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[] enldneuen

[] celatin coating tablet
[] effervescent tablet
[] chewable tablet

[] vaginal tablet

[ ] vaginal capsule

[] vaginal cream

[] vaginal suppositories
[ ] enema

[] suppository rectal
[] granule

[] syrup

[] elixir

[ ] emulsion

[] suspension

[ ] aqueous solution

[ ] non-aqueous solution

[] oil solution

[] alcoholic solution

[] sustained release solution

[] sterile powder
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ATANUIN 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.

1.1

1.2

1.3

Name and dosage form of product :

Active ingredient(s)’* and amount(s)’ per unit dose :

For complete composition including excipients, see attached.*

Is this product licensed to be placed on the market for use in the exporting country?’
[]Yes [] No

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.6

2A.1 Number of product license7 and date of issue :

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

Name
Address :
2A.3 Status of product-license holder :°
[la fe [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 conso-
nant 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 [ 1No 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?
[]Yes [ 1 No
3.3 Do the facilities and operations conform to GMP as recommended by the World
Health Organization?”
[]Yes [ INo 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

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 export-

ing 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 non-

proprietary 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

(c) 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.
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11

12

13

14

15

16

This refers to product information approved by the competent national regulatory

authority, such as a Summary of Product Characteristics (SPQ).

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.

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-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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RRINET (LABELLING)
281n81MULUU ACTD wusilu 3 wuu e Unit Carton, Inner Label wag Blister/Strips
WAATLUULEAITBANUAIRB UL

%@f‘?’]‘i’i%ﬂ?lﬁ\‘iﬁ@']ﬂu‘Hﬂ?\iﬁ\‘iﬂ‘ii‘?ﬂ’] (UNIT CARTON)
Foe (Product name)

JUluue (Dosage form)

Fovossendifty (Name of Active Ingredient(s))
ANUKTIVBIAIENEAGY ( Strength of Active ingredient(s))

JUNINAR (Batch number)

JUKA® (Manufacturing date)

uAueny (Expiration date) Faauanadin “méumq”

350151 (Route of Administration)

o 0 N o bR W N e

angnsiiusne (Storage condition)

10. tawnztlsusnsuen (Country’s Registration Number)

11. Jouazilouasssuayannan visthviedeunudagiiudnanluswenandns (Name
and address of Marketing Authorization Holder)

12. Youazitoguesinanlumeusyma (unsaliwdodeunuiagtudnalusvorandns
(Name and address of manufacturer)

13. Joarufivavuuaain (special labeling) wu eldnsuen sildamed sndunse
gImUALTILAY, USinaueanaged [usiu

14. Vsinauenitwugiinluidas udmivenguinduuagindeus (Recommended Daily
Allowance)

15. AfoUAINUTENIANTENTIEITITEY (Warning)

16. 3UIAUT7y (Pack sizes)
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U NUHUA 1. aannluU Unit Carton ldfiuaainvesn1vuzussgnguen 1Wu aan
NABIVIIIVIN NADIUTIYNTTUDY NABIVTIYRIET LTUAY
2. doyafifiuduaintaguu fie . Dosage Form Wag Route of Administration
2.1 M5uds Dosage form o13udalan 9 W evdadin e1viinida Tablet Suppository
Hugu vioenaudadudiunilevesdesnfld wu XYz Capsule Wud
2.2 M3UA9 Route of administration ®1audslan 9 Wy IM IV 1usu nio013uds
oeluABN gAY iy Suusenuadios 1 1da Yuar 3 At nitewns vieldmmuiseylilu
nansiduen Wudy
3. N334 Recommended Daily Allowance T#udadu % RDA namdeliuiainusune
vitamins Waw minerals Aifleglugnasinsugiiu iuA % ves RDA dwsue RDA aldinunnasgu
ananusnglussensng q vieldinim Thai RDA Al T lFdsienansensdees i RDA th 9
WUsENBUNITAANTUIAEY
4. Marketing Authorization Holder luda 11 nanefia fuayg1nnaEn v3egTuaunyIn
twFedsedunluswerandng ududnsd

fian1nanaInefinule INNER LABEL
o8 (Product name)
JUluue* (Dosage form)
Fovossendify (Name of Active Ingredient(s))
ANULTIVBIAINEAYY (Strength of Active ingredient(s))
JUNINAR (Batch number)
TUKER* (Manufacturing date)
5u§umq (Expiration date)

