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Message of the Chairman 

 

I am pleased to present the Annual Report for the year 2019 of the National Medicines 

Regulatory Authority, which is an independent body of the Ministry of Health and Indigenous 

Medicine Services. The main function of this institute is to check the quality, safety, efficacy, 

and affordability of   All drugs, medical devices, borderline products, and cosmetics following 

the National Drug Policy that has been consumed by the public. 

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 especially inadequate human resources. The National Medicines Regulatory 

Authority is proud to have the National Drug 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, to become financially stable by 2017 and to be 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 by developing human 

resources wisely. 

 

 

Prof Asita de Silva 

Chairman 

National Medicine Regulatory Authority 
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Message of the Chief Executive Officer 

 

I being the CEO of one of the fastest growing Drug Regulatory Authority in South Asia, the 

NMRA, feel very proud to present its Annual Report 2019. 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. All of us together developed 

and agreed on a five-year corporate plan to be guided by. We are very likely to be directed and 

guided by our visionary leaders Hon Dr. Rajitha Senaratne the Minister of Health Nutrition and 

Indigenous Medicine, Prof. Asita De Silva the Chairman, NMRA and the Board of members 

of the Authority. 

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 which is a major qualification for a drug regulator to be recognized by WHO. 

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 without the contribution of the 

General Treasury of Sri Lanka. And also, I feel very proud that, National Medicine 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 authority. I am fully committed to achieving that goal by 

improving operational productivity, improving financial performance and independence, 

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

operational productivity. 

 

 

Dr. Kamal Jayasinghe 

(MBBS, DFM, MSc-Med, Admin, MCMA, MBA, DIPPCA) 

Chief Executive Officer/ Director General 

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-

autonomous 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.  

At the start of NMRA, organization structure was not properly recorded but, following 

divisions were identifiable in it. 

• National Medicines Quality Assurance Laboratory (NMQAL) 

• Pharmaceutical Regulatory Division 

• Inspectorate and Enforcement Division 

• Finance Division 

• Administration Division 

• Legal Division 

• Information, Communication and Technology Division 
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Accordingly, there are several committees to assist for the decision making process. Those 

committees are responsible for evaluation of Medicines (MEC), Medical Devices (MDEC), 

Borderline Products (BPEC), Clinical Trials (SCOCT) and Pricing (Pricing Committee) for 

regulating the market price to ensure safety, quality & efficacy of all those medicinal items 

make them available at an affordable price for the public. In addition, there is an Appeal 

Committee open to the public and Advisory Committee to oversee the implementation of 

NMRA Act. 

Further, NMRA act upon Good manufacturing practices (GMP), Good Distribution Practices 

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

 

 

1.2  Vision, Mission, Objectives of the Organization 

 

1.2.1 Vision of the Organization 

 

 

 

 

 

 

1.2.2 Mission of the Organization 

 

 

 

 

 

 

 

 

 

 

“Improve access to quality assured medicines and healthcare products” 

“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 Objects 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. 
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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  

• 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  Cadre Availability 

Category 

of 

employees 

Post 
Approved 

Cadre 
Actual Cadre 

Vacancies 

/ Excess 

Senior 

level 

Director General 01 01 - 

 Director 04 01 03 

 Director (Human 

Resources) 

01 - 01 

 Medical Officer 04 - 04 

 Accountant 01 01 - 

 Internal Auditor 01 - 01 

 Assistant Director/Deputy 

Director 

06 01 05 

 Assistant Director/Deputy 

Director (ICT) 

01 01 - 

 Cost Accountant  01 - 01 

 Legal Officer 01 01 - 

 Pharmaceutical Analyst 13 06 - 

Tertiary  

Level 

Administrative Officer 01 01 (Acting) 01 

Costing Officers 05 - 05 
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Secondary 

Level 

Pharmacists 70 52 (temporary 

/secondment) 

