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b | Botulinum toxin type A eoco iu Powder for Injection LAANTLUL b
o | Entacapone lboo mg Tablet LONFNTLUY
& | Levetiracetam &oo mg Tablet LDNFENSUUY &
& | Memantine @ ¢/@oo ml oral solution LDNASHUY &
o5 | Phenytoin sodium lb&o mg/& ml Injection LNEITLUL D
o | Pregabalin b& mg Capsule - LONEFAITHUY o
@ | Pregabalin & mg Capsule ~ LDNANTUUY
® | Rasagiline @ mg Tablet LONENTLUY &
@ao | Rivastigmine &.& mg/loa hr Transdermal Patch LNENTLUY @0
a® | Sodium valproate ¢oo mg Prolonged-release Tablet NS 0
olo | Agomelatine & mg Tablet LONEITHUL oo
een | Donepezil lben mg Prolonged-release Tablet ANEANSUUY om
e | Galantamine @ mg¢ Prolonged-release Capsule BNFNNUUY o
o& | Ginkgo biloba extract elwo mg Tablet LONANTUUY @&
e'o | Rivastigmine em.on mg/loa hr Transdermal Patch LONEITLUY b
ey | Limaprost & mcg Tablet WANANSUUY o
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Benserazide 50 mg and Levodopa 200 mg Tablet

Fow1  Benserazide 50 mg and Levodopa 200 mg Tablet

Al

1 fusudie dwmududsenu sesuts 4 dawta 2 druiearuazmnlunisinawnilandidalieds
aneen

2. Ussneumedien Levodopa 200 mg Wy Benserazide hydrochloride ﬁawy}aﬁ’u Benserazide 50 mg
Tu1 da

3. ussglumyurlaain Hoafuuamazauty

4. amnuuYITISNTTeTE Tos diuusnausnedifty uavAause Tundn fuFueny waiinan uaziay
na e Fuglisgadaiaunay R81NUUATTUSUITIBI88 T FeaTsuTREN daulsnauiiedfiy
P31 TuAuDE uazAYTIHAR '

AusuUAN 19 MALA

1. Identification

Levodopa ; @S’Jﬁ]ﬂi’lumuﬁ'ﬁzﬂu Finished product specification
Benserazide m’mﬁi’mmmﬁizﬂu Finished product specification
2. Vinausiigndndgy 90.0 - 110.0% of the labeled amount of Levodopa

90.0 - 110.0% of the labeled amount of Benserazide

3. Uniformity of dosage units

Levodopa mwcﬁumuﬁizﬂu Finished product specification
Benserazide AyIaNIuA LT Finished product specification
4. Disintegration Not more than 15 minutes

5. Dissolution

Levoclopa Not less than 75%(Q) in 30 minutes
Benserazide Not less than 75%(Q) in 30 minutes
6. Related substances mwchuﬁ’mﬁiwh Finished product specification

nautl 2 dugsruUdsram (enansuuu 1)



RouluBug
1. wnansnlssueya s douih fusitedmeluvsunalveuazdung (declare) uvaswén
11 Tudieynstunsdeusiuenldun vie.2 ne.3 ve.d wie .2 udusnadl
12 Tumetunstoumiun vie. W o.lndeuneasdsmidansmunsnun B IHAR AR TR
vz WY (finished product specification) wa $Uon THUAAUNIN ﬁuaquﬂu (drug substance
speciication) nstiftagsevinemsidsuniawudludingy asfewuuuianaismsvaudly (o 5) wdou

finished product specification waz/138 drug substance specification

2. Laﬂﬁ"\33‘1J33\13J’16‘3§'1Uﬂ’1§5~16"\81
mwa mmqmaﬂawsﬁma nmmﬁwm‘mammmmmaﬂmmm hay Qﬁﬂ"liﬂﬂiuﬂ’ﬁNaW&W PiC/S
(Pharmaceutical Inspection Co-operation Scheme) ) Inevuaeanu PIC/S participating authorities

aluahaanusaumsnnasulnaiinanssusesdisiulszmeszmanasiannsating (e-bidding)

3. Lanmaﬂwé’ﬂwmmaamﬁauaﬂm

-3

31 wanIRsITIASIERANAIMHAR A uie1d15a3Uv0dnan (Certificate of analysis of finished
oroduct) ugnjuiidadiushadng

32 samInsainIIEiRunwingAuvesitendiAy (Certificate of analysis of drug substance) ) Al

' msmé‘mmﬁuﬁdaLﬂuﬁ’uaéwﬁy’wmﬁmémmLLangmami’mq“u

33 Laﬂmwsawaﬂﬁmaudummau‘wuﬁi mwwmwéwadmmwa3mm d1Agy (drug substance)
18 3.2 ﬂugumsmamawamﬂm%mawLiagu (finished product) 9 3.1

34 wamsAn® long term stability maamﬁaamajuaamﬁﬁumLﬁauliﬁuﬁwﬁ“mmﬁmmmmimma
LAZYINITENT WA TUEY

4. pENe

YR T{]Qﬁﬁ”ﬂ@oﬁﬂd?@&’ld‘* agy 2 Wu’éﬂﬁiﬁﬁ]ﬂﬂﬁ/\%dLUUWJLLVILLLEW%”] axﬁamlﬁmué”m muﬁﬁmwﬂu

¢ e

wderauautAmluiwuuariisumsnaadiantuiulude 3.1

3

5. msUsziupmn e iday
51 maumwaw’mamaumamaalmaumw 12 Wautuanniuaausu

57 &"!‘VIW‘YJ‘?]W&J@JD‘U 9LRDIEIE NN mﬂmmamamimm’;mm:w wwwaamwmﬁmﬁm

Y

2 nangTTUUYsEam (onasiuu 1)
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Botulinum toxin type A 100 iu Powder for Injection
Fow1  Botulinum toxin type A 100 iu Powder for Injection

aadAnall

1. Dussenetia vacuum dries UsiAmnnidia dum

2. Usznaume Clostridium Botulinum Type A Toxin—haemagglutinin complex 100 units Tu 1 90
3. unRlumauidvmsuendn UsiAanude (type | elass) dAulugamai 2°C - 8°C uagtaeiuues

4. annuuUIATideasyyenn diuussneusiend iy wasauuss Jusdn Fudueny aviindn uaz

vz Tiuisuenlisgnadanunas aannuunvuzusIteIedeesosyyliesn dulssnaudiendnny

o

MILLSY TUAUDNE WAZIAYTIHER

AN unAla
1. Identification mlﬁamumuﬁﬁ&:ﬂu Finished product specification
2. Potency . 80-125 units/vial
3. pH +0.5 pH units of approved product
4. Sterility @ﬁ%ﬂ@iﬁummﬁ’i%ﬂu Finished product specification
5. Bacterial Endotoxin Not more thah 3.5 EU/vial
6. Moisture : Not more than 3.0%
7. Vaccuum Not less than 68 kPa
8. Particulate matter
size = 10 um Not more than 6,000 particles/container

Size = 25 {m Not more than 600 particles/container

Roulvdun

1. wnamsnsldsuenanetunsifowihiveiiedmirlulsemalneuasduns (declare) wvdwmdn
11 Wdhdunstunadowsiuenldun ve.2 a3 ne.d wis 8.2 udusnsd
12 luswetunzifowsiniuen el viie o.1 w%’amwazLﬁamﬁﬁamimtauamﬂﬁ*rmaamamﬁmﬁmmﬁ%
Nzt vy (finished product specification) WazTan1MUAAMNIMNVDITAGAY (drug substance
specification) nsdifiagseminmsdsuaudludiud ssdewuuuienarsmsvaudls (2.5) snsex

finished product specification way/139 drug substance specification



2. LONANTIUTDINIRNTFIUNTHERE

fuAed aailienansfuseauinsgruntsnaneniuvdninuiuazisnisialunianing) PIC/S

(Pharmaceutical Inspection Co-operation Scheme) laenui897 PIC/S participating authorities

AUUEEANNAUTOUNTIATIVADY Tnefinanssusasiviulszamalssmasiadiannseting (e-bidding)

3. LONATIA A NYULYRIY WLAURTIAN

3

37

53

HaN13AT29AIBRAMN INHAR A 8@ 153Ul NAR (Certificate of analysis of finished
product) Tusjuiidadusedhs
Ha mssmﬁﬁmﬁwﬁqmmwi@qﬁmavaﬁamﬁﬁ@g (Certificate of analysis of drug substance) laly
ﬂﬁmﬁmmjuﬁﬁaﬂué‘hasmmadsgm?aﬁm -
HANIIANM long term stability maamj'samqﬂuaamﬁ%u sl gulitudinauAmznIIUNITOINTT

UAEZENINIENITIEDIIUEU

4. fReie

fnefesdesnadiaagnaiion 2 mhsussifusidaiuiunuuanneasidsalinsuiiu R I

iferauaL TRvhludwuuasiisunsuaadfunulude 3.1

5. AnUsziuAnn e dweY

51
52
53

54

55

56

fuduorgustiidweudenvaslitesnd 12 Weu dunniuduey

BIVININTIE Y sdpadidiunamangluiusamaniman e insuidweureHan
AsEifmheTamThmsdus agsefidasuiiednsivlianzyigunm mieswnsasihmvilideses
19617981387 Immjma%ﬁmdamLﬁm?ﬁﬂmu”\i”]muﬁﬁma'a'wmieiwsw‘imeﬁ wazilugSuniavay

s elumsnsitiasziamnm nssiimuinelidulumueadnuasians mhesivnsveau
AN IS URINTINMSEUITIMEIAINENIVBINUNY LLas,/mdsacEwﬁm‘Luﬂ%v’wialﬂ
ﬁ’umz«ﬁaq%’tmﬁauaﬁmwmﬁwuauﬁv«uﬁﬁgww Foerlndvumeny viodofnmsidesanmeigszms
Tnqdauimun

mhyswmsveanuinslumussnidndyymissndnasvhdnyy winnuiy waR o Tiieuol
UsgiRgnidenifuiulasdninnuamznisuniseisuasenluszesia 1 YriouTulszmesznin
nadanvatng ﬁuwﬁQ’mémlﬁéﬁLﬁummﬁlmﬁmmmm’um‘ﬁ'a@ﬁgﬂﬁaﬂLﬁUﬁuﬁ?’uﬁaﬁaaLLé‘;m
AN aNUANEATSLNTOMISUATE