3501571 (Route of Administration)

o 0 N o bR W N e

annznsinusnen* (Storage condition)

10. tawnztisusnsus* (Country’s Registration Number)

11. Fouazfioguosuoynanan wietwiedwusudagiudunlusverandng
(Name and address of Marketing Authorization Holder)

12. Fouaziegvesfudnlumauszina (unsdeniwiediounuioguitunly
519910419n5* (Name and address of manufacturer)

13. Foszyiavuuaain® (special labeling) Wu eilimeuen slflamzdl erdunse
gImuALTiLAY, USinaueaneged [usiu
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14. Viinausuugihluusas fudmdugnguisiiuazindous * (Recommended Daily
Allowance)

15. AAoUMNUTENIANTENTIESITUEY* (Warning)

16. 3U1AUT7y (Pack sizes)

U498 * 188 exempted for small ampoule and vial

UuINWNUAUA 1. aanuuy Inner Label Tdiuaainnivuzussgnislu W 1in nssles
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Wunlaiiy 3 a191987 ﬂ@ﬁﬂﬁﬂugUiiﬂVJﬂUi%LﬂVl
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2 %ammﬁamﬁﬁ@ # (Name of Active Ingredient(s))

3. AMUWIIVOIMLNERAYY # (Strength of Active ingredient(s))

4. JUNSWER (Batch number)

5. %uAueny (Expiration date)

6. Wo/dydnwalvosinan A wemandn/ {Fueuaenanvietmtedinuauliagii
W lusve18ndns (country specific)

7. wwanztloud1iuen (Country’s Registration Number) (country specific)

naeg # vaneils lidesssylunsdindndasififidaedidy innnin 3 viatuly
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%30 multivitamins and multiminerals
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dayandnsinuaien (PRODUCT INFORMATION) w3atanansinfiugn

wuadu 3 wuu fe

1. Package insert

2. Summary of Product Characteristics 39 Product Data Sheet

3. Patient Information Leaflet (PIL)

Hoyanansfasieutazuuufmualviivhtoss q detelud

Package insert

HowAnsauat (Product name)
%IaLLazmmLLﬁwaﬂﬁﬁmﬁﬂﬁiy (Name and strength of active ingredient (s))
anwuzraINanAn (product description)
WNE¥NaA1ans /Anduaaurians (Pharmacodynamic/Pharmacokinetics)
Jously (Indication)
ATk (Recommended Dose)
915181 (Mode of Administration )
Jovuld (Contraindication )

o 0 N o LR W e

ALADULAYIBAI55 Y (Warning and Precaution)

—
(@)

. Sunsh3enfuenduq (interactions with Other Medicaments)

—_
—_

. ansnssiuazanssenindliunyas (Pregnancy and Lactation)
. 9I1N15WINUTZEIA (Undesirable Effects)

—
N

. AMSesugLAUTUIALAZISNI5SNN (Overdose and Treatment)

—
W

. @nngnsiiushw (Storage Condition)

—
(SR =N

. g‘du:u*umLLaxﬁummmiqﬁﬁﬁmma (Dosage Forms and Packaging Available)

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

17. fuiifinsudlyuiuusaienans(Date of revision of package insert)

e
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(Summary of Product Characteristics %58 Product Data Sheet)

1. Feudadaiu1 Name of the Medicinal Product

1.1 #oen (Product Name)

1.2 AULIS (Strength)

1.3 sUnuuvedw (Pharmaceutical Dosage Form)
2. YsnauagauauURvasinendrAgy (Quality and Quantitative Composition)

