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Analizni izvid I Certificate of analysis

Tretinoinum

Serijska Stevilka I Batch n':

Deklaracija / Corresponds to:

Proizvajalec I Manufacturer:

u0610-110003

Ph.Eur., USP

Fidia

Datum analize I Date of analysis: 0410712011

Datum proizvod I Manufacturing date: 0412011

Uporabno do I Expiry date: 0412013

Ustreza / Conforms

Ustreza / Conforms

100,0

Ustreza / Conforms

Lastnosti I Properties:

lstovetnost / ldentification:

Vsebnost / lssay.

Sorodne substance I Related substances,

. isotretinoin

4-methoxyretinoic acid (impurity A)

epoxy derivate

I arg est u n known i m pu rity
from

TeZke kovine I Heavy metals:

lzguba pri su5enju / Loss on drying:

Sulfatni pepel I Sulphated ash:

Zaostala lopila / Residual solvents:

. Chloroform

. Methanol

. Ethyl acetate

Bistrost raztopine / Clarity of solution 2%:
. in chloroform

. in THF

< 0,05
< 0,05
< 0,05
< 0,05

0,03

12

Ustreza / Conforms

0,02

<25
<26
68
355

< 3,0

Ustreza / Conforms

Shranjevanje / Packaging and storage:

0pombe / rVotes:

Mnenje / )ppinion: Po navedbah proiaajalca substanca ustreza zgoraj navedenim parametrom Ph,Eur 7.

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

lnes L0GAR mag.farm,, spec,
Vodja sluzbe za kontrolo kakovosti

Q ual ity assurance man ag e r

from his own qualv check nor it does confirn that the product has ceftain prwerties or is suitable for a specific application. 
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Rumen ali rahlo oranZen, kristaliniden pra5ek, skoraj netopen

v vodi, topen v metilen kloridu, teiko topen v alkoholu.

Obdutljiv 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. lt is sensitive to air, heat and light,

according to test

<0,5%
< 0,15 %

< 0,15 %

<0,200/o
<1,0%

< 50 ppm

< 100 ppm

< 100 ppm

s 3,0 NTU

clear

Shranjevanje v trdno zaprti ovojnini, za5diteno pred

svetlobo. I Preserve in aiftight containers, protected
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