{wasdouaniluiusesuinsgiuniundninnust Good Storage Practice (GSP) uay Good

Distribution Practice (GDP)

AN 2 nagNITUUUTER ™ (BNFISWUL 2)



6. fnefonlfuansiaias MNANENITNNIRAUITTUVEWYATYTE ALY AMUAIIAINANNEN wasla
Swmuasiananeiieusly vis Suszmmdes Yadomdnuiani uazlddesesasiaavesaniiausli

WIS NUATIAINATIMIBN1TADTBITIAIMANYDITIN15ETLEUBAININNAATUEAITUIENINTIAT

sinvseind uavadssnirnvidyavielidoy s udagan JanesptuSuaniaauUsznias tu

7. wnansatusyuug
71 fmdngunansiliiunstunsideuandnnnuamsasumssiisuasen ludedildlsnnale

(Cenvical dystonia) siialimsnuanug lsalunthnsyana3eln (Hemifacial spasm) wdialinsiuaing

wazlsa spasmodic dysphonia wagidulumumunmeiiunsidelutaylemanuisnd (Tl 2.2)

naud 2 NENYITEUUYIzam (anansiuu 2)
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Entacapone 200 mg Tablet
Hoen Entacapone 200 mg Tablet

OGN

1. Wusdaedeuildu (Film-coated tablet) @miusulszmu

2. Usznoumesien Entacapone 200 mg b 1 4

3. usslumuusUaaiin Yoafuuamuaze iy

4. amnuuvITIRasiFessyudes duussnoumendidiy wazmnuuse Tunan fudueny aviindn uas

s douiuaFodndamusas amnuunvuzussIneweeRatz ion dudszneumiednny

bl

ANALST TUAUDY WaKlavTinNg

Aaudutaniuwaie

1. ldentification G\iwmum’mﬁ?w’lu Finished product specification

2. Gunusnendey 90.0 - 110.0% of the labeled amount of Entacapone
3. Uniformity of dosage units m’mﬂhummﬁi:ﬂu Finished product specification

4. Dissolution mmﬁhmmﬁ‘izﬂu Finished product specification

5. Related substances m’mmummﬁ‘wﬂu Finished product specification
Souluduq

1. mnasmslisusugnetunsdousinsusiiesmhelulssndlne wazdiund (declare) wnadsin
11 luddgmstunsdeusi3uen o ve.2 ne.3 ne.4 vio v.2 udusinsd
12 ludwetunzilouiuen ne.l vie 8.1 w%f@mmasL§mﬁ‘:*ﬁamsmuamﬂmﬂwmanmamﬁgwﬁmuﬁﬁu
ne1T oy (finished product specification) was TanNuUAANAINYBITARAY (drug substance
specification) ﬂ‘;zﬁﬁagjawfmmﬁLﬁé‘laugmaauﬁtmﬁm@u AgFaquuUIOnansNTsTaLAlY (8.5) 1o

finished product specification waz/¥58 drug substance specification

2. BNENIFUTRANATTIUNTTHEN S
Ao 9 lana135Usa AT IUATISHARE IR AN ALazIEnisAdlunisnang T PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagnuisau PIC/S participating authorities

A0UANEAFINNTIUNIINTIVEDY Tnedinanisdusasdaiulsymeauszninsianddnnsating (e-bidding)

Aawi 2 naxerssuudsEam (anansuuy 3)



3, LONAIA NS NYAIEYAWILALDTIAN
31 HAaMIRs9AAsIEARu A wRdn S us e dnSagUveduia (Certificate of analysis of finished
product) Tugnsuvantusieg

32 WamInILATIVRuAINIRgAuYessiend1y (Certificate of analysis of drug substance) Alaflu

¥

a v a

msrAngsuiidndusatg Viaed HNEnen Way dndningau

33 wnasvievdnguiuduanuduiusseninsjunmsnanuesingAuvesiianddty (drug substance) T8
3.2 fuunsudnvawdnsdneiendniagy (finished product) o 3.1

34 HamsAne long term stability mamaamqmaqmﬁﬁumtﬁaulf?ﬁ‘uﬁwﬁmmﬂmmmmsmmi
LAZEINTENINEGIIEY MU ASEAN Stability Study Guideline Tuvamnag ASEAN
Harmonization Product on Pharmaceutical Registration ’?uﬁ 26 Surmau w.A. 2551 Lo
fiamIAENIALATEN W TIaAMAR 30+2 °C AL 755 %RH

35 nsdilafldedunuusasuaninansAnudaauya (Bioequivalence) lWiguiisuiuaIAuLUUAY
WA A LAE WU TR UM SANNTIaNYa VeI E I Ie IE N NUANE NI TUN T THASEN
nsensasensrana Tunsdiiléiuns waive dasuanmmanisinsnsazans (dissolution profile)
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fnerowdashedneeatlies 2 mhoussaius JuluiumuamneasiBealdnsuiu awiitmunly

shdionnautRivhludoiu uaslisunssdadeiuivlude 3.1

5. myvsriumun e idsey
51 Yudueigessidwauseundaliaunii 12 Weudunniudaoy
52 giynaaniasey agfeaddnamialususamaniInTITianziesuidwausedn

53 nsdivmhesnshmsduietviidmeufisdmsindenzinmnn st mlideses

rafagnn lngfueagdediindanuiunulimhesynsdmnaingsy vanduSulinveu
Aldmglumsasadnswiaunm asdiinuietbidulumuesudnyniziony wesunnseau

a
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nadiEnvselind YuwsdnanlasiiunsuilatgmenuunnsamgnidsniiuAutuseuiasudide
AUMIUANEATTUNTIIMISUAZEN

6. fnedansuanimal MINARAIIUAITWANTYUUEUIRTIUsEMIATEY MvunsIAmInase wasla
AmunsiAnaeieueli wie fuszmases Uydemdnuiend uaslanasosawinaaasefiauall
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Levetiracetam 500 mg Tablet
Fow1 Levetiracetam 500 mg Tablet

ey

1. Wuefiandeuiidu (Film-coated tablet) dmiusudseyu

2. Usenaumesien Levetiracetam 500 mg Tu 1 uin

3. uvaluwnaUnain Yosfumnuty

4. annuuusTIRaeiFessyTen duusenauiied iy uarauuse Tundn FuFueny waiindn way

s ousiiuonliedesdnmuuas aannuunwuzuIseegnlagnassyulonn diulssnaumendiny

b

ANULTY TUAUIEY UALIAYTIHAR

AusuUin1vatia

1. Identification ma’a}mummﬁisﬂu Finished product specification

2. Yunasiandrfgy 90.0 - 110.0% of the labeled amount of Levetiracetarn
3. Uniformity of dosage units mau%&immmﬁﬁzﬂu Finished product specification

4. Dissolution

Test 1 Not less than 70%(Q) in 15 minutes
Test 2 Not less than 80%(Q) in 15 minutes
Test 3 Not less than 80%(Q) in 30 minutes
Test 4 Not less than 85%(Q) in 30 minutes

5. Organic impurities

Levetiracetam acid Not more than 0.3%
‘ Any individual unspecified degradation product Not more than 0.1%
Total impurities Not more than 0.6%
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finished product specification waz/¥39 drug substance specification
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Yoo

Anandealiiena1sfuseNInTgIunIsHARgIRINNEnInUA LIS TRAlUNSHARE T PIC/S
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(Pharmaceutical Inspection Co-operation Scheme) Taeuinea PIC/S participating authorities

afudaanuseumsasiaeulnsiinamssusesiiviulszmalszninindanseting (e-bidding)

3. LNANIAMA YUY B TIEUE IR
31 #@1IASIIASIERAN A NN AN A andTIUveEuAe (Certificate of analysis of finished
product) lugnsundadusiegn

o

32 HamIasIIATIERRunIRgauvasiieidiny (Certificate of analysis of drug substance) iy
manAnefuiiduiuieseieidnauaziuanngiu

33 nasvsendnguiuiuamuduiudseninguniskin vasingauresiigidingy (drug substance)
fo 3.2 fusumsnanvomansnmiendisagy (finished product) 9o 3.1

34 Han13ANYT long term stabitity maaa%wmqmaamﬁﬁﬁmmﬁaul‘?ﬁ’ue‘i’wﬁmmﬂmmwmimmi
LAYEINTENTIIANGITU AV AU ASEAN Stability Study Guideline lutannay ASEAN
Harmonization Product on Pharmaceutical Registration T4 7 26 §u11ay n.a. 2551 lag
ynmsAnwanuesanmeigumall 3022 °C AN 75£5 %RH

35 nsdlaledunuusssuanamansinundiauya Bioequivalence) lWisuiwisuAugwLLLUAY
nannasiazuU§URlun AN TIaNYaYeIeaTy 8@ NN UANLNTINNNTOMITUALE)
aswnsans1saey lunsaifldsums waive Rewuansuansfinyinisazans (dissolution profile)
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=
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711 wansAnwvnendnn (clinical trial) ¥9eniiuanideusyansnmweagnliaudisuiueauuwuy
LarFANWlLINTANSMINITUITEY
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AMANYULIANIZYBE

Memantine hydrochloride 1 ¢/100 ml Oral Solution
Haw1 Memantine hydrochloride 1 ¢/100 ml Oral Solution

anuaTAN 91U

1. e dmiuiulssmy

2. Ustnaufeden Memantine hydrochloride 10 me lu 1 ml

3. ussRlumauiEy Uues 100 ml wievidu

4. amnuuusTIRaeidosszdien dnussneufendfny wazauuss usde Tuueny auiindn uay
ez ousiuntiothedmmunas amnuunmusussasetiesestuienn daudsenaushen

v '
9 s @ A o

A1REY AULIN JUEUBNEY LaziaunNan

AauauUAin1aunaiia

1. Identification mmmummﬁﬁ%ﬂu Finished product specification

2. Ysunusigndnagy 95.0 - 105.0% of the labeled amount of Memantine HCL
3. Uniformity of dosage units G\i’;%ﬁimm’mﬁﬁzﬂu Finished product specification

