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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

4.2

4.3

4.4

4.5

4.6

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.

e 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.

e 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.

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

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

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

minutes and, forwards to Health Management Assistant (1) for processing.
Health Management Assistant (1) issues Payment Letter (Annexure 4: Processing fee).

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

paying receipt.

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
).

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).

NMRA Page 2 of ....

Issuing Sample License No. e,
Date. ..............
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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

59. (1) Any person who intends to manufacture or import ~ Application for
any medicine shall make an application for the registration  Registration of a
of that medicine in the prescribed form to the Authority. medicine.

(2) The application shall be accompanied by the

prescribed particulars, the samples of the medicine and the
prescribed fee.

Annexure - 2
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Form € Regulation 24(1)
SoaeouLy V

AppLioATiox ¥z A Lioxxog o Iuport A Lnterep QuanTiry oF Ay DRuc(s) For Trst, Exasmvamiox,
DisTrizoTION A4S SAMPLES, AwALYSIS ok CrLvioan TrIAL

apply for & licence to imporh from MJS. ..o OF e,

s oo 916 ATUG(E) epecified below for the purpose of test, examination, distribution as
samples, analyais or clinical trial,

Name(s) of drug(s) and dosage forms :

Annexure -3
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Form D Regulation 25(2)
Souepurr V

Licexce 1o Istrort DRvas For Trer, ExaMncarion, DisTRistrion 45 SAMpLES, AEALYSIS on Crmwigan Teiais

Licencs Number ;
MBe s sy s st Ok st i e ekt s o

esrsesiens oo . 19/6T0 heTeby licensed to import from
{he drug(s) specified below for the purpose of test, examination, distribution as samples, analysis or clinical trial:

This licence is subject to the eonditions preseribed in regulation 26 of the Drugs Regulations made under the
Cogmetics, Devices and Drugs Act, No. 27 of 1980 as amended by Act, No. 38 of 1084.

The Licence shall be valid for the importation of ane batch of drugs only and be valid for one year from the
date of issne..

Name(s) of Drug(s) with quantitiee which may be imported :

| TR
2‘ LXE ]
3. ,
Dato of gsue s Authority.
Annexure 4



SOP for the procedure for issuing sample licence

Acceptance Criteria of the application for Sample Licence

NATIONAL MEDICINES REGULATORY AUTHORITY
SRITANKA.
120, Norris Canal Road, Colombo 10, Sri Lanka.
Telephone: +94 011 26985896/7 Fax: +94 011 2639704

EVALUATION REFORT ON PHARMACEUTICAL MANUFACTURING FACILITY
Application No

Name of the
Manufacturer
Site Address

Address,
Head Office
Local Agent

Categories of
Products

Evaluator’s
(External /
Internal)
Comments:

Decision Pendng (awaitmg additional datz) | Evaluated by

Fecommendation
of O evaluatiom | e
committee 1.

Laa

Use for Pavment

Plzaza depozit Ba. . weeveeee- \which iz eguivalent to USDEMOMTTEDINMUSDI00 = 15% VAT & 10% stamp duty)
to the Account {xf\arlm:al \I—xic*u:—x, Re-.ﬂaim Authority — BOC A'C No. 78055538, Fegant Strest Branch,

Plaaza submit the cash raceipt (Fom Gan. 172) to CEQHNMEA (Act. Mo 5 of 2015) Mo.12 {0, Moz Canal Foad, Colomboe 10, for
procassing of cartificate, within 14 days of r=czipt of this -'ﬂ.alLaImcr_ 1oLt

Chisf Exacutive Officer, National Madicine: Fagulatory Authority

CEO
National Medicines Regulatory Authority Annexure
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i

)
P 3 0112698895/7 Ensl mome 3
Telzghone y 0112685173 ﬂ’” ¥ NMRASCOCT
v Na. . ,
JCTAD 0022017
oiE ¥ Sz
| 3 Fax 0112689704 - )
A A ?
:ﬁ@ . ) nmra@health.gov.lk bt Vour Ne. !
i Emz 3
Website ! B D &)wﬁ) @mu@@ 8080 s y 10/01/2018
Efrdmme ) Datz !

TroRm ) Gapdlu vorame sUESUBHES sFisTy &
National Medicines Regulatory Authority

National Medicines Regulatory Authority, No: 120, Norris Canal Road, Colombo 10,

Re: (Title of the Trial)
We thank vou for submitting the above tnal application for the review of Subconmmittee on Clinical
Trials (SCOCT) ofthe National Medicine Regulatory Authonty (NMEA).

