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vfr$, ttq n{rd o ndrur x-ray (ronar:uuu 1)

n cudnuruv tav{'r utJ o.: u 1I

lodixanol 270 mg lodine/ml, 50 mL lnjection
J1. {0u1 lodixanol 270 mg lodine/ml, 50 mL lnjection

2. nruaur.ifiri'rtrj
9

2.1 :r-Jutlrl r{luar:avaruta trifififirfirya*oreiou ritlirder
U

2.2 atut)zvaou rl:vnourirufr"lur lodixanol. 550 mg fiau4ari! lodine 270 mgtilfiar:n'uufiurtlu
eiruil:vnou

2.3 nl1uull::a u::Qlunltuv1i:TaurAnl:rrtornrflotlnaflu ?lurfl!::a 50 ml. r{lurf,orrrpruritir9--i

Type I r,tiona r a fr ntfr o po lypropylene lua vu::o:Yru,?i'fl or niu ttar

2.4 aa,r aarnolor:vudoarfryuxur riruil:vnoufr'rurdrriryuavrrrruu:r iufrzufrn {uduarq
tatfizufrpr ttavtatuvtfluuor"rYruruavi6nr:rfirYnrgrurliodrrriorqu!uu::qrTru",{ 
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3. nruaurifivrrtrunfin
I

t{an1:m:roiLrt:luriqrunrr,tru{Jutr.Jmrr Finished product specification [!av Drug substance
!- 

t 
,

specification frdrl6rqrnrn#tn'rfrarir16urriu firtfrqnyvrflaurionruvn::1.rfl'r:0r14't:LLavur fl:uyr:?{
U 4 , o - Aqvu a , d' u j a , 4 6r u o u q o u .ia1D''t:ilat vt'tiltna'tsirflfr"L{orrdrsr'oritlualirfirfruuuyrru:oryiln?'t}Jrn:orurnfr'rrirYllosir:!uu{gt'ttl

l-4'

rj:vnrnn:vvt:?{alor:tuv41l utor:vrm'r:lur r^1.fl. 2561 aliufi O flurrnl 2561 (arl:yn1fl1u:rrfiaar
- ^ l|qlnrfi'ud 2562),,orirrn.ran:vvr:?{arm:ruq? rior :vqrir:rur (aftifi 2) w.rt. 2562 a<ut!nul?u11r 9 ----q- 

9

- i^ , q
iufr a n:nflrpnl 2562 (alrJ:unrfltu:lrnoa1qr!nurlufr zo n:nfllpul 2562)I

Finished product specification:
,
lJ0 Test ltems Specification

t. ldentification ot:roairunufi:vllu Finished product specification

2. Assay 95.0 - 105.0o/o of the labeled amount of lodixano[

3. lmpurities (Procedure 1)

- lohexol related compound A

- lodixano[ related compound C

- lodixanol related compound F

- lodixanol related compound G

- lohexol

- Overa[kylated related compounds

- Any individuaI unspecified related

compound

- Total unspecified related compounds

- TotaI lmpurities

lmpurities (Procedure 2)

- lodixanol related compound E

- lodixanol re[ated compound H

Not more lhan 0.2o/o

Not more than 0.4%

Not more than 0.2o/o

Not more than 0.2o/o

Not more than 0.6%

Not more than 1.0%

Not more than 0.2o/o

Not more than 0.50lo

Not more than 1.5olo

Not more than 0.3%

Not more than 0.670

/h q\I,{/Ytt ffkM fr.nttr
rtvllrrir,tfrrn:r QlTanru una-tn:ufirg,$ ttduant un#rn:frnfirnTvrd rurrninu 99 --'- d 1
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v
t0 Test ltems Specification

4. pH 6.8-7.7

5. BacteriaI Endotoxins Not more than 0.2o/o USP EUl50 mg of iodine

6. Osmolality and Osmol.arity 270 - 310 mOsmol/kg

7. Limit of Free lodine Not more lhan 0.02o/o based on the content of

lodixanoI

uu11/) 2/4 n{:rfi e nq'rur x-ray (uonar:uur 1)
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- Drug substance specification fror:rurorntuitn:1v1iro.1rYzufrm drug substance yiotlirn:1yd
drug substance lJo{frriArrarr{rr5o:r-l ariuloaliuuflr firfinr:n:roirn:rydn:uilnu'x?iofiriruuo!u9

- ,..Jan1:n:roitn:lvriqilnlflu't rflutrJnu finished product specification LLav drug substance
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1 ldentification 0rr?0tirurrrllfi:vr1lu Finished product specification

2. Assay 98.6 - 10!.0o/o of the [abeled amount of lodixanol

3. lmpurities

- Limit of free iodide

- Limit of ionic compounds

- Limit of free aromatic amine

- Limit of 2-methoxyethanol

- Limit of iodixanol related compound E

- Limit of iodixanol related compound H

Not more than 0.0010/o

Not more than 0.020lo as NaC[

Not more than 0.050/o

Not more than 10 pglg

Not more than 0.30lo

Not more than 0.60lo

4. Water Determination Not more than 4.00/o
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