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TeazReAnMANYMINNIZ Ethiodized Oil $143U 150 H

Ethy! esters of iodized fatty acids of poppy seed oil Y31aleTefu feo ua. : 480 mg (VR 10 Hadans)

AaNITAI 1)

1. Shuesfiused (Contrast Media) ¥iianud e lodine 480 mg/ml

Y a a A A a v a a =) apa
2. Uii‘lﬂlﬁl’)ﬂllﬂ’)ﬂﬂﬁuﬂ ITUYTBYT LAUYNNAA, TUNHOA LL@%L@@‘HII%EH‘W?W]@'\EJ

' 2 o a A I A o = o 9o
3. UUNTB9TEYWRE TUNAR, DTN MUADY, YNNG, anzdeudmsue Baaeu

o A Y ' 9y t o [ )
4. WUNUADYIBILNTIUDY mm‘lwaaﬂ’n 17 dunniudaleu

paENAMINALn
Tests Requirements Methods
Identification and Assay od Active Ingredient
- Identification
- Assay Positive TLC, In-house Method

® Jodine content

37.0-39.0% w/w

Potentiometric titration or Zinc mineralization

(alternative), In-house method

Test of Purity
- Density at 20° C 1.268-1.290 g/cm’ Electronic densimeter, Ph.Eur.2.2.5 Edition 7
- Viscosity at 20° C 34-70 mPa.s Measure with a capillary viscometer, Ph.Eur.2.2.8
Edition 7

- Absorbance Spectrophotometry

® At420 nm <0.60

® At460 nm <0.50
- Acid Value <1.0 Potentiometric titration, In-house method
- Free iodine <100 ppm Spectrophotometric method or Potentiometric method

(alternative), In-house method
- Water content <0.06% (w/w) Semi-micro method (method A), Ph.Eur.2.5.12
Edition 7
Test of Pharmaceutical Form
- Extractible volume 100% of nominal V<V < Ph.Eur.2.9.17 Edition 7
110% of nominal V

- Bacterial endotoxins <17 EU/ml
- Particulate contamination : Sub-visible

particles

Particles > 10 pm <3000
Particles > 25 pm <300

- Sterility Sterile
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