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AMENYZIANIZYBIYN
Sevoflurane 100 mL/100 mL inhalation vapour, liquid, 250 mL bottle
iy “'B;aﬂ'l Sevoflurane 100 mL/100 mL inhalation vapour, liquid, 250 mL bottle
2. arusutATalY
2.1 gUuuy Wugiila Lifd
2.2 duseneu Usenousiedien sevoflurane 100% Tu 250 ml
2.3 nMauzusTy unsumnUaaindestuuas muuzussgaansaseiiedenhlesving
(vaporizer) Faduszuula (closed system) Tnglisadldgunsnliasy
2.4 a8
- szyPosn druvsnausiendguarennuuse Tukdn fuAueny waeiinan uasiaumzidou
fsueliegnaaauunuTIyiue
- aanuuATLEUTIRsNeefassy o vt ediuUsenaumieddguazause udu
914 UazlavTinGn

3. aauUANIamatia
wan1samszinanulunu Finished product specification wag Drug substance

specification 71814899 nundvsiuatuidieaiu FalgaaneideudedinnuamgnIsiNTeIMSIAL
g1 NIENTHADIAY Neindi3uillisdeeaiuatuiiisurinvielmininnesgunduiiu
Tash$unils musgmansevssansnsngy 3o szyssen e, 2561 astuil 6 SuanAu wa. 2561
(aeUszmalusRvamguny Tufl 12 nuanius 2562) uazUsemAnsens9Ens15aigY (589 svY
e @UUT 2) wel. 2562 astudl 3 nsngiau wa. 2562 (assemalusvAeeiyunw Sud 26
NSNAN 2562)

3.1 Finished Product specification: Sevoflurane (USP 41)

99 | Test Items Specifications
1 | Identification test Meet the requirements
2 | Ysunashendifgy 99.97 — 100.00% of sevoflurane
3 | Refractive index 1.2745 - 1.2760 at 20°
4 | Acidity or alkalinity Meet the requirements
5 | Individual impurities

Sevoflurane related compound A NMT 25 mcg/g

Any other single impurity NMT 100 mcg/g

Total impurities NMT 300 mcg/g
6 | water NMT 0.1 %
7 | Limit of Fluoride NMT 2 mcg/ml
8 | Limit of nonvolatile residue NMT 1.0 mg/10.0 ml
9 |'Volume in container Meet the requirements
AIIUNIT

(Wey.§7UT aR3829ALE)

GPU 524728 [V2604]

(ngy.3Iaen YAusT)

(ney.01nAT AULA)




3.2 Finished Product specification: Sevoflurane (BP 2016)

99 | Test Items Specifications
1 | Identification test Meet the requirements
2 | Ysuneusendrngy Meet the requirements
3 | Refractive index 1.2745 - 1.2760
4 | Acidity or alkalinity Meet the requirements
5 | Related substance
Impurity A Max 25 ppm
Impurity B Max 100 ppm
Unspecified impurities Max 100 ppm (for each impurity)
total Max 300 ppm
6 | water Max 0.050%
7 | Limit of Fluoride Max 2 mcg/ml
8 | Limit of non-volatile residue Max 100 mg/L
9 | Volume in container Meet the requirements
RUTELYA

- nsdifaanefouudanisiu (waive) nsnsavaeudiasesistenisle Induuanenans
vdngussnanilldiueysiace
4. Foulvdy 9
4.1 wnasmilduougntunadouhivenilesmielulsandlne uavduns
(declare) unauan
4.1.1 Iuﬁﬂﬁfyﬂws%umﬁauﬁﬁum (V8.2 8.3 N8.4 %39 82 WaUANSEY)
112 Tudmetunsleu ve.1/e.1 veswnfiaussia wieusieazBuavtens
MU YBIHARAsinLTiTunsTou (finished product
specification) uagtarimuaamun wrasingAu (Drug Substance
specification) ﬂizﬂﬁagﬁwdwmsLﬂ?{auuﬂaauﬁ‘lﬂuﬁmau LADIUUY
LBNaIN1SVaMNLY (8.5) Mwsaw finished product specification wag/%3e
Drug Substance specification
4.2 1BNANITUTBRNIFIUNTHERNEN
421  nsdifiewdslulsmelng frdndesdiduunnmeemiviesusennnsgu
MINAREIUVENINAIISNSTRIUNISNEREN PIC/S (Pharmaceutical
Inspection Co-operation Scheme)laguiiienu PIC/S participating

