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I Certificate of analysis

Product |[TRETINOIN-USPIEP current edition | Code Ne [2610460 Batch N¢[1510002566

Manufacturing date(pEC 2015 Retest date (where applicable) [nOvV 2017

Analysis Number|P1PF120501 l Bulletin  |4P1593481 }

Capuale Snﬂsla € 40.000.000 iV, - R.\. Milano, Cod Fisc e P. VA n 08101 100
Sad

Test Refer Result M.U. L imits
Description Yeilow, crystalline powder |- Y e\lﬁl’%w oF light orange, crystalline
owder
R Conforms to Standard = pCanforms to Standard
uv Conforms to Standard .- |Conforms to Standard
Loss on drying 0,1 % < 0,5
Sulphated Ash 0.1 % < 0,1
Heavy metals <20 ppm |20
Assay (TBAH) 100,1 % 98,0 +102,0
dried
tsotretinoin <0,01 % |s0,50
Epoxy derivative 0,04 % < 0,156
lmi%urity A (4-methoxy retinoic 0,04 % < 0,15
ac
Higrzost impurity unknown 0,02 % < 0,10
Total impurities (except 0,20 % < 0,50
Isotretinoin)
IC:IdCIass 1 solvents : Not Not tested -~ Not tested
us
ICH Class 2 solvents : In specifica - Conforms
Chioroform <25 ppm |s 50
Methyl alcohol <26 ppm s 100
ICH Class 3 solvents In specifica - Conforms
Ethyl acetate <20 ppm < 100
Isopropanol 363 ppm  |< 2000
Isotretinoin < 0,05 % s 0,50
Epoxy derivative <0,05 % < 0,15
4-methoxy retinoic acid (imp <0,05 % [<0,16
a
l.Lrgest unknown impurity <0,05 % < 0,10
Total impurities <0,05 % |z 0,60
In chioroform 0,4 NTU |<3,0
In THF (10%) Clear - IClear
Packaging and storage Preserve in airtaight - Preserve in airtaight containers,
containers, protected from protected from light
light
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I Certificate of analysis |
Product [TRETINOIN-USPIEP currentedition | Code N°[2610460 | Batch n[1510002668 |

Manufacturing date Retest date (where applicable) [NOV 2017
Analysis Numbar|P1PF120501 | Bulletin ]4p15934s1 |

!Tast References| Resutt [ JLimies ]
1 i 4 i 1
Analysis Date QC Manager
01/20/2016
0/BEN. 2016
Reviewed by Qualifited Person
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