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1. Pharmacodynamics/

2. Indication

3. Recommended Dose
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9. Undesirable Effects
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ATANKIN 2

Model Certificate of a Pharmaceutical Product

Certificate of a Pharmaceutical Product

This certificate conforms to the format recommended by the World Health Organization
(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)” and amount(s)’ per unit dose :

For complete composition including excipients, see attached.*

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

[]Yes [] No
1.3 Is this product actually on the market in the exporting country?
[]VYes [1No [ ] 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.°

2A.1 Number of product license’ and date of issue :

2A.2 Product-license holder (name and address) :

Name
Address :
2A.3 Status of product-license holder :°
[1a (b [Jc
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2A.3.1 For categories b and ¢ the name and address of the manufacturer

producing the dosage form are :’

Name
Address :

2A.4 |s Summary Basis of Approval appended?™
[]Yes [ 1 No

2A.5 Is the attached, officially approved product information complete and
consonant with the license?" (yes/no/not provided)
[]Yes [ INo ] Not provided
2A.6 Applicant for certificate, if different from license holder (name and address) :**
Name
Address :
2B.1 Applicant for certificate (name and address) :

Name
Address :
2B.2 Status of applicant :*
[la b [c

2B.2.1 For categories b and c the name and address of the manufacturer

producing the dosage form are ’

Name
Address :
2B.3 Why is marketing authorization lacking?
[ ] not required [ ] under consideration
[ ] not requested [] refused

2B.4 Remarks :*

3. Does the certifying authority arrange for periodic inspection of the manufacturing
plant in which the dosage form is produced?™

[]Yes [ INo LIN/A
If no or not applicable proceed to question 4.

3.1 Periodicity of routine inspections (years) :
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3.2 Has the manufacture of this type of dosage form been inspected?
[1Yes [ 1 No
3.3 Do the facilities and operations conform to GMP as recommended by the World
Health Organization?”
[]Yes [ 1No LIN/A
4.  Does the information submitted by the applicant satisfy the certifying authority on
all aspects of the manufacture of the product?'®

If no explain :

Address of certifying authority :

Telephone number :

Fax number :

Name of authorized person :

Signature of authorized person :

Stamp and date :
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Explanatory notes

1.

10.

11.

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. Itis 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-license holder.

When applicable, append details of any restriction applied to the sale, distribution

or administration of the product that is specified in the product license.

Sections 2A and 2B are mutually exclusive.

Indicate, when applicable, if the license 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

(o) is involved in none of the above.

This information can be provided only with the consent of the product-license

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 license. If the production site is changed, the license 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 (SPC).
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12.

13.

14.

In this circumstance, permission for issuing the certificate is required from the

product-license 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 stability under
tropical conditions;

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

(d) the product has been reformulated to meet a different maximum dosage limit
for an active ingredient;

(e) any other reason, please specify.

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 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).

16. This section is to be completed when the product-license holder or applicant conforms

to status (b) or (c) as described in note 7 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.
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1. Package insert

2. Summary of Product Characteristics 39 Product Data Sheet

3. Patient Information Leaflet (PIL)
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Package insert

1. Fowdnsausi (Product name)
%EJLLZW@’J’]@JLLﬁ\‘i“Uaﬂ(;f’JEﬂﬁﬁﬁiy (Name and strength of active ingredient (s))
anwuzreINanA (product description)
Wnd¥Naf1ans/nduaaurans (Pharmacodynamic/Pharmacokinetics)
Jously (Indication)
1ALz (Recommended Dose)
3915191 (Mode of Administration)
Jovuld (Contraindication)

0 0 N o bR W

ALADULAYIBAI55 e (Warning and Precaution)

—
(@)

. unsh3efuenduy (nteractions with Other Medicaments)

[EN
—_

. ansiassiuazansseninaliuLyas (Pregnancy and Lactation)
. 9IN15INUTZEIA (Undesirable Effects)

—
N

. ASASULNAUTUINLAEISNN5SNET (Overdose and Treatment)

—
(6]

. @nngnsiiushw (Storage Condition)

—
(O =N

. g‘dLmumLLaxﬁuummﬁQﬁﬁﬁi’mma (Dosage Forms and Packaging Available)

16. Fouaziioguasiinan viothniedwunutiagiudunlusveraning (Name and
Address of Manufacturing/Marketing Authorization Holder)

17. fuiifinsudluu3uusaenans(Date of revision of package insert)
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(Summary of Product Characteristics %58 Product Data Sheet)
1. Fewdnsiauaien Name of the Medicinal Product
11 Foen (Product Name)
1.2 AULIS (Strength)
1.3 sUnuuweeen ( Pharmaceutical Dosage Form)

