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lo.o Drug Substance specification

- ldentiflcation test

- rJ3rrru6'rurr{rdry

- Total impurities

- Any unspecified impurities

- Water

n:'tanjrunlil Drug Substance specification

c(d.o - oolo.o0lo label amount of Rivaroxaban
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Not more than o.d%
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- ldentification test n:?ahirunlil Finish product specification
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- Uniformity of Dosage Unit fit:xotilurt'ttt Finish product specification

- Disso[ution Not less than dd% in eno minutes

- Sum of a[ Degradation Product Not more than o.dolo

n 6uvn::iln1:fi114u9t:1ua s 16 unqfu6',nufus tav{1sto.l u''l

' 4' t-tA.................rj:yo1un::lrn1:(a{10) .........\...........

(uruqryor 6\irlrjiria)
u'ruLr?\ilrirfiu?lrru

' nri rJ:flndtu)(u1u1j:1Ll.Jl 
c j

u't u ttv\vt 8l tlj u? lJ1 6u

(arfio)

(urramr:r{nilr Aurtl&'ruurfr o)

m#tn:rirurrunr:
oJd



-

_lo_

oiu.J
[.10U[?JOU6l

o. tondl:nr:16'iuarlqlrnduilsrfiuusirYuurufiodrudru"lurj:crilolilu ttavd']uet{ (decl.are) urarilarf,srIU
6) o v & < o v qy I d y t d

o.o 'Llrirn'runl:fluilvtiluusl"riuur 
ldrrri vru.to vru.en yru.d uio rJ.lo rrdrrrrin:ni

o.tE t!rittlofiuuvrfluuol"rirar ilu.o il60 u.o vrior:ruavrdurrri'rdonr:Fl?uFnJFrrunlvlro{r.,Janfiruq4nrilfifiu
qq

4 tn . , v oyvtluu (finished product specification) ruav rjorirvrunnilflltlllo.linq6l (drug substance specification)
a!

n:alfrou:sv'jxnr:irJFuuuilarufflttfrrror ovfroruurrofla'r;n1:roLuitrl (u.a) ilril;oil finished product!

specification uay/il30 drug substance specification

Va
b. [ond1:5uTa{il1a:61Ufl 15t{AAU1

vav{uiadJao
rIzun=nnoliltona'rriu:o.ix.r'rer:f,1un1:zuaFru'rfir'rrunnrnruc/irravi6nl:fr6'lunr:zufrnut plClS
!d

(PharmaceuticaI lnspection Co-operation Scheme)Tprar,rrjrutru PICIS participating authorities

a ril ei r a pr n r l.J : o u n't : a : ? a a o ! lpr u fi zu n n r : Yu : o I fi I iu 6 u ll o { rfi u o :'t Fnj

vA
sn. [0fl dlTfi6UAnUfUvtO{U1yl tdUO51n1I

en.o i'lfifl1trl:roitn:rvvinrunlvItJAnfieu,?4u16{rr5ogrJrorq]2fin (Certificate of analysis of flnished9VU

prod uct) luur!ufi eir r{Ju6'r o rjrr

en.to l.Jflfl'l:et:rq?tn:rvdqfuarfl;Fr6tdutotn-rarrirfrcy (Certificate of anaLysis of drug substance)19
4lr4 !, d, v ' & v a y 4
yt LlJ Lunl:riagt ur:u?la{ tluet? 0u1{ yrt"Uor zuzuan ur ttay zur.taniF)fl Ftu

en.en !0flfi'ttv6oun-noruduriunrua-rfi'uij:vra'jxlunr:2fin rolinfl6t.l"tro{n-?ura'rdru (drug substance)

{o *.t" riuiunr:zufi nr o{r{ a nnlrudurr{r r5q :l (fi n ished prod uct) {o *. t, 
,u

en.d I'lflfl1tfinut |.ong term stability 0]nofl'ti?{oluto.iulfifluvrvrfiuulirilritinlrLnruvn::tJnt:o'1141:

tLn u ul fl :vyr:?{ar D1:fuat
9

d. 9l?0U'.l.1U1

fr'rrufro'riiror-'roeixurodxriou t" uilrur::oniruq,i firr{Ju6'ruilu!!fin{:'ruavi6untein:rfiru!1
i" o '

nr:rfiririluFr"Luu'rrionruarrifrri'rirj{rr6'u uavfiiunr:zuAnrdu?riuriulurio r."lc

n flJvn::iln1:fi114u9t51UAU t6UnnildnU6UV tay{1VtJO{ U',]

