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5. 99d GPU 398115

AMANUG 13

1. Identification test NI

2. UsunausendnAey 90.0 - 110.0% labeled amount of Olanzapine

3. Content Uniformity ATIINU

4. Dissolution time WARINANISaTaIEBIILdIAY lNBENT 80% (Q)

gaUiinashefiudanelunat 30 unil

5. Impurities
- Olanzapine lactam Not more than 0.5%
- Olanzapine thiolactam Not more than 0.5%
- Olanzapine related compound B Not more than 0.5%
- 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%

e &

i

v L d I o el
%Lﬁ'LJ.Si”ﬁaﬂﬁ@QEJUE;'ILU'm'IWﬂ'WEiLE]ﬂﬂ’ﬁ 37&]6&58@ AU

1. lonansmslidfusugniunsfeusiuenitesmirelulssmelng uazduas (Declare) undandn
1.1 ’Luﬁ'\ﬁ‘zgms%wmﬁauﬁﬂ%’um Toun Me.2, V8.3, .0 %38 8.2 WaIusnS
1.2 ’Luﬁwa%"wuﬂau vo.1 ¥3e 8.1 989817 1auTIA1 WiouswazduaiatenisAIuAu
ﬂmmw*uaewamnzummmmumuau (finish product specification) LLawmamwumﬂmmmanmmmu
(drug substance specification) ﬂmmaasvmwmsmaammaa wilufiufsagsasuuuienans n1see
wilw (8.5) 1wmdau finish product specification way/v3e drug substance specification

2. 1ONANSTUTIWINTFIUNTNANLN

21 nsdlewmaniutsanalng {udadesiionaniusennnsgIunsangIMUVaNINaT LAY
525t alunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnuageu PIC/S
participating authorities yafionanssusemsgIumMIHAREIIANINTLaEIE SRl SHERE)
DN LABENTIINTEINIUALEN RsENTIATISAAY Sermustilaelimudenndesuazyinifion



Aundninaesiuagisnsfialuntsndne PIC/S Tumneeniiausune aUuagaAnNIauNIATIREy tnell
HANTITUTNITUEUDTIAN

2.2 nsdlgnhudnnenlseme guasdesdiionatsiuseanasgunsnanemuvdninusiiag
38 Alunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laaiaeau PIC/S
participating authorities atuangamusauNMInTsaeulneiinansivsesiviuauesn visaynase
P wdusnsel
8, Lanawmgumwmmmﬁmuaﬁm

3.1 HANINTIRTATIE AN MMHERA U 11T 93UV WA R (certification of analysis of
finished product) Tugnjufidadusene

3.2 NANIINTIVTLATIE AMNINIAOAUYDIR181d1A Y (certification of analysis of drug
substance) ﬁiﬂumwammsuwaaLUumaEJ1:mwmwmammuavwammmu

3.3 lenanvi eva ngududupuduius semi e unsudnvesingfAuesiienddy (drug
substance) 98 3.2 fuumsnanvemwdndusienduiagy (finished product) 9 3.3

3.4 WAM3ANW long term stability saentsengesefitunsdeulifudinanenssunis-
DIVNTUALYT NITNTIEATITEUAY

4. ML

4.1 Jlauasnan feddeiogeenegatoy 1 mireussyin Jalufunuianisivaziden 19
L A o at Gy ﬂ.o‘ L
AsuUALAi U lutenuautRvialuT iy

5. MsUsEiunuAmeTidawey

5.1 eritdaweudiosiiongldldliviosndn 1 U duantuiideey

5.2 ynunfidaey sxdesdidiunnmangluiusemanisnsiineisniuiidaoy

5.3 nsdifivignusensynsduiesnefidmeuiiodmsiadinseiamunn ey
TvnsInivilsdeseavedieg e Inudlauasiai (Hve) wdosdssuiudnauduauiniesens
dwstinnsiuandudfuinvevalddreifndeddunsanainseinunm asdfinudeli
Huly sumnidnensians mihenvmsveanudvsbisuinsanmsiauenmeifinaiveiaue
101 () waz/viefnanlunfuialy uasdSmnefesiudueiuiidgmannmuasynldifue
vl

5.4 glauainm ({ue) szfosiudsueilelndvuneng viaiiansideuanindieusznnsla
q foufivun tnglifidouly

5.5 nsfusideafusnuiigumgd 2 - 8 svrnwalva deslionansuanuariusesinil
ssuumsifiuuazdndsendu cold chain system A lfunsgIumumdnInael Good Storage Practice
(GSP) way Good Distribution Practice (GDP)

