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MWUHWCTEPCTBO SHPABOOXPHEHHH PECITYBJIMKM BEJIAPYCh

CEPTUO®HUKAT

COOTBETCTBHS NPOU3BOJCTBA
JIEKAPCTBEHHOI0 CPeACTBA TPeOOBAHUAM
Hapnexxamed npoussoacTBennoil npaxruxu (GMP)

Ne 030/2016/GMP

Hacrosnumii  ceprudmkar BbIAAH  OTKPLITOMY  AKIHOHEPHOMY
obwecrsy ''bopucoBcknii 3aBoj MeIHUMHCKHX TipenapaToB"

222518, Munckas obnacts, r. Bopucos, yin. Yanaepa, 64, Pecny6nuka
benapycs

OCYLIECTBIAIOIEMY JEATEeNBHOCTh II0 IPOMBIIUIEHHOMY IPOH3BOACTBY
JIEKAPCTBEHHBIX CPECTB 110 aipecy:
Munckas obnacts, r. Bopucos, yi. Yanaesa, 64/3, Pecry6iika Benapycn

H SIBJISIETCH NMOATBEPKACHHEM TOI0, 9YTO MPOH3BOACTRBO JEKAPCTBEHHbIX
CPEACTB HA NIPOM3BOACTBEHHBIX YyYacTKax:

NPOH3BOJACTBA AHTHOMOTHKOB B (pOpPME MOPOLIKOB JJISi MHLEKIHi BO
¢pnaxonax (yyacrku Ne 1 u Ne 2 pexa Ne 5)

B JIEKAPCTBEHHOH (hOpME: MOPOMIKY [JIsi HPHIOTOBJICHUSI PAacTBOpA s
HHbEeKUHH

cooTBeTcTBYeT TpeboBammam Hajgnekameii npoussogcTBeHHOM
npaktuku (GMP), yreepxienHoii nocranosiaenuem MunHucTepeTBa
3apaBooxpanenus Pecny6auku Benapyen or 17 smBapsa 2013 r. Ne 6
(TKII 030-2013 (02040) «Hapaesxamasi npoH3BoACTBEHHAS TIPAKTHKAY)

Mnbopmauus o nexkapcTBEHHBIX (OPMax M HPOU3BOJACTBEHHOM MpPOLECCE
NpEeACTaBIeHa B PUIIOKEHNH K HACTOSIIEMY CepTU(UKATY.

Jara Belgauu - HeticTBUTENEH 10
05 cents6ps 2016 r. —— 05 centabpa 2019 r.

3amecturens MUHHCTpa
3/[paBOOXPAHEHUS ; : /
Pecriybnuku Benapyce o (B & (= » /7 B Iano
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MWHWUCTEPCTBO 3JIPABOOXPAHEHMSI PECITYBJIVIKM BEJIAPYCh

CEPTHOHMKAT

[Mpunoxenne

K ceptuduxary

coe'rBeTCTBHﬂ IIPOU3BOJICTBA
JIEKapCTBEHHOIO CPeICcTBa
Tpebopanusam Haanexawei
IPOM3BOJCTBEHHOM npakTuky (GMP)

Ne 030/2016/GMP

Hndopmanust o jiexaperBeHHbIX hopmax u npousnonc'rnenuom
npouecce =

IIpou3BOAICTBO CTEPUITBHEIX IEKAPCTBEHHBIX cpe,uc'rs
Teepnas nexapcrsennas popma:
TIOPONIKA /ISl IPUTOTOBIICHUS PACTBOPOB ISl HHBEKLIHHA BO
¢nakonax
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GOVERNMENT OF THE PEOPLE'S REPUBLIC OF BANGLADESH
MINISTRY OF HEALTH & FAMILY WELFARE
DIRECTORATE OF DRUG ADMINISTRATION

CERTIFICATE OF A PHARMACEUTICAL PRODUCT

This certificate conforms 1o the format recommended by the World Health Organization
(General instructions and explanatory notes attached)

No. of Certificate: DA/6-91/04/ 12 72 L& Date: 2(.02. 5
Exporting (Certifying) Country © BANGLADESH
Importing (Requesting) Country © "MOLDOVA
i Name and Dosage form of the Product
Al In Bangladesh - Dobutin Injection
B} in Moldova . Dobutin Injection
1.1 Acuive Ingredient(s) " and amount(s) per unit dose"”’ -

Active Ingredient(s)

- — e

Amount per unit dose

. Each vial contains Dobutamine | lydrochloride USP 280.20 mg
- equivalent Dobutamine 250 mg.

