
usef;rma&;0efBuD;Xme
Ministry of Health
usef;rma&;OD;pD;Xme

Department of Health
tpm;taomufESifhaq;0g;uGyfuJa&;Xme

Food and Drug Administration

axmufcHcsuftrSwf -------------------

Approval No.
oufqdkif&modkY

To whom it may concern

atmufazmfjyygyk*¾dKvfonf azmfjyygaq;0g;rsm;tm; jrefrmEdkifiHwGif rSwfyHkwif&ef avQmufxm;vmygojzifh
vdktyfaom prf;oyfrIrsm;aqmif&Guf&ef ausmbufwGif azmfjyxm;onfhaq;0g;erlemrsm;udk jrefrmEdkifiHtwGif;odkY
wpfBudrfwifoGif;jcif;tm; axmufcHvdkufonf/

In order to carry out necessary tests on drugs which have been applied for registeration in
Myanmar, approval is hereby granted to under mentioned person to improt one consignment of drug
samples as specified in the attached schedule overleaf.

wifoGif;cGifh&&Sdoltrnf -----------------------------------------------------------
Name of Person
EdkifiHom;pDppfa&;uyfjym;trSwf -----------------------------------------------------------
NRC.No
vdyfpm -----------------------------------------------------------
Address
vkyfief;trnf -----------------------------------------------------------
Name of Business
wifydkYoltrnf -----------------------------------------------------------
Name of Consignor
vdyfpm -----------------------------------------------------------
Address
cGifhjyKonfhaeY -----------------------------------------------------------
Date of Approval
cGifhjyKonfhumv -----------------------------------------------------------
Valid up to

vufr Sw f --------------------------------------
Signature --------------------------------------------
c Gi f h jy Koltrnf -------------------------------
Name--------------------------------------------------
&mxl ; -----------------------------------------
Designation ----------------------------------------pnf;urf;csufrsm; yl;wGJwGifMunfhyg

See conditions attached

"mwfyHk
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pnf;urf;csufrsm;pnf;urf;csufrsm;pnf;urf;csufrsm;pnf;urf;csufrsm;pnf;urf;csufrsm;
Conditions

1/ þwifoGif;jcif;axmufcHcsuf(rl&if;)om w&m;0ifjzpfonf/ rnfonfhyHkpHrsKd;jzpfap? rdwåLonf
w&m;0ifaxmufcHcsuf r[kwf
This approval shall be official only use of original Approval Certificate. Copy in any from shall be
void.

2/ þaq;0g;erlem wifoGif;jcif;axmufcHcsufonf wpfBudrfwifoGif;jcif;udk axmufcHjcif;jzpfNyD; azmfjyxm;aom
owfrSwfumvtwGif;wGifom tusKd;oufa&mufap&rnf/
This approval shall be applicable for only one consignment and shall be invalidated from the date
stated on it.

3/ þwifoGif;jcif;axmufcHcsufonf vufrSwfwGif azmfjyxm;onfhyk*¾dKvftm; cGifhjyKjcif;omjzpfNyD;
tjcm;wpfOD;wpfa,muftm; vTJajymif;jcif;rjyK&/
The Approval is granted to a person as stated in the permit. This permit is not transferable to
another person.

4/ toHk;rjyKonfh wifoGif;jcif;axmufcHpmtm; wifoGif;cGifh oufwrf;ukefonfhaeYrSpí (2)&uftwGif;
tpm;taomufESifh aq;0g;uGyfuJa&;XmeodkY jyefvnftyfESH&rnf/
The unused approval must be returned to the Food & Drug Administration within two days from
date of expiry of the approval.

5/ wifoGif;jcif;axmufcHpmESifh yl;wGJZ,m;ay:yg azmfjyxm;aom tcsuftvufrsm;tm; jyifqifjcif;?
azsmufzsufjcif? rjyKvkyf&/
No Change or deletion shall bed made to any expression of the approval and of the attached
schedule.

6/ þwifoGif;axmufcHpmt& wifoGif;cJhaom aq;0g;erlemrsm;ESifh wifoGif;cGifhaxmufcHpmtm;
tpm;taomufESifh aq;0g;uGyfuJa&;XmeodkY qdkufa&muf&mXmerS xkwf,lNyD;onfhaeYrSpí
(2)&uftwGif;ay;ydkY&rnf/
The imported drug samples and the approval must be submitted to the Food & Drug
Administration withintwo days from the date of clearance from port of entry.