4. pH 55-175

5. Degradation products m’mﬂhummﬁizﬂu Finished product specification

6. Microbiological purity m’mmumuﬁ‘izﬂu Finished product specification

7. Density 1.024 - 1.028 ¢/ml

8. Refractive index , 1.3440 - 1.3480

ﬁiauh?im

v
=% = o

1. enammslasusngeiunsteudsuewiesmhelusymealny uasduns (declare) wdwmdn
11 luddamstunsfousiue 18un va.2 8.3 ne.d vse 8.2 udusinadl
12 ludmetunsideumive ne.l vie o1 w%amwamﬁam?ﬁamimﬁ;@;uﬂ_mmmaamﬁ@ﬁm&fimmﬁsﬁu
newl gy (finished product specification) way 79 NINUAR Y AN 2847900 U (drug substance
specification) nsdiflagszviamswdsunvasdladindiy axfeuuuianarsmavaudly (4.5 wwday

finished product specification way/139 drug substance specification
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a

k4

i dlenanusaunnsgrunssdnemundninasiuazismsintunisuane PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Tnguwtaeanu PIC/S participating authorities

atuahaanusaunsmsIvasy Ingiinanisiusestieiulssniamlszmanadianyseting (e-bidding)

3. LONAIA QA NYAUBYBETLEURTIAN

31

50

33

34

Ha M7 AT RANA MR S uTie1d1Ta U0 Na R (Certificate of analysis of finished

product) lugnunanuiagy

U

HAMINTITIATIZARUNINIRGAUVBINIENEIAY (Certificate of analysis of drug substance) lalu

£

mstAsensuTidaiusog awas fuanen uas franingiu
wnansviiendnguudumuduiugszninssuntsdnesingfiuresinendify (drug substance) Yo
3.2 fusunsnanvoerdndiasiendisagy (finished product) 98 3.1

4amsAnw1 long term stability aaeatisangaserfivunsdeulifudinnuanznssunisaimis

UASENIENIIFDIIUEY

4. peine

fneredsnatnnedieley 2 mieussifug faludunuiansszazidealaasuiou AIUANNUALY

wharenauantRvhluinwy wasdisunssdadeatuiulute 3.1

5. nMsUsEiuANNMENEdwaY

51
52
53

54
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AANBALIANIZYBYN

Phenytoin sodium 250 mg Injection
Foen Phenytoin sodium 250 mg Injection

AN lU

1. Wuansazany Upenniola Wiid dusuaadvaonidanm

2. Usznsumesien Phenytoin sodium 250 me Tuusuns 5 ml

3. UBIAUMYULUITILRN Janide

4. annUUUITISITIReIsTTaN dulszneufinndidty uazauuss usde FuFuany wwauiindn uas

2

s doussueliegadniaunas aannuunmurusseIedeesasssulas dulsynausiedfy

<

AT TUAUOIY UABAATINER

AnusnUAnnaila
1. ldentification mwv&mmuﬁ‘szﬂu Finished product specification
2. ViunasendnAgy 95.0 — 105.0% of the labeled amount of Phenytoin sodium
3. Alcohol content 9.0 - 11.0%Vv/v
4. Propylene elycol content 37.0 - 43.0%Vv/v
5. pH 100 - 123
6. Bacterial endotoxins Not more than 0.3 USP Endotoxin Unit/mg of phenytoin sodium
7. Particulate matter
Size > 10 um Not more than 6000/container
Size 2 25 um Not more than 600/container
8. Sterility mwmummﬁﬁzuh Finished product specification
Rouladuq

1. wnansmslifuesugmiunsifouifueiiedminglulssmalnaiasdiuns (declare) undsnan
11 ludhdymstunsdsuiiueildun ve.2 ve.3 vie.4 w3e .2 kiusinsd
12 Tumwatunousiiue na.1 i 8.1 wiouwazdenhdonnmuauaunimessiniasinuivy
=i i . > \ ¥ Q L o ¢ &
neideu (finished product specification) kagyaNINUAA UNINVBIINYAU (drug substance
specification) nsfifiagseminanisiuasuudaunlyiiiug JrABILLULONANSNTVOLALY (8.5) IwFau

finished product specification waz/139 drug substance specification

naNyl 2 naNunTEUUUsEE M (BNFNTIUY 6)
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v
WK
v
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aan ENﬂJLE)ﬂﬂ’\iS‘U"SENZ.I'WWEWUﬂ']iNaWE”\@'}NﬁaﬂLﬂm%LL@%?ﬁﬂWi‘Vlﬂiﬁﬂ?iNﬁ@Eﬂ PIC/S

(Pharmaceutical Inspection Co-operation Schemne) Ingwiaeanu PIC/S participating authorities

atuahasnusaunisasvaeulasiinanisiusediviulssmeszninsiadiannseting (e-bidding)

3. LONAT3A YA NYEYDIWIAUDTIAN

5.1

82

55

34

N MIATIAATIZAAm N IMHER A ugrd5agUvesdnin (Certificate of analysis of finished

product) luanjuiidniumating

s U “

HANIATIVIATISRAUNIWIRDAUVD NN

1

o

Ay (Certificate of analysis of drug substance) Al

/

mataneuTidaumedimesidnsuazinaningiu
wnaIvsendngiutuduauduiusszningunInanvesingiurenindfy (drug substance)
18 3.2 Ausunisnanvomdnsiaeiendniagy (finished product) 98 3.1

HaMSIAnw1 long term stability .@\aamwmq%mmﬁ?ﬁwmﬁauliﬁuﬁﬁﬁm'nmmzﬂismmsm’ms

LALEINTENIINAITITUAY N1 ASEAN Stability Study Guideline ludannas ASEAN

' Harmonization Product on Pharmaceutical Registration Yu# 26 Su11au w.e. 2551 Lo g

ynmsAnsnAnuAsanmenfigamall 3022 °C ANATUTUING 7555 %RH

4. §1pginNen

fneradaieduiedlios 2 mhsvisdunguludunuuanineasdsaliasudiu ANNAIUALY

shitenauanTiluinsiuuazlsunandndeaiunulude 3.1

5 gty ﬁu%}mﬂ WYL

5.1
52
553

54
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AMANHUZANIZVDIYN

Pregabalin 25 mg Capsule

Foen Pregabalin 25 mg Capsule

AasuUan U

1

Hugddauauaa dmdusuusemu

2. Usnaumeen Pregabalfn 25 mg lu 1 idin

3. unsqluueTnain Joatunimdy

4. amnuuUITIT s uden duussnauind ey wazenuu Tundn fuayumq EXVIEERIEE
mnTrudsuenliathadaeunay sanuunurusTIstegiasfosyylien dulssnauiend iy
AT TuAuane wazaviingn

AU LNALA

1. Identification ' mw&immmﬁwﬂu Finished product specification

2. Ynasendngy 95.0 - 105.0% of the labeled amount of Pregabalin

3. Uniformity of dosage units G‘.i’mﬁi’mm’mﬁizﬂu Finished product specification

4. Dissolution Not less than 80%(Q) in 30 minutes

5. Related substances mwmumuﬁss@u Finished product specification

Fouludue

E

1. wianislasueugnedunadeusiiuaniied mielulsuvelyeuazdiuns (declare) wnawmas

11 Tudhdgymstunzdoussueleun ve.2 a.3 e.4 30 8.2 ufusind
12 Tuduetunsidewiiue ne.l vde 8.1 noussasduniitanisamuauAuNTNYBINARTUTIANTITY
=% . . s 2/ ° (% =
ne1d gy (finished product specification) ka¥¥anN 1R UAAUAIMUBITIARAY (drug substance
specification) nsdifiagszninamsiasuutadluiiudy asdouuuenaismsvaudly (8.5) imseu

finished product specification wag/u3s drug substance specification
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= v = a a @ & aa o a a
Ng B ?Jﬁlll,aﬂﬂTﬁiU3@5N7ﬁ3§WUﬂ73Na@EJWWWNWﬁﬂLﬂﬂJGVYLLB%]EHW?W@IUﬂ'\?Na@E}'\ PIC/S

ele

(Pharmaceutical Inspection Co-operation Scheme) Tnavuiea PIC/S participating authorities

atuahganiuseuntsmsiadey tnelinanissusesdisiuuszmeaszmanandianvseting (e-bidding)

3. LNANIANANYNEYITIaLETIAN

31 HAASATITNATIBAAMAIMEARA U EdNTITUV0NAR (Certificate of analysis of finished
product) lugnguiidadusoeng

32 WAMIAIITILATIBRAUA NI AUTBIRIEEAY (Certificate of analysis of drug substance) Ml4lu
manAnejuiidniusogne fwes {dnen uay fuaningau

33 Laﬂm‘m%awé’ngm@ué’ummﬁuﬁuéixwdwajunwaw%mﬂJaqifmQamaaﬁmnﬁﬁ@, (drug substance)
f0 3.2 fusunsrinuomdndaeiendnsagy (finished product) 1o 3.1

34 wanIAn® long term stability @aawﬁqqmqmmmﬁwmﬁauli’ﬁuﬁﬂﬁmmﬂmﬂisumsmms
LAYYINTENTAIIAITITUAY AU ASEAN Stability Study Guideline ludannas ASEAN
Harmonization Product on Pharmaceutical Registration fuf 26 $ul1au w.a. 2551 lay

TMsANAINUAIEA N IRagH 30+2 °C ANUTUFUNNS 75+5 %RH

4. fhaeeen
fnededinednensdles 2 mhsusstusigadudunuianineazdealdnsudu ammimualy

WdenaanUiluiiuuasiisumsndnaeiuiulude 3.1

5. nsUszRuAA M dIWeU _

51 fufvengueseniideussudslidesnit 12 ieutiuain sy

52 pvnaadidmey asfasddinamaeluiusemanisnsiviianzsienjuiidueuvesudn

53 nsdliviaesrnsimsduiietefidmeuiiiednsiaiinneinanin mhenwnisasimiiiedos
rasegne Ingfuazdesdisuiudnmuduiimhessnudmssieeed wenludiuiasey
aldgrelunmsnsialiengsinanin assiinuinslidulunuaadneaziamy mhsneniseaay
SvEldsuisanmsaueneedanavesing uaz/vieridslunsisiely

54 fuwasdessudsugmudauinudgm Foelndvuneny viadlafinnsidenanndisyssms
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Pregabalin 75 mg Capsule
Fawn Pregabalin 75 mg Capsule