Dobutamine Hydrochloride USP

1.2 Is this product licensed to be placed on the market for use in the exporting country? “'Yes | v [No| [

1.3 Is this product actually on the market in the exporting country? Yex' v ;l No EJ
2A.1 Number of product licence ™ and date of issue: DAR No. 116-783-001
Date of issue 06-12-2009
2A2  Product licence holder (name and address): Name: INCEPTA PHARMACEUTICALS L. TD.
Plant Address: Dewan Idris Road, Zirabo. Savar. Dhaka
Bangladesh.
Office Address: 40, Shahid Tajuddin Ahmed Sarani: Tejgaon
/A, Dhaka-1208: Bangladesh

2A3  Statws of the Product License Holder ™ - a) Manufactures the dosage form.

2A.3.1 For categories b and ¢ the name and address of the manufacturer producing

the dosage form is *': N/A

Page | ot 2




2A4 Is a summary basis of approval appended? ' Yes D Nt)l \ !
2A.5  Is the attached, officially approved product information complete and consonant

with the license? " Not Provided.
2A.6 Applicant for certificate, if different from license holder (name and address) "*': N/A
3. Does the certifying authority arrange for periodic inspection of the manufacturing

plant in which the dosage form is produced?'*"* Yes No D
il Periodicity of routine inspectioh (years) : Every two years
32 Has the manufacture of this type of dosage form been inspected? Yes No ’
33 Do the facilities and operation conform 1o GMP as recommended by the

World Health Organization? " Yes NOD
4. Does the information submitted by the applicant satisfy the certifving authority

on all aspects of the manufacture of the product 7*'*' Yes | y | No|

i | S
Name of Authorized Person - Major General Md Mustafizur Rahman
Address of certifying authority - Directorate General of Drug Administration
105 — 106 Motijheel C/A, Dhaka-1000

['elephone : +880-(2) - 9556126
Fax - +880-(2) -9568166
E-mail : drugsf@citech.net
Web-site s www.dgda.gov.bd

Stamp and Date:

Major General Md zyr Rahman

16 AUG 2015

M‘ Licensing Authority (Drugs)
\ Government of'the People’s Republic of Bangladesh

Page 2 of 2
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listed in Table 1.

3. Table: |

GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADES
DIRECTORATE GENERAL OF DRUG ADMINISTRATION

This camﬁraloconrorms 0 the formal recommendea by the Warld Haalth Onganlzauon (WHO)

v
" “Cortificate Number : DA/6-91/04/ 1651 7

It is hereby certified that M/s Incepta Pharmaceuticals Lid, a drug (Pharmaceutical Products)
manufacturing and marketing organization, has been given license to manufacture
products freely in the People’s Republic of Bangladesh as lawfully required and granted in pursnance
of The Drugs Act, 1940 (XXIII of 1940) and The Drugs (Control) Ordinance, 1982.

On the basis of inspection carried out on 22-04-2017 we certify that the site indicated on this
certificate complies with Good Manufacturing Practices for the dosage forms, categories and activities

1. Name & address of site

2. Manufacturer’s License No:

MINISTRY OF HEALTH & FAMILY WELFARE

QUSHAD BHABAN, MOHAKHALI
DHAKA-1212, BANGILADESH

www.dgda.gov.bd

CTURING PRACTICE (GMP
HARMACEUTICAL (PRODUCT(S)

Date :

and sell its

incepta Pharmaccuticals Lid
Dewan Idris Road, Zirabo, Savar. Dhaka

Non-Biological 193 Date of Issue; 27.6.1967
Biological 108 Date of Issue: 27.6.1989

| Dosage Form(s)

Category (ies) Activily (ies)

. Tablet {Uncoated, coated,
) vl | delayed-release, exiended-
oy release, effervescent,
oradispersible, Vaginal
Tablets), Capsule (IHard-
shell, Liquid filled capsules),
Powders, Coated Granules,
Oral drops. Powder for oral
Drops, Nasal drops, Eye
drops, Nasal sprays, Syrup,
Injectables (Injections — IV,
IM, 8C; Pre-filled syringes,
Iyophilized Injections,
powder for injections,
intravenous infusions), Oral
“solution, Powder for oral
solution, Nebulized solution,
Oral suspension, Powder for
oral suspension, Elixir,
Respiratory Solution,
Ointment, Cream, Shampoo,
Gel. Vaginal Gel, Topical
Solution, Mouthwash, Buccal
Tablet, Chewable Tablet,
Dry Powder for Inhalation.

