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2.1. JUuuy Wuansazanela Wifid dwiugaau (inhalation)
22 dwusenau  Usenaumiesiaen Desflurane 100% Usunad 240 ml 19 1 979
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3.auaudamanaia
Finished product specification

3.1. Identification test MIIU

3.2. Usunausnendrdgy 99.7 % - 100.0 % L.A. of desflurane
3.3. Limit of Non-Volatile Residue NMT 0.01 %

3.4. Limit of Antimony NMT 3 mcg/g

3.5. Limit of Fluoride NMT 0.001 %

3.6. Total impuirities NMT 0.3%
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4.1.1 Wddgynstunsidewsn$uen 1un ve.ove 3 vie.a vie 8.2 uéusnsdl
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AN IWIRINAN FnusiuAitungTeu (finished product specification) wazderimun
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WarASn3NAluNSHARET PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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4.3.1 HAaN15NTIINATIERAUNNNERTueiend 15U vendn (certificate of analysis of
finished product) lugnguitdaduseeng

4.3.2 nan1905193AsevAA I TngAuvesdae1dfy (certificate of analysis of drug
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substance) 9o 4.3.2 Aujunindnveswdndusisrdusagy (finished product) 48
4.3.1
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45,5 nsdhdueiideafiuinufigumgl 2 - 8 evnwaduaesdienansuansitliszuunis
Funazdndsedu cold chain system filfunnsgrunumdninue Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)
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4.6.1 nsienfiausldlyendunuu (original drugs) fesiiionansuan1sdnun bioequivalence
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