6. LONATDUY
= & o e & v oa - v o i

6.1 enfiauailugussnilududnviogunudminglaenss

6.2 nsaifenauslailyeduwuy (original drugs) fesfitonaisuanisfnen bioequivalence
vowiauenAUIsuiisuiveiduwuy laeinsAnudeadilumamadninasivazuuiuj e T
msﬂﬂmmameJaqmmummmummmm"n’:fmmsa’sm'maum NIYNTNAIDITUY Yoilseylu
nsdlidhenddyvosedunuuiunsdoudend w2535 uandueilungy & il

n. mmzumag’iuﬂqu Biopharmaceutics Classification System (BCS) Class 3 %30 4




¥, eAInSNYIMAY (narrow therapeutic index drugs)

A. fidnNUANENSIIMIO M IUALIUSEM AR YN 1SRN Bioequivalence 1w GREGH
Auilagnidu, Zidovudine (Azidothymidine, AZT) sluguuuveisauuasnsantaes faeddsy
(modified release dosage forms) LTudu

6.4 nsdimueriidesarareuar/minidorneuld deslinanisdnwiauasaninrdanis
azay waz/M3olens ludyinagaerae Asutiularaenndesiulenalsiniuen

7. fauasian (§une) Buvenlvienidndygineunsuiimue il

7.1 n3dnanisgunsaviiasiesiond lnensuinermaninisunnduseResufoinnsile
1195574 ISO/IEC 17025 wam3nsaadnseiiadidulumuanasgudeimunlulsemeuszningen

7.2 nm‘imﬁmﬁ’mﬁawﬁﬂﬁqﬂﬁﬂﬂLﬁ*uﬁuﬂmﬁmmmmimaﬁwﬁmwmsﬂi'sumﬁmmmazm
lutsnavesdyaestowny

73 ﬂizﬁwuﬂmwmmn1wmﬂm§mﬁmﬁmﬁﬁawa'mam'aUizﬁw'ﬁwamaxmmﬂaamﬁaﬁaﬁﬂw
lgrsuen
8. wﬁwiwms°uaaﬂuﬁ‘m§1:J"§"Uﬁa"n'sruwﬁmn”m«ﬁmﬁﬁﬂszi’ﬁqm?ﬂmﬁuﬁuiﬂaa’ﬂﬁ'mm
AENTIUNT- DIMSHaselussey 1 Unauiuwauasia

- ) Voo [ & A4 1o W & o |
9. nsdiilugusemasimlavdsainvhdygiesdosrvisuvusmailisinausinangs nsdwesy
durlivihmsasmeuniely 7 Jundsnlasuludsteduna q

o
a9ve.......... WM J5¥57UNIIUNIS

BG%’E] ............... OLHJ/ﬂ ...................... N33UATT

e

AT Do AIUTRITIEALIDEN
(weasmiug InsWug o agsen)
Q’ﬁwm&lm'samﬁuﬁmmmam%awﬁmﬁhmsm



AMENYMLIANIZYB91 Chlorpromazine ¥u1m 100 fiadnsu siiadia

= 3 oo at =
¥a#1 Chlorpromazine wunm 100 Jadnsu wdauin

Qmﬁmﬁ'ﬁﬁﬂu

1. gUkuy p1dadmiviudsenu vile i v3e Wamdou wis Wiandeu
Wau

2. drulsznau Usgnaumesign Chlorpromazine au1a 100 faansy Tu 1 s

3. MPULUTTY ussqlumwuzlnaiiv Yosfunasuazanuduld

4. aa1n aa1nseyTesn AMLse Tundn Yununoy wweiiedn wannden

dfuenltiogredau myugussy nadlemiussyluuneenazd el
= ol - W el e e ey
TPOYT AUUTE LAVVIHES UATIUNBUUVIDINDUUTNIEUADIY UUIKA

5. %8 GPU 281441 %39 279709 %39 280884
AuENTAN1ImALlA

1. Identification test NI

2. Y3uneusiendey 90.0 - 110.0% labeled amount of Chlorpromazine
3. Content Uniformity MTINIU

4. Dissolution time wannanIsavalevaedfyliteunin 80% (Q)

UsuuMeNwIInIglual 30 Ul

Soulvdy
Hrauesmdasdudiunnimaneienans eaziden fail
1. lonansmslisueugeiunafewhiueiesminglutsamelng uazduns (Declare) uvaaw@n

