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iwaslﬁﬂﬂﬁmﬁﬂ"dmsmwwm Irinotecan hydrochloride 300 mg in 15 ml injection
71U 600 vial
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Foen Irinotecan hydrochloride 300 mg in 15 ml injection.
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3.1 Finished product specification: Irinotecan hydrochloride injection USP 2025

48 Test items Specifications
1 | Identification ATV
2 | Assay 90.0-110.0 % of the labeled amount of Irinotecan HCl

3 | Organic Impurities
-Irinotecan related compound B | Not more than 0.2%
-Any unspecified impurity Not more than 0.2%

-Total Impurities Not more than 1.0%
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48 Test items Specifications

4 | Bacterial Endotoxins Not more than 0.83 USP Endotoxin Unit per mg of

Irinotecan HCl

5 | Sterility Meet the requirements
6 | pH 03-38
7 | Particulate matter - 2119 = 10 Pm sl 6,000 aynA/container

- u1m = 25 Pm liifiu 600 ayn1e/container

3.2 Drug substance specification: Irinotecan hydrochloride USP 2025

U Test items Specifications
1 | Identification AT
2 | Assay 98.0-102.0 % of the labeled amount of Irinotecan

on anhydrous basis

3 | Residual on ignition Not more than 0.1%

4 Limit of Irinotecan HCl enantiomer

R-enantiomer Not more than 0.15%

5 | Organic impurities
Procedure 1 (for material labeled as
produced by synthetic process:

- Irinotecan related compound B Not more than 0.15%
- Irinotecan related compound C Not more than 0.10%
- Any unspecified impurity Not more than 0.10%
- Total Impurities Not more than 0.50%

Procedure 2 (for material labeled as
produced by a semi-synthetic

process:
- 7 Desethyl irinotecan Not more than 0.15%
- Irinotecan related compound A Not more than 0.15%
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{2 Test items Specifications
-11-Ethyl irinotecan Not more than 0.15%
-Camptothecin Not more than 0.15%
-Irinotecan related compound B Not more than 0.15%

-7- Ethylcamptothecin Not more than 0.15%
-7,11-Diethyl-10-hydroxy camptothecin Not more than 0.15%
-Any unspecified impurity Not more than 0.10%
-Total impurities Not more than 0.50%

7 | Water determination Between 7.0-9.0%

8 | Microbial test
-Total aerobic microbial count Not more than 1,000 cfu/g
-Total combined molds and yeast count Not more than 100 cfu/g

3.3 NaN1INT29AT1ZY Elemental impurity %323 Risk assessment report
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