in the country in an 

efficient, effective, and highly transparent manner in the face of many challenges such as lack 

of infrastructure and especially inadequate human resources.  The National Medicines 

Regulatory Authority is proud of having the National Medicines Quality Assurance 

Laboratory, the nationally-recognized flagship laboratory that provides technical assistance to 

the National Medicines Regulatory Authority to ascertain whether medical products comply 

with the required standards.   

I am also pleased with the overall staff of the National Medicines Regulatory Authority, 

which was established in 2015, for becoming financially stable by 2017 and being 

independent of the General Treasury without any financial provision.  Several steps have 

already been taken to network the systems to make the issuance of certificates and licenses to 

medicines outlets and other related products more efficient.  I am confident that this will 

directly enhance the quality and efficiency of the country’s healthcare system.   

Under the leadership of the Chief Executive Officer, I look forward to recruiting suitably-

qualified officers for the National Medicines Regulatory Authority, and guiding the staff to 

achieve the goals of the organization through employee satisfaction, and developing human 

resources wisely.   

 

 

Prof. S.D. Jayaratne 

Chairman  

National Medicines Regulatory Authority 
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Message of the Present Chief Executive Officer 

 

I, being the CEO of one of the fast-growing Medicine Regulatory Authorities in South-East 

Asia, the NMRA, feel very proud to present its Annual Report for the year 2022.  From the 

beginning, we have recognized, understood and shared our vision, mission and goals among 

the members of our team, which was the invaluable strength behind all these efforts. 

This year also, NMRA has recorded a substantial growth of its turnover through its regulatory 

activities.  This growth has contributed very much to become independent from Treasury 

funding. 

The Authority’s turnover mainly depends on the processing fees, registration, sample 

licensing, import licensing, manufacturing licensing, and provisional and full registration 

income from medical devices and medicines.   

In this year also, substantial revenue recorded by the Authority and I feel very proud that the 

National Medicines Regulatory Authority being able to contribute to the General Treasury as 

a Treasury levy and as income tax by its net income.   

We have identified that the strategic goal for the future of our organization is to strengthen 

the constitutional framework of the Authority.  I am fully committed to achieving that goal by 

improving operational productivity, financial performance and independence, developing the 

human capital base, and using the latest methods in IT systems.   

 

 

Dr. Vijith Gunasekera 

Chief Executive Officer  

National Medicines Regulatory Authority  
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Chapter 1 

Corporate Profile / Executive Summary  

 

1.1  Introduction 

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

established in Sri Lanka to regulate all kind of 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 all kind of 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 from the CDD Act and cabinet approval was granted in 2007. 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 March 2015 and came in to operation with effect from 1st 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 assuming safety, quality, efficacy and accessibility of all 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 

• Finance Division 

• Administration Division 

• Human Resources Division 

• Legal Division 

• Inspectorate and Enforcement Division 

• ICT Division 
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Further, there are several committees comprising with number of expertise in the relevant 

fields to assist for the decision making process namely; 

• Medicine Evaluation Committee (MEC) 

• Medical Devices Evaluation Committee (MDEC) 

• Sub Committee of Clinical Trials (SCCT)  

• Cosmetic Evaluation Committee (CEC) 

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 

 

 

 

 

  

 

1.2.2 Mission of the Authority 

 

 

 

 

 

 

‘Improve access to quality medicines, healthcare products and 

cosmetics’ 

 

‘Provide regulatory oversight and evidence-based decisions for 

medicines and healthcare products to ensure their Safety, 

Quality and Efficacy for the benefit of patients’ 
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1.2.3 Objectives of the Authority  

 

a) 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;  
 

 

b) 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;  

c) 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; Objects of 

the Authority. Establishment of the National Medicines Regulatory Authority.   

d) Encourage the manufacturing of good quality medicines in Sri Lanka with a view to 

assuring the availability of essential medicines at affordable prices;  

e) Promote the safe and rational use of medicines, medical devices and borderline 

products by health care professionals and consumers;  

f) Recommend appropriate amendments to relevant laws pertaining to medicines, 

medical devices and borderline products;  

g) Educate the general public, health care professionals and all stakeholders on 

medicines, medical devices and borderline products;  

h) Regulate the promotion and marketing of medicines, medical devices and borderline 

products; 

i) Regulate the availability of the medicines, medical devices and borderline products;  

j) Conduct post marketing surveillance on quality, safety and adverse reaction of the 

medicines, medical devices and borderline products; and  

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

 

1.3  Main Functions 

• Registration of new medicines, medical devices and borderline products 

• Regulation of amendments of already registered products in the market 

• Supervision and implementation of good manufacturing practices  

• Vigilance of medicinal products in the market and advertisements  
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• Regulation and supervision of clinical trials  

• Certification of good manufacturing products for exportation of medicinal products 

• Enforcement of good pharmacy practices 

• Inspection of medicinal products in the market and law enforcement  
 

1.4  Divisions under the 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. Finance Division 

4. Administration Division 

5. Legal Division 

6. Inspectorate and Enforcement Division 

7. ICT Division  

8. Human Resources Division 
 

1.4.1 National Medicines Quality Assurance Laboratory (NMQAL) 

1.4.1.1 Introduction 
 

National Drug Quality Assurance Laboratory (NDQAL) was the National Laboratory 

established in Sri Lanka for testing Cosmetics, Devices and Drugs. It was established in 1990 

under Cosmetics Devices and Drug Act No.27 of 1980, with Norwegian consultancies and 

NORAD funds with the vision of ensuring Quality, Safety and Efficacy of the above products 

available in Sri Lanka. 

The National Medicine Regulatory Authority (NMRA) was established on July 1, 2015. 

Under the National Drug Regulation Act No. 5 of 2015, the National Drug Quality Assurance 

Laboratory (NDQAL), which was functioning under the Department of Health, was placed 

under the new authority. Therefore, at present NDQAL is functioning under the NMRA and 

the laboratory is renamed as National Medicines Quality Assurance Laboratory (NMQAL). 

Main divisions of NMQAL are Chemical, Microbiological, Biological, Reference Standard & 

Calibration and Devices. NMQAL follows the test procedures in standard pharmacopoeias 

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

efficacy. 

NMQAL Functions as an additional approved analyst when the circumstances so require. 
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1.4.1.2 Divisional Chart of NMQAL: 

 

1.4.1.3 Main functions of NMQAL 

National Medicines Quality Assurance Laboratory (NMQAL) provides the technical support 

needed to operate the quality assurance system on Medicines, Medical Devices, Borderline 

products and Cosmetics. The primary function of the NMQAL is to conduct laboratory tests 

necessary for determining compliance with product quality, safety and efficacy requirements.  

Functions of NMQAL are; 

• Analysis of locally manufactured and imported Medicines, Medical Devices, 

Borderline products and Cosmetics at different points in the distribution chain. 

(Premarketing and Post marketing stages) Samples for analyses are submitted as 

registration samples, complaints samples, tender samples, pre shipment samples, pre 

delivery samples and courts samples. In addition, surveillance samples are collected 

from government and private institutions.  

• Provide technical advices on evaluation of registration of Pharmaceuticals, Medical 

Devices and Borderline products as and when necessary. 

• Participate in GMP inspections 

• Participate in external quality assurance assessment scheme (proficiency testing)  

• Conduct training programs on quality assurance system 
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• To coordinate with laboratories local or overseas when their services are deemed 

necessary as decided by the NMRA. 
 

1.4.2  Medicines Regulatory Division 

1.4.2.1 Introduction 

This could be identified as one of the main functions of NMRA and responsible for ensuring 

safety, efficacy and quality of medicinal products and cosmetics at an affordable price for the 

public. Accordingly, the division is engaged in regulating medicines, medical devices and 

borderline products used within Sri Lanka to protect the interests of patients using the 

products. NMRA further involves with the regulation of pharmaceutical manufacturing sites 

and island wide pharmacies as well. Pharmacovigilance is another aspect that the Division is 

undertaking to minimize adverse outcomes from the medicine and related products.  

 

1.4.2.2 Divisional Chart of the Medicines Regulatory Division 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Chief Pharmacist (CP)  

Pharmacist / Assistant 

Pharmaceutical 

Assessor (APA) 

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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1.4.2.3 Functions of Medicines Regulatory Division 

Regulate all the functions under medicine, medical devices, cosmetics and borderline 

products under NMRA act including; 

• Evaluation, and make arrangements to register and give recommendation for issuing of 

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

• Regulation of Pharmaceutical manufacturing sites locally and internationally. 

• Price Regulation 

• Regulation of Island wide Pharmacies 

• Pharmacovigilance 

 

1.4.3 Finance Division 

1.4.3.1 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. 