, .'
(a.rdo) ....TJ*-.. ..............rJ:vnlunirlrnl:

I

(ururlrgo.r' 6o;ur,tieriu)

ul EJ ttv{ytu tflu?fl']tu
t-

/
/t

,Jty'(a{fl0)...................4. .............n::Ltfl'l:

(urarj:rTlvrti rj:fl nrfu rlr)

U'I U tLl\ YI U L?J U ? lJ'I fU

(arfio) {1"n.............n::ilnr:
(urtarrr:r{nrur Aunil'erurfr n)

rnd'tn:rirurcunr:

\D/d



-6n-

d. n1:il:vriun runlv,r u1fi dl uou
I

Vt

a. o iuSuor ur o.i u rfi 6ilrr or fror u,rfiotririo u n'ir oa i6ou rir: or niuriwouI
i, y t o ud.b u'tiln{?nfreiworovero.ia{arru'rnrvlriruhY!:o{zuanr:q}:rqirn:rv?irlriufi;iq:rouuorl.izu6mrtU

ai , a , J 6 t o u 4
d.en fll[UYl14U?U:11n1:v|1fl1:diln?0U1.1U1?1A.iil01JtV!0d.inT?Q?tF]:'lvl4PltUR'l?\14U?U:'ltn1:Qyvl']14u{40ct

iottod'rodxar Tnarl'truqv6'oreirurrfrrdnnr:rsirurufiuilru:'rrnr:?i.in:roirn:ryviuav
d,Yv^taYt

t!utJ:l.rzunrlOUnr Lto'rulun1:er:?0ern:rvdnrunlil n:fifiilu'irurh.iu{iutlnurrrud'nu6uyLail1y!tc

uilr u:rtnr:tofi{?uavrBtriYufior:il1n1:rauo:rrrraro-qndrrrorfi?ru unv/ra6ofrzuaprlunirriotrj
!g

v v ., ,! J o
a.a fr'truov6'o{uaflttonar:nr:Ylrttlf;uuurffiourlndyilproruilSorfiorfrprnr:rfioranrnrirurJ:vnr:"Lnr1

ri o u rir rau oTer ahJ fi rl out"u
J

b. tonar:ou 6l

4q o I v A y 4, tqy v y qy qy v uq qyAuy-b.or n:fub.lLlJU']muttljlj u'rvlLauOFrO.irjtoulLt'trovruLt lu,lanl:L% tonr::vi.r[unr:LlvrLor5loufurnarn

;irrinrruerruun:r!nr:orilr:ttnvur tfi uu rvirriuur6'urrur rraortfluronal:ri''rriuu114io
Avyu y 4y

L0na'r:vrLo:u:o{o1na1un{'rufrfuvn::}Jn1:0114'r:!!avu1 n:vyl:'t{alDr:fual ttasprolntola
l^ou

!1i\ilLFlilatil:utJ:strn:na'!fi t6rctmv{onrurir16ounr:"[riurnrill:vn']flro{ai'tfintrunruvn::}Jn1:
c

orul:$avu'rn:uvr:?':alD''):ruatodl{n:uri?uer.}r"[uronar:ri'rrTuur trirrri nivaroxaban

fi{or-iltrTlunr:flotn1unr:tnn stroke uavfrrt6onoouaor]ta*oFr lurir.iru non-valvular atrial9U

fi bri l.lation (SPAF) ua vriruYl ncill :vrr n:fr rrrrs niu

b.o.o SPAF , {',r-hufifinr:lirrrutoilnlnvrio.i rurnurfiuuvrjrbi 6o 
"ar.ng 

iunv r n{r

Yrl:vyruerrvrfororur:rlorldar 6'r u nlu:yfin:viclurifi sJ neiril

b. o.b SPAF : fi'r-h a fi rdr Yufi'n n n r : inrcrl:rrya o n rf; o erTnl:u ri tir.i r ua r u a r u
(Percutaneous Coronaray lntervention,PCl) finr:finrgrvi1{nAfrn q]r-tra nf fir{tiunr:lir pCt

!

irlrriunr:aotuttuttrY.tfluzurirvaoort6oprm:tdirurRivaroxabanluflulnfianar6o oa rn.
- .j Z' o - i !'^ yt, iq
i'uavr,rfrlnfs (raioturpr oo m.iuavufirni.fLud'r.hfilnriNrurnnioqJrunat (CrCLcdo-eno rLa/urfi))g

utavuuvrir"lri'Hasr:nr:inrsrdrtjunaru']ufi{ffel ob r6ou ila'lqrnnr:lir PCt iurYlnr:
Y-'--aXJtyed4v

aoqflnnxorirduzufivtaon uairaiaAunr:inurri?uurn'turndflra=ontta? nrr:lYururorur

Riva roxa ba n lri'r{i uhi n rl I u'r a il r rr :or u"[u rir-h u nr4!

