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TUAIBIARMENYUIANIZEN
lopamidol 30.62 g in 50 ml solution for injection
d7uIu 8,500 Vials
Tsaneguravauuniy
1. Yown lopamidol 30.62 g in 50 ml solution for injection
2. ausuiEnaly
2.1 guuuy \uansiivid  WUuansavarsuuudsimnusey  (Nonionic  water-
soluble contrast medium) Aiflelefuliussdusznay dmiudn Usmanide la 1iid
2.2 dwsznou Tu 1 ml Usznauseden lopamidol 612.4 mg Fsauyaiu lodine
300 mg TuUSansussy 50 ml
23 awusussy  ussglumeufuTmende wvussytusitesiuua
2.4 gan - spyenn, dauuseneuiendfuaraange undn udueny
wuanuaziawmsdsuhiuen Tegsdnuuuussgius
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3.1 Finished product specification : lopamidol injection

to Test items USP 41 BP 2016
1 | Identification ATIIU MTIMIY
2 | YSunausenddty 95.0 - 105.0% of the L.A. of 95.0 - 105.0% of the stated
lopamidol amount
3 | Bacterial endotoxins NMT 0.6 USP endotoxin unit NMT 0.7 1U/ml
per mg of iodine
4 | pH 65-175 65-15
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e Test items USP 41 BP 2016
5 | Particulate Matter in ATIINIU ATIWY
injections

6 | Free aromatic amines NMT 0.05% NMT 500 ppm

7 | Free iodine Absent NMT 10 ppm

8 | Limit of free iodide NMT 0.04 mg of iodide per ml NMT 40 ppm

9 | Related substances e - The area of any peak
corresponding to impurity H
or Impurity | : NMT 0.5%
- The area of any other
secondary peak : NMT 0.1%
- The sum of the area of any
secondary peaks other than
impurities H and | : NMT 0.2%

10 | Sterility AT ATIVY

11 | Volume in container 100 — 110 % of L.A. 100 - 110 % of LA

3.2 Drug substance specification: lopamidol

) Test items USP 41 BP 2016
1 | Identification ATIWY FITIU
2 | Yunasendrdty 98.0 - 101.0% of the L.A. of 98.5 - 101.0% ( dried
lopamidol (dried basis) substance)
3 | Specific rotation Between -4.6° and -5.2° -4.6° to -5.2° (dried
substance)
4 | Loss on drying NMT 0.5% of its weight NMT 0.5%
5 | Residue on ignition NMT 0.1%
6 | Free aromatic amine NMT 0.02% NMT 200 ppm
7 | Free iodine Absent NMT 10 ppm
8 | Limit of free iodide NMT 0.001% NMT 10 ppm
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Test items

USP 41

BP 2016

9 | Free acid or alkali

- NMT 1.37 ml of 0.01 N sodium
hydroxide, equivalent to a free acid

content of 5 mg of hydrochloric acid

- NMT 0.75 ml of 0.01 M
hydrochloric acid
- 1.4 ml of 0.01 M sodium

per 100 ¢ hydroxide
- NMT 0.75 ml of 0.01 N hydrochloric
acid, equivalent to a free alkali content
of 3 mg of sodium hydroxide per 100 ¢
10 | Heavy metals NMT 0.001% NMT 10 ppm

11 | Related compounds

- Monocarboxylic acid : NMT 0.1%

- lopamidol related compound B : NMT
0.1%

- lopamidol related compound C and
2-chloro derivative : NMT 0.5%

- 2,3-Dihydroxypropyl isomer : NMT
0.1%

- Diiodo derivative : NMT 0.1%

- Acetyl analog : NMT 0.1%

- Hydroxyethyl derivative : NMT 0.1%
- O-Acetyl iopamidol : NMT 0.1%

- N,N-Dimethylamino derivative : NMT
0.1%

- Sum of impurities H and | :
NMT 0.5%

- Impurities A,B,C,D,E,F,G,JK
: NMT 0.1% (for each)

- Any other impurity : NMT
0.1% (for each)

- Sum of impurities other

than H and | : NMT 0.2%

12 | Sulfated ash

NMT 0.1%

13 | Bacterial endotoxins

Less than 1.4 1U/g

UG - NMT = Not more than
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