7/ ay;ydkYonfh aq;0g;erlemonf wifoGif;jcif;axmufcHpmESifh yl;wGJZ,m;yg owfrSwfcsufrsm;twdkif; jzpfap&rnf/
uGJvGJcsufrsm;jzpfay:ygu wifoGif;cGifh&&SdolrS vHk;0wm0ef,l&rnf/
Submitted drug samples must be totally in compliance with specifications stated in the schedule.
The holder of the approval Shall bear the responsibilities of any discrepancies.

8/ txufygpnf;urf;csufrsm;tm; vdkufem&efysufuGufygu wnfqJOya'rsm;t& ta&;,ljcif;cH&rnf/
Failure to comply with above mentioned conditions, is liable to actions in accordance with exist
ing rules and regulation laws.

9/ þwifoGif;jcif;axmufcHpmudkifaqmifolonf rSwfyHkwifavQmufxm;&eftwGuf aq;0g;rsm;wifoGif;&mwGif
wnfqJtaumufcGefpnf;rsOf;pnf;urf; vkyfxHk;vkyfenf;rsm;udk vdkufem&rnf/
In importing sample drugs, holder of the approval shall comply with existing rules and regulations
of Commerce and Customs department.



Annex III
DEARTMENT OF HEALTH

FOOD & DRUG ADMINISTRATION
Circular No. 1/97 a

Required quantities of sample drugs for initial registration

No Drug Category Required Quantities
Tablets/ Syrup/Sus Injection Topical

Capsules/ pension/Elixir (Ampoules/ (Tubes/Bot.)
Unit Dose (Up to 120ml) Vials)  (Bot.) (Tubes/Bot.)

1. Anti-bacterial 2500 100 350 350 100
2. Anti-fungal 2000 350 100
3. Anti-viral 2000 100
4. Anti-malarial 2000 350
5. Anti-tuberculous 3000 350
6. Anti-amoebic 2000 100 300 350
7. Anthelmintic

(a) Single dose 150 doses 100
(b) Multiple dose 500 doses 100

8. Anti-indflammatory 2000 100 300 100
Drugs (Non-Steroidol)

9. Anti-depressant 3000 300
10. Anti-psychotic 3000 300
11. Anti-convulsant 2000 100 350
12. Anti-parkinsonism 4000
13. Anxiolytic 2000 300
14. Anti-diabetic 2000 250
15. Anti-thyroid 5000
16. Anti-emetic 2000 100 350
17. Anti-diarrhoeal 2000
18. Antispasmodic 2000 150
19. Antacid 2000 100
20. Anti-ulcer 2000 100 300
21. Anti-asthmatic 2000 100 300
22. Antitussive 2000 100
23. Antihistamine 2000 100 350 100
24. Mucolytic 2000 100
25. Anti-anginal 2000 350
26. Anti-hypertensive 2000 300
27. Anti-arrhythmic 2000 300
28. Beta adenergic blockers 2000 300
29. Calcium Antagonnist 2000 300
30. Diuretic 2000 200
31. Anti-hyperlipidaemic 4000
32. Anti-haemorrhoidal 2000
33.* Anti-neoplastic



No Drug Category Required Quantities
Tablets/ Syrup/Sus Injection Topical

Capsules/ pension/Elixir (Ampoules/ (Tubes/Bot.)
Unit Dose (Up to 120ml) Vials)  (Bot.) (Tubes/Bot.)

34. Anti-migraine 2000
35. Anaesthetics*
36. Amino Acids 2000 100(LVP)

350(SVP)
37. Antianaemic 2000 350
38. Cold Remedy 2000 100
39. Contraceptive 200 cycles
40. Corticosteroids 3000 350 100
41. Intravenous 100(LVP)

Replacement Fluids 350(SVP)
42. Plasma Expander 100
43. I/V Glucose (10%, 25%, 50%) 350
44. Multivitamin 2000 100 350
45. Notropics 3000 450
46. (a) Oral RehydrationSalt tablets 700

(b) Oral Rahydration Salt Power 200
Sachets

(One litre
Pack)

400 Sachets
(less than
one liter

pack)
47. Uricosurics 2000
48.* Vaccines
49. Dematologicals 100
50. Eye/ Ear Drops 100

LVP= Large Volume Parenteral, SVP= Small Volume Parenteral,
(500 ml & above) (less than 500 ml)

Note: (1) For those with (*)markings and for controlled medicine please check with FDA for exact
number

(2) All the submitted sample drugs must have a minimum of two years' shelf - life
(or 3/4 of * total shelf life)

(3) In case of large sized packs (e.g. 500's, 1000's litre pack or jar) the required amounts are 7
bottles or boxes for 500 sized packs 1 litre packs or 1 kg jars & 5 bottles or boxes for 1000
sized packs and packs which are more than 1 litre or 1 kg sizes.