 

1.4.3.2 Divisional Chart of the Finance Division 

  

 

 

 

 

 

 

 

 

 

 

 

 

Accountant  

Development Officer 

(DO) 

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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1.4.3.3 Functions of the Finance Division 

• Receiving revenue through eighteen revenue streams. 

• Preparing final accounts  

• Preparing the budgets for the coming year and obtaining the approval 

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

• All monetary controlling activities 

• Procurement activities  

 

1.4.4 Administration Division 

1.4.4.1 Introduction 

From the beginning of NMRA, the Administration Division is playing a key role for the 

Authority.  The main function of the Administrative Division is to issue the 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 bills and other payments, maintain 

leave and other staff arrangements, and make arrangements to enhance staff welfare are 

handled. It helps the organization to deliver a high-quality service to its clients, by 

establishing the formal communications with other institutes as well. 

 

1.4.4.2 Divisional Chart of the Administration Division 

 

 

 

 

 

 

 

 

 

 

Administrative Officer  

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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1.4.4.3 Functions of Administration Division 

This section is established to cover all the administrative and maintenance functions at 

NMRA and specifically issuing licenses and registration certificates of Drugs, Medical 

Devices and Borderline items.  

Accordingly, main activities functioned in Administration Division is as follows; 

• License Issuing after evaluations of Dossiers - Drugs (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. 

• Supervising the license and the registration certificates issuing process 

• Personnel Management within the Authority 

• Supervise all the activities related to maintenance of the office premises 

• Maintaining utility services  

• Making relevant reports in relation to the section 

• Vehicle and transport management 

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

• Certifying the attendance of the permanents staff and training staff 

• 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  

• Supervising external and internal record rooms 

• Issuing of staff ID cards 

 

1.4.5 Legal Division 

1.4.5.1 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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1.4.5.2 Divisional Chart of the Legal Division 

 

 

 

 

 

 

 

 

1.4.5.3 Main Functions of the Legal Division 

• Drafting of Agreements, Gazettes, Cabinet Memorandum, Memorandum Of 

Understandings and any other legal documentations. 

• 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. 

• Conducting, Monitoring and processing of applications for agency transfer matters 

and any other matters relating to the legal division. 

• Legal Division also provides legal opinions on matters referred by other divisions of 

NMRA as well as licensees, stakeholders, ministries/ divisions and other forums.  

• 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.  

• Attending any commission inquires/CID inquires where necessary. 

• Handling all applications received under the Right to Information Act No. 12 of 2016. 

• Coordinating the Board Meetings 

• Any other matters relating to the legal division. 

Legal Officer  

Development Officer 

(DO) 

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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1.4.6 Inspectorate and Enforcement Division 
 

1.4.6.1 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.  Three senior Food & Drugs 

Inspector officers have been appointed to this unit to carry out these functions as Authorized 

Officers under the NMRA Act by Hon. Minister.  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.  

 

1.4.6.2 Divisional Chart of the Inspectorate and Enforcement Division 

 

 

 

 

 

 

 

 

 

 

 

1.4.6.3 Functions of Inspection and Enforcement Division 

• Functioning as Authorized Officers under the NMRA Act 

• Conducting Post marketing surveillance 

• Obtaining formal and informal samples when necessary 

• Inspecting & recommending medicines handling establishments to issue licenses 

• Inspecting & recommending medicine transport vehicles to issue licenses 

• 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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• Investigating & initiate legal actions on the detentions made by the SSFFC & 

smuggled products 

• Investigating the availability of state-owned drugs in the private market 

• Inspecting & recommending of dangerous drugs applications 

• Organizing & conducting educational programs 

• Conducting prosecutions against the violations committed under the Act 

• Coordinating & corporation with other law enforcement agencies 

 

1.4.7  Information and Communication Technology (ICT) Division  

 

1.4.7.1 Introduction 

The ICT Division was established in 2019 and one development officer works under the 

supervision of the Assistant Director (ICT). In parallel to the automation process (e-NMRA), 

an Assistant Director (ICT) was recruited in October 2019. The vision of the ICT Division is 

to provide an efficient, secure, reliable, and sustainable IT infrastructure to meet the business 

and service needs of the NMRA. The ICT Division is responsible for the management of 

information and communication, including the local area network, computer hardware, and 

software management, databases, websites, and ICT procurement administration, and is 

involved with ICT project management as required. The ICT Division plans to implement a 

datacenter to improve the ICT infrastructure of the organization by expanding the bandwidth 

of the existing network. The ICT Division is planning to implement ICT policies to improve 

the transparency, responsiveness, and accountability of the services delivered. The lack of 

adequate staff is the major problem facing the Division in performing its functions and 

planning to recruit new staff to overcome this issue. 
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1.4.7.2 Divisional Chart of the ICT Division 

 

1.4.8  Human Resource Division  

 

1.4.8.1 Introduction 

Human Resources Division of the National Medicines Regulatory Authority handles the 

recruitment, development, retention and firing processes of the Authority  staff.  Accordingly, 

the purpose of the division is to maximize the utilization of the employees to achieve 

Authority objectives efficiently and effectively. 

 

 

1.4.8.2 Divisional Chart of the Human Resources Division 

 

 

 

 

 

 

 

 

 

Administrative Officer  

Development Officer 
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Karyala Karya 

Sahayake (KKS) 
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Development Officer 

Management Assistant 

(MA) 

Karyala Karya 

Sahayake (KKS) 
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Chapter - 2 

Progression and Vision 

 

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 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) 

Performance of the Division:  

1) Total Number of reports issued   
 

    : 477 

2) Total number of sample 

received in the month the year                             

 

                                    

 

    :374 

 

2.1)  Breakdown of the samples received:  

Registration 43 

NMQAL Surveillance 138 

MSD Surveillance 23 

Complaints 63 

Food & Drug Inspectors 69 

Court Samples 26 

SPC tender 7 

Others 5 

Total 374 

 

2.2) Number of reports issued from above samples                               : 241 

2.3) Number of samples still remains in the laboratory                                   : 165 

       received from 01-01-2020 to 31-12-2022 as at 01.01.2023 
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3) Summary of products analysed 

3.1) Samples tested as per request categories 

            

TYPE 
LOCAL  

PRODUCTS 

IMPORTED 

PRODUCTS 
TOTAL 

1) PRE MARKETING PASS FAIL PASS FAIL PASS FAIL 

A) REGISTRATION 24 3 10 7 34 10 

B) STATE PHARMACEUTICALS CORPORATION 0 1 6 0 6 1 

C) OTHER REQUESTS (SPECIFY) 0 0 0 0 0 0 

2) POST MARKETING   

A) POST MARKETING   

i. NMQAL SURVEILLANCE 83 21 42 18 125 39 

ii. COMPLAINT 2 10 11 35 13 45 

iii. MEDICAL SUPPLIES DIVISION       5 0 3 2 8 2 

iv. STATE PHARMACEUTICALS CORPORATION 0 0 0 0 0 0 

B) FOOD & DRUG INSPECTOR             

i. INFORMAL 9 0 23 1 32 1 

ii. FORMAL 12 1 26 1 38 2 

                    

C) OTHER REQUESTS SPECIFY 0 0 1 2 1 2 

GRAND TOTAL 135 36 122 66 257 102 

 

3.2) Total No. of reports issued        

Product Category Pass Fail Total 
Failure 

% of the 

category 

Imported 122 66 188 35 

Local 135 36 171 21 

Court Samples     43  
Other products (specify) 

Hand Sanitizer, 

cosmetics,samples with 

comments   

75 

 
Total report issued     477  

 

3.3) Number of reports issued within 90 days from the 

       above reports             
: 268 
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 3.4)  Breakdown of failures as per market status 

          

Product 

Category 
  

  Pass Fail Total 

% 

Failure 

of the 

category 

Pre market  40 11 51 22 

Post market  217 91 308 30 

 

4) Progress of analysis 

 

 

 

Month Pass Fail 

Others (Cosmetic, 
Hand 

Sanitizers,courts & 
etc) 

January 27 3 17 

February 38 8 13 

March 36 3 23 

April 16 4 3 

May 24 14 2 

June 20 6 7 

July 19 7 5 

August 24 14 6 

September 17 13 1 

October 9 12 0 

November 20 1 17 

December 36 5 4 
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5) Staff situation 

Position   Cadre in position % availability 

Director   1 0 0 

Deputy Director 1 0 0 

Pharmaceutical  

Analysts 
26 6 23 

Pharmacists   29 13 45 

Laboratory Technical 

Assistants 
7 0 0 

 

6) Other activities (e.g. QMS, purchasing, GMP inspections & etc) 