2.1 auauURfedAty (Qualitative Declaration)

AsudneasiBndenddy wu Jemm INN s sU 1nde uay hydrate form

FAedo

o w

2.2 Usuasendfgy (Quantitative Declaration) WAss18aztdunUsunaieNd1Agy

o
E24

fo 1 Y289833ULUUEN (per dosage unit) Wy Aot USunsvientheiwiin nadeiilign
pu Tiudafusuauiinnendenisganuusiazads (For metered dose inhalation product,
per puff)
3. anwazlarsULuueIMandunssy (Pharmaceutical Form)

Wismudnvasmeuaniiiiu senlan wu § wiemmnsundae [udu e wu
Windu1n nauuu Sveuaiades fiedewmune 100 vusunilivesing
4. AuauURnieadiln (Clinical Particulars)

4.1 Ueudldlun1ssnen (Therapeutic indication)

4.2 wunenazisn1sluen (Posology and method of adminnistration)

4.3 Yould (Contraindication)

4.4 Anfouiiley wazdanT3zidlun1slde (Special warning and precautions for use)

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

4.6 nsldluanslinssnuasaniseningliuuyns (Pregnancy and lactation)

47 warepNansalunTuTnazyhauiuASedns (Effects on ability to drive and
use machine)

4.8 9IMshifisuszasa (Undesirable effects)

4.9 mslasugiuun (Overdose)
5. AuanUAnandyIne (Pharmacological Properties)

51 auaudamandunanians (Pharmacodynamic Properties)

5.2 Auaudnandvaaurians (Pharmacokinetic properites)

5.3 deyamnuuasniuainmsanyiniadia (Preclinical Safety data)
6. SwazldEANINFYNTIN ( pharmaceutical Particulars)

6.1 s1wnsielidfy (List of excipient)

@ Alla/vaninaNTunzilaumSugansay (Generic Drugs)
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6.2 anullniuween (Incompatibilities)

6.3 818v0381 (Shelf life) laun mqmLﬁamﬁaﬂum%umﬁaﬁmﬁw mqmwé’qmnﬁwﬁu
Foraudwnudidivun ergemdsandidaldenadaun

6.4 Femsszieiaylunisiiuen (Special precautions for storage)

6.5 anwarlardINUIENIUIBINYULUTIY (Nature and contents of container)
7. Feiuoun wranierwiedeunutiogtudnlusvenaning (Marketing Authorization
Holder)
8. lawnztluud1iuen (Marketing Authorization Numbers)
9. HuilldfueuiiAvgJousmiue (Date of authorization)
10. FuiiinsuAluu$ulgaenans (Date of revision of the text)

Patient Information Leaflet #5a PIL

%98 (Name of Product)
Anwadzen (Description of Product)
diuUsznaureden (What is in the medicine?)
AYULTIVDIY (Strength of the medicine)

LR L Dhd e

oriditenyls (What is this medicine used for?)

6. AuAISIie Usuauwinls wagusaiiiedla (How much and how often should you
use this medicine?)

7. Lﬁ@i’iﬂmhimﬂsﬁmﬁ (When should you not take this medicine?)

8.  ®1MslNUsEaIRaINNI5IeN (Undesirable effects)

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

10. aumsheglsinadulformunariidmus (What should you do if you miss a
dose?)

11, Aamsiuinye1ee13ls (How should you keep this medicine?)

12. dnwaizuazonsislasusniuawin (Sign & Symptom of over dosages)

13, aumsheglsildeifuruiafiuugiii (What to do when you taken more than
the recommended dosage?)

14, Fo/Aaydnualvosinan/ivemandns/ifvougnandnuiethviedsouautagiy
W lus1e1undng (Name/logo of manufacturer/importer/marketing authorization)

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

16. Lﬁ@l’iﬂmmaﬁﬂw%mwé (When should you consult your doctor?)

17. SuiiuAlvusuusaenans (Date of revision of PIL)

e
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AAKNKIN 5
UM 2 NANFIHUNAIAUATNIDIE
(PART II: Quality)

SECTION A: #1508y (Table of Contents)

LUU v.n.8. A 2

318N13LBNEAT

SECTION B : waﬂimswé’mqmmw (Quality Overall Summary)

S.

