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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. Name and dosage form of product :

1.1 Active ingredient(s)2 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? ’
L] Yes [] No
1.3 Is this product actually on the market in the exporting country?
L] Yes [] No [l 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 °

a UOb e

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

dosage form are 7
Name :
Address :

2A.4 Is Summary Basis of Approval appended? 0
D Yes D No

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

the license? (yes/no/not provided)
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[ Yes [No [] Not provided

2A.6 Applicant for certificate, if different from license holder (name and address) 1
Name :

Address :

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

Name :
Address :
2B.2 Status of applicant °

[]a b [c

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

dosage form are 7
Name :
Address :
2B.3 Why is marketing authorization lacking?

[ not required [J 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? o
[ Yes [INo [] N/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?
D Yes D No
3.3 Do the facilities and operations conform to GMP as recommended by the
World Health Organization? .
[Jves Hno [ N/A
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of
the manufacture of the product? 1
If no explain :

Address of certifying authority :

Telephone number :
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Fax number :

Name of authorized person :

Signature of authorized person :

Stamp and date :

Explanatory notes

1 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.

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

names.

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

appended.

4 Details of quantitative composition are preferred, but their provision is subject to the agreement
of the product-license holder.

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

6 Sections 2A and 2B are mutually exclusive.

7 Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

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

(a) manufactures the dosage form;
(b) packages and/or labels a dosage form manufactured by an independent company; or
(0) is involved in none of the above.

9 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.

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

11 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 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.
13 Please indicate the reason that the applicant has provided for not requesting registration :
(a) 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.
14. 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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Hafvuaieafuniisdaiusesnisitming (Certificate of Free Sale)
1. yifsde CFS doseanlneUsimalanviousemadd minefiddnanuenssunis
PIMTUALYITUTOY
wilsdie CFS floanlagyUssmagdminefidtnauanynssunsemsuaze1iuses oun
nsdieluil
1.1 Usemagdmheduivessdnfusidsldhidimssmadanduindnuny
1.2 Uszmeganlsifnsdmmhendnfusidsnanidominlifinsdinas deslduan st
AINATINTO
1.3 n3dldue) muil drrinaueaiznssunse msLaze AL Al
2. lunsdlfintisde CFS vonlasdssmadFmne Fosuwuuienarsfisniy fail
2.1 MIERTUTOMNANENINUTHNANNER
2.2 dwsurdnsasieuazemnsliuuuenans duialuidl
2.2.1 nilsdosusosnnussmagian Nszydennuiusesnunnuasin
ANULIATFIUAING
2.2.2 nildosusounmsgunansaeiiiinunnsesuideaiusdnfusii
Imhelulsunageenniisde CFS
3. CFS mude 1 uagnilediosusewnnude 2.1 uazls 2.2.1 fod0an3esusastonulng
mhenuvessiitwihlietesiunstiuguandnsuriaunimeiatug viemienuenyuiiss
Suses
0. wilvde CFS fossvyswasBunsioluil
4.1 Youdndiousi
4.2 Foiiuan wavaniuiisa
4.3 fornuifmnumnesusesin “Smhelilulszimagoonniide”
4.4 Fannudug mudiudaynondnsasiinuagy
- nAnfsielviszydUszneumedfyuasuTinnme
- Lﬂ%a&ﬁmmmﬂﬁizqﬁu (model) %39 individual products f2g
5. derailuniisde Crs dndunwidu venanaudinguliuadunuinevie
mwdangu lnefivthseuiidefieldifuses
6. lunsallddiun CFS wnuatuats fesldiumsiusesdomnuanmingnuvesignie
MmhsueNYUVTeYARaTITUTEY
7. lunsaldundnsaminanesonsusld CFs atuifiatu dosdu CFS atiuataniesdiun
T mihfinsaaeunisusesdiun
8. 1 Crs fegnislinelussezinaiidmuelu crs th uaslunsdiifldssyongmsldli
fu CFs meluszezinan 2 Ufuusituiiesn CFS
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nsdnvinaanuazenaIsMAugEnia lilnwludssan 2
aanganan inelulssnn 2
aanenandnlilnylulseian 2 suwuu ACTD wualy 2 wuu e Unit Carton wag Inner
uazLUULEnsTanudeselUd
PoMNUAYBIAAINUUNABIUTTY (UNIT CARTON)
1. Faf13u (Product name )
2. sUwUURERs Il (Dosage form)
3, YeandyuarUsunaesenandaliinyluussnn 2 wagdedusududiseneuiiddyues
snsuganinlilnulutszuamn 2 du (Name of Active Ingredient(s) and Strength of Active

ingredient(s))

4. Laﬁuﬁ%'%aé’ﬂmuamﬂ%’jqﬁmﬁm (Batch number)

5. Yufoudiindn (Manufacturing date)

6. Yueutfiduany (Expiration date)

7. asynauvisedeusly (Indication)

8. VNS LLa A5 (Dosage of Administration)

9. @nnznsiiusne (Storage condition)

10. %aﬁwﬁmazﬁéﬁ%aqamuﬁmﬁm ( Name and address of manufacturer)

11, fifommunwilne “enandslinelulssian 27 fsnusaunwuiiuaniidunseuiuns wiuld
Faau uaz “Aufiou : sraandauarlilvudosldnuunndds” fsnusdunmednlidudnau
LANANIINEN LB IRAN

WU UR

1. 287nKkUY Unit Carton 18iuaainvesnaugussaniguan Wy aamnnasdussquin Naesuss
n3zUad NAoIUTIYHNIET LTud
2. Avayaniiiuinntagtu fie Dosage Form wag Route of Administration

2.1 NM5u99 Dosage form o1audslan ¢ 1y ewlade 13 Tablet 1Wudu wsopnaudadu
! = d{' o v <V v 1 [ v
dunilaveatemsu Al wu XYZ Capsule Wudu

2.2 N334 Route of administration 819uddlan 9 1w IM IV 1Jusiu w3ee1audseglu
Wnsldendls wu Sulssmuaisas 1 wn Tuay 3 A3 ndse g (Judu
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YanuunaaInsananlilnylulsziny 2 aulu INNER LABEL
1. Faf13u (Product name )
2. sUwuURERs i (Dosage form)
3, YeandyuarUsnaesenandaliinyluussnn 2 wagdedusududiseneuiiddyues
snsusandnlilnulutszian 2 $u ( Name of Active Ingredient(s) and strength of Active

ingredient(s))

4. Laﬁuﬁ%'%aé’ﬂmuamﬂ%’jqﬁmﬁm (Batch number)

5. Suioudiindn* (Manufacturing date)

6. Yuoulfiduany (Expiration date)

7. 38n1s5ien* (Route of Administration )

8. @nzNsNuSAY* (Storage condition)

9. Bernanisodnydnualvowiuan®

10 ﬂ?ié?waqamuﬁwﬁm* (Name and address of manufacturer)