6.1 GMP Inspections = 37 

No:  Site name & address 

1 Himata Pvt Ltd, Homagama 

2 Emergen Life Sciences - Kelaniya 

3 Glaxo Smithkline - Ratmalana 

4 Ceylon Oxygen Ltd - Kurunegala 

5 Newgen Lanka Healthcare Pvt Ltd, Kurunegala 

6 Ace Healthcare Pvt Ltd, Horana 

7 Astron Ltd, Ratmalana 

8 Navesta Pvt Ltd, Horana 

9 Isolez Biotec Pharma - Katunayake 

10 Morison Limited- Homagama 

11 Diyatha Pharmaceuticals Ltd -Ja-ela 

12 Schithra Pharmaceuticals - Bandaragama 

13 Yaden Laboratories - Ja - Ela 

14 Newgen Lanka Healthcare Ltd- Colombo 05 

15 Plastica International Pvt Ltd-Malabe 

16 Reliance Life Science Pvt Ltd - India 

17 Theon Pharmceutical Pvt Ltd - India 

18 LDLS Manufacturing Pvt Ltd - India 

19 Ajantha Pharmaceuticals Pvt Ltd - India 

20 MWJ Lifescience - Nugegoda 

21 Ace Healthcare Pvt Ltd, Kandana, Horana 

22 Treffor Pharmaceuticals - India 

23 Halewood Laboratories - India 

24 ACE Pharmaceuticals - Horana 

25 Lina Manufacturing Ltd - Kadawatha 

26 Uniliver Ltd - Horana 
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27 Suraksha Pharmaceuticals - Homagama 

28 
Sands Active Pvt Ltd - Ja-Ela 

29 
ACE healthcare Pvt Ltd - Horana 

30 Celogen Lanka Pvt Ltd - Kandy 

31 Himata Pvt Ltd - Homagama 

32 Navesta Pharmaceuticals - Horana 

33 CIC Life Sciences - Ragama 

34 
Karnataka Antibiotics & Pharmaceuticals -  

India 

35 
Belco Pharma - India 

36 Swedeshi Industry PLC - Kandana 

37 
Kelun Life Science - Horana 

 

6.2 Staff Trainings 

2022/01/03 
Implementation of monitoring environmental conditions conducted by Mrs. Amara 

Pinnawala / Deputy Director - NMQAL 

2022/01/07 
Training on measurement uncertainty calculation conducted by  

Measurement units, Standards & Service Depatment 

2022/01/26 
Estimation of uncertainty measurement conduct by Mrs. I.P. Edussuriya/ 

Pharmaceutical Analyst - NMQAL 

2022-02-01 
Development & validation of  dissolution procedure by USP Education Center 

(Virtual Training)  

2022-02-21 
Competency assessment on pH Test - Knowledge on SOP  

in house training at NMQAL 

2022-02-24 
Audit Fundamentals  by USP Education Center 

(Virtual Training)  

2022-03-23 & 

24 

Virtual training: Planning & conduct of Bioequivalence Studies conducted  

 by Sun Pharma 

6.3 Other Matters 

Management Review Meeting held on 24th Feb. 2022 

6.4 

1. Evaluation of Analytical Test Methods:  22 

2. Replies to manufacturers on quality failures: 11 
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2.2 Progress of Pharmaceutical Regulatory Division 

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

Regulatory Division, Device Regulatory Division, Cosmetic Regulatory Division, Borderline 

Regulatory Division, Manufacturing Regulatory Division, Pharmacy Regulatory Division, 

Pharmacovigilance Division, Pricing Unit, Clinical Trail Regulatory Division, HS Codes 

Clearance Unit, Information, Education, Communication and Research Division, Market 

Control & Advertising Unit, and QMS Unit.   

Routine duties of are completed with maximum efficiency by regulatory pharmacists with 

multiple job roles to carry out the responsibilities of NMRA.  

 

Plans for future 

1) Introducing subdivision of the division to create teams of similar job roles to improve 

efficiency 

2) Electronic system requirement to be fulfilled to reduce over processing and improve 

the efficiency of the respective divisions. 

 

2.2.1 Medicines Regulatory Division  

1. Medicines dossier evaluations 

Type of applications Number of applications 

received 

Number of applications 

evaluated 

New Medicines applications 999  

 

  1643 + 939 RR  
MEDREG applications 482 

Re-Registration applications 571 

Additional 608 

Variations  346 90 

 

    2. Number of MEC –Subcommittee meetings for dossier evaluation = 28 

    3.  Review of applications for New Molecular Entity (NME) 

Total of 

submitted NCEs 

in 2022 

No. of accepted 

NCEs  

No. of rejected 

NCEs 

Pending at MEC 

19 15 03 01 
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4. Evaluation of applications for personal use authorization 

 

5. Evaluation of applicaions for sample import license 

Medicines Sample License - 2022 

No of application received 1272 

No of application rejected 210 

No of applications approved by the 

MEC 
505 

No of application pending due to the  

incomplete documents (already 

informed to L/A but didn’t receive any 

response) 

120 

No of sample license issued 422 

 

6. Number of MEC meetings conducted =   12 (12minutes were written)  

 

7. No of MEC Subcommittee = 28 Sub committee  

 

8. 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 

 

159 155 

Number of letters for 

monthly quota approval 

20 20 

Number of letters for 

authorized person 

19 19 

 

Total applications 

received for personal user 

authorization letters  

Number of applications 

reviewed and approved   

Number of applications reviewed and 

reject 

206 203 03 
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9. Issuing Waiver of registration 

Type of 

application 

Accepted 

applications 

in 2022 Number of 

Approved Number of not approved 

 

 

 

 

Decision Pending 

WOR 

(Special 

Pathway  

 

358 
196 13 

 

149 

WOR 

(Normal 

pathway) 

 

284 

116 129 

 

 

39 

Donations 

 

 

332 332 - 

- 

 

Number of WOR meetings for review WOR appliactions = 11  

 

10. Review applications for shipment clearance approval 

Number of applications 

received  

Number of applications 

reviewed and approved 

Number of applications 

reviewed and reject  

3416 3281 135 

 

11. Update medicines database  

Number of received 

registration certificates from 

Admin 

Number of entered certificates 

to data base  Number of pending to enter   

4912 

Extended certificates - 2904  

0 New certificate -  2008  
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2.2.2 Medical Devices Regulatory Division  

 

1.  Evaluation of Medical Device Applications (Dossiers) 

1-1 New Files 

Format 1-1 

 

Month No of 

Received files 

No of 

Evaluated 

files 

January 23 35 

February 29 54 

March 49 52 

April 32 31 

May 38 19 

June 52 29 

July 53 20 

August 48 52 

September 52 42 

October 58 60 

November 59 38 

December 32 60 
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1-2 Re -Registration Files 

Format 1-2 

 

Month No of 

Received files 

No of 

Evaluated 

files 

January 41 05 

February 35 31 

March 31 49 

April 27 30 

May 34 43 

June 15 45 

July 15 31 

August 13 35 

September 10 35 

October 8 35 

November 15 13 

December 10 31 

 

 

 

 

 

41
35

31
27

34

15 15 13 10 8
15

10
5

31

49

30

43 45

31
35 35 35

13

31

0

10

20

30

40

50

60

RR Files

Received files Evaluated files



Dra
ft

Annual Report- 2022 

30 
National Medicines Regulatory Authority  

 

 

1-3 Renewal Files 

Format 1-3 

Month No of 

Received files 

No of 

Evaluated 

files 

 

January 14 70 

February 66 136 

March 82 142 

April 71 106 

May 34 100 

June 62 119 

July 34 92 

August 65 121 

September 54 196 

October 57 114 

November 61 88 

December 54 167 
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1-4 Variations/Amendments 

Format 1-4 

Month No of 

Received 

files 

No of 

Evaluated 

files 

 

January 00 00 

February 05 02 

March 08 01 

April 03 00 

May 02 00 

June 07 02 

July 05 02 

August 06 02 

September 05 00 

October 12 03 

November 05 00 

December 12 01 
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1-5 Rejected Files  

Format 1-5 

Month No of Rejected 

files 

January 07 

February 10 

March 16 

April 03 

May 02 

June 01 

July 02 

August 03 

September 02 

October 04 

November 00 

December 04 
 

2.  Foreign Manufacturing Site Approval files 

Format 2-1 

 

Month No of 

Received 

files 

No of 

Evaluated 

files 

January 23 21 

February 24 18 

March 44 16 

April 10 31 

May 29 17 

June 16 10 

July 23 36 

August 15 10 

September 12 18 

October 15 30 

November 31 20 

December 21 24 
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3.  Sample Import Licence  Approval  

