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81 Omeprazole bo mg gastro-resistant capsule

®. AUABINIT 81 omeprazole o Mg gastro-resistant capsule 31U @,0&0,000 wAUga
0. AFNTRANA Y

.o JULUY : enuAUgaviiniulsynu
b.lo @UUTENBU : o WAUYA UseNauiediian omeprazole o Mg
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a. AENUANIVATLA
Nan’lim%ﬁm‘i’wﬁﬂmmwLﬂulﬂmﬂu Finished product specification wag Drug substance
specification f1§198s91ntadusiFuatuifieatu wensddilivsangluindusiiuliéadann
in-house specification @sliannzfeusodinauamuznssunisemiswazen NILNTIANTITUAY WY
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Drug substance specification

o.e Definition ms’aﬁwhumuﬁizq’[,u Drug substance specification
oo |dentification test mw&humuﬁisﬂu Drug substance specification
(IR, HPLCO)

en.en USususnendey ®&.0 — ®@o.0% on the dried basis

o Impurities

- Organic impurities ATIVUANUANSNT o

Hoas Acceptance Criteria NMT (%)

&-Methoxy-e H-benzimida-zol-e-thiol o.e0&
Omeprazole N-oxide (omeprazole related compound E) o.0&
Omeprazole sulfone N-oxide (omeprazole related compound 1) oc.o&
Desmethoxy omeprazole o.o0&
Omeprazole sulfone (omeprazole related compound A) o.0&
Omeprazole &-chloro analog o.0&
Ufiprazole o.0d
Ant other individual impurity 0.0
Total impurities ®.00
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o.& Loss on drying Not more than o.&%
o.o Residual on ignition Not more than oc.e%
a.ed Completeness of solution m?ﬁ]mumuﬁssﬂu Drug substance specification
a.c Limit of omeprazole related compounds F and G
The absorbance is NMT o.®, corresponding to NMT

sm&o ppm of sum of omeprazole related compounds

Fand G
Finished Product specification
en.@ Descriptions m‘n%ﬁhum’mﬁisﬂu finished product specification
oo |dentification test mwchum’mﬁssq‘lu finished product specification
an.en USueudaendngy ®0.0 — ©80.0%L.A.
en.& Dissolution
Test @
Acid resistance stage (Time l» hour)
Level Lo No individual value exceeds @&% of the omeprazole
dissolved
Level Lo The average of el units is NMT wo% of omeprazole

dissolved, and no individual unit is ereater than s&%
of omeprazole dissolved
Level Lan The average of e units is NMT wo% of omeprazole
dissolved, NMT & units are greater than e&% of
omeprazole dissolved and no individual unit is

greater than &&% of omeprazole dissolved

Buffer stage Not less than ei&% is dissolved

Testlo

Acid resistance stage (Time o hour)

Level Lo The average of o units is NMT @o% of omeprazole
dissolved

Level L The average of el units is NMT @o% of omeprazole
dissolved

Level Len The average of b units is NMT @o% of omeprazole
dissolved

Buffer stagee (Time @& minutes) Not less than e&% is dissolved
Buffer stage

on.& Uniformity of dosage units m’m&hum’mﬁisﬂu finished product specifi
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oo Impurities m’mﬂhummﬂisﬂu finished product specification

- Organic impurities m’mmum’mmﬂa‘ﬁ ©
) oans Acceptance Criteria NMT (%)
&-Methoxy-e H-benzimidazole--thiol o.& o
Omeprazole related compounds F and G) o.&
Any other individual impurity o.&
Total impurities .0
UNBLE):

