Certificate of Analysis
LeMunomide $:% 4%

Batch Mo, : 20180200 Dt FEB.9, 2018
Manufwciure Date: JANI020]8 Oantity: SO0KGE
Expiry Date: JAN 29200
SPECIFICATIONS 'STANDARD USP3% ANALYSIS RESULTS
L SR 39 BT R
APFEARANCE WHITE OR OFF-WHITE WHITE ©OR OFF-WHITE
R CRYSTALLINE POWDER CRYSTALLINE POWDER
UW: similar to referemce
IDENTIFI
% ;ﬁnﬂﬂ standnrd{ 26 1+/-2nm) CONFORMS
TR: similar to the reference standand
RESIDE ON IGNTTION =1 % 0.04%
HEAVY METALS = Mippm CONFORMS
LOES ON DRYING =¥ 0.12%
MELTING POINT 164-168T 166.5-167.5T
S Methylisouarole-carboxylic ncid =L1% NONE
Leflunomide related compound A =% NONE
Lefunomide related componnd B =03% 2%
N2 -Triflmoromeibyiphenyl}-5- =% NONE
methvisombed-carboxomide
2-Cyano-acetic scid-{4'- =% NONE
triflueromethylj-anilide
Leflunomide relsted compound C =0.1% NONE
Total impuritie (ezcluding
lef luncmide related compound B oamd
Tefiunonide related compourd C) =2 0025
Any other mdlvidual impurity =h1% 0.02%,
__'.I'ol:ll impurities = 04% | L03%
ASEAY | 25.0-102.0% | 0%,
PACKAGING AND STORAGE Prescrve in o well-clised canfamenstors &t & remperature not exceeding 30702,
| =
CONCLUSION: THE UCT CONFORMS TO USP3% STANDARD
. L ; L1 ﬁ&iﬁﬂﬁ