Format 3-1 

 

Month 

 

No of Received 

files 

 

No of 

Evaluated  

 

January 124 171 

February 93 124 

March 159 104 

April 270 198 

May 128 167 

June 109 169 

July 79 111 

August 181 129 

September 136 112 

October 137 114 

November 107 89 

December 119 23 

 

23 24

44
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4. Issuing Waiver of Registration 

Format 4-1 

 

Month 

No of 

applications 

received 

 

Recommended 

 

Not 

Recommended 

January 67 35 

(Donation-21) 

29 

February 68 30 

(Donation-22) 

05 

March 33 20 

(Donation-16) 

00 

April 34 23 

(Donation-16) 

07 

May 29 25 04 

June 45 35 10 

July 66 54 

(Donation-34) 

12 

August 78 58 

(Donation-34) 

 

11 

September 99 69 

(Donation-24) 

(SPC/ICL-41) 

(CEO Minute-

04) 

00 

October 55 38 

(Donation-32) 

(SPC/ICL-05) 

01 

124
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November 45 37 

(Donation-26) 

(SPC/ICL-02) 

 

03 

December 69 44 

(Donation-31) 

(SPC/ICL-09) 

(CEO Minute-

04) 

Next Committee 

-25 

 

 

 

5. Issuing Shipment clearance 

 Format 5-1at 

Month Received 

applications 

Approved Not 

Approved 

January 27 20 07 

February 33 21 12 

March  41 33 08 

April 25 25 00 

May  44 44 00 

June  71 70 01 

July  52 52 00 

August  62 60 02 

September 30 30 00 

October  24 24 00 

November  47 47 00 

December  78 78 00 
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6. Handling Quality issues / Complaints 

27
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Received Approved

Month 

 

No of complaints 

received 

No of Batch 

Withhold 

No of Batch 

Withdrawal 

No of 

Product 

Withhold 

No of 

Product 

Withdrawal

s 

January 04 NIL NIL 03 NIL 

February 08 04 NIL NIL NIL 

March NIL NIL 01 NIL NIL 

April NIL NIL NIL NIL NIL 

May 02 NIL NIL NIL NIL 

June 01 (File Ref : 

QF/01/2022) 

NIL NIL NIL NIL 

July NIL 01(File 

No.QF/07/CP/P

7/2020) 

NIL NIL NIL 

August 01(IV set) NIL NIL NIL NIL 

September 02 (IV set – 

Unregistered  

Product  and  

Surgical Suture) 

NMRA/MD/QF

/05/CP/P7/2022 

NMRA/UR-

MD/03/2022 

NIL NIL NIL 

October Not reported NIL NIL NIL NIL 

November Not reported NIL NIL NIL NIL 

December 02 NIL NIL NIL NIL 
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7. Agency Transfer Process 

Format 7-1at 

Period 

 

No of files sent to legal 

department with 

comments 

January 26 

February 28 

March 22 

April 30 

May 36 

June 12 

July 27 

August 16 

September 27 

October 19 

November 28 

December 11 
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2.2.3 Cosmetics Regulatory Division  

 

 

 Evaluation Decisions Sample Licence Decisions 
Total 

Month FR PR Awaiting Reject Variation Approved Reject Awaiting 

January 24 84 26 3 0 6 0 0 143 

February 48 177 24 1 0 189 2 1 442 

March 60 382 39 2 13 95 11 0 602 

April 45 253 53 1 10 93 0 0 455 

May 68 101 16 2 6 34 0 0 227 

June 26 210 32 1 7 34 0 0 310 
July 29 88 36 7 15 92 0 0 267 

August 8 162 19 0 1 68 3 0 261 

September 19 207 9 0 4 8 0 0 247 

October 60 351 8 7 4 24 1 0 455 

November 110 299 16 2 7 84 0 0 518 

December 127 211 15 0 0 14 0 0 367 

Total 624 2525 293 26 67 741 17 1 4294 

 Received Sample 
Licence 

Total 
Evaluated Sample 

Licence 
Total 

Month New Additional RR New Additional RR 

January 224 29 4 176 433 73 61 3 6 143 

February 130 98 16 66 310 126 121 3 192 442 

March 235 207 4 77 523 323 163 10 106 602 

April 103 37 1 93 234 242 119 1 93 455 

May 90 113 8 53 264 61 132 0 34 227 

June 204 80 1 62 347 204 64 8 34 310 

July 94 31 0 36 161 60 115 0 92 267 

August 269 113 14 73 469 98 78 14 71 261 

September 202 44 0 10 256 176 56 7 8 247 

October 125 104 24 25 278 302 118 10 25 455 

November 186 97 1 74 358 206 205 23 84 518 

December 119 111 2 36 268 141 210 2 14 367 

Total 1981 1064 75 781 3901 2012 1442 81 759 4294 
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2.2.4 Borderline Product Regulatory Division  

 

Number of applications evaluated Number of applications sumbited to CEO's Approval 

 

 
Month 

New Additional 
 

 
RR 

 

Variati 
ons 

Formul 
ation 

Approv 
als 

 

 
S.I.L. 

 

Site 
Maste 
r Files 

New Additional 
 

 
RR 

 

Variati 
ons 

Formul 
ation 

Approv 
als 

 

 
S.I.L. 

 

Site 
Maste 
r Files 

Classific 
ation 

Registr 
ation 

Classifi 
cation 

Regist 
ration 

Classifi 
cation 

Regist 
ration 

Classifi 
cation 

Regist 
ration 

January 15 _ _ 1 _ 1 _ 8 3 15 _ _ 1 _ 1 _ 5 3 

February 26 2 _ 5 _ _ _ 3 2 12 3 _ 3 _ _ _ 3 2 

March 27 1 3 3 _ _ _ 13 _ 17 1 _ 1 _ _ _ 8 _ 

April 25 7 2 5 _ _ _ 11 _ 27 8 _ 6 _ _ _ 11 _ 

May 27 6 _ 5 _ _ _ 6 1 12 3 _ 5 _ _ _ 5 1 

June 18 5 3 3 4 1 _ 11 _ 11 5 2 7 1 1 _ 9 _ 

July 15 2 2 3 3 _ _ 22 _ 13 1 3 2 6 _ _ 22 _ 

August        29 3 5 2 1 _ 1 _ 1 _ 3 _ 1 1 _ 1 _ 1 

 

September 
 

12 
 

4 
 

3 
 

2 
 

_ 
 

_ 
 

_ 
 

9 
 

1 
 

27 
 

3 
 

2 
 

2 
 

1 
 

_ 
 

_ 
 

2 
 

1 

October 23 2 6 5 _ _ 2 6 1 12 6 2 6 _ _ 2 6 1 
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November 
 

24 
 

6 
 

8 
 

3 
 

_ 
 

_ 
 

_ 
 

7 
 

1 
 

16 
 

3 
 

4 
 

6 
 

_ 
 

_ 
 

_ 
 

3 
 

1 

 

December 
 

21 
 

6 
 

6 
 

3 
 

_ 
 

_ 
 

_ 
 

5 
 

_ 
 

15 
 

4 
 

_ 
 

3 
 

_ 
 

_ 
 

_ 
 

5 
 

_ 

Total 265 44 37 40 13 2 3 101 10 177 40 13 43 9 2 3 79 10 

Total = 505 
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300 
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Received Files 
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50 

 

 
New Additional New Additional 

Classification Classification Registration Registration 

  

Received Files 
 

Evaluated Files 
 

Backlog 

New Classification 172 265 3 

Additional Classification 55 37 _ 

New Registration 22 44 _ 

Additional Registration 47 40 _ 

Total 296 386 3 
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2.2.5 Manufacturing Regulatory Division (MFRD) 

1) GMP Audits 

A. GMP audit of local manufacturing sites 

Category Number of Requests Number of Inspections 

Medicine manufacturers 35 48 

Medical devices 
manufacturers 

24 21 

Cosmetics manufacturers 40 41 

Borderline product 
manufacturers 

01 01 

Total 90 112* 
 * Includes follow up inspections & allocations from previous year  

New local manufacturing sites/ production lines approved in year 2022 
1. Ace Healthcare (Pvt) Ltd, Horana – oral solid and liquid dosage forms , topical 

products 

2. Kelun Life Sciences (Pvt) Ltd, Pallekele, Kandy – new glass vial and ampoule line 

3. Navesta Pharmaceuticals (Pvt) Ltd – penicillin oral solid dosage forms 

4. Yaden Laboratories (Pvt) Ltd, Katunayake – small volume parenteral products 

 

B. GMP audit of overseas manufacturing sites (all medicine manufacturers) 

Number of Requests Teams approved Approval 
pending  

Inspections 
conducted 

24 11 13 08 

 
2) Approval of Foreign Manufacturing Sites 

Applications for Approval of Foreign Manufacturing Site 

Application type Received Evaluated Approved  Awaiting Rejected 

New 33 37* 18 19 Nil 

Additional 22 36* 26 10 Nil 

*Includes applications from previous year 
 

3) Formulation Approvals 

Applications for formulation approval 

Received  Evaluated Approved  Rejected Pending 

474 414 404 10 60 

 
 

4) Processing of Certificates and Licenses 

 GMP certificates CPPs Free Sales Certificates 

Requests 44 10 148 

Issued  42 08 65 

Pending 02 02 Nil* 

             *Payments not made/rejected – 83 (see annex I for summary) 
         

Manufacturing licences for products 
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1. Number of applications received   - 741 
2. Recommended and forwarded for typing - 739 

 
5) Miscellaneous Activities 

Activity Requests Letters issued Pending 

Issuing of clarification letters 544 527 07 

Recommendations for VAT/PAL 
exemption 

752 751 01 

 

I. Document Formats: 

The updated formats relevant to approval of overseas manufacturing sites were published. 