70 

 Development Officers 10 07 03 

 Drug Inspector 20 03 (secondment) 20 

 Technical Officer (Civil) 01 - 01 

 ICT Assistant 01 01 (Secondment) 01 

 Management Assistant 43 + 

(contract 

basis 10) 

23 (Permanent Basis)  

04 (Secondment) 

02 (Contract) 

20 

Primary Driver 10 08 (03 Secondment) 

05 (Permanent) 

05 

 Plumber 01 01 - 

 Electrician 01 01 - 

 Lab Assistant 08 02 (Secondment basis) 08 

 Karyala Karya Sahayaka 30 24  06 

 Total 245 141 155 

 

1.5  Divisions under the NMRA 

 

For the smooth functioning of the NMRA, it has following divisions. 

1. National Medicines Quality Assurance Laboratory (NMQAL) 

2. Pharmaceutical Regulatory Division 

3. Inspectorate and Enforcement Division 

4. Finance Division 

5. Administration Division 

6. Legal Division 

7. Information and Communication Technology (ICT) Division 
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1.5.1 National Medicines Quality Assurance Laboratory (NMQAL) 

1.5.1.1 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 Drug 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. 

 

1.5.1.2 Divisional Chart of NMQAL: 
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1.5.1.3 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 

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

necessary as decided by the NMRA. 

 

1.5.2. Pharmaceutical Regulatory Division 

1.5.2.1 Introduction 

In addition, to the responsibility of regulating medicines, medical devices and borderline 

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

view of safely, efficacy, quality and price 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.  
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1.5.2.2 Divisional Chart of the Pharmaceutical Regulatory Division 

 

 

 

 

 

 

 

 

 

1.5.2.3 Functions of Pharmaceutical Regulatory Division 

 

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

under NMRA act including; 

• Pharmaceutical manufacturing sites locally and internationally. 

• Evaluation, register and issue Import Licenses of new medicines, medical devices 

and borderline products 

• Price Regulation 

• Regulation of Island wide Pharmacies 

• Pharmacovigilance 

 

1.5.3 Inspectorate and Enforcement Division 

1.5.3.1 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.  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).  

Chief Pharmacist  

Pharmacist   

DO  

MA 

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

duties which require constant contact with others.  

 

1.5.3.2 Divisional Chart of the Inspectorate and Enforcement Division 

 

 

 

 

 

 

 

 

1.5.3.3 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 

• 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 

 

 

 

 

 

Chief F&DI   

F&DI 

MA  

KKS 
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1.5.4  Finance Division 

1.5.4.1 Introduction 

Finance division of NMRA has commenced its activities from the 01.01.2016. As planed in 

2016, 2017 and 2018 new staff has recruited with two development officers and eight 

management assistants. Accordingly, members of finance division have increased to sixteen 

including Accountant, two development officers, eight management assistants, three trainees, 

one contract basis member and one KKS. 

 

1.5.4.2 Divisional Chart of the Accounts Division 

  

 

 

 

 

 

 

 

 

1.5.4.3 Functions of the finance division 

• Receiving all revenue through eighteen revenue streams. 

• Preparing final accounts  

• Preparing the budget 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 matters 

• Procurement activities  

 

 

 

 

 

 

Accountant  

DO  

MA 

KKS 
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1.5.5 Administration Division 

1.5.5.1 Introduction 

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 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. It helps the organization 

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

with other institutes as well. 

 

1.5.5.2 Divisional Chart of the Administration Division 

 

 

 

 

 

 

 

 

 

 

1.5.5.3 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. 

Administrative Officer 

Chief Clark 

DO 

MA 

KKS 
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• 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 staff ID cards 

 

1.5.6      Legal Division 

1.5.6.1  Introduction 

Legal Division could be introduced as one of the main areas within the scope of the National 

Medicines Regulatory Authority (NMRA) which is established in the year 2017. The Legal 

Division of the NMRA plays a key role in formulating legislation under the NMRA Act no 05 

of 2015 related to the Governance of importers, manufacturers, distributors, wholesalers and 

retailers of medicines, medical devices, borderline products and cosmetics.  

