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Finished product specification

®. |dentification Meet the requirement

. Assay «o.0 — ®@00.0% of the labeled amount of
Rabeprazole

o.  Uniformity of dosage units* Meet the requirement

«. Related substance

- RBP sulphone Not more than o.s) %
- Other individual Not more than o.lb %
- Total Not more than e.ed %

&. Microbiological test

- TAMC Not more than eocoo cfu/g
- TYMC Not more than eoo cfu/g
- E.coli Absence

. Dissolution
- Acid phase Not more than eo % of rabeprazole sodium
is dissolved in  hours
- Buffer phase Not less than o % in 30 minutes

NNBLNR)

- * 4l Dissolution waz Uniformity of dosage units ILUULONATWARIIIEALIDEANANIATIT
a I3 aM v v = )
Aas1ent mndllaudaseazdeaiduduanlilulu COA

d &?’ 4 éﬁz/yz '
3Rk U5¢51UNTINMS YD &A ............ N3IIUNTT

(Wees Tt Imu) (WeASyud aegsnl)

51— 6'“ ....................... N5UNNS
(wesuian Budseiedy)



Drug substance specification

®. ldentification Meet the requirement
. Assay &ol.o — @olw.o% of dried basis
en. pH & - 06.&
@ Loss on dying Not more than o.& %
&. Related substance
- Impuritiy A (RBP sulphone) Not more than o.@ %
- Any other impurity Not more than o.e %
- Total impurities Not more than e.0 %

o. Residual solvents
- Ethyl acetate Not more than &ooo ppm
- Di-isopropyl ether Not more than eocoo ppm
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Finished product specification

@. |dentification Meet the requirement

b, Ulinniedsves Salmeterol ow.¢ — bam.e MCg

on. U'%mmm%‘wm Fluticasone exe — balb Mmcg

@ Content uniformity Meet the requirement

€. Mean fine particle mass U84 ¢ — @en MCg
Salmeterol

. Mean fine particle mass U84 o — ewo MCg
Fluticasone
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