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@vNHEn uamutmauw‘%'aLﬂauﬂmu‘muﬂmquuum

5. SYid GPU 320641
AnENURVIuvAile
1. Identification test ASIRHIUAW finished product specification*
2. Content Uniformity ATIWIUN finished product specification*
3. Ysanauienddy 90.0 - 110.0% labeled amount of Venlafaxine
4. Dissolution time PTIIUAY finished product specification®
5. Impurities

- Individual impurities Not more than 0.2%

- Total impurities Not more than 0.5%
VINIEL1G)

finished product specification 118 4 finished product specification 7 1ot 9amzi T s usp
AinvuAmensuNsEMSWaEEN R3ENINAGIIUY 36l finish product specification Hssylundy
iU s B aninindesdy

yi qﬂui,nﬁ‘w?ﬁ‘uﬁ'lﬁﬁwﬁw’fauﬁuaﬁ’uﬁ'Lﬁauwi’m%aimjnfhmmsg'mﬁﬂ%’ulmﬁﬁ'wﬁq n
Us¥nImnssnsNansIsugy 1o SBYANIIET WAL 2561 aaTuT 6 Sunay e 2561 (@sUszmelusy
Aaayunn fufl 12 NUNLS 2562) warUsemAnsevsiasnsugy Seq HYIIeT @UUA 2) we
2562 (awszmﬂimwﬁﬂmymnm Yuil 26 nInNgIAN 2562)
Raulydy
dauerniosiiudunnmarsenas swanden foi

1. mnmsmﬂﬁ%‘uEngrymﬁmeﬁaw‘h%’wnﬁaﬁwﬁwaiuﬂizmwﬂ.wu uazd e (Declare) uvaande

1.1 luddymstunsdeuisuen W VY1, e.3, 8.4 w30 8.2 Wdueinsel

1.2 ludvedunsidou el wis o1 (CRURIIE PR wiausandeaatonisaugy
A NYBINERA U wT Tuneiou (finish product specification) uazfaimunnmnmueaing iy
(drug substance specification) nselifiagsewinamsiBsuutas uiluRuiPuerssauuuienats nsve
wrily (8.5) wmion finish product specification way/m3o drug substance specification

519



319

2, Laﬂm‘s‘%'vsadu'}ms'ﬁwmwﬁmm

2.1 nstlomdnlulsaveing NmammaaumnmsU'immmmummammmwamnm-nu,av
s atunswaRET PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiasau PIC/S
participating authorities %3 o3l LanmﬁU':aefmmigmn15wamEJwmmanmmmﬁﬂﬁmwﬁmmwamm
PRIEINIUANILNTTUNITEMIS AL EN NSYNTNAGTOEY mmwuﬂ’uuTﬂﬂummaammaama ¥VInLE
ruvdninasiuagisnsfitlunmsndsen PIC/s 'Luwmmmw.aua'm atduaaamNTEUNISATIaayY Taedl
NANITUTDIN T @D

2.2 NSEWNLIRNAWUTUNA wwamma:mLaﬂa’m‘Usmmmsmumwammmwa ALNEUILLEY
3897 alun1sud men PIC/S (Pharmaceutical Inspection Co- -operation Scheme) lngwy g9y PIC/S

participating authorities QUU@"IE‘IG]m'TiJ'iE}Uﬂ’WWi'?%ﬂE}'UiﬂEJ&JNﬂﬂ’T'S"iU'S’éNﬂG'JULﬁHE]?WﬂW wsamamaamw
LLﬁ?LLmﬂiﬁu

3. lONANTAMN MYBIETALSS AN

31 mamimﬂmmﬁwﬂmmwwamnmmmmmgﬂwm WA (certification of analysis of
finished product) lugruiidudiufogng

3.2 wamw'ﬂmmsnuuﬂmmmmnmwaqmma"mm (certification of analysis of drug
substance) 'ﬁ'l,‘is‘{.umswamawwwaamumamwwaamammuavwwammmu

3.3 wnasviovangududuanudunug sewingg umsuamanmnmwaammﬁmm (drug
substance) 48 3.2 n'uqunmawawamnmmmﬁmﬁﬂ (finished product} 19 3.1

3.4 wamsfnw long term stability maaﬂ‘tmmqﬂaqmwwsLuaulnnuﬁwﬂ‘ﬂﬂrunﬂ'ﬁ'mn'ﬁ
DWNITUABET NIENTNAGTUEY