AaEIU AN 2l

1. Wuefioumlaa dmsusulssnu

2. Ussnaushasen Pregabalin 75 mg lu 1 in

3, Ui luwsUnatindoatuaudy

4. amnUUUITIAATFDIsETen duusenauiiedidy uazeuuss Tunde fuiuany lvindn uaz
s T e fedutaauunas amnuunTuzUsIIsIedeafesssulien daussneusienddy
AL Juduany Lgamamﬁm%m

GGG NRTET

1. ldentification mmﬁhumuﬁ‘sz@u Finished product specification

2. Yiunausinenanagy 95.0 - 105.0% of the labeled amount of Pregabalin

3. Uniformity of dosage units ATITU mmﬁax‘tﬂu Finished product specification

4. Dissolution Not less than 80%(Q) in 30 minutes

5. Related substances mm&hummﬁs:ﬁﬂu Finished product specification

Souludus

I Laﬂaﬁmﬂé%’uaqggw%umL{’%aw‘h%”umLﬁaﬁwmﬂuﬁmmﬂimu,a::a%’mm (declare) WWAHER
11 ahdanmstunsousniueldud ne.2 vie.3 ne.d ve 8.2 udusnsdl
12 Tusmweiunzilaumsuen ne.l w3e 8.1 nieusisay Lasmmmamsmmmmmvmawamﬂmfmmmmu
y2iJ gy (finished product specification) 482 8NN UARA NN Y947 nan U (drug substance
specification) nmﬁagiwmaﬂﬁmaauLLUaamﬂmwmm JsFaaunuULananssyaunly (8.5 unsau

finished product specification Laz/%39 drug substance specification

naudl 2 nanensruudsEam (endsuuy 8)



2. LA UTDANATIIUNSHAREN

¥ e

W HE A 9 d1onasTuTeNRsgIUNITRAn eI und ninaei kasT§ansA aluniswdagn PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagnuleau PIC/S participating authorities

atuahaenusaunisaadey lnsfinanisiusestviutssnmavszmanmdidnusaiind (e-bidding)

3, LONAIAUANYILYDILINAURTIAN

31 HANIIRNIIATIRRMANHEANSTENdSa3UveNNaR (Certificate of analysis of finished
product) Tugnjuiidadumagng

32 anaNeziaunningAuvessnenddy (Certificate of analysis of drug substance) i
rimenuiidadiudotng Va0a fudnen uaz fuaningiu

33 wnansviendngiubudueuduiudsemnasunsnanvasingauva ey (drug substance)
1 3.2 fugunsuanvemwansingiordiagy (finished product) 98 3.1

34 wamsAny long term stability maami'mmqmaqmﬁsﬁumLi&xu‘ﬁ'ﬁ’uﬁwﬂﬂmuﬂm:mmmimmi
MAZIINTENTIIENSITAUEY MM ASEAN Stability Study Guideline ludamnas ASEAN Harmonization
roduct on Pharmaceutical Registration Tufl 26 3unaw we. 2551 TngvmsAnwanuadnmend
2Nl 3042 °C AU 7525 %RH

4. FpENeN

v

inerasdafiednestnnles 2 mirwussydusidadudunuuanssisaziBusldasudou auiidmualy

ndepmuanRvIludnsuuaziisumssanagaiuiulude 3.1

5. A3UTEAUANATWENEINaY

S
51 Judiuonguesenfidweussunielitssndy 12 Weuduaniudmny
52 vnaeRdmey Axdesdid A mansluiuTamaMInTITIATEieTuRdmauLeHdn

53 nsdifimheswnnsyhnsduiied e idweuiiodmsviiangiauam whgssnmsigimiideses

s

91961987 Imafgmmw?ada'amLﬁuﬁﬂmmﬁﬂmuﬁmamwmﬁﬁamaﬁmwﬁ wazilugSuiinvay

aldTglunisnsinimzvauam nsdinudneibidulunmuguansuzians ¥gsan1sveal

n

< =

aslisuinsanmaauemefina e uay/miadidsluatisely
54 frisasfesufsunauswauiimudym dayilndvuney viadleiinnsideuanimmelsvnilan

ADUNTIVUA

naudl 2 nanessuUYIzany (LnaTuLY 8)



) o< ﬂ( = Qs ;:l = o U = L2 i
55 WnNesIINNsIeANUANSluMITaLnAndya WS ss N TINdRIaN AU waRd s Euedl
UsgiRgnideniivAulasdninnuangnssunmsemsuazelussazna 1 Unauiulsznialssninsa
dnnseting ﬁuLwiQ’wamlé{ﬁwLﬁumsLLﬁ‘lmﬁmmmmunwémﬁgm‘%smﬁuﬁuﬂ’uﬁ'm%’aaué’ada

AUNINUANTNIIUNTD NS WAL

6. fnafonSuaninmas MINALENTTINTNANTEUUEWRYATIUSZNIAGE: MIUATIAINANEY wazle
Smuasimnansfiausly wis duszmees Tlumanwiani wagldrosainaigavaseiiaueld
PINNIIAUASIANNE YT ENSADIBITIANGIENYBITLNTE WA IS iuEANIUTEMIATIAN

} 3 o ar

ddnmseind wazegsyuhwhdygywielideyniunudynn duedaisuansimamulsznie Uy

naud 2 nEN1TEULUIEAY (Lanansiuy 8)



AMENHUIANIZYDILT

Rasagiline 1 mg Tablet
Fae Rasagiline 1 mg Tablet

Ananlanalu

(4 —4 ] e

Wuen @ msusulsemu
Usgnaushefen Rasagiline 1 mg lu 1 iln

Ussaluualaain Josduuasuazainuiu

et ol M e

ANNUULTTIamAeIsEyTeen dulsynaumendfs uazAuuss Tunan Judueny laviinda uay

v

visTswinsueliogedniauiay amnuunvuzussIeIsdasiesszylon dulsznoumend Ay

ALLS T TUEURNE UaTIATTHAR

AU LATA

1. Identification mmﬁhumm‘ﬁﬁzﬂu Finished product specification
2. YiunadigndAy 95.0 - 105.0% of the labeled amount of Rasagiline
3. Uniformity of dosage units ma%mummﬁszﬁu Finished product specification
4. Dissolution Not less than 80%(Q) in 30 minutes

5. Related substances m’mhummﬁﬁxqiu Finished product specification
Fouludug

1 wnansnslasusuanaiunedsumyus niasmunslulssmalng wazduns (declare) wnainde

W

@
= = 3

11 ludwaynmstunifouindue Taun e 2 vie.3 ve.d vse 8.2 uausinsdl

12 lumetunsfoussus ve.l vie o.1 wieunvazdaathiemsmunuamAMUBINAN sinuRTY
w1 ey (finished product specification) W@z ¥ 8AINUARANNINYDIT AN G U (drug substance

specification) nsdifisd seninenisiasuuladlufingy JrdaduuULanalsnsvauile (8.5) uniay

finished product specification waw/m38 drug substance specification

2. BNEN3SUIBWNTTIUMINAREN

v =4

R

]

L9Na195UTRININTTIUMITHA nE RN NN kazI§ s Alunisudne PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagnuiga PIC/S participating authorities

AUANFARAUTBUNNTATIRADY Tnsfinanisusasdaiulsemelszmnsimdidnnseting (e-bidding)

nand 2 nasansruuUszam ananswuy 9)



3. ONANIARA NYLLYBIILEUTIAN

31 samIenAlenziauaNdndniednsagUreubn (Certificate of analysis of finished

a '

product) lugunidatufiiogn

32 HaMIRTITIATIRLAIRgAUYeIend fry (Certificate of analysis of drug substance) Aildlunns
* w“
wamenuidnlusiegna Mes guanen way dnaningiiu

U

33 wnasviordnguuiumiudiussewingunisdnvesingnuesiienddyy (drug substance) de
3.2 fusunisnanveansineie1dniagy (finished product) 98 3.1

34 HamIfine long term stability maammmQmaamﬁ%yumLiauﬁﬁuéﬁﬁmmﬂmmsmmﬁm‘ms
LAZIINTENTIENSITUAY AL ASEAN Stability Study Guideline ludannas ASEAN Harmonization
Product on Pharmaceutical Registration il 26 $uanau we. 2551 TnevhmsanenauasEn e
qmmﬁ 3042 °C ArWALANIS 7525 %RH

35 nsailildeiuuuuieaanmamsAnyidauya Bioequivalence) lWisuiisuiugiduuuunu
yENN UL ULV TR NS AN IANLATBIATABIEINNUANEN TN IO M TUALEN
asgnapansnInian lunsdildsunis waive dowuamnanisfnuinisagans (dissolution profile)

WSeu s uiueaumuY

4. sheghaen
fnefedasoineediaoy 2 mheussytus Budusunuuanissasdenlsasuiig auidmualy

yhdienauantRmluineiu waglisunisuaaineaiuiulude 3.1

5. maUszfuAmuA e idwoy

51 Juduenyvessdwmeussandelidesnin 12 wouduainiudaoy

1
=g v

52 snaeiidaNey asfesdsduunamasluiusasanimaaliazrenjuiidmaut s

)
53 fsdifviesrnnuTies s iidueuiisdinsainssiauam e nnsesimiideses
rafatnae lngfuisdesdseniindnauduauiivihenymadn i vasdudSuliaveu

t

Aliarglunisnmvdmnsiamnin asdlfinulielilulunusudnvasians miesunsuoay

o= “1_1, (e By
amﬂmuwmimmsLauaﬂmmmﬂaw’maagm& LLaﬁ/Vﬁ@NNﬁGﬁU@WW‘:@LU

Y

54 funeasiesunAsunnuuuinutyn denladnunety wieweifiamsiionaninieusznialad

ADUNINUA
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55 yiaws1wnsveanuanilumsvesnidnduayivissnidnmsvindyy mnwuin naadusieniaueidl
UszfRgnissniivAulasdrdnnuanenssunisamsuaseluszesiia 1 Unewiudszniadssninme
didnmsednd BuwindnldendunisuiladgmeannuunmsasfignifeniiuAutuisausesuaine

U

AMUNIIUANZNTIUNTDIVTHALE

6. frefailFuansiAnal MnANENIIUNTTRALNSEULE W ATUSENIATEs AuasIAIna1een wazld
fmuasianansausly vie duszmaies Undsmdnuind waslddasesnaingavatenfiausly
NS MYIUATIATNANNG BNIIADIBITIAINIAATIITIENITEMLAUBAININIIAN TUEMTUTENINGIAT