2. Ysnuuazauaudfvesiendrdgy ( Quality and Quantitative Composition)

2.1 auauUAmedAey (Qualitative Declaration)

MsWdseazBenfiend Iy Wy TemuINN ST U \nde uag hydrate form

AAefes

2.2 USinasend1fty (Quantitative Declaration) wdssneasidenuSunaseniidifay
o 1 heresgUlUUL (per dosage unit) it AovitnUinasvievietun nsdeiiligan
fLﬁLLf:TQLﬁuﬁﬂuauﬂ%MWmaﬂﬁiaﬂﬂiqmmuLLGiazﬂ%,'ﬂ (For metered dose inhalation product, per
puff)

3. dnwguarsULUUEMILAFYNTIY ( Pharmaceutical Form)
LAIINUSNYUEAEUBNTILIIY fgnUan Wy 3 1eSeanuievunel Wusu feee wu
WindY1) naukuy Juauatnded AT99MUNY 100 UUAUNTUeaLinen

4. AuauURnieAdin ( Clinical Particulars)

4.1 Ueudldlun1sshen (Therapeutic indication)

4.2 ReazIsn1lden (Posology and method of adminnistration)

4.3 pvially (Contraindication)

4.4 Aufouiiev wazdam sz idlunislde (Special warning and precautions for use)

4.5 SunsisenfuendunudesnsAse1dus (nteraction with other medicinal products
and other forms of interactions)

4.6 ﬂ’l'ﬂﬁﬂuam?ﬁﬂiSﬁLLazam%wdﬂﬂﬁuuqm (Pregnancy and lactation)

4.7 waseAuansalunstullazineuiuA3osing (Effects on ability to drive and
use machine)

4.8 9IMshifisUszash (Undesirable effects)

4.9 nslasveiuauin (Overdose)
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5. AuanUAnandyIne (Pharmacological Properties)
51 auaudamandunanians (Pharmacodynamic Properties)
5.2 AuaudnIandyaaueans (Pharmacokinetic properites)
5.3 deyamnuUasniuainmsanyniadia (Preclinical Safety data)

6. Twazlduaundsnisy ( pharmaceutical Particulars)

6.1 swn1sselidfyy (List of excipient)

6.2 anullitniuweden (Incompatibilities)

6.3 01890381 (Shelf life) lduA enguiloussqlumvuziiiedving engendaaniiay
Fenaudmuiiinun engewdanniidaldeiatun

6.4 Famsszieiiaylunisiiuen (Special precautions for storage)

6.5 SnuzLardINUTTNOUVRINYULUTITY (Nature and contents of container)

7. FeiFuoun wramierwiedeunutiagtudhnluswenaning (Marketing Authorization
Holder)

8. aunziUyud1suen (Marketing Authorization Numbers)

9. Huills¥ueuiAvgiTousiiue (Date of authorization)

10. FuiiimsuAluufulgaenans (Date of revision of the text)

Patient Information Leaflet ¥15@ PIL
Foen ( Name of Product)
anwauzen ( Description of Product)
duusznauvesen (What is in the medicine?)
ANUWIIVBY (Strength of the medicine)

A AN

EJ’]ﬁI%Lﬁaazii (What is this medicine used for?)

6. AuAISIEY1 USunauwinlug uavdesiiedla ( How much and how often should you
use this medicine?)

7. Lﬁ@iﬁﬂmlﬂmﬂ%mﬁ (When should you not take this medicine?)

8. oImslufieUsyasAannisiagen (Undesirable effects)

9. valeniimsnanidssnsldomsesulsymusmsuszavla (What other medicine
or food should be avoided whilst taking this medicine?)

10. grumshegndlsinnadnliernunariifmun (What should you do if you miss a

dose?)
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11. pauasiiusnweeg1els (How should you keep this medicine?)

12. dnwaiziavornisdloldfueniuuun (Sign & Symptom of over dosages)

13. grueshegnalsildeAusuiafiuugiii (What to do when you taken more than
the recommended dosage?)

14, Jo/Aaydnuaivesiindn Adwesdnfus/fFueyanandniervsoduunudaqiy
W lus1e1undng (Name/logo of manufacturer/importer/marketing authorization)

15. Tamsufumtusenindlden (Care that should be taken when taking this medicine?)

16. Lﬁ@lﬁﬂmmw?ﬂmuwmﬁ (When should you consult your doctor?)

17. SuiiuAluu$ulsaenans (Date of revision of PIL)
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(PART II: Quality)

SECTION A: #1508y (Table of Contents)

318N13LBNEAT

SECTION B : Uwﬁ§ﬂiﬂﬂi%uﬁﬂuﬂmnﬂw (Quality Overall Summary)

S.

