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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?
[] ves [ 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 (hame 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)
[ ves [No [] Not provided
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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 °

[]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 doseanlneUsimalnanviousemagd minefiddnaunuenssunis
PIMTUALYITUTOY
wilsdie CFS floanlagussmagdminefidtnauanynssunsemuaze1iuses loun
nsdiseluil
1.1 Usemagdmheduivessdnfusidsldhidimssmadanduiidnun
1.2 Uszmeganlsidnsdmmhendnfausidsnanidominlifinsdinas deslduan st
AINAINTO
1.3 n3dldue muil drcinaunaiznIsunsemsLaze L uaLAlS
2. lunsdlintisde CFS vonlasdspmadFmne Fosuuuienarsfisy fil
2.1 MIETUTOUNANENNUTHNANNER
2.2 dwurdnsasieuazemnsliuuuenans duialuidl
2.2.1 nilsdosusosnnussmalian Aszydennuiusesnunnuiasdn
ANULIATFIUAING
2.2.2 nildosusounmsgunansaeiidinunnsesuideaiusdn S
Imhelulsunageenniisde CFS
3. CFS mute 1 uagnilidosusewnnude 2.1 uazds 2.2.1 fod0an3esusastoninulag
mhenuvessiitmhlietesiunstiuguandnsuriaunimeiatug viemienuenyuiiss
Suses
0. wilyde CFS fossvyswasBunsioluil
4.1 Youdndiousi
4.2 Foiiuan wavaniuiisa
4.3 fornuifmumnesusesin “Smhelilulszimagoenniide”
4.4 Fannudug mudiudaynondnsasiinuagy
- nAnfrielviszydUszneumedfyuasUTinnme
- Lﬂ%a&ﬁmmmﬂﬁizqﬁu (model) %39 individual products #2g
5. demailuniisde crs fndunwidu venananuanguliuadunuinevie
mwdangu lnefivthsruiidefieldifuses
6. lunsdllddiun CFS wnuatuats fesldiumsiusestomnuanmingnuuesignie
MmhsueNYUVTeYARaTITUTEY
7. lunsaliidundnsaminanesonsusld CFs atuifeatu dostu CFS atiuaTaniesdiun
T mihfinsaaeunisiusesdiun
8. 1 Crs flongnsldnelussezinaniidmuslu Crs Hu warlunsdlifldssyorgnisldly
fu CFs meluszezinan 2 Vfuusituiiesn CFS
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nsdaviamnuazienanstiuingaenguslussian 2

291N

aanTngeenguslulssian 2 muwuu ACTD wiadiu 2 wuu fe Unit Carton wag Inner us
avuuLanstonudrelud

JoMMuAY8IRAINUUNEDIUTTY (UNIT CARTON)

1. Fsi1¥u (Product name )
2. sUuUURERs Il (Dosage form)
3. FoadfguarUinamesingeengvdlulszian 2 uasiendusuiudndseneuiiddyuesii

(Name of Active Ingredient(s) and Strength of Active ingredient(s))
aviivisesnusuansadaiingn (Batch number)

 Fuieudfings (Manufacturing date)

fufoudiidueny (Expiration date)

. avsnAvseveudld (indication)

- UANTLUazIs LY (Dosage of Administration)

. @nmgnsiiusnw (Storage condition)

O 00 N O U1 P~

10. %aﬁmﬁmazﬁ&%maqamuﬁmﬁm ( Name and address of manufacturer)

1. ffonnumwilne “agoengqvdluussam 27 Mdhwsdunuiemiidunseuduns il
Faau uaz “Aufiou : sraandauarlilvudosdldnuwnndds” Msnusdunmiednlidudnau
LANANIINER LB IRAN

WU UR

1. 287MKkUY Unit Carton 18iuaainvesnaugussaniguan Wy aamnnasdussquin Nassuss
n3zUod NaoIUTIYHNIET LTudu
2. ﬁﬁﬁa;gaﬁﬁ\l'mammﬂﬂﬂqﬁu Ao Dosage Form Wagz Route of Administration

2.1 AM5ud9 Dosage form o1audslan ¢ 1wy ewlade 13 Tablet 1Wudu wsoonaudadu
drunilevestiossu Ald W XYZ Capsule 1S

2.2 N334 Route of administration 819uddlan 9 1w IM IV 1Jusiu wise1audseglu
FBsldenfls wu Suusemundias 1 i Tuaz 3 At ndewns Wudu
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s

JommunaaINingeangns Al INNER LABEL
%8s5U (Product name)

1.
2. sUuuURERs i (Dosage form)

3. FoadfyuarUinamesingeengvdlulszian 2 uasiendusuiudndseneuiiddyuesii
( Name of Active Ingredient(s) and strength of Active ingredient(s))

a. Laﬁuﬁﬁ%aﬁﬂwnmmﬂ%ﬂﬁmﬁm (Batch number)

5. Juioudiindn* (Manufacturing date)

6. fufoudildueny (Expiration date)

7. 35n135le1* (Route of Administration )

8. @n1zNSAuSAY* (Storage condition)

9. Borjnanisodnydnualvowiuan®

10 fAidwosaanuinan* (Name and address of manufacturer)

11 fdomnunelng “Sngeongrslulssam 27 FdnwsAunsuuiivemiidunsouiung Wil

Fonau way “Fufiou : envanfnuarlilnusoddmuunmdds” fdnusdunasodilifiudniay

LANFNINENUVDIRAIN®

e * wunedis Mon iun1suanisenisiina1ndmsuaainauinin egsipefeuanisnenis
Mule 1,3, 4,6 dmsuen@aliszulidanuin@ainsienienisadng

LUINSUAUR

1. 281U Inner Label Tdiuaainasusussynielu wu vin nszdes Judu
2. Fpaniudmsu aanvuiadntu Tivuneauteainen@einun iy 3 91971987 veInIvue
UIIWNUITIAN
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nasniuiIngaangnslulssam 2
(PRODUCT INFORMATION)

nansmiuingeengvstulszunn 2 (enalisy) wuadu 2 uwuu fe

1.
2.

1.
2.
Ac

3.
4.
5.
6.
1.
8.
9.
0

10
11

12.
13.
14.
15.
16.
17.
18.

Package insert
Summary of Product Characteristics (SPC) 138 Product Data Sheet
Package insert
Fof15u (Product name )
%amﬁmuazﬂ%mmaﬁmqaaﬂqwéiuﬂszLﬂw 2uazshedusuludnusznaufiddy ( Name of
tive Ingredient(s) and Strength of Active ingredient(s))
anwalzUINanfa ( product description )
AanUAMAAdYIe indunamans /And¥aaumans (Pharmacodynamic/Pharmacokinetics)
assnAnIatauly (Indication)
YUAN51Y (Recommended Dose)

3301519 (Mode of Administration)

Yoyl ( Contraindication )

ALADUNIDTDAITIZ T (Warning and Precaution) laztonnu “Afiou : onalaninlazlilng
Aldmuunmdds”

- USe15813198n (Interactions with Other Medicaments)

. ansinsInuaranssendneliunyns ( Pregnancy and Lactation)

91715 bl eUszasA (Undesirable Effects)

N5LASUELANTLIALAEIBNT5S N (Overdose and Treatment)

Anulditniueden (Incompatibility) L@w1ze1@n

msfivineuare1gnisleden (Storage Condition and shelf-life)
'g‘uLL‘U‘UmﬁmﬁmsﬁuazﬁuummiaﬁﬁﬁmmsJ (Dosage Forms and Packaging Available)
%a;ﬁwﬁmazﬁéﬂ%aaamuﬁmﬁm ( Name and address of manufacturer)

'
v A

Funfinsudluusuussenans (Date of revision of package insert)
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Summary of Product Characteristics (SPC) 38 Product Data Sheet
1. Fossu
1.1 Fos¥u (Product Name)
1.2 ANUWIY (Strength)
1.3 gUuuuveden (Pharmaceutical Dosage Form)

2. YSunauaznuauUavesiendfAny (Quality and Quantitative Composition)
2.1 AanURFIed@Aey (Qualitative Declaration)
audsTeazBendiendfty wu e INN T3 5U n@e Wag hydrate
form 7 Aedes
2.2 UsuausnendAgy (Quantitative Declaration)
WiiseazBunUSinasiendiddy se 1 gUeIgULuUeN ( per dosage unit) LUU Ao
wheU3unsusemetmin
3. dnwaguarsULUUEMILNFYNTIH (Pharmaceutical Form)
wismudnvaneueniiiiu fenniuan 1wy § wdeamuneuudinen Wudu fegis
By inde nauwuw fvevatnBes Sfuay 100 vwiumilveadine
4. AauasdRn1emaiin ( Clinical Particulars)
4.1 assnaamsevausly (Therapeutic indication)
4.2 YuInNIsLURaz oY (Posology and method of administration)
4.3 Yavinuly (Contraindication)
4.4 AU atonIIE1e (Special warning and precautions for use) LagUaAIN “A1
Fou : enaaninuazlinvudoddmuunmeds”
4.5 Ufise1581in9en (Interaction with other medicinal products and other forms of
interactions)
4.6 nsliluanslingssuaraniseninglviunyns (Pregnancy and lactation)
4.7 nareauaunselunstulnazyhauiuiniesdns (Effects on ability to drive and use
machine)
4.8 91n5keUszasa (Undesirable effects)
4.9 MRSULNAUVUIALAEIEN155AE (Overdose)
5. AuANUANILAFYINE ( Pharmacological Properties)
5.1 AavandRnIundynaenans (Pharmacodynamic Properties)
5.2 AavanURnIundyaaurans (Pharmacokinetic properites)
5.3 Yayannulasniyainnisiinuiniaaia (Preclinical Safety data)
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6. 19AZDYANILNFVNTIN ( pharmaceutical Particulars)
6.1 s19n13elaidfey (List of excipient)
6.2 A lditniuesen (Incompatibilities)
6.3 91guaa8N (Shelf life) oA engeiilousslumuuziledmung 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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LUINIINTTVDNUIADIUTDINISUSLAUDNEAITNIIVINITHAZNITATIIATILH
IQoaNaNIuUTEIAN 2 W.A. 2556 dmSuenlu
A1ULLUINIY ASEAN HARMONIZATION

e

w3 mneaa Asgdlidedsudnuasle iTageengvisimegine el sausis
yisfitanuazduimgdifagumandunssy dandeuiashlulduneuniodnild
hgaanquid vansaarh agfivengrisednuazszamiliiudsssmivieliands
s33uR nie TngileengrissednuasdsramiiuTandnases vl muisgunusidsene
Tus19fiaaguny