11, ffomunwilve “enandslinelulssian 27 fsnusaunwuiuyniidunseuduns wiuld
Faau uaz “Aufiou : sraandauarlilvudoddnuwnndds” fsnusaunuednlidudnau
LANANIIINENUYBIRANN*

wnewe * vunedis Men iun1suanesensiina1ndmsuaainauinin egetpufeuanisnenis
Mute 1,3, 4,6 dmsuen@aliszulidanuin@ainsienienisadig

RUINSUAUR

1. 281U Inner Label Tdiuaainasugsussgnielu wu van nszdes s
2. Fpsniudmsu aannvuiadntiu Tivuneauieainen@einun iy 3 91571987 voen v
UIIWNUITIAN
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lnasAInugEaNAalineluuszam 2
(PRODUCT INFORMATION)
wnansiiveandalilnelulseinm 2 (@1ang) wuady 2 wuu e
1. Package insert
2. Summary of Product Characteristics (SPC) %38 Product Data Sheet

Package insert
1. Yos¥u  (Product name )
2. FeansioyuarUSunamessandalinylulseinn 2uasfedusududiulsznauiidify ( Name
of Active Ingredient(s) and Strength of Active ingredient(s))
. dnwzYeINaniu ( product description )
. AnauTAMLndYIng) indsnamans /ndyaaumans (Pharmacodynamic/Pharmacokinetics)
. a33nAwnIeveuld (Indication)
. UAN5HY (Recommended Dose)
. 38n1514 (Mode of Administration)
. 989114 ( Contraindication )
. ANLADUNIBTDAI55 18 (Warning and Precaution) wazildaaia “Afou : oratandnuazlilny
99
THuunmdds”
10. Yfi3815en319e (Interactions with Other Medicaments)
11. awsinssauavansseningliuuyns ( Pregnancy and Lactation)
12. o mslifisuseasa (Undesirable Effects)
13. MslasusAuILIALAZIBNIT N (Overdose and Treatment)
14. anulditniugessn (Incompatibility) Lawzenda
15. nsifiusnyuazenanislden (Storage Condition and shelf-life)
16. S‘ULL‘U‘UNafﬂﬂm%LLavﬁuuﬁﬂUiiﬁmmmma (Dosage Forms and Packaging Available)
17. %ammamavwmwaaamwwam ( Name and address of manufacturer)

O 00 N O U1 B~ W

e

18. ﬁ’ummmﬁlﬁuﬂiwquaﬂaﬁ (Date of revision of package insert)
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Summary of Product Characteristics (SPC) 38 Product Data Sheet
1. Goyassu
1.1 Fadusandalilnwluuszan 2 (Product Name)
1.2 ANUW39 (Strength)
1.3 gUuuuveden (Pharmaceutical Dosage Form)
2. YSunauaznuauUavesiendAny (Quality and Quantitative Composition)
2.1 aanURIed@Aey (Qualitative Declaration)
audseazBendiendify wu FeauINN 2wV 5U n@e wag hydrate

form 7 Aedes

2.2 UsuaudnendnAgy (Quantitative Declaration)

WieazBunuUinasiendiddy se 1 MgUeIgULUUeN ( per dosage unit) LUU /o
wiheU3unsusemetimin
3. dnwguarsULUUeMILNFYNTIH (Pharmaceutical Form)
Wismudnvarneueniiiiu frenniuan 1wy § wdeamuneuudinen Wudu fegis

By inde nauwuw fveuatnBes Sfuay 100 vwiumilveadine
4. AauasdRn1emaiin ( Clinical Particulars)

4.1 assnaamsavausly (Therapeutic indication)

4.2 YunnIsLUaz oY (Posology and method of administration)

4.3 Yavinuly (Contraindication)

4.4 ALARUNTETaAITIE 1S (Special warning and precautions for use) tazddaaa1y

“Gufiou : arvandauaslivudosldmunnnsds
4.5 Ufise1581in9en (Interaction with other medicinal products and other forms of
interactions)
4.6 nsliluanslingssuaraniseninglviuuyns (Pregnancy and lactation)
4.7 nareauaunselunstuluazyhauiuiniesdns (Effects on ability to drive and use
machine)

4.8 91N5keUszasa (Undesirable effects)

4.9 MRSULNAUTUIALAEIEN155AE (Overdose)
5. AuANUANILAFYINE ( Pharmacological Properties)

5.1 AavandRnIsndynaenans (Pharmacodynamic Properties)

5.2 AavanURnIundyaauans (Pharmacokinetic properites)

5.3 Yeyannulasniyainnisiinuiniadla (Preclinical Safety data)
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6. 1ALDYANILNFVNTIN ( pharmaceutical Particulars)
6.1 s19n13elaidfey (List of excipient)
6.2 A lditniuesen (Incompatibilities)
6.3 91gue3eN (Shelf life) oA engeiilousslumuuziedming e1gemdaandiuauide
Mt mun orgemdiniidalderndausn
6.4 UamsseTaiiAwlunisiiven (Special precautions for storage)
6.5 5ﬂ‘19iu$LLazdwﬂizﬂaumaﬂm%uwiiﬁg (Nature and contents of container)
7. %aﬁmﬁmazﬁ@gﬂﬁuaﬂamuﬁwam ( Name and address of manufacturer)
8 .ﬁ’uﬁﬁmmﬁlmﬂ%’uﬂwaﬂmi (Date of revision of the text)
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LUINIINISVINUIADSUTDINT5U S ULINEISNI9IVINITHASZAISATIVIATIZI
YUANAA AN LUUTLAN 2 W.A. 2556 d1sus i
AMULLUINTIY ASEAN HARMONIZATION

[V 7

fFuen Mg grsvesdelgdliinagiisudnunslefisloandlilneuegine vl
s andelilneitsnuunduingdiSasumandnsaudmdoniiosiluldudauvdode ld

mFvenandnliluelulssiam 2 fo snandnlilnwiddnvanduidu wasdonaniali
Tnwluvszian 2 Wudenddy iefldhondunanogie dsildonandalinuluvssion 3 o
vannnIguaTUsTNM At muslusvRIgUnw (Usznmanssnsuansisaay atdudl 95 (n.
2531) 1304 fvuavdnnaminifeafugnandelilnuluusson 3)

aiuganialilnelusenn 2 (enlvsl) maneds
1. pnamAnlilnylutszian 2 Adfenddaflel (New Chemical Entities) 3o aywuslyl sads
asUszneuldadou Leameiviaindelusl filiinefinnsdmineluszmalneuineon

2. ganfnlilnyluuseiam 2 Afideuddiug (New Indication)

3. pnandslilywluyszian 2 Midugasuasilyel (New Combination)

4. gandnlilnyluussian 2 ﬁﬁgﬂt,l,uﬁlmiﬁuaqmﬂﬁm (New Delivery System)

