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IHABUAANANYMSIANIZYN
lodixanol 652 mg / 1 ml solution for injection

972U 1,800 Vials %59 180 navy naasay 10 Vials

TsanguravauLnY
o . . .. .
Y291 lodixanol 652 mg / 1 ml solution for injection
2. AuauUUANILY
J @ =i
21 gﬂwu*u Wuansazanela Usiaanide dwmsuin

2.2 dwuszneu  Tu 1 ml Useneusiaediaen lodixanol 652 mg Feaxauyany lodine 320
ms
- &
23 MIUPUTIY  UTIIUNNTUEUIIENRaUAInED
24 9uaussy  YINesuseg 100 ml
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3. AuduUANIunaila
3.1 Finished product specification : lodixanol 652 mg/ 1 ml solution for injection
4o Test items Specifications
1. | Identification MTITNU
2. | Yuneusdhendrdyy
- lodixanol 618 - 685 mg/ml (652 mg)
- lodine 304 - 336 mg I/ml (95.0% - 105.0%)
3. | Osmolality 260 — 320 mOsmol/kg
4. | pH 68 -17.6
5. | Sterility Sterile
6. | Bacterial endotoxins NMT 0.21 EU/100 mg |
7. | Inorganic iodide NMT 60 mcg/ml
AMYNITUNTINNUATILASIDIAAUSNBUSIANIZUAZIIAINGTY
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L[] Test items Specifications
8. | Purity ATIMIUY
9. | Particulate matter ATIMY

10. | Extractable volume

NLT declared volume

3.2 Drug substance specification: lodixanol

D) Test items Specifications
1. | Identification AU

2. | Ysuaushendrdgy ( lodixanol ) 98.5 - 101.0%

3. | pH 5-7

4. | Sterility ATIAY

5. | Heavy metals NMT 10 mcg/g

6. | lodide NMT 10 mcg/g

7. | Free lodine No red or pink colour evident
8. | Free aromatic amine NMT 500 mce/g

9. | Calcium NMT 5 mce/g

10. | lonic compounds NMT 0.02% (w/w)

11. | Purities PTIMU

12. | Water NMT 4.0% (w/w)

13. | Microbiological tests ATIWMU

3.3 Nan133tA31eN Elemental impurity %383l Risk assessment report (WeRL@NES

UYsenav)

wuewmg - NMT = Not more than

- nediaamefoundinsidu (waive) msarsaeviaseisienisla Induuansenansudngrudena Aldsu
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- Drug substance specification WR15191NUAATIEMUBENER drug substance y3OlUIATIEY drug
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5. n1sUsELiiuATUsSRNSAINAD51A1 (Price Performance)
n1sRasunasldndninuin1suseiiuatlsednsnineesian (Price Performance)
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2. INATEIUTBIAUAMIBUING whwiinwiniusesas 60
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naninan1sUsEliuAIUsEaNSANED51A1 (Price Performance)
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