Fngensuiiidngeanandlutszinn 2 (enlvsi) mneds
1. Yagehsudifidaendiailus (New Chemical Entities) vi3e ayiuglui s1ufiseansuszneuidedou toames
vioindeolwl flsiinefsmielulssmalneinieu

1
fnnoongvi

)

3

LI

o

2. Inpensunivauslalva (New Indication)

q

3

o v a

3. mgesuilugnsuaulval (New Combination)

o v a

maensuniguuuulvdvesnislyien (New Delivery System)

q

=N
e

3

5. YansSuiitdomisnsiveuuulul (New Route of Administration)

q

o v a

menSuniguuuulva (New Dosage Form)

°Je

6.

7. Fngein$uiianuussin (New strength)
wanewa luwamadut  Yani3u vide wandasien w3e o1 (Drug product) manefis
M3uiiiingeengudlulssim 2 Wudulszney
: fhe1ddy (Drug substance) aneds ngeenguslulszian 2
wagsedu (i)
nstudve

Yala l:‘

1. fiiamsturve
1.1 giueygmihvisedseunutagiuininlusverandnsmungvinginmeen

3O

1.2 ueyaliiilfluaseunsomielivsslovnidsingoongns
1.3 udunudmihevesindnlusalssima
2. fumeusifiums Sdwioluil
2.1 fudmefumivdefusesmsUssdiueonarsmednmsuazmnsaniianey lagld
WUU 9 2.1 wiouaienansvang ushnag mudiszylilute 3 $1uau 4

2.2 Witenansingmiu dunsusedivenasmainms Wigveeugntudvesulusugie
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amganufiotindiagoongvilulssnn 2 Wethfedns nieuamsmasgiunldlunisesa
e aldanglunsnainngidulumuiinssineimansmsunmguszmaivun nefuevisde
Suse Wugsuiinveunlding
3. enansfiliiudvontisdesusesnsuss fiuenm M AN MILar MINTITIATIEN ALLLIMS
THE ASEAN COMMON TECHNICAL DOSSIER (ACTD) FOR THE REGISTRATION OF THE
PHARMACEUTICALS FOR THE HUMAN USE & 4 @ Ao

il 1 Teyarhluazteyavesingiiu

dudl 2 vdngruuansna et g3y

il 3 tenansuansdeyailiflinsAnwivnanain

dfl 4 enansuansdoyanisAnyimnanain
Reulun1sBuanansingiiu
nsdliivile Fngsisu Mduedunuuiieglisumisdesusessdndasiandrinnuaaznssumseims
wazeuazdmheluussmalnouds ludud 3 wag dwil 4 Widuenasfunanuinmsild
msffuilusaninnsila
nsdifiges dagifu amenavinede 1 evdiliinedmielulsamealng dringinsuilvedunuulu
suszma Wiuenansludnd 3 uaz dndl ¢ WuranAnmsildsumsafuilunsansinms uas
JulonansnenumsinuniauyaSeuiisuiuendunuy mutuunsnunsinundasyaiusnglu
wmsmsveviidefuseinsUssduenasmannisuasnsmmalinsgiingeengyslulsznm 2
W.A. 2556 d1usuenanslny
douil 1 deyavaluuasdayavasingd3u (PART | : ADMINISTRATIVE DATA AND PRODUCT
INFORMATION) U5¢naudiag 3 nau Ag
Aaufl A : f1th (Section A : Introduction)
naufi B : @138y (Section B : Table of Contents)

nouil A wagnoud B Tuuu Ty 119 2. NDI1

Aoul C : lonasUszneudweviidosusomsUsziiuenarsmeinmsiazmsnsiainnei T
dudeyavhluuazdoyavesingeengrslussian 2

(Section C : Documents Required for Registration) léilA

1. lonansrededoyauuenasiiuingoongrslulsian 2 (WU 123 2.AR)

2. AUENINADTUTEINTUTEUONE TIFITINITUAZNTATINIATIZS (WUU 3 2.1)

3. gUtenandusiinoongvslulssam 2 Suansdnuasdaaw/danaiou/d suuuy
Fyanwal AsIeUAIDEUNEY

4. nilsdoTUTeIA1eY (Certificates)

- dunluey sty edeuaudagiudiunlusve andnsnungman eIeIee
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- dunlueugalidlilunseunsewieliUsslovideingoong s

- nifsdouanuindufunudmievesinanluinsszima

- nilsdesusemansdaueien (Certificate of Pharmaceutical Product) suguiuy
wuzihlpgasinmsendelanvisentidiosusesn1sdmiie (Certificate of Free Sale) wSawiisda

%’mmgﬂLLUUﬁuﬁﬁLﬁammwﬁaﬁmummﬁ’ﬁﬁmmﬂmzﬂssmmim‘mma3En

- dnnliedesusesnmsguiinsinlumsnan (GMP) vesiNas

5. aaningoenguslulsziam 2 (Labeling) wiazvilndosiiteyansudunuiimualy
(AnANLIN)

6. Toyavomaniusiingoongmsluuszian 2 (Product information) Ao tnansity
Tngeengisluuszian 2 Fedesiidoyamunindosaqiidinualid 3 wuu (gaauan) e
6.1 Package insert (PI)

6.2 Summary of Product Characteristics (SPC) 438 Product Data Sheet
6.3 nanstayadmsugthe (Patient Information Leaflet, PIL)

warsmsaenatiiuingeenguslul ssnn 2

1. dosfionansiiuingoongvslussam 2 awilne daunrdnguuinilidande dmiu
enansruingeangvslutszian 2 mwdug Tusesildnsmuntuilnedldfuounyn

2. mldlonansiiuingeenguiuszian 2 muuuy Pl vie SPC agnilaegnamilefile

3. feafllenanstoyadmsuUle (Patient Information Leaflet, PIL)

7. ﬁﬁ%’mmﬂ?juﬁwa (Applicant declaration) laun
7.1 M3usesBuiweniiidesusesnisUssliulenansmaivinisuasnsnsniingz
(WUU 5.5.99 2)
72 fiusesmauisdeyamstunsdoululssmas 4
7.3 ASuseensudstoyadnsunsen
7.4 vilsdansud g
8. feyarliouliivutef - deide senineingmiu A mneluusemelne Tungumsthdasnwlse
WenfuislunissAvinauazanudaonde
9. dayafmuszuminguazinltinmsthlulflumsiie
douil 2 : ndngruusasnNNYBTAEI3U (PART Il : QUALITY) Usznaudie 4 may Ae
AU A : #1508y (Section A : Table of Content)
Aaud B : unasUlaesaudiunainIw (Section B : Quality Overall Summary)
Tneiduusseneliaseunquitadosag fadeluil
S. IngAusendfny (Drug Substance) Usenause
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S1 %@a&aﬁ"ﬂﬂ (General Information)
1.1 ¥o (Nomenclature)
1.2 Ia59a574 (Structure)
1.3 Qmamf@fﬁlﬂ (General Properties)
S2 N1sHaER (Manufacture)
2.1 {udn (@nafinnninwdla) (Manufacturer (s))
2.2 AMBFUIENTEUIUNTHAAKALITAIUANNTEUIUNIHER (Description of
Manufacturing Process and Process Controls)
2.3 MsAuALIngAU (Control of Materials)
2.4 M3muRatuReuNSKAATIE uazansifsiuns (Controls of Critical
Steps and Intermediates)
2.5 NINTINADUANYNABIVDINTTUIUNMINANLAL/1TONTUTEIIUNR (Process
Validation and/or Evaluation)
2.6 NMIWRUINTLVIUNINERN (Manufacturing Process Development)
S3 MIATIVANBALLANIE (Characterization)
3.1 nMswandlassadiuasdnuasanyaue
(Elucidation of Structure and Characteristic)
3.2 @131@9UU (Impurities)
S4 MsAuANIRgAURIEIE1ALY (Control of Drug Substance)
4.1 ToMmununnsgu (Specification) wagnilsd@aSuseen1sinse
(Certificate of Analysis)
4.2 F/NTIATIEN (Analytical Procedures)
4.3 MINTIRADUANIUYNABIVDITNTIATIEN
(Validation of Analytical Procedures)
4.4 MIAATILVNIHAAUTAZTY (Batch Analysis)
4.5 ms?}lmmamaﬁuaﬁaﬁmummmgm (Justification of Specification)
S5 g sHNsFIUYSeTNnUINTI U (Reference Standards of Materials)
S6 syuuUnvein1¥urussy (Container Closure System)
S7 AMUASANIN (Stability)
P. wdnsusien  (Drug Product) Usgnaume
P1 dnwazndndugitazduUsznau (Description and Composition)
P2 NsWIUIMMLNEYNISU (Pharmaceutical Development)
2.1 %aaﬂasummiﬁﬂmﬁwm (Information on Development Studies)
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2.2 @ulsznaUTRINanfagie1 (Components of the Drug Product)
2.3 ndnsaueidnsagu (Finished Product)