4. foLeen
4.1 gliauesim fosdsiegveregaioy 1 MIBUTIYAU Fadusuunaniiwanson 1
m'ﬁumumuwmwum'{wwammauumwﬂﬂmamu

5. MsUseRuauAmEITdwoU

5.1 eriideeudedionglildlitosnd 1 T fuanniufidamey

52 mmnnmﬁa’amau 9 mmaammewn'1a‘l‘u'iusmwamsmammﬁmmsummmu

5% n'mmwmamumnﬁmmiaumuaammqaauaumammnmmﬁmmmmw MUIEIU-
smssgvvisdedamediegs laedlauese () sesfosdseniivdnmuswauiivainesisnis dq
prviesiuandudiuiinvoualdareMined pdlumsnniviimswinunm nsdinwuienlldiduly
PIUA R NYULANY wmmwmwaamuawﬁ'luwwm'ﬁmmsgauaﬁmamanawuawLﬁu’mm
(R e) LLa-'/wsawwaw'lum‘samaiU LLa::m]wz'ummaﬁumuaﬁuwuﬂtumﬂmmmmmm'i‘umua'ﬂw

5.4 fiauesian (o) wdesiuivasudielndvineny wiafanmsdesanmieysenisla 9
Aeutwun Tnglsifidouly

5.5 nidliugiideuiuinuigumgdl 2 - 8 asmwaldua deailionatsuanuariusosndl
sruumaAuuardadeendu cold chain system 7ilsuInsgrunumdninesi Good Storage Practice
(GSP) War Good Distribution Practice (GDP)

6. 10NAITDU 9
6.1 efiiauailuguisndududavisdunudmiroloonss
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6.2 nsmwmaualﬂmmmmwu (original drugs) maamanmwamsﬁnm bioequivalence va4
tmw,auaﬁmLUsfmmaunummuqu Tﬂm5m'mnmmacmulﬂmwaﬂmmmmumﬂgum Tunsfinwa
maumamaqmammmmunmummmsmmimw“rma.,m ns.mmmmmaﬂ wausmlunsmmmm
Aeyvas UL Tue silounoud] we. 2535 LLﬁuLU‘UEJ'ﬂ.'LmaﬂJ ot

n, mm“mwasﬂuﬂau Biopharmaceutics Classification Syster (BCS) Class 3 wio 4

2. mwmwmssnmumm (narrow therapeutic index drugs)

A, mmmumwmm.mmnwmmnm.mm ¥NATNEVIINSANW Bicequivalence wiu may

Alingnidy, Zidovudine (Azido thymidine, AZT) arﬂ.u‘sULmummmUaamihamUaay Feddty
(modified release dosage forms) 1usiy

6.3 nmwmuawmmaxmwa g/v3odoanauly maa:mamsﬁntnm’mmamwvraamﬁavma
wag/v3oda9e T vhazaesieg Asudiuuay yaAnAd s TuNa1S UL

7. giauesan () ﬁuaaulv'r'anLﬁnﬁ’mmwrﬁamwﬁwum il

7.1 nsdlnamisdunsninsiesient] Imun'ﬁmwmmamn‘mmwamauaaﬂgummwiﬂmmmu
ISO/IEC 17025 wam'smummmvﬁlmﬁu1ﬂmummmwuamma’luﬂszmmﬂsummwm

7.2 natiwandusiewadgniFunifuiusnowmatslasdnd MUATENITUNMTOMSHALY
luthsnamesdnygnedorne

a w ¢ &d ' i o L v
7.3 nstiwul e aummannnding mamwmvaqwammﬁsﬁwﬁuatmsmmmamas‘gma AN

) T @ W ¢ - [ o
8. wu1amm1s’uaa~nuaw§1mwwmmwamﬂmmU'mﬁﬂsmmgﬂL‘%&JmﬁUﬁﬂm&ﬁmﬂﬁuﬂmznswmi-
wnsuazenlusees 1 Insuiuaussien

- w L W - 4‘ H e as - i
9, nsm{,ﬂuqUﬁsmﬁmmlmvaaw1nmammmwms'uwtmus'mmmlm}'mwammﬁa nsasuay
Voo 5 ar o ) v o
fumlivhnisdawounely 7 Tundenldsuludsdoduns “

aq%"a...,......‘.ﬁ?}iw ...................... USESIUNTINNIS
R L4 e R LY N33

AS5UNIS
(Wanvwmdy 39nvnnnsal)
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o s . a w - @ y
AMANYIZIANIEUBILT Mirtazapine Yuin 30 fadindu sudavdauandaludesun

