lste: coup2)2

CERTIFICATE OF ANALYSIS

Certificate N.: 274/12

Issue n° 9

Product: DILTTAZEM HYDROCHLORIDE

Batch: DIL 212

Conforms to: Ph. Eur. Supplement 7.4 to the 7th ed. - Lusochimica specifications Issue N° 13 of March 14,2012

Code: 25
Manufacturing date: April 2012

Retest date: April 2017

DESCRIPTION AND SOLUBILITY
White or almost white crystalline powder

Ereely soluble in water, in methanol and in methylene chloride, slightly soluble in ethanol 99.5%
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ADDITIONAL TESTS:

Residual solvents (HS-GLC)

- Butyl alcohol 836 ppm not more than 1000 ppm
- Acetone 265 ppm not more than 300 ppm
- Toluene less than 1.6 ppm (QL) not more than 50 ppm

not more than 800 ppm

Residual solvent content complies to current USP <467> and ICH Q3C.

MANUFACTURING SITE: Lusochimica $.p.A.

Lomagna (1.C) ITALY

NOTES: store in tight, light-resistant cnmaxmr
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