WAUAIIdIALY (Drug Substance)

S1 Gﬁ@;ﬂaﬂbﬂﬂ (General Information)

1.1

%EJ (Nomenclature)

1.2 1As9as19 (Structure)

1.3

@mamﬁaﬁﬂﬂ (General Properties)

S2

ASNE® (Manufacture)

2.1

ANER (8138l31nndmile) (Manufacturer (s))

S3

NNSMSIBNWAELNE (Characterization)

3.1 MsuanlATIET AT aNYUELIaNIzdUe (Elucidation of Structure

3.2

and Other Characteristics)
a13eUu (Impurities)

54

NsAIUANINgAUAIEE@IALY (Control of Drug Substance)

4.1

4.2
4.3

YafimunNInIgIU(Specification) warniladasuIINITIATIZY
(Certificate of Analysis)

BN1TIATII (Analytical Procedures)
NNIATIVHOUAINYNABIVDIITNITIATIEN (Validation of

Analytical Procedures)

S5 asuInsguvsedanuInsgu (Reference Standards or Materials)

S7 ANUAIENIN (Stability)

nanugien (Drug Product)

P1 anwaseazdulsznau (Description and Composition)
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P2

NIINAIUINILNEBNTTU (Pharmaceutical Development)

2.2 duusznauueandnsiagien (Components of the Drug Product)
2.3 wanfinugiednsagy (Finished Product)

2.5 syuulnveanuurussy (Container Closure System)

2.6 AuaNUAN199aTYINen (Microbiological Attributes)

2.7 anunnulpvesn@niue (Compatibility)

P3

N1SNER (Manufacture)

3.1 gmnseimesunIswan(Batch Formula)

3.2 NIPUIUNTNENA kATINITAIUANNTZUIUNIIHES (Manufacturing
Process and Process Control)

33 nsmuudureuntsaafidAyuazatsdsiund (Control of
Critical Steps and Intermediates)

3.4 MINTIVFOUAINYNABIVDINTLUIUNMINAALAL/MTD N1UTEIIY

W@ (Process Validation and/or Evaluation)

P4

N1sAIUANENTUTIAS (Control of excipients)

4.1 UafmunuInIgIu (Specifications)

4.2 5n1TIATIER (Analytical Procedures)

4.3 ansusuAiTiuvasidinanuyueviednd (Exdpients of Human

or Animal Origin)

P5

M3AIUALNEASUIE1593U (Control of Finished Product)

5.1 defmunu1nsgiu(Specification) wagniiadasuseINITIATIEN
(Certificate of Analysis)

5.2 5n193AT1E (Analytical Procedures)

53 N1MTI9A0UAINUYNADIVBITINI1TIATIEN (Validation of
Analytical Procedures)

54 MTHATIERIUNIINER (Batch analyses)

55 N13A9I98NYULLANIZV0Ia15180UU (Characterization of
Impurities)

56 MITuARMARavesairualani (Justification of Specification)

Ade/vannaminsUne e uiTuenalsy (Generic Drugs)
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P6 @151M5§IUNIRIARNI9F U (Reference Standards or Materials)

P7 seuuUnuaen1vusussy (Container Closure system)

P8 m3uAIdnIN (Stability)

P9 vangIuALALLaYRINGNSInIEN (Product Interchangeability Equiva-
lence Evidence) Tunsdifuginvun

SECTION C : siiavn (Body of Data)

S.