1.1 ludwymstunsdeumiuen 1ud ve.2, ne.3, ne.d e 8.2 wdaudnsdl

1.2 lufvet unsfou ve.1 wie 8.1 veseniiiaueian wieuseazduaiatenisaiugu
AMNNYBIHE A nusTauii S ungidou (finish product specification) wazdarivunaunnvesingfu
(drug substance specification) n3difiegjseminnsiuasuuas uslufiuiuessesuuuionans msve
ufily (81.5) wwsal finish product specification Lag/w3e drug substance specification

2, 19NENTIUTBNINTFIUNINANEN

2.1 nsdlpmdnludsendlng fnandeiionariuseunasgrunsndneinmundninneiuaz
3801371 Alunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taenuagau PIC/S
participating authorities w3ailienansiusesnasgIuNsHARewBMANINAsILa IS NsARluMSKERE
YBIdTNNUALYNTIIMTENIWAYEN NSVITIANs Ty Bermuntulaefinnuaenadesuaziinifion
fuvdninasiuadsmsiimunssdne PIC/S lumnnefilauswy atuagamuseunsesivaey laed
NaN1TUTBANIwEUeTIAN

2.2 nslentidinnadseme guandesdiionansiuseunasgiunisuansmuvaninusiuag
38057 alunisuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagviyaeau PIC/S
participating authorities atuaganuseunmsavivaeulaefinanisiusediiviuauesan vieonynasn
P wAwmnIel



3, lNANIAMNNYBIETIEUDTIA

3.1 waninsadasiguamedniusienduiaguveswndn (certification of analysis of
finished product) Tugnjuidadiumegng

3.2 HANSASTINTLATIEVI AN INT MO A UV 818 1A Ty (certification of analysis of drug
substance) fildlumswdnenjuiidadufeivimesdneuasuaningnu

3.3 nanswiendngududuanuduius seningunisudaveringAuresiienddy (drug
substance) %9 3.2 ffujumndnvesdndneierdniogy (finished product) ¥e 3.3

3.4 WaM3An long term stability naontseg et unsdoulifudninanenssuns-
DIWNIUALEN NTYNTNAITITUAY

4. feY19e

4.1 flauesia fesdwineg e woy 1 wisussgiue Faludiunmunaniseaziden
AsutumunimuslwideruEuFnaludesiy

5. MIUsEAURNINETIEWBY
=y = ' i = s Y |
5.1 gWidweusasionglyldbivesnin 1 U duaniundweu
“' ] L5 1 o 1 a = I A H
5.2 swnnefidmey ssrasdshiunnnigluiusesanmInsviinssienjuidaey
ﬂdl i o ] al ] 4 1 J 1 el a 1
5.3 NSNNMUILNUIIYNTYIINTAUA0E 1A NBUIN 0d 9 TITTNATILRAUN N NUIBIY
o o ey @ | ) v | a o = | |
yMsIgvimlsdeseweriet1e lngdiawesnnn (§une) sesdeniudnaus waumiIes1wns @
- « hy Yo & | P a o k - e aal " |
psvimnsiaslugSuinveualdineniietedunsnsiniinssiguam nsaiinuineliduly
AUANTNYULIANIY MUIBTIYNTVBANIUANT LU TUNITINITIAUDIIAEININA1IVDIE LEAUBTIAN
) & v oa o v o v W oA i e D, '
(fune) waz/viefrdniunswialy warddwniespsufuejuifitgwinanmuasenldiduenln
W o v = =i v &4 = = o
5.4 Jiauesia (§ne) awsesiudsunilislndvuneny viafianisidenaniwiieyusenisia 9
U a e A
Aaufviun laglidteuly
= d o v 8 w = a = | ar ]
5.5 ATLUUSIMADUAUTNYIVQUNYL 2 — 8 DIANIALTUHA ADIULBNAITUAAILAYIUTDIINY
sevunsiiunazdnase iy cold chain system 7laumsgIumILvanNINMS Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

6. LlonANTAuY

6.1 eniiauaidueiivismdugndnvsefunuswirelagnss

6.2 nsdifeausldlvenduwuu (original drugs) fasiiienanswanisAne bioequivalence 283
enfavesaUsuiisuiueduiuy TneimsanwdeadulunumdninusivaswuifoR lunisdinw
FrauyavewalyuesdinNUANLNTINNTEMSWATYT NTENTNANEISAGY Fotseylunsdifide
ddyresenduuuuiunadoureud w2535 wasduelungu il

n. mﬁ'izu'iﬁaqiuﬂaju Biopharmaceutics Classification System (BCS) Class 3 %38 4

9, gisisatimMs$nwuAU (narow therapeutic index drugs)