Antibiotics and Chemotherapeutics,
Aniihypertensive and
Cardioprotectives, Analbesms and.

« Procurement of

from appmvedcso. Cf
P - i ,

R a7y ' o “ENTG
Anttpyret;ug#*v ot WW‘ GDVEH: G‘I'ILI-E ?
Kn:%d;arr 10 - aifted ;{a Al ?1 50@1;5

ntiulceranté La Haye du
and Minerals; il *&"“’W‘lw
idiabetics:; of the type
Anlncis, _Tepuble document
Laxatives,  COMMERCIAL DOCUM
Anti odi ALS kTD ;
A:?tif!fgfgrli‘cs l is issued fo ‘NCEPTA PHARMACEUT[G 7
Antiasthmatics
= ; HOSSAIN
Anxiolytics, A. mmugmdb? MOSHARAE

Antimigraine, |
Gynaecologica:

.suumo: MlNiSTER (CONSULAR)' NGLAéE iy
with the
Antipsychotic, .

Hi(;?;H;CQMMISS!ON NEW DELHI

Opthalmics, An Certified by -

Y OF
2:::;?;:;2::1 ‘S; Section Officer(Ol) m:!Esu:F:JELH! INDIA
Lipid lowering a  an 24—Nuv-20‘7 o A

for Hepatitis : ,ﬂglemmzusaaﬂ
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The responsibility for the quality of the individual batches off/"'@
manufactured through this process lies with the manufacturer. 7ol

The manufacturing plant in which the pharmaceutical products are pwduc@d%s s
suitable intervals. W ¥

The manufacturer conforms to the requirements for good practices in the manufacture and qualityf Lt/
control (GMP) of drugs, as required under law in this country, as well 4 ¥écomimeiaed hirth'e‘ W&;ﬂ:& L 44
e L Oy

af .
Health Organization (WHO) in respect of pharmaceutical products!io Be miantifactured; ‘sold of i’ o
distributed within the country of origin or to be exported. BLE YN “banum 1

is hereby attested

This certificate remains valid for a period of 2 (Two) years from the
j t Dorherac and/or categories certified herewith are chang

DN .. i —_— et}
Aiance with GMP. (Mosharaf Hossain) y %,
: Minister {Consular) gﬁ |
Berdon : Major General Md Mustafizup-Rabman, Commission’ Y
) lhority : Directorate General of Drug Administiagion . |p,; 74
Mohakhali, Dhaka - 1212 o [N

: +880-(2) - 9880803 ZASBERUSN

L : +880-(2) - 9880854 /)

: dgdg.gov@gmail.com {21 i ,
A ﬂtaw wWWdgda.gov, bd » SN Y
Board Affalrs &Mambership _AS |
©% ol :

*‘ ambar of Commerce & Industr
7 g%wsf ﬁgll]heei £/#; Bhake-1000, bagladesh

tiffizur Rahman -
Director Generhl 44 W Tl
Directorate General of Drug Administfation

&
, Licensing Authority (Drugs)

~Govemnment of the People’s Republic of Bangladesh g/

\a” )

AR
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ima Begum o

Shger;‘utv Becrelary L s/

Ministry of Commawes r 74

Govt. of the Paﬁpl‘;:#ep“ - Faf .

{ Bangla ¥/ E

o | ':%«1

M. Lukman Hbssain ATTESTED BY ‘%:

Advocate. Judge Court, Dhaka Y ?-‘ ;

r'f ary Pul Whoie of Bangladesh M ‘1{-% \ §
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11t < ' Bangladesh Association of Pharmacentic als Industizes

(Ranglader Aushad Shitpa Samify)
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15.

16.

Explanatory notes

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 information for different dosage
forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.

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

Details of quantitative 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 specitied 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;

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

is involved in none of the above.

This information can only be provided with the consent of the product-licence holder or, in the case of
non-registered products, the applicant. Non-completion of this section indicates that the party
concerned has not agreed to inclusion of this information. Tt should be noted that information
concerning the site of production is part of the product licence. If the production site is changed, the
licence has to be updated or it is no longer 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
Summary Product Characteristics (SPC)

In this circumstance, permission for issuing the certificate is required from the product-licence holder.
This permission has to 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;

the product has been reformulated with a view to improving its stability under tropical conditions;
the product has been reformulated to exclude excipients not approved for use in pharmaceutical
products in the country of import;

the product has been reformulated to meet a different maximum dosage limit for an active ingredient;
any other reason, please specify.

- Not applicable means 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 requirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the thirty-second report of the Expert Committee on Specifications for
Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992, Annex 1.
Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822, 1992,
Annex 1).