WaAufIed1Ay (Drug Substance)

S1 ﬁﬁa;gaﬂbﬂﬂ (General Information)
1.1 %o (Nomenclature)
1.2 1m39a379 (Structure)
1.3 Qmauﬁaﬁ’ﬂﬂ (General Properties)

S2 mIwan (Manufacture)
2.1 fwan (e1aflinnnimils) (Manufacturer (s))

S3 n1IRTIRaNENELany (Characterization)
3.1 wanslpssasnsuavanuuzlanizdus (Elucidation of Structure
and Characteristic)

3.2 @13@euu (Impurities)

S4 mMsmuANIngRUMENd@1ATy (Control of Drug Substance)
4.1 UafinunNInggIu (Specification) wagntsd@asuIoINITIATIEN
(Certificate of Analysis)
4.2 BMTIATIEN (Analytical Procedures)
4.3 MINTIVAUANIUYNABIYDIIBNTIATIEN (Validation of

Analytical Procedures)

S5 ansuInsguvsedanuInsgu (Reference Standards or Materials)

S7 ANuUAIENIN (Stability)

nansiugien (Drug Product)

P1 anwazeazauusznay (Description and Composition)

P2 N1SWRILINILN&YNTIN (Pharmaceutical Development)
2.2 @muszneuresndningien (Components of the Drug Product)
2.2.1 nAuiiedfy (Active Ingredients)
2.2.2 @sUsaume (Excipients)

®

WUy ASEAN HARMONIZATION




318N13LNEHAT

2.3

2.5
2.6
2.7

wansinusid3agU (Finished Product)

2.3.1 MINagnIfiFuen (Formulation Development)

232 USunausenfiviu (Overages)

2.3.3 AaanUanIaAiinIenIn ka3 Inen (Physicochemical
and Biological Properties)

5¥UUURYDINITULUTTY (Container Closure System)

AALURAM199aTYINe (Microbiological Attributes)

Anuulavesnanig (Compatibility)

P3

ASNaR (Manufacture)

3.1
3.2

3.3

3.4

dn581M03UNTSHAR (Batch Formula)

NILUIUNTHER KALNITAIUANNTEUIUNINER (Manufacturing
Process and Process Control)
nsPUANTURaLNSKARTIAAryMaranSTsEunS (Control of Critical
Steps and Intermediates)
NINTIRADUAYINYNABIVBINTLUIUNTHANLGY/MTE MIUTTITUNG

(Process Validation and/or Evaluation)

P4

N1sAIUANANTUTIAS (Control of excipients)

4.1
4.2
4.3

ToMmMunInIgIU (Specifications)
BN151ATII (Analytical Procedures)
asUeanurasninannuyedviedn (Excipients of Human

or Animal Origin)

Ade/vannaminsUne e uiTuenalsy (Generic Drugs)
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P5 n1sAuAunaAnfaeid3azu (Control of Finished Product)

5.1

5.2
53

54
55

5.6

JoAvuAnIy (Specification) Lagnila@osuTaINITIATIZH
(Certificate of Analysis)

WMTIATIEN (Analytical Procedures)
N15M5I9ADUAIUYNADIVDITINITIATIEN (Validation of
Analytical Procedures)

N1TIATILNIUNIIHEN (Batch analyses)
N19M198NBULLaNIZVD9a15139UU (Characterization of
Impurities)

NSTUILVENaYRITDNMUARNIE (Justification of Specification)

P6

A13UMIFIUNTRIANNIN U (Reference Standards or Materials)

p7

iSUU‘TJﬂ‘U@ﬁm‘EJUSUﬁﬁg (Container Closure system)

P8

AUASENINTBINERA U (Stability)

UnasUAUAILAIENIN (Stability Summary and Conclusion)
ABNIANYIANAIANINLAZAITUTDILUNTANBIANAIEATNUE
nelesusyiRligviing (Post- approval stability protocol and
stability commitment)

U03aMUAIANMN (Stability data)

P9 mangIuANaNLaveInaniugien (Product Interchangeability

Equivalence Evidence)

HANIANYIAIENYA (Bioequivalence Study Data)

(N3t AZT, erpuiiingniay, 81 Sustained release Wage1du?)
= Y

muuszneAlunIenea)

In Vitro — In Vivo Correlation (IVIVC @%5U81 Sustained release)

®
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