You Mirtazapine au9 30 fadniu endiavdaunndalugosiin (Oral disintegrating tablet; ODT)

AnANUANILY
1.3Uuun

2. @Usenau
3, NYULUITY

4. aann
5, 5%& GPU
AuANUANILNATR

1. Identification test
2. USunusendisgy
3. Content Uniformity
4. Disintegration time
5

. Dissolution time

pidadmsuTulsenu ylauandalugesun (Oral disintegrating tablet; ODT)
Usenaumssien Mirtazapine vum 30 Taaniu Tu 1 ia
ussylumvuglnain Ussiuuasuazanuduls

RANsTUTOLT MMLTY Tuwdn Sumuneny avikdn wavsdouiiuen
Wothadmou nwurussy nedeniussglunseenogdond Jasn anause

- a w o a P
WEUVIHES WASIUGIBUUNITBINDUUYIE TNAD I UNURKY
868503

MIITU

90.0 - 110.0% labeled amount of Mirtazapine
MU

Taiviu 60 Fu¥
wanINanNTsaraveed@ Ay livosni 80% (Q)
vaalFaifiudenieluign 15 uiil

6. Related compounds
- Mirtazapine related compound A Not more than 0.5%
- Mirtazapine related compound B Not more than 0.5%
- Mirtazapine related compound C Not more than 0.5%
- Mirtazapine related compound D Not more than 0.5%
- Any individual unspecified degradation product Not more than 0.5%
- Total impurities Not more than 3.0%

Houlvdy

L i = i =l at J
%Lﬂuai"ﬂqmEJJEJU&']LU']IHWB']BLE]H?H? NUBLIDLAM AU

i as H‘( el o e/ A o ] | =
1. wnanansiiiusygyeiungfewihiveniiesieluysumelng uazduas (Declare) uvawan

1.1 luddgymstunsdouiiuen 1iun vie.2, ne.3, nu.d vie 6.2 wiusindl

-] d‘{ = = 4 L =l a
12 TudeatunziUey ve.1 %38 8.1 189 MIaunsAn WIDUITHALLDUAWITENTATUAL AINTN

WDIHE N LR 3 unzid sy (finish product specification) uagdafmunnuAMYBIIAGAY (drug
. P i = PR v
substance specification) nsdifiogsewinimsiuAsuntas uilufudvaziasuuuienans msveunly (u.5)

W wsan finish product specification waz/"38 drug substance specification

2. lENATFUTDWNIFIUNTHANY?

2.1 nsfendniulsemalng Q’wﬁmoﬁ'mﬁLaﬂm%mmmmgwmwﬁmmmwﬁ’nmmﬁuaz
32 nsfialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lavitingeu PIC/S
participating authorities ¥3efllonanIUTBENASFIUNTHENLIRNUMANINES] uA¥ISMSARLUNSWARL
YRIENINITUANIENTIUNTDIITHALET NTENTNAEITAY Farmuetlasiauaenndoaasyinidion
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fundninasiuas3Smsfintunssdng PIC/S luvnneniauene aUuaganusaUNInTIRaey Taedl
HaN13FUTBsliiuAuDTIAN

22 nsflemindraneiasema gudndoadlionansfusonnnsgunsndngimundninasias
3513 AlunisuEnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lnewu2891u PIC/S
participating authorities atuagamusauMInsIvasulagiinansiusesiviulauom vioognaonin
TERTELEN

3. Lanmmmm‘wmmmﬁmuamm

3.1 wan1smsndassvinunwRaa usiedniagUresindn (certification of analysis of finished
product) lugrjundatiufiotng

3.2 uan13ns19TAse A unwTan d vveasaudAty (certification of analysis of drug
substance) Mdlunsuneriuiidadvieeiweudreuastidnngiu

3.3 lnanswievangududumnuduiug sewinsgunswd avesing A uvesiaendady (drue
substance) 1 3.2 fujunsndrvowdedmiendnSagy (finished product) 4o 3.3

3.4 wansfnw) long term stabllity maenyiaseng e d unsdould fudninanrnssunis-
DIWTUATET NTENTNASITUAY

4. FpEneen
i L 1o 1 | L | a - s L%
4.1 {laupsin Aesdwied e Wiy 1 wuleussyiuel Sadudunuuanssvandon T
AsuMIUmERR MUl an uaudRIM Uty

