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Finished product specification: Cefixime C9loo mg capsule 

C9l. Identification Test \>l':i1'1~1'U 

®. \J~111ru1'11t11'111'lty <io.o-C9ll9lo.o % L.A. 

\>l':i1'1~1'U Q1. Uniformity of dosage units 

Ci'.. Dissolution i;:t:::mCJ 11ltl'e:iCJn11 gi)o%( 0)1 'U Q1o 'UTVi 

ct. Impurities 

- Individual NMT C9l.o% 

- Total NMT ct.0% 

b. Water determination NMT C9l®.o% 

Drug substance specification : Cefixime (USP Ci'.o) 

C9l. Identification \>l':i1'1~1'U 

®. Assay <icto-C9loQ1o mcg/mg on anhydrous basis 

Q1, Impurities 

-Individual impurities 

- Total 

Ci'.. Optical Rotation 

ct. Crystallinity 

b.pH 
gi1, Water determination 

NMT C9l.o% of any individual impurity is found 

NMTho% 

-gi)ct° to -c;ic;i0 

\>l':i1'1~1'U 

hb - Ci'..C9l 

<i.o%-C9l®.o% 
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t:-J~~ci1ml.JVli;rmnru'11fin11t:-J~~~~1 'Ufl11t:-J~~tJ1 PIC/S (pharmaceutical Inspection Co-operation 

Scheme) LV!tJVltJ1tJ.::J1'U PIC/S participating authorities Vl~'e'li1LeinG'l11-r'IJ1ei.:iiJ1~1~1'Ufl11t:-J~~tJ1~1l.J 
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cr.(9) t:-.Jflm1~n~1 long term stability l'lf!a~·1b-:im~"11a-:im~:ff'U'Vl~Ltiti'UHnu?l1irn-:i1'Uflru~m1l.lm1 
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b. m1tl1~LiJ'U1°11tl1~~'VlTI.fl1'W~B11fl1 (Price Performance) 11tJ'1~LBtJ~\>11l.ILBf16'111tlWm~11m 
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