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Analizni izvid / Certificate of analysis

Progesteronum
Serijska Stevilka / Batch n®  1.X0776-100001 / Datum analize / Datfe of analysis; 15/06/2010
Deklaracija / Corresponds Ph.Eur, Datum proizvodnje / Manufacturing date:; 05/2010
Proizvajalec / Manufacturer:  Changzhou Jiaerke harmaceuticals Group :
Corp. Ltd Uporabno do / Bxpiry date 0512013~
Specifikacija / Specification Values Rezultati / Batch Values
Lastnosti / Propertigs: Bel ali skoraj bel prasek ali brezbarvni kristali, skoraj netopen v Ustreza / Conforms
vodi, lahko topen v alkeholu, zmerno topen v acetonu in mast.
oliih, Izkazuje polimortnost. / White or aimost white, crystalline
powder or colourless crystals. Practically insoluble in water, fregly
soluble in ethanol, sparingly soluble in acetone and in fatty ofls. It
shows polymorphism.
Istovetnost / Identification: according to test Ustreza / Conforms
Vsebnost / Assay: 97,0-103,0% 99,3
Specifi¢na opticna sucnost / Specific aptical rotation: +186 to +194 +189
Sorodne substance / Related substances: according to test Ustreza / Conforms
Izquba pri sudenju / Loss on drying: <05% 0,33
Zaostala topila / Residual solvents:
. methanol < 500 ppm <6,
. ethanol < 2000 ppm 777
. foluene < 300 ppm <4,0
. Cyclohexane < 50 ppm <13
FARMADE d.o.0.
Minarikova u}f. 6
2000 Maribor
Pregl l:T bert, mag. farm. spee.
o7
L as (12, 20U,
Datum pregleda: LT3 Lo
Opombe / Notes: |

Mnenje / Opinion: Po navedbah proizvajalca substanca ustreza zgoraj navedenim parametrom Ph.Eur.6.

According fo the manufacturers specifications, the product corresponds fo the stated parameters Ph.Eur.6.

Ines LOGAR mag.farm., spec.

Vodja sluZbe za kontrolo kakovosti
Quality assurance mandger

Ta dokument je izdelan v elektronski obliki § strani Lexovega kontralno 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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