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o. qtud:r!-frv'xtunflnto.rzufrnfiruq4;irr*ogr-l (Finished product specification)

o.o ldentity test n:?atiluet'l!fi:vlJu finished product specification

o.lo rJ3:r'rrun-rurrirriry c(d.o - o,o&..oo/o of the labeled amount of Fenofibric acid

o.en Drug release Acid stage after to h n=b max < aoo/o

Buffer stage after le.d h n=b max < er'oo/o

Buffer stage after sn.d h n=b max dc(-bd%

Buffer stage after en.d h n=b min dc(-bc(%

Buffer stage after u h n=b min > doo/o

o.d Water content KF Not more than d%

o.b Shelf life * fl
o.erl Aerobic microbial count rjoun'jtrvirrTl oooo CFU/g

o.d Total Yeast and mold count rjoun'jrtvirfl! ooo CFU/g
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te. qtualll-fiill{tilnfrn?J0{6'rur;irfrry (Active pharmaceutical lngredients (APl))

b.o rj3:nru6'rur;irn'rU c(arl.o - ooen.o%o of the labeled amount of Fenofibric acid

to.b Water content Not more than d%o

lsr.en Aerobic microbial count rjoan'jrrvirrir: oooo CFUlg

te.d Tota[ Yeast and mold count rjoun'jrrviTri'u ooo CFUlg

ler.d lmpurity

Fenofibrate rioun'itvirril o.too%o

lmpurity G rioun'jrrvirrTu o.o,oo/o

Singl.e largest unspecified rioun'jrrvirri'! o.o,oo/o

Total impurities rioun'jrrvirriu o.doo/o

b.b Residual solvent

Ethanol rioan'irrvirriu toooo ppm

lsopropanot fioun'jrrvirriu olooo ppm
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