
q cudnreruv rav{ 1 uu o {t u 1

lopromide bb.end g/ooo mL sotution for injection, ooo mL via[

lopromide bler.6nd g/ooo mL so[ution for injection, ooo mL vial
d

o.tl0U''l

b.q6udilfifilt?td

to.o gtJuuru

to.ter druil:snou

lo.en JlllJUUUllQ

te.d fln1n

dt4t&qu,dd
tuuula0!:1fl {1nt10 t0.i[ua? Ld Lr.trr6

rJ:vno!6'rufr'rar lopromide o.blsen g / mt
I

u ::e]un l{uvl::q u 1dnt.i :r no r n rfi o ?Ju'r elu::n ooo m tq9v
J , u a q + J ^ av Y a

-:vLJ%OU',r A?U!:unourl',tu1a1nil n?1}ttL:d ?utJan ?uAuo1u La%il9ian u:uvlil?ia9l
iq9u

4 o u \Yv I u €

L[n u ta r il u [lJ u u n 1 :u rJ 1 L? lJ o ra uu : 1 n fl u uu :: 1 n 6uvl
.ryyl,tvou-X-uurllruvu::aulaq odrqriou6o{:uutoul d:urj:vnor:6'rure{r6'ru n?1}Jtt:{ iuauqj

.i^
0luLLAvLAflvzuA9l

VAA
en.flfudtJUfiml{tilnilntat Finished product

I

rianr:rl:?airn:rvliqrunlflrflutilflru finished product specification firteioervrvtu'EJueiodrfnlru

Fl fus fl ::1J n1i0'114't: ua s u 1 n:uvl:?{a'.l5'l:fuqt

9)t0 Test items Specifications

o ldentification Comp[ied with finished product specification

le Assay e(d.o-ood. oo/o of lopromide (eau-uaa mg/m[)

6n pH b.d-d.o

d OsmoIaLity dbo-btso mOsm/kg Htoo

a Sterility test Comptied with finished product specification

I- BacteriaI endotoxins < o.e'/ EU / ml. of lopromide

6d Particutate matter

-?JU'l9l > oo pm. /m[
-1U19r > tod ;rm. /m[
-lJU'l9l > oro pm. /cont

-lJil'lo > lerd pm. /cont

< bd palml

< en pa,/ml

< b,ooo pa/cont.

< boo palcont.

re lodines < enerl pglmt

d Heavy metal < o.oobTo

Reconstitution time Dissotve in Io minutes

oo Extractab|.e volume individual volume: ooo.o ml -oo6'r.6n m|.

ol
AlU'lU sn LLl.lU Ur,lUYl 6)

Ft6U3n::ilfl 1:fl ',tvUAn6UA fl UilV LAV!',tU
-.jti?uYl UlL1 n!U'lul] Iedbd

n{to..
4udd

Ie.U1 U'l :uVlUfi X{Fl{9Il
J

a{10 -\J

en.utorfiudilnr cYuilrna a.it0

UAUA
o.lJ'l Ul.llld tVlAUt U?1tUqJ



I

a.fioutt6u 1
v v J o t Y a i v s YAo 4 gtX
riuauo:rrndaru-udrrurn''rvrri'ruLonal: fl50xra{a1uilofroiu:a{Lona1:Iaufrfrtiruro :luautduon{fr-U-- -- $

d.o r0fl?{''ltnr:tdYuousurrrduvrvrfluusi"ri!urrfiosirfiilru1uil:vtvntvuuaud'rtuo{ (dectare) uvdw.r6m

d.o.o"lueir6'cUnr:duvrsriuueirYuur tfrrrri yru.rr, vtu.sn, vtu.d rato a.to ru#rrusin:iliu,

d.o.b turirton'uytstu-uu yta.o uto u.o flodulfi[auo:1Fn vrioru:ruasro'unri'r{on1:Fr']unilq

n6un11\fl0{116mfi'rusintrd'fluvrrre uu (finished product specification) uasdoririluaqrunlflirrqGl
js^'^v

(drug substance specification) n:fifioqj:vra'irrnr:til6uuurJalufi'LcJtfr:ruFuos6'0{LtuuLond''t:flr:

flo[LriXt (u.a) lTvliou finished product specification uavluio drug substance specification

TnurourTtrriou{urj:vn1fl!:sn?fl:rnrduf;ny:ofinei uavhiufiu to tl ru iurj:vnrrtil:ufl?n:1n1
ad a d
atanil:0una

d.te ronal:Yr:owrn:o1un1:riea u1

d.b.o n:rfiurzu6n1urJ:sryfityru rir.rfimrlorfiuonal:iu:o{r1Fr:f,lun1:r{artulnllua"ntnruvi
lJd

ad i.
rrasTonr:ytq'tunr:atf,mur PIC/S (PharmaceuticaI lnspection Co-operation Scheme) lnu

