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AANENZIBWIEYD TN
Desflurane solution for inhalation b&o mt (GPU oxleelad )

o. T8 Desflurane solution for inhalation bao mi
. AaueIi Al
e JUkUY Duansazendla Ll dwiugaay
blo druvsvney  Usvnaudnusen Desflurane Uing oo ml #ie o 110
o ULEUSTY UsIgiumuelnailn Heats Innmusussqedadhiniiteniuden
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b} Test items Specifications
® | [dentification Meets the requirements
o | Assay Rat.ei% — moo.0% of the Labeled amount
of Desflurane
o | Adldity of alkalinity Meets the requirements
& | Limit of nonvolatile residue NMT c.om%
& | Limit of Aluoride NMT o.00a%,
v | Limit of Antimony NMT e pe/g
¢ | Related compounds
- Dichlorofluoromethane NMT o.oa%
- Trichlorofluoromethane -NMT o.,00a%
- Desfurane related compound A NMT 0.60%
- Trichlorotrifluoroethane NMT o.com%
- Dichloromethane NMT o.0o%
- isoflurane NMT o loo%
- Chioroform NMT o.oob%
- Acetone NMT o.e0%
@ | Total Impurities NMT o.m%
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E, F,Gand H

i Test items Specifications
@ | Identification Meets the requirements
o | Assay Meets the requirements.
m | Acidity of alkalinity Meets the requirements
& | Limit of nonvolatile residue Maximum moo mg/L
& | Limit of Ruoride Maximum eo ppm
o | Limit of Antimony Maximum e pom -
o | Related compounds

- Impurity B NMT o.b%

- Impurity A NMT c.@%

- Impurities C,D,G : for each impurity NMT o.00%

- Impurities E, H : for each impurity NMT c.0a%

- Impurity F NMT c.oolw%

- Unspecified impurities: for each Impurity | NMT o.004%

- Surn of impurities other than A, B, C, D, | NMT o.0a%
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Wupsnqll
. naninastluntsAmandndendaus
TunsRvsandadendrusmstudewns svfivisandadulnsldvdninnsinnssnsy
iy
véninasimsUszfudwszanSnmaaen (Price Performance)
Ussasdiduauanafouanmang mitaunsatunusssumuiuhunasivsavinm -
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w wr_ o
s URNN I 1 GANTRLAL ﬁmﬁammmﬂuﬁs.ﬁiwumamaiwma (AMUUAY @00 ASUUL)

1o, mmmmmwwﬂﬂ (Unwersal quality criter]a)

9.6.6 mmﬁfmmwammm umanmmmumsm'lumsmamm [Good Manufacturing
Practices {GMP)]

- Certificate of GMP Active Pharmaceutical Ingredient (API)

- Certificate of GMP Finished Product (nadlwdaussyiowans Certificate of
GMP ainuiuaussgaamsg)

b.elo Aasgringhusagdiy (Active Pharmaceutical ingredient Specification)
uaammgmmﬁmﬁm%mahn%qgﬂ (Finlshed Product Specification)
- Active Pharmaceutical Ingredient Specification
- Finished Product Specification

Fe

o i ]
©.6.m mws;«gmminssmammmanmmm-ﬁm*mﬁlum‘sn'iamam (Good
Distribution Practice (GDP)}

[o]e;

e InmsiRaIAwTE (Speciflc quality criteria)

olo.e Wil TusBmaMTIATET [Certificate of Analysls (CoAll (il Specification)
- Certificate of Analysis of Active Pharmaceutical Igggagient (AP
- Certificate of Anatysls of Finished Product ,
- Risk Assessment Report for Elemental impurities® ! UETRR

I

DETTITEERYS. (R R AR LA

D Fe
£
&3
£z
i
i)

bblo NFANIAIILAAI (Stability data)

ol
RIHR

oo MsAnuaasaueniniusiut (Bloequivalence),

oo prmEstuma B LY (Therapeutic EdiRaterce)

blo.¢ U's'iq.nt:u'w ‘Qann way enasmfiugndmiudsyeivy (Package, Labeling &
Patient Information leaflet)
- umﬁmﬁ‘ﬁgmﬁn (Primary Packaging) L&ﬂsumﬁ’mﬁ'fu’{u {Secondary Packaging}
- aan (Labeling)
- wnasifuandwiiulseangu (Patient information leaflet : PIL
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NS LAz

