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J1uazREaRuANYaLanIze1 Oxaliplatin 5 mg/ml, 20 ml injection

71U 2,800 B7A
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1. ¥oen Oxaliplatin 5 mg/ml, 20 ml injection
2. Auauuanaly
2.1 guuuy Wuansazansuseannie 1a 1wl dwsudadviaaadansi

2.2 dwsznau Usenausie Oxaliplatin 100 mg TuuSunasansazana 20 ml Tu 1vial
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3.1 Finished product specification: Oxaliplatin 100 mg injection

U8 Test items USP 41

1. | Usuneusnendifgy 90.0 - 110.0% of the L.A. of Oxaliplatin
2. | Identification AT

3. Bacterial endotoxins NMT 1.0 USP EU/mg of Oxaliplatin

4. | Sterility ATIVIUY

5. | pH 4.0 - 7.0

6. Volume in containers 100 - 110% of L.A.
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B Test items USP 41

7. Impurities 1. Oxalic acid : NMT 0.6 %

2. (SP-4-2)-Diagua [(1R,2R)}-cyclohexane-1,2-
diamine-  N,N’] platinum : NMT 0.65%

3 Diaquodiaminocydo—hexaneptatinum dimer :
NMT 0.50%

4. Any individual unspecified impurity : NMT 0.20%
5. Total impurities : NMT 2.45%

8. Particulate matter PFIU
- 9uA = 10 um LAy 6,000/container

- gum = 25 um AU 600/container

3.2 Drug substance specification: Oxaliplatin

U8 Test items USP 41

1. | Usnasendeiny 98.0 - 102.0% of Oxaliplatin, (dried basis)

2 Identification Test ATIVNIUY

3 Silver NMT 5 ppm

4, Heavy metals NMT 20 ppm

5 Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
6 Related substances 1. Oxalic acid : NMT 0.1 %

2. Oxaliplatin related compound C : NMT 0.1%
3, (SP-4-2)-Diaqua [(1R,2R)-cyclohexane-1,2-
diamine-  N,N’] platinum : NMT 0.1%7 ;

aq. Dia’qubdiamino—cyclohexane—platinum dimer :
NMT 0.1%

5. Any individual unspecified impurity : NMT 0.10%
6. Total impurities : NMT 0.30%

7. Oxaliplatin related compound D : NMT 0.1%
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92 Test items USP 41

7. | Acidity ATIVNIUY

8. Bacterial endotoxins NMT 1.0 USP EU/mg of Oxaliplatin
9. Loss on drying NMT 0.5%

- Total aerobic microbial count : NMT 20 cfu/g
10. Microbial limits
- Total combined molds and yeast count : NMT 5 cfu/g

11. | Specific optical rotation +74.5° to +78.0° (at 20°)

viuewg - NMT = Not more than
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