5. msUseAunuA e TdweY

5.1 pidmeuFedlonyldldlivesndt 1 T duaniuiidwey

5.2 ymnanfidwey wwiesdnnmaluiusemammnalinnsisiuiidmey

5.3 n3EiAmiBuIMINsgui g 19 dweuii adwiniinseiamnn wiaesu
smmsapimlvdadowedotie lnedlauesian (ane) sefowdsenfindnmudnnuiimiosssns d
anvinnwinasduiuisveudldaneinededunsnsedinssinuaim nsdinuiieliduly
umENYREWE MheTMsYeanuAvs lisuRT s Eue MR IndNesiaueM ({17e)
waw/vieudrlunferialy wavdiminedasiuiuuiiitymamnmuazel bt

5.4 ffauese (ane) svsasfundsuedlelndvuneny viadamsidouanmenousensle
roufmun Iaglifieuly

5.5 nsdlueniidouiuinuiigumnd 2 - 8 swnwalua feslinansuaniassusoeindl svuu
mafiuiasdndewndu cold chain system THlfumsgumsmdninest Good Storage Practice (GSP) uay
Good Distribution Practice (GDP)

6. LONATOUN
= o d av # ¥ a a4 v o |

6.1 sriiauadugvismududoviefunudminglagnse

6.2 nsfifenausluldendunuy (original drugs) #psllienanswansdne bicequivalence 18981
Pavesmwieudieutuevuiu TegismsfnedeadulumumsninaeiuazuudUid lunsfinwndng
uyavesnayuesdtinauAEnITUNIEMSUarEY nsenTnasnsuge dedssylunsdindieddyy

i L3 & =i ' al, o ' v &

vasuwuluuTualsunoull wm.2535 uastuenlungy el

. uwﬁiquﬂaqhnﬁu Biopharmaceutics Classification System (BCS) Class 3 wse 4
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9, mﬁ'ﬁﬁ’uﬁm‘i%’ﬂmtmu (narrow therapeutic index drugs)

A, FTNUANENTIINTOMSHAZE ST F BN Bioequivalence 1y g1Ay
Andagnidu, Zidovudine (Azidothymidine, AZT) enlugUnuvenii daulasnisanua ae AaedAgy
(modified release dosage forms) Wudiy

6.4 nsdlilueiidasasansuay/miaidonanavld FesdinansAnuanumanmmdansagany
uag/M3alons Tusimhazanesne asuiiuuwasasnndasiuenalsituen

7. g (§e) Buvedlisndndyganeussuimus dd
< | - e o - i L ) a wa au v
7.1 nslansiunseiaseied laensdvermaninsunmdvs e frRnsildunsgiu
ISO/EC 17025 samsasainseildilulumnasgrudaruminlulsenmeuseningm

7.2 natirdnsnsioiinigniFsniivausinissmanalasdinauesenssunisemnsuazen Tugag
ar J
NANUBIA Y EBREUNY

-l = s r J-J ] ' & oae [ 1 LT @
7.3 msdivulgpnaanmnneandinsieniliensdwar aussdvinauazeaandsedias Ald¥um

8. wueswmsveanudvslifuinsumdadusiefidvsyifgnSeniviulasdinnuanenssunis-
ownskaveluseey 1 Uneuluaueim

= é L 3 o -] J I e A v ] = L
9. naflduguszmnnaidivdsmidygestiosvusuunmaiiliiatiinauds msdweou Fud
L o ) L o a y J
Wivhmsdsounelu 7 Suvdsnlisuludwadune q
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(U9AMINUNNT JUS)
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ARANEEIRNIEYDIYT Mirtazapine Y119 15 fadnsu sudinvdauandalugasin

Foen Mirtazapine 1119 15 fadniu sudavdaunnsirlutesn (Oral disintegrating tablet; ODT)

1. yusuv i miuSulsenu viauandlugesiin Orl disintegrating tablet; ODT)
2. dlsgnou Usenaumenig Mirtazapine 9uia 15 fadndy Tu 1 uin

3. ANYULUTIY usiumvurlnain Yeafuuasuazauduls

4. aa7n aanszyFoen mnuuse Yusdn Tumeeny @i wmsdoumhiuenly

[ @ ] = it =l o
DENUARU ﬂ'\’UUSUTﬁﬂ ﬂSﬂJEJ']WU'S?QIHLLNQEJT‘G%WENM%EH'] FITULTY LEUN
- o ey I | 4y el
wen warTudoulySeeulifie munenguuum