isa ®.@ wmﬁ'}umsmﬂmmwmmanmmman'viﬂﬁlumsﬂamm [Good Manufactunng PradiCeS (GMP)}

Vadpday. (Lﬁan"ua'lmaﬁm)
~ Certificate of GMP.Activ _.Pharméceutlcal n rednent {AP) i
qmawmméfsﬂmlmunmu-im GMP-PIC/S Tunafufentiosiiy API mfﬁlﬁ'suuwmﬂ &
FaLau feanmangIudn AP Lﬂwagsyﬂm'tmammnum peuigiiudes
qwammmﬁwﬂqﬂmwmﬁmm WHO-GMP lummniisadesiu AP n‘smlmsqmmm m
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maammm&ﬂﬂm”tmum'ﬁmaa GMP way GMP wunenglifiv o oy (sewineze Tuduses) o
- Certificate of GMP Finished Product (nsdiwdsussgrieausan Certificate of GMP &
anmARUauTIRIINdaY)
gmamm (urefiourag) I3umsiuses GMP-PIC/S Tneiiedestuen fissosnaniuses m &
Qmamen (Weegwdausay) WWFumssuses GMP-PIC/S Tumnaiieadasiven ssrnaniumie U n
: fwdnen (asiisussy) IRFumssures GMP Plc;/s‘lwmmnmaqnum flysmznanivisi e U ®
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el 3AsgIUIRgAudaidifey (Active Pharmaceutical Ingredient Specification) uay

mm‘ssmwammmmmmgﬂ (Finished Product Specsﬂca’tlon)
“Ydeden (man»ﬂa’lﬂ équ) ‘
“Active Pharmaceutlcal lngredlen‘, ".,SpecEficatuon R
- psdlldFunissusesiudise Official Pharmacopoeia

e

: $1954 USP, BP, Ph.Eur,, Phunt,, JP adudnge wazudlelumzleusiusuin &
. $198¢ USP, BP, Ph.Eur., Phint., JP atulvdnandssme iuusﬁﬁ's'\m N o Yuasudiv &
Tumaidisusndueuan
. §2434 USP, BP, Ph.Eur, Phint., JP avulusindisemea seyshsen snand o Buasufily m
Tunsidousiisueudn
. §1934 USP, BP, Ph.Eur., Phlnt,, JP atlmindszme eE LTyl AN & Unazudily o
Tumsdeuddugaudn
. #7484 USP, BP, PhEur,, Phint,, P atiubaimituseme seyshsnen Lmaqmlmtf’ﬂw‘l.uwwuumsum ®
(ramaatiahiin b U Shmnfuildninnunaenssns swsiacen asfulendns Be fehdwenans
eI Y, § SO IO
. #7484 USP, B2, Ph.Eur, Phint, JP avumidszme seysinsen ua“ur’g;u}u wumaumwmmqa‘w ...... S
-nﬁﬁiu‘kﬂsumswsm‘lumﬂm (Non-offictal Pharmacopoeia) (6%4 ’
: 97984 In-house specification faonrdaaiu general chapters muw%"ﬁn"% tISP; 8P, PHEU!"'“‘"': “““ - WYY

, Phint, JP atfugnge, ICH Guldelines (QoA) ua.,m'flﬂi’mw"Luaum-suw&%wiamummuuw

....................... veverurnresofoers IEIMU

: 1484 In-house specification faanmdediu general chapters mnqu L1 USP, BP, PhEdz,Phint. &

, JP atlwdrrimlssmes 'iuums*\m i e, ICH Guidelines Qo) nazadllunstiowifunud
: 1984 In-house spedification fdprrdinaiv general chapters mamsuu‘lu USP, BP, PhEur, Print, JP m
nuulwumwi et e um'ﬂm W31 e U, 1CH Guidelines (QoA) E.LavLLr‘fhfl.umumemm‘sumum

: $1984 In-house specification Temandasiu general chapters mumw'lu USP, BP, Ph.Eur, Phint, JP o
atulwinasenie ‘S“Um‘i"ﬁ}’l 4N @ B, ICH Guidelines (Qoa) wasudluluneidousinduenud

