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Ezetimibe 10 mp Tab

f. {iatn Ezetimibe 10 mg Tab
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3.7 Finished product specification : USP 38

vta Test items Specification

3.1.1 ldentification Meet the requirement

3.1..2 Assay 93.0o/o - t07.0o/o of the Labeled amount of

Fzetimibe

3.1.3 Uniformity of dosage unit* Meet the requirement

3.r.4 DissoIution* Not tess than B07o (Q) of the l'abeled

amount of Ezetir-nibe

3.1.5 lmpurity

-Ezetimibe tetra hydropyran anal.og

-Ezetimibe ketone

-Any unspecification impurity

-TotaI impurities

Not more than 0.2o/o

Not more than 0.2o/o

Not more than 0.2%

Not more than 0.57o
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?JO Test items Specification

).2. i Speciflcation rotation,/opticai rotation Between*25'and-30"

3.2.2 lmpurities I'

-Residue on ignition

-Organic impurities

Procedure 1

-DesfluoroaniIine anal.og

-0 - Fluorobenzene isomer

- m- F[uoroaniline analog

-Ezetimibe ketone

- Any unspecified impurity

-Total achiraI impurities

Procedure 2

-S,S,S - Ezetimibe

-R,R,R - Ezetimibe

-R,R,5 - Ezetimibe

-S,S,R - Ezetimibe

-R,S,R - Ezetimibe

-TotaL chiraI impurities

-TotaI impurities

Not more than 0.2o/o

Not

Not

Not

Not

Not

Not

more than 0.2olo

more than 0.2olo

more than 0.2olo

more than 0.1olo

more than 0.17o

more than 0.60lo

more than 0.270

more than 0.1olo

more than 0.4%

more than 0.1%

more than 0.1%

more than 0.57o

more than 0.97o

Not

Not

Not

Not

Not

Not

Not

3.2.3 Water Not more than 0.67o
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3.2 Drug substance specification : USP 38

?ril.ttltl44 -"ri'rdo Uniformity of dasage units trnv Dissotution t#luuruonari$an{:'runutdunzua
A d  uv v ^ ia,

n r :i rer : r v vi r,r r n fr 1 pi u{r : r r a v rd u n fr rtj u oir r a rtfl ulrl c oR
ai 4 v

-fl:fuvtxFrvtvtljUuLtQ{n1:ulu (walve) flr:a:tafiaUitn:rvd:runr:ln 1rfr6utLAf]{roflar:
' Au yv

ua fl fi 1un{ fl a't?vl LFI:uou3] F Ft? u

Drug substance specification frnr:rurorn"Llirn:rvritorfr'26n drug substance lLay

tliln:rvri drug substance flo{titiAmflrdt5t:l a!-ulflaliuyfir Trrufinr:n:':qirer:rdn:r.lrlnrXrdofiriruuri
,/
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+. rtouk6u
vt.i.)r<yd
il!a!o:1Fnno.iu!arLr:lnrx^irirulonar: vrio:rateiufloflarYri:osrcear:Ierufr'frdlura :ruayrduad'{fi!U

4.1 tofla1:nr:kiYrour-usrt*ur,rvrfluuoiri!utfiodrvrira:iurhclvniilurmvdrrrpr.r (dect'are)rruri{26F)

4.rJ he{rn'ernr:duuvrrluusirYlur i6'liri v,il.zytF).3 vra.4 y3o fl.2 rudruurin:fi

4.r.2 "hrirzuofluvrvtflau vu.t v6a u.L torerr"frrero:rnr vrSor:raavrdspr#rdonr:Fr?1-Jrrxln6unrvr

cJolzufrFtnlrue{prr:^rfiduvrvliuu (finished ci'oduct specificaticn) rrovciotiryuerFr6unrl,rllo{

r-nqFu (drug sui:stance scecification) i.l:ri"frod:vlrjrtnr:tl6tuiurJnuuri'lrufirL16:royfrot

ttuljtoflAl:fll:r,ottff'Lt (u.S) lrvlio:l finrsned proCucl specificatron utnv/uio drug

substance specifi cation

4.2 tonar:Yr:o{x.irFr:611Jnr:zufr fl u't

4.2.1 n:niurzuanlurj:vtvrnl'r,ru ff2frBr'fr'osfilonar:ir:o{:.nFr:B-rltn1Tr,JAfiurni:rydnrneus{rray
!*

ad ^joqronr:llprlunr:zuFqui PICIS (PharmacertlcaI inspection Co-operation Scheme)Tprayrjru.lru

PICIS participatlng aurthorities vioiiener:Yr-L:otlin:qrunr:zufrnlrnrlua-nrnru+{rrayi6nr:
!<e
frfr"Lunr:zudprartotarrlnl'rxJFr[uufl:::.r]i:€rrr.{i:ilasieJl fl:vyt:l.ifi'rD'r;ruffrj filrirr.luerflulerufi
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ar-r1l ri r a pi pr r:t : a L fl r : er :? efi o1J

