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Sevoflurane 100 ml/10

vaporizer)
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AMENYLVDIEN
0 ml inhalation vapour, liquid, 250 ml bottle
(GPU 524728)

Sevoflurane 100 ml/100 ml inhalation vapour, liquid, 250 ml bottle
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U9 Test items Specifications
1 | Identification M3IUANY Finished Product Specification
2 | Assay 99.97 - 100.0% of the labeled amount of
Sevoflurane
3 | Limit of Non-volatile residue Not more than 1.0 mg / 10.0 mL
4 | Water determination Not more than 0.1%
5 | Limit of Fluoride Not more than 2 pg/ml
6 | Related compound
- Sevoflurane related compound A Not more than 25 pg/g
- Any other single impurity Not more than 100 Heg/¢
- Total impurities Not more than 300 pe/g

———
’//i_,.,--" Qg t
EATN . s WU AL AT A
wpunndisewa aumunyleen ndunsuganidns weniand Wdunsin@ins mnata
Usesiunssunig N55UNS ATIUATT




mna 2/4 naud 7 nanenIdny (lonasuuy 1)

) Test items Specifications
7 | Acidity or alkalinity Not more than 0.10 mL of 0.010 N sodium
hydroxide or Not more than 0.60 mL of

0.010 N hydrochloric acid for neutralization,
bromocresol purple TS being used as the
indicator

8 | Refractive Index 1.2745 - 1.2760 at 20°C
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ANAN YLD I8
Hydroxyethyl starch 30 g/500 mL + magnesium chloride hexahydrate 150 mg/500 mL +
potassium chloride 150 mg/500 mL + sodium acetate trihydrate 2.315 ¢/500 mL +
sodium chloride 3.01 g/500 mL solution for infusion, 500 mL bag
(GPU 1010856)
1. Faen Hydroxyethyl starch 30 ¢/500 mL + magnesium chloride hexahydrate
150 mg/500 mL + potassium chloride 150 mg/500 mL + sodium
acetate trihydrate 2.315 g/500 mL + sodium chloride 3.01 ¢/500 mL
solution for infusion, 500 mL bag
2. uanAnlY
2.1 JUuuy Wuansazaeusimanide Ta Lifdusannide dmivie
2.2 dulsgnau  Tu 1 bottle Usynausieen 6% Hydroxyethyl starch (MW 130,000 / 0.40)
luansazane Balanced Solution UIAUTTY 500 ml
23 MYurUssy  USITUAULUTIINNEn Usiennide aain
2.4 287 - syylion dhuusznoumendidyuazanuuss Yundn Yudueny waeiindn
wagiavnziisusiiueliogednauunussysiue
- vunwurusIEetesfessyylosmiedenisin dauusznausien
dAQYUATAILTY *Eue"?umq waziaunanl iy
3. AuANUANIImALA
wamsnTTinT iR mduluniy Finished product specification waz Drug substance
specification 1819890 nindvsrivatuidiordu deldvansilousonnenssunisomisuasen
NIENTNEEITUAY ﬁdﬁtﬂﬁﬂjﬁﬁ%’ﬂﬁwﬁwﬁaﬁaqL?Juaﬂ'uﬁ'Lﬁsuwiw‘%alwﬁnimwmyumﬁ%ﬁw%’uim
Fn3umils MuUTENIANTENTIENSITNGY (309 SYysnFuen w.a. 2561 astuil 6 Sunau 2561 (as
Ussmelustufiaanyunwiuil 12 nuanwus 2562) WAZUSTNANTENTNATITUAY (309 S2UR1T187
(iUl 2) .1, 2562 aatuit 3 nangAN 2562 (asUszmeluswinanyunuIudl 26 nIngrau 2562)
Finished product specification

U9 Test items Specifications
1. | Identification M593WIUANY Finished Product Specification
2. | Assay 95.0-105.0% of labeled amount of
Hydroxyethyl starch (130/0.40)
- Chloride 104.5 - 118.8 mmol/L
- Sodium 130.2 - 143.9 mmol/L
- Potassium 3.82-4.22 mmol/L
- Magnesium 1.41 - 1.55 mmol/L
- Acetate 32.3 - 35.7 mmol/L
3. | Bacterial endotoxin Not more than 0.1 IU/ml
S G oo - S o wnem
weuwnddsewa anvmugluen wdunsudaudns emiand WnEENIARFARNS ndn

