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Datum prejema: __i...g._’.u—-—-

LT Robel) mag, farm, spec.

Hydrocortisoni acetas

Detum pregleda: 5
Serijska Stevilka / Batch n®: X0319-100002 \/ Datum analize / Date of analysis: 20/06/2011
Deklaracija / Corresponds to: ~ Ph.Eur. Datum proizvodnje / Manufacturing date: 11/2010
Proizvajalec / Manufacturer: Tianjin Tianyao Pharmaceuticals Co., Ltd Uporabno do / Expiry date: 11/2013 \/

Lastnosti / Properties: Bel ali skoraj bel, kristalinicen pradek, skoraj netopen v vodi, Ustreza / Conforms
tezko topen v brezvodnem etanolu in v metilen kloridu./
White or almost white, crystalline powder, practically insoluble in
water, slightly soluble in anhydrous ethanol and in methylene
chioride.
Istovetnost / Identification: v skladu s preskusom / it complies with the test Ustreza / Conforms
Vsebnost / Assay: 97,0-103,0%* 100,2
Specifitna optitna sutnost / Specific optical rotation: +158°to+167°* +163
Sorodne substance / Related substances: v skladu s preskusom / it complies with the test Ustreza / Conforms
zguba pri sudenju / Loss on arying: <0,5% <01
Velikost delcev / Particle size: 99% < 25um/90 % < 10 ym Ustreza / Conforms
Zaostala topila / Residual solvents: CPMP/ICH/283/95 Ustreza / Conforms
BSE/TSE: No contamination with TSE/BSE-risk materials. Ustreza / Conforms

Opombe / Notes:
Mnenije / Opinion:

* suSena substance / dryed substance

Po preskusenih parametrih vzorec ustreza Ph.Eur.7".
According to the tested parameters the sample corresponds to Ph.Eur.7".

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 zagotavlja
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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