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nsdleMuTIglulkeIazsoal Joen AuUSe LavTinGs
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5. %@ GPU 287731

AuaNlANInAila

1. Identification test ATIVU

2. Content Uniformity ATIVU

3. YsunusiendrAgy 90.0 - 110.0% labeled amount of Clozapine

4. Impurities No secondary spot of the Sample solution is larger or more intense
than the principal spot of Standard solution A (NMT 0.5%), and the
sum of the intensities of the secondary spots from the Sample
solution corresponds to NMT 2.0%.

5. Disintegration time wanINanITazanvesiled Ry luueenIT 85% (Q) vesUTuIMAIYT
fiwasneluan 30 undl
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1. enasmslduaygntunsdousnsusiiesminglulssmelne wazduns (Declare) unaman

1.1 Iue?ﬁagmﬁﬁﬁumﬁauﬁﬁ’um Toun ne.1, 118.3, 99.4 139 8.2 Laansel

1.2 Tudwetungidou vie.1 wie 8.1 vesefiauesia nouswasBuniadenisnugy Auam
vonanSaaiauiitunzideou (finish product specification) kagUaf1MuAAMAINYBIINGAU (drug
substance specification) n3difiegjszninsnsilasuutas uAludianAnazdoauuienans msveudly (v.5)
1wsou finish product specification Waz/13e drug substance specification

2. 1BNENTFUTBWINTTIUNTHARE

2.1 nsdlewanluuszmelne fudndesdionanfusonnnsgrunssdnemuvdninasiuas 35nsia
Tun1su@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagiwiiiaea1u PIC/S participating
authorities ¥3efllonaNs3UT0NATEIUNSNARSMLIVANINAIILALAB MsTiFuNTHERYY YesdnTinaIy
ANENTIUNTOMTUALEN NTENTNEIE AT Bt muatulnefinruaenadesuasiinifion fundninasl
uayAsmsiiatunsnanen PIC/S Tumsnagiiausuie aduaganiuseunsnsiadey tneilnanisiusosts
TUEUDTIAN



2.2 n3flg I Nd1NANYTENA GRARAIIENAITUTBMNATHIUNINERYIMUNANNNTILAY
FBnsfinlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvitiaganu PIC/S
participating authorities atuangamuseunsesIaeulaginan1sTUTettianesnn ¥3e0enantn
waLmnSel

3. LONANIANNNYBIENNAUBTIAN
3.1 NaN1sRTIIATERRUNNARSTiEnd LS agUvesNan (certification of analysis of finished
product) Tugnjunidadusegng
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3.2 NAN1SATITIATIRUNINTNOAUVDIFIEEATY (certification of analysis of drug substance)
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[ a
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3.3 wnansvsevangiududuanuduiussenineiunisninvesingfuvessiiedifey (drug
substance) 99 3.2 fuguNsnAruaAnTnTiEd53Y (finished product) 4@ 3.1
3.4 wan13@nw long term stability naenyIsengvesnITunzilaulifud1inanznssunis-a1ms
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4. feg19en

4.1 {vaunsna fesdeitegnensgatey 1 niieussydnd Fudusunuiansseasiden 19
st UL rualuderuan TRl

5. M3UstAuuAmeNTidwey

5.1 ifidaeusioaionglilflidesndn 1 ¥ uantuiidseu

5.2 yWnnefidmeu wdosdsdiunnmeluusemanmnaieneiesuiidamoy
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5.4 {lauesien (une) swdesiundsunilelndvuneny vieiiamsidenanmieysznsla o
rourtmun Tnlifiteuly

5.5 nsdldusiidonfuinuifigumnll 2 - 8 ssmisaBua doslionansuaniuazsusesing sty
mafiunazdadsendu cold chain systern #ldfunssumEmdningst Good Storage Practice (GSP) uat
Good Distribution Practice (GDP)