5. %@ GPU 868463

AMENURNI9NATA

1. Identification test ATIWU

2. USunaushendndyy 90.0 - 110.0% labeled amount of Mirtazapine
3. Content Uniformity  ®37987y

Disintegration time  Tsiliu 60 3w
Dissolution time wAINANITREAIBYBIIEERYlYBENIY 80% (Q)
L3 al J -l
‘BEMJ‘S&HEUW)E!"MLL‘?:}JGﬂWEj'LUL'Jﬁ‘I 15 U

wn .‘D'

6. Related compounds
- Mirtazapine related compound A Not more than 0.5%
- Mirtazapine related compound B Not more than 0.5%
- Mirtazapine related compound C Not more than 0.5%
- Mirtazapine related compound D Not more than 0.5%
- Any individual unspecified degradation product Not more than 0.5%
Total impurities Not more than 3.0%
oot

Hlauesmdastudmiunnwaneienats Muaviden fedl

1. wwnansmsles maummﬁummwm‘mmLwamwmahﬁi“mﬂim warduae (Declare) unaanan

1.1 'Lummgm's‘uumwumsum laun ve.2, mf 3, 18,4 V59 6.2 UaIuAnsl

1.2 ludeeiunadou ne.1 vie 8.1 vl iaunsnan wiauswaziduawitonisaauau
Aaunmesndeseinuiid unsdeu (finish product specification) WAL BAUUAR N INYDIING AU
(drug substance specification) nigﬁ‘?'\af{f‘szwi'wmim%mmmm uwhlofindsaydosuuuienans n1sve
unly (u.5) umdau finish product specification Wag/13e drug substance specification

2. 1BNENITUIDRNRITFIUNTNAREN

2.1 nsdflemdnlulsevalne dndadodiienaiusasnasgiunmsudneiniund ninusivay
38n15AAluNsHERE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tnanuaeau PIC/S
participating authorities v[?aﬁLanmi%’mmmmsﬁmmswﬁmmmmé‘mnm‘ﬁ wagdsnsiilunisuang
2DIANT NIUANZATIUNTOIMITUALEN NTENTISESITUGY Farmuntulaefinwasandaaaiafien
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fuvdninusiuagiBmsiitiunsndng PIC/S lumnaefieuens sduangamuseunisesadey Tnedl
HANSIUTBNIUAUDTIAN

2.2 nsdlgndhutndsune Juandalionansiusewnnsgunisednemamdninuinay
A5 a1 Alun1swAnea PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiae3a1u PIC/S
participating authorities avuagamusBUMIATIvARUlnLiinansTusaieTulauosm viooyraonin
WA NSl
3. ;aﬂm‘:ff-]run'n’vwmmﬁmuaswm

3.1 wansmsdieseiaun waAndusiedus1gUnaw i (certification of analysis of
finished product) Tusnjuitdndiudaeens

3.2 nan1sesindasieviaunnianfuvessendf ey (certification of analysis of drug
substance) mﬂumsNﬁmmiuﬁdqLﬂuﬁhédw;ﬁ':wa&r;'{wﬁmml,LazcEwﬁm’n’mqﬁu

33 Lanmw%avzé’nmué’i'usT‘ummé‘uﬁué‘svmwas'um'smémﬂdaai’mﬁwaaﬁwﬂa‘hﬁ:g (drug
substance) 1 3.2 nuqumiwamwawamﬂmﬂmmk‘mm (finished product) 19 3.3

3.4 wan15Anw long term stability maamwmwaqmmwvm Ueulifuddnanuenssunis-
DIMNITUATYT NTLVNTNAITNGY

4, AI8U1NEN

4.1 glauesinn dosduiiegseag ey 1 mheutsydue Jaduswunanseaudun T
AsuiUeLiUa lwtoR AR U eeu

5. MIUsEAUANIWETIdwBY

5.1 erfidweussdionyldldlivounin 1 U duaniufidwey

5.2 qum'mﬁa'auau swdpsdsdunmaneluiusosmansansieseionuiidsaoy

5.3 nsdifiuiisnusynmsinnsgusieg1esefidweuii sdwnaiieseviaunin viisay
swmsasihviadeewediogn laefiauenian (funy) sxsesdswnindnandnnuiiviaesnsns da
pniensinesduiuisveudildseitvidedunisansiensiaunm nsdliwuineliduly
PIUALENYULIANY MIETIINMITRANLANS WifuRTIaNMIELEIMEIFT INa1Ive N lEuas AN
() uar/miegndsluniwioly wasddwhesosiufuafunitogmeunmuarualdiduylm