?rrirumu PICIS participating authorities uto fiuonar:Yu:oqrrn:S1un1itJAnu1nllJfia-n[nsuryiutas
Ad J+ A o - 

*. 
i o 3

?iin1:yrq[un1:r{aFlu1 t0.ia1Un{luFl6usn::iln1101141:uauu1 n:uvr:?{410'r:ilqt fl{n1uufltju

lprufinruaoflnd'o{uasri'rrrfiuilfi'uud'nrnru'}iravi6nr:fifrtun1:rrAaul PIClS luvu?nu1fiLauafl1u

ariueiranrnlJ:oun1:Fr:?0aouToufir{an1:Yu:ordriurJ:vnrrtrj:vn':n:'tnn6rSnvr:ofinai
q

d.te.te n:cfiutirrdra'rnei1{il:vrvrn pia.r6m6'orfironar:Yu:o{}J1n:f,1un1:riertulrtrmdntnruvi
U4

ad <.
uauTdfll:yr=trr''Lunt:2a^mur PICIS (PharmaceuticaI lnspection Co-operation Scheme) lner

urirurru PIClS participating authorities ariuriT qorrllJ:0ufl1:rl:loaouToufizuanr:Yl:olfit{u

il:vnrnd:sn?0:1n16rfinvr:ounri u:'oorugraoo6u udrrurin:fi u6ofitonar: Certificate of
I

pharmaceuticaI product
i

d. sn 10fl d1ln6Un1V!10{ u'.l11 tAU0:1Fl''l
1

d.m.or rianl:rr:?eirnr:rvriqrunlv'rruAnrYcuduri{rtEt;r.Jtot{26n (Certification of anatysis of
I

fi nished product) luur{ufiail r{iufirodrt

d.en.b ,ian1:Fr:?r?rnr:rvr,iqrunrui'nq6rtord'ru16{rrr'rg (Certification of anatysis of drug
iq

substance) fflfflunr:s.r6rruriufiairr{iu6'rodrctff{tocfiafinuruasrinfirrr-mr]firqUUq

d.en.sn Lonal:y3oyd'nqruduriunrrld'ufi'urf:vr,t'jrriunr:zufirltoti'nqfiltold'rur;{rrYry (drug
da1l

substance) rjo <.*.t, fiuiun,:r.rf;flro{r{anri'6udurc{rt6o;r.J (finished product) do <.*.,
i

d.sn.d g{an1:finu1 tong term stabil.ity

-1un:niduvrvrfiuuu1r.t1il1nn'j1 ro fl qvd'ocfidrruruanrzuanl:fi*nul Long Term Stabil.ity

a a ondl { o1 tJr or urfi duvr v ru' uuti'
I

-tun:cflduuuLfluuulr.rlrioun'ir tg fl os6'orfidrrurzuanr:finurn'rrunrfr?tort,rrrrrudEiulu
d

vtutuuuu''rtJ1Lta0.i

ol
AIU?U en LLEIU

.J
ttr.ruvt te

ov
Ft 6UU fl ::3J fl 1:n lUUA q 6UA nU6UU LQl\ 1U

-!lr?Uyl U1L;1 flUUIUU ledbd

o.ururfifi tvrfru{urr6i{
J

aw0
dudl

Ig.U'l U'l :UY,lUfi ?{ Fll\ 9}1

en.uxo'ttiuviilnr riu:rsna
tr

a{fl0 Cil=#?/*



diuorv,,vd<
d.en.d n:rilurfrrauo'HLdurn'urLlJ! (originaI drugs) riotfrtonar:,.{an1:frnu1 Bioequivatence

flo{u1fiLauo:1Fr1L!3u!rfiurri'uarfruuruu lnu?6nr:finrcrfrorr{JutrJrltnaa-ntnrusi'uauuutJfruTlu
4duoq

nt:finurrIrailHa?J0{u1a1ilrUlJ0{d'runrrunruvn::}Jn1:o114'r:uauu1 fl:vvl:'t{a']fi1:tu?llj
c

a.< gt'rodrrur

frrauo:rnr 6'oreirfr':odrrEJrurodlrriou o rariruu::qfr'rusi dtr{Ju6'rufluLtaa:'ruast6uprt6'nr:rfr'runrud'{-- -- 
e

