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ANANWUYAWIZYBIEN
Streptokinase e.& MU powder for solution for injection, @ vial
GPU bogzoln

o. Bo8n Streptokinase &.& MU powder for solution for injection, @ vial

. AauaNUANILY
- v ) bl d‘ ° o =
(o) HAMILTEUY Freeze-dried Wundymusmnnide Hifeazarsdmivia
(o) visgeglumyugussquiidmivedn vilateiuuas visegluussyiusidosiuuas

() Tu @ Myuzussy Useneudesiendifydie Streptokinase o,&oo,000 IU
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HaNM IR TeRna mUulunu finished product specification wag drug substance
specification figudsnnindusniuatiuideiu Seldvamadoudedninnuanenssunsesuas
£1 naEnTRETINRY edndwiduiliudeaduatuiiieurivielminiunasgninduiniy
Tasih$uvils amuusznmnsensiansIsagy Fee sty atuthgtu
a.e Finished product specification : Streptokinase a.¢/ MU powder for solution for

injection (BP woa«)

Test items Specifications
(@) Identification test mwﬁ‘mmmﬁisu'lu finished product specification
(o) Assay «o.o - ®@@®.0% of the stated potency (IU)
(en) pH 0.c - a.&
(&) Estimated Potency The fiducial limit of error are not less than @o% and
not more than eed&% of the stated potency
(&) Bacterial endotoxins laiynnin o.0l IU / @oo IU Streptokinase activity
a3%0 .. Usea1unssums
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m.la Drug substance specification : Streptokinase concentrated solution (Bulk solution)

(BP woac)
Test items Specifications

(@) Identification test msweiwmwﬁsyq‘ln Drug substance eperificatinn

(o) Estimated Potency 0.0 - ®@6.0% of the stated potency (IU)

(o) Appearance Clear, colourless liquid

(€) Abnormal toxicity m’l'\lmumuﬁisu'lu Drug substance specification

(&) pH 0.6 -o.&

(o) Streptodornase Not more than eo IU of Streptodornase activity per
@oco,000 U of streptokinase activity

(o) Streptolysin Absorbance of the test solution is not more than &o %

- greater than that of the reference solution

(=) Related substances (total) | maximum & %

(«) Bacterial endotoxins l3isnnn71 0.0 Endotoxin units/ oo IU Streptokinase
activity
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duns (declare) wnadnan
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<ok, luiwstunzidous o, o Wio v.e v23nTllaues A wiouswaziden
ﬁ’aij’anﬂsm'ur-}uammwwmw‘ﬁmﬁmv‘mmﬁ'ﬁumLﬁau (finished ~ product
specification) wazdarmuanunmussingdu (drug substance specification) N5l
ﬁat;jszvrhan’mﬂé‘auuﬂamfﬂmﬁmﬁmzﬁ'aquuuLanmw%aa‘hlmmmiwmwa
wily (8.@) u ey finished product specification waz/wie drug substance
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wanunusiLazIsn1snaluniswdnen PIC/S  (Pharmaceutical Inspection  Co-
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orperation Scheme) Tngviieeu PIC/S participating authorities w3@ Hienans
FUsEUATHIUNITHARBIAIMANINATLAYIT N1 TIRluM SRR YR eI
ALIENTIINTOMNIHAYEN NTENTANS1T0gY Bsimuatulasiimiuaenadotuay
oadleufundninasiuarianisiinlumsuane PIC/S lumneeifiusyie adudige
auseunsanvasulasiinanisiusesfieiulsemaszniasimddnnseting
<lolo. nsiifiiugnidhansaseme frdadesfienansiusewnsgiuniudne
mMAnInusTLariin1sfinlun1suanen PIC/S (Pharmaceutical Inspection Co-
orperation Scheme) Taenuaea1u PIC/S participating authorities aUuagan
soumansavaeulasiinanisiusesieiulsenmeavseninsimdianuseiind wieeny
AaEATNLTIAN T

<o, WBNEATANANYLLYBITIAUDTIAN
€.a.0. HaNIATIVIATITRRUA KRS uYe @ NTIgURHER (Certification of
analysis of finished product) 'lumiuﬁﬁuﬂuﬁ'daehq
Cmlo. HANTIATIVIATIWRAMA M IRgAULEIEd ATy (Certification of drug
substance) Mtlunisnanenuiidadiudosnaiwednsuazdn ingiu
<. lenasisvangududurudiiusieningunsHinvesingAuvedig
@iy (drug substance) 9o @.alo fujunTIkAnvesrdnsinsiedniagy (finished
product) 18 €.a.e
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AMANBUZIANIZURIYN
Enoxaparin sodium injection bo mg/o.b mL solution for injection,
o.b mL prefilled syringe
GPU camiond

o. Bo8n Enoxaparin sodium injection bo mg/o.b mL solution for injection, o..o mL prefilled

syringe

0. AaANTRNILY

(@) Wumsarmeunmndedmivia fdnvurlalild fdmdesdeu

() ussgeglumyuzussyuidmivenda Type |

() Tu e Myuzussy Usznaumedienddtyfie Enoxaparin sodium bo mg isuwi
b,000 International Anti-Factor Xa units (IU) in water for injection TuU3unssau
o.o ml

(@ vssyluvasaunAnideriandeudn

(@ amnuuvaeaussRemieudn egietioudesylienn dulseneuuasUinuiiend dy
auusamheduliadndy (mg) Fumuneguaziaviindnl Tedradou