 

1.5.6.2 Divisional Chart of the Legal Division 

 

 

 

 

 

 

 

Legal Officer  

DO  

MA 

KKS 
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1.5.6.3 Main Functions of the Legal Division 

• Recommend appropriate amendments to the NMRA Act No 5 of 2015 pertaining to 

medicines, medical devices, borderline products and cosmetics 

• Review emerging guidelines/ regulations and adopt to suit to the Sri Lankan context 

• Improve/amend the current regulations in order to achieve an effective and efficient 

regulatory system in Sri Lanka 

• Carry out Transfer of marketing authorization holders 

• Obtain legal advice from the Attorney General’s Department and provide legal advice 

• Handle/ Coordinate applications regarding the Right to Information Act 

 

1.5.7  Information and Communication Technology (ICT) Division  

 

1.5.7.1 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. 
 

1.5.7.2 Divisional Chart of the ICT Division 

 

 

 

 

 

Assistant Director/ICT 

Development Officer 

MA 

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) 

Purchased following laboratory equipment worth Rs 55465060.00. 1) High Performance 

Liquid Chromatography (HPLC), 2) Potentiometric Titrator, 3) Vacuum Oven, 4) 

Refractometer 5) Ultrasonic cleaner, 6) Laboratory Shaker, 7) Dehumidifier 8) Horizontal LAF 

cabinet 9) Manual Dimension Tester and 10) Visual Leak Tester. 

NMQAL officers participated local and Foreign GMP inspections 

Dr. Sucheta Banerjee from India conduct a three-day workshop (14th to 16th Feb 2018) to 

upgrade its set up and build an extended (or new) facility or add up facility so that it develops 

into high end Quality Assurance Laboratory for NMRA. 

WHO Benchmark implementation – 04th June 2019 

Following Training Programs were planned for NMQAL staff. 

• Fire awareness and demonstration of firefighting- to NMQAL staff on 20th June 2019 

and 27th June 2019. 

• Occupational Health Safety- to NMQAL staff on 25th July 2019 

• ISO 17025 – To NMQAL staff –26th July 2019 

• ISO 9001 – To NMQAL staff – 22nd July 2019 

• Measurement Uncertainty – To Technical Staff NMQAL – 21st Nov 2019 

WHO benchmark Assessment – Nov. 2019 

ISO 17025 application submitted to Sri Lanka Accreditation Board (SLAB)  

NMQAL officers participated local and Foreign GMP inspections  
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BPharm and BSc (pharmacy) undergraduates, from University of Ruhuna, University of 

Peradeniya, University of Colombo, University of Sri Jayawardanapura, Kothalawala Defense 

Academy and Open University were trained. 

 

Plans for future: 

1) Recruit of highly qualified competent technical staff with various scientific 

backgrounds and other supportive staff. 

2) Develop an organizational chart for NMQAL aligned with the NMRA organizational 

structure. 

3) Re-start the analyses of more samples at the post marketing stage. 

4) Develop a maintenance procedure for sophisticated and highly sensitive analytical 

equipment as the support provided by the local agents are inadequate. 

5) Establish a separate purchasing unit at NMRA to procure all laboratory needs 

(Equipment, chemicals, solvents, reagents, primary and other standards, glassware and 

other accessories etc.) 

6) Strengthen the internal communications/procedures/support for a better service. 

7) Develop the laboratory activities to achieve ISO 17025 accreditation and/or to obtain 

WHO prequalification states. 