• Checklist for accepting applications for approval of an overseas manufacturer of medicines. 

(Revision 01) 

• Application for approval of an overseas manufacturer of medicines. (Revision 02) 

• Assessment form for evaluation of an overseas pharmaceutical manufacturing site. (Revision 

02) 

 

II.  Training 

Training was confined to online participations. 

• Training on GMP inspection report writing; 18.02.2022; conducted virtually by WHO 

appointed consultant, Dr. Engy Al Hosary 

• Training on desk review of manufacturing sites; 11.03.2022; conducted virtually by WHO 

appointed consultant, Dr. Engy Al Hosary 

• “Advanced Good Manufacturing Practices (GMP) Inspections” e-learning course; 07.11.2022 

– 25.11.2022; MFDS Korea/WHO. (Participant – Ms. Prabha Dayawansa) 

• PMDA ATC GMP Inspection Webinar; 25th and 26th October 2022; PMDA Japan (Participant – 

Ms. S. S. Shobia) 

 

III. Achievements: 

• Successful completion of annual risk-based GMP audit plan for year 2022 

• Re-initiation of overseas GMP audits which were held due to COVID 19 pandemic situation 

• Initiation of peer review of GMP audit reports 

 

Annex I 

 Free Sale Certificate Summary 

Manufacturer Submitted 

requests count 

Rejected/Not paid Issued certificates 

count 

4Ever Skin Naturals (Pvt) Ltd. 54 40 14 

The Swadeshi Industrial Works PLC 44 42 2 

Eco Envi Lanka (Pvt) Ltd. 1 1 0 

Unilever Sri Lanka (Pvt) Ltd. 19 0 19 

Pure Herbs Inventions (Pvt) Ltd. 2 0 2 

Janet Lanka (Pvt) Ltd. 13 0 13 

Ansell Lanka (Pvt) Ltd. 14 0 14 

Flexicare Lanka (Pvt) Ltd. 1 0 1 

Total 148 83 65 
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2.2.6 Pricing Unit 

DOSSIERS     

Total Discussed   1605 

Approved Dossiers    1482 

Negotiation Going on    123 

 

IMPORT LICENSE     

Total Received    1785 

Total Discussed    1464 

Approved Import License    1383 

Negotiation Going on    81 
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2.3  Progress of Inspection and Enforcement Division (IED) 

 

 

 

 

Recommended vehicles for Drug Transportation  
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2.4 Progress of Finance Division 

Finance Division of the National Medicines Regulatory Authority (NMRA) has made 

significant progress in streamlining its financial operations and enhancing its overall 

efficiency. Over the past few years, the division has implemented several key initiatives to 

better manage financial resources, improve transparency, and ensure compliance with 

regulatory standards. 

Additionally, the Finance Division has been successful in establishing strong partnerships 

with relevant stakeholders, such as the Ministry of Health, external auditors, and other 

government agencies. These collaborations have allowed for a better exchange of information 

and best practices, contributing to the division's continuous improvement. 

 

Plans for the future 

1. Making use of the revenue effectively to achieve organizational objectives.  

2. Completion of taking over the three vehicles given by the President's Office to the 

Authority. 

3. Conducting the annual good survey. 
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2.5  Progress of Administration Division 

        Total License Issued for the Year 2022 

 

No Catogary Total License 

1 

Medicines 

Registration 2009 

2 Import 1214 

3 Manufacture 424 

4 Sample 786 

5 

Medical Device 

Registration 2036 

6 Import 1492 

7 Manufacture 92 

8 Sample 891 

9 

Borderline 

Registration 53 

10 Import 34 

11 Manufacture 1 

12 Sample 40 

13 

Cosmetic 

Registration 2703 

14 Import 1673 

15 Manufacture 868 

16 Sample 805 

Total 15121 

 

 

2.6  Progress of Legal Division 

Total Opening Files from 21.04.2017 up to 31.12.2022  1335  

 

Number of opening files in year 2022       168 

      Total Closed Files (up to 31.12.2022) 

Closed files 2017 (21.04.2017-31.21.2017)       69 

Closed files 2018 (01.01.2018 Up to 31.12.2018)    166 

Closed files 2019 (01.01.2019 Up to 31.12.2019)    225 
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Closed files 2020 (01.01.2020 Up to 31.12.2020)    102 

Closed files 2021 (01.01.2021 Up to 31.12.2021)    221 

Closed files 2022 (01.01.2022 Up to 31.12.2022)    238            

            

  Total                               1021 

 

  Total Pending Files Up to 31.12.2022                324 

 
 

Agency Transfer Closed Files (01.01.2022 up to 31.12.2022)    

 

➢ Number of Free of charges files from (01.01.2022 – 31.12.2022)    5 

➢ Number of Payment Basic files from (01.01.2022 – 31.12.2022)  77 

➢ Total                     82 

 

       Regulations/ Gazettes issued under the NMRA Act from 01.01.2022 to 31.12.2022 

No. Gazette No Gazette Name & Description  

01 2269/11- 2022.02.28 The Medicines (Pricing of Paracetamol Tablets/Capsules 

500mg) Regulations, 2022. 

Revised retail price by thirty-five per centum (35%). Fixed 

MRP Rs. 2.30/- 

02 2271/23- 2022.03.15 Amendment to the Medicines (Ceiling on Prices) Regulations, 

2019. 

 

The Medicines (Pricing of Paracetamol Tablets/Capsules 

500mg) Regulations, 2022 published in Gazette Extraordinary  

No. 2269/11 of February 28, 2022 is hereby rescinded & 

Amendment to the Ceiling on Pricing Regulation 29% increase 

60 Medicinal Products. 

03 No. 2273/04 -

2022.03.28 

• Further amendment to the Medical Devices Pricing 

Regulations, No. 01 of 2017. (Lances)  
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• Further amendment to the Medical Devices Pricing 

Regulations, No. 05 of 2017 (Stent) 

• Further amendment to the Medical Devices (Pricing) 

Regulations, 2018 (Blood Glucose Monitoring System) 

• Amendment to the  Medical (Pricing of Medical Devices) 

Regulations No. 1 of 2021 

Revised retail price by a total twenty-nine per centum (29%) 

04 No. 2277/55 – 

2022.04.29 

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 are 

further amended. 

 

Revised retail price by a total forty per centum. (40%). 

05 No.2295/18 

2022.09.01 

• Further amendment to the Medical Devices Pricing 

Regulations, No. 01 of 2017. (Lances)  

• Further amendment to the Medical Devices Pricing 

Regulations, No. 05 of 2017 (Stent) 

• Further amendment to the Medical Devices (Pricing) 

Regulations, 2018 (Blood Glucose Monitoring System) 

• Amendment to the  Medical (Pricing of Medical Devices) 

Regulations No. 1 of 2021 

Revised retail price by a total forty per centum.  (40%) 

 

 

 

 

 

 

 

 



Dra
ft

Annual Report- 2022 

55 
National Medicines Regulatory Authority  

 Pending Court Cases (up to 31.12.2022)-Filed by the NMRA 

No. LO Number Case Status Position of the 

NMRA 

01 NMRA/LO/11/2017 Minuwangoda Magistrate 

Court Case bearing 70066 

Pending Plaintiff 

02 NMRA/LO/16/2017 Pandura Magistrate Court 

Case bearing No.07875 

Pending Plaintiff 

03 NMRA/LO/434/2018 Panadura Magistrate Court 

Case bearing No.53946 

Pending Plaintiff 

04 NMRA/LO/439/2018 Nuwaraeliya Magistrate Court 

Case bearing No.62475 

Pending Plaintiff 

05 NMRA/LO/465/2018 C.A Writ/400/2018 -Markss 

HLC (Pvt) Ltd 

Pending Plaintiff 

06 NMRA/LO/494/2019 Ampara Magistrate Court 

Case bearing No.90068 

Pending Plaintiff 

07 NMRA/LO/590/2019 Ampara Magistrate Court 

Case bearing No.92792 

Pending Plaintiff 

08 NMRA/LO/726/2019 Gampaha Magistrate Court 

Case bearing No.82460 

Pending Plaintiff 

09 NMRA/FDI/Investi/2019 Pharmace Case bering 

No.28329/05/20 

Pending Plaintiff 

10 NMRA/LO/1088/2021 Mount Lavinia Magistrate 

Court Case bearing No. 

