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{Non-ionic lodine Contrast Media - Low osmolarity)
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3.1 Finished product specification
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Specifications -

3.1.1 | Identification

Meet the reguirerment

3.1.2 | Assay

60.4 - 66.8 % w/v of loversal

3.1.3 | lodine and lodide

NMT 200 pom w/w

314 | pHat 25 °c

60-74

3.1.5 | Endotoxins

NMT 1.4 EU/mL

3.1.6 | Total impurities

- individual

- Total

Unidentified Impurities

NMT 2.5 area %

NMT 0.1 area %
NMT 0.5 area %

3.1.7 | Heavy Metals (as Pb)

NMT 20 ppm

3.1.8 | Sterility

Meet the requirement

3.1.9 | Formaldehyde Content

NMT 5 pprm w/w
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3.2 Drug substance specification : loversol Powder
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3.2.1 | Identification | Meet the requirement
3.2.2 | Assay (as loversal) 975 - 101.0 % w/w (anhydrous basis)
3.2.3 | ledine 46.2 - 48.1 % w/w {(anhydrous basis)
3.2.4 | lodine and lodides NMT 30 ppm
3.2.5 | Residue cn ignition NMT 0.05 % w/w
3.2.6 | Water NMT 5 9% w/w
3.2.7 | Total impurities NMT 1.5 area %
Unidentified Impurities
- Individual NMT 0.1 area %
- Total NMT 0.5 area %
3,2.8 | LAL Endotoxins NMT 50 EU/¢
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