Sample Type Pass 
Fail /WH 

/WD 

Already 

WD 
Not Done Total  

Complaint 90 88 5 32 215 

Formal 40 2 - 16 58 

Informal 18 3 - 1 22 

Lab Request 1 0 - - 1 

Manu.Request - - - - 0 

Registration 45 14 - 1 60 

SPC Tender 14 2 - - 16 

Others 16 5 - - 21 

Surveillance 36 12 - - 48 

 260 126 5 50 441 
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 No. of certificate of Quality issued  = 441-50 

       =      391 

  

 No. of failure report issued   =     126 

 

 Percentage (%) of quality failure from the 

 Report issued in 2019    =      32 

 

 

2.2  Progress of Pharmaceutical Regulatory Division 

Routine duties of Pharmaceutical Regulatory Division are completed with maximum efficiency 

despite of low human resource availability. All the regulatory works are done by all regulatory 

pharmacists with multiple job roles to carry out the responsibilities of NMRA. Discussions was 

made to develop teams on different job roles for the year. 

 

Plans for future 

1) Recruiting the required human resources (Pharmacists, Management Assistants, KKS)  

2) Subdivision of the division to create teams of similar job roles to improve efficiency 

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

the efficiency of the division 

 

2.3  Progress of Inspection and Enforcement Division 

Since the prime objective of the NMRA is to ensure safety, quality and efficacy of medicinal 

products in the island I.E.D is actively motivated in according to the above objectives. 

Identification of various violations and initiate the legal actions are mainly preformed. 

The law is implemented by this division to protect consumers. Officers of this unit are closely 

working with the other law enforcement agencies (Police/Custom/Army/NDDCB) to protect 

consumers. 
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Implementation of Price Regulations - 2019 

 

Serial 

No. 

Place/District Nature of the 

offence 

Action taken 

Court Result 

(Fine) 

Paper 

Advertisement 

01 Badulla Selling 

Pregablin 

150mg capsules 

exceeding the 

price. 

Badulla Rs. 

10,000.00 

Yes 

02 Badulla Selling 

Glimepiride 

1mg tablets 

exceeding the 

price. 

Badulla Rs. 

35,000.00 

No 

03 Bandarawela Selling 

Pregablin 75mg 

capsules 

exceeding the 

price. 

Bandarawela Rs. 

10,000.00 

No 

04 Bandarawela Selling Gabila 

75mg capsules 

exceeding the 

price. 

Bandarawela Rs. 

10,000.00 

No 

05 Bandarawela Selling Seromax 

capsules 

exceeding the 

price. 

Bandarawela Rs. 

10,000.00 

No 

06 Bandarawela Selling 

Pregablin 

150mg capsules 

exceeding the 

price. 

Bandarawela Rs. 

10,000.00 

Yes 

07 NMRA Selling Losartan 

tablets 

exceeding the 

price. 

Fort   Rs. 

75,000.00 

Yes 
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No Violation Place & Fines imposed 

 

 Total 

Cases 

Total  

Fines (Rs) 

NMR

A 

area 

Fines  

imposed 

 

 

Other 

areas 

Fines  

imposed 

  

01 Violations identified with regard to 

abusive medicines  

(Tramadol & Pregablin etc) 

106 1,516,500.00  17 1,315,000.00 123 2,831,500.00 

         

02 Selling  medicines without Direct 

Supervision of the Pharmacist -120(3) 

02 45,000.00  01 1,500,00.00 03 1,950,00.00 

03 Storing  smuggled medicines  

(106 (1)  

04 500,000.00  04 

(Pending-

02) 

90,000.00 08 5,900,00.00 

04 Selling price controlled medicines, 

exceeding the  Maximum Retail price 

(MRP) 

01 75,000.00  05 70,000.00 

 

