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PRODOTTI PURI

CERTIFICATE OF ANALYSIS Fag. : T 2 REBBELLD 17.03.2012
Batch n® 165,061

ACEF SPA

VIA UMBRIA, B/14

FIORENZUOLA D'ARDA PC
Froduct: FROFRANOLOL HCL Int.Code 0©13%9-1 P
Buantity Kg. 25,00 Facking FIBRE DRUMS
DEGCRIPTION : White to off-white crystalline powder, odorless, bitter taste
SOLUBILITY Soluble in water and in alcohol slightly soluble in
chloroform practically inscluble in ether.

ETORAGE : Preserve in well-closed cantainsrs
The product complies  with the guideline ICH/P%3/9% and the Anne
CPMP /O0WP /7450 /03 for Residual solvents
type of analisys result/outcome prescribed

BF-EP
IDENTIFICATION IR/Identificazione IR cenferming Complies CRS
IDENTIFICATION CHLORIDE/Identif.Cloruri positive positive
IDENTIFICATION MP’IdErtllemh;?“” : 1316590 163~166°C
ACIDITY OR ALCALINI Aciditd alcalinita test pass test pass
CLARITY OF SG...L'TIDF\/ f"h“:i 2zza della soluz claear claar
COLOUR OF SOLUTION/Colore della solug 2Gé& n.m.bodegree &
HEAVY METALS/Metalli pesanti L2C ppm n.m.ts 20 ppm
LOSE ON DRYING/Ferdita di peso D.1% Paiabe 055
RELATED BUBSTANCES (HFLC)/Comp.simili (HPLC)
IMPURITY B (WS 377)/Impurszza B (WS 377) not detected o imat, ?,10Y
EACH OTHER KNOWN IMPURITY/Ogni altra imp not detected Remobs ©.10%
EACH UNKNOWN IMPURITY/Ogni impurezza scon. £0.10% Namat. ©.10%
TOTAL T”FUF*TTE”’ImNL._g;; Totali 0.023% fn.m.t. OL40%
SULFHATED ASH/Ceneri solforiche 0.01% Natm.t. O.1%
ASEAY /Titolo 77 . 9% F7.0%-1 01, O%

USF
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CERTIFICATE OF ANALYSIS Fag. e f 2 REGBELLD 17.05.2012
Batch n?® 165.061

ACEF SFPA

VIA UMBRIA, 8/14

FIORENZUOLA D'ARDA FC
Product: FROFRANMOLOL HCL Int.Code 0159-1 F
Buantity Kg. 25,00 Packing FIBRE DRUMS
type of analisys result/outcome prescribed
IDENTIFICATION IR USP/Identificazione IR conforming conf.to USSP RS
IDENTIFICATION HPLC/Identificazions HPLC positive same RT of RS
IDENTIFICATION CHLORIDES/Identific.cloruri positive positive
MELTING RANBGE/Intervalle di fusions 1631 63°0C 168-165°C
LOSS ON DRYING/Perdita di peso 0.1% .t .54
RESIDUE ON IGNITION/Ceneri solfatate 0.01% Namate 1%
SFECIFIC ROTATIOMN/Fotere rotatorio on et P LS SO
ASBAY HFLLC/Titole HPLC 100 &% B OO D B
DMF

BETA FROFRANOLOL(WE 217)/Beta Propr.(WS217) not detected Namata. 0.10%

—

Manufacturing Date: NOVEMBER 2011 Re~test date: NOVEMBER 2016

Froduct conforming to Ew.Fh./ BP current edition
Froduct conforming to USF current edition
Froduct conforming to DMF
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