4.2.2 nsfratrirrdrq'rnsirrl:vtvrt r.izufin6'orfi:onar:ir:o'r:r1Fr:6tlln'lyifrFurpirilun-nunruq{U*

uavi6nT :fifilunr:atfrnur PICIS particicatir3 authorities orilrjra,astrtiio!nr:Fl:?qao!10ufi
zunrr1:Yu:a{fitiu"J:varrtrj:vnrBr:rn-i6Lfinlr:ofrnd uioerurraooflvl *frrririn:ni

4.3 uonar:nfuJr1,,!fl o{u'tfi laua:rnr
4.3.1 zunflr:n:rqiun:rvxiFr6unl?itJArflilo{ure{rr*ogiltotrizufrpr (certificate cf analysis of finished

product)tuurlufiaiuflun-rodrl 
! !

4.3.2 
^arrnn:rqitFt:rc,;nrunrninnfrl'ro'rn'rurdidry 

(certificate of ana|ysis of drug substance)
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4.3"s n:nirfluurreil cio,ogica[ procr cts ,?rt,u uar c res , blocd products iorfrlorar:iu:o.li,,:
n r : zu fr n ( Lot re lea se ) s 1 n ni3.ti14 u 1 Ftl ?t Fj iit i : u:rivi d n : y y :r l a 1 d1 : ru acj

(ardo) ferr ."..rt:vo'run:irn'r: (a.rfro) d{...........rr::rnr:
(urslniu.rln: rar:'rrfl) (uruiYr rnyarratry)

u1 u Ltl\yr u ilyt:{n tu'tF! 9nuL?tn:::-l fi lfl 10r u: fl ::}!
.' ,'a /'(arf,o) ?:f ... . ,r::rnr:

(uruloun nuflAn{)

'l.l^ l tuV',l T U lj I 1;'l 41 t-l 1 : X\ tFl tS fl 1 U tl fl fl : : t l A r I r 0 1 U : n : : :.1

(n'rfio) n5:1.1fl't:

(urufr :vYelri unndr.rra)
!!

ur u ttv'riltidr1,Jrry nr :fi trtv f il ;:.1 r : :ir f, 'lti'to1 uin:::.1

(u^,u'-;;yc.: rttdr)
d!

i..l'l U Lrl\Vl U LlJUllJ1Q nrU t')11 fl:::r 6 rt 10r U: n ::l.l
. -i /t\(atfie) ...... .."..:....................n:::rn;

(lrlqnrr rii,liitvqal
cl a't n :dr ur ry n r :fr lrtr* o':r u inah n ::l n 6fr n

dd

!ruttv\11u tlju?$rfli fi1lJ',tO1U:tt5::l

(arflo) (/



-4-
4.4 pr-rodrrur

4.4.i" {t:;;'ua:rnr frorcirrr-':odrrarodrr#0r.....2......ir1r?u1r::e:i'ruq4'firr{Jupr-rruvrurraorr:ruasu6sortpi
al

n : r.l n r u n r rL d ri r v u o"lu ri'r do n ru a r l-fi #'riri rir r 6'u
i

4.5 n r:tj:v riuerrunrvr u rfi eiw au
I

i,
4. 5. 1 s r fi ei r :r o rl rio r fi o r u"l#16'iri rie u n i r ..... t .. . ....fl rfu q r n {u?i ril o u

4.5.2 u'iya{xprfiaiqror qv6'o{dtcirru'rnryrriru'trYr:o{r,rfiflr:Fr:raitrr:rvdariufiriwor
q9

4.5.3 n:fiyrir€J:rtnr:drar:dloirodrrurfid"'rauufioeisn:rsirn:rvdnrunrv! yilru:r%n1:qsdr
qq
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tfr!tiavs'nrilurt{Ju cold chain system fi'bi:lrn:.piurlril?tii'ntnrud Good Storage Practice

(GSP)uav Good Distribution Pratice (GDP)
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i,
n. u1fi:s!'jroq.lun{:r Biopharmaceutics Classification System (BCS) C[ass 3 uia 4

i<- a
fl . u1frilo'uiln1::-ft191ttrtlJ (narrow therapeutic index drugs)

i. -
Fr. urfr6i1fn{ruaruvfl::rn1:o1u'r:rrnvfl1'rJ:snrrt'jr6'o.w{Tn'r:fiargr bioequivalence rtiu

ulqxrrilrfrnqnufru zidovudine (azidoihymidine,AZT) ur"lugrJrtrr.larfid'pruuilatnr:laorrJrioufr'r

ur;{rdry (modified re[ease dosage forms) l{]ufru
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