06 145,000.00 

05 Carrying on a pharmacy without a 

license  

03 130,000.00  10 5,500,00.00 13 6,800,00.00 

06 Selling  medicines without a 

prescription 

01 20,000.00  06 3,85,000.00 07 1,350,00.00 

07 Importing unregistered Devices 01 10,000.00  - - 01 10,000.00 
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08 Importing unregistered Borderline 

products 

01 25,000.00  - - 01 25,000.00 

09 Storing  Borderline products without a 

license 

01 25,000.00  - - 01 25,000.00 

10 Storing  medicines without a license 02 2,750,00.00  - - 02 2,750,00.00 

11 Selling  expired medicines 02 65,000.00  01 100,000.00 03 165,000.00 

12 Storing  Physicians’ Samples 01 50,000.00  - - 01 50,000.00 

13 Transporting medicines without a 

transport license 

01 25,000.00  - - 01 25,000.00 

14 Manufacturing Medicines without a 

manufacturing license 

01 50,000.00  - - 01 50,000.00 

15 Manufacturing unregistered medicines 01 50,000.00  - - 01 50,000.00 

16 Re-packing expired medicines 01 50,000.00  - - 01 50,000.00 

17 Storing medicines under insanitary 

conditions 

- -  06 2,750,00.00 06 2,750,00.00 

18 Issuing wrong medicines 01 5000.00  02 

(Pending-

01) 

35,000.00 03 40,000.00 

19 Seizure of State-owned medicines at 

Pharmacies  

- -  03 85,000.00 03 85,000.00 
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20 Not operating the Pharmacy, under Air 

Conditioning  

- -  05 4,650,00.00 05 4,650,00.00 

         

 Total fines imposed  2,921,500.00   3,520,000.00  Rs 6,441,500.00 

 Total number of cases filed 131 -  54 - 185 Cases  

 

• Note - NMRA Area-CMC, MC- Kotte, MC-Dehiwala /Mt.Lavinia, MC-Moratuwa,    

Other areas- Details sent by FDII in  Ampara, Puttalam, Matara, Batticola & Matale Districts only, included in this table. 
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Implementation of Price Regulations – 2019 

Serial 

No. 

Place/District Nature of the offence Action taken 

Court Result (Fine) Paper 

Advertisement 

01 Badulla Selling Pregablin 150mg capsules exceeding the 

price. 

Badulla Rs. 10,000.00 Yes 

02 Badulla Selling Glimepiride 1mg tablets exceeding the 

price. 

Badulla Rs. 35,000.00 No 

03 Bandarawela Selling Pregablin 75mg capsules exceeding the 

price. 

Bandarawela Rs. 10,000.00 No 

04 Bandarawela Selling Gabila 75mg capsules exceeding the 

price. 

Bandarawela Rs. 10,000.00 No 

05 Bandarawela Selling Seromax capsules exceeding the price. Bandarawela Rs. 10,000.00 No 

06 Bandarawela Selling Pregablin 150mg capsules exceeding the 

price. 

Bandarawela Rs. 10,000.00 Yes 

07 NMRA Selling Losartan tablets exceeding the price. Fort   Rs. 75,000.00 Yes 
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   NMRA Area - CMC, Kotte MC, Moratuwa MC, Dehiwala-Mount Lavinia MC. 
 Other Areas – Batticaloa, Matale, Matara, Puttalam. 
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   NMRA Area - CMC, Kotte MC, Moratuwa MC, Dehiwala-Mount Lavinia MC. 
 Other Areas – Batticaloa, Matale, Matara, Puttalam 
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2.4  Progress of Finance Division 

Acting Accountant has headed the division for three months until a new accountant was 

recruited in October 2019. Also Quick Book software was upgraded with 15 accesses. And 

actions have taken to correct the mistakes as guided by the general audit. 

Finance division started its activities including receiving and confirming payments via e-

NMRA system. 

Plans for the future  

1. Accounts to be handled by the NMRA and make use of the revenue effectively to 

achieve organizational objectives 

 

2.5  Progress of Administration Division 

Routine administrative and management duties were carried out. Staff welfare was looked into. 

Administrative assistance was extended to all the divisions to continue with the primary duties 

of them to achieve organizational goals. 