Sinmseind uaveyszninavhdyawielderniunudnan dueressuansimaimulsynne du

naudl 2 naueIULYsEaTm (@nansuuy 9)

“



@mﬁnvmmawwzﬂmm

Rivastigmine 9.5 mg/24 hour Transdermal patch
Foe Rivastigmine 9.5 mg/24 hour Transdermal patch

anainall
1. ueiussgluusu Wamsuanuuiinmi
2. Usznaumeden Rivastigmine fisnsinisuanuaseien 9.5 me na 24 1l
3. UssQluweaUnalin ¥o%as 1 wei
4. amnuuvsTIiaeiFessEulen duusynoumend Iy uazANLs TunaR Fuduony waviindn uay
vz douisvenliedndanuias aamnuunauzyIIengnisfesszydont dmlsznauiieddy

ANLLTY TUAUDIY UaslaviinGn

AuadinIumaila

1. Identification mmmummﬁi;ﬁﬂu Finished product specification

2. Yiunasiendidgy 90.0 - 110.0% of the labeled amount of Rivastigmine
3. Content Uniformity m’m&humuﬁizﬂu Finished product specification

4. Release rate / Drug release m’mﬁhumuﬁixﬁlu Finished product specification

5. Related substances m‘}ﬁ]ﬁhummﬁi:ﬁﬂu Finished product specification

6. Adhesive strength / Adhesive force mn&immmﬁszﬁlu Finished product specification

7. Separation force / Peel force mmmumuﬁisq’h& Finished product specification
Soluduq

1. wnansnistasueugndunsiloussusined munglulssmalveg wazduns (declare) waindn

3

27
=

11 ludhAgmstunzidousiniuen laun va.2 ve.3 ve.4 ¥so 8.2 Lausinsol

12 Tudwotunsifoudiiuen ne.1 v3s .1 niounwaziBeaatonsmuauamniweamandaeinuisy
nz 108U (finished product specification) kaz Yeminuaa uAIMYBIT A0 AU (drug substance
specification) n3difiag syvinnisidsuulaudlufisdy wsdeauuienaismsveudly (8.5 undeu

finished product specification waz/#39 drug substance specification

2. LNEITUTDIIATTIUNSHERE
HHANGBI0LaNA1I5USINIATFIUNITHAALIAIUVE NN LazTTn1sa alunisudnen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagwiaga PIC/S participating authorities

aludgamusaumsanvaey laelinan1siusasiaiulszniaussmanadidnyseting (e-bidding)

nauY 2 eIy UUYIEa M (BnaTiuy 10)



3. LONETSANANYYYBILLAUD I

Bl

5]

33

34

35

3.6

o Ed = u « 2 = Y oa e - .
HANTIATITUATIENAUNIMNAR NUNEENTIFUVBIRER (Certificate of analysis of finished

product) Tugnsuidadushagng

v

2l (Certificate of analysis of drug substance) AlHluMs

o

HANATIVAATIBAAINTRGAUYBINIEE
HARENTUNALTUAI8E 19784 ANEREN Wag JNEnIngaAy

% £

wnasvizandngududunnudiusseuinjunisnanuasingurewhenddey (drug substance) 49
32 fusunsndnvesdninugiendniagy (finished product) 98 3.1

HansAn®I long term stability maammmajuaqmﬁ%fumﬁw‘b”ﬁuﬁwﬁnmmmzﬂswmsawmi
LAZYINTENTIEN5154EY AU ASEAN Stability Study Guideline lutannas ASEAN Harmonization
Product on Pharmaceutical Registration Yfl 26 $uaAN w.A.2551 TneviinsAnenanuAIan e
anuugdl 302 °C ANUTLALTVS 7525 %RH

nsedla TPl UABILARIHANNSANYITIENLA (Bioequivalence) yawAnAnifaueawSoudey
fugduluuaumaninamikazkuUfURlunsAnmauyaveseasiyvesdinauAMzNI NS
9MIUATEN NITNTAITITUAY

BNANS LA ANSANEIATUNAT I ASINRINITIIINNISI e waznIsEafnfuRIMTanaan 24 43l

4. fpgeen

fneradsiodieiainntas 2 mitussgdue Juludunuanssandealdasudiu sufidmualy

Wil snaautimluisiu waslijumssdndeiuiulute 3.1

5. miUssruAMA e dINaY

5.1
52
53

54

55

Juduenyresiidweudoavdslivosnit 12 Weutuaniudwey

rnaaiidiey asfasdidunammsluiusemansnsniinseinsuiidmeuveduas

vl sminsduseg vefidmouiiiedinsadesizinuain mhesiwnisazvhmivdedes
rasateen Insdueazdesdiindnauswuiiviisssnisdnsiatinsizd wasudSuiavou
aldgslunsmssiinasiaunim asdinuiielidulumuandnvaziams mbesymsvedaiy

i

anslisufinsannstavesimendinanveiuiy uay/viegnasluassiely
fusagiesiuasuauswuiinudym eelndvunog viedaiinmsdananimeaussnisla
nauivuA

¥

na9NTaanuanslunsresndndyymssuni@nnsyid g winnudn nandusefiiaued

u

ﬂ?ﬁiagjﬂL%EJﬂLﬁU’ﬁUIﬂﬂﬁ?ﬁ‘lﬂ\iﬁlu@ﬂé%ﬂﬁ?lm']ﬁ@'\‘ﬁ’ﬁ% vglusrozian 1 Unaudulsenialszningia
< o

5iEnnsatind VuuadnaalssniumsudladgmearuunnsaigniSeniuAutuseusesudidediinn

ATUENIIUAITDINTNGBEN

nauv 2 nauenTruuUssam (nmsuuu 10)



AnesaNTuanna MINANLATIUNITHAILITEUUEWARRUSE MAEEY MuuasiaInalsen wazle
fmuas i nansefiiausly vise fussmades tadumdnuiani uaslaraseassiavianuessniiauall
WNANIMMUATIAINA NS BNSATISIANMAATBITIENNTEITIEUESIINTNTIATLENSUSENINTIAN

ddnwseind uaradsenwhdyavielideyniunudynn duisteiSuansimamuuszmen tu

7. LNENIDU
71 wamsmsismuslulsmeiuiavessgusavitnenulumiueessy

naui 2 nauensruulsvam (lenatsuuy 10)



AANHAZIANIZUBIYN

Sodium valproate 500 mg Prolonged-release Tablet

Foen  Sodium valproate 500 mg Prolonged-release Tablet

AausudanlU

1. duendamdauiidu suwuueengyiiidu dmsuiudszniu

. Uwnaudesien Sodium valproate 500 mg Tu 1 uin

2
3. Ussguayuzlaain Josiuulamazninuiu
4

. amnuuUITIAmidessuBen ddsznaudendidty uazauus funds Tudueny aaiidn way

vadsusiuetiethednauna aannuumrusUssIeglasdatszyulesn daulsenaudiendingy

A3 JUAUDY Lazlaufings

AnsuUiniuvata
1. Identification
2. Vunaeendagy
3. Uniformity of dosage units
4. Dissolution
After 1 hour
After 3 hours

After 6 hours

Nauludue

G}’i’aawimmuﬁizﬂu Finished product specification
90.0 - 110.0% of the labeled amount of Sodium valproate

nyaRIURINNsEYly Finished product specification

10 - 30% of the labeled amount of Sodium valproate
30 - 50% of the labeled amount of Sodium valproate

50 — 70% of the labeled amount of Sodium valproate

1. wnansnisldfuaygmiunsfouiiveniiedwhelulssmelng uazduna (declare) wnasuis

11 Tuddmstunadsusiniue loun a2 na.3 ve.d vie 8.2 umusinsd

12 Tudwetunzdowiniuen ne.1 vi3e 6.1 nouswazduahionmsauanAuAMIBNAA T TN AT

nz10 vy (finished product specification) wag JaAIVUAANAINYIBITAN AU (drug substance

specification) nsiifiogsgminamsiasuutasuiludiniy wwdesuuuianmsmsvaudly (8.5) iwioy

finished product specification way/v3e drug substance specification

nAuY 2 nauensruulseam Genansiuy 11)
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2. L9NANTIUIBINRITINNTHANYT

v k24

W ud A sadlonansTuseanInsgIun TR A nInaei kar IS A lun1snanyd PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Ingwiaeau PIC/S participating authorities

atuagamusaunnsnseaey tnelinamsiusasiviulszmalszmnadidnnseting (e-bidding)

3. LONANIAEAN LYY IMAUDTIAN

31 pansasdlagiAun MRaan ueiednTagurannan (Certificate of analysis of finished

product) Tugnsuiidaiiusioehs

5 mamsmamLﬁmmmmmmm@umammmé’m (Certificate of analysis of drug substance) m{ﬂums

ke guniduusieth e Andnen wag gnanngiu

W

33 wnasnIondngubudurnuduiusseninssunisndnvoringfiuvesiigdda (drug substance)

D

fa 3.2 fusunswanvasmandamiandnsagy (finished product) 98 3.1
34 sans@Ane long term stability maamf’mmafuaamﬁ%uwmﬁau‘b”ﬁuﬁwﬂﬂmuﬁm:ﬂswmimmuasm
NITNTWEAIFTITIUEAY 7113 ASEAN S’tabmty Study bu:de ine Tudannas ASEAN Harmonization Product
on Pharmaceutical Registration ’J‘Lm 26 FUNAU W, ﬂ 2551 1@\evmm‘mﬂmmw’mmmmammm
3042 °C AUAUFITS 75+5 %RH
35 nssibiligndunuuRinanmanisAnwAlauya (Bioequivalence) JpandnfueifiauasinnIsuiey
fugisuuuusuvdninusitazewlfualunisAnudiauyazedgianlyraid 1w nuALENTINNS

9IVNIUAZET NITNTNA5TIUEY TUNNNEUIDY Biopharmaceutics Classification System (BCS)

