bid | k4

T18ALIBYAAMANYZIANY
81 Aripiprazole & mg film-coated tablet

®. ATUADINTS 81 Aripiprazole & mg film-coated tablet U ob,&oo LN
. gauaNTATAlY
b.o UL : pudaudiniulszniy
blo @1UUTENBU : o \in Usznaumesmen Aripiprazole & mg
.o ANYUTUFIY : Wipenussglunvuzdauiu (tight containers) UUAYUEUTIIRDITEY
Fouwhly anuuse tariindn Sununengelietnadiau
b.€ 2010 : spylenwinly duusenoumieddyuazanauss deuddueen Aufouns
141 Ffvinw waiisdn lunzdouiiu Tundnuas Tunneigeliegredaay
. AANUANIGIVALlA
NamsmafﬁLﬂs’wﬁﬂmmmﬂulﬂmu Finished product specification Wag Drug substance
specification figneBennndusifuatiudieaty Jddamadousedinauanznssunsemsuasen
nIgnyaasITnigy waslunduifuiiisuriviolminiuassrundsiiulamunis anuuszane
NTENTNEAITUAY 1309 58UAIT181 WA, beba aatuil b Funau 1A, bebe Usznmalusaion
YU alo NN A, bebl) WagEes seyfinen @IUT ) WA, beole aTudl m NTNIAN WA,
beob (UsznAluTvRINUUNY b NINHIAY WA, beob) WaZHBHINUNIINATTIUNITe
nsdilausinglusisienlag (non-official pharmacopoeia) TafvunguautAmsmaiagie
Usenaums universal tests wag specific tests mwﬁaﬁwumLLasmmigﬁuﬁbﬂﬂmadﬂ'ﬁ’jLﬂi'wﬁﬁﬁ'mum
lﬂum"ﬁwﬁﬁ’]‘lﬂ%'ugﬂLLUUEH‘lf’Iu 9| (general requirement of dosage form) #3® The International

Conference on Harmanisation of Technical Requirements for Registration of Pharmaceutical for
Human Use (ICH)

Drug substance specification (USP&)

m.@ Definition White to almost white crystalline powder.

oo |dentification test maﬁ]chum’mﬁ’i%qiu drug substance specification
(IR, HPLC)

on.en UsunausnendnAgy (Assay) ®&.0 ~ @olw.0% (dried substance)

o Impurities
oo Residue on ignition  L4lAu o.@ %

s o Organic impurities

Aripiprazole related compound G AU o.00 %
Aripiprazole related compound F” € 11U o.00 %
Aripiprazole &,&-dimer* Lilfu 0.00 %
Any other individual impurity Lailfu 0.00

ﬂmznssumsﬁwumqmé’nwmmaw\z

" - a =) ar L2 e a a L4
N0 AIULBETYY QAU PUNTIYAY

UI$51UNTTUNT ATTHANT




Total impurities iy o.¢o %
VUG : a = e-{-[e-(o,m-Dichlorophenylpiperazin-e-yllbutoxylquinolin-s(eH)-one.

b = @(,m-Dichlorophenyl)}-e-l@-(o-0x0-0,,m,&-tetranydroquinolin-s-yloxy)
butyllpiperazine e-oxide.

C = If possible from the manufacturing process.

d = @,0-(Ethane-e,e-diyl)bis(e,a-dichloro-a-{e-[e,e-dihydroquinoline(eH)-one-
s-yloxybutyllpiperazin-e-yllbenzene).

en.& Loss on drying TR o.¢%

Finished product specification

m.@ Descriptions maf\]mummﬁ'wﬂu finished product specification
m.lo |dentification test m’aﬁlﬂi’lum’mﬁisﬂu finished product specification
an.en UTunoudnendAgy (Assay) @d.0 — @o&.0%L.A. of Nebivolol

on.@ Dissolution WARIHANSATANEUBIIET Aripiprazole liitlaunan

% (Q) veaSinaiefudenieluna mo i

a.& Uniformity of dosage units mi’aﬂuci”lumuﬁizﬂu finished product specification
. Organic impurities

- Aripiprazole related compound F ity o.mo %

- Aripiprazole related compound G lailfiu o.mo %

- Any individual unspecified TaiAu owo %

degradation product
- Total degradation products LA @.0 %
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UszmnelnelaglulumvetunsifoundesisivasiBeniitensnuauaunnuendndaataundu
nerdoulily finished product specification uagdoimuanunINIngAy (raw material specification)
wionsdifiogszninanaisuwdawdly deswuuenarsnisveunlauarseaziBennisuily (8.¢) w
el
<olo luddynisiunsideudiuen vuneis ve.e v3e ne.m Tunsadmduliginn
AU TEINANTOUUAUTIY
<o nmemanlulsewdlng fosfivddesusennnsgiunisndnmundninme wagIsnsHan
= Y ol a o a
7 (GMP) 999n53M51ETITUNEY Uagnaninuaisnsndnnatunisuanvesanamglsy (G
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MUsseRaaviontideusemaninsion Certificate of Pharmaceutical Products fieenlaegyszine
HnAnvSoUsTIARI VY

<.« Inbsdosusaanisnsiainsizivealsenugngn (Certificate of Analysis of finish product)
nsafugTinUszneunisiansan

«.& wledosusainisasiaiinsiesiuarlunansuna wdnvesarsiadfidudenddey
(Certification of analysis of drug substance) ﬁu’aﬂuaw’%ﬁ’wé’wamm WAL USHVENARIngAU

& wnastudunuduRussEniegunsKanvaingaudienddty (drug substance) uas Ju
MIndnvasudnsmuaidnsagy (finish product)

<o fhogneiunusenounsinnsanasdiunvusiiugsg eg1stes o miseussyfoe

<.« Imfadeduduiuseamsuanddsuslunsdlndnuaeglhifueifiengnisldaueniu
Wleusglevtivesiite

<. Sunneguassiidueuioditosnii U o ey tuainiuiidmeu

<. oo N3l lulye1iuwuy (Original) 3¢ 84l U9y an 5@ nwrd1auya (Bioequivalence)
Wisuiisuiugduuuy dsasnadesnamdninamiuazuuimafialugilions@nudalsedvsuauas
PrauyaveWEn S e WNNNTTIUAMUATEINBIAITUANET EinIUAMENTIIN TS aseUTET
Uspinalned woow vieillususesinndnsdasioniu ndnlaedudniotunisluaieioniu gasiiv
LaENIEUIUMIHENFREINUAUIRULUY

.00 kansvEnguwaiinuesTngiu niounanmsIvlnTginunwIngRuve eI end iy
Tilumsnanluguitauoue fovesudneuasianingi

Y
<ol TunsgivunzidoueuuInni b U agiesddnuinimaisnanisdinel Long term stability

eg

puigufisdtluns o unuans

&.om kanuanarsfuduanudunus seninegunisndnvesingfvvesdigndAgy (drug
substance) fugun1srAnuandnfneiedusagy (finished product)
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