rita u olura'r do rr ru a :lim ri'rtr-t dr r 6'u
I

a.a nr:rJ:vfi'unrunrilurfi eiruou
q

i r Y d ogu tY t d, 4 u u t

d.d.o urfieir:roufrotfiorqhil6'hirioun'jr o fl t, t6ou fiiorniueiuou
d.d.b ut4nmodriruou ov6'oraire{ruurnrvrriruluYu:o{rian1:fii:?oitn:rcfiurludeiurau

ddrotv'i,<'!adt
d.d.en fl:6U1114U?EJ:11fl1:Y1n1:ql.l9l?OU''l{U1vl?J{:J0lJlfl04{n:?0?[n51suqfun1v{ 14u']U:11,fl1i

ovlitarirdoioqro6':adxur loa{uauo:1Fr1 ((tru) osrlore{turtfildnmrudrurufiuri':u:rc,nr:dr

F]::0i rn:rvu ttas r!urJ5u ilert0u n1 [taIu Lufl I:fl :?a? LFt:1uvq6unlv! n:il1
v t o dr4 'w o u t v

nrurinuruvrfl?\'ru 14u?u:ltn1:t0a{?uailD LrJ:uila1:il1n1:tauo:'rFnu'rn{fl41?1o{ru tauo:1n''li---- ---- u

({tr u ) ura v/raio 
{zu 6 rrtunr{t ri otrJ

v ,v \ v u 'i 4' tl v a J ^ -J 
v

d.d.d 4rauo:1Ft''l (ri?1rJ) ourlo{:urUauuullxr0ul Lnau:Jero1q il:ouJ0tnqn1:Lao]Jafl1v!Fr'lu

r.1:vnr:ln 1 riourirvuer Tor ulrifi uioulcr
di

d.b t0nal:0u61

d.6., [irauo :r nr (fr'gr u) 0u u oul#u n rF nd'atcur rioun:u rirraurr ft d
! '$ '

d.e./.o n:rfrzuanr:4:rm:roirrr:rvr,iurd loun:uiyru1fi1anin1:uvrvttiu:'4fi'otrJfrtr-n-nr:vr'tdt

lrln:g1u ISO/lEC oe,rotod riafl1:n:?airnr:rvv{tritfluhJm'urrm:.qrurioriTuun'[u!:sn1fil:un?ela

5141

d.6"r.Le n:aizu6nfiruq{urrfindnnuiunrffr.rduoT nfrornarnTpruairfinrrun6uvn::ilfl1:01141:Ltauul
U

tutix n arr or#ar mo sd'o e utrl u
o'- - ---.-- :'-.-s- ^4 A-. , , 

rrtavnrurJaooryu'iod.e'r,.sn n:ruvllilrgulFlfu'111\81nr{a-nflfuvlulu 110'.l0?1{r'lanoUluATSr{e
et, )uv-
,,JU?UYILgI:UU1
U

d.d liuxu:1rn1:roa{rufivrd t:r:-uvl^or:flJ'rr{a^nn-ruryiu'rvr'lr'r,J:vr-fi0ntiunut5r.rdu Tqua'ru-nsru
U

Fr6uufl::rlfl.r:o'rl4'r:ttauurlu:vuvtrar o fl riouiurj:snlFIIJ:un?n:rnrdrSnvr:oflnei
aJa,uvAv

a.ot n:rflfi fr n1:iliuafl :''rFnfiillJtor4uqtotnriohjfi

d. c(. o v6'n un ruq,in r : te n si r u rir in u1fl u Ma a''l n n ::t frufi n a 1{

d.c(.te rJ:snrnnruvn::unr:v[ruul:su1JU'rLlviwrF tior riruuo:1n1na1{u1

d.c(.en rJ:vnr6nrusn::xJn1:vl'Flrur:vuuu1LLvitcJrfi 6or rjarfrutaa'nrtviIsJr6t,

yr1{ilillu:'rrnr: (ri'do) ovlirnr:rio:or:rrrrlfi'afla{nr}ril:unro n:aifiliriu{rauo:rnr ({tru) tri

ar:n:nr.JYuan:ln1a{td vrrruirflvrfrrauo:'rrr'r (r1'tru) 0uuo:J'L#unGnfr'rgrgrriouFr:urilruer
U

ol
01U1U en LLi'lU

,i
tLr.ruvr 6n

ou
a 6uu n:iil n1 Tn'ruufin fua nu6uu Lail 1 u

q

-.ilrlUYl ]1br flUUluU Ledbd
UA

o.U1 UXJUd tVlAUtU?'l6U1J a{10... fr
to.u't ui :vrfi'ud r t riq nr a{t0 .*p..r{ .1

u6,u
en.U1{011JUY|U Jl1 lJ U}.1{nA a{t,0 o*dtr,li


