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GERTIFICATE OF ANALYSIS

Product TRETINOIN.USP34IEPT code No Eoio46o_l Batch N" fr4o56? 
-l

Manufacturing date Jd 2412 Retesting date
(where applicable)

Jun 2014 Expiration date
(where applicable)

Analysis Number M4PF071002 Limits

Test ELesr-rlts M.U. Min Max
Description Yellow, crystalliine Powder Yellow, crystalliine powder Light orange

ldentification
-tR Conforms to Standard Conforms to Standard

.UV Conforms to Standard Conforms to Standard

Loss on drying 0,04 o/^ 0,5

Residue on ionition 0,05 % 0,1

Heavy metals <20 ppm 20

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

Related Substances HPLC
- lsotretinoin < 0,05 % 0,50

- Eooxv derivative 0,03 % Less than 0,15

- lmpurity a (4-metoxy retinoic acid) < 0,02 o/o Less than 0,15

- Largest unknown imPuritY < 0,05 o/o 0,10

- Total lmpurities(apart from lsotretinoin) 0,10 Yo 0,50

ResidualSolvents (GC)

- ICH Class 1 solvents : Not used Not tested

ICH Class 2 solvents :

Chloroform <25 ppm 50

Methanol 60 ppm 100

- ICH Class 3 solvents :

Ethyl Acetate <20 ppm 100

lsopropanol 362 ppm 2000

Related Substances (HPLC) EP :

lsntretinoin < 0,05 o/o 0,50

4-Methoxyretinoic acid (lmpurity a) < 0,05 Yo Less than 0,15

(all-trans)-5,6-epoxy-S,6dihydroretinoic acid < 0,05 % Less than 0,15

Largest unknown imPuritY < 0,05 % 0,10

- Total impurities (apart from isotretinoin) 0,10 % 0,50

of solution 2%
- in chloroform (NTU) 1,7 NTU 3,0

- in THF Clear Clear

Packaging and Storage Preserve in airtight containers, protected from light.

This batch has been manufactured, packaged and tested in accordancewith
Manufacturing site of the Active Pharmaceutical lngredient : GARBAGNATE

Date

August A3 ,2012

EU GMP Guideline Volume 4 Part tl ( ICH O7A ) .

MlL.se

Factorv: 26837 Cassirro d'Alberi - Muiazzano (LO) - via della Vittoria. 89 - phone +39 02 988892.1 - Iax .i'39 02 9811585

l:actory: 27020 Dorno 1PV) - via Scalciaso]e,33 - phone ;39 0liE2 U2501 lax'r-39 0382 812006

Factory: 2AA?4 Gariagnate M.se (l',4l) - via Milarro, 1 86 - phon e +39, 02 09442 1 ' f ax .r-33 A2 9914222{)


