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amé’nﬂmzmmwaem alteplase 50 mg powder and solvent for solution for injection/infusion

1. Joen alteplase 50 mg powder and solvent for solution for injection/infusion
2. aruanavly
2.1 gUuvu usndanausis Usrmnnide wila lyophilized wieuansavanuusimainide
2.2 @lsenau Usenausiemie) alteplase 50 me Tu 1 vial
2.3 MugUsTy Mausuiiusgedaunannde wazussyfuridesiuuas
2.4 287N
- spyfionn dussneushendiAguaranuuss Jundn udueny inikanuasavsiiuenly
athi‘mmuuuuswﬁmm‘
- VUL etfoudossyyToumIatovnanis emnhznauua.nummmuwmaw’n
\uiindn Juduory 1idaou
3. AuanUAnanatia
3.1 Finished product specification: Alteplase for injection

9o Test Items Specifications
1 | Identification Complied with finished product specification
2 | Potency 0.90 - 1.20 U/mg
3 | Bacterial endotoxins NMT 1 USP endotoxin unit/mg
4 | Sterility Complied with finished product specification
5 | Uniformity of dosage units* Complied with finished product specification
6 | pH 6.8 — 7.8 (after reconstitution)
7 | Water NMT 5.0%
8 | Monomer NLT 95.0 %
9 | Single-chain content NLT 60%
10 | Particulate matter
-size 210 pm NMT 6,000 particles/container
-size 225 um NMT 600 particles/container

3.2 Drug substance specification: Alteplase

5 Test ltems Specifications

1 | Identification Complied with finished product specification

2 | Potency 0.90 - 1.20 U/mg

3 | Bacterial endotoxins NMT 2.5 USP endotoxin unit/mg

4 | Single-chain content 60-100%

5 | Uniformity of dosage units* Complied with finished product specification
nS5UN" '
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6 | Particulate matter
-size 210 um NMT 6,000 particles/20 mL
-size 225 pm NMT 600 particles/20 mL

naBg - *szuiade Dissolution fiu Uniformity of dosage units Iuuuienansuanisuandonna
msnviasisd winfilaudelilulu coa
- nydiflvaneidoundaniaiu (waive) minsrsasuiiaseitesenislaliduansenans
vdngrudananfilasusyiRce
4. Foulvdu
4.1 wnasnslisuoygntunsdousinsusitesmineludssmelng wasduns (declare) unanan
411 luddynstunadousidue me.2 ne.3 ne.d vie 62 udusinsd)
012 ludwetunudeu vie.1/e.1 veswnfiauea wionswandeadonismuauama
vowAnAusinufitunsiiou (finished product specification) warYDMMUARMAINYDY
AU (Drug Substance specification) n's:ﬁ‘ﬁasjiw’iwnﬁtﬂﬁaunﬂmuﬁ‘hL'?ilmﬁu
WHDINUVLENANTNTUBUALY (81.5) W NFBY finished product specification way/#se Drug
Substance specification
4.2 (BNATTUTDWNIATFIUNITHENET
421 nsifiewdslulsumalne guandesiduunnmdendidoiuseanasgrunsuineaa
waNINUSTISNSARLUNMSWAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Taewiasau PIC/S participating authorities WisfitonansiusewunasgIuNISHEN
gUMENINAILAEIE N ARlUMSHARBIURId TN UANENITUNISOMITUAYEN NTENTI
a151900a0 Serrustulaedanuaenadosasiniiofundninasiuas s nsiialunuan
g1 PIC/S Tumnaeniilauste atuaigamuseunisnsisaeulasiinanisiusesdeiud
Usgmadszmanmsianinsing
422  nsdidugnindhaniasama fudsdosionansiusemnnsgiunisuinginuvdninast
BnsArlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
WU PIC/S Participating authrorities atuatgamuseumsnsisaeulasiinanissuses
fefuiiussmalszmanaddninsindvienasnoiynudaudngd
4.3 1ONAIANNMNYBWTLALDIIA
431 HAMINTIVIATIBVRUNNHERAUTIURIKER (Certification of analysis of finished
product) lusnjuitdsiieting
432 wamvlaTwviaunwingivveswiieddey (Certification of analysis drug substance)
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