_ nsdidneBeannundasinusaud USP e, EP &, BP boee ¥3slmininliiuunanssissnunanis
AITATITTe Elemental Impurities risk assessment report AuuIRSgTLLATYH5U gduse
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finished product specification wagdafimuaAuA WIngAU (raw material specification) w%’aﬂizﬁ‘ﬁagj
sewinmsasuudadly deswuuienarsnmsveudlunasswaziBoanisudly (8.¢) ude
CACAT ‘Luﬁwﬁﬁymrﬁumtﬁauﬁﬁum VB ne.e 3o e lunsdmduidudiann
ANUTZNANTBLUIUTTY
<o n3dlomaniulsamalve Foslniiadeiusosnnsgiumsnanaumanineds waEISNsNAnIR
(GMP) U99N3ENTINEATITUEY LasvanInaTAENsNARTinuMIHAsvesannmylsy (GMP PIC/S) Tunang
pfauerne wie nsdlemindhindnaseme Fesdiwilsdeluses GMP PIC/S weslssnudnane1an
Usswadnanvienilsdosusemandngien Certificate of Pharmaceutical Products flonlagussine
Arnanvioussinagding
«.« Inthdeiusean1snsiadinsienvadlssnuinin (Certificate of Analysis of finish product)
asefuefiviulseneunsfinnsan

& Hylda¥usean1snsIa T iLaLl UL AN WA INERYB A SLATITL

[ LY a w

Jumigndincu(Certification

]

of analysis of drug substance) sisvesUTIMERARYY LazsUTTNANERTgAU

<o wnansbuduanuduiusseninajunisudnvesingiiuiendadiny (drug substance) way Ju
mMsuanvesrandusidnsagy (finish product)

.o fhegaiitindsznoumsfansandgfiunisusiiussy ednliey o mheussiue

<@ wuaaaauausmaqmmaﬂuJawmlunsm’tnaumawluLﬂumwmmamﬂmmmwu

ﬂm%ﬂiiﬂdﬂ'ﬁﬁWWUﬂﬂmﬁﬂ‘lﬁmﬁLQ‘W']S

£ w - ar v ¢ W a ¢
UGN AIRLLDYIVY NEANIAU AUNTIYAY

Jse51unIsuns ATIUNTT




wieuszlemivesiiay

<.« Tumumengreseniidweudedsitiosni o U o Weu dumniuidwey

oo nsmlaildduuuy (Original) avdsadidoyanisfnudiauya (Bioequivalence) LW3guiiiey
fugrduuuy TeaenndsnuvdninusiuasuuimeUjiituglenisfnuBiuseaninauasdrauyaves
KAnSTio MR TgIUAUATBINBIAIUANEN 1TnauAMENSTINITIMTKAT B UTE I SBmAlne T
booa Miaiilufusesiuandusiontu sanlneinandsfurdolusdedeaiu graridu waznsvuiunms
HaARLRe AU AULUY
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€00 WEAMENFILUMARINvBITngiu nSeuran1InTIRIRITIRAUN WIngAUTDIRIEEAR]
Tlumsuanluguiliauaviy NVBENEnUavEHERTNQAY

.o NI UNTUNNINNIT o U 98faliduinmatsnanisAing Long term stability
dd & a
aunBuisinlunzidsusulans

[Y]

&.om WanuonastusumuduiusITnigunIRanvesingAuvesiiend@fey (drug substance)
Ausunsranvesdndngiendnsagy (finished product)
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81 Epoetin alfa @ooo iu powder and solvent for solution for injection

. AUABINS Epoetin alfa €ooo iu powder and solvent for solution for injection

AU ,000 vial
. ﬂmamumwﬂﬂ

.o JULUU : Lﬂummﬂimmﬂwaama wdavanadesvnazansldansavaela Lisid dwmiu
Fadnl@Ronls way/vde Aadmasalaans
blo AUUSENOV: & vial UsEnaumiesien recombinant human epoelin alfa o000 U
.o AVULUTIY Uiiq'l,waamuﬁagmﬂs”‘ﬂmm%é
o.& 281N

