
: r u a y 16 u q q il a-n u ru y rn y{ r y ar : fi u f.r fi a s a r o rir 1 d' yfi q 1 il fi il : y I

qnraulGm-:'hJ

t . rilu ar : fi I flfr fi tilu at: ava t uu rfi nrJ : rqo r nrdo rir r frfi ou7ril aonrfi oqrir

2. :J:ynourieusr-eur fio Iohexol 350 mgl/ml lururou::q so -t
3. d'ruru::q'lunrryuyu::qurfiqil:rqornrd'o ilqafir uarr::qniiu.yiflorri'uua.:

4. oulntrqdusr rirurJ:voouor-rurdrr{'ry n?rilrr:{ fuflfifl fuuuororq ratfip'rfist

r ra v rn c, T y rfi u u sir fu u r'l io d r { "f'q ro u u u R r su y u : : 0

n flJ 6IlJ U 9t yt I { tyt fi uft

F inished product specifi cation

1. Identification test n:aOr,itU

z. il?ilrarst-aurdrri'q 95.0 - 105.0 % of labeted amount

:. rj3rutsr: 'hjrloundr so *t
4. pH 6.8 -i.7
5. Sterility test St:'tOritU

6. Bacterial endotoxins NMT 0.2 EU/50 mg of iodine

7. Particulate Matter

7.1 particulate Matter ) to pm hirfiu 6,000 rio vial

T.2partictiate Matter ) zs llm hirfiu ooo sio viat

ei rn e{
t.t0u tl0udt

1. tlrfitauopflol'ld'fuoqiyrnl#duvrvrfisusirfuurry,r^odrr.rurulurJ:yrmfl'lmu uayslorfirirrur
q c@ 3 4 ou j
t:..t dIn €U n1 : ruyt vruousir 5u utyrtduoiltrrdrtI

06@3
t . t h dr n"'ru n r : fi u r y rfi uu qir fu u r (m u.2 vt u.3 vr u.+ r r#: usi n : fi )

o 6 
"* 

a 't.z'hr{ruofrumvrfiuu }1u.1/u.1uo,:u1fir6yuo:rnr uiou:ruav16uqfrfloRr:n?uqil
aol

qilR11l1Io{,.laflJi'il'd (finished product specification) ttovdorirruqnflJRty,lro{fnqGu (arug

substance specification) srtufidumvtfiou n:fifioqj:yN'jnnr:urtltrvl^rurGuoys{otgul

ro Rf{]: fl 1 : uorrrfl u (u.s) ru ryrfloilnlu

nilYn::ilfl1:

n/
o lL-1--, a lir(0.r80.............. il:vrru 4rts0..................................fl::ilnr: uufiu.rltrLqls....t.tl.v*l*....n::ilnr:

(urs'fi'uunir: rrdrarruiuf') (ul{dr?rnfl:1 uail:vfrmd) luxar:il:xa'[a rfiuarin:)



2. tlrfirufinluil:vtrs'lru flrufinovd'o.rfiuri'rdofr:o{rJ'rer:Srunr:r.Jfiflurflrilila-nrnil.yiuay
d ia"
TGnt:frGlunt:r{aqut PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iou

uriroltu PIC/S Parricipating authorities uto fironar:fu:o{,J'rel:gtuRt:Naflutatr.,
ql€^iao

ilahlniu6liunyTBnt:r.raqfr6'[unr:r.rasrutuo{dtu-n{]unilyn::ilfll:or}.n:lraeut fl:yyt:.]{
A.E*oy@aqvdoo)o^

dlI1:[lJd1| cr{n1ilU9llJU tgUUn?]ildOflAA0{ttauYtotiluilnuilantflflIcyttlau?5nl:vl9tlun1:

riaflur prcls lrrureurdrauorru n:fifirfluurriruTrornsil{il:erilfl r?p.rafld'olfironar:

fu:orrurot:g1unr:flaflu1entJ14(i'nrn6u.lirrayffinr:fi6lunr:rufisrur prcts (pharmaceuticat

Inspection Co-operation Scheme) Inuilu:ulru PIC/S Participating authorities Inuronar:d
Ydtsd@Av

u1tl1lrdq{ao{r1luiluua1qqfl1il:0ufl1:9t:?0610]J l9urJ,{a5ut0{ii{iurduo:']n1

ttfln{dl[ulRtvlrituruanr:fl:?0qilRr]mrfisrd'ar.vitorrflzuan tcerttticate of analysis) rravpla
a d - o 

" 
" - jo qrcr a r j , dt

n1:9r:?0?rfr:1yfiqiunlu?9tQflu (Raw material) 1Jo{9t?u'l6i1n6uytl,f tunt:flaflu1?uytd{11u
9) t '- gl a ,r'a o 

^ 
, 4 u 4 q u u J

9r?0ut.tyl{10{rJr{aflu1ttauryr{aa?aqou ?'t:0tJttd9t{tofld't:1.1:oraRgluuuuufi?1ildu}lu5
lta@raau?"dt

: r il ? 1 { ? u n 1 : f{n fl r o { ?fl qo lJ n u ? u n I : r.{ a fl r o.l fl a fl R ilJ ryl u 1 d't r: 0 : lJ
dr

tldel{fl4n1:flflu1 Long Term Stability flaoor?{olqtolurfiduuvtfluul{n:fifidumyrfruu
I dr a 4 od 4 g) r dr rUlillnn1] 2 U 1.1:Or{anl:flflU't Accelerated stability n:ortuTyrUUUUtilOUn?t Z rJ OdN

9t
uou 2 :ufl]:PJnsl

fl,ouur',0'.toi'urrirra"'rotjrrurotixrlou r uuru:L::1ninr.yid.:rilusr-:rrmuudq{:luaurAuer
9) Ao l 9 o o - i 

" 
o

fi : u 0 ? u 9r 1 tJ il n 1 il uo t9t ugt o { u 1 u 1 r rdgl { tu ? u yt fl : i tJ fl 1 : v{ 0 1 : 0J't t{ a

lunt:rirruorurl#I:rilurrrauvrtrrirrJn p?qruovo{orri.rmfloruhirn:ry#uldufirirrir

urfiriqrouoi'o.rfiorrrl#ki^hirioon'irrflriuornfurirruorilrn,{anr:arrrr,rt;i,

u1a:$ru ,3ufirlrurr,6u?d'ilqiunry,tnr:1#lru mr{l: {v{ururauytE lrirrJxdrrJr:ounran
a & ,e)

fl1:d.:ryO tgl

AgtdrA.
u r fl rdu o et o i nt u u I ?t u i uh ril u rflfl fi fl Ht o rfl u ,flr rvr u iir n ri r u I q u q : It{
il Y 6tY rj dj q I a j o '
{troovrio.riuilflryoulfuanril6uuurn:frfrorlnduuoorq utorfiorfionr:rdouanr}rriou
o dr id o, .i E i

fl 1 14 U O rlj U U 1 Vt rJ O 1 q fl 1 : t S{ I U 11 U 1 ? I U rl^t O fl A rJ : y I U ryrir O,: rrrj a ut

4.

5.

7.

8.

nfl{yfl5:iln1:

lt
a{T0.............. lJ:ytlU Airyo....-.............................fl::ufl1:

(ur'fi'uuri'm:mrdrarrvfluf') (ur{drxrnfl:i ueil:yfimdl

a{fio.{IPr.i s.....rdn *J.qr.ni:iln15

(urara:J:rsrula rfi uaru-n:)


