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&o. Finished product specification (#®)

Watanisnagay

Specification

Impurities

- Ezetimibe tetrahydropyran analog :
- Ezetimibe ketone :

- Any unspecified impurity:

- Total impuirities:

NMT o.o%
NMT o.0%
NMT o.lv%
NMT o.¢%

<lolo ArantAanManatinvasiendfyy (Active pharmaceutical

Ingredients (API))

a1Au

Wadan1snagay

Specification

ldentification test :

mwmumuﬁssq‘lu finished product specification

USunaushendAgy «®&.0-e0b.0 % of Ezetimibe
Residue on ignition : < ol%
Water determination : < o0.n%

Optical rotation :

o) o)
-b&.o to-mo.o

Impurity :

Impurities , Procedure &

- Desfluoroaniline analog < olo%
- o-Fluorobenzene isomer  : < olo%
- m- Fluoroaniline analog  : < 0%
- Ezetimibe ketone < o.0%
- Any unspecified impurity  : < 0.@%
- Total achiral impurities < obn%
Impurities , Procedure o

S,S,S — Ezetimibe < 0.0%
-R,R,R - Ezetimibe : < 0.0%
- R,R,S - Ezetimibe 1< 0.&%
-S,S,R — Ezetimibe <L oc.o%
- R,S,R ~ Ezetimibe : < 0.0%
-Total achiral impurities < 0.8%
- Total impurities : < 0.8%
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