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Oxaliplatin 50 mg/10 ml Injection

1. ¥e1 Oxaliplatin 50 mg/10 ml Injection
2. Qmauﬂ'ﬁﬁ”ﬂﬂ
2.1 JUuuu Huansazaneusieanide dviuia la Lild
2.2 dulsenay Usenaumeien Oxaliplatin 50 me
2.3 YWINUTTY YUIAUTIY 10 ml
2.4 QIBULUTTY Uiiaﬂumwzﬁm%’umnmi’iwﬁmmm% U ouaiUaariunas
2.5 aa1nAuuYIn szq%m, duliznau, ANdfY, ALY, TUNES, iuéumq,

LAUNNARLAZAYNE L 8UASUEN IBg 19T AU

2.6 2ANUUAIYULUTIY  S¥YTRYY, dlsenay, MendnAty, Auunss, Tuwdin, Judiuene,

lUNHAALaZaY N UEUANSUEN IDE9 TR U

3. anauUAnanaina

3.1 Finished product specification :

UD Test Iltems Specification
3.1.1 Identification Meet the requirements
3.1.2 | Assay 90.0 - 110.0% of the labeled amount
of Oxaliplatin
313 |pH 4.0-7.0
3.1.4 | Particulate matter
-size > 10 um Meet the requirements
-size 2 25 ym Meet the requirements
3.1.5 | Bacterial Endotoxins NMT 1.0 USP EU/mg of Oxaliplatin
3.1.6 | Sterility Meet the requirements
3.1 Impurities
-Oxalic acid NMT 0.60% w/w

-(SP-4-2-)-Diagual(1R.2R)-cyclohexane -1,2- NMT 0.65% w/w
diamine-N,N’]platinum
-Diaquodiaminocyclohexaneplatinum dimer | NMT 0.50% w/w
-Any individual unspecified impurity
-Total impurities excluding NMT 0.20% w/w

Diaquodiaminocyclohexaneplatinum dimer | NMT 2.45% w/w
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3.2 Drug substance specification

U9 Test Items Specifications

3.2.1 Identification Meet the requirements

3.2.2 | Assay 98.0% - 102.0% of Oxaliplatin

3.2.3 | Limit of silver NMT 5 ppm

3.2.4 | Heavy metals NMT 20 ppm

3.25 | Content of platinum 48.1% - 50.1% of the oxaliplatin taken,

on the dried basis

3.2.6 | Organic impurities
-Oxalic acid NMT 0.1% w/w
-(SP-4-2-)-Diaqual(1R.2R)-cyclohexane - | NMT 0.1% w/w
1,2-diamine-N,N’]platinum

- Oxaliplatin related compound C NMT 0.1% w/w
-Diaquodiaminocyclohexaneplatinum NMT 0.1% w/w
dimer

-Any individual unspecified impurity NMT 0.1% w/w
-Total impurities (except related NMT 0.3% w/w
compound D)

- Oxaliplatin related compound D NMT 0.1% w/w

327 | Acidity The solution is colorless, and NMT 0.6 ml

of 0.01 M sodium hydroxide is required
to change the color to pink

3.2.8 | Bacterial Endotoxins NMT 1.0 USP EU/mg of Oxaliplatin
3.2.9 Loss on drying NMT 0.5%

3.2.10 | Microbial Enumeration and Tests for
Specified Microorganisms
- The total aerobic microbial Not exceed 20 cfu/g
- The total combined molds and | Not exceed 5 cfu/g

yeast count

3.2.11 | Optical Rotation, Specific Rotation Between+74.5 and +78.0° ,measured
at 20
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AMENYUIANIZYBIYN

Oxaliplatin 100 mg/20 ml Injection

Yoy Oxaliplatin 100 mg/20 ml Injection
AansAvhly

YUY 20 ml

Wuansazaneusiaanniie dwmsuids la luild
Usenausesiien Oxaliplatin 100 mg
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3. AuanUANIunNAlA

3.1 Finished product specification :

98 Test Items Specification
5.1 Identification Meet the requirements
3.1.2 | Assay 90.0 - 110.0% of the labeled
amount of Oxaliplatin
313 | pH 4.0-7.0
3.1.4 | Particulate matter
-size 2 10 ym Meet the requirements
-size 2 25 ym Meet the requirements
3.1.5 | Bacterial Endotoxins NMT 1.0 USP EU/mg of Oxaliplatin
3.1.6 | Sterility Meet the requirements
3.1.7 Impurities
-Oxalic acid NMT 0.60% w/w

~(SP-4-2-)-Diaqual(1R.2R)-cyclohexane -1,2-
diamine-N,N’]platinum
-Diaguodiaminocyclohexaneplatinum dimer
-Any individual unspecified impurity

-Total impurities excluding

Diaquodiaminocyclohexaneplatinum dimer

NMT 0.65% w/w

NMT 0.50% w/w
NMT 0.20% w/w
NMT 2.45% w/w
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3.2 Drug substance specification

Wi 2/a

U9 Test Items Specifications
3.2.1 Identification Meet the requirements
3.2.2 | Assay 98.0% - 102.0% of Oxaliplatin
3.2.3 | Limit of silver NMT 5 ppm
3.24 | Heavy metals NMT 20 ppm
3.25 | Content of platinum 48.1% - 50.1% of the oxaliplatin
taken, on the dried basis
3.2.6 | Organic impurities
-Oxalic acid NMT 0.1% w/w
(SP-4-2-)-Diaqual(1R.2R)-cyclohexane -1,2- NMT 0.1% w/w
diamine-N,N’]platinum
- Oxaliplatin related compound C NMT 0.1% w/w
-Diaquodiaminocyclohexaneplatinum dimer NMT 0.1% w/w
-Any individual unspecified impurity NMT 0.1% w/w
-Total impurities(except related compound D) | NMT 0.3% w/w
- Oxaliplatin related compound D NMT 0.1% w/w
3.2.7 | Acidity The solution is colorless, and NMT
0.6 ml of 0.01 M sodium hydroxide
is required to change the color to
pink
3.28 Bacterial Endotoxins NMT 1.0 USP EU/mg of Oxaliplatin
929 Loss on drying NMT 0.5%
3.2.10 | Microbial Enumeration and Tests for Specified
Microorganisms
-The total aerobic microbial Not exceed 20 cfu/¢
-The total combined molds and yeast count | Not exceed 5 cfu/g
3.2.11 | Optical Rotation, Specific Rotation Between +74.5 and +78.0,

measured at 20
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