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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.
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This approval shall be official only use of original Approval Certificate. Copy in any from shall be
void.
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This approval shall be applicable for only one consignment and shall be invalidated from the date

stated on it.
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The Approval is granted to a person as stated in the permit. This permit is not transferable to
another person.
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The unused approval must be returned to the Food & Drug Administration within two days from

date of expiry of the approval.
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No Change or deletion shall bed made to any expression of the approval and of the attached
schedule.
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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.
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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.
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Failure to comply with above mentioned conditions, is liable to actions in accordance with exist
ing rules and regulation laws.
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Inimporting sample drugs, holder of the approval shall comply with existing rules and regulations
of Commerce and Customs department.
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No

Nook~ownE

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24,
25.
26.
27.
28.
29.
30.
31.
32.
33.*

Drug Category

Anti-bacterial
Anti-fungal
Anti-viral
Anti-malarial
Anti-tuberculous
Anti-amoebic
Anthelmintic

(a) Single dose

(b) Multiple dose
Anti-indflammatory
Drugs (Non-Steroidol)
Anti-depressant
Anti-psychotic
Anti-convulsant
Anti-parkinsonism
Anxiolytic
Anti-diabetic
Anti-thyroid
Anti-emetic
Anti-diarrhoeal
Antispasmodic
Antacid

Anti-ulcer
Anti-asthmatic
Antitussive
Antihistamine
Mucolytic
Anti-anginal
Anti-hypertensive
Anti-arrhythmic
Beta adenergic blockers
Calcium Antagonnist
Diuretic
Anti-hyperlipidaemic
Anti-haemorrhoidal
Anti-neoplastic

DEARTMENT OFHEALTH

FOOD & DRUGADMINISTRATION

Circular No. 1/97 a
Required quantities of sample drugs for initial registration

Required Quantities

Tablets/
Capsules/
Unit Dose

2500
2000
2000
2000
3000
2000

150 doses
500 doses
2000

3000
3000
2000
4000
2000
2000
5000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
4000
2000

Syrup/Sus
pension/Elixir
(Up to 120ml)

100

100

100
100
100

100

100

100
100
100
100
100
100

Injection
(Ampoules/
Vials)

350
350

350
350
300

300

300
300
350

300
250

350
150

300
300

350

350
300
300
300
300
200

Annex Il

Topical
(Tubes/Bot.)
(Bot.) (Tubes/Bot.)

350 100
100
100

350
100
100



No  Drug Cateqgory Required Quantities

Tablets/ Syrup/Sus Injection Topical
Capsules/ pension/Elixir (Ampoules/ (Tubes/Bot.)
Unit Dose (Upto120ml)  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%0) 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 ¥/, 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.



No

NoukwnE

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24,
25.
26.
27.
28.
29.
30.
31.
32.
33.*

DEARTMENT OFHEALTH

FOOD & DRUGADMINISTRATION

Circular No. 1/97 b
Required quantities of sample drugs for initial reqgistration

Drug Category

Anti-bacterial
Anti-fungal
Anti-viral
Anti-malarial
Anti-tuberculous
Anti-amoebic
Anthelmintic

(a) Single dose

(b) Multiple dose
Anti-indflammatory
Drugs (Non-Steroidol)
Anti-depressant
Anti-psychotic
Anti-convulsant
Anti-parkinsonism
Anxiolytic
Anti-diabetic
Anti-thyroid
Anti-emetic
Anti-diarrhoeal
Antispasmodic
Antacid

Anti-ulcer
Anti-asthmatic
Antitussive
Antihistamine
Mucolytic
Anti-anginal
Anti-hypertensive
Anti-arrhythmic
Beta adenergic blockers
Calcium Antagonnist
Diuretic
Anti-hyperlipidaemic
Anti-haemorrhoidal
Anti-neoplastic

Tablets/
Capsules/
Unit Dose

500
500
500
500
500
500

50
50
500

500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500
500

Required Quantities

Syrup/Sus
pension/Elixir
(Up to 120ml)

20
20
20

20

20
20
20

20
20
20
20
20

20
20
20
20
20
20
20
20
20

Injection
(Ampoules/
Vials)

50
50
50
50
50
50

50

50
50
50
50
50
50

50
50

50
50

50

50
50
50
50
50
50

Annex IV

Topical
(Tubes/Bot.)
(Bot.) (Tubes/Bot.)
20 15
15
15
20
15



No Drug Category Required Quantities
Tablets/ Syrup/Sus Injection Topical
Capsules/ pension/Elixir (Ampoules/ (Tubes/Bot.)
Unit Dose (Upto120ml)  Vials) (Bot.) (Tubes/Bot.)
34. Anti-migraine 500 20 50
35.*  Anaesthetics
36. AminoAcids 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
(Onelitre
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
)] 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.



MODEL CERTIFICATE OFAPHARMACEUTICALPRODUCT

Certificate of a Pharmaceutical Product!

Annex V

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.

1.1

Al

Name and dosage form of product :

Active Ingredient(s)? and amount(s)® per unit dose:

For complete qualitative composition including excipients, see attached*,

Is this product licensed to be placed on the market for use in the exporting country®?

