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3.1 Finished product specification : USP

Organic impurities

- Ezetimibe tetrahydropyran analog
- Ezetimibe ketone

- Any unspecified impurity

- Total impurities

18 Test Items Specifications

1 | Identification Meet the requirement

2 | Assay 93.0-107.0% of the labeled amount of ezetimibe

3 | Uniformity of dosage units* Meet the requirement

4 | Dissolution* Not less than 80%(Q) of the labeled amount of
ezetimibe is dissolved in 30 minutes

5 | Impurities

Not more than 0.2%
Not more than 0.2%
Not more than 0.2%
Not more than 0.5%
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3.2 Drug substance specification : USP

{0 Test Items Specifications
1 [ Identification Meet the requirement
2 | Assay 98.0-102.0% of ezetimibe, calculated on the
anhydrous and solvent-free basis
3 | Impurities
- Residue on ignition Not more than 0.2%
4 | Organic Impurities
Procedure 1
- Desfluoroaniline analog Not more than 0.2%
- o-Fluorobenzene isomer Not more than 0.2%
- m-Flouroaniline analog Not more than 0.2%
- Ezetimibe ketone Not more than 0.1%
- Any unspecified impurity Not more than 0.10%
- Total achiral impurities Not more than 0.6%
Procedure 2
- 5,5,5-Ezetimibe Not more than 0.2%
- R,R,R-Ezetimibe Not more than 0.1%
- RR,S-Ezetimibe Not more than 0.4%
- 5,5,R-Ezetimibe Not more than 0.1%
- RS,R-Ezetimibe Not more than 0.1%
- Total chiral impurities Not more than 0.5%
- Total impurities Not more than 0.9%
5 | Water Not more than 0.6%
6 | Optical rotation -25.0° to -30.0°
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6.1 st finished product i monograph Usnglusisen (official)
Tumsharsandnvhradnuusiansraselundel ANENTINANSIVUARANENYUSIANIZYBIE 1981
MUUTEAIANTENTINES1S0EY (309 Y5181 WA, 2561 astuil 6 Sunmy n.e. 2561 (asuszmely
swRvempuAw Uil 12 nuanius 2562) Trenaznssunns $15wnu USP 39, BP 2016 uas JP 17
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6.2 ns@fuenii finished product 13 monograph Usnglusisnen (non-official)
Tumsfiasandnheadnuusiomsvessiluadsd auenssunsa Srdemu
1) General requirement veundtssudmiy finished product Ul Tablet wag Capsule
2) General requirement Yendasi1Tudm3u finished product JULUY Injection
(Parenteral preparations)
3) wamiimsimuagudnvazaniz enguiiing dinuinisnisasisugy nsensieanssige
aaAL 2553 viseatiuiilindd
4) Injectable Drugs Guide, First published 2011, Published by Pharmaceutical Press
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waen| Ezetimibe 10 mg tablet
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)
ezetimibe 10 mg tablet, 1 tablet
685136 |ZETIA (SCHERING-PLOUGH, U.S.A.) (ezetimibe 10 mg) tablet, 1 tablet
947459 |EZETROL (MSD INTERNATIONAL, PUERTO RICO) (ezetimibe 10 mg) tablet, 1 tablet
v | casiis EZETIMIBE SANDOZ (LEK PHARMACEUTICALS, SLOVENIA) (ezetimibe 10 mg) tablet,
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1005857 [EZENTIA (SUN PHARMACEUTICAL, INDIA) (ezetimibe 10 mg) tablet, 1 tablet

1042221 |ZETIA (MSD INTERNATIONAL, PUERTO RICO) (ezetimibe 10 mg) tablet, 1 tablet

115204 |EZETROL (SCHERING-PLOUGH, PUERTO RICO) (ezetimibe 10 mg) tablet, 1 tablet

ANENTIUMINTIUAAMIANBALIANISLASAMUATIAINARTIATEEN Ezetimibe @o mg tablet A83BUIZMATIAY
Bidnwsedlnd (e - bidding)

AWAFITIIAUUNYS 91 bol/lodom a3Tull be UNTIAY bdom

W A

B): et eseeeeeeeserarareseanen Use51UnTIUNIT
(Weiag auna)

9

R

18, v Derresrmrenrrsesenreee N3UNTT
(Weddnual Ngyaugvie)

(b ooooonoooa Mheramaroremrecrronoooo ATIUNIT

=t o &

(WegIuns w33

AN A/ A A ASTUNTS
(WBHRINIA AveLay)

9

&. @VV) .................... NSTUNSURSLAUIYNTT

(W9e1n I8 LNANTIY)




