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Desflurane 100 mL/100 mL Inhalation vapour, liquid, 240 mL bottle
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1. ﬂam Desflurane 100 mL/100 mL inhalation vapour, liquid, 240 mL bottle
2. qausiRnaly
2.1, guuy Wuansazare Ta Wifld dwdugaau (inhalation)
2.2. dwdseneu  Useneusaesinen Desflurane 1 ml 1y 1 ml (100%)

2.3. BUNUTTY 240 fiaddng
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wan1snTIvirTsigunmlulusy finished product specification ua drug substance
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3.1. Finished product specification: Desflurane inhalation ,USP 2025

48 Test items Specifications
1. | Identification NI

2. | Assay 99.7-100.0 % of Desflurane

3. | Acidity or alkalinity NI

4. | Limit of nonvolatile residue NMT 0.01%
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3.1. Finished product specification: Desflurane inhalation ,USP 2025 (sip)

D) Test items Specifications
5. | Limit of fluoride NMT 0.001%
6. | Limit of antimony NMT 3 mcg/g
7. | Related of compounds
- Dichlorofluoromethane - NMT 0.01%
- Trichlorofluoromethane - NMT 0.001%
- Desflurane related compound A - NMT 0.10%
- Trichlorotrifluoroethane - NMT 0.001%
- Dichloromethane - NMT 0.001%
- Isoflurane - NMT 0.20%
- Chloroform - NMT 0.006%
- Acetone - NMT 0.01%
- Total impurities - NMT 0.3%

3.2 Finished product specification: Desflurane inhalation, BP 2025

98 Test items Specifications
1. | Identification AT
2. | Assay ATIMIUY
3. | Acidity or alkalinity NI
4. | Limit of non-volatile residue NMT 100 mg/t
5. | Limit of fluoride NMT 10 ppm
6. | Related of substances
- Impurity B - NMT 0.2%
- Impurity A - NMT 0.1%
- Impurity C, D, G (for each impurity) - NMT 0.01%
- Impurity E, H (for each impurity) - NMT 0.01%
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3.2 Finished product specification: DesRurane inhalation, BP 2025 (si@)

4o Test items Specifications
6. | Related of substances (i)

- Impurity F - NMT 0.002%

- Unspecified impurities: for each - NMT 0.005%

impurity

- Sum of impurities other than A, B, C, - NMT 0.01%

D,E, F,Gand H:
7. | Relative density 147

3.3 wanInT39AI12 Elemental impurity w3ail Risk assessment report (usaensns
Usnau)
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