s

mjam AUl TEnaUMEEIRYLAZAILLTY TUNAR auauma @iindnuaziammzidoudnu
mhamwmwuummnmm ﬂimawwussﬂuwaamm AANNUUNITUL Uis'«aamauaamaas Usuaa'm%a
AUz umeNd 1AL ILATAINNLT auauma LazaTinGn
- idemnuudaiou Tdafueil b - & sarwalded Laznanidsansutuds (avoid freezing)
Uuussqﬁm%uasmmuzmiﬁ;m
on. AaNUANamAaila
HANISAIIVILATIY ﬁﬂmmm'ﬂulﬂmm Finished product specification k@ ¥ Drug substance
specification figreBeannnduinfuatiuieniu Fel@aanziTousadinUAMLNTIINITOIMITUALE NTENTI
416713 Uay mumaﬂjmi‘uwmEmwnma”l,wmwmmmummmwlmmsuwua AUUTENIANTENTI
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Drug substance specification

m.@ Descriptions Gl‘s’mﬁhum’mﬁizﬂu finished product specification

.o Identification mwashumuﬁssuiu drug substance specification

en.en Biological Assay ®o.0 — ew&.0%

o.a Protein content 0.0 — @wo.0%

an.& Impurity

- Host cell derived protein maf\]&i’mm’mﬁisﬂu drug substance specification

- Host cell and vector derived DNA m’;ﬁ]mumuﬁisﬂu drug substance specification

en.o Sialic acids Minimum @o mol of sialic acids/mol of erythropoietin
on.¢) Bacterial Endotoxins Test l3iAuNn o IU/@oo,000 IU of epoetin

a.@ Dimer & related substance of higher molecular mass Not more than &%
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Finished Product specification

o.@ Descriptions m’sﬁlﬂi’\ummﬁ%ﬂu finished product specification
oo |dentification test mwmum’mﬁixﬂu finished product specification
an.en Biological Assay

- Potency in polycythaemic mice @o.0 — elod.0%

- Potency in normocythaermic mice co.o - elb&.0%

on.& pH oo - 0l&
. Dimer & related substance of higher molecular mass Not more than %
oo Water content Not more than &% w/w

en.e7 Particular matter

- Size 2@0 UM Not more than ,000 particles/vial
- Size 2b& pm Not more than oo particles/vial
. Bacterial Endotoxins Test 1iiunit wo 1U/eo,000 IU of epoetin
. Sterility Test m’;%ﬂmumuﬁia’,ﬂu finished product specification

ALNELUA RITSNIINTEFNUARBR AT ASITU (Finished product specification: Shelf life Specification &.
Al , U

Release Specification) Ml#suausiRandinNuUAMENIIUNITOIMTUALYT T zsivosndnsdiiagy uog

Foyarnunshvesen Fafesdimansiaasunnidenuiindusiuiimue

. [Rovladuy 9
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s findemunduiuiinsenssansisagasuses
@o.0 Tddynstunsdeum3ue mneis ne.e, nee Tunsdifiluenfindslusvwdlnelag
Tuluswotunzleuendesiisnoas LasJmmsu@msm‘uﬂmmmwmaqmamnmﬁmmwwmLUEJulf’fLu (finished
product specification) way PanmuaRuAINIngAU (raw material specification) maﬂsmwaas N3I14NNS
WasuwUasudl mamuuLanmsmmLLf’ﬂmLauiwamaammsLLfﬂm 8.&) 198
<lolo luddynstungiSusifuen mnet ve.a 50 ne.am Tunsamduidhannssseme
WBUUAUTTY
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YBINTENTNEATITUY Laendninaeisnsnanialunsnanvasanamglsy (GMP PIC/S) ) lumnaenfiauens
Ao nsdlumidnananssna desintlideduses GMP PIC/S vaslusnugrdnsannusumaduinviovidde
Suseamanimien Certificate of Pharmaceutical Products ‘V\aafﬂma‘diuLwﬂ;&wammaﬂimmmwma

