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lodixanol 270 mg lodine/mL, 50 mL Injection

2. AaENUAnalY

2.1 quiuu

2.2 dulsenau  USENaumesign

drulsenau

2.3 TUBUITY USTUNITUSUT

2.4 2810

Type | Wsowaaf

lodixanol 270 mg lodine/mL, 50 mL Injection

[~ s o = 1 o v o
Wuaisazanela luiliddedivaseou dmsuan

lodixanol 550 mg ﬁauuﬂaﬁu lodine 270 mg lufiansiudaidu

398@aU5 AN YAaNY WIAUTIY 50 ml udaviauia
nwila polypropylene wazusssiaitoaiuuaa

aandeaTyyBeaniynisen dulszneuiendidyuaznnuuse Tuiindn Tudueny

wuinde uagiawneideudmsueuarismanuinmenliogredmauuuussgsiue

3. AuanvAnIumailn
nan15nsadiasigiauatniuluniu Finished product specification was Drug substance

o w Y

specification N19198931nLndUR5vatUIRE T FeldaansifourannenssuN1TEIMITRAZEN NTENTI
a15713500g etlindudihSunldenededeuduatuiifisusimielmindwnsguadud ulad funiann

U3gN1ANTENTINAN5NTMEEY 130938YA9187 WA 2561 a3fuil 6 Suanau 2561 (asdsznialusivian
YunwFui 12 qua1iius 2562) uagdsenenssnsadIsIsngs (59 ssysfsnen Ui 2) we. 2562 as
Juil 3 nsngan 2562 (aeusenialusivfaaiyunyriui 26 nangau 2562)

Finished product specification:

- lohexol related compound A
- lodixanol related compound C
- lodixanol related compound F

- lodixanol related compound G

) Test Items Specification

1. | Identification mi’aamumuﬁisqﬁlu Finished product specification
2. | Assay 95.0 - 105.0% of the labeled amount of lodixanol
3. | Impurities (Procedure 1)

Not more than 0.2%
Not more than 0.4%
Not more than 0.2%
Not more than 0.2%

- lohexol Not more than 0.6%
- Overalkylated related compounds Not more than 1.0%
- Any individual unspecified related Not more than 0.2%
compound

- Total unspecified related compounds | Not more than 0.5%

- Total Impurities
Impurities (Procedure 2)
- lodixanol related compound E

- lodixanol related compound H

Not more than 1.5%

Not more than 0.3%
Not more than 0.6%

wngndgenst aglana
Usgsunssunig
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k) Test Items Specification
4. | pH 6.8-7.7
5. | Bacterial Endotoxins Not more than 0.2% USP EU/50 mg of iodine
6. | Osmolality and Osmolarity 270 — 310 mOsmol/kg
7. | Limit of Free lodine Not more than 0.02% based on the content of
lodixanol

Drug substances specification:

U9 Test Items Specification
1. | Identification m’i’mﬁhum’mﬁizﬂu Finished product specification
2. | Assay 98.6 - 101.0% of the labeled amount of lodixanol
3. | Impurities

- Limit of free iodide Not more than 0.001%

- Limit of ionic compounds Not more than 0.02% as NaCl

- Limit of free aromatic amine Not more than 0.05%

- Limit of 2-methoxyethanol Not more than 10 ug/s

- Limit of iodixanol related compound E | Not more than 0.3%

- Limit of iodixanol related compound H | Not more than 0.6%
4. | Water Determination Not more than 4.0%
NUNBLW):

nsflfvanzileuudenisiiu (waive) mInTadauiiasisisionsle Iidulanuenaisdngiuianann

nlasuesifeag

Drug substance specification #315u19101ULAT18NY0EHER drug substance n3oludiasizi

drug substance vosiuanedusazU atulaatunis Jsiinsnsiaiimsisiasunniidenmmun
mamsmaﬁmiwﬁ@mmwm Wuluenu finished product specification Wag drug substance
specification  N919BsNAdURSURENTU  Taldaansilouseddinanuanenssuniseshazen

nsgnsaassugy nidauantimanailaveswseingiu vesiauesailinsenuiilsimetuna
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1. enansnsiasueugntunslowssusnitedmielulssmelng wavdung (declare) undann

1.1. Tuddgnistungidoussuen laun ve.2 1.3 .4 150 8.2 WaIurnsal
- nsdindunindnlulsenelng nuneia ne.2
- nstidugnihditenisudaussy wnets ve.3
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1.2. Awetunzidou ve.1 wio 8.1 vesriliauesian wieuseazidenidonisniuauamnINYes
wanSaTaufitunsdey (finished product specification) wagdaiinuaamImYeingau (drug
substance specification) n3difiegjszminamaasunvasudluiisfnazdesuuuienaisnsvounia
(6.5) 1 MFau finished product specification ag/138 drug substance specification Ingveuly
newiulsgneusemnsadidnnseiing uazliiiu 2 U a Yuussmadssmasimdidnvsedng

