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Namsm’aﬁLﬂﬁwﬁﬂmmm‘ﬁulﬂmm finished product specification &g drug substance
Specification  fignsBannnundusiuiiienty  Faldaaneeudedinnunugnssunsemisuazen
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Finished product specification: EZETIMIBE 10 MG. TABLET

3.1 Identification test ATIU
3.2 UsuaudaendAgy 93.0 - 107.0% L.A. of EZETIMIBE
3.3 Uniformity of dosage unit NI
3.4 Dissolution time Test 1 laitfounin 80% L.A. meluian 30 ui
Test 2 laitfesnin 809% L.A. neluian 20 uiii
3.5 Impurities
3.5.1 Ezetimibe tetrahydropyran analog 1ailAu 0.2 %
3.5.2 Ezetimibe ketone LaiiAu 0.2 %
3.5.3 Any unspecified impurity laiifiu 0.2 %
3.5.4 Total Impurities 14ilAu 0.5 %

ANENTTHANTAIVUARNAN BLIANY

............................................. U¥81UNIIUNNS

(maﬁuﬁr%yﬁmm)
............................................. ASIUNIT
DR amersel)

h\]‘)q
............................................... ASSUNIT

e

(WaSygysnd Fengneunainis) /-2- Roulvdu



=P

4. Waulvdy
Aauesnnesdunanslsdeduses wiouasaneiledesusatenanslagdiienu1n Muazidunml

6.1 wnasnsldueygetunadeuhiusiodmitlulssmelve  uazduns (declare)
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4.1.1 luddmstunzdeusniuen 1dud ve.2ve.3 vie.a vie 8.2 udusinsdl

4.1.2 ludwetunsidou ve.1 vie 8.1 veswiliaussia niousieasidendenisaunu
ﬂmmwmawﬁmﬁ’m%muﬁ“ﬁwmﬁau (finished product specification) uazUafi1nun
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4.2.1 nsiewdnlulsemdlve fudndosdiionarssusennasgiunsuaneinumnininaeiuag
A3nsTinlunsnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
W29 PIC/S participating authorities #30318NA135UTINIASFIUNTNANS N
AENNTLAEITNINALUNTNANE1YBIFTNITUAMIENTTUNNTEMISHATET NTENTIS
anssigy Satmuniulneiimuaenadswasiniientundninasiuayisnsiintums
wAmen PIC/S Tumnagnfiiaueuy atuaigamuseumsnsivdeulneiinanisiusesd
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waz3snsialunswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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4.3.1
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