14280/S/21 

Pending Plaintiff 

 

Pending Court Cases (up to 31.12.2022)-Filed against the NMRA 

No. LO Number Case Status Position of 

the NMRA 

01 NMRA/LO/24/2017 SC/FR/102/2016  

Lionel Guruge, CPA VS. NMRA 

Pending Respondent 

02 NMRA/LO/411/2018 CA/Writ/285/18  

Nawaloka Hospitals PLC & Others   

Pending Respondent 
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Vs.    Hon.Dr.Rajitha Senarathne 

& Others 

03 NMRA/LO/412/2018 C.A./Writ/284/2012  

Asiri Hospital Holdings PLC & 

Others Vs. Hon.Dr.Rajitha 

Senarathne & Others 

Pending Respondent 

04 NMRA/LO/465/2019 C.A/Writ/400/2018 

Markss HLC (Pvt) Ltd 

Pending Respondent 

05 NMRA/LO/707/2019 C.A./Writ/499/2019  

Markss HLC (Pvt) Ltd Vs. SPC & 

4 

Pending Respondent 

06 NMRA/LO/720/2019 C.A./Writ/517/2019 

SLCPI 3 others VS. Hon. Pavithra 

Wanniarachchi & 8 others. 

Pending Respondent 

07 NMRA/LO/731/2019 C.A./Writ/501/2019 

SLCPI Vs. Hon. Pavithra 

Wanniarachchi & 2 others. 

Pending Respondent 

08 NMRA/LO/823/2020 C.A./Writ/78/2020 

Hemas Pharmaceuticals (Pvt) Ltd 

Vs. Dr. Anil Jayasinghe & others 

Pending Respondent 

09 NMRA/LO/949/2021 C.A./Writ/417/2020 

Ace Healthcare (Pvt) Ltd and 2 

others Vs. Director General of 

Customs and 15 others. 

Pending Respondent 

11 NMRA/LO/1109/2021 SC/FR/321/2021 

Dr. Darini Rajasingham & 2 others 

Vs. Hon. Keheliya Rambukwella, 

Minister of Health & 4 others. 

Pending Respondent 

12 NMRA/LO/1116/2021 2/1130/2021 - LT Case 

F.R.Gafoor Vs. Chairman, NMRA 

Pending Respondent 
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Right to Information Act 

2022 

RT

I 

No. 

Name of 

the 

Applica

nt 

Address Teleph

one No.  

Infor

matio

n 

reque

sting 

letter 

date 

Informa

tion 

requesti

ng letter 

received 

date 

Ackn

owle

dgme

nt 

letter 

Date 

Reply date If 

Appea

l 

submit

ted, 

appeal 

letter 

date 

File 

States 

78 SLCPI No.50, 

Nawam 

Mawatha, 

Colombo 

02. 

558880

0/2421

745 

slcpi@

chambe

r.lk 

2022.

01.05 

2022.01.

05 

2022.

01.11 

2022.02.11 

 

Sent the Decision 

on 14th February 

2022 by post and 

via email. 

 

Rejection of 

information 

request under 

section 5(1) (a) of 

the No.16 of 

2016 RTI Act & 

Pending case 

before the Court. 

- Closed 

79 A. M. M. 

Rauf 

Director 

kalpentyn 

Syndicate 

Pvt Ltd 

kalpent

yn@ya

hoo.co

m 

2022.

01.25 

2022.01.

25 

2022.

01.31 

2022.03.04  Closed 

80 N.M. I.B 

Nawarat

hne 

No.55, 

Nawamora

pe, 

Maswella. 

077342

5427 

2022.

01.25 

2022.01.

27 

2022.

01.31  

2022.03.04 - Closed 

81 Maithree 

Pitawala 

No.139, 

“Sirisevena

”, 

Kanduboda

077705

88519 

maithpi

t@sltne

2022.

02.08 

2022.02.

10 

2022.

02.12 

By 

post 

Third party 

information. 

Test report 

request is sent & 

 Closed 
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, Delgoda. t.lk/mai

thpit@

gmail.c

om 

on 

14.02

.2022 

requesting the 

time period to 

provide 

information till 

23rd May 2022.  

2022.05.05 

82 Dr. 

Darini 

Rajasing

ham,  

No.12, Sir 

Marcus 

Fernando 

Mawatha, 

Colombo 7. 

077728

8393 

darini.r

aj.sen

@gmail

.com 

2022.

03.07 

2022.03.

11 

2022.

03.18 

2022.05.04 

5 (ii) (a), (b) & 

(c) –is not 

coming under the 

preview of 

NMRA 

5 (ii) (d) & (f) –

exempted 

information 

covered by Sec.5 

(1) (i) 

5 (ii) (f) - NMRA 

didn’t carry out 

any Clinical 

Trials  

 Closed 

83 Mr. 

Sandran 

Rubathee

san  

No. 08, 

Hunupitiya 

Cross 

Road, 

Colombo 

02. 

011244

79315 

srtheesa

@hotm

ail.com 

2022.

01.26 

2022.03.

11 

2022.

03.18 

  Pending 

84 Mrs. 

B.H. 

Tharika 

Virajini 

Girithalana 

(North), 

Hettipola, 

Kurunegala 

 2022.

06.01 

2022.06.

09 

2022.

06.10 

  Pending 

85 Ms. 

Namini 

Nimilam

alee 

Wijedasa 

No. 63/1, 

Ekwatte 

Road, 

Mirihana, 

Nugegoda 

077738

0158 

nwijeda

sa@gm

ail.com 

2022.

06.10 

2022.06.

10 

2022.

06.10 

2022.11.16  Closed 

86 Paralogar

aja 

Sobiya 

No.54/15, 

Karuvapula

m Lane, 

Kokuvil 

East, 

076807

9231 

sobisob

iya48@

gmail.c

2022.

09.27 

2022.10.

28 

2022.

10.31 

2022.11.15 2022.1

1.11 

Alread

y 

Closed 
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Kokuvil om provid

ed the 

request

ed 

inform

ation. 

87 Mr. Ajith 

P. Perera 

Home – 

No. 169 

A/2, 

School 

Lane, 

Bandaraga

ma        

Office – 

No.39/3, 

Dias 

Building, 

Susantha 

Mawatha, 

Panadura. 

077766

8993    

038224

5518 

ajithppe

rera@y

ahoo.co

m 

2022.

10.25 

2022.10.

28 

2022.

11.02 

2022.11.16 2022.1

1.16 

Closed 

88 Paralogar

aja 

Sobiya 

No.54/15, 

Karuvapula

m Lane, 

Kokuvil 

East, 

Kokuvil 

076807

9231 

sobisob

iya48@

gmail.c

om 

2022.

10.28 

2022.11.

02 

2022.

11.03 

  Pending 

89 Mr. 

Indika 

Rajakaru

na 

Director, 

Innomedsy

s 

Internation

al (Pvt) 

Ltd, 55-1F, 

Buthgamu

wa Road, 

Welikada, 

Rajagiriya. 

sales@i

nnomed

sys.co

m                                    

info@i

nnomed

sys.co

m 

2022.

11.17 

2022.11.

17 

2022.

11.21 

2022.12.15  Closed 

90 Thisara 

Edirithila

ka 

No.370/2D, 

Lake 

Round 

Road, Ihala 

Biyanwila, 

Kadawatha 

thisara_

himara

nga@y

mail.co

m 

 

2022.

12.01 

2022.12.

06 

2022.

