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1. foen Alteplase 50 mg powder for injection
2, quusaianaly
2.1, 3Uuuu Hugndeusmanie snvasmuisiamidmisssou
2.2, daudsznou  Ussnaumedind Alteplase 50 mg fawa wiaudivinazate 50 ml 1 9n
2.3. AUULUTTY ‘Uiiﬂluﬂ’lﬁuUEUi‘iﬁ}mﬁﬂU‘i’lﬂmﬂL%VE-J uwazussyinsitioaiuues
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3. auguvAMIamaiinvas Finished product
wamansaviaTztaninmiulumu finished product spedification Zalfiaamsidouste
ANINSUANENITUNTTOIMITUASEY NTZNTWETITNGY

o) Test items Specifications

1| Identification - Complied with finished product specification

2 | Assay - 95.0-105.0% of the labeled amount of Alteplase
3 | Clot lysis - 45.0-60.0 Unit/vial

4 | Bacterial endotoxins - Not more than 1 IU/ml

5 | Sterility test - Complied with finished product specification

6 | Uniformity of dosage units - Complied with finished product specification

7 | pH - 6.8-7.8
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o) Test items Specifications

8 | Water content - Not more than 5.0%

9 | Reconstitution time - Dissolve in 2 minutes

10 | Single-chain rt-PA determination - 60-100%

11 | rt-PA monomer determination - Not less than 95.0%

12 | Particulate matter - Complied with finished product specification
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4.2 1enaTTuTeINTFIUNTIHERY

021 nadewdalulssmdlne drdndosditonarsfuseanasgunaudnenauwdninne
LagFBn sARluANIHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Intvineanu PIC/S participating authorities mamLaﬂmﬁmaammgmmsmamm
puvAninnuasidnsAnlunareT  1esdineLANENTINNTENT TR
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wdnmnausinardsnisialunisndnen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tapuiaee1u PIC/S participating authorities atudganu
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Epoetin beta 5000 iu/0.3 ml %otut:on or 'ﬁj,@cfion, 0.3 ml prefilted syringe

1. ¥o8n Epoetin beta 5000 iu/0.3 ml solution for injection, 0.3 ml prefilled syringe
2. auauUanaly
2.1 3Uuuu Wuandausiannidedwisudnd ldiutmiSovasadons)

2.2 drudsznay  UsEnausmadinn Erythropoietin beta 5,000 1U Tuu3inms 0.3 ml
2.3 MUUBUIT EJ')U‘mﬂ,un'muzUﬁqEﬂﬁﬂﬂi'}ﬂmﬂﬁaﬂﬁm Prefitled syringe
2.4 aain Sspyiionn dwszneudendiiny Aruuss Surdn i’ue‘{umq \uTiedn
uitvdndauasiaunziouddulidnaudsnnguuussydus
UunsugUssINAnethatipedesssyien dndsznoudinndidey amuuse
Furuoguasiauiings
3. auanUintunailaved Finished product
wansmsdiaeigunradiulun finished product spedification Faldanneitouse
SNUANENTIINTO MWL NTERTIAITNAT

o) Test items Specifications
1 | identification - Complied with finished product specification
2 | Potency - 80.0-125.0% of the labeled amount of Erythropeietin beta
3 | Bacterial Endotoxins  { - < 2.0 EU/1,000 IU.
4 |pH - 7074
5 | Steritity test - ATI9EIY
6 | Particulate matter - Size 2 10 Wm not more than 6,000 /container
- Size 2 25 {m not more than 600 /container
7 | Extractable volume - Complied with finished product specification
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4. Reuladu 9
iavenadesiudunamidisenas wienawiefiotesusssenarslnefiidruin seazden
il
a1 enansmaldueynniunsdoususitedmhelussmalnouasdung (declare)
WiaHan
4.1.1 Iuﬁwﬁmwmsﬁummﬁauﬁﬁum 1o v18.2, M.3, Mo.4 w58 8.2 WduEnsal
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i Test iterns Specifications

3 | pH - 1.20-7.44

4 | High molecular weight proteins | - Not more than 0.9%

5 | B28isoAsp insulin aspart - Not more than 1.0%

6 | Desamido insulin aspart - Not more than 1.7%

7 | Total Impurities - Not more than 1.3%

8 | Zinc total - 16.8-22.9 pg/ml

9 | Metacresol - 1.58-1.89 mg/ml

10 | Sterility test - Complied with finished product specification
11 | Bacterial endotoxins - Not more than 80 IU/ml
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