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TaIBUAANANHMLIANIZEN
Sevoflurane 100 ml/100 m! inhalation vapour, liquid, 250 ml bottle
919U 1,040 bottle
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1. Fa#1 Sevoflurane 100 ml/100 ml inhalation vapour, liquid, 250 ml bottle
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31 Finished product specification: Sevoflurane inhalation, USP 2025

D) Test items Specifications
1. | Identification AN
2. | Assay 99.97-100.00 % of sevoflurane
3. | Refractive index 1.2745-1.2760 at 20°
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31 Finished product specification: Sevoflurane inhalation, USP 2025 (o)

48 Test items Specifications
4. | Acidity or alkalinity ATIVWU
5. | Individual impurities

- Sevoflurane related compound A - NMT 25 mcg/g

- Any other single impurity

- Total impurities

- NMT 100 mcg/g
- NMT 300 mce/g

6. | Water NMT 0.10%

7. | Limit of Fluoride NMT 2 mcg/ml
8. | Limit of non-volatile residue NMT 1.0 ;g

9. | Volume in container ATIMU

3.2 Finished product specification: Sevoflurane inhalation ,BP 2025

) Test items Specifications
1. | Identification ATV
2. | Assay ATINIY
3. | Refractive index 1.2745 - 1.2760
4. | Acidity or alkalinity ATIANIU
5. | Related substance
- Impurity A - NMT 25 ppm
- Impurity B - NMT 100 ppm
- Unspecified impurities - NMT 100 ppm (for each impurity)
- Total impurities - NMT 300 ppm
6. | Water NMT 0.05%
7. | Limit of Fluoride NMT 2 mcg/ml
8. | Limit of non-volatile residue NMT 100 mg/t
9. | Volume in container ATIVNY
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3.3 wan13n3adm s Elemental impurity %393 Risk assessment report (Landtanans

Usenau)
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