2.4 NMSWRIUINTLVIUNINER (Manufacturing Process Development)
2.5 58uuUnr89n¥Ur U3 (Container Closure System)

2.6 AaENTAN199a%IIMeN (Microbiological Attributes)

2.7 anuiniulavewmdnsiae (Compatibility)

P3 n15Wa® (Manufacture)

3.1 gnsa3UNMHER (Batch Formula)

3.2 NITUIUMIWER ULagIBN15AIUANNTEUIUNIHER
(Manufacturing Process and Process Control)

3.3 MamuAuuRouM AT Aryuavansiadund
(Control of Critical Steps and Intermediates)

3.4 MINTINABUAIUYNABIVBINTLUIUNMINGALAL/MTD MIUTELITUNA
(Process Validation and/or Evaluation)

P4 miﬂ’mﬂua’]iﬂgmm (Control of excipients)

4.1 Uafinuninnsgu (Specifications)

4.2 NI (Analytical Procedures)

4.3 ansUsaussifunasiideannanudviodn
(Excipients of Human or Animal Origin)

4.4 awaﬂgut,mﬁﬁumwﬁmimi (Novel Excipients)

P5 nseauAunansiaid 593U (Control of Finished Product)

5.1 afinuninnsgIu (Specification) Wasniadesusaansinszn
(Certificate of Analysis)

5.2 3N151AT1E9 (Analytical Procedures)

5.3 MIATIRADUANIUYNABIVDITNTIATIEN
(Validation of Analytical Procedures)

5.4 NTIATILYITUNINGR (Batch analyses)

5.5 N13ATIVANBULLANIZUDIE1519UU (Characterization of Impurities)

5.6 mi%l,mmamaﬁuaﬁaﬁmumaww (Justification of Specification)

P6 ansuInsgIUVseTanNInsg U (Reference Standards or Materials)
P7 syuuilnvesnyurussy (Container Closure system)
P8 AUASEANN (Stability)



P9 ing1uANELYaYRINAATUIEN (Product Interchangeability Equivalence
evidence) mMufidtinnuALENTsIM IO TAZEN LA
mawfi C : e (Section C : Body of Data) ausitannsq freluil
S. Yeyafendfiy (Drug Substance) Usenausie
S1 %a;gafﬁlﬂ (General Information)
1.1 ¥o (Nomenclature)
1.2 Ias9a574 (Structure)
1.3 Qmamﬁafmﬂ (General Properties)
S2 NMsHa® (Manufacture)
2.1 {udn (@nafinnninwia) (Manufacturer (s))
2.2 AMBTUIENTEUIUNTHAAKAEITAIUANNTTUIUNITHER
(Description of Manufacturing Process and Process Controls)
2.3 MsAuUALIngAU (Control of Materials)
2.4 nMamuRutuRuMIKEATId Y uaz sdisduns
(Controls of Critical Steps and Intermediates)
2.5 MINTINABUANUYNABIVBINTLUIUMIHAALAL/MTD NTUTHEIUNA
(Process Validation and/or Evaluation)
2.6 NMINAIUINTEUIUNITNER (Manufacturing Process Development)
S$3 N1sRTIRdNEzIane (Characterization)
3.1 m3uanslassadisuazdnuazanedue
(Elucidation of Structure and Characteristic)
3.2 @131@9UU (Impurities)
S4 MsmuANIRgAuRIEIE1AgY (Control of Drug Substance)
4.1 Tommununnsgu (Specification) wagnilsd@asuseensinse
(Certificate of Analysis)
4.2 F/NTIATIEN (Analytical Procedures)
4.3 MINTIRADUANIUYNABIVDITNTIATIEN
(Validation of Analytical Procedures)
4.4 MIAATILVNIHAAUGTAZTY (Batch Analysis)
4.5 ms%ll,mmeaﬁuaﬁaﬁmuﬂmmgm (Justification of Specification)
S5 ansHnsgIuviseTanNIn g1 (Reference Standards or Materials)
S6 38UU"TJWUE)<1m°Uuz‘U$$ﬁg (Container Closure System)
S7 AMUASANIN (Stability)
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P. ndnsausien (Drug Product) Usgnausie
P1 dnwazndnduitazduusznau (Description and Composition)
P2 NsWIUIMLNEYNISU (Pharmaceutical Development)
2.1 %aaﬂasaaqmiﬁﬂmﬁwm (Information on Development Studies)
2.2 @rulsznauTRINansiagien (Components of the Drug Product)
2.2.1 snendngy (Active Ingredients)
2.2.2 an3U5auea (Excipients)
2.3 nansaueidnsagu (Finished Product)
2.3.1 MINAUEATIIU (Formulation Development)
2.3.2 Usinaieniiiu (Overages)
2.3.3 AaNUAnNIuATNIENIN wazn 1IN
(Physicochemical and Biological Properties)
2.4 NMSRRIUINTZVIUNINER (Manufacturing Process Development)
2.5 58uuUnr83n¥Ur U3 (Container Closure System)
2.6 AENTFAN199a%IIMeN (Microbiological Attributes)
2.7 anuiniulavewmdniae (Compatibility)
P3 n1sNa® (Manufacture)
3.1 gnMRIUNSHAR (Batch Formula)
3.2 NTLUIUNTHEN LALITNITATUANNTEUIUNTHER
(Manufacturing Process and Process Control)
3.3 MamuRuTuRouMIARTidATy wavanssduns
(Control of Critical Steps and Intermediates)
3.4 NMINTIVABUANINYNABIVBINTLUIUNIHARUAL/MTB MIUTHIUNG
(Process Validation and/or Evaluation)
P4 miﬂ’mﬂua’]iﬂgmm (Control of excipients)
4.1 Yafinuninnsgu (Specifications)
4.2 /N5 (Analytical Procedures)
4.3 ansUsauseifunasidaananudviodn
(Excipients of Human or Animal Origin)
4.4 miﬂgmmﬁﬁumwﬁﬂm (Novel Excipients)
P5 nseauAunansiaid 593U (Control of Finished Product)
5.1 darnunlNg (Specification) wagntlidosusesmsiATei
(Certificate of Analysis)
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5.2 3N53AT1EN (Analytical Procedures)

5.3 MIATIRADUANIUYNABIVDITNTIATIEN
(Validation of Analytical Procedures)

5.4 NTIATILYITUNINGR (Batch analyses)

5.5 N13ATIVANBULLANIZVDIA59UU (Characterization of Impurities)

5.6 ms%ummeaﬁuaﬁaﬁmummww (Justification of Specification)

P6 ansunIgIUMTeTERUIN g1 (Reference Standards or Materials)
P7 ssuulnveesnyurussy (Container Closure system)
P8 AUASENN (Stability)

- Uwagﬂﬁmﬂmumamw (Stability Summary and Conclusion)

- ABMIANIAMUASANTNLAZAISU T LUNTANYIANUASHNIN RGN Y
losueudiElidnmiie (Post- approval stability protocol and stability
commitment)

- dayamuAsEnIn (Stability data)

P9 MaNFIUANNANYAVDINGNSTDUTEN
(Product Interchangeability Equivalence evidence)

- wamsAnunTaua (Bioequivalence Study Data) Afid1tingy
ANENITUN IO THALLIAINUA

- In Vitro - In Vivo Correlation aufidiinauaaensstmsenmsuagen
fAnun

Aawdl D lonansensdafidnfaudldsunsiifiudt (Key Literature References)

o
¥

dwsunmstuenatsluadui 2 1 WsagneasiBuanimvualiluenaisses © Jdefmvuauas
wnansndesdulumsTungidoumsue vl (New Drugs) WUy ASEAN HARMONIZATION &937tunsnu
Uszinenlny 7

dauil 3: lnansuansdoyaitlilinis@nyimieadiin (Part 3 : Nonclinical Document)

lonansduil Uszneuse 5 meu (Section)

aaufi A &35y (Table of Contents)

mauil B nmsiuvesdeyaillilmsfnwimisnain (Nonclinical Overview)

aoufl C unasuvesteyaiilildmsdnwmenddnludnuazdussensuaymns
(Nonclinical Summary : Written and Tabulated)

aaufi D MesunsanwiilaldmsAnwinianadn (muﬁ@%mmﬁgﬁmmi)
(Nonclinical Study Report) (as requested)

9.2 (81 113) 8



noufi E swmammmsﬁw@qﬁéwﬁm (List of Key Literature References)

dauil 4: lenansuanadoyamsinyivneaddn (Part 4 : Clinical Document)
lnansduiiustneudie 6 aeu (Section)

aaufi A a5 (Table of Contents)

Aoufl B AMNTINVBITBYANIANYIMMeAGLN (Clinical Overview)

mauil C unagUvesdeyansAnwivnanddn (Clinical Summary)

