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E CERTIFICATE OF ANALYSIS F

Product [ TRETINOIN-USP35/ER?

| Code N° [2610460 | Batch N° (1240867 |

Sl S

Menufacturing date l Oct2012 | Retesting data

(where applilcabie)

|

. Sepeot4

Expiration date
(wherg applicabl)

Analysis Number M4PF101004 Limits
Tast | Results M.U. Win Max
pescr» Hon Tveliaw, crystalling powder Yeliow. urystalliine puwder | Light orange
identification ! B
-iR Lzndard Conferms to Stardard
W B Conforms to Slardard
[Loss or drying I T A 55
Reslaue on ignition 0,04 Yo . 01
| Heavy matals £20 . ARm 20
Pa_qay (THRAH) 93.0 “%Uried | 98,0 62,0
[ Refated Substancss HPL o )
- Isolrelinoin % 0,50
- Epoxy darivative - 1% Lass than 0,15
ourity @ (4-meloxy retincic acid) i % | less than 0,15
e Impurlty ' % 010 T
% 050
T o tested
<25 gpm 50 ;
thansl — =265 R g i
Class 3 solvants ;
> <20 ppm 100
Isopropan 508 ppm 2006
Related Substances (HPLL) EP - 1 |
: finnin i <0,05 1% i 050 |
incic acid {mpurity a) < 0,05 % Leéb than 0,15
- -3 6-epoxy-5 Bdibydroretinaic acid | 0,05 % Lese than 0,16
Largest unknown impurity 006 [ 040
- Total impunties (apant from isetretinoing 3,70 % 10,50
Clarlty of solutian 2%
- In chlergform (NTU 22 NTU 3
-in THF | Clear Cloar L B
Packaging and Storaga Preserve i aitight confairers, protectsd from light,

Thie batch has baen manufoctured, peckaged and tested in

Manufacturing site of the Active Pharmiaceutical |

Data .

October 24 ,2012
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Binga Rivonana Km 6/7 - 26090 Rodans (4!

avcordance with TU GMP Guldeline Volume 4 Part Il { {CH Q7A
T OLON B.P A, - GARBAGNATE MiL.se

]
7 Q.c. Matager iRavsto duegia)

.
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