4. gpeinen

5

dneradaiiegneediney 2 mgussadust Tudufunuansisasdenldnsudiu auiidmualy

ThiienmuanTihludreiu wazlisunsaanifeatuiulude 3.1

mUsz AR NETidawey

51 fufuorguassniidmeudeandshitesndn 12 Weutuaniudesy

52 gIWnATdINoY Wwdpsdsd i merelususamanInTaia s uiidaaure wndn

53 nsdifimihesnsinisduihe v fidseuiiodinsialiassinmnin misymsazimiiEesss
991981987 Imaémm:Waqaﬂ'aamﬁméﬂmmé’wuauﬁmamwmﬁdamw‘imww’{ wanidud SudAnvau
ildnelumsanaiinsgiamnm nsdiiwuinalidulumuandnuugiamns mihgsignsvednu
avishiSURNTANNSIEAUIIAEIAINEIVOIEE waz/viedudsiuadiiely

54 fwesfesiunasumuinounmudam Wesilndwunany viadiaiamsidananmimieysznisiad
AaUANYLA

BuYl 2 nadanssuudIEE I (anansuwuu 11)



55 wmingsirnisveanudnslunmsvesnidndygviesadnnsindygn minwudn wdndusisifiausil
UsziigniSeniivAulasdinanuangnssunisomsuageilussezan 1 Unsutulsznialssningm
adnmseiind HuusdndaldsitumsuiladymenunnsedignenitufuiuSeusosudidediney

AENTIUNTDINNILASYT

6. HneRpsUansIAAl WINALEATIUAITWAILTZ VUL ILAIIETUTE ALY AnuasIANaaen wagla
fmunsinnanseiiausld vide fusznimiEes Tylewdnuiend uazldnasesaviaavaseiiiauall
WM AV UATIANNANUIBNIRDIBITIAIEATBIS LN T TLEUDRININTIMAYUEATUTENIATIAN

Sinvseiind wasedseniaihdygmielidenniunudnya guiedessvannmamiuysena duy

7. Lana5aue
71 nsailudldenduluuLanINanIsAneyNIAann (clinical trial) ¥93enAuan DU IzANENINYDIEN

WS U B U U P UL U ULAZ AR LLNSANSN NS HANE

72 wnmsnisisvdislulsaneiuianessgusonienulumiuesdy

DALY 2 NRNENITBUUYIEE M (DnanTuuU 11)



AMANYZLANIZUBIBN

Agomelatine 25 mg Tablet
Foen Agomelatine 25 mg Tablet

AnuauTAnalY

1. Wusufiamdeudisy (Film-coated tablet) dwiusuusynu

2. Usnaughasen Agomelatine 25 mg Tu 1 1ia

3. ungluusnain dastuamiy

4. amnuuussIfasidessydenn duussnouiedfy wayA Lt Tunan fufueny iaviinan uay
emudausiniusiliethedmaunay aannuumeuruTIataefessylien dusznouien

dfmy ALY TuAUD1Y LAZIAYNGS

AusmUAnIuvala

1. Identification mmﬁhummﬁszﬂu Finished product specification

2. Yiunasingndagy : 95.0.— 105.0% of the labeled amount of Agomelatine
3. Uniformity of dosage units m%ﬁ]ﬁhumuﬁszﬂu Finished product specification

4. Dissolution Not less than 809%(Q) in 45 minutes

5. Related substances m’m&humuﬁizﬂu Finished product specification
Fouludus

1. wnansms bsfuauanniunsausiuandisdmheluussmalne uazduns (declare) uvasnan

2

11 WédymsTungideuinsuen 18un ve.2 a3 ne.4 vi3e 8.2 udusnsdl

12 Tudwetunsdeusivet el v3s 8.1 wiouswasdeaiton1smuAuANNMYBINARIARIUTITY
nzil oy (finished product specification) was TanivuanuAIMY8IingAy (drug substance

3

: - = ' < 24 s a £ v
specification) nsnegsErinansUasuwlauilufiidy asfssuuenatsnsraunty (8.5) msou

U

finished product specification wag/%39 drug substance specification

. BNENITUTDININTFIUNSHANYN
fudnsodienansiussnnasyumnangmamdninamiuaisnsialumsudag PIC/S
(Pharmaceutical Inspection Co-operation Scheme) laenuigy PIC/S participating authorities

afudaamuseunsesIeaet Tnsfinanissusesiiaiulssmauszmasm3iannssiing (e-bidding)

NaNY 2 naugIzuulsEaE Iy (enansuuu 12)



3. LONAIANIE NYALYBI-ILEAUDIIA

31

3.2

33

34

HANISA5I9AASIZRAMAMEEN AT B1d5FUVeEHAR (Certificate of analysis of finished
product) Tugnjuiidadusiagng

HaN13RTITILATIBRAMN N IRgRUYBITIe1EATY (Certificate of analysis of drug substance) il
mstAneuidedughegne eves {udnen uas fuaningu
wnsvsevangududunuduiusseninuntsnanvesingAuraiiienddey (drug substance) 48
32 fugunseanvewdnsingiendnsagy (finished product) 90 3.1

4aM3ANY long term stability naentveguasefitunsdsulifudiinnuanznssuniseims

HAZYINITNTIEBTUEY

4. fhaginen

fnefedamedianediates 2 mhsussadue saduiunuuansneazdealinsuiu sufitmualu

widenauanivluineiu uaslisumsaaamaiuiulude 3.1

5. nuuszAuAuA M MdwaU

5.1
52
53

54

55

fuduengusiefidumeusesvdslitosnin 12 Weu usnudaou

MRIIRTIdEY wwfosdidunamaigluusomanmnTianginuiidwsunouas
nsifiviaesgnsimaduiegsenfidmouiieodnsisiiansvinsinm miesensssimmilsdedos
rashoge laafueagdesdiiiudnaunuiiviaesensdwsininset wasdufiuinvou
ldelumsnsniinszinunm nsdiinuiialidulununudnvasans miesnsreany
andlusuRinsIMIENe IR VBN LLaz/w%'a;gmamluﬂ%y’wialﬂ
fuwasdosfudsugnuiauinulym deelndnuney y3adlaiamadeuanmenaysznis
Inanouimug

)

wssmsveanuanslumvesnidndyyvdsanidnmehdgy mamuin nandusietiaueil
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fruasIATmaneauely via fuszmades Uyduvdnuieni uazldrnasaanavingnuasninauall
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1.

qmﬁnwmxmwwz%am

Donepezil hydrochloride 23 mg Prolonged-release Tablet

Doneperzil hydrochloride 23 mg Prolonged-release Tablet

Wuendaadauildu (Film-coated tablet) wlinsangniiliu dwiviuussnu

Uss Qe Unain

2. Usznaushafen Donepezil hydrochloride 23 mg T 1 idin
5
4

. annuuuIsIdasiFesssudenn dauusynaumietddy uasmuuss Tukdn Juduany @uiinan waz

wunssusnsuen Beddaouuas aanuun1yuzussgenagaesasssulias dulsznousie

dfey AL Tuauey uaslaviinGs

aauUinuvaila

1

ldentification

2

2. Yunusnendin
B
a

£

Content uniformity

. Dissolution

At 1 hr
AL 3.0
At 8 hr

. Loss on Drying

. Related substances

= o
Nauludus

mw;ﬁmmmﬁsgﬂu Finished product specification
95.0 - 105.0% of the labeled amount of Donepezil hydrochloride

m’mmumuﬁi;ﬂ@u Finished product specification

10 - 30%

40 - 60%

Not less than 80%
Not more than 2.5%

asranununszyly Finished product specification

1. wnansmstisusugaiunzdeumsusniedwielulssvalng uazdung (declare) uvaimdn

11 luddumstunsidousiue Toun vie 2 ne.3 ne.d v3e 8.2 Wiusins

12 lushwatuneiausiiuen ve.l w39 8.1 niousiwanduahdensmuANAnN YEINAR M LTI U

s =

nziUsu (finished product specification) uag b NINUAANMAINYBITRRAU (drug substance

specification) nsfifiogszminamsiasundaudladiuidiu wsasuuienasmsvowdly (8.5 wwisy

finished product specification wag/u38 drug substance specification
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2. LONENITUTDINATFIUNSHAREN

k%

AR NANI UTRWINITIUMNINERYWUNENINAUAZITNINFUMIHERET PIC/S

(Pharmaceutical Inspection Co-operation Scheme) lnewasa1u PIC/S participating authorities

atuahganusaunisasiaaey lnslnanssusesdiaiulszniassmanadianuseting (e-bidding)

3. LnAsARA NYE YN TALD I ,

31 HANIIAIIVIAIITRAUNINRANTNTE1d 593U 9T R (Certificate of analysis of finished
product) Tusnsudidadiusada

32 HaMINIINATILVANAIMINDAUVRIIENEAY (Certificate of analysis of drug substance) laly
mananeundatusoeg Mo AHANET WA HHARIAOAU

33 wnasvisavdnguBudumuduius s uMInana TingRur R IRy (drug substance) 19
32 fugunsndnvaandndusietdnsagy (finished product) 98 3.1

34 @ ms?mm long term stability maam’mmqmaamﬁ%wmﬁauﬁﬁ’uﬁﬁﬁﬂ»a’mﬂmsmmmsmmﬁ

bA EYINTENTIIATBI38EY

4. fpeineen

11 eABEIRI 98198198 19ty 2 VU’JE}U‘S?QI\‘U% %QLUuWJLWIULLﬂWﬁ"IHa”Lﬁdﬂlﬂﬂﬁ‘Uﬂ”s‘h mamm‘wuﬂ’lu

e aﬁe

L

'J%’aama wiimlutheiu uaslijunsudndouiulude 3.1

=2

5. myUssriuAMAIweNdway
51 fuduangrasefidwauseunaslitosnit 12 wau duainiudaey

52 g1vNIAvdIeU szgasdsdnunnmnilusuTamanIInTIvIATIE RN TUNANDUDENER

E3

53 WB’MWT‘IU’J\J'i'l"dﬂ”lﬁ‘ﬂ’m”ﬁﬂﬂ@’laEJ’NEJ?VI?NEJ@LLWU’&QWE’H’JLﬂﬁ’]%‘ﬂﬂmﬂ’lw PUILTIYNIIL VRVSEREON

a

P9 FIDY19E7 Iﬂ“dQ‘U”IBQSV?‘,@\‘]?{QEJ']LT‘mfﬂﬂ@’liﬁ]’mﬂu‘VMU?Biﬁﬂjﬂ’iiﬁdﬁi’mﬁlLﬂ‘i’]mﬁ LL@%LMU&;I:%JUEI@’U@U

aldaglumansiniinssinuaw nsdfimuieliifulumuaudnvasians whessnsvoany
anslisuinsanmMsEaueNANEIRINAIVEEUNE LLaz/ﬁaQ'wﬁmluﬂ%y’w'alﬁ