5. guandalilnwluuszian 2 ifgemianistiowuulug (New Route of Administration)

6. nandniimuluuseinn 2 Aifsuuuulvg (New Dosage Form)

Y

7. eanfnlilnyluuseim 2 Afiauusdld (New strength)
NUELA) Tuwwamaey : nandnsien wie 1 (Drug product) maneds ssuenanfinliing
Tulseian 2
- #91d1Agy (Drug substance) wueds suandnlilnululszian 2 uag
Fre1du (63
mMsBudventiideiusesmsusziuenamArnsuazmnsaiieseit smdvenaninlfne
Tudszian 2 dwsvenlvsi
1. favsudue
1.1 nsfinanssusnananlilnylulsziom 2 (e1ln)
1.1.1 gfuaygendneuautagduaungrangiemeen
1.1.2 i5uluouneilllunsoussesdssnandalilnuluussian 2
1.1.3 f5uluoygenandssnanialilnuluussian 2 euselowdlumsineidesy
NITUNNE
1.2 sdldsmsuenaninlilnylulszian 2
12.1 fFueygminiedseusutagiudunlusveraninsmungrneitshes
1.2.2 ifveyaeliillunsounsesdssnanialilnuluussian 2
1. 2.3 JWugunudmievesndslunalssme
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[
=

2. Fumeusuiunis dwioluil
2.1 Bufaesuniidesuseanisussliuenasnannisuaznisnsniasei Ingld
WU @ 2.1 wiosaienansudng usineg audiseylilude 3 S1uam 4 9
2.2 Han1siasansude guesunilidesusest Trsemussliuenasnieivinig 91uiu
20,000 UM warsudnumveiisenaviy Seudosudy
2.3 Wewenansifuenandnlilnsluussian 2 siunisussiduenansmaivnnig bigue
oygndumveiulueyywlinan tidwiedseendnandlilnylulszion 2 tilewieens
gandnlilnwlulssnn 2 wsauansunsguanldlunsesaiesed niaudiseldinglunis
MFIATIZI 40,000 UM
3. Laﬂmiﬁﬁlﬁﬁﬁuﬁmawﬁaﬁa%’maq°1 HIULLUINI THE ASEAN COMMON TECHNICAL DOSSIER
(ACTD) FOR THE REGISTRATION OF THE PHARMACEUTICALS FOR THE HUMAN USE & 4 @ f®
dudl 1 deyamluuardeyavesiivenandalilyylulssinm 2
dudl 2 néngruuanspanmuesiiugandnlilylulssian 2
ddl 3 lonansuanadeyaiilallinis@nyimnanatin
duil 4 LenansuansdoyanisAnwivnanatin
Roulunsbuenanseaninlilnylulsznm 2
nsdivile enandnliinvlulseom 2 Adugdusuuiieeldsuntidesusemdnsasiaindtne
AnNITUNITE MM THazeazs e uUsEmalneuds Tudwdl 3 wae dwil ¢ Wduenandu
NaITNTLE UM SRRl san s Ale
nsdifidas enandnlilnvlulsean 2 suenunuieds 1 endilieesimiielulssmelng 6
snandniiineludssim 2 duildenduuuulusmeUssne Wiuenansludwil 3 uas dawd ¢ 1%
Suenansilunanidnnsiilgsunsinuiiunsansivnns wazbuenanssenunisane
TrauyaTouifisuivgduuy muuuusnumsAinndauyaiivnngluiunmsnisventde
$UT99N1IUTEEIUENENTNIITINITUAZN1IATINNAT AR NaNAA LT Inwlulseinn 2 dmsueandsy
daudi 1 %’agaﬂ"'ﬂﬂLLazﬁaga%aaﬁﬁ%’UmLawaﬂlﬁﬁwﬂuﬂizmw 2 (PART | : ADMINISTRATIVE
DATA AND PRODUCT INFORMATION) Us£naunag 3 nau Aa
aaudl A : A1 (Section A : Introduction)
noufi B : @130 (Section B : Table of Contents)
noufl A wazaeud B THuuu THuuu vea 2. ND1
aaufl C : lenansusnouswenideusein1sUssfiuenaIsmOnnNIswaznIsITITATIE Ty
dudeyamluuardeyavesisueandalilnululseinm 2

(Section C : Documents Required for Registration) lailn

1. lonanseedeteayauuenatsmiveandnlilnuluusenm 2 (wuu vea 2.AR)

2. AMUNINERTUTDINTUTHHUENAI TN RITINITLAZAITATIVATIZN B UANAA ALY
Tudsean 2 (Wuu & 2.1)
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3. sUanerdnf e nanialilnylulsean 2 Tvetungilowduanidnuurdaau/dana

Wisu/d sUwuu dydnual aseenuesuiy
4. Milsde3UT0r9Y (Certificates)
4.1 nsdludnisugnandnlilnyludszam 2 (@l
- fSueugwrang N ulagiunungminednigen wagdiumilideiusennnsgu

BNsnaluN1IHE (GMP)
- g3uluaygywilliluaseunsesdegnandnalilnylulssinn 2
- gulveugandntegandnlilnelulszinn 2 iedsslevdlunisfinuidesu

Y

ASLNNE
4.2 Astiisveanfnlilnwlulsewnan 2

Yo

voygmihvsedseunulagdudiunlusveraninsaunguune e

(e a

- 605
Svaugwlri i luaseunseadeeandnlilnvlulssnn 2

q @

eXp o2

Y

- wilsdouansinduunuimireveaiudslunalssme
- yilsdeTuseInansingien (Certificate of Pharmaceutical Product) msgusuu
wuzihlagasanisewndelanviseviidesusesnisdnmuie (Certificate of Free Sale) nsentisie
SusesgUuuuduiitidommdormuavesdiinnuanenssunisenTuaze)
- dunvidsiofusosnmsg IS sRLUNSNER (GMP) Yatiuan
5. aanneanAnlilnuluussian 2 (Labeling) ustazviladesiideyansudumudiimuly
(@n1AEUIN)
6. UayavasmanduaiSusandnlilnyluuseny 2 (Product information) e tanans
v namdalilnuluuszian 2 Fedfesideyamuidernagiidmunlid 3 wuu (garewuan) leua
6.1 Package insert (PI)
6.2 Summary of Product Characteristics (SPC) %39 Product Data Sheet

6.3 wnansteyad msugUae (Patient Information Leaflet, PIL)

KUININIFIRYIBBNEsAIUEENAR Il wluUsznn 2

1. fnadlienansmdvenandalilnylulssian 2 mwilne duntensangeindlidansdie dmsu
wnansiifugandelilyvlulszian 2 Mwdug Wiusesildmswmuawilneildiuoyg e

2. palfienansifvenandalinuluusznm 2 suuuu Pl vise SPC agdlaegnemiadls

3. fesilienasteyadmsudUae (Patient Information Leaflet, PIL)

