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lopromide 62.34 /100 ml solution for injection, 100 ml
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TsaneuavauLny
1. doen lopromide 62.34 ¢/100 ml solution for injection, 100 ml
2. AuautAY
2.1 JUuwy Wuansasaneusimanide Ta Lifid dwsude

2.2 dwdsenoy Ty 1 ml Usznousedaen lopromide 0.6234 g -‘ﬁlwsaugaﬁ’u lodine
300 mg luuSuasussy 100 mi
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3. AuduTANIwvALA

3.1 Finished product specification : lopromide injection, USP 41

9o Test items Specifications
1. | Identification AU
2. | Ysuneushendrdny 94.0 - 105.0% of L.A. of iopromide

(It may contain small amounts of suitable

buffers and of Edetate Calcium Disodium as a

stabilizer.)

3. | Bacterial endotoxins NMT 1.25 USP endotoxin units per mt of
injection

4. | pH 6.5 - 8.0

5. | Sterility AU
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1o Test items Specifications
6. | Free iodine AT
7. | Limit of free iodine NMT 80 mcg of iodine per g of iopromide
8. | Limit of free arcmatic amine NMT 0.2%
9. | Limit of N-acetyl compound NMT 1.5%
(iopromide related compound B)
10. | Isomer distribution : £1-isomer 8.0% - 12.0%

E2-isomer
Z1l-isomer

Z2-isomer

9.0% - 14.0%
32.0% - 40.0%
38.0% - 46.0%

3.2 Drug substance specification: lopromide, USP 41

U9 Test items Specifications

1. | Identification ATV

2. | YSuaushendrdty 97.0 - 102.5% of lopromide (anhydrous and

solvent-free basis)

3. | Water determination NMT 1.5%

4. | Residue on ignition NMT 0.1%

5. | Free iodine ATIWU

6. | Limit of free iodine NMT 0.002%

7. | Limit of free aromatic amine NMT 0.1%

8. | Limit of alcohol NMT 0.4% of alcohol (solvent- free basis)

9. | Limit of N-acetyl compound NMT 1.5% of N-acetyl compound
(iopromide related compound B)

10. | Ordinary impurities NMT 3.0%

11. | Isomer distribution

E1- & Z1 -isomers
E2- & Z2 -isomers

40.0% and 51.0%
49.0% and 60.0%
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3.3 Drug substance specification: lopromide, BP 2016 & EP 8.0

A ] Test items Specifications
1. | Identification ATIMIY
2. | Ysunashendfgy 97.0 - 102.0% of lopromide (anhydrous
substance)
3. | Appearance of solution Clear and not more intensely coloured than
reference solution BY B and Yy
4. | Conductivity NMT 50 pS.cm
5. | Impurity A and related primary aromatic | NMT 0.01%
amines
6. | Impurity B
- Sum of impurity B isomer Y, and Y, NMT 1.5%
7. | Related substances
A. Mobile phase : impurity E NMT 0.5%
Unspecified impurities NMT 0.10%
B. Mobile phase : Impurity D NMT 1.0%
Impurity C NMT 0.5%
Impurity F NMT 0.2%
Unspecified impurities | NMT 0.10%
8. | lsomer distribution
Sum of lopromide isomers E, and Z, 40.0% to 51.0%
Sum of lopromide isomers E, and Z, 49.0% to 60.0%
9. | Free iodine AT
10. | lodise NMT 2 ppm
11. | Heavy metals NMT 10 ppm
12. | Water (determined on 1.00 g.) NMT 1.5%
13. | Sulfated ash (determined on 1.0 g.) NMT 0.1%
14. | Bacterial endotoxins Less than 1.0 1U/g
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