The conduct of above study mder the supervision of the following mvestigators mentioned n your
applicationishere by approved

O

The following docuwments subnmtted by you were reviewed:

Document Version and Date

1. Application forma znd undertaking by the
principal investigator
Clmical Trizl Protocol

3. Inwvestigator's Brochure

[

4. Curriculum Vitze ofthe Investgators

3. Participant information sheet and consent form
m English
6. Participant information sheet and consent form
m Sinhzla
. Participant mformation shest and consent form
m Tamil
3. Ethical zpprova

Pleazenote that vouare expected to follow the requirements given below, for this study:

¢ Do not implement any deviation from, or change to, the protocol approved by this conmmnittee.
without prior wintten approval of this commmittee. (Deviations/changes to the approved
protocol may be inplemented without prior approval of this conmmittes only when necessary

Annexure — 6
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[Pocument Submission form to get Initial Decision

for New Molecular Entity/ Therapeutic Biological/ Biotechnological Products

from Medicines Evaluation Committee (MEC)

For office use only.
1. Reference Number: ...

2. Date of submission: .

3. Name of the local agent: ..

4. Mame of the Manufacturer: e

5. Actual Manufacturing site address: e

6. Product MamME- GEMETICT e

ProductMName- Brand: ..

7. Dosage form: ..

B. Strength: oo

B IMEICBRIOMT ot ees oot et e e et e s e e et e et s s st e e e 1m0 e o s o 5ot 0 5o i et i e

10. Following documents should be annexed:
a) Registration status in County of origin (Copy of COPP).

b) Registration status in NMRA reference countries (Copies of registration certificates).
c) Documentary evidence for post marketing details in country of origin (minimum for

2 years).
d) Periodic safety update report.

e)] Public assesment reportfrom a reference country where itis registered.

f) ProductInformation Leaflet.

11. Total Number of pages: _ ..

12. Checkedby: oo |Pharmacist/P-Code)

Oood oo

For MEC use only.

MEC decision: | Accept | Decline ‘

Signature:

[secretary/MEC)

Annexure - 7
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[Pocument Submission form to get Initial Decision
for New Molecular Entity/ Therapeutic Biological/ Biotechnological Products
from Medicines Evaluation Committee (MEC)

For office use only.
Reference Mumber: .

Date of submission: .

10.

Mame of the local agent: ..

Mame of the Manufacturer: e

Actual Manufacturing site address:

Product NamE- GE MBI oo e

ProductMName- Brand: ..

Dosage form: ..

Strength: oo

PUEIEERIONT ot cee e e e et oo e e s e e e e et s s s et e e s 1 o e 12 o £ e 5o 5ot 5o i et s

Following documents should be annexed:
a) Registration status in County of origin (Copy of COPP).

b) Registration status in NMRA reference countries (Copies of registration certificates).

c) Documentary evidence for post marketing details in country of origin (minimum for
2 years).

d) Periodic safety update report.

e)] Public assesment reportfrom a reference country where itis registered.

f) ProductInformation Leaflet.

11. Total Number of pages: _ ..

12.

Checkedby: oo |Pharmacist/P-Code)

Oood oo

For MEC use only.

MEC decision: | Accept | Decline ‘

Signature:

[secretary/MEC)

Annexure -8
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I @00 : (I) edees - B o oz s @it dndded 88 Sens 0®d ompc - 2017.06.14 SA
PartI: Skc. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 14.06.2017

SCHEDULE (Continued)

(xi) Fee for sample import license for clinical trials.- (USD) 100.00

(xii) Fee for advertisement

Advertisement Fee (USD)

Processing fee for Advertisement (All categories) 1,000.00

*(Separate applications should be submitted for each advertisement).

v) Fees for License
Types of Licenses Fee (USD)
Sample Import License 100.00
Import License 100.00
Manufacturing License 100.00
Amendment of License 100.00

THE NATIONAL MEDICINES REGULATORY AUTHORITY ACT, No. 5 OF 2015.

REGULATIONS made by the Minister of Health, Nutrition and Indigenous Medicine under paragraph (u) of Subsection (2)
of Section 142 read together with Sections 59 and 63 of the National Medicines Regulatory Authority Act, No. 5 of 2015.

Dr. RantHa SENARATNE,
Minister of Health, Nutrition and Indigenous Medicine.
Colombo,
13th of June, 2017.

REecuLaTIONS

1. These regulations may be cited as the Registration and Licensing of Medicines (fees) Regulations, No. 02 of 2017

and shall come into operation from 14.06.2017.
2. Applications for registration and licensing of a medicine under sections 59 and 63 of the National Medicines

Regulatory Authority Act, No. 5 of 2015 shall be accompanied by the processing fees, and any other relevant fees subsequently
as set out in the Schedule hereto.
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