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for solution for injection
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injection MU & o0 vial be.oo YN/vial 37100 widu
(el Ve manunei) AU 0,006, b00.00 UM
. U981 Epoetin alfa €ooo mloe.oco eels.oD - ArgnIsuN1sY Ilds1aneny
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(vero cell) b.¢ iu vial uw/vial U/ vial U/ vial
powder and solvent
for solution for
injection
MU & &00 vial,

o 1 Epoetin alfa @ooo ® OO0, Mo®.00, i SOIR.AD,
iu/@ ml solution for vial i/ Vial umVial u/Vial
injection, @ ml
U b,000 vial,

« v1,Sevoflurane soo & @D0®.00 | &DOe.00 - &, D06.00,

i i 1 1]
mleoo mt inhalation | U7 U9 VIR UI/27
vapour liquid, sd&o ml
M @0 VI,
VILNELR

- TIAMNRNTINTRVLA &Slos),meo.00 U (#unUsnauanwiiuiafuauissiindy

{7
UI9IL)




o w v o o v oo
&. '5'12]‘1"5]L‘ﬂqﬁuqﬂﬁdﬂq'ﬁUﬂﬁ']ﬂqﬂﬁqﬁ (5191919849) ‘V!flﬂu

a

&o wemaln guwsslvey

dllo UNNENNLYIUT WIag

&

=

&a Wsllnen Junaialia

(wemata guwidlng)
YIEFUNTTUANT

FIVUY WsuwvgtugnIsiiay  Tsawenuiamwimiuassedmn

PRI LAABNIYIUGYNTS TssnenuramwiniuRT N
FIWRUS LAdUNTT NI TsaneuammwintuasTwaLn

.......... %( ‘i"ﬁ”'nw Q’ﬂ/
(Uranigauy Wavog) (1nsdimen Funanaiiina )

ATIUNT N3THNTT




qmé’numstamwaqm
Semaglutide o mg tablet,

o. e Semasglutide o mg tablet,
. AuautAnly
be Uuuy andln viasuuszniu lu e dinuszneufeden Semaglutide & mg
oo UTTbuwneUaatin Uaaiuuas
o aanuioenasiIiu seyfeandiymiset aunn 3818 Fundeniotumuneny wefindn
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am.@ ldentification m’mi’mmuﬁizﬁlu finished product specification
mlo Assay ad.o-eod.o % of Label amount

m.en Uniformity of Dosage Units mﬂﬁlmumu'ﬁizﬂu finished product specification
an.e Dissolution Not less than ei@% (Q) in eno minutes

m.¢ High Momeccular Weight Proteins Release NMT o.&%
Shelf life NMT @.0%

.o Impurities Release NMT &.0%
Shelf life NMT ae.%

an.ed TAMC NMT @o™CFU/g

. TYMC NMT @c®CFU/g

e Escherichina Coli Not detected
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Rabies vaccine (vero cell) b.¢ iu powder and solvent for solution for injection

. ¥a8n Rabies vaccine (vero cell) b.& iu powder and solvent for solution for injection
o, aaauANlY
b.e WU freeze-dried substance 984 rabies antigen W38UIN Vero cell
bl Usznause rabies antigen liuannin o.¢ IU/dose WUU non-preservative
oo Wdmsudadhnduuie (ntramusculan uag Gadhlufinds (intradermal)
ba UTsglumTuzeda Useeinide whanhewhazaeUsenide o.& ml
b.& AAINUNUTIIANE TeyTiosn dauussneuiiond ey aanunss Jusdia Sununeny RX
wEn uay L laudiiue
b aaNULATUEUTIITdUTafue seyfienn duustnaushendidiy Arauss Tunumeny
IEMENRGE
b B1fidsuousesiiongliesnit o U unniuiidwey
. AMANIANIANATR
nan1snsIedaszinantmduluaiy finished product specification fignsBaainndw
fr3uddldanmeToused WnauANEATTIN I MTUAZEN NIENTNASIIEEY dnFui STy
Sredadonduatuiliieuvinelninimassrushivlad$unils anuusznian senseas s
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m.a ldentification mnmummﬁssﬁlu finished product specification
mlo Potency test rabies antigen Litipanin b.& IU/dose

m.n Sterility test M52 M4 finished product specification

o.@ Water content TaiiAu ;m.o%

on.& Toxicity M529RU MY finished product specification

m.o Pyrogen test 7197907 A3 finished product specification

m.¢ Bacterial endotoxin Liifiu be FU/dose
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Epoetin alfa &ooo iu/e mL solution for injection, @ mL

