5’1&1azL§ﬂﬂ¢3mé’m§mzLQ‘W’]WNEJ’] Rabeprazole Sodium 20 mg Tablet

TsaneUIaTIUNULTUNS

1. Joen Rabeprazole Sodium 20 mg tablet
2. gausAnaly

2.1 eufiavilinsudsemununsalunseimzens (Gastro-resistant tablet)

2.2 Tu 1 diaUsznaudesien Rabeprazole Sodium 20 mg

2.3 ussgluunsnaintiostunutuls

2.4 aanszydesn drulszneusedifyuaramuse Yunde i’uﬁyumq i Tindnuaz
wwnzidousiiuelisgetaauuumeuzussy vuwnsedwliossiosy Jeen Amnuuss Tuiu
9guATIAYTINGR

3. anaNUANIamALia

D) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 97.0 - 103.0 % LA of

Rabeprazole |
3 | Dissolution Test Meet the requirement
4 | Uniformity of dosage unit Meet the requirement -
5 | Impurities Meet the requirement
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4.1 wnanslésueyyniunsdousiuenitesmieluysamdlng uasduns (declare)
WYIBINER
4.1.1 Tuddymstunsadeusiue 1un ne.2 ne.3 ne.4 vie 8.2 udusinsdl
2.1.2 ludwetunsidou ve.1 vie 0.1 vesenitaussa wisussasienvdents
MUANANANYBINEN s ITusLTEu (finished product specification) wazdorimunAmaIn
1993MgAv (drug substance specification) nsdiflegsewinmsidsuuvauflufufunzdouuy
lenNa1sN15vBUALY (8.5) e (finished product specification) Wag/v3e drug substance

specification lagsudlanauiulseniadausiar/dseninsimwazlaiiuy 2 U w Suuszneaat
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4.2 18NANITUTDWINTFINNIHENE
4.2.1 nstlewanluusemelng fudndesdionarsiusewnnsgrunsuinginia
wdninaueiuagIsnsiiRluniskanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ing
wwu PIC/S participating authorities 38 flenanssusennasgiumsaane mumaninasivas
Bnsiflumssdnevesdiinnuanensnse S UAaTEN NSENSIAEITaIAY Sermuniulaed
muAenndeuasinifisuiundninariuag B nsinlunsudnen PIC/S lumneenilduews atiy
anganmseumInTIrdeulpeiinan1siusesiiviulssnrdaua/UsEnIngian
4.2.2 astlenhidhandnussme gudsdedionanssusennasgiunsndngin
vidninaeiLagIsnsinlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagyisau PIC/S participating authorities atiuaigamusounsnsisaeulaeiinanisusesdeiu
UssmAuszmanandidnnseiing vieengnaondn udusinsel
4.3 NEANIAMN MBI TLAUBTIAN
4.3.1 namsn AR mEndusiedusaguvesudn (certificate of
analysis of finished product) ‘lumsq'uﬁdwﬂuﬁaasha
4.3.2 NAN1INTITNATWVANAWINGAUVRIFIEE WY (certificate of analysis of
drug substance) mﬁﬂumswammiq'uﬁ?iqLi‘Jus?hashaﬁu'waquwﬁmmuasﬁwﬁmi’mqﬁu [**vaneLe)
nsgilugngu biological products #ean1s COA of drug substance ﬂuaapgwammwhﬂu’u / nsdieniu
\Uu Sterile water for injection Tsi#aeil COA of drug substance***]
4.3.3 wnasvisendnguiuduanuduiusseningunsndavesingiuveding
@Ay (drug substance) 4o 4.3.2 fugunsuanvewdndneierd3agy (finished product) 4o 4.3.1
4.3.4 wan3Anw long term stability maeatvegweIEniTunziTeuliiudninau
AMZNTIUNNTOWNTUATE NIENTNAITITUGY
435 ﬂiiﬁrﬂua’ma:u biological products fwdu vaccines, blood products #a4il
1BNaA13UIBIUNIWER (Lot. release) NNTIANEIMEARTNISUNNE NTENTRATITUY
4.4 §eEn9en
4.4.1 flauesan Fesdeegnensdielios 3 mhoussyduet Fadufunuuans
seazBonldnsuiumuiidmusluidenuaudivludhaiu
4.5 MsUseRunmAWedwaY
4.5.1 eriideaeudesiiongldldlidosnit 18 Wewtunniuduwey

4.5.2 ywnaafidaey wgdesdidnnnwieluiusemanisnalinseien
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4.5.3 nszﬂﬂ'wmaiwmiv‘hmiejuﬁuasmmﬁdmauLﬁadqmm%msﬁsﬁﬂmmw
wihgsmsazvimisdedosaiedns Inedlaussian (une) ssdosdseiindnmusiuiuiimine
wnsdmsnTiesgiuandudiuiisveualdteinededumnsainsmeinuam nsdiinui
grlifulumunudnuuziams mheswnsveanudvslifufivsanmaauesimensnaves
fauesmeisnanvesdiauesia(§une) uaz/vieduanluadadely

4.5.4 flavenm(fensdosiudousislenlndvuney wieleinms
douanheusznislag neurvus Taglifideuly

4.5.5 nsdiugfideniusnuilgung 2-8 ssrieaidea Fesdlienansuanuar
fuseanilszuumaifiuuazdndeendu Cold chain system Aildunsgumamdninasi Good
Storage Practice (GSP) ie¢ Good Distribution Practice (GDP)

4.6 Laﬂms%‘u‘]

4.6.1 nsdloiauslailienduuuu (Original drugs) Fesilionansnanisine
bioequivalence woseilauasALUSE LT UEduLUY Tne3smsAnudadulunumdninns
wazuuHURlunsEnnBrauyaves@lyresdinuALATINNTOIMNSWASET NTENTN
as1saug detiszylunsdifimeddyuessrduuuuiunsSouneuling.2535 naziduelungudsil

4.6.1.1 sniszyineglungu Biopharmaceutics Classification System (BCS)
Class 3 %50 4

4.6.1.2 difisiinnshwuau (narrow therapeutic index drugs)

4.6.1.3 piidinnuenEnsIIMIoMIILarEUsENAdo NS AN
biocequivalence 191 e1Auiiiagnidu zidovudine (azidothymidine, AZT) UﬂugULLUllmﬁﬁmLUm
msUanvasesiendrfgy (modified release dosage forms) s

4.6.2 ns@duseitfesasansuas/miaderneuld Fesinamsinwmai
ASANNUAINNTaZANELAL/YIDIT0918 Tudvhazatenngg asudiulasaenadasiuenansinfuen

4.7 fauesien (une) Busenlviendndyaneunsufinue fail

4.7.1 n3dlamsguaniviTeient lngnsaiveeansnsunndvsevesujoRns

flfnmsgu ISO/IEC 17025 mamsnsrvdinsziliifulupusnasgndesmusluyssnegeusiay
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4.7.3 nstinulgmamnmannudadueietilenvdmaseouss@ninauazanuuasnds
softefldsue
' a M 1w a a  w & ol s = o s
4.8 ieswmsvesnudnshisuinsumandurienivse MgnisenfivAulaedniney
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