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1. 3881 Antihemophilic factor IX 600 IU for injection

2. amantianaly

2.1 3uuy Wurssnunaanidaion wiesndasdan fnsuie

22 8 wenay  Ysznaudhueaen Coagulation factor IX (Human) 600 IU 114 1 vial
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3. amaNGaNNaRa

3.1 Finish product specification'"

1. Specific activity Factor IX NNNIMIaLYINNL 50 IU factor IX/mg protein
2. Identification ATV

3. Residual moisture <2%

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

6. Factor Il activity < 21U /100 IU factor IX

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

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

9. Sodium chloride content 7.2 - 8.8 mg/mi

10. pH 65-75
11. Pyrogen test/Bacterial endotoxins ATV
12. Sterility test ATIU
13. Particulate matter (‘Vié’dmiam’m) ATIWU
14. Apparance of solution ATIINU

MN’IEHMGI 1. nsmmﬂwmﬂmmmmu (waive) ﬂ’l?@lﬂfﬂﬁa‘l_}?tﬂﬂ;ﬂﬂﬂﬂ’lﬂﬂ lﬂUuuﬁmmnmmanmumnmaﬂmuauwmy
2. Drug substance specification Wansaanlu3 mﬁwmaowwa@ drug substance wialudiaTed drug substance 284
wwammmmsﬂ atulaasunils 4 Gn\mn’nm’ammﬁ”wﬂmﬂﬂwwaﬂﬂ’mu@
3. n'smﬂma&mmmamﬂuﬂmaomma’mmu umoaﬂummmmm u,ﬂn'nm'gmLﬂ'i'r“wuaomauamm‘lumanu
Lﬂﬂ‘ﬁ@]’l‘il}@l’mﬂbdwEJ’I'U’]&UT’T\’WI LWE]l%Lﬂ@ﬂ’]iLHN’U% lmunuaaﬁwmmaoﬂmwnsmmsﬂsm'sﬂﬂmm

(89%8) oo Gl NEEE YsrmuamenIIung
(WWINETYLY Uszritinw)
7 ‘\\\‘ ,
7 T
(89%8) ........... \/ ............................ NITUATS (CREL) Wl A T Y-S nIINM3

(WNEVIYUT #3NTan) (W8N UL4)

whiltsumiityene2e/2se1



3.2 Drug substance specification : Human plasma‘z’

1. Anti-HIV-1 ATIWUANUIATIIN
2. Anti-HIV-2 ATIBANNIATIIU
3. Hepatitis B surface antigen ATIWTUAINNIATIIN
4. Anti-HCV (Antibody against Hepatitis C virus) m’mmumummpu

UaznangIUSUI0991 Human  plasma ﬁﬁwmmaﬂmﬁqmmwmummgmmna L NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA
(Plasma Protein Therapeutic Association)
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3. amANUANIINAKA

3.1 Finish product specification”

1. PSnadaendamy mw&humuﬁs:ﬁlu Finished product specification
2. ldentification m’am&’mmuﬁs:q‘lu Finished product specification
3. Disintegration time mi’mb&’m@’mﬁs:g‘[u Finished product specification
4. Dissoiution mmmumuﬁliziﬂu Finished product specification

5. Weight variation w38 Uniformity m’mmumuﬁiz‘q‘lu Finished product specification

of mass (weight)

6. Impurity / Related substance mwmumwﬁi“ﬂu Finished product specification
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578n15N 3 Hydroxyurea 500 mg capsule
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1. 3o Hydroxyurea 500 mg capsule

2. amasiana

2.1 gluuy Wusideuadgs dmiusudsemu

22 #msznay  Usenausedann Hydroxycarbamide (Hydroxyurea) 500 mg lu 1 i@

2.3 MTULUINY Uiiiﬂuﬂ'ﬂi%:ﬂﬂﬁﬁﬂ vasruanutu
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Namsm’m%mi'\:ﬁqmn'mL‘ﬂuvlﬂmu Finished product specification Waz Drug substance specification
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3.1 Finish product specification"”(z’

Test Item USP 38 BP 2013

1. USunmdazndany 90.0 - 110.0% of the L.A. of 95.0 - 105.0% of the L.A. of
Hydroxyurea Hydroxyurea (Hydroxycarbamide)

2. ldentification NTIH ATITHIY

3. Dissolution waasnisazans lieenin 80%(Q) waasmMIazans liiasnin 70%(Q)
of the L.A. lwiaa 30 wifl of the L.A. luiaan 45 wifi

4. Uniformity of dosage units ATIIH AT

5. Urea - NMT 0.5%
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3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)("’(z’

Test Iltem USP 38 ; BP 2013

1. dSunmeenaagy 97.0 - 103.0% of Hydroxyurea 97.5 - 102.0% of Hydroxyurea
(Calculated on the dried basis) (anhydrous substance)

2. Identification ATIANU ATITHU

3. Loss on drying NMT 1.0% -

4. Residue on ignition NMT 0.50% -

5. Heavy metals NMT 0.003% NMT 10 ppm

6. Urea and related compounds | @573 % - Urea : By thin-layer chromatography

NMT 0.5%

- Related substances : By liquid chromatography
* Any impurity : NMT 0.1%
* Total impurities : NMT 0.2%

7. Chiorides - NMT 50 ppm
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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