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AMANBULANIZYDIEN
lohexol 300 mg/mL (15 ¢/50 mL) solution for injection, 50 mL

1. %o#1 Iohexol 300 meg/mL solution for injection, 50 mL

2. AuaulAvaly

2.1 JUuuy Wuansazaeunanidela Lifdddvdeseu dmiuda

2.2 dulsenay  @sazany 1 mL Usenausiedaen lohexol 647 mg
( WisuwinUsune lodine 300 mg )

23 awuzussy  UssTluMwusussUnAIndendioud, u1nussy 50 mi

2.4 aa1n - syyesn dusznaumdfuazeuuse Susdn Yuiueny aviindn
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- VuMYUEUSIYEREeenfeessyeswmiedeniensin daudsenousienddny
KazAILLTY TuRueny waziaviinge

3. ruaudAnIumaila
HamMsnTnseinunmluluau Finished product specification wag Drug substance
2 i Hy  a v o w v a v v '
specification 18198991nLdYAsuatuRgIiY FelnaanzilouronmenITUATOIMNTUAZEN NTENT
5 dv s o = L% A =l 1 =5 1 1 ol o s o Aﬁ!
#1515 mumawﬁuﬁiﬁ’é’waﬁau’f}uawwmumm‘sa‘l‘mum'unmﬁ']ummmw‘lﬂmiwm Y
l‘-'l o o/ o GJ ol -
USENANSENTIENGITUEY 1589 SEYRTULT W.A. 2561 a3dul 6 Surau 2561 (asUsznalusieiagn
L2 A LY £
YUNYIIUN 12 UATWUDS 2562)
3.1 Finished product specification: lohexol injection

D) Test items Specifications

1 | Identification Meet the requirements

2 | Assay 95.0 - 105.0% of the labeled amount of iohexol

3 | Bacterial endotoxins Not more than 0.2 USP Endotoxin Unit per 50 mg of iodine
4 | pH 6.8 -7.7

5 | Particulate matter Small volume (100ml or less)

>10pum Not exceed 6,000 count/container
>25um Not exceed 600 count/container

6 | Free iodide Not more than 0.02 % based on the content of iohexol

7 | Impurities

- Individual - Not more than 0.6 % of O - alkylated compounds
impurities - Not more than 0.1 % of any other individual impurity
- Total impurities - Not more than 0.3 % ( excluding O - alkylated
compounds )
8 | Sterility Meet the requirements
Jir e ;HMS }qﬂy?‘”w; I\mnﬁ\n% Mnmn
wwneniansn aslanu ndunsnaug uaugn wndnsinAivs e
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3.2 Drug substance specification: lohexol
49 Test items

Specifications

1 | Identification Meet the requirements

2 | Assay 98.0 - 102.0% of iohexol (on the
anhydrous basis)

3 | Heavy metals Not more than 0.002%

4 | Limit of Free aromatic amine Not more than 0.05 %

5 | Limit of Free iodide Not more than 0.001 %

6 | Limit of 2-methoxyethanol Not more than 0.002%

7 | Limit of 3-chloropropane-1,2-diol Not more than 0.0025 %

8 | Related compounds

O Any individual impurity
O O - alkylated compounds
O Total impurities excluding O - alkylated

Not more than 0.1 %
Not more than 0.6 %
Not more than 0.3 %

compounds
9 | Color of Solution
Wavelengtn 400 nm Not more than 0.180
420 nm Not more than 0.030
450 nm Not more than 0.015
VUL
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3.1, HAN15R5I9TAT TR NRARSusiEd 593U REAR (certificate of analysis of finished
product) Tugguiidadugegng

3.2. HAMINTIVIATIEAUNNINGAULBIFILERYY (certificate of analysis of drug substance)
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AMANYULIANIZYDIEN
lopamidol 30.62 g/ 50 ml solution for injection, 50 ml