7. ﬁw%’maaﬁﬁuﬁwa (Applicant declaration) lein
7.1 ffusesiudmildesusoinsussilivionansmaininisuarnsnsnie gy
(WU 9.5.9@ 2)
7.2 d¥usesnsudsdeyanistiunsdou Tulssmesng 4
7.3 Mfuseansuistoyaansunsen
7.4 nilsFeNaUdIUT
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8. deyarUSouniieuded - deide seninseandalilnvlutssian 2 fsmieludszmelne lu
naunssainulsadietuidusisyaviuauazanulaon sy
9. deyarnuszuinineuazwnltim i s lunsiiinvesswandslilyslulssiom 2
gauil 2 : ndngrunansguANYBIFUsLEWAR TR TneluYsELAY 2 (PART Il : QUALITY)
Usznaudig 4 nau Ao
AU A : #135Ugy (Section A : Table of Content)
naudl B : unasulagsauauAMAIN (Section B : Quality Overall Summary)
Tnewdeuvssenelinsounquindosne dwielud
S. IngRusIend@Aty (Drug Substance) Usenausmie
S1 ﬁﬁaagaﬁ"ﬂﬂ (General Information)
1.1 %8 (Nomenclature)
1.2 I59a379 (Structure)
1.3 ﬂmamﬁaﬁjlﬂ (General Properties)
$2 N3WaER (Manufacture)
2.1 fudn (@1afnnndmils) (Manufacturer (s)
2.2 ABTUIENTEUIUNTHANUALITAIVANNTEUIUNIINER (Description of

Manufacturing Process and Process Controls)
2.3 M3muANIngAY (Control of Materials)
2.4 mMsmuRtuREUNIHARTIARRY uazaaisiuns (Controls of Critical
Steps and Intermediates)
2.5 NINTIRABUANUYNADIVDINTLUIUNIHEALAY/MTONTUTELITUNG
(Process Validation and/or Evaluation)
2.6 NINAUINTZUIUNTNER (Manufacturing Process Development)
S3 N13ATIENBUZIANTY (Characterization)
3.1 NMTLARIIATIESIRATAN YRz NNZE LY
(Elucidation of Structure and Characteristic)
3.2 @13199Uu (Impurities)
S4 mMseuRNIngRumed1Any (Control of Drug Substance)
4.1 TorimunL1nsgU (Specification) wagntidouseansingen
(Certificate of Analysis)
4.2 F/N5UATIEH (Analytical Procedures)
4.3 N1INTIVADUAIUYNABIVEIITNTNATIEN
(Validation of Analytical Procedures)
4.4 MIAATIEINSHARLARZIU (Batch Analysis)
4.5 mi%yt,l,mmamaﬁuaaﬁﬁaﬁmummmgm (Justification of Specification)
S5 @15UMsgIUVTe IR U (Reference Standards of Materials)
S6 sxuulnueIn1IuEUssy (Container Closure System)
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S7 ANUAIANIN (Stability)
P. wanAt9ie1  (Drug Product) Usenounie
P1 dnwazranAulazauUTznNaU (Description and Composition)
P2 N13WAILINILNFUNTTU (Pharmaceutical Development)
2.1 YayaveIn1sANwINaIL (Information on Development Studies)
2.2 d@ulsznauvesNansingien (Components of the Drug Product)
2.3 nanfaid 593U (Finished Product)
2.4 ANFRAUINTZUIUNTHER (Manufacturing Process Development)
2.5 sxuUlnuean1¥urussy (Container Closure System)
2.6 AaLURN199aTINE (Microbiological Attributes)
2.7 anudnnulaveswandoe (Compatibility)
P3 n1swan (Manufacture)
3.1 gnIfeuN1SNaR (Batch Formula)
3.2 NIPUIUNITHERN LagIBTNITAIVANNTZUIUNITHER
(Manufacturing Process and Process Control)
3.3 mMamuantuneumnanTidWouavatsiisiund
(Control of Critical Steps and Intermediates)
3.4 MINTIVADUANIUYNABIVBINTFUIUNTHAAUAL/MTD N1TUTZAIIUNG
(Process Validation and/or Evaluation)
P4 M3AuANENsUTeUee (Control of excipients)
4.1 YofmunNInsgu (Specifications)
4.2 F/N5UATIEH (Analytical Procedures)
4.3 ansUgaudsifunasiudnanayudviodnd
(Excipients of Human or Animal Origin)
4.4 miﬂqmmﬁﬂums%ﬁﬂim (Novel Excipients)
P5 n1seuAukaniamidsagu (Control of Finished Product)
5.1 TommunNInsgu (Specification) kagnilsdasusainsinsien
(Certificate of Analysis)
5.2 7N15AS189 (Analytical Procedures)
5.3 N1IATIVADUAIUYNABIVBIITNTNATIEN
(Validation of Analytical Procedures)
5.4 NTIATILVITUNINEGR (Batch analyses)
5.5 N1IATINBAULLANIZVDE5190UU (Characterization of Impurities)
5.6 ms%t,mms;mamaﬁaﬁmumaww (Justification of Specification)
P6 m'ﬁmmgww%aﬁ’a@mmigm (Reference Standards or Materials)
P7 izw'ﬂmﬁuaqmﬂjuwsm (Container Closure system)
P8 ANuAIdNN (Stability)
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P9 viangIuAIANLaveINGAsieien (Product Interchangeability Equivalence
evidence) muftdTiNUALLNTINNITEMNTHAZE TN
meudl C : ilomn (Section C : Body of Data) A1u29am199) Fasoludl
S. Yeyamend@fay (Drug Substance) Usenaumag
S1 ﬁﬁaagaﬂfhlﬂ (General Information)
1.1 8 (Nomenclature)
1.2 las9a319 (Structure)
1.3 @mamﬁaffﬂﬂ (General Properties)
S2 n13uan (Manufacture)
2.1 fudn (e1afnnndmils) (Manufacturer (s))
2.2 AMBTUIENTEUIUNTHANKALTINIUANNTEUIUNITNGR
(Description of Manufacturing Process and Process Controls)
2.3 M3mUANIngAU (Control of Materials)
2.4 MImuRuTuRDUNWEATIANER uay ansisuns
(Controls of Critical Steps and Intermediates)
2.5 MINTINADUANUYNABIVDINTLUIUNTHARUAL/MTD N15UTZIIUNG
(Process Validation and/or Evaluation)
2.6 NMIWAIUINTLUIUNITNER (Manufacturing Process Development)
S3 N1IATIvENBUZIANIY (Characterization)
3.1 NMTLARIIATIESIRATAN YRz NNZE LY
(Elucidation of Structure and Characteristic)
3.2 @19199Uu (Impurities)
s4 msmuANIngAumMed@IAty (Control of Drug Substance)
4.1 YormuaN1nsgU (Specification) wagntidoTusean1siasen
(Certificate of Analysis)
4.2 F/N5UATIEI (Analytical Procedures)
4.3 N1INTIVADUAIUYNABIVEIITNTNATIEN
(Validation of Analytical Procedures)
4.4 MIAATIEINSHARUARZIU (Batch Analysis)
4.5 ms%yt,mmeaﬁuadﬁﬁaﬁmummmgm (Justification of Specification)
S5 @sunsgIuvseTanuIng U (Reference Standards or Materials)
S6 seuulnuen1IuEussy (Container Closure System)
S7 ANUAIANIN (Stability)
P. w@nfau91en (Drug Product) Usgnause
P1 dnwazranAulazauUTzNaU (Description and Composition)
P2 N13WAILINILNFUNTTU (Pharmaceutical Development)
2.1 “ﬁa;ga"uaﬂmiﬁﬂmﬁwm (Information on Development Studies)
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2.2 d@rulsynauvssnaniagien (Components of the Drug Product)
2.2.1 fedfgy (Active Ingredients)
2.2.2 #3U3ausla (Excipients)
2.3 nansaid 593U (Finished Product)
2.3.1 MiaUEATA3Y (Formulation Development)
2.3.2 Usunauen i (Overages)
2.3.3 AaNUANIBANNIEAN Lagn19TIINe
(Physicochemical and Biological Properties)
2.4 ANSRAUINTZUIUNTNER (Manufacturing Process Development)
2.5 sxuUlnuean1¥urussy (Container Closure System)
2.6 AaUURN199aTINE (Microbiological Attributes)
2.7 anudnulaveswandoe (Compatibility)

