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[] pills
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[] compressed tablet

[] compressed coating tablet
[] film coated tablet
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[] enldneuen
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[] effervescent tablet
[] chewable tablet

[] vaginal tablet

[ ] vaginal capsule

[] vaginal cream
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[ ] enema

[ ] suppository rectal
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[] syrup

[] elixir

[ ] emulsion

[] suspension

[ ] aqueous solution

[ ] non-aqueous solution

[] oil solution

[] alcoholic solution

[] sustained release solution

[] sterile powder



[] sugar coated tablet [] powder [] sterile solution
[] enteric sugar coated [] effervescent powder [] sterile suspension
[] sustain release tablet [] chewable gum [] sterile emulsion
[] lacquer coated tablet [] dry syrup [] sterile cream/ointment
[] large volume parenteral [] liquid otic [] toxoids

[] tincture ] liquid nasal [] vaccines

[] cleansing solution [] aerosal [] bar
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[] cream [] nasal spray [] transdermal
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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

13

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?
[]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 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 :*
[Ja b [Jc

2A.3.1 For categories b and c 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 [ INo LIN/A
If no or not applicable proceed to question 4.

3.1 Periodicity of routine inspections (years) :

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

[]VYes ] No

i
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3.3 Do the facilities and operations conform to GMP as recommended by the World
Health Organization?”
[]Yes [ JNo 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 :




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

(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.

This refers to product information approved by the competent national regulatory

authority, such as a Summary of Product Characteristics (SPQ).
-
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12.

13.

14.

15.

16.

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 Techni-

cal 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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281n81MLLUU ACTD wiatdu 3 wuu Ae Unit Carton, Inner Label wag Blister/Strips
uAazLUUAASTDALAIsD LU

o8 (Product name)

JUuuven (Dosage form)

Fovossendifey (Name of Active Ingredient(s))
AINULTIVDIAIENEAEY (Strength of Active ingredient(s))
JUANSHER (Batch number)

JUNAR (Manufacturing date)

fuguawq (Expiration date) ABaLanIA1IN “m??umq”
3815191 (Route of Administration)

O o N o bR W N

anlznsinusne (Storage condition)

10. @wnzidaurisue (Country’s Registration Number)

11. Fouariogvesi3uougiandn iothudediunudagiuduilusveiandng
(Name and address of Marketing Authorization Holder)

12. Fouazitoguesiranlumeuszma lunsdiiwdodeuauiagtudnanlusworandns

(Name and address of manufacturer)

13. Foarufivasuuaain (special labelling) Wy eldnnsuen elfiameil endunse
gpUANTiAY, Usunaueaneged Wusiu

14. Vinasiuugiluisos udwmiuenguiniulazindeus (Recommended Daily
Allowance)

15. AADUMINUTENIANTENTINETITUEY (Warning)

16. vUAUTTY (Pack sizes)

kYN NUHUE 1. aanwuy Unit Carton l¥iuaainyesnisusussaniguen wwu
AAINNADIUTIPVIN NADIUTIINTZUBY NaBIUTTUNIET LUy

g
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2. fifoyaifiuuaintagiu fio Dosage Form Wag Route of Administration
2.1 15ud9 Dosage form ®1audslan 9 Wy e1vfiauin e1viinda Tablet Supportory
Hudu vieeaudadudiunilevesdesnfle wu XYz Capsule Wud
2.2 M3UA9 Route of administration 81audslan ¢ Wy IM IV 1usu nio013uds
oefluiBn sl ALY Wy Sulssmuadeas 1 Tuae 3 %t udsommns vieldmauiissylily
onansiiuen Wusu
3. N334 Recommended Daily Allowance T#udadu % RDA nafeliuiainusune
vitamins Waw minerals Aifleglugnsinsugiiu iuA % ves RDA dwsuen RDA aldinunnasgu
ananusnglussensng q vielinim Thai RDA Al Wit lFdsienansensdemes i RDA th 9
1UszNOUNIIRNTAUINY
4. Marketing Authorization Holder luda 11 nanefia fuaug1nnEn v3egTuaunyn
thvidedeendnurlusverandng udusnsdl

o8 (Product name)

sUuuve1* (Dosage form)

%amaaﬁamﬁﬁag (Name of Active Ingredient(s))
AINULTIVDIAIENEAGY (Strength of Active ingredient(s))
JUANSHER (Batch number)

JUNGR* (Manufacturing date)