981 Epoetin alfa &ooo iu/® mL solution for injection, @ mL
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oo \Juasazatsla Wi wiedvdesweu Unennde dumiuiadldfmiuayviednt
wagARaAM
bl Usznaudieden recombinant human erythropoietin alfa @ooo 1U Tu @ wizan1vue
U399
o, UTIUNURUTIETEAUT RN
o« fhanszyioswdeliansd dnussnaufiediduasuuInnINLIIIedE 1@uTindn
Tuduaglitamuuunirugusege wagilaanssyionn dulsenaudisdidyuas
AT urdn Tudueny vt uasimevedeusiuenlodsiamuuuussgiu
o.¢ tiidweusesiengliesnii e ¥ tunniufidweu
o, AuENUANIUmALA
wanansaTiameaun miiuluny finished product specification 819Baa1nunds
AfudaldasmedouradinauamnITuNITEMTLAYEN NIENTISENETAIAY Vailindusiudly
Srdareaduatuiifisuwinnielminiunsgumiulamiunids ennsenansensnansisag
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am.@ Finished product specification: Erythropoietin injection BPwoae/
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Test Items Specifications

. - . o
ldentification m’mmummmxu‘lu Finish product specification

@ |9

Biological assay
wansHan1InTIRethslnagmil
- Potency in polycythemic mice (in vivo) | o - ebé%
- Potency in normocythemic mice =0 - albd%
(in vivo)
- Immunoassay {in vitro) 1t ELISA m‘s’mchummﬁ’ssulu Finish product specification
130 EIA (Enzyme linked
immunosorbent assay), RIA

(Radioimrunoassay)
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4o Test Items Speciﬁcations
o | pH (Acidity or alkalinity) DD - el
& | Bacterial endotoxins Less than o IU/@o,000 U of erythropoietin
& | Sterility W‘S’Jﬁ)&humuﬁ‘ixq‘lu Finish product specification
o | Dimer & related substance of higher Not more than b.c%
molecular weight (W58 Aggregate
protein)
o | Particulate matter
- Size 2 @0 um NMT b,000 particles/vial
- Size = & um NMT boo particles/vial
alo Drug substance specification: Erythropoietin concentrated solution BPsoaey
%o Test ltems Specifications
@ | Identification Meet the requirement
Biological assay
uansmansnsIsetdlnagami
- in polycythemic mice (in vivo) Not more than eoo,c00 IU/mg protein
- in normocythemic mice (in vivo) Not more than eco,0oo IU/mg protein
om | Protein content o - @bo% of stated concentration
@ ! Dimer & related substance of higher | Not more than lb.o%
molecular weight (58 Aggregate protein)
& | Bacterial endotoxins Less than o IU/@oo,000 U of erythropoietin
o i Sialic acids Minimum eo mol of sialic acids/mol of
erythropoietin
@ | Amino acid sequence analysis Meet the requirement
& | Impurity
- Host cell derived protein Meet the requirement
- Host cell and vector derived DNA | Meet the requirement
« | Peptide mapping Meet the requirement
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<o dnuienansiusennnsgumMsHane natis1inaslulsmalveduandesiiananiuseq
NIRTFIUNTHAR IR NE NN DT 150157 A TN THE AL INTENTHNAITITUAY (GMP/PIC/S)
Tumnneriiausve nadhifueindranmasemadosdiionarsiusssnsgrunisudng 1n
MENOETIBNITIRLUNSREREN Tumsuarevesdsewmegkin

@ ANan15Anwn long term stability maamﬁuamqmmmﬁ‘ﬁyuwmﬁauli’ﬁ‘uehﬂ’mw
AMENTIUNTDMNTUALE NTLNTHAGTEY

