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GERTIFICATE OF ANALYSIS

Manufacturing date Jul 2013
Retesting date

(where apPlicable)
Jun 2015

Expiration date
(where applicable)

Anrlrrcic Numher N4PF072502 Limits

Test Results M.U. Min Max

DescriBtlcn Yellow, crystatliine Powder Yettow, crystatsine Powder tightoraflgs

ldentification

-tR Conforms to Standard Conforms to Standard

.UV Conforms to Standard Conforms to Standard

Loss on drying 0,1
o/o 0,5

ianilian 0,1
o/o 0,1

Heaw metals <20 ppm 20

Assay (TBAH) 101,2 %dried 98,0 102,0

FetateoS[ustances HPLC :
o/o 0,50

- lsotretinoin < 0,01

- Epoxy derivative < 0,02
o/o Less than 0,15

:l mp fi itT;-(4-rnetory reti n oic acid) < 0,02
o/o Less than 0,15

- Largest unknown impurity 0,02 % 0,10

- fotat tmpurities(apart from lsotretinoin) 0,09
o/o 0,50

Residual Solvents (GC) :

- ICH Class 1 solvents : Not used Not tested

- ICH Class 2 solvents :

Chloroform <25 ppm 50

ppm 100
Methanol

100
- ICH Class 3 solvents :

Ethyl Acetate <20 tJPI

lsopropanol 338 ppm 2000

ffinces (HPLC) EP:
o/o 0,50

- lsotretinoin < 0,05

-Tmethoxyretinoic acid (lmpurity a) < 0,05
o/o Less ihan 0,15

-Gf -tran$8,6€poxy-5,6dihydroretinoic acid < 0,05 % Less than 0,15

- Largest unknown imPuritY 0,06 % 0,10

- fotal irnpuiities (apart from isotretinoin) 0.13 o/o 0,50

Clarity of solution 2%

- in cnioroform (NTU) 0,7 NTU 3,0

- in THF Clear Clear
from light.

Pfi[agingmnd Storage Preserve ln alnlgnr con(alrleIU' Pr

This batch has been manufactured, packaged and tested il 
"lgojgT:eyitlEgfllLgl'3?li,i"-Y"lume 
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