P3 n1suas (Manufacture)

3.1 gnsMayuUNNINaR (Batch Formula)

3.2 NIPUIUNITHEN LagIBNITAIVANNTZUIUNITHES
(Manufacturing Process and Process Control)

3.3 mMamuAuiuneumEnTiddn ussansiisiuns
(Control of Critical Steps and Intermediates)

3.4 MINTIVADUANIUYNABIVBINTFUIUNTHAALAL/MTD N1TUTZAIIUNG
(Process Validation and/or Evaluation)

P4 M3AUANENTUTeAY (Control of excipients)

4.1 YofmunuInsgu (Specifications)

4.2 F/N5UATIEI (Analytical Procedures)

4.3 ansusausieTiuvasiulnanuyudviodn
(Excipients of Human or Animal Origin)

4.4 miﬂqmmﬁﬂumi%ﬁﬂim (Novel Excipients)

P5 n1seuAukaniamid5agU (Control of Finished Product)

5.1 Tanuualanie (Specification) Waruilsd@osusasnsiAsIzs
(Certificate of Analysis)

5.2 7N15A5189 (Analytical Procedures)

5.3 N13ATIVADUAIUYNABIVEIITNTNATIEN
(Validation of Analytical Procedures)

5.4 MTAATILVTUNINER (Batch analyses)

5.5 N1IATINBAULLANIZVDE5190UU (Characterization of Impurities)

5.6 ms%ummamamaﬁaﬁmumaww (Justification of Specification)

P6 @sumsgIunIeTanuInsg U (Reference Standards or Materials)



P7 S%UU"TJWU@QmGUWUﬁﬁ]‘ (Container Closure system)
P8 AuAIdN W (Stability)

- wagﬂé’mmmmamw (Stability Summary and Conclusion)

- BMIANBIANUASANINLAZAITUTIUAITANYIAMNAIEATNUA A 1NEN
esuadialidmung (Post- approval stability protocol and stability
commitment)

- YayanuAtEnIw (Stability data)

P9 YN IUANUANLAVDING AU
(Product Interchangeability Equivalence evidence)

- wamaﬁam%aamya (Bioequivalence Study Data) auftdiineu
AYNTINAITDWMITUAZYINNUA

- InVitro - In Vivo Correlation mmﬁﬁwﬁmmﬂmxﬂiimm'immst,l,azm
AR

aaufi D tonansensdaitddnydsldsunsifiust (Key Literature References)
dsunstuenaisludind 2 1 TsngmeasiBoaiidmualiluenarnes « formuauay
onasfisesthlunstunsfousSuelvg (New Drugs) wuu ASEAN HARMONIZATION @ssuun
auUszianelval 7
dauii 3: Lanmsuamﬁagaﬁlﬂﬂmiﬁnmwmﬂﬁﬁn (Part 3 : Nonclinical Document)
Wonasdui Usznaude 5 meu (Section)
aaufi A a15U%y (Table of Contents)
moull B nwsamvesdeyaiiliflinisfnuivmisadin (Nonclinical Overview)
neufl C unasuvestoyaiilildnsAnumisaddnludnvaedussesuazmens
(Nonclinical Summary : Written and Tabulated)
paufi D seeunsdnuiililgnisdnenienddn (mmﬁ@%mmﬁyﬁaqmi)
(Nonclinical Study Report) (as requested)
mauﬁ E 'ﬁ?&JﬂTﬁLaﬂmiéjﬁﬂﬁdﬁﬁﬁ@ (List of Key Literature References)
doufi 4: nasuansdayan1sAnyInieAdtin (Part 4 : Clinical Document)
lonasdiUsEnouRe 6 aeu (Section)
aaufi A a15U%y (Table of Contents)
Aoull B nwmvesdeyanisdnuimnenaiin (Clinical Overview)
Aoull C unasuvesieyanisdnumisaddn (Clinical Summary)
pawudl D A3 eTEnITYRINsANY AR TNTANA (Tabular Listing of All Clinical Studies)
aaufi E s1891un1s@nwmneadiin (G (Clinical Study Reports) ( If applicable)
mauﬁ F SﬁaﬂﬁiLaﬂaﬁiﬁﬁﬂﬁﬂﬁﬁﬁ@ (List of Key Literature References)
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duii 1 %’agaﬁ"'ﬂﬂuaz%’aga%mml,awaﬂlﬁwwiuﬂizmw 2 (81Tusd)
(PART I: Administrative data and product information : New Drug)

Aaufl A : #111 (SECTION A : Introduction)

wnansailudeyaniluazdeyavesenanfnlilnuludszinm 2 (eln) Jelduszneudve
Wisi0¥UT09 UUU ASEAN HARMONIZATION UBIHEANUIITD.....c.occeceerroesonsorsnnsonnsnsn

ﬂEj‘IiJEJW () ANALGESIC () ANTITUSSIVE () ANTIPERISTALTIC
() OTHER (LUSATEUNAUED) wovvtvverermverssnssssssrssssrsssssssssssssssssssssessssssese e

UszLamenlng

[0 New Chemical Entity (NCE)

[J  New Combination (NCO) [J New Delivery System (ND)

[ New Route of Administration (NR) [] New Strength of Approved NCE (NS)

[1  New Dosage form of Approved NCE (NDOS)