.« inlidefusoansnainsivedlsanuinan (Certificate of Analysis of finish product) a59fi
giuysgnaun1siiansan
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o.¢ SnlideYuseenisnsaiinseiarlundniuaseanueansiniiiiluiiendidny (Certification of
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analysis of drug substance) HawosuTEnEnans uazusTnnan ingiu psafiugTiimUsEneunsRansen
@0 pniauodusividndudnanrsedunuimmielaense
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.00 nstilalgenduiuy (Orginal drugs) aeiesifoyanisdinu@aauya (Bioequivalence) wWiguiiiay
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c.oo nidililgenduuwuy (Original) IﬁLLammé’ﬂg'\umsﬁﬂmﬁLLamd'\L‘fJuwémﬁm%ﬁdﬂqmmw A
YaoadsuasUseansarmifisuinensuiuy Lazienaisiuandinendu Biosimilar 914 EMA guideline %58
USFDA

.0 LLamwé’ﬂmmmdaﬁmmaﬁmqm wiounanisnsanliaseinuawingAuvesiienddnyildlu

mimamiuiuw,auama "VN‘UENNN@GIEJ’]LL@«:NN&WMQ@U
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v

€ on lunsaitunzisugnumnnii b U azfesidnuininaignanis@ngl Long term stability AU
ALl unz e usULAans

=

a & . i a =2 . T <f o = IY s
<o NSETueT multiple dose #aelin13ANY in-use stability data NgUUAYN mo”C WHBAATBINY
anmomaluUssnalneNoudu
€.o& S5UUN15UUAILUY cold chain system RloaNATEIU
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.o WaPENANTELTuA AU SEwInsfuNTHARvRTRgAUTRsfEdATy (drug substance) iugu
AsnAnTeHAnTnmed 593U (finished product)
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F8azIBuNAMENYUZIANZ
g1 Benserazide &o mg + Levodopa oo mg tablet

®. ANNABINIS 81 Benserazide &o mg + Levodopa boo mg tablet_—
U o&,000 Lf]ﬂ

0. gauantATlY

b.o UL : e dinvdniuussmiu

o d1UUIENIV : @ Win Usenaumesien Benserazide ¢o mg + Levodopa boo mg

b NIBULUFIY : neussylunieusUaatin duna vunurUTTResTEy e Wil
ALY LaTIRER Juvsaengenliednadaiau

o.c 8010 : seyTesiily dndseneuendiduazariuse fedddvesen Auieunis
e FBifiusnu iaafindn msdowiiu Sundnuay Suminegelisdedaau
o, AeuaNUANIamALiA

Namimmfjmswﬁqmmmﬂ ulUmu Finished product specification way Drug substance

specification Ng198arnadsdvatuieIiu FeldaanzidouradiinauAnuenIsuNIsoMITHAZE
NSENTIAITITUEY sazdundainfuifisuminielmindunasgruaduiiuladunils susznng

< o o al 1Y) v | ¢
ﬂiﬂ'V]ﬁ'Na'lﬁ'ﬁmq‘U b3BIITYNTI8N N.Abdpe a4IUN  FUMALN N.AbdDe LAYABINTUNEUNNTINIZIU
Nnte

Drug substance specification (Reference BP)
Benserazide Hydrochloride

a.@ Definition G\S’Jﬁ]ﬂi’]umuﬁizﬂu drug substance specification,
oo Identification test m’m&i’mm’mﬁisq‘lu drug substance specification
(IR, Chloride)
an.an USunausnendnsigy (Assay) «=.& - ®0.0% (anhydrous substance) ,
o.@ Related substances
a.&.e Impurity A Lifunin o.¢%
o.&lo Impurity B Tafiuni o.¢%
an.c.en Impurity C Laifiunan o.a%
on.«.« Unspecified impurities LiAun o.0%
on.&.& Sum of impurities other than A Liiuni e.0%
on.& Water determination TtAunIy e.0%
oo pH &o - d&o
.o Sulfated ash LaiiAuni o.0%
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Levodopa

o.@ Definition

oo Identification test

on.en U3naudaendnfgy (Assay)

on.@ Related substances
o.c.e Impurity A
oo Impurity B
an.&.en Impurity C

o Unspecified impurities

e & Sum of impurilies other than A

o.& Enantiomeric purity
- Impurity D

oo Loss on Drying

.Y pH

m.c Sulfated ash

Finished Product specification
en.e Descriptions

oo dentification test

an.en USHNaudnendifny (Assay)

en.@ Disintegration time
. Dissolution

Benserazide Hydrochloride

Levodopa
on.& Uniformity of dosage units

on.& Impurities

o o
<. [Raulvdu 9

< ]

