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Analizni izvid / Certificate of analysis

Ethinylestradiolum

Serijska Stevilka / Batch n®. [X0273-110002 / Datum analize / Date of analysis. 22/05/2012
Deklaracija / Corresponds to: ~ Ph.Eur, Datum proizvodnje / Manufacturing date. ~ 08/2009
Proizvajalec /Manufacturer: Bayer Shering Pharma Uporabno do / Expiry date: 08/2012.~

Lastnosti / Properties: Bel ali rahlo rumenkast kristaliniéni prasek / White or | Ustreza / Conforms
slightly yellowish-white, crystalline powaer.

Istovetnost / Identification: according to test Ustreza / Conforms

Vsebnost / Assay: 97,0 —102,0 % (dried substance) 99,7

Specificni opticni zasuk / Specific optical rotation: -27°t0-30° -30

Sorodne substance / Related substances: according to test Ustreza / Conforms

lzguba pri suSenju / Loss on drying: <1,0% <0,1
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Opombe / Notes: Brez TSE/BSE kontaminacije snovi med ali po proizvodnji izdelka. / No contamination with TSE/BSE-risk materials during or after
the production process.
Mnenje / Oppinion: Po navedbah proizvajalca substanca ustreza zgoraj navedenim parametrom Ph.Eur.7.

According to the manufacturers specifications, the product corresponds to the stated parameter Ph.Eur. 7%,

Ines LOGAR mag.farm., spec.
Vodija 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 razreuje 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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