54 fuisasdesiudsusmuswuinuligm Weenlnduuaeny v3aflafianaidenan mimeussms
Tneaunnue

55 wipswmsveanuinslumsvesnidndyy i ssndnmevihdyay) mamui nans s iteuet]
UsyifgnieniiuAulagahtnnuausnssunisensuaseluszeyian 1 Ydsuiudssmeussnansim

o M

sidnnseting JuwidraslamidunmsuilalgmenuuansaiignSsniuAuiubsuiasudsie

ANTNNUANZNTTUNITOMITHAYEN
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6. fmefwSuansmas MNANENSTINMINRLNITUUEWAATYITNATaY AmuasiAInaden wazle
fmuns1anansenfiaualy vis filssmmies UnBomdnuiani uasldrasasmavidaveteniausli
YNNI TIMUATIANNANVTENITADIBITIAINEATAITIENITENELEMININTIAHITuEN15UsENIATIAN
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Galantamine 16 mg Prolonged-release Capsule
Faw1 Galantamine 16 mg Prolonged-retease Capsule

AnauTEN ol

1. L‘fmsmmﬂigagﬁLLuuaanqwégﬁu dmsusuusenu

2 Uizﬂaﬁﬁwﬁam Galantamine hydrobromide ‘ﬁ'augaﬁu Galantamine 16 mg Tu 1 Win

3. unsluiadnain Jostumuty uarussafasidesiuas

4. annUUUIIIATFRIsE TR dulsEnauiind Aty uazALLT Furidn Tuduany woindn uas
s Teus3ueliedimauuas amnuuamurussIenadtasdossydan dulssnaushend ey

ANLILTY TUFUDE WABLAYTHER

AU 1mAlln

1. ldentification mm&hummﬁixﬂu Finished product specification

2. YsunasigndAgy 95.0 - 105.0% of the labeled amount of Galantamine
3. Uniformity of dosage units m’m&mmuﬁix*ﬂu Finished product specification

4. Dissolution

After 1 hour 22 - 38% of the labeled amount of Galantamine

After 4 hours 50 - 70% of the labeled amount of Galantamine

After 12 hours Not less than 80% of the labeled amount of Galantamine
5. Degradation products mwmummﬁ'ﬁzﬂu Finished product specification
Souludus

'
o @ <4

1. enasmslasusugnatunsdouifugiiiadminglulsamelng uavdun (declare) uvdindn
11 luddgmstunsifousiven WWun ve.2 ne.3 ve.4 vise o.2 udusinsdl
12 Tudmatumsdiausniue ne.1 vie o.1 wiousandemiaonismuauaan andndusinuiioy
1210 gy (finished product specification) was Fam1nuanun Y8Ry (drug substance
specification) n3difiegszviamsiasuwaudludiuiy fswuuienarsnmsvauily (8.5) wmsey

finished product specification 4ag/#38 drug substance specification
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2. LONANITUIR NI IUNITHEREN

24 <y

1A AR 993110 NA15TUIRININIFIUNINAALIMIUNS LA UaITNITAALUAITHER ST PIC/S

ézw

(Pharmaceutical Inspection Co-operation Scheme) Inaviieanu PIC/S participating authorities

aluagamusaunsnsivdasy neinanmsiusasdaiulszmalszmeanandidnnsetind (e-bidding)

3. LONANIARA NWE DI TLALD AN
31 namsnIInsIsiaunInnandnsiendusesuueduie (Certificate of analysis of finished
product) Tugnjuiidaiugosng
32 wamInnTiaTsiaun T ingAurewinedfty (Certificate of analysis of drug substance) 4Ty
matdenguiidadushogng wes duanen way duantaniu

5

33 WBNasNTeNangINEUIUANUAUTLSTENINNTUNTHNAR DN QAU ITENd ATy (drug substance)
f9 3.2 fuguMsndnvendniaumiend593U (finished product) 9o 3.1
34 wamsAnw long term stability masnylvagraseInTuvsoulifudinnuausnITuNITEINIS

UAZEINITNIIETIIULY

4. fMaginen
yeraEamadienadios 2 niieussdue Talusmunuuanineandualdasudiu muimualu

wienauautRMluisiu wasisunisndadieiuivlute 3.1

5. myUseAuA N meidemay
51 fufuewrseiidwsusonvdslifanndt 12 Weutuaniudwey
52 vnanTidiey ssfasdsdiuinmagluusemamansisiiasisviensuidweurein
53 pselitvinesnsihmsduiesweidwouiiedinsalianzviaua T mheswnsazvimtidades

101N Wwegugzdosdtnindnmudnuivniiesan1sdw e wesdudsuingou

ki

g

mldanglumaniaiinsgiasnm nsdivuinsliilulunuaudnyuzany minewn1sveaiy

a v t

MU IIIMSIALeI MR INY way/vSagnanluaTisialy

1]

op

54 fuawavsssiudsugmuinnuinulgn Weeilndvueey valafinnisidonan mmeusznislag

NAUNTNUS

U

55 wd1e31Un13aa NUANSlumMusundEnd I suntdann1 YAy Mnnudn HaAnAuReLELeN

T

Uizi'f?%pﬁ&mﬁuﬁui%ﬁwﬁﬂmmmzﬂisumimmm yyluszuzial 1 Unauiulszmeusznan

nanddnnsaing Vuusndslddiumsudlatgmenuunseafigniisniivfiuiudsuiosudsie
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6. HIEIBWIUANTIANAT MINAMENTTUNIHALITZULERIATUTZNIATY AMMUATIAINE19e] kazlanivus
innateauell v duszniases Undemdnuviennd wazlanasessiamaavaeiauall  winnas
MUATIAINATINTBNTHBTBITIANGNGATBITINTTLEAUBAINITIN T ULNSUTENINTIANBENN TN uay

agszwinvidy g vieliteyniunudyn fuisdeiuansiniaminu TN T

ARUA 2 nauTTULYIBAm (Bnansuuy 14)



ANANWIUZIANIZYDIELN

Ginkgo biloba extract 120 mg Tablet

Foen Ginkeo biloba extract 120 mg Tablet

G

1. Wuediamdouiiagl (film-coated tablet) dmsusulszvmnu

2. Usznausmesmen Ginkgo biloba extract 120 me Tu 1 in

3. ungluinaUnadn Joadiuuas LAY

4. amnuuLssImResITuden duuszneuiiend ey warenuuse fundn udueny lauiingn uay
madsusiualisgednauias amnuunvuzussqenadisosdassyylion duuszneuse
diny Arusa Tudueny uaziauiingn |

AusIUAMIuALla

1. Identification m’;%&hummﬁi‘sﬂu Finished product specification

2. Yunasgndingy 95.0 - 105.0% of the labeled amount of Ginkgo biloba extract

3. Flavonol glycosides 22.0 - 27.0% of the labeled amount of Ginkgo biloba extract

4. Terpene lactones 5.4 — 12.0% of the labeled amount of Ginkgo biloba extract
(Blobalide + Ginkgolide A, B, C) '

5. Uniformity of dosage units m’m&immuﬁszﬂu Finished product specification

6. Disintegration Not more thén 30 min

7. Microbial quality -test m’m&hum@iﬁiz@u Finished product specification

Jouludue

v
= =

1. wnannslasusugnedunziteumsveweinmiglulszmelng uazduns (declare) uvawwdn

B o Qs g =t o W b4 i < £ % i =i
11 Tudwgynmstunsteusisuen laun ve.2 va.3 ne.d ¥38 8.2 wusingal
12 Tushwetunsilowiniuen vie.l 139 8.1 WiauT8azdunToMIAIUANAMNINYBIHARTUNALATY
& s . = £ o o = :
e g (finished product specification) Lay Y9N INUAAUNINVBIINYAU (drug substance
= . el ' st a  a v A )
specification) n3tifagsznIenIsAsuLUan iy FgiauuuenasMIvauily (8.5) unse

finished product specification kaz/%38 drug substance specification
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2. LNENITUTBIINTZIUNNTHERE

Y o

ANAPIRDWLENENTSUTOWATH UM IHANL IV NINARAZ IS NSRRI IHERYY PIC/S

(Pharmaceutical Inspection Co-operation Scheme) agtasau PIC/S participating authorities

atuanganuseunInIeaau tnefinamssuseadisiulssmelszmasenddnnssting (e-bidding)

3. 1NAIA ANV TRENTLEURTIAT
31 HAaN5ASIATATITRAUAINHAR A uTiend 593UV nER (Certificate of analysis of finished
product) lugrsufidausnagng

v

32 HaMINTIIATIERAUAINIRgRuYeIRIETEAYY (Certificate of analysis of drug substance) #l4lu

mandne1suniduluiiegn viwes guanen uax fuaningau

a

33 wnasviandngiududupiuduiusssninsgunisndsvesingAvuesiiedf (drug substance) 4o
3.2 fugunisndnvassdndamiendnsagy (finished product) 78 3.1
34 uamsAny) long term stability naanyiseyvasemTunzileulifuddnnuanyAIIunTeIns

R TUINIENINEAITTIUEY

4. fegnen
funedassiiedieg oy 2 miraussydua Fadudunuuansseezdoaliasumu auniimualy

W ensuanURv iUty uarlisunsuanieiiuiulute 3.1

5. msUssAuAmn e Tdwey

51 fufuegreseniidmeudoundslitesnd 12 ey Huanniudwey

52 gvnaInfideuey axdvdd i maeluiusamanisasITian s uiidwe e Han

53 nsdiivhesmnsyhnsduiiogeiidweuiiedinsainngiannin whessnsasimdidees
19aen Ingdusrdosdeindnmudnauimiheswnsdmanadesed wasduffulingey
alisglunsnsiaiinssiaunm nsdiiwuieliifulumuaudnuusians vhsssnisveany
avslifuinsannisaenmedinanuesiing waxdeddsluadiialy

