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Desflurane inhalation liquid

1. %081 Desflurane inhalation liguid

2. anauiAnaly

2.1 Uy Huansavansla W awnsasaveld

2.2 daudszneu  Tu 100 ml Usznaudaesie Desflurane 100 ml U3inmsuseg 240 ml

2.3 nwuzussy  usstlunvusUeain Unafunas

2.4 2870 -Fown drlsznauiiendifyuaranuuss Yunde 'S’ufﬁumq WUTHAR L
vz Jeusisus essimauuuussyius
- YU USITIeN ateedesssydonn dulssnauiintdfiy uarANELSS

TUFULE waslaviings

3. AnuauUAnavailavad Finished product

3.1 Finished product specification

- Trichloro-triflucroethane
| - Dichloromethane

- lsoflurane

- Chleroform

- Acetone

- Total impurities

%9 | Test item Specifications
1. | Identification m’uﬁiﬁhumuﬁizuh Finished product specification
2. | YsunauinendAgy 99.7 - 100.0 % L.A. of Desflurane
3. | Inorganic impurities |

- Limit of nonvolatile residue NMT 2.0 mg (0.01%)

- Limit of antimony NMT 3 pg/g

- Limit of fluoride NMT 0.001%
4. | Organic impurities

- Dichloroflucromethane NMT 0.01%

- Trichloroflucromethane NMT 0.0019%

- Desflurane related compound A | NMT 0.1%

NMT 0.001%
NMT 0.001%
NMT 0.20%
NMT 0.006%
NMT 0.010%-
NMT 0.3%

NMT 0.1 ml of 0.01M NaOH or

5. { Acidity or
Alkalinity NMT 0.6 ml of 0.01M HCL
VUL

el [ Y] s I3 wal - as
- psdifoamsdoundanisiiu (waive) nvsesvaeviimsvdiaenisle Iduuansenaisudngiu
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- Drug substance specification #37 FRILE W@TU?L%W”%%GNNM drug substance  ¥130 1u
A ed drug substance  wavgdnsrdniagy atulaatuuil Falinsenalinssdasunn
Witanimun

4. Joulvdy

frauesiaresiudunmdisienans  wouasssdedefusonenarsinegisiuns
San SR

4.1, Laﬂmﬁmﬁlﬁ%’my@gmﬁumL%aus’h%’umLﬁaﬁwﬁw’l,uﬂwmﬂima wazdwng (declare)
WA INER '

a.1.1. TuddeunrsBunefoussven 16 ve.2 g3 No.4 W30 8.2 WaIANSi

4.1.2 ‘L‘ummamuwwmau ve.l ¥ip 8.1 gewfiauesa wienseazduandenisaiuay
ﬂmmwmamamﬂmmmmmwvwau (finished product specification) LaydaATNUARMATNYD
WfU (drug substance specification) ﬂimmagﬁumwmiL‘Uaauu,ﬂaaLz,r’ﬂmwummumaqL,mmaﬂms
m3veufly (8.5) awiey finished product specification waw/M3a drug substance specification
Tngandlonowiudssnisgousien warliifu 2 U a fudssnisgausen

4.2. 1BNETIUTORNATEIUNTHANE

4.2.1. nsflesdelulsemnelng {udadssiionasiuseanasgiuniseine munaninsiuay
33ns7iFluntsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tnesihieanu PIC/S
participating authorities %39 ﬁmnaw%’maammgmmmﬁmmmmﬁﬂmmﬁﬁLLaﬁ%miﬁﬁTumwﬁm
819 IEMINTUANSNTSUAITONITUAZEN NTENTIAIBITNE Fatmuntulnefrinuaenadosuat
audundninasiuasianmsdiatumaniae PIC/S Tumnaniieuaus  atudiganuseunis
psrvapulnsdnansivsesfiaudsemegausien

4.2.2. nsdlsiiihainsedsune fudndecdionaisiuseanasgrunsadngimamdninad
wariinnsiiaunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) taeviu28914
PIC/S participating authorities atuagaauseunisnsivaeulaeiiuansiusesiviulssmeagausnm
W3egRaRadin WALANTI)

4.3. Laﬂm‘sﬂmmwmmmwLauaiﬂm

4.3.1. Naﬂ’l'iﬁi‘nmLﬂiﬂ”ﬂﬂmmwwamﬂm%mmLiﬁ]iﬂmamwam (certﬂcate of analysis of
finished product) “Luaﬁummmumama

4.3.2 4an150 593 NIngRuYesiiendfy (certificate of analysis of drug
substance) Hldlunmsuaneguiidaiuietiaiienusyniedngiu
e ¢ nsiduginga biological products #iaanis COA of drug substance BnEReN
Wiy / niﬂmﬁﬂmﬂu Sterile water for injection lusasll COA of drug substance ***]

4.3.3. nansvisavdngiududuemnuduiusseriniumninvesinghuvessiendfny (drug
substance) 99 4.3.2 ﬂ‘usumiwamaamamﬂmémmmm5‘U {finished product) ¥ 4.3.1

4.3.4. wanysfnwl long term stability maammamwmmwuw vidgulifuddnau
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