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Specification

Content uniformity :
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iUjjiJuwion^nmu :
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-S,S,S - Ezetimibe          : < o.te%

-R,R,R - Ezetimibe          : <; o.®%

- R,R,S - Ezetimibe         : <: o.sT%

- S,S,R - Ezetimibe         : < o.®%

- R,S,R - Ezetimibe         : < o.©%

-Total achiral impurities      : < o.(t%

- Total impurities             : ^ o.g^%

- Desfluoroaniline analog    : < o.b%

- o-Fluorobenzene isomer     : ^ o.lo%

- m- Fluoroaniline analog    : < o.b%

- Ezetimibe ketone        : < o.©%

- Any unspecified impurity   : ^ o.©%

- Total achiral impurities      : ^ o.b%
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d)   mu(wa1^5?'53jei'5i,eiiunni^naan (Svian^nunn^^inwViaiasi'SJJ^ia^ui'wViu.a^'wijn-^nu)

^i)    Stli^emnn^tulunn^iHBnulu'li^vian'unanan^'UJ'uaBnnn © tlua^UJmii]^yvni^h<u^^W/n^

b)   pjwauijwviiaail^Ia^^'uwanni'Ll^^'UWon'U (^u Device ,unit dose ufi^ati •))

<t)       nn^i^n^/n^ti vin-^^^^n (nn?^ntnn^jlTunn<5w^uii?linn??in^vi'iinwacla)

c)       Pi^nsjivini.viasji'unni'unij^fn'bnmjanw'uu.titj (Therapeutic Equivalence)

dvi^n^n'u PE ,BE , I^funn^f'u^a^annvi'iin^^jn'uviwaflal^ t^ US.FDA ,EMA itl^wu

m)   w^<̂ eji)'Lj^a!fin<^^a-^fin<a<U5J<ui^5avi^jw?ltJi u^^^^^WiiUiaa^nn (Package & Labeling)

lo)    wf)'^^<u^U!finvinn'3^^n'bH^nnjJPi-^^n (Stability data)
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(lo) In-use stability
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®)   w^^aaufjWfnwU'jfiafiiia^afmni.flyisi^^ (Certificate of Analysis ; CoA)

(©) Active Pharmaceutical ingredient

-    ^non CoA of API ^a-^ui '̂www^wnm^fKj

-    ^non CoA of API ^ia^TwmwwawEn

(le) Finished Product

friLUi CoA of finished product

tl.  inw^lfjCU^in'WiQ^ns (Specific quality criteria)

en)      ^^^5nt^nn^miJ^n^nu^s^n^^naan^n^vi^ni,na!'insnn^'̂ ^t'unn'5i,n<ufn<anii,^sin'5s^naai

(Good Storage Practice / Good Distribution Practice ; GSP/GDP)
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waw^^'ni'wanifni.i^^'iJ (Finished Product Specification)
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-    Active Pharmaceutical ingredient

Finished Product

n. tfltUWjftwnwvnlil (General quality criteria)
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