(o) flemnszyfies duvszneularUTIuidiey pnuussieduiadniu (me) Tu

a w a4 a o °o ad o w w v
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NamimniﬁLﬂi'mﬁqtumwﬂu‘lﬂmu finished product specification ua¥ drug substance
specification fignadsnnundesnivatuideatiu Fdlsamzdousedninnuanenssunisemsuay
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a.e Finished product specification : Enoxaparin sodium injection bo mg/o.b mL

solution for injection, o.omL prefilled syringe (USP enb)

Test items

Specifications

(@) Identification test

. .z
29k uamAsEyly finished product
specification

(o) YSurumaendrAgy (potency in term of
Anti- Factor Xa activity -IU)

0.0 - ®0.0% of labeled amount

() Benzyl alcohol content (fnflaglu | e.m& - @.0& %
HaARSuY)
(€) pH &&-a.&

(&) Sterility test

arrasummiiseylu finished product
specification

(o) Bacterial endotoxins

l1i3nnn71 0.0@ Endotoxin units/ unit of Anti-
Factor Xa activity in Anti- Factor Xa activity IU

(o) Anti- Factor lla activity

wo.o - m&.0% of Anti- Factor Xa activity (IU
or IU/mL)

(@) Free Sulfate content

Linnin o.elo % (W/V)

() Particulate matter in Injection

avrvsuaiisyyly finished product
specification

(e@0) Volume in container

kA miisEylu finished product
specification

el Finished product specification : Enoxaparin sodium injection bo mg/o.o mL

solution for injection, o.omL prefilled syringe (BP moac)

Test items

Specifications

(@) Identification test

amasusmdtszyly finished product
specification

(o) Usumusiendrngy (potency in term of
Anti- Factor Xa activity -IU)

0.0 - ®0.0% of labeled amount

(an) Ratio of Anti- Factor Xa activity to
Anti-Factor lla activity

on.en — &.e
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Test items

Specifications

(& pH

e -a&

(@) Bacterial endotoxins

l3i3Mnn71 o0.0@ Endotoxin units/ unit of Anti-
Factor Xa activity

(b) Related substances
Sulfate and Chondrotin sulfate

l3i3nn71 w0 %

(o) Sodium

@o.w-eo.c % of Enoxaparin sodium

en.en Drug substance specification : Enoxaparin sodium (USP eb)

Test items

Specifications

(@) Identification test

1 d
ATIRUAMTITEYLY Drug substance
specification

(o) YSunumaendrfsy (potency in term of
Anti- Factor Xa activity -IU)

0.0 - elwd.0% of labeled amount

(o) Anti- Factor lla activity

wo.o - m&.0% of Anti- Factor Xa activity (IU
or IU/mL)

(€ Ratio of Anti- Factor Xa activity to
Anti-Factor lla activity

en.en — &.en

(& Benzyl alcohol content

NNt o.e %

(o) Nitrogen determination

0.@ - ©.¢% on dried basis

(@) Sodium content

®6.,m - @n.&% on dried basis

(@) Heavy metal

111171191 mo mcg/g (3N lo.e9% solution in
water)

(«) pH

Do - oo

(@0) Loss on drying

lainnndn @o.o % by weight

(@@) Specific absorbance

®c.0 - wo.0% on dried basis

(elv) Bacterial endotoxins test

13i3111N71 0.0@ Endotoxin units/ unit of Anti-
Factor Xa activity

(@m) Anti- Factor lla activity

wo.o - m&.o of Anti- Factor lla activity IU/mg
on dried basis

(@@ Molecular ratio Sulfate to
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Test items Specifications

Carboxylate
o« Drug substance specification : Enoxaparin sodium (BP ko)
Test items Specifications
(@) Identification test m’ﬂd’mmuﬁwﬂu Drug substance
specification

(o) USuudaendrfey (potency in term of | @o.o - elwd.0% of labeled amount
Anti- Factor Xa activity -IU)

(en) pH bl - ool

(@ Benzyl alcohol content liunnin o0 %

(&) Sodium ®@@.an - ®n.&% on dried basis
«Roulvdy

«.o. dunmesenasnisldueyymiunsouiiveniesmirtlulsandlnewas
duns (declare) Wnaan@n

<.o.0. WiAynstunsideuiive 1un el no.o ve.e ududnsd Tas
AseuRquiulld Mdeluil
- l¥Snwinmevasadensdudiu (Deep vein thrombosis)
- Wshufuswealwiulunmsinunne unstable angina wasnduiilewilemedeu
W&U WUU non-Q-wave
- Wswfugraasaudenlunisinmanenduilemlemedsunduwuy ST-
segment elevation lugfthefiannsanie lianunsaviinisnwilasldansay
(Angioplasty) e
colb. luAmetunsdoue ne. o vie v.0 vew Tiauesim nieusvazidon
v‘h'ﬁanwsmnUﬁuqmmwwawﬁmﬁ'mvﬁmuﬁﬁuwzLﬁﬂu (finished  product
specification) uazdefimuanmuAMUEIIRgAY (drug substance specification) NSl
flegszninmsdsuulaudluiuduezdosuuuenmviadiunnwedienisee
wily (8.&) W 3ou finished product specification Wag/w3e drug substance
specification Tagvaunlenouiulsenalsemasimdidnnseiind wasluiu o U
Tulsgmavsznmasiadiannsedng
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