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CERTIFICATE OF ANALYSIS Fag. 1 7/ 2 REGGELLO 17.05.2012
Batch n® 165.061
ACEF SFA
VIA UMBRIA, B/14
FIORENZUOLA D'ARDA FC
Product: FROFRANOLOL HCL Int.Code ©159-1 F
Buantity Kg. 25,00 Facking FIERE DRUMS

DESCRIFTION : White to off-white crystalline powder, odorless, bitter taste
SOLUBILITY : Soluble in water and in alcohol slightly soluble in
chloroform practically insoluble in ether

STORAGE t Freserve in well-closed cantainers

The product complies  with the guideline ICH/293/9% and the Annex

CPMP /QWF /450 /03 for Residual solvents.

type of analisys result/outcome prescribed
BP~EP

IDENTIFICATION IR/Identificazione IR coenforming Complies CRS

IDENTIFICATION CHLORIDE/Identif.Cloruri positive positive

IDENTIFICATION MF/Identificazione FF 163—-165°C 143~1&64°C

ACIDITY OR ALCALINITY/Acidita o alcalinita test pass test pass

CLARITY OF SOLUTION/Chiarezza della solusz. clear olear

COLOUR OF SOLUTION/Colore della soluz. Bé n.m.t.degrese &

HEAVY METALS/Metalli pesanti L280 ppm n.m.t. 20 ppm

LOSS ON DRYING/Ferdita di peso Q.1% N.m.t. G.5%

RELATED SUBSTANCES (HFLC:/Comp.simili (HFLC) . i

IMPURITY B (W8 377)/Impurezza B (WS 377) not detected Nem.t. 0.10%
EACH OTHER ENOWN IMFURITY/Ogni altra imp.c. not detected n.m.t. 0.10%
EACH UNENOWN IMPURITY/Ogni impurezza ston. 0.10% Nam.t. 0.10%
TOTAL IMPURITIES/Impurezze Totali Q. 023% Nam.t. QL40Y%
SULFHATED ABH/Ceneri solforiche 0.01% Nemate OL1%
ASEBAY/Titolo 92 .9% 2.0%—-101.0%
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