<o 81UsTPUNTULTaalin - un

14

= Y Vo
<o enauainangulaiunis

Funesl

ol

=

ayraRunNnsEyly drug substance specification
m’aﬁwhumuﬁisqiu drug substance specification (IR)

&&.0 — @om.0% (dried substance)

LiAunIT c.0%
Liiuni o.¢%
Lifiuni olo%
TatAiun o.0&%
TalAuNIN @.0%

TaAunI 0.8%
laifunan e@.0%
€& - oo

LitAuNI 0.0%

ms’mchumuﬁisqiu finished product specification
maﬁ]ﬂhum’mﬁisﬂu finished product specification
Benserazide Hydrochloride ®o.o — @@0.0%L.A.

Levodopa ®o.0 — @®0.0%L.A.

LAY o W

laidounin ol .0%L.A. (Benserazide Hydrochloride)
MAI91N o W

Laitfoenin ae.o%L.A. (Levodopa) Masa1n eno U1
m%wi’\umuﬁi::q’[,u finished product specification
m’;ﬁ]ﬁi’lum’mﬁisﬂu finished product specification
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finished product specification kagdofimunanuAningau (raw material specification) M%ﬂﬂicﬁﬁae‘j
seyrinamsasunlasuile desuuuienasnisveudlauazseazideanmsuily (8.¢) ueme
<o ludfynstunsiousiisuen nunefs ne.e v3e no.a Tunsafduiidiann
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<o nadewaslustnalng doinildesusennnsgrunisnanmumaninas uagisnswanin
(GMP) T03NSENTHANTUGY Wasndninassiismsndnitlunsudnuesannmglay (GMP PIC/S) Tuvsrs
giliauey vive nsdenidnanssssme desdiviisdeiuses GMP PIC/S vadlstnudnEnenan
Ussmegnanvieviisdosusemandneien Certificate of Pharmaceutical Products foenlagUseine
AnAavSoUsEnALSvINg

<.« Imiadedusensnsadinseivealsenueuin (Certificate of Analysis of finish product)
psafiugnTiinmnusEnoun s Ry e

«.¢ Sntladodusainnsvirseiuarlunansuvamanvasansiniiiilufend Ay Certification
of analysis of drug substance) ﬁ'ﬂ“ﬂaﬂﬁﬁwé&lamm wasUTEEHER TngRu

&% wnanstuduanuduiusseninsqunisndnvasingfuiaendfey (drug substance) uaz Ju
mndnvasudnsusidniagy (finish product)

.o fheteiihunUszneunsinisanasdiunvusiiussy ednles o wireussyiie

¢ iindidetuiuiusemsuanidouelunsalndmnergliiduiifiongnslieuemiu e
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#1 Enoxaparin sodium o mg/o.b mL solution for injection, o.o mL prefilled syringe

®. ATUABINST 81 Enoxaparin sodium oo mg/o..o mL solution for injection, o.o mL prefilled syringe
31U e,000 syringe
lo. AuENUAVALY
b.o JULUU : 8120
.o @1UUTENBY : @ syringe Usynaumesmen Enoxaparin o mg (o,000 unit)
©.o AYULUTIY EJwm‘sﬁﬂun’\‘uuw‘s‘sﬁ;mamﬂﬁﬂmﬂﬁa%ws‘saﬂuﬂa'aa annsatesiuuasla
vummuruTResssydosiily Armuse weiinde SuninengelSegadaau
b.c 9N 1 srydesihly dwuszneudneddiguarauuss fevddveten Aufounslde 33
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Drug substance specification (Reference USP)

a.e Definition Wﬁ’ﬁ]ﬁi’]umuﬁisﬂu drug substance specification
m.lo Identification test msaﬂﬂi’]umuﬁssﬂu drug substance specification
A) Spectroscopic iden. Test The spectra exhibit maxima at wae + o NM
B) C NMR spectrum m‘i’s’«amumuﬁixﬂu drug substance specification

