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Analizni izvid / Certificate of analysis

Ranitidini hydrochloridum

Serijska Stevilka / Batch n°: LX0683-100001 / Datum analize / Date of analysis: 28/07/2010
Deklaracija / Corresponds to: ~ Ph.Eur. Datum proizvodnje / Manufacturing date: 05/2010
Proizvajalec / Manufacturer: Union Quimico Famaceutica S.A. Uporabno do / Expiry date: 05/2013

Laétnostt / Properﬂeé: \ 'Bei ali svetlo rumen, kristélinien prasek, Iahko topenv vdi, é Ustreza / Confoms

zmerno topen ali teZko topen brezvodnem etanolu, zelo tezko

topen v metilen kloridu. Izkazuje polimorfnost. /

White or pale yellow, crystalline powder, freely soluble in water,

sparingly soluble or slightly soluble in anhydrous ethanol, very

slightly soluble in methylene chloride.

It shows polymorphism.
Istovetnost / Identification: according to test Ustreza / Conforms
Vsebnost / Assay: 98,5 -101,5 % (dried substance) 100,5
Videz raztopine / Appearance of solution: according to test Ustreza / Conforms
pH /pH: 45-6,0 5,08
Sorodne substance / Related substances: according to test Ustreza / Conforms
Tezke kovine / Heavy metals: <20 ppm Ustreza / Conforms
Izguba pri suSenju / Loss on drying: 0,75 % Ustreza / Conforms
Sulfatni pepel / Sulphated ash: <0,1% Ustreza / Conforms

FARMADENT d.o.o.

Minarikova ul. £
2000 Maribor
Prejel FILIS BRAGH

Datum prejemn: _9

Pregledai: MARGLT Honert, mag. farm, spee,

Jon gi e
Datum pregleda: w

Opombe / Notes: |
Mnenje / Opinion:

Po preskusenih parametrih vzorec ustreza Ph.Eur.6™.
According to the tested parameters the sample corresponds to Ph.Eur.6",

Ines LOGAR mag.farm., spec.
Vodja sluzbe za kontrolo kakovosti
Quality assurance manager

Ta dokument je izdelan v elektronski obliki s strani Lexovega kontrolno analiznega laboratorija in je veljaven brez podpisa. Ta dokument ne razreSuje kupca od lastne kontrole kakovosti in ne zagotavija
ustreznost substance za specifiéno uporabo. / This document has been produced electronicaly by Lex Quality Control Laboratory and is valid without a signature. This document does not free the purchaser
from his own quality check nor it does confirm that the product has certain properties or is suitable for a specific application.
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