AaUR D M9 IUNVRINSANEINIIAATNT LA (Tabular Listing of All Clinical Studies)
paufl E s1eun1sdnwvneadin (@) (Clinical Study Reports) ( If applicable)

noufi F swmammmsﬁw@qﬁéwﬁm (List of Key Literature References)

dnsunmstuenatsludiui 3 diui 4 WingneazBeanmuualiluenaisses Yemwun

wagtonansndesdulunstungidoussuenluil (New Drugs) Wuu ASEAN Harmonization $436unmL
Usgtanenlvy ”
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HUU U939 2. ND1
daufl 1 dayailuuazdayavasingiiu (Tngaenavdluvsziam 2) (lual)
(PART I: Administrative data and product information)
Aaudl A : A1 (SECTION A : Introduction)

wnansduihludeyaniluuasdoyavasingssu

Do AUSUT e
naxen [ Antianxiety (0  Sedative-hypnotic
L] Antipanic L] Anticonvalsant
[]  Skeletal muscle relaxant []  Anticholinergic-sedative
[0 Other QUIATEUNGUE.coovverrrrerrsserrmsserseseensesessssssesssisssssesssssesssee
Uszunyen b
L[] New Chemical Entity (NCE) [] New Indication (NI)
[J  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)
maudl B : #1505y (SECTION B : Table of Contents)

NAN13AITUAIYRY
FI9N15NETT wilaii i (EwFuidwinit)
g laigi
1. lonanssnsdedeyauuenansiiuingeengudly O O
Uszinn 2 (Wuu 13 2.AR)
2. uuu 9 2.1 L] L]
3. gUmenansTael Fauansdnuasdiau/ O O
Hanaigu/d Ukuu dydnual nsanuresute
4. nilsdesuses ( Certifications )
- dunlusyg v odae el O O
FIYIUNTNIAUNL AU I8E
- dunlueygnvililuaseunsowmseld O O
Uselemidaingoangrilulsunm 2
- vilsdeuansindudumidmiievesinaaly O O
AneUsine
- milsdoSuTeman Auaien (Certificate of O O
Pharmaceutical Product) #3evitisdosuseansdnmung
(Certificate of Free Sale)
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WUU 939 2. ND1

NANISATIITUAIVD
F18A5DNETS wilaii i (il
| Tidi
- Ao fuseunnsguisnisiinlunsdn O O
(GMP) Yo 35HEn
5. a8 ( Labeling ) L] L]
5.1 2aNYNVUIAVTIY
6. Uayavenansiaei (Product information) Ag
lnansfuingoengrislulszinmn 2 Suiosdideyan
wadamaefirmunlif 2 wuu lun (] O
6.1 Package insert
6.2 Summary of Product Characteristics %5® O 0
Product Data Sheet
6.3 Patient Information Leaflet (PIL) O ]
orlflonarsiiuingoengvislulssan 2 aunuy
6.1 3o 6.2 agndlang1avilefld
7. @T’ﬁ”mmt;,’?iuﬁwa (Applicant declaration) lgiun
7.1 Mivsesfiudve (WU 1599 2) O O
72 éfusesnsudsdeyanistunadelu O O
UEmnesng o
7.3 Mfusensudseyaansunsen O O
7.4 yilsdEoNeudiug O O
8. JeyanlIeuiisuden - Taldy senineingeiniu lu O O
naumsthinsnunlsadeatuilstunsdeuluseme
IneudilunitssAvsuauazanaaont
9. Foyaruszuinimeuazwnlunsi Ul umned O O
H

AaUN C : 1NE5USENaUAIYRULNFDSUTDIN15USTLIUENEI SN YINITHATNITATIDIATIZUAS UL LENAR IR N
Tudszinn 2 lududeyaniluuazdayavasmFuenanfnlilnwluuszinn 2 (SECTION C: Documents Required

for Registration)
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LWUU 139 2. AR
na158193sdayauuenasiuingeangnsluussinn 2

1. doruuuenansiniuingeengnsluussinm 2 flenansn1séademu......uth smufLuusndauuy
979 2. AR GafispasiennsensBemumsneiibuun

2. Foronansdnadslaun
31 LONANTENIBIT L P8
3.0 LONANTENIBIT 2 P8
3.3 LONANTONIBNT 3 P8
3.0 LONANTENIBT B PO
35 LONENTE MBI 5 PO
3.6 LONENTENIBI 6 PO
37 LONENTENBIT T B0
3.8 LONENTE MBI 8 BB
3.9 LONANTENIBT O P8
3,10 LONENTENBIT 10 B8
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WUU U39 2. AR

sgaziReanseditayaluenasiiuingeangnaluyszian 2 wuu Package Insert

=

4 | Lid | wadeluenasiiuingeengnsiulsznm 2 | 1@na195919897 Mi1v890na1591989

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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WUU U39 2. AR

= v a v o W W q‘
s8azideansendadayalulendisiiuingeengrsludssian 2
WUU Summary of Product Characteristics

daluenasniuingeangnslulsenan 2

P9
o=
=1

LWONE1591999% /
YUNYBUINAITO19D9

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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Wuu 9 2.1

o

@miudmihidugnsen)

LUUANYBNINEADSUT29NM UL NEI SN VINITHAZNITASIAIATIZA
199NN Lulssnm 2
Usznn (Type) [] wdn (Manufacture) [ w1dh (Import)

1. 919AZIDYAYBINUAYD LaLENER
1.1 Yeuaroguegumve

B EUDMTIROTUTON e
DGAYT FTON / VDY weoorrreerrrrerrrneee DU oo

VT e RRTS VL N [ BIAD / LUM oo

ST O SAAUTYNG v TN s

1.2 Jouasiioguasiuan

BOENBR. ...

DGAYT e RTON / VDY weoorrreererrerrrnneen 1YV OO

VT PR / WU e BIAD / BUR oo v
12 IO UTEINA oo

1.3 Jouasiioguenaniisuinveulumsnsraudesviernuiiiesiming
ForNANTSURATEUTUN SN TINUROEYE BRIUTAOT NG o
OEAUT o RTON / WOY oo 1V VIO
VBT o FUD /WU e BB / LU oo i
FIWIA oo LU EETS L OO

1.4 9vaziBuninaniiiedos

o uaziiog uthiisuRaveulutunaumsndn

* ety NawseukdndasiiEnsagU n1sussaNansiae 13 granulation {u&n bulk finished

dosage form tHufu
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2. 918AzBLAVDIHENS ual
2.1 9 JULUU AMALTS Yu1AUsTY Tousld vwanislduay 35Ty
FDTRRATTUrw vt s

IV T oo e
TUTAUTTY wovvvvever s e e
DDUTEY oo oo oo s e e e oo e s e oo e s ee e

YUINNTLTLALITLY

A uq

2.3 %o USunauazmiivesingoangnsludseiny 2 uavingdusuludnusenauvewinsu Tuda

q

swawiBen fil

(n) FoasyvioTonuisenisguusiussmaviomsendula vdoudalulomaeiiuazseysoiier
Tushsela aduiiviendsiifuiveshmendinanvioduingeengvstudom 2 il vieTagdufivvel

() Usunanunns wesn vieludeuay
Tufngdu & o (mie) Tngoengrilutssiny 2 wayTngdusuiluduusznou fe

q

Gl

Yoadgynsa¥anINAITIEN BNE1998Y | USuausianiag inndii

94 UnLNUIaUSUING

v a <) 1 [

MEWE  NsTUIUMINAninsiuUIInuaend Ayaniduiesas.... ... vaUsIUIEIEIAY

v v
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3. sUegTngensy
4. 1NAIAUIVINITVBLINYATU Usenaufiarsan
4.1 wnasnuANAIN (Quality Documents )
4.2 waasnuaNUasnie (Safety Documents )
4.3 wnansnuUsEansnin n1ssnwn (Efficacy Documents )
5. amnuazienansiiuTngeengvislulszin 2
6. wdngudug MufidninnuamEnIIIMIDMTUALEYIUR

(GRITHLKT ) B H3uaun
(i JAUT529)

(GRIHGE o) WNIHEIMINAUURNTS
(i J(FAUT529)

wnowg- ldadomne v luves [ figosns
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WUU 9.9.99 2.
AsuTeEuAveveTUMtED UT NS UTlUeNasMTININITWAEMIATIVIATIEN

P ITUTT DN YT e emeeeeesceemsee s essee s ssee e
= & wA o ) «:4' o A
PBUUUHIUANVORTIIDTUTOIN TBevovvvereeveeerecce oo BAUTUN v

[ 1. dwidlddudmotumisde Suses wioudendngiuasudau 52u 4 ga
] 2. dwidwesusosin wnansmsniuaunanwiliuniuil gniowmssnnsgiuvesdudn

] 3 dwmidweuseni Bmsmuauamninuazannsg i3y fanan asnsnnuaueamninannsguldass

WA TUTUDNTITDTUTOI 1oovr v rmsessssersssrssssss s s e
B

WNU31N4313NITAIVANALNINLAZLINSFIUA N1 TanansanIuguaun nansguls dndnagsuandunisuile
Tigndanelu 60 Ju Tuanuildsuudmndnnnuaasnssun1seIITLaZE
FmdrazufiRnussusedililiynusens mndmidililjoReuilddnsdlag dmdduseslidinam
AMIENIIUNTO N THAZEENANAYe sevisdesuses a5y
Fnddeliluddsadmihfiuasney

BT o dsueunn (Flid1use)
OO )
«
FuPrr SO U WL e
v S a ua
R AiviufuRns
(e rereeveeeseevmmmmeeneesnsmeesse e )
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Ar1fusaINIsUAItayadnsUnsen
mnliudedoyaln q azfednenlifignsins

