9/ =3

aadnuuzanze Cefiime aoo mg capsule l3anenuiasagidn

= .
#e1  Cefixime eoco mg capsule
ANt
=2 [ o o s
@. WURIIHAEIMIUTUUTEN U
& 13 s =
b. 14 @ e Uszneumeien Cefixime moo mg
o, UTIhupeUnativ Jasfuaniuiiu
<. 281N - szyTee) dauusznaumedify Auuse Ju-Feu-Un nanuas/vie
w a - ' @ [
Tununeny aeiuda LegnetnuunuTsyiue
' v o = & I |
“UUABUEUTITRE R RIsEUTRYT T8N dIUTENBULAYIWIA
ATULURIEN ainananzilauiiTuen Junda Jurueeglitaau
AANUGNINATA

Finished product specification: Cefixime @oo mg capsule _-

@. ldentification Test HIIANY
. USunusienddny ®0.0-6060.0 % L.A.
en. Uniformity of dosage units NTIANY
& Dissolution araslitiasnin wo%(Q)lu mo W
& Impurities
- Individual NMT @.0%
- Total NMT &.0%
. Water determination NMT elo.0%

Drug substance specification  : Cefixime (USP @:’@)/

®. ldentification EebAaiy

B, Assay «&o-eomo mcg/me on anhydrous basis

. Impurities ' '
- Individual impurities NMT @.0% of any individual impurity is found
- Total NMT l@.of’/g )

&. Optical Rotation -69&° to -@c@

&. Crystallinity ATV |

. pH Lo - o

o. Water determination ®.o%-a».0%
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000 n3dinAneTlulszmalng guanszdosdidnuinindrenidesuseminsgiuns
HAREILNENNNAIE N SHARTIRLUATIHAREY PIC/S (pharmaceutical Inspection Co-operation
Scheme) lngnus9nu PIC/S participating authorities ‘M%ﬁLaﬂﬁﬂi%’mmmmgmmiwﬁm&nfmu
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