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1. %am lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL

2. amanianaly
2.4 guuuy Humsazanedannige dmiuda
2.2 fwmdsznay
- Ulsznausndann lopromide 768.86 mg/mL winrulaladu 370 mg/mL) USan@3 100 mL
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3.1 Finish product spemﬁcatlon o

Test Item ~USP38
1. YSanmenendany 94.0 - 105.0% of the L.A. of lopromide
2. ldentification ATIIHW
3. Bacterial endotoxins NMT 1.25 USP EU/mL
4. pH 6.5-8.0
5. Free iodine ATIIHIU
6. Limit of free iodide NMT 80 mcg of iodide/g of jopromide
7. Limit of free aromatic amine NMT 0.2%
8. Limit of N-acetyl compound NMT 1.5%

(lopromide related compound B)
9. Ordinary impurities NMT 3.0%
10. Sterility AT
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3.1 Finish product sp_ecification“) (Gia)

Test.ltem USP 38

11. Particulate matter MU
- w9 > 10 um Jailfins 6,000/container

- U@ 2 25 ym LilAw 600/container

12. Isomer distribution - Et-isomer : 8.0% - 12.0%
- E2-isomer : 9.0% - 14.0%
- Z1-isomer : 32.0% - 40.0%
- Z2-isomer : 38.0 - 46.0%

13. Volume in container ATV

3.2 Drug substance specification : Iopromide("

Testitem ' usP38
1. dSunmeaengdagy 97.0 - 102.5% of the L.A. of lopromide (anhydrous and solvent-free basis)
2. ldentification ATITNIU
3. Water NMT 1.5%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.002%
6. Free iodine AIIHIN
7. Limit of free iodide NMT 0.002%
8. Limit of free aromatic amine NMT 0.1%
9. Limit of alcohol . NMT 0.4%
10. Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
11. Ordinary impurities NMT 3.0%
12. Isomer distribution - E1-and Z1-isomer : 40.0% - 51.0%
- E2-and Z2-isomer : 49.0% - 60.0%
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