6. LONANTBU"
- & A4 av & Y a & v ° 1

6.1 enfivaueuanusenidugndsvisoguvudmuielagnse

6.2 nsefvnauslilgenfunuy (original drugs) Falllanansan1sAnen bicequivalence ¥adey
@uesImLUIsufisuivensuuuy Ieedsnsdnwdeudulumundninasiuazuuidu®  lunisinw
FrauyavesandyuesdinnuamenIsINITEMNSWaYEN NSENTRANSSMEY ToilseylunsdiidiedAny
vosendusuuTunzdeunoul w.e. 2535 uasiluenlungu sl
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%. enndaslin1ssne kAU (narrow therapeutic index drugs)

A. o1fidnauANgnIIINNTeIMSLArEUTENMAINFoYiiNAneY Bioequivalence 1 B1AN
Aulingnidy, Zidovudine  (Azidothymidine, AZT) eiluguuuueniidinudasmsUanudes fendndny
(modified release dosage forms) \usu '

6.3 nsdifiduniiseararsuay/viedeaneould Fesdinansfnwimnunsanimudsnisazany
WAE/M391309719 Tufvinaraes19e) ATUNIULAZADRAR DI ULNANIANAUEN
7. fiauesan (§v1e) Buvedlionidndyneuasufimue il

7.1 nadlnanmsduamviienesiond nensuinermansmsunnduievos jiRnsitldumsgiu
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%'am PERPHENAZINE 16 MG TAB

AMEUUANL LY

1. JUuuy prudasuusznmurile Waadiou wie Wandouidy

2. dwulsenou Usgnaumeien PERPHENAZINE 16 MG Tu 1 uin

3. AVULUTIY U55MUNBULTAETEN WUULRKS Josfuuasuazanutuly

1. aa1n amnszw‘ﬁam ANILSE TUNGn Juvaneny \auiinan
wunsideuisueliognednau neususy
nsdlenfiussgluunenvssl Foe1 muuse iavTinds
uaz FuieulvSelfoulfiouneguuuss

5. 9% GPU 293904 %58 293763

AaNUANIIALA

1. Identification test HIIINY

2. Content Uniformity P ETALL!

3, USuneusiendfgy 90.0 - 110.0% labeled amount of Perphenazine

4. Total degradation products 13ty 1%w/w of active ingredient

5. Disintegration time uanINan1savanevesmIsnd1fylutesnin 75% (Q) veeUSunumen
Fudeneluna 45 i

Reuludy

fhaupsAsesdudnaneEelenans easden fell

1. enansmslFsueuniunsdowhiusiesmindluustmelne uagdung (Declare) uvdandn

1.1 luddynstunsdowsinguen Hun vie.1, ve.3, e.d vie 0.2 wdusnsdl

1.2 luwetungifou ve.1 vie 6.1 veswnfilaueen ndeuswazdunidonisauny aanm
yonandasinufivunsdeou (finish  product  specification)  wagdarmunAmAwI MRy (drug
substance  specification) nszﬁﬁagiwdwmsmﬁEJuLLUaa uiiludafussouuuienans msveusly (@.5)
1m5eu finish product specification Waw/13e drug substance specification

2. 1BNANTTUTRWNTFIUNTHAREN

2.1 ndlemdludsznalne frdndesdionaiusesnnsgiunsansimumdninasiuas Bmsiin
TunsW@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taeviiaeanu PIC/S participating
authorities  vi3eillenanssusesnnsgIuN AR ImmMannuTiuas I msfiAlunskdnen  vesdinauy
AMENTIUNITOWMNTUALEN NTENTIENGITEUEY Farmustilaefieusonadosasiindioy fundninasi
warismsfinlumsndnen PIC/S Tunmnneniliausuie aduargamuseunsnsivaey Taeiinanissusestis
TULEUBTIAN




2.2 n3dlgndudnnnaneusena guandesdlilena1siusewnnsgIuNNERYIMUNaNINMTILAL
Fnsfinlunisndne PIC/S (Pharmaceutical Inspection Co-operation Scheme) nemiiesnu PIC/S
participating authorities aUuagamusaUNIRTIIARUlALdnNaN15FUTBNTUANDIIAN Y300 LNADATN
Ty

3. LONANIANNINYDILTLAUBTIA
3.1 HANINTIIAT RN NARS s end 593 UveIENAR (certification of analysis of finished
product) lugnguidsduiegn