Aaufl B : a1ty (SECTION B : Table of Contents)

[l New Indication (NI)

NAN1SATIVFUAIY
FI9N15LANENT wilail i (Ewiuidwini)
L Laigi
1. lonansenededayavuenatsmivenanialilnyly O O
Uszlnn 2 (LUU 98d 2. AR)
2.uuud 2.1 L] L]
3. sUendnfarii fusiandslilnelulszon 2 3 O O
wansdnuaizaw/Tanaiiiou/d suuuy dydnuel nse
AUAB5UNY
4. vilsde3uses ( Certifications )
4.1 nsgisSugnaniinllnylulssian 2 udely
Uszing
- ey ananeunuagluniy O O
ngvsneIhesn wazdiumiideusesnnsgisnied
ALUNIINER (GMP)
- f3ulueygaiililunaseunsesds O O
gandnlilnyludseinn 2
- fEuluoynnERSseandalilny o o
Tudszian 2 iledssloviflums@nu idesunsunmg
4.2 psahhwiisusanialiinelulssnam 2
- fFueygminFedaunudagiudiun U U
Tusnre13nInUNgraneIna e
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NAN1SATIVFUAIY
318NITONETS wiludi nin (@mFudwini
a 3id]
- ueyaelviflilunseunsesdeeiamdalilnyly O
Usean 2
- nilsdouansinduiunudmirevesndnly [ [
piausEina
- wildeFusowansuien (Certificate of [ [
Pharmaceutical Product) #3euilad@asusaans
918 (Certificate of Free Sale)
- diumilsdefusesnnsgAsnimaneia U U
(GMP) Y@9E{En
5. aan ( Labeling )
5.1 28MNNNUYUINUTTY [] [
6. Veyavaandndngisiuenandnlvinelulssnn 2
(Product information) A® LonansAAveLansnlilng
Tuuszian 2 Fedfesiteyanmuriidoranfidmunlisl 3
wuu TeuwA
6.1 Package insert L] L]
6.2 Summary of Product Characteristics %39 U U
Product Data Sheet
6.3 Patient Information Leaflet (PIL) U o
onalglonansiiueandnlilnelulszian 2 su
WUU 6.1 %30 6.2 agnslnegmiledle
7. ﬁﬂ%ﬂiadéguﬁwa (Applicant declaration) lgin
71 Mfusesiudive (WU 550 2) O O
7.2 éfusesmaudadeyanistunadely O O
Uszineeng 9
7.3 Afusesnsuisteyadnsingen (] (]
7.4 MNEURUSIUND 0 0
8. UeyalUTeuiieuted - Tolde senineaninlilng O O
Tutszinm 2 lungumstidainulsaieatuiility
nulouludsunalngudanislunilsyavdnauasaan
Uaande
9. Foyaruszuiaimeuaziltins Ul lumed O O
Havaspanaalnlnwlulszian 2
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aFuenandnlilnelulsznn 2 ludrudeyaluuazdoyavesiuenaninlilnelulszinn 2
(SECTION C: Documents Required for Registration)

AU e HEUAve
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lena1sanededayauwenasiiuenanialilnylulszinm 2

1. Yoruuutenarsmfusandalilnululszan 2 Sena1snseedas. ... At auilbuusn
WSILUU V0 2. AR B95151088188An158198 99 10MT 1T LU

2. Foronansensdlaun
31 LONANTONDIT L P8
3.2 LONANTONDIT 2 P8
3.3 LONANTONDI 3 P8
R T AR K
3.5 LONANTONBIT 5 P8
3.6 LONANTONDIT 6 P8
3.7 LONANTONDIT T P8
3.8 LONANTONDIN B P8
3.9 LONANTONDIT O P8
3,10 LONANTENBIT 10 B0

od. 2 (elnl) 14



WUU vd 2. AR

sgazidean13919dsdayaluenarsmivenaninilneludssian 2 wuu Package Insert

=

4 | lud

Y909 lBNESAINULLENARA LA N
Ussianm 2

WNEITD19D99 /MTNVDWBNEITDN19DY

1.Pharmacodynamics/ Pharmacokinetics

2.Indication

3.Recommended Dose

4. Mode of Administration

5. Contraindication

6. Warnings and Precautions

7. Interactions With Other Medicaments

8. Pregnancy and Lactation

9. Undesirable Effects

10. Overdose and treatment

11. Storage Condition
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sgazdean1sandedayaluenarsiuenanialilneludssian 2

WUU Summary of Product Characteristics

22D
o
.
b=}

U9 LW aNa1SNNUENENARA IANWluUsLnn 2

1% a al'
LAINEAT919991 /
YUNVBINAITDN19D

1. Clinical Particulars

1.1 Therapeutic indications

1.2 Posology and method of administration

1.3 Contraindications

1.4 Special warning and precautions for use

1.5 Interaction with other medicinal

Products and other forms of Interactions

1.6 Pregnancy and lactation

1.7 Effects on ability to drive and

use machine

1.8 Undesirable effects

1.9 Overdose

2. Pharmacological Properties

2.1 Pharmacodynamic Properties

2.2 Pharmacokinetic Properties

2.3 Preclinical safety Data
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Uszenn (Type) [] udn (Manufacture) L] shudn (Import)

1. IUa2DLAVDIHEUAIYE UALENEN
1.1 Youazieguaseuve

OGUOMTIROTUTOI oo
DYV oo RTON / BBY oo DU oo
T RIS TR T BUND / AUR s
LT O FHAUTYNG v [
1.2 Youaziiogvosrnan
BORNER. ..o
DAV o RTON / BBY oo U oo corssnennn
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N o IO LU0
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DYV RTON / BBY eovvrverrrreerrrneeens U e cersnennen
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N o OO (U107

PUNSURAvauluTUnaUNISHARN*

* 081U NMIASEURARSMTNE 593U N13UTINERSTYT N5V granulation ANER bulk

finished dosage form Dudu
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4. lenansnuivINITewsusandn ilneluusesian 2 Usenauiansan
4.1 nanseuAMnI (Quality Documents )
4.2 wnansanuaulasnsiy (Safety Documents )
4.3 wna1snulTEaNsNIN N35nwn (Efficacy Documents )

5. aannuazlenasiiuean@n lnelulssinn 2

6. MANFILBUT IuTidTNUAMENTIINT YN THAZET LA

(GRIZ UL o) HSuau
RO JFus599)
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dauil 2 nangrunansgNINYaIinsusIEnRa lilneludssian 2 (enlud)
(PART II: Quality)

L 8B BAUTUT oo
ﬂEj@JEJ’] () ANALGESIC () ANTITUSSIVE () ANTIPERISTALTIC
(1) OTHER (USATZUNGHE) eovvrreerecenersssensssensssessesssssssesssessssens s
Uszianenlul
[] New Chemical Entity (NCE) [] New Indication (NI)
]  New Combination (NCO) [] New Delivery System (ND)
[]  New Route of Administration (NR) [] New Strength of Approved NCE (NS)

