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3.1 Finished Product Specification (USP 40)

Test Specification
3.1.1. ldentification nyranuausEyl Finished product
specification
3.1.2. Assay 90.0 — 110.0% labeled amount of
irinotecan hydrochloride
(C35H3gN,O4.HCL.3H,0)
3.1.3. pH 3.0-38
3.1.4. Sterility test #393W1U M4 finished product
specification
3.1.5. Related substance
- Irinotecan related compound B not more than 0.2%
- Any unspecified impurity not more than 0.2%
- Total impurities not more than 1.0%
3.1.6. Bacterial endotoxin not more than 0.83 USP Endotoxin
Units/mg of irinotecan hydrochloride
3.1.7. Particulate Matter in Injections ATIWU

- size 2 10 ym: NMT 6,000 per container

- size > 25 ym: NMT 600 per container




3.2 Drug Substance Specification (USP 40)

Test

Specification

3.2.1. Identification

AsraRIuausyylu Drug Substance

specification

3.2.2. Assay

98.0 - 102.0% labeled amount of
Cs3H35N4O6.HCL, calculated on anhydrous

basis

3.2.3. Residue on Ignition

Not more than 0.1%

3.2.4. Limit of Irinotecan Hydrochloride Enantiomer

- R-enantiomer

Not more than 0.15%

3.2.5 Organic Impurities

Procedure 1 (For Material Labeled As Produced By A Synthetic Process)

- Individual impurities

Disregard any impurity peaks less

than 0.05%

- 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 0.5%

Procedure 2 (For Material Labeled As Produced By A Semi-Synthetic Process)

- Individual impurities

Disregard any impurity peaks less

than 0.05%

- 7-Desethyl irinotecan

not more than 0.15%

- Irinotecan related compound A

not more than 0.15%

- 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 0.5%

3.2.6 Water Determination

Between 7.0% and 9.0%

3.2.7 Microbial enumeration tests

- Total aerobic microbial count

Not more than 1000 cfu/g

- Total combined molds and yeasts count

Not more than 100 cfu/g
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