<. nidleiiausfildondunuy (original drugs) Aosifienaananisfinudiauyazesen
(Bioequivalence) iisdnadnldiimlweseniliauesiandisuiiouiveanduuuy Aivhnisdneily
Uszwrlve Tng3Snsnwssadulumumdninasivasuuiujoflums@inundrauyavainasniunn
g1 FUNNUANENTTUNTOMITUAZEN NTENTWETITEY N1sEnwInTevitlaeandufinuniiauya
fifuigoniulummnindete uasnansinuuandidividifaugslunsdvinieutveduuoy

&.& A518unsfanulszdvinanazanuvasadelunisldendiaussian wdanigin
28NS (Post Marketing Surveillance) luuszwnalng §udusreanuiiiinisfnsfaaiuly
Framiegraduszuu (Prospective) Wiszezadailasegntos I

&5 r»’w’aqLﬂmwmsmﬁmaﬁmﬂ‘ﬁﬁ’u@"ﬂaEl'lui'iawmmamrfau naietastunisiiat g
N1E recombinant human erythropoietin associated pure red cell aplasia (-HUEpo associated
PRCA) Lﬁ"aﬁm‘sLU?{aue‘jﬁam'luf{{ihaﬁls’f%’uﬂ’rsu%?mimmq%uﬁwﬁ’a (Subcutaneous; SC) A1
LLUT»’I’I\‘]ﬂ'li%}ﬂ‘lr}"lﬂTJSiaﬁmf\ﬂsﬂw:{ﬂ?HIiﬂlﬁL%@%ﬂ U e wene Insauaulsalaunalssmalng

<o $51891uUmMsAnyInemdfin (Clinical trial) 'Lug’ij’ﬂwimlm%‘vas"qmlwEJLLUUIU?T’NWIEH
(Prospective) fuandwszdninauazmutasnsevesendiaus uasldSunsiiulusaismig
naunng wiensansiisnvilneseinendesieg lulssnelne

. nsdifidueiioufivinufigungll b-s swwadea dedlienansuanuazsusesiill
sruumsdaiuuasdadseniu cold chain system fllfnnsgusannust (Good Storage Practice:

GSP) uag Goed BDistribution Practice : GDP)
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Sevoflurane @oo mL/aoco mL inhalation vapour, liquid, s&o mL

@. foen Sevoflurane moo mL/@oo mL inhalation vapour, liquid, &o mL
o, AnauiAnlY
oo Wuasavaela Wi dmiugenu (nhalation)
wlo Usgnaumieme Sevoflurane 31103 beo ml 58170
oo urigluarusUaatv Jostuuauazarmiu nsugiuisqodesaunanuesiusss
maaﬂj’lmmﬂlumwmﬁﬁ; lﬁﬁwﬂﬁﬁ%mﬁ’uﬁﬂmﬂuaau Liidgsrenisanuan uazniwue
anunsasierdiiuiadewinlessive (Vaporizen 16 Tnsuuussuulalidadddaunsaiiady
relunmiuiie wetlestunstanszarevesenauaay
b€ annvidalananstifuen szylieen druusznousieddy miuuse Sundn Fuvuneg
weiindn Tidnou
o.¢ fidumsuiodionglitioonit e T funniufidwey
o, AugNiANIavaia
nan13nsIvitasiaaamduluniy finished product specification fignsdsanunde

o w o 1 =l 1 o ot 5 cnll’ at o aw oy w
dFudslavansidousadinauauensiuniiomuaze) navnsNassuas eiindydiuily
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LT 958YATIIET WA, béoe a3TUR b SUIAL W.A. béoe (RIUTEMATUTITAYIUNY

o o e & o o o w o
U elo NUNIHUG b&ol) kaZTEYMIIYT (U b) WAlbEDl a3TUN m NTNHIAN bdbl

m.e Identification N3

mlo  Assay adx.ec — moo % of Sevoflurane
m.en  Refractive index ooned - abavo 1 bo °C
m.@ Peroxide NMT o.blo ppm

a.¢ Fluoride NMT @ ppm

oo Acidity or alkalinity RIIAHTY

m.ev  Non-volatile residue NMT & mg/ec ml

m.e  Water o.om-c.@0% (w/v)

ma  Total impurities NMT &o ppm (w/v)

am.@o Other single largest impurity NMT lo& ppm (w/v)
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