AMANYAILIANIZYB981 Leflunomide 20 mg. Tablet

1.‘71'981'1 Leflunomide 20 mg. Tablet
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2.2 d@wlsznay Usenausmefien Leflunomide 20 me.
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3. AENUANISALA

druusenaunay

Namim‘i’sﬁﬁLﬂiwﬁﬂmmmﬂiﬂﬂmu finished product specification wag drug substance
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Usumﬁluswmmqwﬂmaw 6 SWAAN W.A. 2561)

Specification 18919899 1ALAGYRITULRE U

3.1 Identification test

3.2 Ysunusiendingy

3.3 Dissolution test

3.4 Impurities

-Leflunomide related compound A
-Leflunomide related compound B
-Leflunomide related compound C
-Individual impurities

-Total impurities

ARZNITUNTIANUARANANYUZIAN Y

........... £>/< V/ USEEIUNTSUNIT

(WeAndy Inyadua)

............................................... ASSUANT
(W9ENIUTUNT  INYTSHIL)

—~
=
2
Lo
fa )]
-]
o)
o)
oY)
=
=
c
and
)}
o)
E2\))

BN
3
-]
N

MU
90.0 - 110.0% L.A. of Leflunomide
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Not more than 0.1 %
Not more than 3.5 %
Not more than 0.2 %
Not more than 0.2 %
Not more than 4.0 %
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4.1 wnasnslasveygwdunedeussuenivedminelulsemalng uagdung (declare) unaanéin

4.1.1 TudrdgymsTunzidoumsuen loun ve.2 e.3 Me.4 M50 8.2 WauAnTel

a.1.2 TusveTunzilou ve.1 v3o .1 venfiidusinan nFeuswasiBeavdonisaiuny
Qmmwmaawﬁmﬁmsﬁmuﬁﬁwmﬂau (finished product specification) kazUaiinun
AuNWYBTAqAY (drug substance specification) nsdiflegszwinamsiasuudasudly
WnRuagdeswuuienaisnisveufily (8.5) umdeu finished product specification
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4.2 1BNATTUTBIWINTFIUNTHERELN
4.2.1 nstlewanluusemalve gudndesddiuinimieniideiusewnnsgrunsning1niu
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4.3 NANIAMUNNVDILIMLAURTIAN
4.3.1 Han1InTIINATIERRUAMKENSusie1duSagUenEn (certificate of analysis of
finished product) Tuenjuitdudusetng

4.3.2 HAMINTIVIATIENAUANINGAUVRIFIENEAY (certificate of analysis of drug substance)
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4.3.3 nangunsalena1sudunnuduiusseninegunisndnvesingiuussiiedidey (drug
substance) 40 4.3.2 ffujunsndnvesnansiusiend 53y (finished product) 4 4.3.1
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4.3.5 nsghBugnngu vaccines, blood products fesilienansiusesiunsudn (ot release)
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4.5.5 nsdhdugniideafiuinmiiguvad 2 - 8 ssmwalfeadosdienasuanvifiszuumaifiv
wazdndaendu cold chain system MlfunsgIuAAmMENINA Good Storage Practice
(GSP) waz Good Distribution Practice (GDP)
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