
:1 uav[6u q n rudnuruv tav{''rvllo{ u'r
I

Rosuvastatin bo mg Tabtet

isrnrJ:va.rri rfio'LffLunr:riru-qYnurro{4fl'r1J-u1:nu:rronfirrfluanruiuranrsurl6'ruT:nrJoniravr,r'r"[o

r. daua Rosuvastatin bo mg

r". qruauifirirtrt
4,d

Io.o ttjuar rfi ntfr rrir:rJ:vvr1u

to.tE lu o tfiq tJ:vnou6'run'lur Rosuvastatin bo mg

b.en r ::nlu ururtJprafi u fl or riuuar ua s nr:rldutd

v

1{odrsriorouuuu::ariruci rlurLzu.rur6'or:vudourunveirurj:vnoum'rura{rn'cu nruu:r iufluoraqrul
i^

tLautnflilt{an

VAA
sn. Ft fUdtJU glVll{ tilnUn

m.o ldentification Test et:?ati'tun')lt Finished product specification

en.lo rJ3:lrufr'rarrirriry c(o.o - ooo.oolo L.A.of Rosuvastatin

6n.6n Content Uniformity by n:ror.irunu Finished product specification

en.d Dissolution test !3 il1run-r ur;ir drg6'o m var uhi rio u n'j t a&/o n r uh mo ul fi

sn.d Related substances n:roairunrl Finished product specification

(nsdo) {^A/ ...............ri:vorun::iln'r:

(uruqryot 6rierd?{u)

(a{r0)

Vt

Io.d an'ln:vufiau1 eiruil:vnorfr'rarr{rfrrurLavn?l}JrL:{ iuzufin iu?'uoru rarfizufinrravtatustfiuusiriuurtut

n:::Jfl'r5

(ardo) -...QM1yr..............n::ilnr:
(urrartr:rtnrrur 6unrTruurfr n)

md'tn:rirurrunr:

ri
u'] u Lll\vt u tlj u?lj1 fuI

/lt
2/

trrtt.f"rJ utt.Jrrr,
r.j

u't u ttl\ yt u llj u ?"lj't tu

a/m



-lp1-
JrA
t{0utljoudl

o. toflar:nr:16':-uouatrnduvrvtfiuusi'ri!urifiodrr,rrjralurj:vril61ilu unvdlun{ (declare) uuan'tzuantu
o ou &

o.o "Llr{r6'runr:f,uvrstriuuoirYrur t6'rrri vru.t" vru.en vru.d ra6o u.to 116'rrrrin:fiu,

o.to "lurinrofiuvrvtr.r'uuoirYuur uu.o uto u.o vrior:runvtdunfi'rdofl1:Fr1uF]].rFr[un']v,lro.rzufrsrfiru.fierr]lt1
;3d
fifluuvrf,uu (finished product specification) ttav dorirrnunqrunr?Iflo{{nQdu (drug substance

9!

specification) n:fifioqj:vu'j'r'rn1:u.JdauurJasurihrfrrrFr ovfro{rru!LOnfi'r:nr:rourilt (u.a)
I .. . ' ' .. , 4 ,

u'lv!5ott finished product specification ttav/uso drug substance specification

o.en Finish Product Specification LLav Drug Substance Specification dxdlrn#tsirir:aliutdurrYu
tvJ

o u x ilo u sr r I il : v n r rt n : vvt :? { a 1 Dl : ruat tT o { : v ! gfl :'t u'r v,r. Fl. Lodbo

b. tonal:Yu:o.uJ'rn:ilunr:zuAnu''r
VAYAvi
riftanero'r1.rronfi1::u:o.r1.r'rFl:61un''l:r,raFlu'tFllilunnrn6uaLrnve6nr:fiffLun't:zuanu1 Plclss4

(Pharmaceutical lnspection Co-operation Scheme)Touvrjratru PIClS participating authorities

arjurir4nrnril:ounr:n:?aao! lnufizuanr:ir.l:orfiriurJ:unrflil:un?a:rnrALSnvr:ofinii (e-bidding)
I

en. LO fl fi 1t Fl fUa'nufucfl ora rfi tauo:rnr
q

en.o i,idfl'nfl:':oitn:rvr,iq6unr?\t.JaFrnlru',4ur6{r15n;rJtorqizufrn (Certificate of analysis of finishediuv

prod uct) luur iufi ei.r tfl uoTr o dx
en.b hrafl1trr:roitn:rvvinrunl?\ierrlfrrtorfr'rari{rdry (Certificate of analysis of drug substance)9q

