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1. Purpose:  

Purpose of this document is to describe the procedure for issuing sample licences.  

 

2. Scope: 

This procedure applies for issuing sample licenses for drugs in order to facilitate import of 

samples to fulfill registration requirements or for testing purposes, in terms of NMRA Act and 

CDD regulations. 

(Attached relevant sections) 

 

3. Responsibility: 

It is the responsibility of the Chief Pharmacist to ensure timely issuing of sample licence.  
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4. Procedure 

4.1 Applicant submits the application [Annexure 1: Schedule V, Form C] to Health 

Management Assistant (1) along with a copy of a letter approving Company profile.  

 In case of New Molecular Entity (NCE)/ Therapeutic Biological / Biotechnological 

products, a copy of the letter signed by the Secretary, Medicines Evaluation 

Committee (MEC) along with a copy of a letter approving Company profile. 

 When the purpose of importation of samples of medicine is to carry out a clinical 

trial, a copy approval letter of the clinical trial issued by the NMRA must be 

submitted. 

4.2 Health Management Assistant (1) checks (Annexure 2: Acceptance criteria) and forwards 

the date-stamped applications to the pharmacist (1).  

4.3 Pharmacist (1) checks the application for above requirements, brand name and signatures 

minutes and, forwards to Health Management Assistant   (1) for processing.  

4.4 Health Management Assistant (1) issues Payment Letter (Annexure 4: Processing fee). 

4.5 Applicant makes the payment to Bank of Ceylon, Regent Street Branch and receives 

paying receipt.   

4.6 Applicant submits date stamped Yellow Receipt within 14 days to Health Management 

Assistant (1). If not, the application will be sent to Record room. 
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4.7 Health Management Assistant (1) cancels the yellow receipt, attach the license to be 

typed [Annexure 4; Schedule V, Form D] to the application and indicates the relevant 

license number & date in the yellow receipt.  

4.8 Health Management Assistant (1) forwards the license along with the other documents to 

the typist for typing.       

4.9 Typist submits the typed sample license with two copies to Health Management Assistant 

(2). 

4.10 Health Management Assistant (2) submits typed license with two copies to pharmacist (2) 

for checking.     

4.11 Pharmacist (2) signs in a copy of the license after checking and forwards to Health 

Management Assistant (2). 

4.12 Health Management Assistant (2) minutes and forwards the license with two copies to 

D/MT& S for signature.     

4.13 D/MT& S signs and forwards to Health Management Assistant (2). 
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4.14 Health Management Assistant (2) issues the Sample Import Licence to applicant while 

attaching a copy to the dossier and sending the other copy to the data entry operator. The 

data entry operator enters the required data in the database and return to the Health 

Management Assistant (2) to bind the licenses separately. 

 

If the importer receives the Sample Import License, he is entitled to submit the dossier of 

such product for registration before expiry of the sample license.  

Annexure -1 
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Acceptance Criteria of the application for Sample Licence 
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