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598n15N 1 Antihemophilic factor 1X 600 1U for injection
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Antihemophilic factor IX 600 1U for injection
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3. AMANUANINARA

3.1 Finish product specification“’

1. Specific activity Factor IX YINNIIMIaLYNL 50 U factor IX/img protein
2. ldentification ATV
3. Residua! moisture <2%
4. Factor IX activity 80 - 125% of stated potency
5. Protein content 3 - 14 mgl/vial
6. Factor Ii activity < 21U /100 W factor 1X
7. Factor VIl activity < 21U /100 U factor X
8. Factor X activity < 21U /100 IU factor IX
9. Sodium chloride content 7.2 - 8.8 mg/ml
10. pH 65-75
11. Pyrogen test/Bacterial endotoxins AT
12. Sterility test AT
13. Particulate matter (ARIN1TAZY) ATIHIU
14. Apparance of solution ATIVHU
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3.2 Drug substance specification : Human plasma @

1. Anti-HIV-1 ATIVHIUMVNINTZIN
2. Anti-HIV-2 ATV IUAVNINIFIN
3. Hepatitis B surface antigen m’sfomumummg’m
4. Anti-HCV (Antibody against Hepatitis C virus) ATIVHIUAVUINTT I

usefinangIMsUT0997 Human  plasma A INAAUNTAAINAINAIATFIUEINE LT NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA
(Plasma Protein Therapeutic Association)
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s18113N 2 Nilotinib HCI 200 mg capsule
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1.Z887  Nilotinib HCI 200 mg capsule
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3.1 Finish product specificationm’(z)

1. Y maendagy mmmumwﬁi:qlu Finished product specification
2. Identification @lsaﬁ]ﬁhumuﬁiquu Finished product specification
3. Dissolution mmmumu‘ﬁ'i:ﬂu Finished product specification
4. Uniformity of dosage units ﬂi’mmumu‘ﬁ'i:qh Finished product specification
5. Impurity / Related substance @S’J’«Jmumuﬁi‘:q’lu Finished product specification
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