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Analizni izvid / Certificate of analysis brjel FUS DRAGO uﬁ

1A
Datum prejema: 8§“{2
Chloramphenicolum Pregxedahwhﬂﬂiiwﬂms-fmw
A

/ Datum r@glpéa:/la;i:m
Serijska Stevilka /Batch n®: [X0211-110002 Datum analize / Date of analysis: 21/12/2011
Deklaracija /Corresponds to: Ph.Eur., BP Datum proizvodnje / Manufacturing date: ~ 01/2011
Proizvajalec / Manufacturer. Notheast General Pharmaceutical Factory Uporabno do / Expiry date: 01/2016

ol ecifikaciia / Specificatie
Lastnosti / Properties: Bel, sivo bel ali rumenkast, fin ali kristalinicen praSek | Ustreza / Conforms
ali drobni kristali, iglice ali podolgovate plosice,
teZko topne v vodi, lahko topne v alkoholu in v
propilen glikolu. Etanolna raztopina je desnosucna,
medtem ko je etilacetatna levosuéna. /
A white, greyish-white or yellowish-white, fine,
crystalline powder or fine crystals, needles or
elongated plates, slightly soluble in water, freely
soluble in alcohol and in propylene glycol.
A solution in ethanol is dextrorotatory and a solution
in ethyl acetate is lagvorotatory.

Istovetnost / Identification: According to test Ustreza / Conforms

Vsebnost / Assay: 98,0 — 102,0 % (dried substance) 98,90

Kislost ali alkalnost / Acidity or alkalinity: According to test Ustreza / Conforms

Specifiéna opticna sucnost / Specific optical rotation: +18,5t0 +20,5 +19,4

Sorodne snovi / Related substaces: According to test Ustreza / Conforms

Kloridi / Chlorides: < 100 ppm Ustreza / Conforms

lzguba pri suSenju / Loss on drying: <05% 0,27

Sulfatni pepel / Sulphated ash: <01 % <0,01

Zaostala topila / Residual solvents:

. isopropyl alcohal < 3000 ppm Not detected

. methanol < 3000 ppm Not detected

, chlorobenzene < 360 ppm Not detected

. benzene < 2ppm Not detected
Opombe / Notes: l

Po navedbah proizvajalca substanca ustreza zgoraj navedenim parametrom Ph.Eur 7.
According to the manufacturers specifications the substance corresponds to the stated parameters Ph.Eur 7.

Mnenije / Oppinion:

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 razre$uje kupca od lastne kontrole kakovosti in ne zagotavija
ustreznost substance za specificno 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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