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Certificate of analysis

Product |TRETINOIN-USP/EP current edition

| code Ne [2610460 Batch N’

1510001172

Manufacturing date|MAY 2015 Retest date (where applicable) (APR 2017
Analysis Number, P1PF052003 Bulletin 4P1542528

Test References| Result M.U. [Limits
Description Yellow, crystalline powder |~ Yellow or light orange, crystalline
powder
IR Conforms to Standard — Conforms to Standard
uv Conforms to Standard -~ IConforms to Standard
Loss on drying 0,1 % <05
Sulphated Ash 0,1 % < 0,1
Heavy metals <20 ppm |<20
Assay (TBAH) 100,1 % 98,0 + 102,0
dried
Isotretinoin < 0,01 % < 0,50
Epoxy derivative 0,05 % < 0,15
Impurity A (4-methoxy retinoic 0,02 % < 0,15
acid)
Highest impurity unknown 0,05 % < 0,10
Total impurities (except 0,18 % < 0,50
|sotretinoin)
ICH Class 1 solvents : Not Not tested — Not tested
used
ICH Class 2 solvents : In specifica - Conforms
Chloroform <25 ppm |s 50
Methyl elcohol <26 bpm |< 100
ICH Class 3 solvents In specifica Conforms
Ethyl acetate <20 ppm s 100
isopropanol 1028 ppm |s 2000
Isotretinoin < 0,05 % < 0,50
Epoxy derivative < 0,05 % < 0,15
4-methoxy retinoic acid (imp < 0,05 % < 0,156
a)
Largest unknown impurity < 0,05 % < 0,10
Total impurities < 0,05 % < 0,50
In chloroform 0,1 NTU |<3,0
In THF (10%) Clear - Clear
Packaging and storage Preserve in airtaight -~ Preserve in airtaight containers,
containers, protected from protected from light
light
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| Certificate of analysis B
Product [TRETINOIN-USP/EP current edition ] code N° Batch N°[1510001172

Manufacturing date|MAY 2015 Retest date (where applicable) APR 2017
Analysis Number|P1PF052003 Bulletin  |4P1542528
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{ 1 1 i1 i S |
Wi
Analysis Date Qc Map;!/cﬁr
i/
06/15/2015 15 i, 2015

{

Reviewed by Qualified Person

Notes:
‘This batch has been and tested in with EU GMP Guldefline Volume 4 Part Il (ICH Q7A).

Manufacturing site of the Active F ical Ingredient: o di gl
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