5.4 flauenan ({ue) wiossudsusdlelndvunony viaensidenanmeneusznisle 4
rourmun Tnglsifiteuly

5.5 nedugfidenfusnuifigumgd 2 - 8 swnwaifea dedionansuaniuaziusesind
sruumaivuasdndsendu cold chain systern A ldumsgIumumaninus Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

6. tonansAuY

6.1 pauadusiuisndudnioviedunusminelagnss

6.2 nsdmnenauslaldesuwuu (original drugs) Assllionanswanisfnyl bioeguivalence Y9
iiiauenmiouiivuiveduiuy TagisnsfinysioadulumaumdninasiuaraujiR Tunisfine
rayaveseaniiyuosdninnuangNTIINTEMITHALEN NINTAICIIRAY Fodseylunsdifide
mmryﬂuaammmmwwvmauﬂauﬂ w.7.2535 waiSuelundu feil

n. enfiszyineglungy Biopharmaceutics Classification System (BCS) Class 3 w3e 4
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%, WSREMsnYILAY (narow therapeutic index drugs)

A. tdinnuAnENsIINSIMISIAZEUSENEIAE DN S AN Bicequivalence Ly 819y
Audagnidu, Zidovudine (Azidothymidine, AZT) e lugUuuusnfifaudasmsuanuaoy saenddy
(modified release dosage forms) (ugiu

6.4 nsififuiiviesarasuay/miadennould Fediamsinwauaanmdinisazane
Way/v301090 lwininavanumneg asutulazasnrdsstuionaisitiuen

L5 o - L 74 - " a s ;
7. ghauasim () Busedlend@ndgygnouasuimun sl
7.1 nadinansuasininsesienil launssdvermaninisuwndviewowjiRnisdildunnsgiu
ISO/IEC 17025 wamsasvdiaseisidulumumsgrudotmunlulsynauseninsian

) a - = J - = L s
7.2 nstindndndigmialgnissniivAvainviesratnlasdninauasynssunisemsuasen
! ar J’
Tugrnawesdygeedesyy

- a wo o el ! i - . w [ M e
7.3 nsiwulmammmankdndasientifiedwaraussdvrauasmunaesdesafUoe AldTuen

i n{ e o - L < Jau Aden - - o o
8 wu1EJs’mmwaanuﬁwﬁimuwmsmwamnmmmwmhmmgmsamﬁumiﬂvmuﬂmuﬂm:mﬁumi-
2nshazenluszey 1 Unswtulauasian

= v VoW 6w & oy 10 e v v
9. nsdlilugUssninsalindenyhdygiesdesuewuuiniad e uauds nsdaweu
dudbiihmsdweumely 7 Sundsenladuludmadune q
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AI3UNTT
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ANENYMZIANIZYBILT Trazodone wu1a 50 faandu wilain wio Wandouidy

Fau1 Trazodone wna 50 Hadniy vilaule vde Winadauiidy

ANl
1. sUuuy gdindmsuiulsenu vile e vide Wnedouidy
2. dusenau Usenausnefiel Trazodone vuin 50 fadnsu Tu 1 ufn
3. NNYUBUIN ussglumwuslaaiin Teafuuasasmutuld
4. aan aansEyionn Mnuuss Tuwdn Suvueeny aviinde wuvsdou
vl redaieu awurussy nsdenfiussyluuneenassasd
Foun s aeinde wariuidoulviodeudomumony i
5. 99d GPU 644864 v50 758444 ;
AuaNURANIGNALe
1. Identification test AT
2. USunumendiAgy 90.0 - 110.0% labeled amount of Trazodone
3. Content Uniformity RIIVEIU
4. Dissolution time wansNanIsazangvasienddyliosnit 80% (Q)
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substance) MAlunswaneniuiiduiiuiagrviwesuineuasinaninghu
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5.5 nsddueiisisafuinuniigamail 2 - 8 swnwaiioa Fedlienansuanuasiusoning szuy
msfunardndsendiu cold chain systermn AiFuRsgTUMLVENINGST Good Storage Practice (GSP) uay
Good Distribution Practice (GDP)

6. \onanBuY

6.1 pnauadusiuisndududavSofunusmirelaense
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AMANBULIRNIZYDIET Olanzapine vuin 10 Hadnfu vladinndouiidy

b ; o w s - o @
Fau1 Olanzapine vua 10 fadny viladandouildy

we s
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1. JUluY pudadmiuiuusemu vile diandouildy
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3. NYULUTIY usslunvurlaain deafuuasasmnily
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1. ldentification test NTIVNY

