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1. Haen Antihemophilic factor IX 600 IU for injection

2. amsanyarialil

2.1 3uny umsgmasnidedun wiofndasson fniuda

22 fwmdsznay  Usznaudisdaen Coagulation factor IX (Human) 600 U 1w 1 vial
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3. AMANTAINAKA

3.1 Finish product specification'"

1. Specific activity Factor X WANTINIBLYNAL 50 IU factor IX/mg protein
2. Identification ATIVHH

3. Residual moisture <2%

4. Factor IX activity 80 - 125% of stated potency
5. Protein content 3 - 14 mglvial

6. Factor It activity <21U /100 U factor 1X

7. Factor VI activity < 21U /100 U factor IX

8. Factor X activity <21U /100 U factor IX

9. Sodium chloride content 7.2 - 8.8 mg/ml

10. pH 65-75
11. Pyrogen test/Bacterial endotoxins ATIHIN
12. Sterility test ATIVNU
13. Particulate matter (WR9M S8z 1Y) ATIHI
14. Apparance of solution ATIVHIN
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3.2 Drug substance specification : Human plasma @

1. Anti-HIV-1 ATIVNIUAWNINTIIU
2. Anti-HIV-2 ATIVIUATNNIATIIN
3. Hepatitis B surface antigen ATIVHIUANNATIIN
4. Anti-HCV (Antibody against Hepatitis C virus) mmmumwmms’m

wazdnaNgIUsUT099 Human  plasma Ylmmwammuﬂmmwmummmumna \%% NIBSC
{National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA
(Plasma Protein Therapeutic Association)
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2. 19NF1TTUTRIAIATFIRMTHAN L
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3. lan@samA MBI Tl anasen
3.1 NﬂmmﬂmLﬂﬂ.,‘vmmmwwamnm*nmmtiiﬁﬂmamwaw (Certification of analysis of Finished product)
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6.1 NsHAMIFNATIN A TIER T Tcﬂnnsmﬂmmamsmmwnwsamaﬂgummsn"lﬂmmmu ISO/IEC
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wanang : 81989970
1 = Requirement specification Ta481dwiUy

2 = British Pharmacopoeia 2016
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1. 581 Nilotinib HCI 200 mg capsule

2. ansansinrinhl
2.1 Uuuy LﬂumLﬁmLﬂﬂma MUYz u
2.2 fwdsznav ﬂs'”naumﬂmm Nilotinib hydrochloride monohydrate 200 mg maumnu
Nilotinib 200 mg 11 1 (e
2.3 MruruIR mia‘luumaamuwWaaa %30 blister pack ﬁaoﬁ'umw%u'lﬁ
2.4 280 - s*wam §IULTENALMINERQUAZAINLSS TUNER 'Juaumy \wfinda wanadou
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3. AENLGMINATA

3.1 Finish product specification'""?

1. U%mméﬁmﬁqﬂ“@ miﬁﬂﬂiﬁumu“ffi:qh Finished product specification
2. ldentification mmmumwﬁliquu Finished product specification
3. Dissolution mwmumuﬁ'squu Finished product specification
4. Uniformity of dosage units mwmumuﬁiquu Finished product specification
5. Impurity / Related substance W‘S’Jﬁlmu@l’n\l"?&’izulu Finished product specification
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2. Drug substance specification wmsmmn‘lmmﬁwwawum drug substance %3aluSamey drug substance 184
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1 = General requirement UaILNFTFTUAINY Finished product JULDY Tablets
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