12.06 

  Pending 

mailto:sales@innomedsys.com
mailto:sales@innomedsys.com
mailto:sales@innomedsys.com
mailto:sales@innomedsys.com
mailto:thisara_himaranga@ymail.com
mailto:thisara_himaranga@ymail.com
mailto:thisara_himaranga@ymail.com
mailto:thisara_himaranga@ymail.com
mailto:thisara_himaranga@ymail.com
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Address/Name Change from Local Agents 

 

Address Change 

No 
Name of the 

Company 
Previous Address Present Address Date 

1 
Reckitt Benckiser 

(Lanka) Ltd 

No.41, Laurie's Road, 

Colombo 04 

No.25, Shrubbery Garden, 

Colombo 04 
13.08.2021 

2 
Leader Pharma 

Agency (Pvt) Ltd 

No.117/15, Pierise Terrace, 

Off Peiris Mawatha, 

Kalubowila, Dehiwala 

No.120/3/D. Colombo 

Road, Raththamapitiya, 

Boralesgamuwa 

01.10.2021 

91 N.M.I.B. 

Nawarat

hne 

No.55, 

Nawamora

pe, 

Maswella 

077342

5427 

2022.

11.28 

2022.12.

15 

2022.

12.16 

2023.01.03  Closed 

92 Ms. 

Yakshith

a 

Yoganat

h 

No. 74/1, 

Polpathi 

Road, 

Kokuvil 

East, 

Kokuvil. 

077510

3180 

k.laksh

y@gma

il.com 

 

2022.

11.26 

2022.12.

22 

   Pending 

93 Mr. 

Selvarasa 

Kajendre

n  

(Member 

of 

Parliame

nt) 

No.56/7, 

Manal 

Tharai 

Lane, 

Kandhar 

Madam, 

Jaffna. 

077302

4316 

skajend

ren@ya

hoo.co

m 

2022.

11.04 

2022.12.

22 

2022.

12.23 

  Pending 

94 Mr.W.O.

Manoj 

Fernando 

No. 1b, 1st 

Lane, 

Pagoda 

Road, 

Nugegoda 

077726

3460 

2022.

12.21 

2023.01.

02 

2023.

01.03 

  Pending 

mailto:k.lakshy@gmail.com
mailto:k.lakshy@gmail.com
mailto:k.lakshy@gmail.com
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3 
Medinex (Pvt) 

Limited 

No.175/06, Nawala Road, 

Narahenpita, Colombo 05 

No.175/08, Lake Viewe 

Drive, Nawala Road, 

Narahenpita, Colombo 05 

05.10.2021 

4 
SMM Halcyon (Pvt) 

Ltd 

No.100/08, Nawala Road, 

Narahenpita, Colombo 05 

No.274, Thimbirigasyaya 

Road, Colombo 05 
06.10.2021 

5 
Lanka Therapeutics 

(Pvt) Ltd 

No.854/8C, Aluthmawathe 

Road, Colombo 15           &                                                                        

No.50A, Park Road, Hendala, 

Wattala 

No.70, Bangalawatta Road, 

Hendala, Wattala 
18.10.2021 

6 
AV Global Implex 

(Private) Limited 

Level 08, East Tower, World 

Trade Center, Colombo 01 

No.14 1/1, Sri 

Priyadarshana Mawatha, 

Colombo 10 

23.11.2021 

7 
Micro Healthcare 

(Pvt) Ltd 

No.112, Nawala Road, 

Narahenpita,Colombo 05 

No.274, Thimbirigasyaya 

Road, Colombo 05 
07.12.2021 

8 
Lanka Therapeutics 

(Pvt) Ltd 

No.854/8C, Aluthmawathe 

Road, Colombo 15           &                                                                        

No.50A, Park Road, Hendala, 

Wattala 

No.70, Bangalawatta Road, 

Hendala, Wattala 
10.12.2021 

9 

Hemsons 

International (Private) 

Limited 

No.36, Bristol Street, 

Colombo 01 

No.34-2/1, 2nd Floor, 

Hemas Building, Sir Razik 

Fareed Mawatha, 

(Previously knows as 

"Bristol Street") Colombo 

01 

23.02.2022 

10 

Somerfield 

Pharmaceuticals 

Private Limited 

No.47/2, 1st Lane, New 

Jayaweera Mawatha, 

Ethulkotte 

No.06, Bogola Court, 

Dickmans Road, Colombo 

04 

10.03.2022 

11 
Diligence Healthcare 

(Pvt) Ltd 

No.175, Parakum Mawatha, 

Bangalawatta, Kottawa 

No.92. Thalawathogoda 

Road, Pitakotte 
21.03.2022 

12 

Hyena 

Pharmaceuticals (Pvt) 

Ltd 

No.32/4, Siyane Road, 

Gampaha 

Bo.351/17, Kerewalapitiya 

Road, Hendala, Wattala 
28.04.2022 

13 
Med Solutions (Pvt) 

Ltd 

No.69/8A, Old Road, Nawala, 

Rajagiriya 

No.4-1/1, Chandra De Silva 

Mawatha, Off Pagoda 

Road, Nugegoda 

01.06.2022 

14 
Fresenius Medical 

Care Lanka (Pvt) Ltd 

No. 102, Union Place, 

Colombo 02 

No. 67A, Gregory's Road, 

Colombo 07 
14.09.2022 

15 
Infuxion Lanka 

(Private) Limited 

No. 216, De Saram Place, 

Colombo 10 

No. 51/4A, Ward Place, 

Colombo 07 
07.10.2022 

16 
Tropical Pharma 

(Private) Limited 

No. 501 F, 3rd Floor, Unity 

Plaza, Galle Road, Colombo 

04 

No. 143/2, Veediya 

Bandara Mawatha, Off 

Ambatale Road, 

Mulleriyawa North, 

Mulleriyawa, 10620 

18.10.2022 

17 
Cliniqon Biotech 

Private Limited 

No. 43B, Dharmapala 

Mawatha, Madiwela, Kotte, 

Maharagama 

No. 941/1, Jayanthi 

Mawatha, Kotte Road, 

Ethul Kotte 

17.11.2022 
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18 
Zenith Impex (Pvt) 

Ltd 

No. 61/1, M.D.H.Jayawardena 

Mawatha, Madinnagoda, 

Rajagiriya 

No. 404/4, Kaduwela Road, 

Thalangama North, 

Battaramulla 

17.11.2022 

19 
Alpha & Omega 

Diagnostics (Pvt) Ltd 

No. 32, Nanda Mawatha, 

Kandawaththa, Nugegoda 

No. 404/4, Kaduwela Road, 

Thalangama North, 

Battaramulla 

17.11.2022 

20 
Reckitt Benckiser 

(Lanka) Ltd 

No. 41, Laurie's Road, 

Colombo 04 

No. 25, Shrubbery Gardem, 

Colombo 04 
25.11.2022 

21 
SMM Halcyon (Pvt) 

Ltd 

No. 100/08, Nawala Road, 

Narahenpita, Colombo 05 

No. 274, Thimbirigasyaya 

Road, Colombo 05 
29.11.2022 

22 

Associated 

Laboratories (Private) 

Limited 

No. 73, Isipathana Mawatha, 

Colombo 05 

No. 65, Jetawana Road, 

Colombo 14 
05.12.2022 

23 
Shield Medical (Pvt) 

Ltd 

No. 240/32, Densil 

Kobbekaduwa Mawatha, 

Battaramulla 

No. 228/1, Green Side, 

Thalawathugoda Road, 

Hokandara South, 

Hokandara 

16.12.2022 

24 

Micro Healthcare 

(Pvt) Ltd 

No.112, Nawala Road, 

Narahenpita,Colombo 05 

No.274, Thimbirigasyaya 

Road, Colombo 05 
12.12.2022 

25 
Mansel (Ceylon) 

(Private) Limited 

No. 73, Isipathana Mawatha, 

Colombo 05 

No. 65, Jetawana Road, 

Colombo 14 
12.12.2022 

26 
AV Global Implex 

(Private) Limited 

Level 08, East Tower, World 

Trade Center, Colombo 01 

No. 14 1/1, Sri 

Priyadarshana Mawatha, 

Colombo 10 

05.01.2023 

27 
Nextgen Healthcare 

(Pvt) Ltd 

No.17, Parakum Mawatha, 

Jayanthipura, Battaramulla 

No.15, Rathnayaka 

Mawatha, Pelawatta, 

Battaramulla 

24.01.2023 

28 
Zydus Lanka 

(Private) Limited 

Level 26 & 34, World Trade 

Centre, Echelon Square, 

Colombo 01 

Level 12, Parkland 

Building, No 33, Parl 

Street, Colombo 02 

07.02.2023 

 