2. USunwushendregy 90.0 - 110.0% labeled amount of Olanzapine

3. Content Uniformity ATIWIU

4. Dissolution time wanenan sazaneveisddnylitesnin 80% (Q)

yealFunmismudanielunan 30 uid

5. Impurities
- Olanzapine lactam Not more than 0.5%
- Olanzapine thiolactam Not more than 0.5%
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- Olanzapine related compound C Not more than 0.5%
- Any individual unspecified degradation product Not more than 0.2%
- Total impurities Not more than 1.5%

Qeulvdy

L ki SJ o I el s -=‘I’
QLauaﬁwmmaawumammwmaLaﬂms nasiaym MaU

L ﬂv =i [ J ] ] ] -
1. lnansmitasueyyedunsidousidugiedmitgludsenelng wavdiuns (Declare) uvaande
[ X - 8w ] | =
1.1 luddgymstunedousnduen 1iun vu.2, ve.3, ve.d w30 8.2 uausnsdl
° & < e < v = o W
1.2 lusveduneilou ve.l 3o 8.1 Y9817 1EUDTIAY Wi BNSIaLd BANITaN1SAIUAY
A mYDWantasinuAtunadoy (finish product specification) warderimunganmussiagfu
' il iy , B .
(drug substance specification) nsiifiogsewiMsUAsULUAY unluAudNIgFoILuULLNATS NTVR
uwiily (8.5) uw¥eyl finish product specification Wag/#38 drug substance specification

2. ENATSUTDIINSFIUNTHENE

2.1 nsdlowdaluvsemalng duandacfiionariusewnsgrunsudnyImumaninoei uay
3857 alunisuanel PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawiiae4u PIC/S
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5.2 mmmmwamau Q“ﬁ@dﬁd?ﬂI.'EJ"lﬂ"lWI'I']FJIU?U'SE]GNEW\”WN??%'JWI?W ﬁUW?U‘ﬂaQU@U

53 ﬂsmwmmmswqumsaumamamwamamwammsammmvmmmw WY
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9, mwm%um‘ﬁﬂw’umu (narrow therapeutic index drugs)
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32 %aiﬂsqnﬂs: %’m%am 6 9187 (VENLAFAXINE 75 MG SR CAP, MIRTAZAPINE 30 MG ODT, MIRTAZAPINE
15 MG ODT, TRAZODONE 50 MG TAB, OLANZAPINE 10 MG TAB, CHLORPROMAZINE 100 MG TAB)
MeIBUsEmManABidnnseiing (e-bidding) VauUsvaneu 2567
wdwURIvalaTINS: anUuinnvmansauiad sz

2. WRUUUsTINTldTUS nass: 6,612,320.00 uw

3. fuiifmunsianans (3108 9B9): 7 nuNWUS 2567 (Tudu il

3.1 Venlafaxine w19 75 Sadngu ilouauyasangyaLiy 73,000 Win 510 1,409,630.00 U
32 Mirtazapine wu1 30 fiafinfu sudlevdiouandludonn 18000 in I 787,680.00 UM
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34 Trazodone 10 50 fadinu vlialn vie Winwdeulidy 378000 Win 516 608,580.00 U
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UssnmiAlussfiengunw defuil 23 unsiau 2567
Olanzapine vu1a 10 fiadnsu Us¥NIARMYN TSN TWAUITEUUEIUKIYF
yindnadouiay 303 fvunsianansen aviuil 4 UNTIAYN 2567
Usymeluswienyunw Wefudl 23 unsiau 2567
Chlorpromazine w1 100 fiadnsy UTeNMARMENITUNTHAILNSEUVE U
YiinLin o3 fmuasimnansen aviuil 4 UNTIAN 2567
Usrmalusiwiangunw etuil 23 unsiau 2567
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23. n§NEN Atypical anti-psychotic drugs
Amisulpride

Amisulpride

Amisulpride

Amisulpride

Aripiprazole

Aripiprazole

Aripiprazole

Aripiprazole

Aripiprazole

Aripiprazole

Chlorpromaan_e hydrochloride
Chiorpromazine hydrochloride
Chilorpromazine hydrochloride
Chlorpromazine hydrochloride
Clozapine