[J New Dosage form of Approved NCE (NDOS)
2. 5789n15LNE NP
SECTION A: &i15Ugy (Table of Contents)

. wammmﬁuﬁqﬁjaﬂ
FIUNITBNETT wiluf N FmFudmini
3 Taidi
SECTION B : unasulagsaudnunanw (Quality Overall O O
Summary)
S. dmaaudiendnAsy (Drug Substance)
S1 EfJJE];JUa‘I;IL’JVL‘U (General Information)
1.1 ¥o (Nomenclature) O O
1.2 1A39a329 (Structure) [ [
1.3 @mauﬁﬁﬁﬂﬂ (General Properties) [ [
S2 MsNaR (Manufacture)
2.1 fudn (@1afinnnimile) (Manufacturer (s)) O O
2.2 ABBUNIENTEUIUNM INANKALTIAIUANNTEUIUNIT O O
wan (Description of Manufacturing Process and Process
Controls)
2.3 MspuANIngAu (Control of Materials) ] [
2.4 Mm3muANTunsumMKAATiE Ry Loy asifsduns ] [
(Controls of Critical Steps and Intermediates)
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. wammmﬁuﬁqﬁjaﬂ
F18NI5BNENT wiluh i EmSudmii
a aidl

2.5 MINTIAOUANUYNABIVDINTFUIUNITHAAUAL/NTD O O
mM3Useiliumg (Process Validation and/or Evaluation)

2.6 MIWAIUINTZUVIUNIWEAR (Manufacturing Process 0 0
Development)
S3 N3N WULLRNIE (Characterization)

3.1 Msuandlasadunardnyzanzaun O O
(Elucidation of Structure and Other Characteristics)

3.2 &@sideUu (Impurities) O O
S4 msauAuIngAuiIedAgy (Control of Drug
Substance)

4.1 Tommuau1n 51U (Specification) wagnthdaiuses m m
MIWATIER  (Certificate of Analysis)

4.2 5n531A51897 (Analytical Procedures) 0 0

4.3 NMINTINFBUANUYNABIVBIITNMTIATIEN O O
(Validation of Analytical Procedures)

4.4 mﬁyt,ﬂi’]zﬁmsm%mwiaziu (Batch Analysis) 0 0

4.5 MIBUIIWIAHATearivua (Justification of ] ]
Specification)
S5 @15u19 55 1UVs0Tanu1M 5511 (Reference Standards or U u
Materials)
S6 s¥uulnrean1wUrusIy (Container Closure System) O L]
S7 ANuUAIENN (Stability) L] O
P. wanAaei1 (Drug Product) O O
P1 dnwadzeuazdIulsznau (Description and O O
Composition)
P2 MINAILINNLNEYNTTU (Pharmaceutical
Development)

2.1 %’ayjamaqmsﬁﬂmﬁwm (Information on ] ]

Development Studies)
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. wammmﬁuﬁjﬂjaﬂ
F18N15LONENT wilui i EmSudmii
Y Taifi
2.2 @l senaureindnsiagien (Components of the O O
Drug Product)
2.3 nansnuaidnsagzu (Finished Product) O (]
2.4 MINAUINTZVIUNTHER (Manufacturing Process [] []
Development)
25 szw%maam%usmiq (Container Closure ] ]
System)
2.6 AENUAMIYaTIINET (Microbiological ] ]
Attributes)
2.7 anutnnulavesndnsue (Compatibility) O O
P3 Nswan (Manufacture)
3.1 gn81MaUN1SHER (Batch Formula) O O
3.2 NSTUIUNITNEN LALIBNIIAIVANNTTUIUNTNEGR [] []
(Manufacturing Process and Process Control)
3.3 msmuqm%umaumsmﬁmﬁﬁﬁzgLLazmsﬁﬁéTum% m ]
(Control of Critical Steps and Intermediates)
3.4 MIATIHOUAINNABIVDINTLUIUNTHERNULAY/ 0 0
30 N13UszLiuNe
(Process Validation and/or Evaluation)
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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
(¢eneral 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)2 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? °
D Yes D No
1.3 Is this product actually on the market in the exporting country?
D Yes D No D 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 (hame and address) :
Name :

Address :

2A.3 Status of product-license holder 8
Ja O Oec
2A.3.1 For categories b and ¢ the name and address of the manufacturer producing the
dosage form are 7
Name :

Address :

2A.4 Is Summary Basis of Approval appended? 0

D Yes D No
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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) 1
Name :
Address :
2B.1 Applicant for certificate (name and address) :

Name :
Address :
2B.2 Status of applicant 8

Da Db Dc

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

9
dosage form are :
Name :

Address :

2B.3 Why is marketing authorization lacking?
[ not required [J 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? H
[Jves [no  iwa
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?
D Yes D No
3.3 Do the facilities and operations conform to GMP as recommended by the
World Health Organization? .
[Jves o na
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 :
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Telephone number :

Fax number :

Name of authorized person :

Signature of authorized person :

Stamp and date :

Explanatory notes

1 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.

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

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

appended.

4 Details of quantitative composition are preferred, but their provision is subject to the agreement of
the product-license holder.

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

6 Sections 2A and 2B are mutually exclusive.

7 Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

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

(a) manufactures the dosage form;
(b) packages and/or labels a dosage form manufactured by an independent company; or
(0) is involved in none of the above.

9 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.
10 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 This refers to product information approved by the competent national regulatory authority, such as
a Summary of Product Characteristics (SPC).
12 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.
13 Please indicate the reason that the applicant has provided for not requesting registration :
(a) 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.
14. 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. Fof%u  (Product name )

2. 3NNt (Dosage form)

3, FeannyuazUSunamessianfalilnelulssinn 2 uasfenduduluduyssnaufid dyvessue
endnlilnuluussian 2 du (Name of Active Ingredient(s) and Strength of Active ingredient(s))

4. \aiivisesnusuaninssiuan (Batch number)

5. Susiteudfindn (Manufacturing date)

6. fueudiiduany (Expiration date)

7. asnauvisotausly (Indication)

8. WuINN51ULazID 1Y (Dosage of Administration)

9. @nmgmsAusn (Storage condition)

10. %aﬁwﬁmmzﬁ@%mmamuﬁmém ( Name and address of manufacturer)
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naDIUTIURIe Lusiu
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2.1 N13U99 Dosage form 819LALAR 9 LU 1vdaLn 812a Tablet LOUAY NIDMALANTUAIY
Ni9vesesi3u Ale LU XYZ Capsule 1Oudu

2.2 N3443 Route of administration 819udslan 9 wwu IM IV 1¥usiu wiee1audsegluisnsly
gnle 1y Sulseyuasiay 1 e Tuar 3 A3s ndsemns WWusu
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1. ¥9f5u  (Product name)

