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WTjawTUWiuvtas^tu finished product specification
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(Average)

G^en.o-aoeil.o % LA. of Ezetimibe

WTjawTUW'UJvi^^l'U Finished product specification

Specification

Content uniformity :

Dissolution test:

"U^unww^an^nmu:

Identification test:

•WQ^iam^vi^iaa'u
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Finished product specification
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: NMT o.to%
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NMT o.®%

: NMT o.si%

: NMT o.b%

NMT o.to%

NMT o.si%

NMT o.<^%

NMT o.®%

NMT o.®%

NMT o.%

NMT o.<^%

Impurities . Procedure si

- Desfluoroaniline analog

- o-Fluorobenzene isomer

- m- Fluoroaniline analog

- Ezetimibe ketone

- Any unspecified impurity

- Total achiral impurities

Impurities . Procedure to

- S,S,S - Ezetimibe

- R,R,R - Ezetimibe

- R,R,S - Ezetimibe

- S.S.R - Ezetimibe

- R,S,R - Ezetimibe

- Total chiral impurities

- Total impurities
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Active pharmaceutical Ingredients (API) specification
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Specification

- Total impurities:

- Any unspecified impurity:

- Ezetimibe ketone :

- Ezetimibe tetrahydropyran analog :

Impurities
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(finished  product
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^aafisflsu<u<ui^atwwannn^a^-aunwun

fisjuiitj's^u

©.mwiiaia5i?3ja-^i,a1jjfn^inaan (^vtan^Tum'jflmai^iaias^jua^'uiwiuasJvi'un^Tu)

fl incuii^^aB^jiufn^fi^iaiufn^inaan

^^.StJisjaufn^wl'urniHanmul^^aTU'ianan '̂lji'uaan^i © ilu.a^'Uiii'utl^yvn^nuncufn'w

^^.RfuauiJWviLaa'Ll^isiau'U^ianTS'iJ^iJW^TU (wm Device ,unit dose ua^fm *\)

dt.nii^nwn/^^a vn^^aun (fn^^^ntn^^tjT.^fufnii^u'̂ l'UT^an^vi'un^acia)

s^.^i^'iui.vi'ii.vi^jji'Ufn^'UTU^^n'ttimjEJi^i'UU.'Uii (Therapeutic Equivalence)

Svi^n^nu PE ,BE , T.^Tum^Tuia-^'a'inviti^tj^TuviwQciQ'l^ wu US.FDA ,EMA iiluwu

en.wa^^'U^^Wfnviiia^fnu'us'ui^vi^fjJHaEn \Ji^^iTwiiu^Q?nn (Package & Labeling)

ls.wa^aa^^wrn^n^ifin^^nij^^^^ (Stability data)
- Long term stability iiliibJ^n^ ASEAN Guideline fl^^wijjanaa'ivimviu^T.Tl'uafnn

- w^mi^fvfcn On-going stability il^n^^ (A^?])

©)    wa^aa^oifnwt^^aafiJia^wamiqi^^'n^'W (Certificate of Analysis; CoA)

(©) Active Pharmaceutical ingredient

-    s^i-un CoA of API na^3\j1wiwwawTq^'u

-    antin CoA of API na^iwiwwawtn

(Is) Finished Product

^^ilin CoA of finished product

11. incu^f^fUftf maws (Specific quality criteria)

m)   ijn^num?i,nti^n^u^sn^8^naanwnijvi^nLnflj^i^Qnn^vi^ri<un'i^kn\jinw'ia^ni^a'iaan

(Good Storage Practice / Good Distribution Practice ; GSP/GDP)

Is)     jn^^^i^^fi^hj^ntna'i^iJ (Active Pharmaceutical Ingredient SpecificationXia^in^nijTU

wawmmEn^ui^iJ (Finished Product Specification)

©)    un^^STumiw^yi^nuvifini,naiVi^5^^l<urn-5w^^i!J'i(Certificate of GMP)

Active Pharmaceutical ingredient

Finished Product

n. mcuii^nunvivh'Wj (General quality criteria)

i,nni^fn^<iJ'5si2<uflaifiTww^ri'ju^an^^afnifcij

Ezetimibe ©o mg tablet, no tablet
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