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AuaNUANIanAila
Auantimameadavemandueidnsagu (Finished product specification)
®.® ldentity test ' m?ﬂﬁhummﬁizﬂu finished product specification
@b Usuusiendfgy ®&.0 - @o&.0% of the labeled amount of Fenofibric acid
@.n Drug release Acid stage afterbh n=bomax < eo%

Buffer stage after . h n=o max < emo%
Buffer stage after m.& h n=b max &x-ox%
Buffer stage after m& h n=o min  &x-ox%
Buffer stage afteroh n=bmin > g%

®.&€ Water content KF Not more than &%

@.5 Shelf life o U

@.c0 Aerobic microbial count  #eENIYINAY @ooo CFU/g

@.c Total Yeast and mold count Weeni WAy eoo CFU/g
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b.  AuaNUAMIanAlinvesiiedifgy (Active pharmaceutical Ingredients (AP))
.o UsumigdAgy .o — @om.o% of the labeled amount of Fenofibric acid
.o Water content Not more than &%
. Aerobic microbial count  Ue8NIWYINAU @coo CFU/g
b.e Total Yeast and mold countifasninvinfiu eoco CFU/g

©.& Impurity
Fenofibrate o8N AU o.loo%
Impurity G UouNIWNU 0.00%
Single largest unsoecified  WOHNIUNINU 0.00%
Total impurities UounIvAY o.¢o%
.o Residual solvent
Ethanol UounN UMY booo ppm
Isopropanol UounIWAYU @ooo ppm
Rouludug

o. nasnsldsuaygadunsfouifuenitesminelusandlne wazduas (declare) unasnan
o.0 luddymstunsdeusifue 1un vels vo.e vo.e vio lo wiudnsd
oo Tupvetunsdous$ue ve.e 130 t.e ‘W%’enmaazLﬁﬂmﬁa%’ammw@u@mmwmaaw%mﬁmaﬁmmﬁﬁu
veilau (finished product specification) waz Farmunnnnnuesingiu (drug substance specification)
ﬂﬁﬂjﬁﬁ)@:i%%’j’]\‘imimgFJULL‘Ua\‘iLLm‘ULﬁMLaM I BUUENAINIITBWA LY (8.€) IwSeul finished product
specification Waz/%38 drug substance specification
. 1BNETIUTBUIATFIUNITHEANY
AndndediionansiuTo s IUNSNARI M ANE NN LA BN TR lUN1SHEREPIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taguiiaasu PIC/S participating authorities
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. 1ONFTANENBAILVBIETLEUDTIA

.o mamsm’;ﬁﬁLﬁmzﬁﬂmﬂmeémﬁm%mﬁﬁagﬂmaar{{wﬁm (Certificate of analysis of finished
product) Tugnjudidafusegng

oo HANIATIVIAT RN INTROAUTaIFIeNdAty (Certificate of analysis of drug substance)
fldlunsudneniuiidaiumedie iaves fudnen uay draningiu

e LONANTVTEVIENFIUEUSUAMUANRUSTENINTUNISHES YoingRUTaeiIendATy (drug substance)
1o .o fUFUNISHARVDIHNERSUIE1EU53Y (finished product) 8 m.o

o WAN13ANEI long term stability maami’mmq%mmﬁ%umLﬁwl‘?ﬁuﬁwﬁmmﬂmzﬂiimmimmi
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HUefedeiiegeagialos 2 miteussydue Jadufmununanseazdealinsudiu aumn
MvualuwitenuautRinlutewy wasiigunmsndndenuivlute 3.1
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&0 TuAuorgrasiidaeudeavieliitosnit 12 Wou durniudwey

o s mnNATidwoy desdsdinnmineluusesmanisnTIalinssienuiidweuvosNan

&o nsdiimheswnsinsguiiogeiidweuiiiedmalingesinunin mhesvmsazyimide
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