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Impurities , Procedure ©

- Desfluoroaniline analog :   <. o.lo%

- o-Fluorobenzene isomer:     <. o.ls%

- m-Fluoroaniline analog :   <. o.lo%

- Ezetimibe ketone:        ^ o.©%

- Any unspecified impurity:    <; o.©%

- Total achiral impurities  :     o.b%

Impurities , Procedure la

-S,S,S - Ezetimibe:           <. o.lo%

-R,R,R - Ezetimibe:          <: o.®%
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(original drugs)
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bioequivalence ^ti anfjunii^^ antQ'u,Zidovudine (Azidothymidine, AZT), an sustained release

^i.fl. isen ita^i

Biopharmaceutics Classification System (BCS) class en Vila

^modified release

narrow therapeutic index

bioequivalence

vnnanma'ua'UJ'hiEnmiU'U'u (original  drugs)
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o!.1o vn^ntil^^^ www.klanghospital.go.th

g^J.cti vn-3 e-mail: klanghospitalpharmacy@gmail.com

d:©s^

^^qej^ Ezetimibe ©o mg tablet, mo tablet aTUTU ^,ooo nda-^ iil^iiu m,ddte,ooo.oo
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a)   in^^iaiEis^j^iei^jjfn^in^^n (dvi^nsTunT^dLnaiViaias'S'^Jjiia-^'u^^viLi^svi'un-^Tu)

&/ei)      dtli^^tifn^an'unnHandam^'uaa © tl 'L'uI^^^nin^nf|jjfiaTU<uu.^viEipnfiwi (UHosNet)ati'i^

•uaa en llvi-^ Vila dilisfiun'i^wl'umii'Henul'uI^-^'WEnin^nan^'Ui'uaEjm'i © tlufisliiwu^lcyvn

t.)    ^j^Ue!i3J<ij^vii,aa<iJ^IaiiB'u^ianT3'iJ^'u^-^'iu (^au Device ,unit dose uasau *))

-    n?s3and^aaiunnu,ti<ifii1-9id dfniua^^w^m^^n'tf'ifnnjjfl-^^n

<)       nTaflntn/^aa vn-5fiadn (nnipln'W'i^aal^furn^w'WJj'wl'U^n^fn^vi'iinwaaa)

g^     fniuivini.vitijji'unn^'UTijVifn^mjEnw'UUU'u (Therapeutic Equivalence)

dvt^n^Tu PE ,BE , T.fufn^if<u?a-3annvi<ii'3EJ-^Tuvi^acial^ \M\i US.FDA ,EMA iiluwu

en)       wa^^a'Uflai/m^Da-a/n'B'US'u^'saviajJwaEn tJ^a/i^um^^Qain (Package & Labeling)

lo)     wa'w^atj^^nniNm^^^n'bnFmjjf^i^^ (Stability data)

(®) Long term stability Lil^ltl^nu ASEAN Guideline RTUwnuanaanvirinvru^tTtuQfnn

-    w^nn^nw On-going stability tlfin^^ (and)

(lo) In-use stability

Swafm^^ntn In-use stability a^^Cl^ia^j^'^si'ul'uaneii^nin'utJi

©)   w^^aa^flw^n^rad^^flafina^fifm^i.fii'is'w (Certificate of Analysis; CoA)

(©) Active Pharmaceutical ingredient

-    ^ruin CoA of API ua-^u^iSviNwawTW^i^'u

-    ciii^n CoA of API ua-aui^mww^wEn

(lo) Finished Product

^iilUi CoA of finished product

^. inoMfapumviunins (Specific quality criteria)

<)      inw^tnuw^^w/iwii

<)      ijnw^n^ni^Lntjfn^nu^sn?^naanwnjJvi^nina!^5nn'5vi^lunn^im'ufn^nu,^n<5^naon

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

-    ^vt^n^\^ni^^jjno^^|n^nniiin'ufn'fc^'iufi^nn'5n^iS!^it)&j'i^niJVt?i'ni,na!(i^5nn^vi^i ^v T^rumi

TU"5a-3 GDP-PIC/s ^nnvuha-a'mYkhwacia vau SGS . BSI

en)       in^^^^nu^^a-nJfj'ljim'j ISO/IEC ©eiloloc

lo)    in^s^nu^wnflii^hEn^nm^ (Active Pharmaceutical Ingredient Specification^u.asinwsicjTU

w^^^fia^tn^-ufaTil (Finished Product Specification)

©)   ui^)'5^TUfn'5w^^iEjn^n3JVi^ni,na!;i^5^^n'unT5w^EJi(Certificate of GMP)

-    Active Pharmaceutical ingredient

Finished Product

n. mtu^flWfnwvnWJ (General quality criteria)

mcu^nnTU^siSiiflamn^waw/ini^^^nifafnj^^y
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