(a.i?J0) r.J:vorun::rnr:
(urur.lcyrr 6rirlrjiriu)

urulrvlvrdrfiurmru//
/'

,J}(a{%o)....................7. ................fl::}.tn1:

(urail:rTlvrd r.J:fl ndttr)
u'r u ttl1yt u L% u?lJ'tfu

(ardo) il+{,.m,....................n::rrnr:

(urramr:xnrur 6unvlie!urfr o)

rn#tn:rirurrunr:

m/a



-d-
dqorv/,vddd,

b.l.e n:rfilxllriurd'urrll (original drugs) ovpt'o.tfrionar:zuanr:frnurfirattlta (Bioequivalence) rLorarfi

tauo:rnruJiuurfiuuri!urfruiurr IfluiBnr:finrgr6'orr{luhJnuya'nrnruviuavuutyrlrJfrffrtu
dd

nr:frnrgrfrrdililaflo.iu'rarfru tordrunrrunilvn::iln1:orur:rlavul n:vyt:?.ia'']D't:fuat leruri'1fi!uq
J-.d?,o<qvaJ

tuO{a''lnu1 Rivaroxaban rinrualUpt avaruiltutn ttnttnr:orn{lLnd flr classified as a Class ll

substance in the Biopharmaceutics Clssification System (low solubility, high permeability)
Yo,vodo'riollir BioequivaLent study tulo od,bo mg ovoloc,irnr:finrcrluanmv Fed rfiorornfi'ol

ilrJ:vvrrui?l.tti!0114'r: uonarnr:u n1:unu'r (crushed-oral) yionr:hir:prarrr.irulrrqvio (crushed-NG
. , o , t, i 

'o 
a 6P'd

tube) tu{r-Jrufioqjlunrrvndun'rrrn vrio vrprafrfifinrurirfiryur'rerfrfrn"LunT :fnrsr{r-Jru o-rfuur

arfiry fifrtrjuroluull 6'olfinr:r,ir Bioequivalence study ufiuui!urfru*ru lu#nrgruvYlrJ:vvrrurilrfin

(whole tablet) ttnvodrsfioufrorfi[!ui6r:n (crushed-oral or NG tube) piru
tY 6l v a u - X

b.en Lfl1l051Fl1 (tJIrU) UUUOtl LuUntAnfffutUInOUn:UnluUFl Fl{l-r'u ' o a -

d r a d 3s a d d 4 r ,aua Aqy
b.en.o n:[utianl:fi].JFr:?Q?tFr:'ru14u1u Lftufl:il?yru'rri'rafl:n1:ttv!ytu14:0140{lfl1Jnnr:vtLn]J't9t:61u

ISO/lEC oelolod zunn1:el:?aern:rvritrir{iutilnrtttirn:orudoriruun"lurj:vnrnl:vnrn:rnr

b.en.b n:nizu6mfiruq4urtlfrfldnnGunrfiuduarflfr'o{nalrTrool,:noruFrruvn::ilnr:or14'r:unvurh
Uv

dr r irnr"u or#ru ruro vfi oe slJr B

b.en.en n:nivwflcpu',q*n',*r'.lnzufrprfiruqiu'rfifiorqrirzuasiori:vf,vrBzuarrnvn'llxrlnonn-uFio
vtt A4vv

',IU? 
UYI LFI:lJ U'I

U

b.d uil?u:1rln''r:?oa{ruAvrdt"iirfror:6u1riA'nrT6us4urfifirj:v;finn6unrfir6uTnu;itinmunilvn::}lnr:
U

orul:ttavul"lu:vuvt?fl 1 0 fl

n ru v n T;il n 1 : fi1 14 u 9r :1 u a u t6 u q q fu #n ufu y [a 1 y't y s o { u 1

, r. lyt.r(a{to) ........... J.......................1:vD1un;:iln1:

(uruqryor 6qirurjidu)

u1 u tLv,t yt u t% u ?lj't 6u

./

, ,//
(a.rfio) ....................'.. .............n::ilnr:

(ururJ:rTlvrd ri:flndrtr)
ul u tt?\vtu tljU?lj'ttu

(ardo) {"df.{{} ..............n::Lrn.r:

(urralrr:rrnrur iunfi'e!ur fr o)

m#rn:rirurrunr:

d/d