54 fuiwasfessudeusmusauiinuly dealnduumeny wSadeifinnsifenanmssusenis
lngnaumua

¥ a o

55 wilesMITeanudnslunisveundndyymisenidnnmsihdey) ninnul udsdunisnnausi
UsyifgnisunituAulasdinnuaugnssunisemsuageluszesnm 1 Unewiulssmauszningia
Sidnmselind Vuuadndaladndunsudlalammiuunwsaaignieniiudutusauseaudasie

ANUNIIUANEATIUNITDIMNSIAEN

AT 2 nauesruUlTEam (anasiuy 15)



6. fmafowSuansimal mnANENIINSIRLNSEUUEWRTATUIYMAEes Avuasinnaie ezl
fmuasianaeiiausly vde fussnieiies Uydemdnuiini waslarasassasgauainiiausly
WS U UASIAINA NI ONIIREITVITIANEATBITIUNTLIEUIMNITIARIUEMTUTENINTIAN

dinmseiind uaveysewinvihdyywselivenniumudyan fuiissfuansimaminszne W

NANT 2 nasegnsruudszam (agnsuuuy 15)



AMANEAZIANIZVBIYN

Rivastigmine 13.3 mg/24 hour Transdermal patch
Fown Rivastigmine 13.3 mg/24 hour Transdermal patch

ananTaTalU

1. ueiussaluwiu Wansuiauuiiams

2. Unaudeen Rivastigmine Alsasmsvanyasssien 13.3 mg sa 24 1l

3. unqluwsaUnatin va%as 1 Uy

4. amnuuusTIfiseIssuTen duusyneufendifty uazmuust undn Fuiuony aaiinan uay
i aushiusliedisdamuuas amnuunsuzusaediessiesssydionn duuszneusen

v
o v v oa

dfity AU TUAUDY UATLAUNNER

Ausdim1unalin
1. ldentification mnmummﬁwﬂu Finished product specification
2. Ynasiendingy 90.0 - 110.0% of the labeled amount of Rivastigmine
3. Content Uniformity mm&hummﬁizﬂu Finished product specification
4. Release rate .

At 0.5 hr 25 - 45%

At 2 hr 51 - 75%

At 4 hr 62 - 86%

At 7 hr 69 - 93%
5. Degradation products (ﬂmﬁ)mummﬁisﬂu Finished product specification
6. Adhesive force mw&hummﬁizﬂu Finished product specification
7. Peel force mmmummﬁ‘wﬂu Finished product specification
Rouluduq

1. wnansnnslefusuanatunsidouisvenisdmneludsemalneg uasdung (declare) ueswdn

11 lughdgmsunsidousiue ldun ve.2 ne.3 ve.d visa 8.2 ususnsd

Agaud 2 nauENTEUUYEam (lenasiuu 16)



12 Tudwatuvsdeusfuet ve.l wse o.1 wiaussazideaideninIuANANMNYBINGR TTinWATY

ng iy (finished product specification) kag Yo 1MuUAAMAINYDITRAU (drug substance
4 3 Al t U d‘ Q. a v U
spedification) nsdifiegszrinniswasuudaudlufiudiy sgiosuuienasmsveuily (8.5 uwssy

finished product specification way/nse drug substance specification

2. NI UIBINNATTIUNIHAREN

Fraeredionansiusaunnsgunsnane s UdnInATILAE SNSRI MIWAREN PIC/S

(Pharmaceutical Inspection Co-operation Scheme) lagwuneau PIC/S participating authorities

atuaaanuseuntsnsiadey Wnefinanisiusesiciulsznimsemanadidnnsetnd (e-bidding)

3. LONANIA A NYELE VDI IMLAURTIAN

31

3.2

33

34

A ANTATINIATITRANAINRER TusiarduSa3Uveduan (Certificate of analysis of finished
oroduct) Tugnsuiidudusagng

sansRsITTATERAmn I maRUTe ey (Certificate of analysis of drug substance) L4y
msndnenjuidaiusiegis favad AHNARYT LAY HHARIRgAY ,
wnasvandnguBudunuduiusssuinagunsnanaatigivuaiiiendidy (drug substance) o
3.2 fusunsnanvemdndusiatdnsagy (finished product) 98 3.1

NaN13ANWY long term stability maamwmq%mmﬁﬁumtﬁauin”ﬁ’w%’wﬁfmmﬂwﬂﬁumﬁmmﬁ

KAZYINITENINETITUEY

4. gpenen

finefedeinednenadinies 2 mispussydut dalumunuuaniieasiBoalansuday aufifvualy

whienauauTRThluTeu wariisumsuanieaiuiulude 3.1

5. MUz AuRNImeIdINaY

51
52
55

54

fuFuerguesfidmeusinavialitesndt 12 ey Tunnudwey

trvnanTidey wdssddimamigludusomansasvianeiiuiidasurestan
asgifivines s sduiiageidweuiedmsandengiaunm mireswnsagimisdades
vefasnen Tnefugazdasdssniindamusnouimberemsamsniinnet uanfudiuinyeu
aldanelunnsnnadasigiamunn nsdfimuiolidulumugadnvazans whesanseany
Svislisufinsanmsiauenanefandnvesung waz/viaddsluasivaly
fusasdouasunmuduuinullym deetlndvumeny y3aidiaiianisidouanmiisysznis

Tngraunmun

NAUTA 2 nanesruuUsEam (NaTuuL 16)



55 wihgswniveasanslunsresndndyavesnidnnsvindayn manud kdedaeieiaued
‘Uizi”aQm‘%amLﬁuﬁuima"wifﬂmuﬂmﬂ‘s‘mmsmmsLLaxaﬂuawmm 1 Unautulszmalseningian
3idanseind LuusgnasladuiunsuilagmenuunnsesiigniteniiuiuiuSouiesuaise

AMININUAENITNNTDIVISHAYE)

6. %ﬁ"\ﬁ)éﬁ@ﬁﬁ%@ﬁﬂﬁﬂﬁﬁd Wﬁﬂﬂmgﬂ‘iimﬂ’ﬁﬁwuﬁ%UUEJ'\LL‘VN‘U"@S?IU%WWL%@Q NNUATIANNATNEN wazle

Amuasimnansgieuali vie fiussniAses Unylemanurayd wazldosasnamanvasenfiauall

o

WINANS ﬁ’)ﬁu@i’]ﬂ?ﬂa’1Q‘Vf%@ﬂ?‘jﬁi@‘ﬁ@x‘]i'\ﬂ’m'ﬁz@ﬁﬂaxﬁﬂElﬂ"\iiﬂ‘ﬁLﬁuaﬁhﬂ’jﬁ’lﬂ'\ﬁﬂuzﬂ’]‘iﬂiﬁﬂ?@“j’]ﬂ'\

Sdnuseind wasogsewinwvhdyyvselideyniunudnya duedonTuansimamusenias du
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Limaprost 5 mcg Tablet
Foun Limaprost 5 mcg Tablet

AnauTETlY

1. uedie dwsusuusemu

2. Ussnauseien Limaprost 5 meg Tu 1 uin

3. urrglumuusUaain Hoatuuaauaza Ly

4. amnuuvssIAeidessEylien dulsenausiendifiy uasenuuss Tundn Fudueng aiindn uay

U

s dsuinualiodnedanuuas amnuunvuzussiged ulagidssylios) dudssnoumendagy

&

ANLLSY JUAUDY uazaYTinGR

Anaudiumala

1. Identification msmshumuﬁizﬂu Finished product specification
2. Yunasingndragy 90.0 — 110.0% of the labeled amount of Limaprost
3. Uniformity of dosage units | m'ﬁ]mummﬁix@u Finished product specification
4. Disintegration within 30 minutes

5. Related substances ‘ m’aﬂﬁimmuﬁssﬂu Finished product specification
Reuludug

1 wnasnstasvauniadunzidswsisvsniasminslulssmalne wasduns (declare) Wiadnas

3 v
2

11 Tuddgymstunzideusihsuen laun vne.2 ve.3 .4 %158 8.2 uuensel

12 Tufvetunadousiiue ve.1 uis o.1 w%amwaaztféa@ﬁﬁamﬁmuQmammmaw?mﬁmﬁmmﬁ%u
vzl 8y (finished product specification) Way 79 ﬂ°ﬂwuﬂﬂmﬂwmaﬁmqau (drug substance
specification) ﬂﬁgﬁﬁag}jszm‘wﬂmﬁ?&mmmuﬁlmﬁmﬁm ayiadLuuenansnsvauile (8.5) 1wsau

finished product specification Wag/%39 drug substance specification

2. 1BNENIFUIBIINTTIUMTHARLD
frandedlionansiuseunngumsnangumdninaeiuag IS siinlumsuane PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tnamizau PIC/S participating authorities

atfuaanusaumsnsaaey laslnanisiusesdeiulsznmaussmesadiannseling (e-bidding)

NANY 2 NaNBSEUUUTEEIM (enansuuu 17)



3. Land 3R A NE UYL NLAUDTIAN

31

3.2

55

34

HAN13A5193AsIERAMN KA AT s1dNSUVeHNAR (Certificate of analysis of finished
product) lugnsunidadusiagng

v MINTIIATERAN WIRgRU W and iy (Certificate of analysis of drug substance) Alglu

msnamuidlusiiegns Maves duanen way guandngau

N svidevdnguduiunnuduiusseningunnanvesingRvresiienddsy (drug substance) 4o

3.2 fusunisnanvesrdndasiendisagy (finished product) 18 3.1
HamM3AN® long term stability naonw181g8981Tunslaulifudidnnunngnisunisenms

WASYINITNIINEATIIULTY

4. § e Nen

fnefedioineadialen 2 mhevussydus Saluiunuuananeasdealdnsudou auiifvunly

whdenauantRvhluihsiu uasisunmsndaieiiuiulude 3.1

5. nMuUsg AN MeTdwaY

Sl
52
53

54

55

6. 1
v

fuuengraeniidaweuseavdsliiiosnin 12 Weu tuaniudwey

vnanTidaey awdesdidnnmasluiusemamniineinsuidmeureduas
AsaifimheswnsndusIagidweuiiedwsalrneinmn T vitesentsaeimisiedes
vosothen laeduisazdediniindnmusuuiimheswnsdmsaednsed uandudiufinyey

Alisnglunisesadmsgsinunin nsdiivuiienlilulumuaudnuuzians miensveanu
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