O Yes O No

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

O Yes O No O 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 2B¢.

Number of product licence’ and date of issue :




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

Name

Address

2A.3  Status of product-licence holder®:
O a O b O c

2A.3 1 For categories b and ¢ the name and address of the manufacturer producing the dosage form are®:

Name

Address

2A.4 Is Summary Basis of Approval appended*®?
O Yes O No

2A.5 Istheattached, officially approved product information complete and consonant with the licence?

O Yes O No O Not provided

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

Name

Address

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

Name

Address

2B.2  Statusof applicant®:
O a O b O c

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

Name

Address




2B.3  Why is marketing authorizatin lacking?

not required under consideration
not required refused
2B.4  Remarks®:
3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage
formis prudced ?
O Yes O No O N/A

3.1  Periodicity of routine inspection (years) :

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

O Yes O No

3.3 Doesthe facilities and operations conform to GMP as recommended by the WHO™?

O Yes O No O N/A

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the
manufacture of the product®?

Ifnoexplain:

Address of the certifying authority :

Telephone number :

Fax number :

Name of authorized person :

Signature of authorized person :

Stamp and date :




Explanatory notes

1.

10.

11.

12.

13.

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
canvary.

Use, whenever possible, International Non-proprietary Names (INNS) or national non-proprietary names.
The formula (comlete composition) of the dosage form should be given on the certificate or be appended.

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

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

Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.

Specify whether the person responsible for placing the product on the market:

@) manufactures the dosage form;

(b) packages and / or labels a dosage form manufactured by an independent company; or

(© is involved in non of the above.

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.

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

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

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.

Please indicate the reason that the applicant has provided for not requesting registration:

(@ 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

() 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.

15.

16.

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.

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, N0.823, 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, N0.822, 1992, Annex 1).

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.



PROFORMA STATEMENT

Annex - VI

SN TRADE NAME GENERIC NAME INDICATION REMARKS
OR FORMAULA
PACKING
LIFE
FOB PRICE

MANUFACTURER



Annex-Vll

Department of Health
Food and Drug Administration
Summary Drug Information

Name

Address

Phone/Fax For Official Use

Applicant*

Date of
application:

Application No:

Owner of Drug

Assessment Fees:
Registration

Certificate No:

Date of issue:

Manufacturer Date of expiry:
Sales Category:
Variation:
Brand Name Composition (including excipients &

coloring substances)

Non Proprietary
Name

Dosage Form

Strength

Therapeutic
Category

Presentation**

(type of packing,
pack size)

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

Finished Product Specifications

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

Packaging Specifications (primary packaging, secondary packaging)

Shelf life & recommended
storage conditions

*Submission for consideration *Approval/
Rejection

*For official Use



Steps to be taken in submi i

The following are the steps which if an a

Steps

Application

A thorough study of a booklet" A Guidelir
Submission of Application for Drug Registration".

Getting Form (1), a prescribed form for applic
(Separate Forms (1) are to be used for applicati
different kind of drugs and dosage forms). Form
available at General Affairs Section.

Entering list of drugs, wished to be applie
registration, in register book at Drug Control Sectio

Getting a letter of intimation from FDA to remit re
assessment fees. Remitting required payment to a
No0.91892 at Myanmar Foreign Trade Bank. Pa
made either by cash or FEC or by telegraphic tr
usually helps avoid unwanted delay in obtaining
advice issued by MFTB for the payment.

Submission of Sample drugs.
(a) Getting FDA approval for importation of s
drugs.
a.1 The following shall be submitted to
Control section |I.
W hen ask for approval
e one original and two photocopies of
Advice issued by MFTB upon remittar
assessment fees + a letter, in a |
prescribed by FDA, informing FDA
payment for the drugs has been made.




'90Ua19J3l 31NNy 104 ayep pue Jaquinu uonealjdde buneubisa z'q

191SSOp
uonensibai pue (T) wao4 Jo 1diadal Jo Jusawabpajmoudde Buinss| T°q
*(T) uonoas jo1u0d Bnug wo.uy

Jaissop Buiwloguod Bundedoy  (q) J31ssop uonelsiBal pue (T) wio4 Jo 1disdal Jo Jusw
-abpajmouioe ue Buimeb siaissop Buiwiouod o4 (q)
Jaissop Buiwioyuod-uou Buluimay  (e) 'g da1s 01 yoeq bumab pue s1o8y9p
Bunoailod  ‘Jsissop  Bulwiojuod-uou  Bunesnsy (e)
‘uonensibal ‘Kep awes ay) Bujosayo
Brup 1oy suswalinbas Asejuswindop o) 1SIj-408yd 1surebe Buiyoay) ‘G J0 JInsal 8y} Bumeo “Is1|-429yd sutefe Buiyoayo Joj (1)

UuoI198s |0JU0D
Brup 1e Jsissop uonensibal pue (T) wlo4 Jo uoIssiwgns 9

‘sbnip
a|dwes Jo 1s1] Bujoed pue aa10Aul paubis ‘|1q Aemire
‘sBnup ajdwes 4o 1d182a1 sy Buinssi ‘sbnup ajdwes sy Hundedoy | paidoooloyd ‘vad4 Ag panssi [eroidde [euibuo ue