57u§umq (Expiration date)

35n15WeN (Route of Administration)

A e B L T A o

anngnsiAusne* (Storage condition)

10. w@angtlsusisuen* (Country’s Registration Number)

11. FouaziioguagFuoynandn vdetvdediwunuilagiudunlunvenandng®
(Name and address of Marketing Authorization Holder)

12. Fouazilegvasfudnluiauszina (unsdeniwiediounuiogiuidunly
51%970413n5* (Name and address of manufacturer)

13. Foszyfiavuuaain® (special labeling) Wu silimeuen silflamzdl erdunse
gIAUALTILAY, USinaueaneged [usiu

14. Viinausuugihluudas fudmdugngiiniiunazindous * (Recommended Daily

Allowance)



15. AHOUMINUTENIANTENTIEITITUEY* (Warning)

16. 3u1AUT7Y (Pack sizes)

nuIENg) * 1889 exempted for small ampoule and vial

UuINNUHUA 1. aanuuy Inner Label Tdiuaainnivuzussanislu Wy 1in nszles
s

2. Foundiudm3u small ampoule and vial u Imnenusindaanenvundnis
fiuitliAu 3 msneih YBINIPUTUTIINNUTLAN

o8 (Product name)
%amaaﬁamﬁﬁag # (Name of Active Ingredient(s))

1
2
3. ANULIIVOII8NEAYY # (Strength of Active ingredient(s))
4. qunsHan (Batch number)
5 %7u§umq (Expiration date)

6. Vo/dydnualvestiian / Wvemanin/ fiuoynmidnvietviediunutiagii
WLl US1901U19NT (country specific)

7. @wnztloud1iue (Country’s Registration Number) (country specific)

e # vanefls lidessslunsdindndasififidaedidny annnd 3 siatuly

A0E 1Y INGUINNTUTIN wazNFaUT wusdIlATEYULRaINT IMTUTIULALINADNS
%38 multivitamins and multiminerals

U 1. dofvuanude 6 Tuanieedlaegamila

2. doivuanudes 7 azwanaiseliile

v 1. nsdionfiideulinmstunsdouduiudafifeglutagtu uFoRduay
W e1uz59 Aosszytenu “ldanzlsimeiuia”

2. nsdiiiudennuiinszsedyaRendinun wu fi1 endunsie erldnieuen Wi
whesmanuiinszsvdydRontmun snfuaanuuindndaiiuilitu 3 maeiauazus
#1 (Blister/Strips) Tl4A131 “Expiry date” %39 “Exp” WNUA1I “mé’umq” i)

3. fUszneumsaansavelfinaaineiienisdieanls

i
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wiadu 3 wuu A

1. Package insert

2. Summary of Product Characteristics 39 Product Data Sheet
3. Patient Information Leaflet (PIL)
oyanAnusieusasuuutmualiiiiadesg q aelud

Re

Package insert
Howdnsauat (Product Name)
FouarAuuswednend1fy (Name and Strength of Active Ingredient (s))
anwuzraINanAg (Product Description)
WNEINaA1Ens /Anduaaudans (Pharmacodynamic/Pharmacokinetics)
Jousld (Indication)
MUz (Recommended Dose)
3915181 (Mode of Administration)
Jomuld (Contraindication)

0 0 N o bR W N

ANLADULAYTBAITIY I (Warning and Precaution)
. URINILINUEIDUY (Interactions with Other Medicaments)

—_
= O

: am%'ﬁﬂﬁﬁl,t,a8ﬁ@%531ﬁ’i’1ﬂﬁumum (Pregnancy and Lactation)
. 95 hINsUTEaIA (Undesirable Effects)

—
N

. NSkesUeMAUTUIALAEISNNSSNYI (Overdose and Treatment)

—
A W

. anmgmsiAushw (Storage Condition)

—
S,

: g‘ULLUUEHLLazﬁummmiqﬁﬁﬁ’mﬁw (Dosage Forms and Packaging Available)

16. FouaTloguosiuan viotwiedseunudogiudunluswerandns (Name and
Address of Manufacturing / Marketing Authorization Holder)

17. "'quﬁﬁmiLLﬁlqu%’UUqaLaﬂaﬁ (Date of revision of package insert)

(Summary of Product Characteristics %38 Product Data Sheet)

1. Fendndnmien Name of the Medicinal Product
1.1 %081 (Product Name)
1.2 AuLkse (Strength)
1.3 §Uuuue981 (Pharmaceutical Dosage Form)



