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o. Auandiniuvailavewmdndusidnsazu (Finished product specification)
@.@ ldentity test mwmummﬁ‘isulu finished product specification
@b USUumedfgy «&.0 - @o&.0% of the labeled amount of Fenofibric acid
@.en Drug release Acid stage afterbh n=bmax < eo%

Buffer stage after b.& h n=o max < mo%
Buffer stage after m& h n=bo max &x-ox%
Buffer stage after m.& h n=o min &x-ox%
Buffer stage afteroh n=omin > co%

®.& Water content KF Not more than &%

@5 Shelf life o U

@.e9 Aerobic microbial count UpuNIWYINAU @ooo CFU/g
. Total Yeast and mold count UounNIWYINAU eoo CFU/g
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b.  AuaNUAMaveAinvesinedAgy (Active pharmaceutical Ingredients (API)

.o USuuiendfgy &el.o — @oen.0% of the labeled amount of Fenofibric acid
.l Water content Not more than &%
b.en Aerobic microbial count UounN UMY @ooo CFU/g
b.e Total Yeast and mold count UounNIUVNAU @oo CFU/g
o.&¢ Impurity
Fenofibrate WoaNI AU oloo%
Impurity G UuNIWYINAU 0.00%
Single largest unspecified YouNI UMY 0.00%
Total impurities Youn Ay o.&o%
.o Residual solvent
Ethanol UounNI UMY booo ppm
Isopropanol UounI U eooo ppm
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veilou (finished product specification) uaw Fermunnanmassingiu (drug substance specification)
ﬂiz:fi*ﬁagjiwdwmimﬁauuﬂauﬁmﬁu@m IgfpsuuuenansNIveuily (8.¢) 1iwieu finished product
specification Wag/%3® drug substance specification
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a. LBNATAMINBULVDILINLAUDTIAN
m.e HANIATIVIATIRVRUNNNERSUIIE1d1593UveRER (Certificate of analysis of finished

product) Tugquiidadudietng
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oo mamimamLﬂ'ﬁ%ﬁﬂmm‘wmmummm&na'lﬂm (Certificate of analysis of drug substance)
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