This section is to be completed when the product-licence holder or 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 the extent and nature of any controls exercised over each of these
parties.




GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADESH
MINISTRY OF HEALTH & FAMILY WELFARE
DIRECTORATE OF DRUG ADMINISTRATION

CERTIFICATE OF A PHARMACEUTICAL PRODUCT "

This certificate conforms to the format recommended by the World Health Organization
{General instructions and explanatory notes attached)

No. of Certificate: DA/6-91/04/ [ 2 2 62 Date: 26 - 08 ([
Exporting (Certifying) Country - BANGLADESH
Importing (Requesting) Country . MOLDOVA
i, Name and Dosage form of the Product
A) In Bangladesh © Firmac 250 Tablet
B) In Moldova © Firmac 250 Tablet

Active Ingredient(s) ' and amount(s) per unit dose'?

Active Ingredient(s)

S e i A |

Amount per unit dose

| Fach tablet contains Erythromycin Stearate BP 346.90 mg
!l equivalent to Erythromycin 250 mg.

MYPRL) SRR

Erythromycin Stearate BP

P i

. . . . ; o - T e
2 Is this product licensed to be placed on the market for use in the exporting country? *'Yes | v [No| |

| SE—

—

: . . - ry s
13 Is this product actually on the market in the exporting country? Yes| v | Noj j

i

2A.1  Number of product licence " and date of issue: DAR No. 116-229-60
Date of issue {5-07-2003

2A.2  Product licence holder (name and address): Name: INCEPTA PHARMACEUTICALS LTD.
Plant Address: Dewan ldris Road, Zirabo, Savar. Dhaka
Bangladesh.
Office Address: 40, Shahid Tajuddin Ahmed Sarani; Tejgaon
I/A, Dhaka-1208; Bangladesh

2A.3  Status of the Product License Holder ™ : a) Manufactures the dosage form.

2A.3.1 For categories b and ¢ the name and address of the manufacturer producing

the dosage form is '’ N/A

Page | of 2




ZA4 - Is a summary basis of approval appended? ' Yes D No

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

with the license? 'V Not Provided.
2A.6 Applicant for certificate, if different from license holder (name and address) "' : N/A
3. Does the certifying authority arrange for periodic inspection of the manufacturing

plant in which the dosage form is produced? " Yes [ v I No D
3 Periodicity of routine inspection ( years) : Every two years
32 Has the manufacture of this typé of dosage form been inspected? Yes | ] No D
3.3 Do the facilities and operation conform to GMP as recommended by the

World Health Organization? ' Yes I N ] Nol l

4. Does the information submitted by the applicant satisfy the certifying authority

on all aspects of the manufacture of the product 7'’ Yes No i

Name of Authorized Person : Major General Md Mustafizur Rahman

‘Address of certifying authority - Directorate General of Drug Administration
105 — 106 Motijheel C/A, Dhaka-1000

Felephone - +880-(2) - 9556126

Fax :+880-(2) -9568166

E-mail » drugsi@citech.net

Web-site - www.dgda.gov.bd

Major General M stafizur Rahman

DirectorGenetal 7§ AUG 2015

Directorate General of Drug Administration
&
M Licensing Authority (Drugs)
" Government of the People's Republic of Bangladesh

A4

Stamp and Date:

Page 2 of 2




MIMISTRY OF HEALTH & FAMILY WELFARE
DIRECTORATE GENERAL OF DRUG ADMINISTRATION
QUSHAD BHABAN, MOHAKHALI
DHAKA-1212, BANGLADESH
www.dgda.gov.bd

GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADESH -' g

It is hereby certified that M/s Incepta Pharmaceuticals Ltd, a drug (Pharmaceutical Products)
manufacturing and marketing organization, has been given license to manufacture and sell its
products freely in the People’s Republic of Bangladesh as lawfully required and granted in pursnance
of The Drugs Act, 1940 (XXITI of 1940) and The Drugs (Control) Ordinance, 1982,

On the basis of inspection carried out on 22-04-2017 we cerlify that the site indicated on this
certificate complies with Good Manufacturing Practices for the dosage forms, categories and activities

'
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listed inn Table 1. M‘ ?
1. Name & address of site Incepta Pharmaceuticals Lid Fa _;i
Dewan Idris Road, Zirabo, Savar, Dhaka iy