In addition, as the main function of the Administration Division the licenses and Registration 

Certificates are issued as follows; 
 

No Certificate Type 2019 

1 Medicine Registration 2531 

2 Medicine Import 511 

3 Medicine Manufacture 276 

4 Medicine Sample 1099 

5 Medical Device Registration 1463 

6 Medical Device Import 325 

7 Medical Device Manufacture 54 

8 Medical Device Sample 1460 

9 Cosmetic Registration 2175 

10 Cosmetic Import 279 

11 Cosmetic Manufacture 217 

12 Cosmetic Sample 1759 
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13 Borderline Registration 35 

14 Borderline Import 4 

15 Borderline Manufacture - 

16 Borderline Sample 103 

 TOTAL 12291 
 

 

Plans for future 

1) Human resource is planned to be improved further to improve efficiency of the 

organization. 

2) Organizational structure to be finalized and necessary alterations to be made according 

to the government guidelines. 

3) Separate divisions to be established for Human Resources. 

 

2.6 Progress of Legal Division 

➢ Total Closed Files (up to 31.12.2019) 

  

            Closed files 2017 (21.04.2017-31.12.2017)                                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 

             Total                                                                                           460 

     

➢ Agency Transfer Closed Files                                                                           130 

 

Number of Free of charges files from (01.01.2019 – 31.12.2019)                  15                                                                                                                            

Number of Payment Basic files from (01.01.2019 – 31.12.2019)                 115 

                Total                               130                                                                                                                                                                                                                          

 

➢ Agency Transfer Total Income  

  

             (From 01.01.2019 – 31.12.2019)                                                 Rs. 46,968,696.00 

 

 



Annual Report- 2019 

33 
National Medicines Regulatory Authority 

 

The performance summary of Legal Division is undermentioned. 

Regulations/ Gazettes issued under the NMRA Act from 01.01.2019 to 31.12.2019. 

 

Pending Court Cases (up to 31.12.2019) – Filled by the NMRA 

 

NO LO Number CASE Status  Position 

of the 

NMRA 

1 NMRA/LO/10/2017 මීගමුව මහ ේස්ේ්රා් අධිකරණහේ J93933 

නඩුහේ මූලික විහරෝධතා ස්ම්බන්ධව නීති 

උපහෙස්ේ පැතීම(.MTS / FDI /LA/ 2011) 

Pending Plaintiff 

2 NMRA/LO/11/2017 මිනුවන්හගාඩ මහ ේස්ේ් රා් අධිකරණ නඩු  

අංක 70066 (LO/415/11) 

Pending Plaintiff 

3 NMRA/LO/12/2017 මීගමුව මහ ේස්ේ්රා් අධිකරණය  K 13644  

(LO/321/13) 

Pending Plaintiff 

4 NMRA/LO13/2017 මතුගම  මහ ේස්ේ්රා් අධිකරණය අංක 

71118/11     (MTS /FDI / Legal /2014) 

Pending Plaintiff 

6 NMRA/LO/15/2017 ව්තල මහ ේස්ේ්රා් අධිකරණහේ විභාග 

වන අංක  : 45379/09 ෙරණ නඩුව 

(LO/213/14) 

Pending Plaintiff 

No. Gazette No Gazette Name 

1 2110/08 - 11.02.2019 Amendment to the item 4 of 2086/37  

2 2114/54 - 15.03.2019 Amendment to the Medical Device Pricing 

Regulation 14.4% increase Medical Device 

3 2123/35 -15.05.2019 Amendment to the Ceiling on Pricing Regulation 

14.4% increase Medicinal Products 

4 2145/1 – 14.10.2019 National Medicines (Registration and Licensing of 

Medicine) Regulations, 2019 

5 2145/2 – 14.10.2019 National Medicines (Clinical Trials) Regulations, 

2019 

6 2146/3 - 21.10.2019 Pricing Regulations, 2019 

7 2149/25 -14.11.2019 The Regulations for the Issue of Lot Release 

Certificate for Vaccines and Sera, No. 1 of 2019 
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7 NMRA/LO/24/2017 SC(FR)Application No:102/2016 vs 