(4) If more than one type of packagings or pack sizeds are applied simultaneously for
registration  any one of small sized packs may conform to the prescribed amounts. The
remainings have to be submitted in a minium of four unit-pack each if it is a small sized
pack and two unit-pack each if it is a large sized pack.



Annex  IV
DEARTMENT OF HEALTH

FOOD & DRUG ADMINISTRATION
Circular No. 1/97 b

Required quantities of sample drugs for initial registration

No Drug Category Required Quantities
Tablets/ Syrup/Sus Injection Topical

Capsules/ pension/Elixir (Ampoules/ (Tubes/Bot.)
Unit Dose (Up to 120ml) Vials)  (Bot.) (Tubes/Bot.)

1. Anti-bacterial 500 20 50 20 15
2. Anti-fungal 500 20 50 15
3. Anti-viral 500 20 50 15
4. Anti-malarial 500 50
5. Anti-tuberculous 500 50
6. Anti-amoebic 500 20 50 20
7. Anthelmintic

(a) Single dose 50 20
(b) Multiple dose 50 20

8. Anti-indflammatory 500 20 50 15
Drugs (Non-Steroidol)

9. Anti-depressant 500 20 50
10. Anti-psychotic 500 20 50
11. Anti-convulsant 500 20 50
12. Anti-parkinsonism 500 20 50
13. Anxiolytic 500 20 50
14. Anti-diabetic 500 50
15. Anti-thyroid 500
16. Anti-emetic 500 20 50
17. Anti-diarrhoeal 500 20
18. Antispasmodic 500 20 50
19. Antacid 500 20
20. Anti-ulcer 500 20 50
21. Anti-asthmatic 500 20 50
22. Antitussive 500 20
23. Antihistamine 500 20 50
24. Mucolytic 500 20
25. Anti-anginal 500 50
26. Anti-hypertensive 500 50
27. Anti-arrhythmic 500 50
28. Beta adenergic blockers 500 50
29. Calcium Antagonnist 500 50
30. Diuretic 500 50
31. Anti-hyperlipidaemic 500
32. Anti-haemorrhoidal 500
33.* Anti-neoplastic



No Drug Category Required Quantities
Tablets/ Syrup/Sus Injection Topical

Capsules/ pension/Elixir (Ampoules/ (Tubes/Bot.)
Unit Dose (Up to 120ml) Vials)  (Bot.) (Tubes/Bot.)

34. Anti-migraine 500 20 50
35.* Anaesthetics
36. Amino Acids 500 10(LVP) 15

50(LVP)
37. Antianaemic 500 20 50
38. Cold Remedy 500 20
39. Contraceptive 50 cycles
40. Corticosteroids 500 50
41. Intravenous 10(LVP)

Replacement Fluids 50(SVP)
42. Multivitamin 500 20 50
43. Notropics 500 20 50
44. (a) Oral RehydrationSalt tablets 100

(b) Oral Rahydration Salt Power 30
Sachets

(One litre
Pack)

50 Sachets
(less than
one liter

pack)
45. Uricosurics 500
46.* Vaccines
47. Dematologicals 15
48. Eye/ Ear Drops 15

LVP= Large Volume Parenteral, SVP= Small Volume Parenteral,
(500 ml & above) (less than 500 ml)

Note: (1) For those with (*)markings and for controlled medicine please check with FDA for exact
number

(2) All the submitted sample drugs must have a minimum of two years' shelf - life
(3) In case of large sized packs (e.g. 500's, 1000's litre pack or jar) the required amounts are 3

bottles & 2 bottles or boxes for 1000 sized packs and packs which are more than 1 litre or
1 kg sizes.

(4) If more than one type of packagings or pack sizeds are applied simultaneously for
registration  any one of small sized packs may conform to the prescribed amounts. The
remainings have to be submitted in a minium of four unit-pack each if it is a small sized
pack and two unit-pack each if it is a large sized pack.