IO F0. WOV
AT VIR e ceeeseseseseecessmsessse s
U #5505 (Patent) U Lifansdns (Non Patent)
sneFeussmaAnionildaneidouansons
Country Application Date of Patent Term of
Date granted Protection
(Expiry Date)
Ussmeusnieniilasuan
nzudnsing
(O )
Uszmnelne
UsemAdu 9
(GREIE) N H3UB YN
G )
U 110 VI S R
(GEXiEo) N AEmthiugoRns
(oo )
ST R 1210 VI S R

wnewg 1. feddinisiusesnnugniewazanudusiwerloyaiiudslned Suougndadudiude
2. nsdilesuansunslulszwmelve TidwenasndngunisendnsinsniouneaziBennis Usshvg Fesuses
ANHYNFABIBIANAS L TUD YRR
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ATusaImMsudsdaganistunziouingmiu Tudssineasng o
TAAFNTU TBerrverrreerrrrremirresieseressssesseses s ssssssnsess e BRI

LT RT3 T3 OO

s1eveUszmAnNAsullasu
augnlidmihela
Country

Approval
Date

Category /
Condtion of
Approval

Indication

Registration

Name

Remark

UsemeEnEn

USA
Canada
UK
Sweden
Australia

Japan
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WUU V39 2. ND2
daufl 2 NANFINUAMIANNTWYBITAMSU (Tmgoenguslutssiam 2) (eilusl)
(PART II: Quality)

(12 OO BAUFUT e
naxen [ Antianxiety [0  Sedative-hypnotic
L] Antipanic L] Anticonvalsant
[]  Skeletal muscle relaxant []  Anticholinergic-sedative
[0 Other QUSATEUNRUEN..ccccceereeerrreieeerrsierrssmsssessesesssssesessesssesnesnee
Uszunyen b
L[] New Chemical Entity (NCE) [] New Indication (NI)
[J  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. 5789n15eNE NP
AaUN A (Section A) : #135Ugy (Table of Contents)

NANIINTIVTUAID
IUN15LBNES wilafi e (dmFuidwini)
3 Taidi
SECTION B : unaulagsiudiunainin (Quality Overall O O
Summary)
S. dmaaudiendnAsy (Drug Substance)
S1 %’agmﬁﬂﬂ (General Information)
1.1 ¥ (Nomenclature) O O
1.2 1A59a579 (Structure) [ [
1.3 ﬂmauﬁﬁﬁbﬂﬂ (General Properties) [ [
S2 M13WaR (Manufacture)
2.1 fjwdn (91afnndmile) (Manufacturer (s)) O O
2.2 A19BUNENTEUIUNTHANLAEITAIUANNTEUIUNIT O O
Nan (Description of Manufacturing Process and Process
Controls)
2.3 M3AuANIng AU (Control of Materials) [ ]
2.4 nMIrUANtuRDUNSHARTINEDY way ansduns n n
(Controls of Critical Steps and Intermediates)
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LWUU ¥33 2. ND2

NANIINTIVTUAID
SUNSENENS wilafi nii (dwiu i
a aidl

2.5 N13ATIAABUANNYNADIVDINTLUIUNTNEAWAL/N1TO O O
A1sUsELliuna (Process Validation and/or Evaluation)

2.6 NIINRIUINTLUIUNIINER (Manufacturing Process 0 0
Development)
S3 N13MIINWaUELANIE (Characterization)

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

3.2 @15.39Uu (Impurities) [ [
s4 msAuAuIngAumedAey (Control of Drug
Substance)

4.1 TonmunungU (Specification) wagnildasuses 0 0
ATIATIEIA  (Certificate of Analysis)

4.2 FWA15IAT184 (Analytical Procedures) ] ]

4.3 NIATIIADUAINYNABIVDITBNTIATIEN O 0
(Validation of Analytical Procedures)

4.4 mﬁytm’]zﬁmsm%mwiaziu (Batch Analysis) 0 O

4.5 N5Yuanvanarastanivium (Justification of ] =
Specification)
S5 asuWIgIUVs0Tanun g1 (Reference Standards or U u
Materials)
S6 s¥uuUnrean1yUrussy (Container Closure System) U u
S7 AnuAIENN (Stability) O L]
P. wanAaei1 (Drug Product) O O
P1 dnwadzeuazdiuUsznau (Description and O O
Composition)
P2 N1TWNAILIMILNEYN TN (Pharmaceutical
Development)

2.1 %’ayjaﬁuaqmsﬁﬂmﬁwm (Information on ] ]

Development Studies)
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NANIINTIVTUAID
UNTSLONETS wiludi nii (dmFuidwini)
a aidl
2.2 duUsznouveINaniuTie (Components of the O O
Drug Product)
2.3 nansnuaidnsagu (Finished Product) O O
2.4 NMIWAUINTZUIUNIINER (Manufacturing Process ] ]
Development)
2.5 s2uuUnu84n19UrUTTY (Container Closure O O
System)
2.6 AaNURMN99a%INe1 (Microbiological n n
Attributes)
2.7 anudniulavewdndue (Compatibility) O O
P3 N1suan (Manufacture)
3.1 gns81MaIunIHaER (Batch Formula) O O
3.2 NTPUIUNITHAN LALTBNITAIVANNTEUIUNITNER [] ]
(Manufacturing Process and Process Control)
3.3 msmuqm%umaumWimﬁmﬁﬁﬁ@ua:miﬁﬁﬁumﬁ M 0
(Control of Critical Steps and Intermediates)
3.4 NIATIIADUANYNABIVDINTTUIUNTHERULAL/ 0 0
%30 N13UsTIiuNa
(Process Validation and/or Evaluation)
P4 M3AIUANENTUTILAS (Control of excipients)
4.1 Tonmuan1nsg (Specifications) O O
4.2 /n5UAT18Y (Analytical Procedures) O 0
4.3 msUsausieTifiuvasiudnanay s visedn O O
(Excipients of Human or Animal Origin)
4.4 msﬂj‘qumﬁﬂumwﬁﬂmj (Novel Excipients) 0 0
P5 nsAuANkEAiaeidsa3YU (Control of Finished
Product)
5.1 Yonmuan1n g (Specification) wagntisde ] [
SuseINITIATIEY  (Certificate of Analysis)
5.2 /n15AT181 (Analytical Procedures) ] 0]
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NANIINTIVTUAID
UNITBNET wiludt R (dmFuidwini)
a aidl
5.3 N13NTIAABUAIINYNADIVEITNTIAT W O O
(Validation of Analytical Procedures)
5.4 MTIATIEVTUNINGR (Batch analyses) O O
5.5 NNSATINYULRNILVRIESI U ] ]
(Characterization of Impurities)
5.6 ﬂ’]i%LL?NLWG!NaEUaQ%}aﬁ’MUWLQ‘IN’]% (Justification of m m
Specification)
P6 #1593 UMT0 TENNM 5 (Reference Standards U u
or Materials)
P7 syuuUaraen1vurussy (Container Closure system) O O
P8 AUASANTIN (Stability) O L]
P9 viinguANNENYavDmEAT e (Product O O
Interchangeability Equivalence Evidence)
SECTION C : sifevn (Body of Data)
S. dmaaudiendnAsy (Drug Substance) O O
S1 ‘ﬂjamuaﬁbﬂﬂ (General Information)
1.1 %o (Nomenclature) ] (]
1.2 Ias9a319 (Structure) L] L]
1.3 ﬂmﬂuﬁ}aﬁbﬂﬂ (General Properties) O O
S2 Aswan (Manufacture)
2.1 gjwan (enafiannnimile) (Manufacturer (s)) O O
2.2 A9BUNENTEUIUNITHANLAITAIUANNTEUIUNNS O O
wan (Description of Manufacturing Process and Process
Controls)
2.3 N3PIUALIRYAU (Control of Materials) n 0
2.4 msmuqu%umaumwﬁmﬁﬁﬁay way @sseuns O O
(Controls of Critical Steps and Intermediates)
2.5 N13ATIAABUANNYNADIVOINTLUIUNINEAUAY/ (] (]
%39 N15UsEIUNa (Process Validation and/or
Evaluation)
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NAN1SNTIASUAID

UNTSLONETS wiludi nii (dwiu i
a aidl

2.6 NINUUINTLUIUNTHEAR (Manufacturing Process L] (]
Development)
S3 N13RIINWaUELANIE (Characterization)

3.1 wanslnsasaaz vz due (Elucidation of O O
Structure and Characteristic)

3.2 @13@eUu (Impurities) O O
s4 msAuAuIngAumed@Aey (Control of Drug
Substance)

4.1 Yanmuau1nsg (Specification) wagyiisdesuses 0 0]
A5ATIE (Certificate of Analysis)

4.2 F5n1531A51%94 (Analytical Procedures) [ ]

4.3 AINTIFRUANUYNABIVRIIBNTIATIZ 0 O
(Validation of Analytical Procedures)

4.4 ﬂ’]ﬁylmwzﬁmsm%mwiaziu (Batch Analysis) 0 0

4.5 N5FUAWARATRITRNMUA (Justification of ] ]
Specification)
S5 asumIgIUVsoTanu1n g1 (Reference Standards or U u
Materials)
S6 syuuUnrean1yUrussy (Container Closure System) U u
S7 ANuUAIENN (Stability) O L]
P. wanAaugie1 (Drug Product) O O
P1 dnwadziazauUsznau (Description and O O
Composition)
P2 N1TWAILIMILNEYNTIU (Pharmaceutical
Development)

