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Analizni izvid / Certificate of analysis

Tretinoinum

Serijska Stevilka / Batch n®.
Deklaracija / Corresponds to:

Lastnosti / Properties:

LX0610-110003
Ph.Eur., USP
Proizvajalec / Manufacturer: Fidia

Datum analize / Date of analysis:

04/07/2011

Datum proizvod / Manufacturing date: ~ 04/2011

Uporabno do / Expiry date:

cifikacija / Specification Va 4
Rumen ali rahlo oranzen, kristalini¢en praSek, skoraj netopen
v vodi, topen v metilen kloridu, tezko topen v alkoholu.
Obgutljiv je na zrak, toploto in svetlobo, predvsem v raztopini.
I A yellow or light orange, crystalline powder, practically
insoluble in water, soluble in methylene chloride, slightly
soluble in alcohol. It is sensitive to air, heat and light,
especially in solution.

04/2013

Usfreza / ‘Conforms

Istovetnost / ldentification:

according to test

Ustreza / Conforms

Vsebnost / Assay: 98,0-102,0 % 100,0

Sorodne substance / Related substances: according to test Ustreza / Conforms
. Isotretinoin <05% < 0,05

. 4-methoxyretinoic acid (impurity A) <0,15% < 0,05

. epoxy derivate <0,15% < 0,05

. largest unknown impurity <0,20 % < 0,05

. lotal impurities (apart from isotretinoin) <1,0% 0,12

Tezke kovine / Heavy metals: < 20 ppm Ustreza / Conforms
Izguba pri suSenju / Loss on drying: <05% 0,03

Sulfatni pepel / Sulphated ash: <0,1% 0,02

Zaostala topila / Residual solvents:

. Chloroform < 50 ppm <25

. Methano! < 100 ppm < 26

. Ethyl acetate < 100 ppm 68

. Isopropanol < 2000 ppm 355

Bistrost raztopine / Clarity of solution 2%:

. in chloroform < 3,0NTU <30

.in THF clear Ustreza / Conforms

Shranjevanje / Packaging and storage:

Shranjevanje v trdno zaprti ovojnini, zas¢iteno pred
svetlobo. / Preserve in airtight containers, protected
from light.
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\KMADENT d.0.0.

Opombe / Notes: l

tutarikova ul. 6
400 Maribor
¢rejel: FUJS DRAGO

Z/Ui —

. Datum prejema: // Z /6

LT lw farm., spec.
Ay

Mnenje / Oppinion:

Po navedbah proizvajalca substanca ustreza zgoraj navedenim parametrom Ph.Eur 7.

Datum egleda:ﬂ ll,'l 1o //‘L

According to the manufacturers specifications the substance corresponds to the stated parameters Ph.Eur 7.

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

Ta dokument je izdelan v elekironski 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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