2. JUUURANiua* (Dosage form)

3, FeannuazUSunamessnanfalilnelulseian 2 uasshenduduluduysenaufiddyvessue
endnlilnuluussian 2 du ( Name of Active Ingredient(s) and strength of Active ingredient(s))

4. \aiivisesnusuaninssiuan (Batch number)

5. Juiitoudfingn® (Manufacturing date)

6. fueudiiduany (Expiration date)

7. 38n5len* (Route of Administration )

8. @nmgmstiusnw* (Storage condition)

9. BorjwAnnsednydnvaluowiian

10 ﬁé?wmamuﬁmém* (Name and address of manufacturer)

11. ffermnumenlve “onandaldlnululssian 27 fsnusaunsuuivamiidunsouduns Wiuld
Fonau waz “Aufou : raandauazlilnedosldmuumndds” fsnusdunudedTlniudnauunnsig
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lnasnnueanfaliinelulszsan 2
(PRODUCT INFORMATION)
wuadu 3 wuu fe
1. Package insert
2. Summary of Product Characteristics (SPC) %39 Product Data Sheet
3. Patient Information Leaflet (PIL)

wnansiiveandalilneludssian 2 wiaswuuimusliivhdesin q seluil
Package insert
1. ¥os%u  (Product name )
2. FeanyuazUSunamessianfalilnelulseinn 2 uassenduduludiuysenaufididyves
snsusandaliinglulszuam 2 $u ( Name of Active Ingredient(s) and Strength of Active
ingredient(s))
. dnwazRINanfiae ( product description )
. AaaNTAnIndYIngt indwnaans Andvaaurans (Pharmacodynamic/Pharmacokinetics)
. assnAuvseteudld (indication)
. 9uaN51 (Recommended Dose)
. 3971514 (Mode of Administration)
. Yol ( Contraindication )

O 00 N O U1 A W

. ANLFDUNTETEAITIEIT (Warning and Precaution) wazildaainy “Amifiou : eraandalazlilng
Fodldnmuunndds”

10. Ufi5e15em31981 ( Interactions with Other Medicaments)

11. ansinssAuazansseninaliunyns ( Pregnancy and Lactation)

12. 9115k UsEaNA (Undesirable Effects)

13. M3lASUENAUIUIAULEEIDNITS NI (Overdose and Treatment)

14. anulaiitniuwesen (Incompatibility) lanzean

15. M3Lfiusnyuazengn1slden (Storage Condition and shelf-life)

16. i‘ULLUUNamm%LLaﬂJmmiiﬁmmmma (Dosage Forms and Packaging Available)

17. %ammammmmwmamuwmam ( Name and address of manufacturer)

18. ’quwumil,ﬁlwsuﬂgmﬂmi (Date of revision of package insert)
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Summary of Product Characteristics (SPC) %58 Product Data Sheet

o w

1. Toyars

'
A

1.1 ¥9615U  (Product name )
1.2 ANUWIY (Strength)
1.3 qUluuwese (Pharmaceutical Dosage Form)
2. YsunauasnuauiRvesiend1Asy (Quality and Quantitative Composition)
2.1 AasauURfIed@Ay (Qualitative Declaration)
mTudaseazLBafendfty W FonuINN S U Inde uag hydrate
form 7 \Aedes
2.2 Usunausnendnfgy (Quantitative Declaration)
wimeasdeauiunausendida s 1 nihguaaguLuuen ( per dosage unit) 14U
someUSinnsviaevhetmn
3. anwalrwar JULUUEMNLAFYNTIY (Pharmaceutical Form)
wdmudnuameueniiiiu fenddn wu 3 idemneuudae WHudu fegis
Wy Wadvn nauwul Svevatmdes e 100 vuiuvilweadae
4. AanURn9adiln ( Clinical Particulars)
4.1 assnaamsetously (Therapeutic indication)
4.2 Yuanslalaz 3okl (Posology and method of administration)
4.3 Yviuld (Contraindication)
4.4 AMIRoUNI0UAITTE I (Special warning and precautions for use) WazddoA1u
“guftou : onaaninuaslfvedoddnuunmsds”
4.5 Uise15emninaen (Interaction with other medicinal products and other forms of
interactions)
4.6 nsltluanstinssnuasansseningliuuuns (Pregnancy and lactation)
4.7 nasemuanselun1siudvasineuiuesesdng (Effects on ability to drive and use
machine)
4.8 9115 WNeUsEasA (Undesirable effects)
4.9 MslAsusIALILIALaE NN (Overdose)
5. AuaNURAnILNdYIne1 ( Pharmacological Properties)
5.1 AvanURnIsndynacians (Pharmacodynamic Properties)
5.2 AavanURnIandyaueans (Pharmacokinetic properites)
5.3 YayannuuasnizainnisAnyimiadila (Preclinical Safety data)
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6. 38821EANNLAEYNTIU ( pharmaceutical Particulars)
6.1 s19n13ielidfny (List of excipient)
6.2 AnuliildAuYe9en (Incompatibilities)
6.3 97euaden (Shelf life) A orgeidoussglumuuzilodming e1gemdsmniinauien
uduiitmun orgemdsanfidaldenadaun
6.4 Yemssyisiawluni1siiuen (Special precautions for storage)
6.5 é’ﬂwmzLLa8dduﬂizﬂammm°ﬁusmiﬁg (Nature and contents of container)
7. %aﬁmamazﬁﬁgﬂmmamuﬁmém ( Name and address of manufacturer)
8 .’E’uﬁﬁmilﬁlmﬂ%’uﬂzmaﬂms (Date of revision of the text)

Patient Information Leaflet %38 PIL
.Fa¥u  (Product name )
. SnwuzveINandud (Description of Product)
. @uUszneaueINaniuYl (What is in the medicine?)
. AULIIVDIFEEAY (Strength of the medicine)
 gnillfifioasls (What is this medicine used for?)
- AauAslden USunauiilus wazveeiiiedla (How much and how often should you use

AN O A W N -

this medicine?)

7. dlelsnaulaimsldeni (When should you not take this medicine?)

8. 9nsliNsUszasnaInnsly (Undesirable effects)

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

10. aumsvhegnalsiandsldemuariinmun (What should you do if you miss a dose?)
11. Aaumstiusneeensls (How should you keep this medicine?)

12. Shvaizuazansdeldsusniuwung Sien & Symptom of over dosages)

13, @mmiﬁﬁaﬁhﬂiﬁﬂ%mLﬁu“umﬂ‘ﬁuuzﬁﬁ (What to do when you taken more than the
recommended dosage?)

14. YaasUfuRlusznInlgen (Care that should be taken when taking this medicine?)
15. Lﬁ@lﬁ@mmiﬂ?ﬂw%mwﬁ (When should you consult your doctor?)

16. YuiuAluu$ulsaenans (Date of revision of PIL)
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