2.1 Eﬁ’amuasuaqmsﬁﬂmﬁwm (Information on ] ]
Development Studies)

2.2 d@rulsznauveinaniugien (Components of the ] ]
Drug Product)

2.3 wansioueidnsagy (Finished Product) O 0

2.4 NIIWAILINTEUIUNITHES (Manufacturing Process 0 0

Development)

9.2 (81 113) 26
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NANIINTIVTUAID
. (dwSurinmdai)
FUNISBNATS wlud e 5 is}

2.5 szuulnUeenvurussy (Container Closure U U
System)

2.6 AENURMN99aTTINen (Microbiological O O
Attributes)

2.7 anudniulavewandae (Compatibility) O O
P3 N1suan (Manufacture)

3.1 gn81MaIuNIHER (Batch Formula) O O

3.2 NTLUIUNITHAN KATNITATUANNTLUIUNITHER ] ]
(Manufacturing Process and Process Control)

3.3 msmquﬁj&umauﬂWimﬁmﬁﬁwﬁ@ua:miﬁﬁﬁumﬁ 0 0
(Control of Critical Steps and Intermediates)

3.4 NIATIIADUAINYNABIVDINTTUIUNTHERULAL/ [ ]
%39 N15UTEIUNE (Process Validation and/or
Evaluation)
P4 M3AIUANENTUTILAS (Control of excipients)

4.1 Tonmuan1nsg (Specifications) O O

4.2 /n5UAT18Y (Analytical Procedures) 0 0

4.3 msUsausieTifiuvasiudnanay s visedn O O
(Excipients of Human or Animal Origin)

4.4 msﬂyugiqﬁﬂumwﬁmimj (Novel Excipients) O 0
P5 nsAuANKEAieidSa3YU (Control of Finished
Product)

5.1 Tomuunaniz (Specification) Lagnilsdasuses 0 0
ATUATIEI (Certificate of Analysis)

5.2 /155189 (Analytical Procedures) ] 0]

5.3 NSATIAADUAINYNABIVDIIBNTIATIEN O 0
(Validation of Analytical Procedures)

5.4 MTIATIEVTUNIINEGR (Batch analyses) O 0

5.5 N1ATIVENWULLANIZ VDAV O 0
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NAN13A3I5UAUD
YNSONET wiludi wi (dmFurdrniai
a aidl

(Characterization of Impurities)

5.6 ms%yt,t,ammmasuaqsﬁ’aﬁmumLm/m (Justification of O O
Specification)
P6 #1505 UVT0 TENNM 51 (Reference Standards U u
or Materials)
P7 syuuUarasn1vurussy (Container Closure system) O O
P8 A UASENINYBINANA U (Stability)

- Umaqﬂﬁ’mmmmamw (Stability Summary and O O
Conclusion)

- BnsAnwImuAsEN NLazAsUTEsluN1AnBIA 0] 0
AN lAsUaYLR Tidnmne (Post- approval
stability protocol and stability commitment)

- foyanNuAENIN (Stability data) 0 0
P9 vidnguANNENYavawaRsi e (Product O O
Interchangeability Equivalence Evidence)
neufl D : lanans81edeiidndy (813D (SECTION D : Key O O
Literature Reference, if applicable)

AU et ;@'uﬁwa
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daunt 3 nangruuansdeyanlilinisiinemnendiin

((Checklist of ASEAN Common Technical Document : Part Nonclinical)

(12 OO BAUTUT e
naxen [ Antianxiety [0  Sedative-hypnotic
L] Antipanic L] Anticonvalsant
[]  Skeletal muscle relaxant []  Anticholinergic-sedative
0 Other QUSATEUNRUEN..ccccereeerrreieeenssierrssnessersssesssssesessesssesresnee
Uszunven b
L[] New Chemical Entity (NCE) [] New Indication (NI)
[J  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. 5789nN15eNE NP
AaUN A (Section A) : #135Ugy (Table of Contents)

NANIINTIITUAIVD
EN5IeNETS wiludi i (dwFuidwiit)
a Taidi
Aol B (Section B) : nmsauvasdudayaitlilidaya
N19AALN
(Nonclinical Overview)
Linawiaevialy (General Aspects) L] (]
2 iilovuarsuuuulasaaia (Content and Structural O O
Format)
mauil C (Section C) : unazuvasdayaiililinisdnun
nenatin TudnwuzAuTIee
uazaneuza1319 (Nonclinical Summary : Written and
Tabulated)
1. unagutoyadilalidoyamndin ludnuwazdussens O O
(Nonclinical Written Summary )
1.1 WdrInen (Pharmacology)
1.1.1 indwwaenansugugdl (Primary ] 0]
Pharmacodynamics)
1.1.2 indwwaenansyieqil (Secondary ] ]
Pharmacodynamics)
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. wammma%’uﬁﬂ.ﬂjaﬂ
SENSLENENS uiuf nii AR
a aidl
1.1.3 ndineianuianany (Safety O O
pharmacology)
1.1.4 sunsnseveselunundvnacans ] ]
(Pharmacodynamic Drug Reactions)
1.2 wndwaauAians (Pharmacokinetics)
1.2.1 M39a%Y ( Absorption) I O
1.2.2 M3n5¢198 ( Distribution) O O
1.2.3 WLnUeddu (Metabolism) AstUTeuLiieu m ]
el species (inter-species comparison)
1.2.4 n1suaneen (Excretion) O O
1.2.5 dunshsuve s lum UL dauAIEns 0 0
(ehuﬁlm”l&n’sﬁ’ayjammﬁﬁﬂ) Pharmacokinetic Drug
Interaction (Non-clinical)
1.2.6 nsAnwBugmMandveaumans (Other . .
Pharmacokinetics Studies)
1.1 #wInen (Toxicology)
1.3.1 muduiuiiinanislveadaiien (Single O O
Dose Toxicity )
1.3.2 mwmﬁuﬂwﬁﬁmmmﬂﬁm%ﬁ‘] (Repeat m ]
Dose Toxicity)
1.3.3 anuufivnaiugnssu ( Genotoxicity) O O
1.3.4 n1snewuwise (Carcinogenicity) 0 M
1.3.5 anuiufivionisduiuduasiannnisves O 0
f1eau  (Reproductive and developmental Toxicity)
1.3.5.1 muanansalunsauiugias ] ]
waunsveweeulustezusn  (Fertility and Early
Embryotic Development)
1.3.5.2 Waun15veeuuile - feoeuluassa 0 O
(Embryo-fetal Development)
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NANTINTIITUAIVD
YNSONENT wiludi 7irg (dmFurdrwiai
a Taii
13.5.3 fauinsveshseuisieunaen O O
visavdinaansuatiivesiiu (Pre-Natal and Post-
Natal Development including Maternal Function )
1.3.6 AUz ( Local Tolerance) ] O
1.3.7 nsfnufiwing1dus (Other Toxicity 0 0
Studies, if available)
2 unaguestoyaiilalidoyamandin Tudnuazniss O O
(Nonclinical Tabulated Summaries)
naufi D (Section D) s1eeunsaneniililinisAnyvng O d
Aglin
(muﬁﬁﬁm‘mmﬁmms) (Nonclinical Study Report
( As requested))
1. a15Ugy (Table of Content) O O
2. Wndnen (Pharmacology) O O
2.1 Wndynaransugunil (Primary O O
Pharmacodynamics)
2.2 Wndynarmansvienil (Secondary O O
Pharmacodynamics)
2.3 Ind¥ingininulannne (Safety Pharmacology) O O
2.4 SURIN3LNUD U UL SUNAFERNS O O
(Pharmacodynamics Drug Interactions)
3. \ndvaummans (Pharmacokinetics) O O
3.1 AT IVUAZTIENUNITATIVABUANUYNABA ad O

(Analytical Methods and Validation Reports)
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NANTINTIITUAIVD
NUNSBNENT wiludi wiih (dmsusdwinid
Y laifi
3.2 N39ATU (Absorption) L] (]
3.3 N13n3¢31881 (Distribution) L] (]
3.4 LLNUDATL (Metabolism) O O
3.5 N13tuneen (Excretion) O O
3.6 sunsnsevewlusunduaumans @ity O O
Toyaneaaiin)
Pharmacokinetics Drug Interaction (non-clinical)
3.7 MsdnwBugmanduaauans (Other O O
Pharmacokinetics studies)
4. WyIne (Toxicology) O (]
4.1 pudufiviiinanisldeasasio (Single dose ad O
toxicity)
4.2 mmvﬁuﬂwﬁﬁmnmﬂﬁmsg’l‘] (Repeat dose O (]
toxicity)
4.3 anuduiiuvneiugnssu (Genotoxicity) O O
4.3.1 mMivneasslunasnnnasy (in vitro) O O
4.3.2 myneaedluddidia (in vivo) O O
4.4 n1snaugise (Carcinogenicity) L] L]
4.4.1 m3fnwluszuzenl (Long-term studies) O O
4.4.2 msAnwiluszeydurselusyezdiunans O O
(Short or medium term studies)
4.4.3 mMsAnwduq (Other studies) O O
4.5 emnuduiiwsansauiuduazinuinisvewisoy O O
(Reproductive and developmental Toxicity)
4.5.1 anuanunsalun1sduiugeag WaunN15ves
foau
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FYNIDNETT

Ry

NAN15M5I5UAVD2
(EwmFudwrii)

Fy Laidl

Tuszezusn (Fertility and Early Embryotic
Development)

