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3.1   Identification test

3.2   tl3uirumov"iagm-ouo

3.3   Dissolution test

3.4   Impurities

-Leflunomide related compound A

-Leflunomide related compound 8

-Leflunomide related compound C

-Individual  impurities

-Total impurities
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90.0 -110.00/o  L.A.  of Leflunomide

[3j+rouflii 80 %  1uii@i 30 uifi

Not more than 0.1  %

Not more than 3.5 %

Not more than  0.2 0/o

Not more than  0.2 o/o

Not more than 4.0 0/o
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4.3.1  ou@fl"5i@im5i3viq"fli"amov"ayiuia°ii3@€tl"RggrNafl  (certificate of analysis  of
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4.3.5  n5filfluuln@:u  vaccines,  blood  products flgr@qfil@nal5gu5@dium5Nam  (lot release)
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Li@3@u®dquiiflu  cold  chain  system filflgr""5§"manvla®nlnruayi Good  Storage  Practice
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(GSP)  Lla3  Good  Distribution  Practice  (GDP)
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