Annex  V

MODEL CERTIFICATE OF A PHARMACEUTICAL PRODUCT

Certificate of a Pharmaceutical Product1

This certificate conforms to the format recommended by the WHO (general instructions and explanatory notes

attached)

Certificate No: ___________________________

Exporting (Certifying) country : _________________________

Importing (Requesting ) country : _________________________

1. Name and dosage form of product :

_____________________________________

1.1 Active Ingredient(s)2 and amount(s)3 per unit dose:

____________________________________

____________________________________

____________________________________

For complete qualitative composition including excipients, see attached4,

2. Is this product licensed to be placed on the market for use in the exporting country5?

 Yes  No

3. Is the product actually on the market in the exporting country?

 Yes  No  Unknown

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A and continue with section 2B6.

A.1 Number of product licence7 and date of issue :

__________________________________



2A.2 Product licence holder (name and address) :

Name : ______________________

Address : ______________________

2A.3 Status of product-licence holder8 :

 a  b  c

2A.3 1 For categories b and c the name and address of the manufacturer producing the dosage form are9:

Name : ______________________

Address : ______________________

2A.4 Is Summary Basis of Approval appended10?

 Yes  No

2A.5 Is the attached, officially approved product information complete and consonant with the licence11?

 Yes  No  Not provided

2A.6 Applicant for the certificate (name and address)12 :

Name : ______________________

Address : ______________________

2B.1 Applicant for certificate (name and address) :

Name : ______________________

Address : ______________________

2B.2 Status of applicant8 :

 a  b  c

2B.2.1 For categories b and c, the name and address of the manufacturer producing the dosage form is9 :

Name : ______________________

Address : ______________________



2B.3 Why is marketing authorizatin lacking?

not required under consideration

not required refused

2B.4 Remarks13 :

_______________________________

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage

form is prudced ?

 Yes  No  N/A

3.1 Periodicity of routine inspection (years) : _________________

3.2 Has the manufacture of this type of dosage form been inspected?

 Yes  No

3.3 Does the facilities and operations conform to GMP as recommended by the WHO15?

 Yes  No  N/A

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the

manufacture of the product16?

If no explain : ______________________________

Address of the certifying authority :

_________________________________________

Telephone number :

Fax number : __________________

Name of authorized person :

___________________________________

Signature of authorized person :

___________________________________

Stamp and date :

____________________________________



Explanatory notes

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the exporting country. It is for a single product only since
manufacturing arrangements and approved in formation for different dosage forms and different strengths
can vary.

2. Use, whenever possible, International Non-proprietary Names (INNS) or national non-proprietary names.

3 The formula (comlete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quanlitative composition are preferred, but their provision is subject to the agreement of the
product-licence holder.

5. When applicable, append details of any restriction applied to the sale, distribution or administration of the
product that is specified in the product licence.

6. Sections 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the product on the market:
(a) manufactures the dosage form;
(b) packages and / or labels a dosage form manufactured by an independent company; or
(c) is involved in non of the above.

9. This information can be provided only with the consent of the product licence holder or , in the case of non
registered product, the applicant. Non-completion of this section indicates that the party concerned has hot
agreed to inclusion of this information.
It should be noted that information concerning the site of production is part of the product licence.
If the production site is changed, the licence must be updated or it will cease to be valid.

10. This refers to the document, prepared by some national regulatory authorities that summarizes the technical
basis on which the product has been licensed.

11. This refers to product information approved by the competent national regulatory authority, such as a
Summary of Product Characteristics (SmPC).

12. In this circumstance, permission for issuing the certificate is required from the product- licence holder. This
permission must be provided to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration:
(a) the product has been developed exclusively for the treatment of conditions - particularly tropical

diseases - not endemic in the country of export;
(b) the product has been reformulated with a view to improving its stabiligy under tropical condition
(c) the product has been reformulated to exclude excipients not approved for use in

pharmaceuticalproducts in the country of import;
(d) the product has been reformulated to meet a different maximum dosage limit for an active igredient;
(e) any other reason, please specify.



14. Not applicable means that the manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

15. The requiement for good practices in the manufacture and qualigy control of durgs referred to in the certifi
-cate are those included in the thirty-second report of the Expert Committee on Specifications for Pharma
-ceutical Preparations (WHO Technical Report Series, No.823, 1992, Annex 1). Recommendations specifi
-cally applicable to biological products have been formulated by the WHO Expert Committed on Biological
Standardization (WHO Technical Report Series, No.822, 1992, Annex 1).

