
Specification

123540 Irinotecan hydrochloride trihydrate, Ph. Eur.,USP

Specification        

Formula Hill:

CAS Nº:

Molar Mass:

136572-09-3

C₃₃H₄₅ClN₄O₉

677,18 g/mol

Conforms to: Ph. Eur., USP specification

Assay (HPLC) (as free base, anhydrous) 98,0 - 102,0 %

Identity (FTIR) conforms  

Appearance pale yellow, yellow crystalline powder  

Clarity of solution solution should be clear  

Solubility conforms  

Chloride (Cl) conforms  

Enantiomeric purity   

- Impurity L ≤ 0,15 %

Related substances   

Related substances

- Impurities total ≤ 0,5 %

- Impurities unspecified ≤ 0,10 %

- Impurity B ≤ 0,15 %

- Impurity C ≤ 0,10 %

- Impurity E ≤ 0,15 %

- Impurity M ≤ 0,15 %

Sulfated ash ≤ 0,1 %

Water content (Karl Fischer) 7,0 - 9,0 %

Total aerobic microbial count ≤ 1000 cfu/g

Total yeast and moulds count ≤ 100 cfu/g

This data sheet is representative of the current specifications for this product.at the time of printing. 
Product specifications are subject to amendment and may change over time. Please check the certificate of analysis for information on specific lots..