authorities 1383l@NA1ITUTDWINTFIUNINARLBUNANNUNLALITNTN
AlUNINER YD IINTUANENTTUATOMITUALE NIENTNEBITNEY B9

NITUMT
(Wey.g1Ul SeaSendud) (A ddae giuns) (ngY.9107¢3 Muzd)
GPU 524728 [V2604]




fvuntulasinnuaenndotuazinisufundninasiuagisnsiinlunis
wAnen PIC/S lumanaeflausune atuangamuseumsnsivaeulaedina
msfusesiiviuiiBuenansusemasadidninging
422  nsdimduenindranissve randosdionansusesnasgiunsnan
YIMAUNENNUTITNSTFIUNSHAREN PIC/S (Pharmaceutical Inspection
Co-operation Scheme) lagnuagau PIC/S Participating authorities atiu
aganuseumsasieasulneiinanisiusesieiuituenansuszmaand
@nlnsind
4.3 lBnaNsRAANYBIETIEUDTIN
431 WaNIITIVNATIVAMANKENTTIvaNER (Certification of analysis of
finished product) Tugnuildasiegns
432  wanmslaseiRunwingauvessitendifey (Certification of analysis drug
substance) Ml#lumsudnenjuiidadusegnimosnansuazduas
WAy
433 enasvivevangududuanuduiusseningunisninvesingiuyesdiaen
dfgy (Drug substance) 9o 4.3.2 Ausunsudnvemdnsiueidniogy
(finished product) 49 4.3.1
4.3.4 wNan13AN® Long term stability M1 ASEAN guideline on stability study
of drug product saentseguasildtunzdeulifudineu
ANZNTTUNNTOMNTUAZEN NTENTNETITUGY
4.4 §79E9EN
441  dauesan desdesiogneegaden 1 mhoussgiue daduiunuuans
eazdenldnsudunuiitmusluidenuautfludiaunelu 3 Su
NAINEUBIIAN
4.5 msuUssfiuguAmeideey
451  eidweudediengldldlidesndt 1T 6 Weu Wuantudaeu
452  ewnnaiidey dosdsdunnmagluiusemanisnsiniingiengui
dewau
4.53 ﬂizﬁﬁumaiw“amiv‘hmiajmﬁ’aasmmﬁdmauLﬁadamsaﬁmiwﬁﬂmmw
whesensesimildesmefedn nefueasdesdwiiudnausua
fmhesensdmslinnsisesiugiuiaveurldieiisteslunis
A5 wiRn W nsdiinuineliidulumunadnuasane mise
swnsreanuAvslifuinsunnaueaeiinaves HUEWAL/M3B
fuanlundasiely
454  fueazdesfudsueidenlndnuneny viadleoiianmsideuaninde
Uszmisla 9 eudmualaglidteuly

NIIUNTT
(Wey.g2H SeaTends)  (agy. e ghAuns) (Ngy.01NF3 A uzd)
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455  szuunsifvuardndseniliumsgiumundninesi GSP (Good Storage
Practice) 4@ GDP (Good Distribution Practice) Inguaniianansusenay
(Wianaienansiléisunisiusesszun)

46 Uitnildasmhedeniuedewinlestimeruinuariu vapo3000 lnsdesanusald
fuirdesauenaauifiegliiorsgndeauasivanzay uazillildenafivame Taglidl
Aldineiiin Uismdesinmsuinmsguadenthqiazasuifisusg1sainanenn 3 iieu
Toeliifnarldane Fomdeufiavdsuaionilosemeliviuiidliowiaediemls
w3l

4.7 favesie () Busenliisnidndygnouasurmuadsil

471 nsdlemsduesniensinidnnnainemansnisunmdvie
Ve fURnsiildunsg g ISO/IEC 17025 wamsmsraasesilaifulum
UINTFITRANUA