A. efidinMuANENIIIMIDIMSHATEUIYNIATWawinMsAnw Bioequivalence W 81Au
Ailagnidy, Zidovudine (Azidothymidine, AZT) grlugvuuunifaulasnsuanUasy daeddy
(modified release dosage forms) usu

6.4 ns@mduefidesazarsuay/minideasnould Fesinansfinwimuasaninmdsnisazany
waz/vmsoideae ludwvharanesineg asudulazaennaasfiulEnaIsANUEN



7. flaupan (Fune) BusedlVienidndyqineuasuimun il

7.1 nSNANSEURTITIATIEYENT InensuinerenansnisunndvsoesUjiRnsalinnsgiu
ISO/IEC 17025 wamsaniaiaseillilulunumnesgiudeimusluuseniauszningm

7.2 ﬂ'm’imﬁmﬁmm’swﬁmffqﬂL%‘&JﬂLﬁuﬁumﬂﬁadmmﬂmaa’ﬂﬁﬂmumsm‘mmimmmmm
Tussnawesdygeviewans

7.3 nseinutepannmnwiagd e enii Menad e aUsE VB HaLATAABR uRoN U ‘ﬁ
lasuen
8. mi';as'wmwuaamuﬁwélﬂ%‘uﬁmsmw5mﬁmﬁmﬁ'ﬁﬂwﬁQm‘%EJﬂLﬁUﬁuImaéﬂﬁnaﬂuﬂm:nimms-
awnsuazeiluseey 1 Uneutulauesnan

=l EY r at o o & | 1o = & ]
9. nimmuwssmm‘mﬂmwaammmaz:gry’mma%mmmmwmmwlumﬂmﬂimmum AEGEAAY
- o L) sl ar s 0:' 4’
dualwihmsaweunely 7 Jundwnlauludswedune 9

A9TD. o NI USYE1UNTTUMS
(WNaINLNNT dUD)

=
BB Dol o J’ﬂ ...................... N3IUNTT
(WNATIBYAT 1ATEUTR)

a&%’a ................... q/&‘ ................... N334NIT

(WA Uty 39nvannsal)

ST S H3UTeITWaLBen
(WeAgeRug InINug o ogsen)
Femnensantidnnemansauiad mszen




ANFTIENIINRUIUUTZINUN IASUIAFTTHALIIAINAS (51A1D19D49)
Tunnsandaanarendlderunagsng

1. %E]Iﬂi\‘ifﬂi: ’%Jﬂ'?gE]EJ’] 6 51897115 (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)
meAdUssmesimdiannseding (e-bidding) Vsuusvanal 2567

PULNURIVBILATING: A0TUINNTAERSALAIINTZN

2. 2Rusulsznailesusaass:  6,612,320.00 U

3. JUNAMUATIANNGNN (31A181989): 7 NUAMUS 2567 tTuRu fsil

3.1 Venlafaxine v 75 fiadandy siauaugaoengyisiiu 73000 wln 5100 1,409,630.00 UM
3.2 Mirtazapine w11 30 faansu endievdaunndiludesin 18000 Wia 511 787,680.00 U
3.3 Mirtazapine w11 15 faansu endievdauandiludesin - 39,000 Wa 5191 1,021,800.00 U™
3.4 Trazodone wum 50 Jaansu wiauin vi3e Windeuldy 378,000 Wi 511 608,580.00 UM
3.5 Olanzapine vu9 10 faansu wiadinmdeuiay 39,000 Wi $9P1 2,405,130.00 UM
3.6 Chlorpromazine ¥u19 100 fadnsu wilauin 345,000 Wim 591 379,500.00 UM
4. WABTIINVDIIANNANS (31A1819849);
31801587 wiaeiuNvessIAINaNg

Venlafaxine 9110 75 {adniy
wiauaUgaRang oLy

USENARMENTIUNTHRILSEUUEIWSYIR

44' ° o A

1589 AMMUATIAINANNET a9TUTl 4 UNsIAN 2567
UsenAlusianuny WoTuil 23 unsia 2567

Mirtazapine vu1a 30 ladnsy
gdinviiauandilugesuin
(Oral disintegrating tablet; ODT)

USENARMENTIUNSHRILSEUUEIWSYR
1589 AMVUATIAINANET a9TUR 4 UnsIAN 2567
UsenAlusiaauny Woduil 23 unsimw 2567

Mirtazapine vun 15 fadnsy
HWLﬁﬂ‘UﬁﬂLL@ﬂﬁﬁiusﬁ@\‘iUWﬂ
(Oral disintegrating tablet; ODT)