1. aen lopamidol 30.62 g/ 50 ml solution for injection, 50 ml

2. gAY
2.1 jUuuy \Duansiiufsduuuusimainyszq (Nonionic water soluble contrast medium) #ii
lolofuifiuasdusznou iWusnsimnide (sterile) dwiuin dnvarlalaiild
22 dmlsenay  @1sazane 1 ml Usenaueiesien lopamidol 612.4 me (30.62 ¢/ 50 ml)
23 awurussy  UsslunvususTUEIndelnaivuarussglundensyaumiensusiiuuas
WIAUITY 50 ml
2.4 aan - seyfann dhuuszneudedinuazauLe Tundn Yuiueny wuiindn
wasiawvziioumuenliogradaauunussgiu
- yumwugusIEneEaesdessrydarmistenienisé dausenaudaendidny
LazAINLTY Fudueny uaziauiinde
3. pruanUaniIumaiia
wamimaaﬁLﬂiwﬁqmmmﬂulﬂmu Finished product specification ag Drug substance
specification fig19Bsanndussuatuiiioatu Faldamaifourennsnssunsamsuazen nsense
o3 Wil duiiuili e ivetuiiiisurinvielminiunassunduhiulassunils an
UsEnAnTenseansIsnigy (3e ssysiuen wa. 2561 asiudl 6 Sunaw 2561 (@wszmaluseian
yunwiudl 12 nuanwus 2562)
Finished product specification: lopamidol injection

) Test items Specifications

1 | Identification Meet the requirements

2 | Assay 95.0 - 105.0% (581.8-643.0 mg/mL) of the labeled amount of
iopamidol

3 | Bacterial endotoxins Not more than 0.7 IU/mL or 0.6 USP Endotoxin Unit per mg of

iodine
4 | Sterility test Meet the requirements
pH 65-17.5
6 | Particulate matter Small volume (100ml or less)

>10pum Not exceed 6,000 count/container
>25um Not exceed 600 count/container

7 | Free iodine Absent
8 | Free iodide Not more than 3.1 mL of 0.001 N silver nitrate
(0.04 mg of iodide per mL)

9 | Free Aromatic Amine Not more than 0.05%
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da Test items Specifications

10 | Heavy metals Not more than 20 ppm

11 | Trometamol 0.9-1.1 mg/ml (Corresponding to 90 — 110 %)

12 | Calcium disodium 0.297 -0.363 mg/ml (Corresponding to 90 - 110 %)
edetate dehydrate

VU
- nsdifeemnsdeundansiiy (waive) minmsaeuiianesinensla Wiuuwanonansvdng
Fanamilasueyiitisne
- Drug substance specification #91301910lUIATIEVIVRAGNER drug substance WsalulAsIzn
drug substance vasfrEnendsagy atiuleatunil Fsfimsnmalinneinsuyniteiidvua
Foulvdy
Fauesiadesdudunnmersienans nieuameiiedoiuseusnarsinediviune swazBundal
(1) wwnasmslFsueugniunadousiveniosmielutssmalng uazduns (declare) undman
1.1. ludfnstunadeus$uen 16un ve.2 e.3 ne.d vie .2 udusnsd
- nedindusinasluussmelne mneds ve.2
- nadidusnidiiemudsussy waneds ne.3
- ndidugnindhaindisusema ot ve.a
1.2. TudweTuneiliou vie.1 ve 8.1 vasnfiiauean wisuneazdeavadensaunuamnInes
wAnSuTinuATuneou (finished product specification) WAz dBMNUARANATNYBIINGRAU
(drug substance specification) ﬂiﬁﬁﬁagjizm"mﬂ'mﬂﬁauLLﬂaaLLﬁ'lﬂLﬁmﬁmxﬁamumanaﬁmi
vouilu(e.5) uwseu finished product specification Waz/138 drug substance specification
Tngraudlunputulsenimlszmasiadidnnseiing wazliiu 2 ¥ a fudszmeauszningien
dannseing
(2) ENANTIUTBRATFIUNSHEREN
2.1. nsdlewanlulssmalne udnfodionansiuseunasgiumsndnginumdninusiuasisnisinly
NARE GMP-PIC/S Tnavuasau PIC/S participating authorities #3aiilona133uTaINTgIL GMP
Y0IdINNUANENTIINNTOMSUATE NIEVTNANSTINGY Bermuatulnefinnudenadouas
viuisuiu GMP-PIC/S Tuvanaeniiauswis atuagamuseumsarvasulaeiinanisiusesieiu
Usgniadszninsiadidnnseiind
2.2. padlonindhanenassme frandesianansiuseanmspunsnanemmaninasitasisnisia
Tundnen GMP-PIC/S Tneviaeanu PIC/S participating authorities %58 US cGMP va3UssinAgHan
atudganuseunsnsavasulaeiinanissusesdisiulssmalszninsmididnnseiind viseny
AABATN UAIANTE]
(3) 1ONaNIAUENYULYBIELTLALDTIA
3.1. HANMINTIVIATIBRNNWHANSuTiendnSa3UveuEn (certificate of analysis of finished
product) ugnguiidausegn
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3.2. HANIATIVUATIBVRUNIWIRGAUTBISIBEATY (certificate of analysis of drug substance)
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