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CERTIFICATE OF ANALYSIS

Product [ISOTRETINOIN USP35/EP7

Code N° [2611200 | Batch N° [1240797

) Retes!mg date | | Expirationdate | !
Manufacturing date ( Oct 2 1 J thars i Sep 2014 | {arare appiicable; [m,mﬁ__._,_m”
Analysis Number WAPE100501 e
Test References Results | M.U. Min Max

Description

E5.08P

Yefiow crystaliing
powder

Yellow crystaliine
owdar

orange crystaiing
powder

{dentification

“iR L 2.2.24, USP Conforms {o Standard Canforms to
<197 Standard
-V USP 197U Conforme to Standard Conforms to
Standard
1088 an drying EP 2.2.32; USP <731> 1 Q1 b 0.8
Reskiue on gnion EFS4 14, USP <281> 10,03 % [
Heavy metals USH 231> Method 1] <20 ppm 20
EP24.38
Agsay (TBAH) EP 100,7 % 98,0 102.0
dried
Related Substances HPLO (EP) © =
- Tratinoin <008 % NMT 0,50
- Spenified unidendified impurity RRT 0,05 % NRAT GAS
=098
- 1 3-cig-8 G-epoxy-4. 8-dihydroretingic 0,03 % NMT 5,18
acig
- Any other impurity Q.05 % NMT 0,10 i
- Total Impurities 0620 % NMT 0,50 !
QVE{USP} Not used
i Residual Solvents (GL) ¢ internal method .
TTICH Class 1 solvents i Not used |
- 10H Class 2 solvents
Cyciohexans 157 Tppm < 150 (LOQY) 1560 g
Hexane <10 ppim <10 L0 100
Methanal <53 pRM <50 (LOQ) 500
- iCH Class 3 solvenis
Ethanol <50 ppm = 80 {LOM) 500
Ethyi Acetate 881 ppm < 500 {LOQ} 2400
Parlicle size (laser} iternal method
- (0,9} 38 fiis] 150 550
CHEE 140 e 5] 500

Packaging and Storage

Siore in an airtight container, protectad from oxygen and from light, at a temperature not exceeding 25°C.
15 of an cpensd container be used s soon as possible and any

itis rec

that the co

unused part be protected by an atmosphere of an nert gas.

This bateh has been manufactured, packaged and tested in accordance with EU GMP Guldeline Volume 4 Part it ( iCH QZ;A B

-/Q)C Managg/mbmo Quaglia)

Manufacturing site of the Active Pharmaceutical ingredient : GARBAGNATE Mil.se

Date
Qctober 24 2012

Reissued on

January 18, 2013
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