: 91484 In-house specification faenndeaty general chapters mm‘iz‘tﬂu USP, BP, Ph.Eur, Phint, JP ®

atulmindwseme qum'i’lm ICH Guidelines (QoA) uaidelalFudlduvedeusiaiuen (s

nabifiu e Y wmmuwmunm AOENSINMIE IR aﬁumnm's u. Befudhaenen ;mumqm)
: 97194 In-house specification Haonadaatu generel chapters s fsslu USP, BP, PhEur, Phint, JP o

adumdsene seyiaen, ICH Guidelines (QoA) Uas Ltf'ﬂ'u'luwvmaumwmuﬁﬂ
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—Fimshed‘Product Spec%f’caﬂon e S
- nsshdFunistusediushmen Offical Pharmacopoela
g USP, BP, Ph.Eur,, Phint,, JP axfudgn uarudltalunsdourasueuds &
- #1484 USP, 8P, PhEur,, Phunt,, JP atillminiwssnia seuiisen ihnndt m Uuaz &
ailalunelioudiduea
; 1989 USP, BP, Ph.Eur,, Ph.int,, JP atulwindssmea seyimen mnnrd o Tuae m
uhlvlunsdioudvewdn
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Ph.Eur,, Ph.nt, JP aduaige, ICH Guidelines (QwA) wavudlelunsdeusihsusum
vialdugndunuy
: DY In-house specification iaonadeeiy general chapters mumutﬂu USP, %Pr s
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0106 waﬁasmmwan’mmﬁm [Certificate of Analysis (CoA)] (m’m Specsf‘cation}/
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PRER

L 9N Active Pharmaceutlcal Ingredient Spedification ATUNNWITBYB Umversai
tests Way Specifictests m‘um Supplier #iag Manufacturer wa uun'l'su.amﬂﬂ'lugﬂmm&a
a3 (Quantitative data) v3osaan snviuiida Physicaldescription
: m3afiu Active Pharmaceutical Ingredient Specification ﬂ’iUV‘mﬁ’J‘ﬁﬂ‘ﬁaﬂ Universal
tests tax Specific tests \am1zwnd Supplier w3e Manufacturer wagiinuansnatugzy
toyadnSiinn (Quantitative data) v¥a fwan uniiudde Physical description
53U Active Pharmaceutical Ingredient Specification asuynidaves Universal
tests Waw Specific tests Mawes Supplier Law Manufacturer uifns uanmalugzuiuy
“Conforms, Complies, Not detected, N/A”

: 54U Active Pharmaceutical Ingredient Specification ﬂw'vlnﬁ'rﬁ'a'uaq Unlversal
tests waw Specific tests laWzYed Supplier vi3a Manufacturer uiiinng uanasaty
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tests taweved Supplier ¥3e Manufacturer wasflmsianaaluzuiuy “Conforms,
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Guidelines (QmD)
: 51 Risk Assessment Report for Etemental Impurities W@ 1AW Finishe

4]
wazilnsveaau Heavy metals Tu Active Pharmaceutical iIngredient
+ 51 Risk Assessment Report for Flemental Impurities Waimd 1w Finished Product ]
. §1 Risk Assessment Report for Elemental impurities Wem tanns Active Pharmaceutical b
Ingredient wasfinsnadeu Heavy metals lu Finished Product
. Sz InAgey Heavy metals T Active Pharmaceutical Ingredient Specification o

wax Finished Product Specification
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fn'l'a‘ﬁnwamuﬂmq {Stability data) .- R et
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. lg o« mwmmuu’lun'rs'inmnuemmuuw (Therapeuhc Equlvalence)
! 4 el
Wl

. e 1 A
K mqmmman‘l,umsinmnummuu.uu (Therapeutlc Equi ek
+ IS umisussalu USFDA Orange Book UaslAFunISUTBININ EMA URHEIR an'\uv'i,umﬁmm o
mamummwuvu
- [@5unmiussgtu US FDA. Orange Book viseldfunisiusasn EMA uazffsma anmuzlumiiuis | eo
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oo & Uﬁqﬁ’m‘iamnu;axmnmsﬁwﬁ’wﬁw%’uﬂswwu (Package, Labeling & Patient
information leaflet)

).
. i Lazuwﬂﬂ%?ﬂ%ﬁlu (Secondary: Packaging) i
: msqnmwuanwmvmiamumudu Flnished Product Specification 1#ita Injection ; &
Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu foll kasUTIUUY
awswion (individual Package)
; ursyinsisnunizasanuiisiu Finished Product Specification L Injection; vial | o
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