WAUAIIdIALY (Drug Substance)

S1 %’a%aﬁﬂﬂ (General Information)

1.1

%EJ (Nomenclature)

1.2 lAs9as19 (Structure)

1.3

ﬂqmauﬁaﬁ?ﬁw (General Properties)

S2

ASNE® (Manufacture)

2.1

ANER (8138l31nndmile) (Manufacturer (s))

S3

NNSMSI9BNWAELNE (Characterization)

3.1

3.2

nsanslATIEs Az anwMzIaNIEdUe) (Elucidation of Structure
and Other Characteristics)
a3 9eUu (Impurities)

54

nM3AUANIRgAUAIE1E@AT (Control of Drug Substance)

4.1

4.2
4.3

TainunANInIgIL (Specification) kagntitdadusoinsiagies
(Certificate of Analysis)

ABNTIATII (Analytical Procedures)
NMIATIVARUAINGNFBIVDIITNTIATIZY (Validation of Analytical

Procedures)

S5 aN3UINSFIUNTOTANNIMIFIU (Reference Standards or Materials)

S7 AMUAIENIN (Stability)

nansigien (Drug Product)

P1 dnwazearaiuusznau (Description and Composition)
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P2

NIIRAIUINILNEBNTTU (Pharmaceutical Development)

2.1 dwlsznaureswdniagien (Components of the Drug Product)

2.2 wAnfued1593U (Finished Product)

2.3 iSUUTJﬂ‘SU’eNmGUUSUﬁ@ (Container Closure System)

2.4 auanUAn199aT7Inen (Microbiological Attributes)

2.5 Anunulpuesn@niue (Compatibility)

P3

ASNaR (Manufacture)

3.1 gnse1wa3unIsHan (Batch Formula)

3.2 NIPUIUNMIHAN kaEIBNITAIUANNTEUIUNTHER (Manufacturing

Process and Process Control)

3.3 MInIUANTURBUNINERTIdALLaransdsEunS (Control of Critical

Steps and Intermediates)

3.4 ﬂ73(5]5'3"0ﬁEJ‘Uﬂ?qmgﬂﬁaﬂﬂaﬂﬂiZU?uﬂqimaﬁLL’ﬁS/‘V{%EJ NTUsEItUNG

(Process Validation and/or Evaluation)

P4

N3AIUANENSUTIUAT (Control of excipients)

(4

4.1 UarinuaNInIgIU (Specifications) LagniladoFuTaINITIATIE
(Certificate of Analysis)

4.2 W/NTIATIEN (Analytical Procedures)

4.3 msUsussiTunasiuiinanuyeduiednd (Excipients of Human

or Animal Origin)

P5

nsmuARansTaueid1593U (Control of Finished Product)

51 UafimunuInggIu (Specification) wagniiidadusoinsingies

(Certificate of Analysis)

5.2 A8n15ATIEN (Analytical Procedures)

5.3 MINTINEABUAYINNADIVEYIEN1TIAT 129 (Validation of Analytical

Procedures)

5.4 MTIATILNTUNINES (Batch analyses)

5.5 NSRSI9aNBULRNIZVD9a15:0UU (Characterization of

Impurities)

5.6 mi%LLﬁNLwﬁlma%aﬂ‘ﬁaﬁ’mummww (Justification of Specification)
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P6 @15um3gIUnIeTanME U (Reference Standards or Materials)

P7 szuulnuesnyurussy (Container Closure system)

P8 AuALENIN (Stability)

P9 ndnguANaNyaTaInansiagien (Product Interchangeability
. . S A o
Equivalence evidence) Tunsaitdueniifiinun

SECTION C : jawn (Body of Data)

S.

WAUAIEALY (Drug Substance)

S1 ‘?Jjagaﬂl’ﬂﬂ (General Information)

1.1 30 (Nomenclature)

1.2 TAs9a519 (Structure)

1.3 @mﬁmff@fﬁiﬂ (General Properties)

S2

A75NaR (Manufacture)

2.1 gudn (213ilunnImila) (Manufacturer (s))

S3

ANIRIIaNWALLRNE (Characterization)

3.1 msuanslassaialazanwuzianzdue (Elucidation of Structure and
Other Characteristics)

3.2 @13:@aUu (Impurities)

sS4

M3AUANIRgAUAIEE@AT (Control of Drug Substance)