4.5.2 Wl N 15v9euUs o -Aaeaulunssn
(Embryo-fetal Development)

4.5.3 sun e eu e unaenTE ona s
AaeRTILTITTive Wl (Pre-Natal and Post-Natal
Developmen including Maternal Function)

4.5.4 nnsnwilugndnilasuen uas/vde sy
msUsydiuniisiiiy (Studies in which the offspring are
dosed and/or further evaluated)

4.6 AMUNUERNIEN ( Local tolerance)

4.7 msﬁﬂmﬁmmqﬂiﬁmm (631 ) (Other toxicity

studies, if available)

4.7.1 m3nagiiiumu (Antigenicity)

4.7.2. WerosyuuiiAuiu (Immunotoxicity)

4.7.3 nM3Ang1 (Dependence)

4.7.4 wunueladt (Metabolites)

4.7.5 @s1aeUu (Impurities)

4.7.6 5‘14"’] (Other)

mauﬁ E (Section E) 518113 Lanmsé'wﬁaﬁéﬁﬂm
( List of Key Literature Reference)
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dauil 4 srenrsenasuansdeyantsinemneadiin
(Checklist of ASEAN Common Technical Document : Part Clinical)

(2 OO AUTUT e
naxen [ Antianxiety [0  Sedative-hypnotic
L] Antipanic L] Anticonvalsant
[]  Skeletal muscle relaxant []  Anticholinergic-sedative
[0 Other QUSATEUNRUEN..ccocerreeerrreieeerseeressnessessssesessseses e
Uszunven b
L[] New Chemical Entity (NCE) [] New Indication (NI)
[J  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. 5789nN150NETNEUY
AaUN A (Section A) : #135Ugy (Table of Contents)

NAN13AS295UAIYR
NYNSLONENT wiludi {rirg (dmsudiinid
a laid]
naufl B (Section B) : nMwsuduaalin (Clinical
Overview)
1. wnnalun1sWanNGn A9l (Product Development 0 0
Rationale)
2. MNTVRWANFUNTIU (Overview of 0 0
Biopharmaceutics)
3. NMNIVBUNFVINENPATN (Overview of 0 0
Clinical Pharmacology)
4. pnsaaulsEansnnlunissnel (Overview of ] ]
Efficacy)
5. mwsauéﬁum’mﬂagmﬁa (Overview of Safety) 0 0
6. unasUinuuslevinlasuiuanudes (Benefits and 0 0
Risks Conclusions)
Aauil C (Section C) : UNasUN1ARTN (Clinical
Summary)
1 UnagUveInsAnyIvnalndunssuay 5n 512 O O
Hedas
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. wammma%’uﬁﬂ.ﬂjaﬂ
ENSIENENS uiuf wii GBI D)
a Taidi
(Summary of Biopharmaceutic Studies and Associated
Analytical Method)
1.1 anuduanuay nwsau (Background and n n
Overview)
1.2 unasuveman ANy ILAazN1sAn Y O n
(Summary of Results of Individual Studies)
1.3 M3UTBuiisULaz AT IZANATDIN1TAN BRI 0 0
(Comparison and Analyses of Results Across Studies)
AARWIN 1 (Appendix 1) wnanssiaisludiui L] L]
\Reados Wiasey
2. unasuvein s AnwAdIngmIeAain
(Summary of Clinical Pharmacology Studies)
2.1 pudusnuag nwsan (Background and n n
Overview)
2.2 unagUresHan s ANy LAAEN1SAN K n n
(Summary of Results of Individual Studies)
2.3 NS ULTIBULAZ AT IR NATDINISAN A9 . .
(Comparison and Analyses of Results Across Studies)
2.4 A13ANWINLAYENGe) (Special Studies) ] ]
A1ARWIN 2 (Appendix 2) wnanssianinludui L] L]
\Reatos Wiasey
3.unagUsinuuseanan1mmeadin (Summary of Clinical O O
Efficacy)
3.1 anudusnuazansinvesUseansnmmenadin ] ]
(Background and Overview of Clinical Efficacy)
3.2 UNajuveHansAnYILAaEN15ANY (] (]
(Summary of Results of Individual Studies)
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. wammma%’uﬁq‘waﬂ
ENSIENENS uiuf wii GBI D)
a Taidi
3.3 N1SUSHULTIEULAE AT IXNATDINITANYIANG ad O
(Comparison and Analyses of Results Across Studies)
3.4 n5AREiteyansaTnfidius furnend O O
Uz (Analysis of Clinical Information Relevant to
Dosing Recommendations )
3.5 Anuslile wossyAvBnauas/mie mLvUseY) ] ]
(Persistence of Efficacy and/or Tolerance Effects)
A1ARWIN 3 ( Appendix 3) wnanssianfinludaui L] L]
\Reatos Wiasey
4.unasuanuUaenisniendidn (Summary of Clinical O O
Safety)
4.1 n15lasuen (Exposure to the Drug) O O
4.2 winsallifielseasdsnag (Adverse Events) O O
4.3 n5UsEiuNan1eAatinnesUfUnAn1s (Clinical O O
Laboratory Evaluations)
4.4 Fyoyrasdn, FINUINNSATINTNNTY, wae M 0
Eﬁ’aé’qmmﬁu"]ﬁﬁmﬁ’ummﬂaamﬁa (Vital Signs, Physical
Findings, and Other Observations Related to Safety )
4.5 anudaenadelunguiiay uasluaniumsalinay O O
(Safety in Special Groups and Situations)
4.6 TayarasaInn159mitgen (Post-marketing Data) O O
AARWIN 4 (Appendix 4) wnanssiailudiui L] L]
Reados Wiasey
5.UNAMNEDVOIAAZNITANY (Synopses of Individual O O
Studies)
Section D. A1519518N"5YBINNSANEMNAATNT IR O O
(Tabular Listing of All Clinical Studies)
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. wammma%’uﬁﬂ.ﬂjaﬂ
YNSLONENT uiaf {rirg (dwFu i)
a Taidi
Section E. s18991un1sAnwm1enain 418 ad O
(Clinical Study Reports (if applicable)
1.579uUmMsAnuvesdindunssy (Reports of O O
Biopharmaceutic Studies)
1.1 57897Un15ANEY BA (BA Study Reports) 0 O
1.2 iunsAneUseuLiisu BA w3e BE O O
(Comparative BA or BE Study Reports)
1.3 579975 ANTIANEURUSY8IN TNInaR Il 0 0
vaeavnaewarluFdtin
(In vitro-In vivo Correlation Study Reports)
1.4 5989 UNTIATIEANTIIDNALIOINATIZY d1U5U ] ]
miﬁﬂw’ﬂuuq‘lﬁﬁ (Reports of Bioanalytical and Analytical
Methods for Human Studies)
2 578 NUTeI AN TIiE e stundvaauaans iy O O
%ﬁa@;mﬂmwé (Reports of Studies Pertinent to
Pharmacokinetics using Human Biomaterials)
2.1 189U IANINTIUAUNAIELTUTAU 0 0
(Plasma Protein Binding Study Reports)
2.2 MmNy IAni U Ue AR ULAL SRS O O
38199981 (Reports of Hepatic Metabolism and Drug
Interaction Studies)
2.3 seumsinulaelidfandug vosywd 0 O
(Reports of Studies Using Other Human Biomaterials)
3. 318 uUMIANYINFvIaUmansluLyee (Reports of
Human Pharmacokinetic (PK) Studies
3.1 $9891uUnNsAny PK ludsun1svnaeauning uae (] ]
AITNUAD YITZELHIN
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. wammma%’uﬁﬁjm
UNIBNENT wud nii Fmiuidawiinii)
a aidl
(Heatthy Subiect PK and Initial Tolerability Study
Reports)
3.2 swnumsanw PK lugdie uag n1snusiosn O O
STETUINISY (Patient PK and Initial Tolerability Study
Reports)
3.3 wnumsany PK lunguuszunsingg n n
(Population PK Study Reports)
4. 5789 IAnYNFvNaAIan T luLyYe O O
(Reports of Human Pharmacodynamic (PD)
Studies)
4.1 $789°UN"3ANE PD wag PK/PD TugSuns 0] 0]

‘Vmaaﬂqmm‘wa (Healthy Subject PD and PK/PD
Study Reports)

4.2 $189°UN"5ANE PD wag PK/PD Tugiae ] 0
(Patient PD and PK/PD Study Reports)

5.5189UN15ANYINUUTEENENNLaTANLUaRANY O O
(Reports of Efficacy and Safety Studies)
5.1 $IEUVBINTANINPFLN NN FUAIUANTD O O

Aedoatudeuddiugsly
(Study Reports of Controlled Clinical Studies
Pertinent to the Claimed Indication)

5.2 UL INIANINIAaTne Alsidnga 0 0
AIUAN (Study Reports of Uncontrolled Clinical
Studies)

5.3 swnumsieseiteyanisAnuiisnnniinis
mMsfnwsiinsienzinalaesuifussdeusuy
uHuMFnT Izt uLarn1Tins eilnetdeslo ey
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. wammma%’uﬁﬁjm
UNIBNENT wud nii Fmiuidawiinii)
a aidl
(Reports of Analyses of Data from More
Than One Study, Including Any Formal Integrated
Analyses, Meta-analyses, and Bridging Analyses )
54 3waq’1uﬂ’ﬁﬁﬂmmﬂ§ﬁﬂ5u‘] (Other Clinical M 0
Study Reports)
6.971891UVDIUTTAUNITUNAIINNITINUIDEN O O
(Reports of Post-Marketing Experience)
7.uuulDTUTIBNUVRETUNTNAARINT Al uazgUIe O O
fidnsnanteusiazse (Case Report Forms and
Individual Patient Listing)
Section F. 1gn1598dianansdsdeiidndny O O
(List of Key Literature References)
ALUN e ;@'umma
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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 : ’