Q) The ratio of Anti-Factor Xa
activity to Anti-Factor lla activity laitfounin .o wag MAUNIT & AUEIAU
D) Molecular weight distribution
and weight-average molecular
weight Migooo ®©.0 — ©0.0%
Moo coos 0.0 — @©.0%
Mzooo NOt More than ex.0%
E) Sodium m’;ﬁ]mum’mﬁssﬂu drug substance specification
an.on USanausinendnfigy (Assay) Potency is «lo — @& IU/mg of Anti-Factor Xa
o.a Other components

- Benzyl alcohol content Not more than c.e%
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- Nitrogen determination
- Sodium content

on.g& pH

oo Loss on drying

n.e Specific absorbance

on.@ Bacterial endotoxins test

on.e Anti-Factor lla activity

©.8% - .&% on the dried basis (Method )

@e.0% — @n.&% on the dried basis

.o — e.e) for @o% solution in water
Ytineneliiunin 0o% Ory o g 7 @o® for b 4l
®&.0 — bo.o on the dried basis

13fun11 0.0 USP Endotoxin unit/IU of Anti-Factor Xa
activity

Potency is wo.o — em&.o IU/mg of Anti-Factor lla

a.@o Molar ratio of Sulfate to Carboxylate lidtioenii .

Finished Product specification
a.@ Descriptions
oo |dentification test
an.en USINausnendnfgy (Assay)
o. The ratio of Anti-Factor Xa
activity to Anti-Factor lla activity
m.& Other components

- Benzyl alcohol content

en.'o Bacterial Endotoxins Test

en.ed pH
. Anti-Factor lla activity

. Free sulfate content

m.@o Sterility test

. o . e
mwmumwszﬂu finished product specification
miaﬁ]mumuﬁw‘tﬂ,u finished product specification
Potency is «o.o — @@0.0% L.A.

laidaenin ene waz BiAUNIT &a HUERY
@.nE% - &.Hd%

198N 0.0 USP Endotoxin Unit/unit of Anti-Factor Xa
activity in Anti-Factor Xa |U

&€& - o.&

The Anti-Factor lla activity IU is not less than bo.o% and not
more than e&.0% L.A.

Liiunin o.el0% (w/w)

mwchumuﬁsquu finished product specification

m.@@ Particulate matter in injection m’sﬁw\i’m(ﬂ’mﬁﬁsﬂu finished product specification
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product specification kagYBAIMUAAUAINNTAOAY (raw material specification) M%‘@ﬂ'ﬁiﬁﬁ'aqiswi’mmi
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HAMEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingmiiaeanu PIC/S participating authorities
¥30 flenanssuseunas IuMIHaAReMIIMANINIsTuAEAE MITiRluNsHAnE B sd TN UANYNTTINTE IS
WaTE NSENTINEESNEY Feruundulnefimuaenadesainisniuvdninasitariinsiilunisudne
PIC/S Tumaaneniilaueie avuaiganusaunisasisdey laelinanissusesieiutsenauszninsian
dianwselind
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HAnEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iaeniaganu PIC/S participating authorities
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<o N3tlugngu biological products 9y vaccines, blood products #iesilionansiusasgunsuan
(Lot release) 9INNTUAINGIAARTNITUNNY NTENTIENGITOUEY

<.o¢ nithfufidouivinuiigumnl b-coC FoslonasudnaazSusoriiilsuunsiivuae Jndee
v cold chain system ﬁllﬁuwmsgwumwa"ﬂmmvf Good storage practice (GSP) waig Good distribution
practice (GDP)

<.ob kansenatstuduauduiusseninesunisnanvesingiuvesitendidgy (drug substance) fiugu
nsuanvewanfusie1dnsagy (finished product)
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