= v

472 nstindndaeienietigniseniivAuainiiewainlagdtnnuanenssuns

DWNILAZYIIUYN LIAIVBITYYIILTOITUY

<
v ] |

473  nsdmulymennmanadafasiiensdmareyszvEnauazeulaonse
sofUaelasuen
4.8 mhesunsveanudvilisuinsananfausiofiiuse igniFenifudulagdinay
AngnITINToINIUaseluszzingn 1 Tnowlubuienasiauesiainsintenssil
5.n15UsziliuA1UsEaANSAWARI1AN (Price Performance)
swazidunuanenanIIMN eSS AVE A MR T ALY

HUNMITUTDIAMENTINNTAMGNYULIANIZYD YT
Sevoflurane 100 mL/100 mL inhalation vapour, liquid, 250 mL bottle

(wey.gUl FanSendud) (agyddeen giune) (ngy.210F3 MuEA)
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5.nueiuseiliulseansnaneasian (Price Performance)
Sevoflurane 100 mL/100 mL inhalation vapour, liquid, 250 mL bottle

fauusuan dvtinAzuL
151 7iaue 40
21939 UVBIFUANIBUING 55
3.MIUTNITRAINITUY 5
i'mﬁy'wuﬂ 100

AuUTI09 Uminazuuy
11195 UNER ST 60
23059 UV URNS 20
3 anautAfideusHlovdsonsui iR 20
U 100

o/

1.6720U550991: WIATFTIUNAANUN (AZUUULAN 200)

1.1 msfusesnunwvamdndn @ 1 lu 5 azuuuifiu 100)

100 60

(n) L‘TJum%"aag’luﬂ’iy‘?ﬁwmimﬂmmwwm WHO List of Prequalified Medicinal Products

(4) Wueneglutgdneteninineionunmuazindn (Green Book)

lgnsuivenmaninisunnd wau 1 - Yagdu
() Dusviuuuurieniieglulgdnetendniusioinanmuazingn (US Orange Book/EMA)

U

(@) Wuedeegludyinetendnsusioilasunsiuses (Approved Medicinal List) 1ng
iwsevelssmeuanguan Tuwwnemansuisssmelng

(@) Wuenddinansivdieneiendwalidesnd 3 junssdedehdensnselinszided
Yeuninhdeiiszylu Green Book atiudgaiiusngmenisenteadayieafunionuded
seylupauantAilsmeuiaUssmakasnansiieseilonyliiiiu 5 Tuaniuitlésunis
fusewanslinngiticiulssmelsemeasimdidanseiind aselieseilaeviesufjiRnisds
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AMANBILLANIZUDIYD
Desflurane 100 mL/100 mL inhalation vapour, liquid, 240 mL bottle

1. ?iaen Desflurane 100 mL/100 mL inhalation vapour, liquid, 240 mL bottle
2. anusulAily

2.1 gUuuu Wuansavane veavenla Lilid ’l%qmmhum'%lmﬁamww (309 Vaporizer)

2.2 dhulseneu Usenaueiesien Desflurane 100%

2.3 maupussy ussylunuuzreegiiflnaativuiu deafuuas uarlidesionismnuandte
Lﬁ‘@ﬂaaﬁ’umsszma‘uaamﬁ%ﬁmaﬂizwuﬁ’ummﬂaaﬂﬁmméﬂﬁﬂ'ﬁmu AYULUTIYWIDN
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3. anaNUANIamAlla (USP 41)

3.1 Identification test Meet the requirements
3.2 UsunausnendAgy NLT 99.7% and NMT 100.0 %
3.3 Limit of Nonvolatile Residue NMT 0.01%
3.4 Limit of Fluoride NMT 0.001%
3.5 Limit of Antimony NMT 3Mg/sg
3.6 Related Compounds

® |soflurane NMT 0.20%

® Dichlorofluoromethane NMT 0.01%

® Trichlorotrifluoroethane NMT 0.001%

® Trichlorofluoromethane NMT 0.001%

® Acetone NMT 0.010%

® Chloroform NMT 0.006%

® Dichloromethane NMT 0.001%

® Desflurane related compound A NMT 0.10%

® Total Impurities NMT 0.3%
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Desflurane 100 mL/100 mL inhalation vapour, liquid, 240 mL bottle
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Desflurane 100 mL/100 mL inhalation vapour, liquid, 240 mL bottle
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