2. Manufacturer’s License No:  Non-Biological 193 Date of Issue: 27.6.1967 x

Biological 108 Date of Issue: 27.6.1989 r}

3. Table: |

‘»m-:ﬁ'sé?‘. -

Drosage Form(s) Category (ics) Activity (les)
Tablet (Uncoated, coated, Antibiotics and Chemotherapeutics, | e Procurement of raw.marerials
delayed-release, extended- Antihypertensive and from approved(so &
release, effervescent, Cardloproteuwes, Anall,esms and | la oo

orodispersible, Vaginal
Tablets), Capsule (Hard-

Ointment, Cream, Shampoo.
Giel. Vaginal Gel, Topical
Solution, Mouthwash, Buccal
Tablet, Chewable Tablet,
Dry Powder for Inhalation,

Lipid loweringa  on 24_ch-2017

for Hepatitis

E\E|0042033917

shell, Liquid filled capsules), | Antiulcerants
Powders, Coated Granules, and Minerals
Oral drops. Powder for oral - Anlidiahe!ics;e_ Thfs publlc documonf of the type
Drops. Nasal drops, Eye Antiamebics, S AL DOCuMENT
drops, Nasal sprays, Syrup, Laxatives, CGMMER L
Injectables (Injections — 1V, Antispasmodi. mcEUT EGM, LTB.
IM. 8C; Pre-filled syringes, | Antiallergics, __'{sf.sm'odh‘ 'NCEW*PHAR o
Lyophilized Injections, Antiasthmatics. ; HOSSAIN
powder for injections, Anxiolytics, A mmsrgn.dw MOSHARAF ;
intravenous infusions), Oral | Antimigraine, |

: : i SULAR}- T
solution, Powder for oral Gynaccologica: . . of M‘“gi‘;ﬁ?“ :
solution, Nebulized solution, | Antipsychotic, . HIGH CG)MMIBS!ON N
Oral suspension, Powder for | Opthalmics, An- Ceniﬂad by ¥ NAL '
oral suspension, Flixir, Anticonvulsants otﬁcer{()l} MINISTRY OF EXTER
Respiratory Solution, Antiplatelets, Di Secﬁan

ot NEW DELHI, INDIA
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he responsibility for the quality of the individual batches of/i%ﬁ@rmﬁeg itical  products
. - . i e ‘_{‘ \
manufaciured through this process lies with the manufacturer. TG, \&\ &
VIR R FA ||
i< ‘,("vt;'

The manufacturing plant in which the pharmaceutical products are p}@‘dmw Iksubjgﬁt_‘)t# inspﬂCl% T
suitable intervals, LW e

The manufacturer conforms to the requirements for good practices in the manufacture and quality
control (GMP) of drugs, as required under law in this country, as well & Yécommended bfthé“%rl(ﬁf
Health Organization (WHO) in respect of pharmaceutical products!it be m%iliufac’iure;i,lbg
distributed within the country of origin or to be exported. TTowwdvng “bamum .

- Yer mEPpnta
is hereby attesled

ities and/or categories certified herewith are chang; A
pliance with GIVIP. 2 :

01 NOV Zﬂﬂ Minister {Consi AN
{* Name of Authorized S5 : Major General Md Mustafizwy-Rahman, Commission{_ %/
LR eriifyhlgauthority : Directorate General of Drug Administragion .i,; ?;3‘
¢ Mohakhali, Dhaka - 1212 Pl o\
: +880-(2) - 9880803 AN
) : +880-(2) - 9880854 T
4 : dgdp.gov@gmail.com g e

dgda.gov.bd

S ard Affalrs &Mambership
ZDhaI?aOC?:umhu; of Commerce & Industry
- 6506, Motijheel 6/&; Bhaka-1000, Bangladesh
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Explanatory notes

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 information for different dosage
forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.

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

Details of quantitative 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;

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

is involved in none of the above.

This information can only be provided with the consent of the product-licence holder or, in the case of
non-registered products, the applicant. Non-completion of this section indicates that the party
concerned has not 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 has to be updated or it is no longer 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
Summary Product Characteristics (SPC)

In this circumstance, permission for issuing the certificate is required from the product-licence holder.
This permission has to 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;

the product has been reformulated with a view to improving its stability under tropical conditions;

the product has been reformulated to exclude excipients not approved for use in pharmaceutical
products in the country of import;

the product has been reformulated to meet a different maximum dosage limit for an active ingredient;
any other reason, please specify.

. Not applicable means 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 requirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the thirty-second report of the Expert Committee on Specifications for
Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992, Annex 1.
Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822, 1992,
Annex 1).

This section is to be completed when the product-licence holder or 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 partics responsible for each stage gf manufacture
of the finished dosage form, and the extent and nature of any controls exercised o8¢ edeliohiese
parties. '
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