Yum paluedwoode aq 1snw ssjdwes papiwans ayl ‘T°q
*A1jua Jo 1iod woJ) a3ueIed| JO Alep ay)
wJoy sAep omy ulyim sbnap ajdwes Jo uoissiwgns ()]
‘AIessagau
AjPinjosqe  sI uodwil uo suonejnbas  sjuswuedsp
WwoIsSN)  pue  82Jawwod yum adueljdwo) ce
"pPanssi 8q 10U |IM uolreniodwi
JO [enoidde (uonensiBal Jo uonesljdde jewuoy)) ‘v dais
01 Joud paddiys ate yoiym sbnip ajdwes ayy 104 ‘ze
'sBnup ajdwes Jo 1s1] Buiyoed 72 ‘@d10AUl
paubis ‘|j1g Aemure ‘anoqe 01 uonippe ul ‘uod
1e Apealje are yoiym sbrup ajdwes syl oy e
*(1no pa||1) aq 01 spaau 1snl yaiym ‘wva4 Aq
paledaid usaq Sey WO e ‘9Xes adualUsAUO0D
a3yl Jo4) -sennuenb  ‘(iun  Bununodoe)
9zIS >oed ‘8sSOp luUN yoea JO SIUSIUO0D
‘suolyeiussald ‘wuo) abesop ‘(sweu olisuab
‘aweu apelsl ) bBrnup Jo aweu BulAy1oads
(T sOQ) sbnup sjdwres Jo uoneuoduwi Jo) jerosdde ue Buinss| XS ‘paodwi aq 01 sbrup ajdwes Jo 1Sl e

va4d sdals uonedIjddy sdals




"uonass sileyv
[eJauas) 1e ‘lewloy paquiasald Q4 ul Jama) Buipiemio)
© Ul paniwgns aq 0] aAeY adIApe 1Ipald Jo saidodoloyd
OM] pue JeulBlio auQ saa) uonessifal Jo doueniwal

"30IAPY 1IPai) Jo 1d192a1 ay) Buibpajmousoe pue Bundsdoy ‘6 uodn g14IN Ag panssi 82IApY 1palD) jo uoissiwgns | T
(SVY9) 's1onpoud payoalal 1oy uonewnul Jo Jana| Buinss) '8 'sbnip payoalal o4 | 0T
(31gesiape si | 1 Aq 1o D34 ‘ysed ul sdueniwal
‘Aejop pajuemun pIOAe 0]) uoljewWNUl JO alep
ayl wouy sAep 06 ulylM seay uolrensibas Bumiwesy (q)
. "g14IA 1e sea) uonensiBal Jiwal 01 ((SY9D) Uoides
(SYD ‘u0noss sireyy [eisuso) ‘panoidde IRy [eJauUSD WOoJy uolewnul Jo Jana| bumes (e)
aJe UYoIyMm asoy} Joj saa) uorresisiBal Jiwal 0} UoKewIul Jo Jans| buinss| v sBnup panoJdde 104 ‘5
'(30N) Anus
[ealwByd Mau o) yuuow g1 Ajgrewixosdde pue Anus
[ed1WBYd Mau jou Ing sbnip uowwod sss| J0j Syuow
9 Ajgrewixoidde ‘sbnup paysijgeiss ‘uowwod 1oy 9 dais
Jaye syiuow ¢ Ajgrewixoldde jeaosdde noge Burinbu3 '8
"SAALLIR 10} paYse
UOITRWIOUI 3y} UBYM uollen|eAs Jo sabels Jayluny 01 Buipsadoid
-a1enbapeu "u0I199S Yydredsiq Je uolrewJoyul Jayuny bumiwgns ()
SI papinoid  uoneWIOWUI Byl J1  uonewsojul Jayuny Bupsy  (Q) "PaP33U S1 1 41 ‘UoIjeWLIOU JayLny apinoid
‘a]enbape si papinoid 01 ( ()9 dais wouy sAep Tz ulym) uolewnul ue bumso L
uonew.lojul ayr I uonenjeAs jo sabeis Jayuny 01 Buipssooid ()
S)usWNop Jo Buimalnaid ‘9
va4 sda1s uonedl|ddy sdais




‘Auedwod e Aq w4 01 papiaoid usaq aney sainjeubis
uawiosads asoym (uosiad 19e1U09) Auedwod ayl Jo sakojdwsa ue aq
[1eys uosiad e Auedwod [eao] e sI 11 J| "Bnip 10 J1aUMO JO dAIeIUSSaIdal
paziioyine ue 01 AJUO papuey ag |IM 81ed14148D uonensibay ayl

(SVD) "92IApY
Upal) Buinaledal Jd)ye Moam auo 31edlyiua)d uonensibas Buinssi

0T

0T da1s Ja1le 3oam auo 91edllIa) uoneasibay bumeo

C1

vda4d

sdais

sde1S uonealjddy

sdais