[

3.2 HAN1IATIVIATIAUNININGAUTBITIEEFTY (certification of analysis of drug substance)
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alunsnaneguidaduievisvesndneuasduiningiu
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] a Y

3.3 Lanasnievangiududunnuduiusseninejunisnanvesingfuresdiendify (drug
substance) 1 3.2 fugumsuanvasdniomiendnsagy (finished product) 4o 3.1
3.4 wan1s@nw long term stability naenyIvengvesennTunzileulifud1inanenssunis-oms

ST NTENINEBIIUEY

4. §i79879eN

v ¢ = g a

4.1 {uauesna fesdeinegnenegetes 1 wiieussydnd Jududunulanissasiden h
AsutumimvualuiteRau AU WY

5. myUseruganmEnTidsoy

5.1 iidsueudesiongldldlidesnin 1 U dusniufidwey

5.2 gMnaRTidmey Wi amieluTusemamMInTITIn i uiidey
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5.5 nsdhdusniidonfusnniigumall 2 - 8 ssrniaidva foslionansuaniuaziusesiil szuy
mMsviuuazdrdaendu cold chain system AlFunsgunLmdnnas Good Storage Practice (GSP) waw
Good Distribution Practice (GDP)

6. lanansdue

6.1 sniiaafugivisndudndmdofunudmmielnenss

6.2 n3cifeausllvenduuy (original drugs) Feafiienansuanisiinu bioequivalence U3
@uesAnUTsuisuiuetiuuuy Tnedsmsdnundeudulumundninaeiuazuuidjdd  Tunsfine
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yosenFuuuT s dounoud w.a. 2535 uanduenlundy fi

n. mﬁszu’haﬂuﬂdu Biopharmaceutics Classification System (BCS) Class 3 %38 4
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Ho87 LAMOTRIGINE 100 MG TAB
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1. Uk p1dnsulsemuein e wie Wandieuildy

2. &ulseneu Usenaumedie LAMOTRIGINE 100 MG Tu 1 uin

3. NYULUTIY ussglunruglaaiv Yosduuasuazauduls
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5. svid GPU 356708 138 1005729

AnENURANIGALA

1. Identification test HTIINIY

2. Content Uniformity M3

3. YSunusaendfny 90.0 - 110.0% labeled amount of Lamotrigine

4. Total impurities 1i1Au 0.75% w/w of active ingredient

5. Disintegration time uanIanIsaratsvesiIedfylutosnit 80% (Q) vesUSunumen
fuds aneluvan 30 undl
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1. nansmsléuongmiunsdeuinfuenfiosmndluusunalng wavdiuns (Declare) widwdn

1.1 luddeymstunsdousinduen 1un ve.1, ve.3, ve.8 3o 8.2 ududnsd

1.2 ludvetunsdou ve.1 vie 8.1 vesenfiauesinn wiouswandusidenismuay Aanm
yoawAnA s nuiitunsdou (finish product  specification)  UagdaimunnuAINIBIINQAY (drug
substance specification) nsdifiegszminesmsiasundas udlufiuAnasdesuuuienats nsveurly (u.5)
W39 finish product specification Waw/138 drug substance specification

2. LBNANTTUTBWNATHIUNINENEN

2.1 nsdlewdnluusemelne grandediionanfuseunasgiumstdnemamdninasinay 5nsia
lunsuane PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagniaeanu PIC/S participating
authorities  ¥13eflloNaNs3UTOWNATHIUNTHAREMNNANINUSILAYISNSTRLUNSHAREN  vesdntinau
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2.2 nsflend1NAYsEINA GRNARADeeNaNTTUTEINTIIUNSHEAEIN NS NN LAY
FBnsidlunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inenitiasanu PIC/S
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weuwsngell

3. LONANIAMNNYBIENTILEUETIAN
3.1 NaMIASITIAT IR NKENSTund S agUresnan (certification of analysis of finished
product) lugunidadusieg

(v

3.2 AN IATIVIATILVAUNNWINGAUVDITIENEATY (certification of analysis of drug substance)
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3.3 narsnsendngiududuninuduiussenineunisnanvesingfuvesdiendidsy (drug
substance) 98 3.2 AuguNsKAruamanineiend5agy (finished product) 48 3.1
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