U5857UNITNATS N3UNTT n3suNII
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U9 Test items Specifications
4. | Sterility test M529W U Finished Product Specification
5. | Pyrogen test M3IAHIUAY Finished Product Specification
6. | Viscosity 0.13-0.17
7. | Particulate matter
- Size 2 10 pm Not more than 25/ml
- Size = 25 pm Not more than 3/ml
8. | pH 57-65
9. | Extractable volume MTIUAY Finished Product Specification
UG

- nsdfeansfoundenisiu (waive) nMsnsivaeuiiasizisoniste Wiuuanuenans
véngussnanitldiueyifce
- Drug substance specification #915u191nTUTATIERYBIEHER drug substance nTalu
AAsER drug substance veaEuAneIdITa3U atulaatiunis Fefinsmsaniasisiasunn
wdofirmue
4. Jeulvduy
fiauesiadasdudiuinindisienans wfouasaisiiedeiusesionansinegiisiuia
Meandundiil
(1) wnansmslidueygntunsidowifuenitesmnsludsamalng wavduns (declare) uds
WA
1.1 lddgmstunsadousiue Wi ve.2 ve.3 no.6 wie 0.2 udusinsd
- nedduefindsluusemelng waneds ve.2
- psddueudiensutsussy vaneils ve.3
- neaiduenindrandeUsema vaneds ve.d
1.2, dvatunandeu ve.1 wie 1.1 vesniiauasian WipUIWaLLBEAMITONISAIVANANA TN
yosudnfnsinuiitune oy (finished product specification) wavdofMuARNAINYDY
Tmgiu (drug substance specification) nsdlfiagszvinemsdsundaudluiufinazies
WUULBNANTNISVBUALY (8.5) WIN5BY finished product specification wag/%38 drug
substance specification lngvawnlunsuiuussnAusemasiadidnnsetng wazliiiu 2
U a Julssmadsemasiandidnnseiind
(2) 1NANTSUTBWINTFIUNTHARE
2.1. nsdlywinludsemelne gudnsdesfitonansiusowinsgiunswdneiniundninusiuay
38nsialunisudnen GMP-PIC/S Tnenuasany PIC/S participating authorities 3 ail
L8NNI TUTBININTZIU GMP V09 1INIUAMENTTUNITEWNIUATEN NTENTIABITRIAY B9
fvuatulnefimuaenndeuasindisniu GMP-PIC/S lumnasilauste atuaanny
seumInTivaeulnaiinanisiusesiviulsenmealsemasiandidnnseiind

wnglven WwdunIvi3dns wmiand WnAYNIARAWNS Innnda
Usesunssunis N3SUNT3 NIsUNNT
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2.2. nsdlgndudrannsilsema udndodiionansiusennnsgiunsnanemunaninaeiuas
nrsfdlunisudnsn GMP-PIC/S Taswiaeanu PIC/S participating authorities %58 US
cGMP vasUssmnALndn atudrganiusounisnsivaau lasiinanissusesdeiulszniea
UstmasianBidnnseiing visongnasndn udusnsd

lonANIAuANYMETBI LTI

3.1 WAN15ATI9LATIZRANAMNENAusie1d1593U0NER (certificate of analysis of
finished product) lusnguiidausesng

3.2. an1snsATIEviauA N IngAuvesiiu1ddey (certificate of analysis of drug
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substance) Alflumsrdnenfuiidadusosiesiuaneuazdnanngiu

3.3. lenansuianangiududuaiinduiusseningunisudnvesingfuienddny (drug
substance) 98 3.2 Augunsninvomandnsiendusagy (finished product) 4 3.1

3.4. wam3ANEN long term stability aaoavasgrete Rtz TeulifudTnnuANEnTINNTS
BIMNTUATYT NTENTIESITUEY

ionansuanshenauedusiuisnduduanviodunuduinelnenss
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