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CERTIFICATE OF ANALYSIS

Product ['TRE’TI-NOIN--USP34IEP?‘: l Code N° (’_::lzmmea Batoh N° (1240315 ]

gt Retesting date | sv.oop044 Exp'iratlon date
Manufacturm‘g'dvate _ Apr 2012_} (where apphcable)_ Ap“r.2014 (where applicable)

Analysis Number M4PF042003 T —Linits

Test - Results M.U. Min ‘ Max
Description. Yellow, crystalliine powder Yellow, crystalliine powder | Light orange
|dentification ' :
-IR Conforms to Standard Conforms to Standard
-UV Conforms to Standard Conforms to Standard
Loss on drying 0,1 . _ 1% 0.5
Residue onignition~~ . .~ .. .0 1008 : % | , 0,1
Heavy metals = N R A ppm f o 120
Assay (TBAH) = = e ORE s S0 Yedried. | 98,0 102,0
| Related Substances HPLC o L
- Isatretinoin <006 _ % 0,50
- Epoxy derivative ' 0,02 - 1% ’ . {Less than 0,15
- impurily a {(4-metoxy retinoic acid) ©<0,02 ' % | Less than 0,15
- Largest unknown impurity < 0,05 % 0,10
- Fotal Impurities{apart from Isotretinoin) 0,11 % 0.50

Rasidual Sclvents (GC) :

- ICH Class 1:solvents: Not used “| Not'tested
~|CH: Class2soivents oy Sl 2 e ‘ o
Chioroform = B N R e N B T e 501115 ' ] 50
 Methanol - B ' 84 T - ppm 100
- 1CH Class 3:solvents : ORI -
Ethyl Acetate - ' 43 <O M . |100
isoprapanol 693 ‘ © | ppm 2000
‘Related Substances (HPLC) EP L ' T
- Isotretioin .. - ’ S 4005 o - % 0,50
~4-Methoxyrehnoxcactd (tmpumy a):. 140,06 . S e B T e s e ‘Less than. 0,15 -
- {all-frans)-5, -epoxy-5.6dthydroretmorc amd OBt e By R SR T R e e BT “essthan 0,18,
- Largest-unknowh imptiiity. -~ - L R s b . C 0,10 B
- Totalimpurities {apart from ;soiret:nom) 1012 A% kR ' 0,50
Clarity of solution 2% ) ’
- in chloroform (NTU) 0,7 , NTU 130
~in THF Clear Clear
Packaging and Storage Preserve In airtight containers, protected from light.

This batch has been manufactured, packaged and tested in accordance with EU GMP Guideline Volume 4 Part 1l ( ICH Q7A)
Manufacturlng sxte of the Active. Pharmaceuﬂcal Ingredlent GARBAGNATE MiL:se -

- Date v _ ' P R -XQ.C.»Manager‘(RébenoQuaglia)
April 27 2012 /)\ S

Fﬂctory 268.’37 Cassmo dlber - Muhzzano (LO) - via della Vattoua\ 89 phohe +39 02 988892, 1 'a>3 3902 92_39585_‘: .
Factory: 27020 Dormo (PV) -wvig Scaldasolg: 33 phone +39 6382 82501~ 1ax +39'0382 812008
aclory 20024 Garbaqnate- Mse (Ml) vn MIl'\ﬂQ 186 phowe %39 02 99442 1 fax +39 02 99442220