UseMARENITUN TR TEUUE UG
1399 MVUATIAINAET 89TUT 4 UNIAY 2567
Usgnelusviaune Wedui 23 unsiay 2567

Trazodone U9 50 Taansy
¥0endin vise Winaldaudy

UsENIAAYNTINN TR TEUUL IYH
1399 MUUATIANAET ATTUN 4 UnNIAY 2567
Usenialus1aianuuny WeTuil 23 unsiay 2567

Olanzapine Y119 10 Jadniu
¥iadinpdauR&Y

UsENIAAYNTINN TR TEUUL IYF
1399 MUUATIANAET ATTUN 4 UnNIAY 2567
UseniAlus1aianuuny WeTuil 23 unsiay 2567

Chlorpromazine vu1A 100 Jaan35y
winLdin

UENIAAMYNITUN TR TEUVL ILIYIF
1399 MVUATIAINANET 89TUT 4 UNTIAY 2567
UsenAlus1aianuny WeTuil 23 unsiay 2567
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23. nz\jum Atypical anti-psychotic drugs
Amisulpride

Amisulpride

Amisulpride

Amisulpride

Aripiprazole

Aripiprazole

Aripiprazole

Aripiprazole

Aripiprazole

Aripiprazole

Chlorpromazine hydrochloride
Chlorpromazine hydrochloride
Chlorpromazine hydrochloride
Chlorpromazine hydrochloride
Clozapine

Clozapine

Fluphenazine decanoate
Fluphenazine decanoate
Haloperidol

Haloperidol

Haloperidol

Haloperidol

Haloperidol

Haloperidol

Haloperidol

Lurasidone hydrochloride
Lurasidone hydrochloride
Olanzapine

Olanzapine

Olanzapine

Olanzapine

Paliperidone

Paliperidone

Paliperidone

Y o o o A o
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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/ml (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)

tab 40 mg

tab 80 mg

tab 5 mg

tab 10 mg

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

SR tab 6 mg

SR tab 9 mg

N

N

N

N

e

waNwa

waNwa

HRANNA
a

HRANNA
a

5IAINANEFANUIY
(saumEyarAN)

(um)

13.59
16.94
20.18
67.77
36.00
70.00
75.00
127.33
127.33
2,311.20
0.42

0.55

1.75
29.54
44.94
0.19
1.51
0.54
0.86

30.01

9.73

63.13

91.49
154.08
35.50
61.67
68.79
137.58
69.44
123.64

146.17
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35. NgNe" Antidepressants
Agomelatine

Atomoxetine hydrochloride
Atomoxetine hydrochloride
Atomoxetine hydrochloride
Atomoxetine hydrochloride
Atomoxetine hydrochloride
Bupropion hydrochloride
Bupropion hydrochloride
Desvenlafaxine succinate
Duloxetine hydrochloride
Duloxetine hydrochloride
Fluoxetine hydrochloride
Imipramine hydrochloride
Mianserin hydrochloride
Mianserin hydrochloride
Milnacipran hydrochloride
Milnacipran hydrochloride
Mirtazapine

Mirtazapine

Mirtazapine

Mirtazapine

Reboxetine mesylate
Sertraline

Tianeptine

Trazodone hydrochloride
Venlafaxine hydrochloride
Venlafaxine hydrochloride
Venlafaxine hydrochloride
Vortioxetine hydrobromide
Vortioxetine hydrobromide
Vortioxetine hydrobromide

Vortioxetine hydrobromide

sUuuvEUAzANNUS

tab 25 mg

cap 10 mg

cap 18 mg

cap 25 mg

cap 40 mg

cap 60 mg

ER tab 150 mg
ER tab 300 mg
SR tab 50 mg
EC cap 30 mg
EC cap 60 mg
cap/tab 20 mg
tab 25 mg

tab 10 mg

tab 30 mg

cap 25 mg

cap 50 mg

tab 30 mg
orodispersible tab 15 mg
orodispersible tab 30 mg
orodispersible tab 45 mg
tab 4 mg

tab 50 mg

tab 12.5 mg

tab 50 mg

SR cap 37.5 mg
SR cap 75 mg
SR cap 150 mg
tab 5 mg

tab 10 mg

tab 15 mg

tab 20 mg

N

N

N

N

N

N

N
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(saumEyarAN)

(um)

50.10
99.67
99.67
101.65
101.65
101.65
25.00
38.52
48.40
42.50
48.50
0.76
0.56
2.01
4.91
14.98
2247
17.50
26.20
43.76
6.79
10.70
5.03
10.70
1.61
30.57
fomsil
61.12
23.60
47.19
47.19

81.63
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