Clozapine

Fluphenazine decanoate
Fluphenazine decancate
Haloperidol

Haloperidol

Haloperidol

Haloperidol

Haloperidol

Haloperidol

Halopericiol

Lurasidone hydrochloride
Lurasidone hydrochloride
Olanzapine

Olanzapinz

Olanzapine

Olanzapine

Paliperidone
Paliperidone

Paliperidone

o s a '
winemg 1 = :onsefldinasiinpemainanaen 2 = muniserilsznATAINAN LRGN

FULULEIULAZAMNUTY

tab 50 mg

tab 100 mg

tab 200 mg

tab 400 mg

tab 5 mg

tab 10 mg

tab 15 mg

orodispersible tab 10 mg
orodispersible tab 15 mg
oral sol 1 mg/mil (150 ml)
tab 25 mg

tab 50 mg

tab 100 mg

sterile sol 25 mg/ml (2 ml)
tab 25 mg

tab 100 mg

sterile sol 25 mg/ml (1 ml)
sterile sol 25 mg/ml (2 ml)
tab (as base) 0.5 mg

tab (as base) 10 mg

tab (as base) 2 mg

tab (as base) 5 mg

oral sol (as base) 2 mg/ml, (15 ml)
sterile sol (as base or decanoate)
5 mg/ml (1 ml)

sterile sol (as base or decanoate)
50 mg/ml (1 ml)

lab 40 mg

tab 80 mg

tab & mg

tab 10 mg

orodispersible tab 5 mg
orodispersible tab 10 mg
SR tab 3 mg

SR tab 6 mg

SR tab 9 mg

o

1 Wi
1 1le
1 ulm
1 4im
11im
1 ulm
1 e
1 1l
1 1le
199
1 Wln
1 ulm
1 ulm
1 WBNHA
1 Wlm
11l

1 ULBNWA

-

uDUWA

-
a
=

-
e
a
b

14998

-

LaNma
u

-

UBHHA

-
Fa
>

Fa
s

£a B
= =

_.
a
s

-

FIRNAHEE WY
(7auniya A

{um)

13.59
16.94
2018
67.77
36.00
70.00
75.00
127.33
127.33
2.311.20
0.42
0.55
1.10
4,28

175
20.54
44.94

0.19

0.54
0.86

30.01

9.73

35.50
681.67
68.79
137.58
69.44
123.64

146.17
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35. NANEN Antidepressants

Agomelatine tab 25 mg 1l 50,10
Atomoxetine hydrochloride cap 10 mg 1 umlga 09.67
Atomoxeline hydrochloride cap 18 mg 1 umlgs 99.67
Atomoxetine hydrochloride cap 25 mg 1 uatga 101.65
Alomoxetine hydrochloride cap 40 mg 1 upga 101.65
Atomoxetine hydrochloride cap 60 mg 1 uatlgs 101.65
Bupropion hydrochloride ER tab 150 mg 1 uim 25.00
Bupropion hydrochloride ER tab 300 mg 1 1Wle 38.52
Desvenlafaxine succinate SR tab 50 mg 1 dim 48.40
Duluxeline hydrochloride EC cap 30 mg 1 walga 42.50
Duloxetine hydrochloride EC cap 60 mg 1 umlga 48.50
Fluoxetine hydrochloride capl/iab 20 mg 11, 0.76
Imipramine hydrochloride tab 25 mg 1 da 0.56
Mianserin hydrochloride tab 10 mg 1 lm 2.01
Mianserin hydrochloride tab 30 mg 1 dm 4,91
Milnacipran hydrochloride cap 25 mg 1 umga 14.98
Milnacipran hydrochloride cap 50 mg 1 umlga 22.47
Mirtazapine tab 30 mg 1 lm 17.50
Mirtazapine orodispersible tab 15 mg 1w 26.20
Mirtazapine orodispersible tab 30 mg 1ulp 43.76
Mirtazapine orodispersible tab 45 mg 1 1lm 6.79
Reboxetine mesylate tab 4 mg 1 uln 10.70
Sertraline tab 50 mg 1 1l 5.03
Tianeptine tab 12.5 mg 1 141m 10.70
Trazodone hydrochloride tab 50 mg 1ulm 1.61
Venlafaxine hydrochloride SR cap 37.5mg 1 umga 30.57
Venlafaxine hydrochloride SRcap 75 mg 1 Lmﬂ'gﬂ 19.31
Venlafaxine hydrochloride SR cap 180 mg 1 umlge 61.12
Vortioxetine hydrobromide tab 5 mg 1.4l 23.60
Vortioxetine hydrobromide tab 10 mg 1dm 47.19
Vortioxetine hydrobromide tab 15 mg 1 dlm 4719
Vortioxetine hydrobromide tab 20 mg 1 i 81.63
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