4.1 Yarnununu1nIgIU (Specification) WasniiadasUTINITIATIZY
(Certificate of Analysis)

4.2 3nTIATIENR (Analytical Procedures)

4.3 NINTIIABUANYNADIVBIITNITIATIEN (Validation of Analytical

Procedures)

S5

a130M531Un0an1M53 U (Reference Standards or Materials)

S7

ANUASANIN (Stability)

nansigian (Drug Product)

P1

anwazewazaIuUIENaU (Description and Composition)

P2

MINAIUINILNEYNSTU (Pharmaceutical Development)

2.1 drulsznaureswdnsiugien (Components of the Drug Product)

2.1.1 ngAumiendAgy (Active Ingredients)

2.1.2 e3Usauss (Excipients)

@
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2.2 Namﬁmeﬁﬁugﬁlgﬂ (Finished Product)

2.2.1 MsmuIgnsinsuen (Formulation Development)

222 UsIaieniiu (Overages)

2.2.3 pruaudinaeiinienIn wasdyine) (Physicochemical and
Biological Properties)

2.3 53uuUnve3nvurUssY (Container Closure System)

2.4 AuanUAn199a¥IIMeN (Microbiological Attributes)

2.5 anudniulavesn@ndie (Compatibility)

P3

ASNaR (Manufacture)

3.1 gnseNRa3UNISHER (Batch Formula)

3.2 NTPUIUMINER WagIBnN15AUANNTEUIUNISHER (Manufacturing

Process and Process Control)

3.3 NIAIVANTUNBUNINENTdATYwarasiisduns (Control of Critical

Steps and Intermediates)

3.4 NIATIVFOUANUYNABIVDINTLUIUNIHAALAY/1T0 NMTUTTUNA

(Process Validation and/or Evaluation)

P4

nMsAUANENSUTIUAe (Control of excipients)

4.1 UarinunuInsgIu (Specifications) wasniadesusnan1siAIIzn
(Certificate of Analysis)

4.2 /NTIATIEN (Analytical Procedures)

4.3 gnsUsasianiiunasniiinainuyudwsednd (Excipients of Human or
Animal Origin)

P5

nMsmIuAuRAnsaueid1593U (Control of Finished Product)

5.1 UafinunuInsgIu (Specification) kagntid@aiusainsiagies

(Certificate of Analysis)

5.2 3N15ATIEN (Analytical Procedures)

5.3 NIATIAABUANYNADIVBIITNITIATIEN (Validation of Analytical

Procedures)

5.4 MTIATIEVIUNITHER (Batch analyses)

5.5 N1INTIVENBULLANZVOIE5R0UU (Characterization of Impurities)

5.6 NMSVWIAUAHATDITBMmILALRNIE (Justification of Specification)
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P6

A130M331UNTRIANNINIFIU (Reference Standards or Materials)

p7

5¥UUUAY0INTUYUSTY (Container Closure system)

P8

AUAIENIN (Stability)

P9

VANIUAINANYAYRINGAS U1 (Product Interchangeability

Equivalence evidence)

[1 s1enunan1sAnwdauyaluiyed (Bioequivalence study Report)
(BUAVDAYSUT AU )

[] SUNUNANTANYIUSEUTIBUNSaras/UanUaseelunasnnaass

(Comparatlve in vitro dissolution/release studies)

(wmmmmsw .................... aﬁuﬁ ....................................... )

[1 9198amenunansAnwdiauyaluuywd (Bioequivalence study
Report) vasWansagisfsaiulanuazruInaunss (auuudiun
yilsdooysiAonn ddned as. ... AETUT e

‘Wi’e]llﬁ’]L‘U']L’e]ﬂﬁ’]ii’]Sﬂﬂuwaﬂﬂiﬁﬂwﬂ%ﬂﬁuga"ﬁﬂéhﬂ )

[1 s1891unan1sAnenUIeuisunanIssnwIn1eadiin (Comparative

clinical studies)

A o o A o A
(BUAVBLAUITUN .o ANIUN )

[1 s1eunan1sfnenuseuiiisuniwndunamians (Comparative

pharmacodynamic studies)

A o o A o A
(BUAVBLAUITUN .o ANIUN )

VUG TIBNUHANTANYIANUANLAYDINEANUNLIANUTIFY YN
losuauliRandingud gourvedenhdiumidsdesydifaindin
gINFENE UL ONANTTIBNURANTSANYIRTUANY SHULLUUAUAYE

CY

Yungrdeuisuenouitdtingaseyd@lidungideusinsuen

a

»aud D (Section D) : 1ana135819839d1Azy (d13)

(Key Literature Reference, if applicable)
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