2. YsunanaganauURvesinendiAgy (Quality and Quantitative Composition)
2.1 auauURmendAey (Qualitative Declaration)
AsudeasiBonenddy wu Senu INN s 5U inde wa hydrate form
fiAetos
2.2 Y3unsiendAgy (Quantitative Declaration)
uiseaziBenuinaieiiddy fe 1 mievssguuuue (per dosage unit)
iy deveUiinanievhethmiin nideiligany THudadusuiusinueitonisgan
uiazase (For metered dose inhalation product, per puff)
3. anwauvwazsULuveImMandynssy (Pharmaceutical Form)
wdamnudnuazneueniiviu frenndda wu 3 wismaneuudae Judu fegis
wu dindun nauwuy Tveuaiades fwdemiune 100 vudnuniweadae
4. puanURnaailn (Clinical Particulars)
4.1 Peusldlunissnuwn (Therapeutic indication)
4.2 YUINYaEISNI5IW81 (Posology and method of adminnistration)
4.3 Ypiuld (Contraindication)
4.4 AnRuiiey Laztanlsszislunislden (Special warning and precautions for
use)
4.5 Sunsisenfuenduqusesnsizendus (nteraction with other medicinal
products and other forms of interactions)
4.6 nsldluanslinssnuavaniseningliuuyns (Pregnancy and lactation)
4.7 waseauasalunsTuTuasyiauiuadesdng (Effects on ability to drive
and use machine)
4.8 91n3hifieUseasn (Undesirable effects)
4.9 mslasuvgiuauin (Overdose)
5. AuanUAnandyInel (Pharmacological Properties)
5.1 aaautanwndunamans (Pharmacodynamic Properties)
5.2 AruaudRvandyaaurans (Pharmacokinetic properites)
5.3 dayamnuuasniuanmsanyniadia (Preclinical Safety data)
6. TwazldYANINEYNTIN (pharmaceutical Particulars)
6.1 s1wn1sieludfyy (List of excipient)
6.2 anuldiniueesen (Incompatibilities)

&

Alla/vaninaainsunzileumuevgd (New Drugs) 31 &
Uy ASEAN HARMONIZATION



6.3 918v8381 (Shelf life) lau mqmLﬁamsﬁﬂum%umﬁaﬁmma 91LYINRIRN
franFenudnuditmun orgemdmniidalisndusn
6.4 dapsszieiiawlunisiiuen (Special precautions for storage)
6.5 anwarlardINUIENBUIBINIYULUTIY (Nature and contents of container)
7. FofFueyaandnnietmiodieunutegtuianlusveinndng (Marketing
Authorization Holder)
8. launziluudniuen (Marketing Authorization Numbers)
9. Yuilléi¥ueusianzidousifuen (Date of authorization)
10. fuiifimsudlvuduusaienans (Date of revision of the text)
Patient Information Leaflet %38 PIL
1. %oe (Name of Product)
2. dnwadzen (Description of Product)
3. @wwUsznauvesen (What is in the medicine?)
4. AMULIBIYN (Strength of the medicine)
5. gnidlfiilesrls (What is this medicine used for?)
6. AR Usunauwinlug uwavdesiiiedla (How much and how often should you
use this medicine?)
7. Lﬁ@i’iﬂmhimﬂsﬁmﬁ (When should you not take this medicine?)
8. 91nslifiaUszadainnislden (Undesirable effects)
9. anldeniimendndemnisismiesuussnuomnsusznnln (What other medicine
or food should be avoided whilst taking this medicine?)
10. aruenshegnalsinadndernunariifimun (What should you do if you miss a
dose?)
11. pauasiiusnweee1als (How should you keep this medicine?)
12. Snwaiziavornisdloldueniuun (Sign & Symptom of over dosages)
13. grueshegnalsildeifusuinfiuugiii (What to do when you taken more than
the recommended dosage?)
14. Fo/drydnuaivesduin/ivemdnfns/fiueyaandnuieuivsediuiuoqdy
W lus1we1udns (Name / logo of manufacturer / importer / marketing authorization)
15. TaasufjuRtusenindlden (Care that should be taken when taking this medicine?)
16. Lﬁ@l’i@mmaﬂ%ﬂmuwmj (When should you consult your doctor?)
17. SuiiuAluu$ulsaenans (Date of revision of PIL)
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