2. 1BNETTUTEMINTFIUNITHERNEN

2.1. ns@umdnludsemelng guandosionaisiusesnsgrunnangimundninaeiuagisnsialy
NSHANYT GMP-PIC/S Tnenyaeanu PIC/S participating authorities #30iilonansfusaduInggu
GMP 99981 UANENTINNITEMNTUAZEN NTENTIEITUNEY Farnuatulasiiaudenndes
wazviaieniu GMP-PIC/S Tumnnenfiauswe atuanganuseunsnyvasulneinanisiusosds
Tulsgmeadszmesiandidnnsednd

2.2. nsdleniudrandadsend gruandosdionansiusesnasgrunmang1muvaninasiLagisn i
Tun1sndnen GMP-PIC/S Taenuaeau PIC/S participating authorities 158 US cGMP 983Ussined
Audn adudganiuseunsnsiaaey lasdnanissusesdeiulszmeauszninsndidnnseiing wie
DIYARDATH LA IUANTE

3. lenansAUIdN YUY YR TlauaIA

3.1 Han1IATIATIERgUA AR S neiend 15 93UvesinEn (certificate of analysis of finished

product) lugnguiidaugaogng

[

3.2. HAMINTIVIATIEVAUNININGAUVDIFILNEATY (certificate of analysis of drug substance) 7il4lu

o
L%

nMsuanejuidaluiegmiwendnewasinaningu

3.3. wnasnsenangiutuduainuduiusseninejunisndnvesingiuiiendiAsy (drug substance)
1o 3.2 fugunsudnveandnsioueierdnsagy (finished product) e 3.1
3.4. HaN13An®" long term stability maam’mmqmaqmﬁ?ﬁyumLﬁauﬁﬁ’uﬁwﬁmmﬂmsnimmsm‘mi
WYY NITNTIENTITUAY
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6.1. riidwoudosdongldldliiionnin 12 Wou Tuantudweu

]
] a1

6.2. gnInfideusuazdosdsdnuininarslususesnanisinsieiesuiidwsvassninuazly
AneiingAunavesranewasindningAuildnanejundweu

6.3. ilmsasuwlasingivliudaf@ensiunnasa wioudsluiinsesiinguiasulduuuivaumi
Ine

windndans aslanwu WNFUNTNAYS wauan WndNIARARMS wndn
Us851Un3IUNT3 N35UN1S N33UNTT




- wihil 4/4 ngu 9 nque x-ray (ONA1SUUY 1)

&

6.4. nsdiiesvmmhnsduiegeiidweuiledimsaiinneiaunin mhesvmsazvimiide
Samvemedeenlaeduisasdesdifiudnaudwiuinhessnsdmsiainseiandugy
Anwoudrlddnefifsdeddunsmmaiiansiguam nidiinuiebidulunmunudnvuzians
mhenvmsveanudnslifuinsannaauenmefinanvesueuas/viofuddluadiely

6.5. wikdeduvenuidsusuiloslndvuneny viieilaiansideuanindelsenslag feutmualag
Lifidouly wagedinfinuirfinisuaniinmadusdesfudsuudusuuusssasiduniely 7
gl

7. funedusenlisnidndyanieuasuimun lunsdseluil

7.1, nsdinansguasaadinsigvient TnsnsuinenmansmsunmevdeesufuRntsilinnsgi 1SO/IEC
17025 namsnsvdasgilidulumusnnsgiudeimunludssniAssnnsia

7.2, nsdluBnAnsionaindgndeniuiuaniemaialadidnmnuanenssunsemisiagzen Tutham
ﬁuaaﬁmmjaz?g@%ma

7.3, nsdinudgmamnmeniinsaaeundni dwadeussdvinauazaaaondosouasitlazuen

7.4. nsdlfinaiznssumsiannszuus s mamananeniosaelul uazdugliannse
USumeuglilaiiusadananle

8. mheswnsveanuansliiuRinsumaniusienifivussiagnizenifuAulasdrinamuanenssunis
awnsuarenluseezina 1 U newiudsenmaussmesinidiannsedngd

wndndganan alana WndYNTNEYY Waudan WnEYNIARAINS ndn
Us851Un3TUNI3 N35UN13 N3UNS