16. This section is to be completed when the product-licene holder of applicant conforms to status (b) or (c) as
described in note 8 above. It is of particular importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the applicant should supply the certifying authority with
information to identify the contracting parties responsible for each stage of manufacture of the finished
dosage form, and te extent and nature of any controls exercised over each of these parties.



Annex - VI

PROFORMA STATEMENT

SN TRADE NAME GENERIC NAME
OR FORMAULA

INDICATION REMARKS

PACKING :

LIFE :

FOB PRICE :
MANUFACTURER :



Annex-VII
Department of Health

Food and Drug Administration
Summary Drug Information

Date of
application:

Application No:

Assessment Fees:
Registration

Certificate No:

Date of issue:

Date of expiry:

Sales Category:

Variation:

For Official UseName Address Phone/Fax

Applicant*

Owner of Drug

Manufacturer

Brand Name

Non Proprietary
Name

Dosage Form

Strength

Therapeutic
Category

Presentation**
(type of packing,
pack size)

Composition (including excipients &
coloring substances)

Indications:

Dosage:

* An authorised representative of owner of drug in Myanmar

* All types of packagings that are applied for registration have to be stated.



DRUG SAMPLE

Batch No. Type of Packing

Manufacture Date

Exp. Date Presentation (Pack Size)

Certificate of Analysis Submitted Quality

Physical Specifications (colour, shape, size,
weight, hardness, disintegration etc.)

Chemical & Microbiological Specifications

Finished Product Specifications

Packaging Specifications (primary packaging, secondary packaging)

Shelf life & recommended
storage conditions

*For official Use

*Submission for consideration *Approval/
Rejection



S t e p s  t o  b e  t a k e n  i n  s u b m i t
 
 

T h e  f o l l o w in g  a r e  th e  s t e p s  w h ic h  i f  a n  a

S t e p s  A p p l i c a t io n  

1 .  A  th o r o u g h  s t u d y  o f  a  b o o k le t "  A  G u id e l i n
S u b m i s s i o n  o f  A p p l i c a t io n  f o r  D r u g  R e g i s t r a t i o n " .  
 

2 .  G e t t in g  F o r m  ( 1 ) ,  a  p r e s c r ib e d  f o r m  f o r  a p p l i c
( S e p a r a t e  F o r m s  ( 1 )  a r e  to  b e  u s e d  f o r  a p p l i c a t i
d i f f e r e n t  k i n d  o f  d r u g s  a n d  d o s a g e  f o r m s ) .  F o r m  
a v a i l a b le  a t  G e n e r a l  A f f a i r s  S e c t io n .  
 

3 .  E n te r in g  l i s t  o f  d r u g s ,  w i s h e d  to  b e  a p p l i e
r e g i s t r a t i o n ,  in  r e g i s t e r  b o o k  a t  D r u g  C o n t r o l  S e c t io
 

4 .  G e t t in g  a  l e t t e r  o f  in t im a t i o n  f r o m  F D A  t o  r e m i t  r e q
a s s e s s m e n t  f e e s .  R e m i t t in g  r e q u i r e d  p a y m e n t  to  a c
N o .9 1 8 9 2  a t  M y a n m a r  F o r e i g n  T r a d e  B a n k .  P a
m a d e  e i t h e r  b y  c a s h  o r  F E C  o r  b y  t e l e g r a p h ic  t r
u s u a l l y  h e l p s  a v o i d  u n w a n t e d  d e la y  in  o b ta in i n g  
a d v i c e  i s s u e d  b y  M F T B  f o r  t h e  p a y m e n t .  
 

5 .  S u b m i s s i o n  o f  S a m p l e  d ru g s .  
( a )  G e t t i n g  F D A  a p p r o v a l  f o r  im p o r ta t io n  o f  s

d r u g s .  
a .1  T h e  f o l l o w in g  s h a l l  b e  s u b m i t t e d  t o  

C o n t r o l  s e c t i o n  I .   
      W h e n  a s k  f o r  a p p r o v a l  

•  o n e  o r ig in a l  a n d  tw o  p h o t o c o p ie s  o f  
A d v ic e  i s s u e d  b y  M F T B  u p o n  r e m i t t a n
a s s e s s m e n t  f e e s  +  a  l e t t e r ,  i n  a  f
p r e s c r ib e d  b y  F D A , i n f o r m in g  F D A
p a y m e n t  f o r  t h e  d r u g s  h a s  b e e n  m a d e .  
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