NMRA, Consumer Affairs Authority 

Rishad Bathiudeen,Mano Ganeshan, 

Pro.Daya Edirisinghe, AG                                                 

Appropriate use of Languages for 

Labelling Drugs in Sri Lanka                                                                    

Pending Plaintiff 

8 NMRA/LO/162/2017 නීති උපහෙස්ේ ලබා ගැනීම ප්රතිහ ෝධන 

හප්ස්ම අංක HDRA/118/09 

Pending Plaintiff 

9 NMRA/LO/434/2018     පානදුර අධිකරණහේ  M/C 53946 Pending Plaintiff 

10 NMRA/LO/439/2018 බටහිර ඖෂධ නඩුව 

නඩු අංක   : 62475 නුවරඑළිය  

මහ ේස්ේ් රා් අධිකරණය 

Pending Plaintiff 

11 NMRA/LO/494/2019 අම්පාර අධිකරණහේ                                                                                                                                                

M/C 

90068                                                                                                                                                                                                                                   

Pending Plaintiff 

12 NMRA/LO/590/2019                                                                                                                                                                                                               

අම්පාර අධිකරණහේ                                                                                                                                                                                       

M/C  92792            

Pending Plaintiff 

13 NMRA/LO/726/2019 Case No.82460 Gampaha MC Pending Plaintiff 

 

Pending Court Cases (up to 31.12.2019) – Filled against the NMRA 

 

NO LO Number CASE  Status  Position of 

the NMRA 

1 NMRA/LO/121/2017 බස්ේනාහිර පළා් හකාළඹ  වාණිජ  

ම ාධිකරණ නඩු අංක : -

එච්.සි(සිවිල්)425/2017/mn  (B.J 

ඉන්ටනැෂනල් පුද් .ස්මාගම 

Pending Respondent 

2 NMRA/LO/411/2018 Nawaloka Hospitals PLC & Others   

Vs    Hon.Dr.Rajitha Senarathne & 

Others 

C.A. (Writ) Application No.285/18 

Pending Respondent 

3 NMRA/LO/412/2018 Asiri Hospital Holdings PLC & 

Others Vs Hon.Dr.Rajitha 

Senarathne & Others 

C.A. (Writ) Application 

No.284/2012 

Pending Respondent 
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4 NMRA/LO/465/2019 C.A Writ/400/2018 -Markss HLC 

(Pvt) Ltd 

Pending Respondent 

5 NMRA/LO/518/2019 CA Writ Case No. 80/2019 - CCL 

Pharmaceuticals Lanka (Ltd againts 

National Medicines Regulatory 

Authority & Others                                                                                       

Pending Respondent 

6 NMRA/LO/553/2019 CA Writ 124/2019 - Markss HLC 

(Pvt) Ltd 

Pending Respondent 

7 NMRA/LO/562/2019 CA Writ 196/2019      -       CCL 

Pharmaceuticals Lanka VS NMRA 

Pending Respondent 

8 NMRA/LO/707/2019 C.A. Writ/499/2019 Markss HLC 

(Pvt) Ltd against SPC & 4 

Pending Respondent 

9 NMRA/LO/720/2019 C.A/ Writ/517/2019 Pending Respondent 

 10 NMRA/LO/731/2019 CA/Writ/501/2019 Pending Respondent 

11 NMRA/LO/734/2019 Case filed by Weerakoon 

Mudiyanselage Bisomanike 

Jayathunga & another against 

Hon.Minister & 34 others 

Pending Respondent 
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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 

Human Resource Profile 

 

5.1 Cadre Management 

 

 Approved Cadre Existing Cadre Vacancy 

Senior Level 34 12 22 

Tertiary Level 6 1 5 

Secondary Level 155 92 63 

Primary Level 50 36 14 

TOTAL 245 141 104 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