Jcq i ' d' u ' Y v 4 y a u a
lTLlJLUnl:riAFtUl:Uyld{tUUFt?0U',]'i yl.:?0{ r.lr.la9tu't ttay ryrinFtxnqau

en.en !ofldtTutora#norudutiunrrld'lrfiuii:vr,r'jx!unr:26rr to.ii'er06uto{gr-?u'r6i1n'ru (drug substance)

do *.r" rTuiunr:zua e)?o{ zu e fir rirudarr{r r5o;rJ (finis hed prod uct) do *..t 
,.

en.d i,lfin'nfiflu1 long term stabi[ity naood?{o1uto.ru']fifiuvrvrl-uuti'rirr{linrrunilvn::}Jn'r:o'rvl'r:

LLAvU',tn:v?1:?{410',]:il4fl

en.d i'Iflfl'llflnUlFlfUtl'l?\llnvO?'l1.lFl{4n11'{UA.iUntt!.it:.l9lU'lSvUvL?n10U1{1J0U od ?U
I

6n.b ruail:vtfru Risk assessment report for elemental lmpuritles

en. eir o u"lufrufi uin n ::r rra v fi 01 u Fr.r uad 01il rio u n'i r u rd o uuu'o4v

n 6u s n : : 3J n 1 5 n 1 u u 9r :'r u a u r0 tJ n q fu a n ufu v ro'r y{ v tJ 0 { u 1

(nsdo) A I'/ ...............r.J:vorun::ilnr:

{u',uqryou\ d{irudidu)
"Au1 u rrvlvr f#1, u'r lJ'r [u

,/(arfio) ..:.................................n::ilnr:

(urarj:rhvrd ri:fl ndru)
u't u Lrv'tvr rird u't 11'l 6u

(ardo) . ilil^'n4..............n::iln1:
(urrartl:xnrur aurrfi'ruurna)

rn#tn:rirurrunr: Lo/m



-6n-

d. 9r?0u1.tu1
v v v t v 64 d, u d v!
ritT un'ordtniourrurosir.iriou [D vriruu::oJYruvr frrrtJud'rulru[!aq{:luavrduntrin:rfr'runurfiriruunluU1
v Y -^olq

ri'r rio rr ru a :r ri6 ri'rhj dt 6'u ua v fi i u n r : zu n m rd a r riu riu"Lu{o r. tq9

a. n'r:il:v riurr run rn urfi eillt ol
q

_3
a.o iufr uor uror urfi dwou fror uua*ohirio u n'ir ob r6ou riuor niudllror:I

d.b uliln.i'rorfi;illtor ov6'o.rrirrirrurnruriT uhir:orzunnr:n:ro?rn:rsr,iuriufieiwourorr.izuf;n1iu
di r o I v , i ' J t t o u 4

d.en flltUYll4U1U:11n1:v1n'l:AilFl?0U1.lEJ1uA{iloUtTloA{m:?XltPl:1v14Pl6Utl'.l1\ 14U?U:1fln1:Svyl11,1U.idO
vvrfvv
:o{roer?ourrur Tquri'rruov6'oqrirurufiildnflrJdrurufiuilru:ltnr:?i{n:roirn:rvv{ iravr{Jug
vu a 'lddrulunr:n:roirn:rvvinrrunrvrn:nifiuu'irurtrir{luhjnrilnrua-nurusLev!'rsil:lJilfr?JouFl'tutt

uriru:rtnr:tod{?uailEtilYrfior:{u1n1:rfiuo:rrrrerr6'{neimrorfr'tru uav/raiorizuf;ntuer{.rriohjUU

a.a fr'3ruovfroruansronar:nr:Yurl6uuurrfiou'rlnd'ylrrorq ra6oufiorfiqnr:rfioranrvrpiruil:vnT:lnr1$t

ri ou ritauoln uh.ifr rta utr

n ru v n :: il n r : rir uu q :r u a v 16 u n n 6u #n uru s rar y{ sr o { u r

(ardo) A^..........................rj:vo'run::!n1:
. t d v dau.
(u'rrJ!rud.r e{?e!u?ljU)

uruunudrfiu?fl'lru
/

,/
(arfio) ....................Y. .............n::ilnr:

(ururJ:rT:rvrti r.i:rJndtr:r)

ururuuvrdrfiu?t'r6u

(a{?Jol dJhrl4
(urlamr:r{nrur 6unvVerurfro)

m#tn:rirurrynr:

n::lJn'r:

en/en


