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Specifikocijo / Specificolion Volues Rezultoii / Botch Volues

Lostnosti I Properties:

lstoveinost I I de nfificotio n :

Vsebnost / Assoy:
Sorodne substonce / Reloled subsfonces:

. isotretinoin

. 4-methoxyretinoic acid (impurity A)

. (oll-trons)-5,6-epoxy-
5, 6dihydroretinoic ocld

. Iorgesl unknown impuity

. lolol impurilies {aport kom
isoirelinornJ

TeTke kovine I Heavy melols:
lzgubo pri suienju I Loss on drytng:
Sulfolni pepel / Sulphoted osh:
Zoostolo iopilo/Residuol solvents:

. Chloroform

. Methonol

. Ethyl ocelole

. isoproponol
Bislrost roztopin e lClority of solution 2%:

. in chloroform

. in THF

Velikost delcev/Porlicle sze;
. d (t0)
. d (50)
. d (90)

Shronjevonje/Pockoging ond sloroge:

Dotum onolize / Dole of onolYsis:
Uporobno do / Expiry dote:
Dotum proizvod I Manufoctuing date:

Rumen oli rohlo oronZen, kristolini6en
proiek, skoroj neiopen v vodi, lopen v
metilen kloridu, teZko topen v olkoholu.
Ob6uiljiv je no zok, loploto in svetlobo,
predvsem v roztopini. /
A yellow or light oronge, cryslolline
powder, proctically insoluble in waler,
soluble in melhlene chloride. slightly
so/uble in alcohol.ll is sensilive lo oir,
heol ond light, especiolly in solution.
occording to test
98,0- 102,0%
occording to test
s0,5%
< 0,15 %

<0.t5%
<0,10%

30,5%
< 20 ppm
30,5%
s0,t %

< 50 ppm
< 1000 ppm
s 2000 ppm
< 2000 ppm

3,0 NTU

cleor

>5pm
< 250 pm
< 700 pm
Shronjevonje v trdno zoprti ovojnini,
zoieiteno pred sveflobo lPreserve
in oirlrghl confoiners, prolecled

Ustrezo / Conforms

Ustrezo / Conforms
l0l,l
Ustrezo / Conforms
0,0r
0.03

0,0t
0,03

0,t I

Ustrczo lConforms
< 0,10
< 0,10

<25
<26
252
264

<3
Ustrezo / Conforms

24
tt7
69r
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Mnenje/opinion: Po novedboh proiwojotco substonco uslrezo monogrofiii v Ph.Eur.6th. /
According to ihe monutocturers speciticorions ,he subslonce coresponds to the Ph.EuL 6lh monogrophy.

lnes Logor mog.form.,spec.

Odgovomo osebo zo sprostitev serije/
Responsible Loborotory Monoger Guo,ity Conlrol

Io dokumentie izdelon v eleklron5ki obliki s slroni Lexovego onciliznego loboroloriio in ie velioven b{ez podpbo. /
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