Da Db Dc

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? 1

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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[ ves [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

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

[ hot 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? H
ves no
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 Uno Una
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 :
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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
(c) 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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Harvuaiisiuniisdaiusesnssming (Certificate of Free Sale)
1. nifede CFS fosvanlneusemeadnanyseusemagdmihofidrinnuanznssums
DIMNTHALYITUTON
wilsdie CFS fioenlaUssmadimofidiinnuaagnssumsemnsuazeniuses oun
nslsieluil
1.1 Yszmegdmihoduivomwdasusidsliinndiussmadnanduguaniny
1.2 Uszwagnanliinmsdmihendnsnsidsnanidesannlsifinsdiiivs desldudnsdasi
AINATINID
1.3 nsdidun aufl drdnnunnznssinmsemskaseituaunas
2. lunsdlfintisde CFS oonlaguszmagdmng Foauuutenansifisnis il
2.1 nilsEeTUTOUMENENNY THNALHER
2.2 dwSunanfausismazemnslfuuuienas dueluil
2.2.1 wifsdefusesanuszmadnan fiszydonnuiusesnanmaHaRmY
WIATFIUEINS
2.2.2 wisdeSusesnmsyuNanAnusindnan s funansausinsmieg
Tudseinageanmilsde CFS
3. CFS a3t 1 wasnilidesusnwmute 2.1 uaste 2.2.1 dedoanvisosussstoninulag
mhEmumaq%’gﬁﬁwﬁwﬁﬁmﬁmﬁ’um3ﬁwﬁ’UQLLamémﬁm%qmmwmﬁﬂﬁuﬂ vidoymhsnuenvuiigiues
0. wilsde CFS Fossvymeavidundeluil
4.1 Houdn s
4.2 Forjudn LazanIUTRg
4.3 Foanudifianuvsnedusesih “dmhelilulssmadoonuiide”
4.4 Fepuduq anufiusarnesndadasitnungy
- nandsienlvissydiulssnaumendifguwasysuname
- insesilounmslisyyiu (model) w3 individual products fe
5. deanalunilade crs dudunundu uenanaundnguliuvadunuinende
mudangu Tnefivihsnuiidedeldiuses
6. Tunsdlfilddiun crs unuatiuate desldumsiusesfomnummmhonuvesignie
mhsnuenTuIeyAnaTiTUTes
7. lunsdiidundnsneivanesonisudld CFS atudeiu diosdu CFs atuaiamavdiuly
vthiinsaaeumsfusesdiun
8. 1% CFs flengmsldnmelussezinaniirnuelu CFs f wagrlunsdlifldszyornsliliy
crs meluszezinm 2 Yiuudiuiioon CFS
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nsdavhamnuasiananstiuingeanguilulszan 2
281N
amnTngeengnilulssian 2 mauwuu ACTD wiadiu 2 wuu Ao Unit Carton Wag Inner witaz
wuukansteauiselUil

1aiMUAYDIRaINUUNERIUSTY (UNIT CARTON)

1. Fos3u (Product name )

2. JUhUURAR e (Dosage form)

3. feanifyyuarUiinamesingeengydlulssinn 2 uasiendusuiudulsnouiiddyrosihiu
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7. asmnaamsadeudld (Indication)
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sULUURERSTaU (Dosage form)

FomsfuarUSinamesingoongyslussinn 2 uasdenduduiudiulszneufiddyveswinu
Name of Active Ingredient(s) and strength of Active ingredient(s))
luTiniesnusuansnSaiinan Batch number)

Sudouliindn® (Manufacturing date)

fudeulifidueny (Expiration date)

8 slsen* (Route of Administration )
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wnasnnuingeangnstulsznm 2
(PRODUCT INFORMATION)

wnasmiuingeengvstulszny 2 (enlvy) wundu 3 uwuu fe

1.
2.
3.

Package insert
Summary of Product Characteristics (SPC) 438 Product Data Sheet
Patient Information Leaflet %38 PIL

Package insert

1. 3061350 (Product name )

O 00 N O U1 A W

: %aamwLLauﬂsmmsﬂanmaaaﬂqwﬂuﬂsumw 2uagfenduduudiuuseneudid A6y ( Name of

Active Ingredient(s) and Strength of Active ingredient(s))

. fnwalzURINansu ( product description )

- AaanTAMandyIne) wndsnamans /ndvauenans (Pharmacodynamic/Pharmacokinetics)

. assnAnmnseveudly (Indication)

.UM 1Y (Recommended Dose)

. A8msla (Mode of Administration)

. Yot ( Contraindication )

. ALOUNIETDAI35 T (Waming and Precaution) waziitaaiy “Afiou : a1aananwazlilnuso

Topuknndda”

10.
11.
12.
13.
14.
15.
16.
17.
18.

9.

U5en5em319e1 (Interactions with Other Medicaments)
an3linssnuazan3seningliuuyns ( Pregnancy and Lactation)

9INT LN sUTEasA (Undesirable Effects)

MM3lAsUBLALILIALAE B35 (Overdose and Treatment)

ANnulitniuYesen (Incompatibility) l@w1ze1an

nsfiusnwuazengnslden (Storage Condition and shelf-life)
3‘1JLL‘U‘UN@mﬂm%LLa‘”‘Um@UiiﬁmmmmEJ (Dosage Forms and Packaging Available)
%ammammwmwmamumam ( Name and address of manufacturer)
’E’uwumil,ﬁlwswguaﬂms (Date of revision of package insert)
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Summary of Product Characteristics (SPC) 38 Product Data Sheet
1. Fassy
1.1 Fas3u (Product Name)
1.2 ANULSY (Strength)
1.3 qUiuue83e1 (Pharmaceutical Dosage Form)
2. YssnauasauauUfvesiendrAgy (Quality and Quantitative Composition)
2.1 AauanURfIedAty (Qualitative Declaration)
AsudaneazBnfendday Wy Jonu INN SRR 5U 1nfe uag hydrate
form 7 e tes
2.2 Usunausnendnngy (Quantitative Declaration)
wiineazdeausnausedidfa s 1 nihguaaguluuen ( per dosage unit) 1gu
semeUSinasviaemhethvin
3. anwarwar FULUUENMLAFYNTSH (Pharmaceutical Form)
W amudnwasneuendidiu femilan wu & wiemunsuudine Wudu e wu
dind1 nauwuy SveuaaiBes fdae 100 vwiuvilweudne
4. AasauURNeAdin ( Clinical Particulars)
4.1 assnaamsevously (Therapeutic indication)
4.2 puansiuarIdly (Posology and method of administration)
4.3 Upviuld (Contraindication)

4.4 AR UNITAITIETS (Special warning and precautions for use) Wazdion1
“gifton : onaninuaslivudeddmuunmsds”
4.5 Uisenseninaen (Interaction with other medicinal products and other forms of
interactions)
4.6 nslluarsiinssduasansseningliunyns (Pregnancy and lactation)
4.7 nasemuansalun1siuinasyinauiun3eing (Effects on ability to drive and use
machine)
4.8 915 liNeUseasA (Undesirable effects)
4.9 MslAsUBLAUYUALAEIEN1T3NYT (Overdose)
5. AnENURANILNEYINeT ( Pharmacological Properties)
5.1 AauanURnIsndswarnans (Pharmacodynamic Properties)
5.2 AauanURnIndyauenans (Pharmacokinetic properites)
5.3 dayannuuasndeannnsAnwiniadila (Preclinical Safety data)
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6. 318821EANINLNETNTIU ( pharmaceutical Particulars)
6.1 snemsfenlidfgy (List of excipient)
6.2 AnuliiAuYeen (Incompatibilities)
6.3 91eudEn (Shelf life) 1A orgeidousslumuuzitedming e1gemdsniisauiienns
wdmuiifvun orgemdsnfidaldenadauen
6.4 Tamisseisiewlunsiiuen (Special precautions for storage)
6.5 é’ﬂwmzLLazdduﬂizﬂammm%uzmiﬁg (Nature and contents of container)
7. %aﬂmamazﬁﬁgﬂ%mamuﬁmﬁm ( Name and address of manufacturer)
8 .’S’uﬁﬁmil,ﬁlw%’uﬂwaﬂms (Date of revision of the text)

Patient Information Leaflet 38 PIL
. Fam¥u (Name of Product)
. SnwuzY0INaNS U (Description of Product)
. @uUsznoauveINaniug (What is in the medicine?)
. ANULIVDIFEEAY (Strength of the medicine)
 gnilldiitonzls (What is this medicine used for?)
- ATl USinauwinlvs wazveeiiedla (How much and how often should you use

AN O A W N -

this medicine?)

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

8. 9msliisUszasAannsly (Undesirable effects)

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

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

12. hvaizuazannsdeldsusniuuing Sien & Symptom of over dosages)

13, @mmiﬁﬁaﬁhﬂizﬁ”ﬂ%mLﬁu*dmﬂ‘ﬁ'l,mzﬁﬁ (What to do when you taken more than the
recommended dosage?)

14. FamsUURluszminelden (Care that should be taken when taking this medicine?)
15. Lﬁ@lmmmiﬁﬂ‘lﬂ%mwﬁ (When should you consult your doctor?)

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