Name Change 

No 
Request Name of 

the Company 
Previouss Name Present Name  Date 

1 
M/S Micro 

Healthcare (Pvt) Ltd 

Kamazu (Pvt) Ltd, No.135, 

16th Lane, College Street, 

Kotahena, Colombo 13 

M/S Micro Healthcare 

(Pvt) Ltd, No.112, 

Nawala Road, 

Narahenpita, Colombo 05 

26.11.2020 

2 

Softlogic 

Pharmaceuticals 

(Pvt) Ltd 

Lifeline Pharmaceuticals 

(Pvt) Ltd, No.2, Andarewatta 

Road, Kirulapone, Colombo 

05 

Softlogic 

Pharmaceuticals (Pvt) 

Ltd, No.14, De Fonseka 

Place, Colombo 05 

11.06.2021 

3 Morrison PLC 
M S J Industries (Ceylon) 

(Private) Limited 
Morrison PLC 30.01.2019 

4 Morison Limited 

Morison Plc, No.620, 

Biyagama Roada, 

Pethiyagoda, Kelaniya 

Morison Limited, 

"Hemas House", No.75, 

Braybrooke Place, 

Colombo 02 

22.06.2022 
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5 
George Steuart 

Ethicals (Pvt) Ltd 
Seri Naturals (Pvt) Ltd 

George Steuart Ethicals 

(Pvt) Ltd 
28.04.2022 

6 
SQ Marketing (Pvt) 

Ltd 
SQ Marketing SQ Marketing (Pvt) Ltd 24.05.2022 

7 Morrison Limited 

Morrison PLC, No.620, 

Biyagama Road, Pethiyagoda, 

Kelaniya 

Morrison Limited, “Hemas 

House", No.75, 

Braybrooke Place, 

Colombo 02 

20.06.2022 

8 

Softlogic 

Pharmaceuticals 

(Pvt) Ltd 

Lifeline Pharmaceuticals 

(Pvt) Ltd, No.2, Andarewatta 

Road, Kirulapone, Colombo 

05 

Softlogic 

Pharmaceuticals (Pvt) 

Ltd, No.14, De Fonseka 

Place, Colombo 05 

12.08.2022 

9 
Diligence Global 

(Pvt) Ltd 

Diligence Healthcare (Pvt) 

Ltd 
Diligence Global (Pvt) Ltd 07.09.2022 

 

 

2.7 Progress of Human Resources Division 

Cadre Information as at: 2022.12.31 

Table 01 

Designation Salary Code 
Service 

Level 

DMS 

Approved 

Cadre 

            Existing Cadre   

P
er

m
a

n
en

t 

C
o

n
tr

a
ct

 

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 General  HM 2-1-2016 1 1 - - - - 1 - 

Director   HM 1-1-2016 1 4 - - - - 1 - 

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

Medical Officer MM 1-3-2016 1 4 - - - - - - 

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

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

Assis. Director/Deputy 

Director MM 1-1-2016 1 6 - - - - 1 - 

Assis. Director/Deputy 

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

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

Legal Officer MM 1-1-2016 1 1 - - - - - - 

Pharma. Analyst MM 1-1-2016 1 13 * 12 - - - 6 - 

Pharmaceutical Assessor MM 1-1-2016 1 30 - - - - - - 

Assis. Pharmaceutical 

Assessor JM 1-1-2016 2 40 - 28 - - - - 

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

Costing Officer MA 5-2 2016 2 5 - - - - - - 
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Pharmacist **  3 - - - - 1 36 - 

Development officer MA 3- 2016 3 10 - 6 - - - - 

Drug Inspector MA 5-1 2016 3 20 - - - - 2 - 

Tech. Officer (Civil) MA 2-2-2016 3 1 - - - - - - 

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

Management Assistant MA 1-1-2016 3 43 10 41 - - - - 

Driver PL 3-2016 4 10 - 4 - - 2 - 

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

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

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

K.K.S PL 1-2016 4 30 - 23 - - - 3 

   235 22 105 0 1 49 3 

 

* The post of Pharmaceutical Analyst has been approved to be abolished when the 

Pharmaceutical Analysts who are currently in service leave the Authority. 

**   The post of pharmacist has been suppressed with effect from 2020.11.03 and the 

pharmaceutical Assessor and Asst. pharmaceutical assessor posts are established instead of 

that suppressed post. But pharmacists under the Ministry of Health are employed until 

recruited for these new posts. 

Table 02 

Service Level 
Approved 

Cadre 

Existing 

Cadre 

Senior 76 11 

Tertiary 46 29 

Secondary 85 86 

Primary 50 32 

Total 257 158 

 

• Recruitment Details for the year 2022 

Position Appointed Date Number of 

positions filled 

Chief Executive Officer 2022.07.18 01 

Assistant Pharmaceutical Assessor  2022.01.05 01 

Management Assistant 2022.01.03 01 

Driver (Multipurpose development 

Task force) 

2022.03.18 02 

Karyala Karya Sahayaka 

(Multipurpose development Task 

force) 

2022.03.18 07 

 12 
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• Published advertisements for recruitments 

Position Number of 

Vacancies 

Legal Officer 01 

Driver  

Electrician 01 

Plumber 01 

Karyala Karya Sahayaka  

 

• Interviews held 

Position Date 

Director (HR) 24.08.2022 

Internal Auditor 24.08.2022 

Legal Officer 31.08.2022 

Development Officer 29.08.2022 

30.08.2022 

Technical Officer 12.09.2022 

13.09.2022 

 

• Identify the necessities of staff of the Authority in relation to restructuring the positions of 

the Authority and developing an organogram for the National Medicines Regulatory 

Authority.  

• Provided Training opportunities to fourteen (40) students referred by institutes.  

• Confirm the service of NMRA employees after completing their probation periods. 

Accountant (1) 

Development Officer (07) 

Management Assistant (12) 

Driver (01) 

• Bonus payment to all employees as per the PED circular  

• Issued service letters and miscellaneous letters, cadre reports as requested by employees 

and other institutions. 

• Payment of Annual increment of Authority staff and recommend annual increment of 

ministry staff. 

• Conducted an attitude development outdoor training program for the NMRA staff 

31.12.2022 
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2.8 Progress of ICT Division 

Summary of the of Tasks Completed 
 

No Tasks 
No of Tasks Completed during the 

period 

01 Printer issues 179 

02 Software Installations 30 

03 Network Troubleshooting 138 

04 Web Site updates 36 

05 
Systems testing (Medicine Database, Licence 

and Certificated Issuing System etc.) 
16 

06 
Laptops, Desktop PC repairing and hardware 

troubleshooting. 
133 

07 Technical support for the virtual meetings 107 
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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 

This payroll 

software 

package is not 

used in the 

Authority. 

 

4 Preparation of Annual Action Plan     

4.1 Preparation of Annual Action Plan  Compliant   

4.2 Preparation of Annual Internal Audit Plan  Compliant   

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  

Compliant   

5 Audit Quarries     

5.1 

Having answered for all the audit queries 

mentioned by the auditor general on the 

due date which has been fixed by him  

Compliant     

6 Internal Audit     



Dra
ft

Annual Report- 2022 

112 
National Medicines Regulatory Authority  

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) 

Compliant   

6.2 
Having responded to each internal audit 

within a month of time  
Compliant   

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  

Compliant   

6.4 

Submitting copies of all the internal audit 

reports to the Auditor General in 

accordance with the financial regulations 

134(3) 

Compliant   

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   

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  

Compliant   
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8.4 

Should have made excesses, deficiencies 

and other recommendations revealed in 

the annual board of survey during the 

period mentioned in the circular  

Compliant   

8.5 
Disposal of the unserviceable items in 

terms of FR 772 
Compliant   

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     

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 
Compliant   
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balances revealed and adjusted in the 

bank reconciliation statements and settled 

those balances within a period of one 

month. 

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 
Compliant   

12.3 
should have settled the outstanding debt 

balance being for more than one year 
Compliant   

13 General Deposit Account    

13.1 
Should have acted in accordance with FR 

571 with regard to the expired deposits 
Compliant   

13.2 
Updating and maintaining the control 

account for the general deposit accounts 
Compliant   

14 Imprest Account    

14.1 

Should have forwarded the cash book 

balance to the treasury operations 

department, at the end of the year under 

review 

Compliant   

14.2 

Interim imprest issued under FR 

371,having been settled within one month 

after the completion of particular work 

Compliant   

14.3 

Having issued the interim imprest at 

present not exceeding the approved limit 

in terms of FR 371 

Compliant   

14.4 

Doing reconciliation of imprest account's 

balance with treasury book, monthly 

 

Not applicable   
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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   

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 
Compliant   
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with the provisions of the circular 

No.05/2018 and 05.2018 (1) of the 

Ministry of  Public Administration and 

Management  

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 

Compliant   

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  

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    

 

 

____________________________________ 


