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ANANYZYBIEN
Sevoflurane 100 ml/100 ml inhalation vapour, liquid, 250 ml bottle
(GPU 524728)
’Tiatl’l Sevoflurane 100 ml/100 ml inhalation vapour, liquid, 250 ml bottle
2. AuauAnaly
2.1 Juuuy Duansazargla Lifid seneld MWlasnsganuruieIosiiaanis (A3es

3.

vaporizer)

2.2 dwdsznou  1u 1 bottle Ysgnauseen Sevoflurane
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wamimamLﬂiwvwﬂmmwmuwmu Finished product specification wa¥ Drug substance
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Finished product specification
) Test items Specifications
1 | Identification MTIWUNY 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

- Any other single impurity

- Total impurities

- Sevoflurane related compound A Not more than 25 pg/g

Not more than 100 pg/g
Not more than 300 Ug/g

'_/—"j'_'?
st O S NP
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U9 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 mlL 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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ANANYUZYDIEN
Hydroxyethyl starch 30 ¢/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. Fawn 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. auaulAaly
2.1 JUuuy Huasarareunaanides Ta hifdusennide dmiuia
2.2 dlsznau  lu 1 bottle Usenaumisyl 6% Hydroxyethyl starch (MW 130,000 / 0.40)
Tuansarane Balanced Solution Ww1AYUTFY 500 ml
23 MAusUsIy  USIYUAIURLUTIENER Unaninide Tnatv
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3. AnauUANIImAlia
HansnsIRAATIeiaun miluluau Finished product specification Waz Drug substance
specification fig1983aniadvsifuatuifsaiu Jeldeaveifounonmusnssun1seImMIsuazen
nIEnTRAIsITNEY eiLndueduiliidioniuatuiifisuvivialmininnasgundeshila
fFunils MuUsENANTENTIANEITAEY 1309 SEYRITULT WA, 2561 astudl 6 Sudau 2561 (as
Ustmelusiafinamgiuneniuil 12 nuanius 2562) uazUsenansenseasIsngy (389 ssyine
(Ul 2) we. 2562 astuil 3 nsngren 2562 (asUsemalusieinangunwiud 26 nangiau 2562)
Finished product specification

) Test items Specifications
1. | Identification M3INIUAIN 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 maore than 0.1 1U/ml
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U9 Test items Specifications
4. | Sterility test MR Finished Product Specification
5. | Pyrogen test MIANIUMNY Finished Product Specification
6. | Viscosity 615 -0:14
7. | Particulate matter
- Size > 10 pm Not more than 25/ml
- Size 2 25 pm Not more than 3/ml
8. | pH 57-65
9. | Extractable volume #321UAY Finished Product Specification
VB

- nsdifieaveidoundenisiiu (waive) Msnsiaasuiinssisionista WWBuwanaenans
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- Drug substance specification #315u131n1uFAS12MV0ENEN drug substance wialu
AAsIgh drug substance vauliangdusagU atulaatunils Fein1snsaniiasizsiasunn
Wdefirmue
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(1) enansmslazuayyntunsidouiiueniesmirelulsamelng uazduns (declare) ke
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- nsdiiduoindalulszmelne vaneis vie.2
- nsdimdugmiduiiensutsussy wned ve.3
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3.1 Han13nsI9lasIsiquawnaAndusednIaguvesdudn (certificate of analysis of
finished product) Tusnguiidadusegng

32. wan1snsivdasiziaua IwIngAvvesfiendidy (certificate of analysis of drug
substance) ldlumstdnenuiidatiusegneimasdneuazduanngiu
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3.4. wan15finw long term stability naamtegeseituvsdeulifudinauanensuns
9IMMTUAZEYT NTENTHATITNEY

enasuanvienfiaueiduaniismduiuaniodunusmelasnse

P LERRGR

5.1. glauesian fosdeiegeeredrados 3 mieusgine Sadufununansssandenld
Asudhumuitivusluidonuaniivhludesy

mUsziuaun e Tidsey

6.1. piidmoudosiongldlalsitonndn 12 Weu usniudwey

6.2. m‘*qrmmﬁdmauw&fmmﬁwmwmwdw’lu%’mamamﬁmesﬁmiuﬁe{wawmﬁmﬁmLtas
TieneiingiuricvesndnsuazdndeTngavitlindnosuiidaoy

63. thilmsasuuasingivliudsfFansnuynads wéodsluisesiimgauitudouluuy
AuuATTRds

6.4, ﬂﬁﬁﬁuﬂuaiwmiﬁwmszjuﬁ"sasiwmﬁeiauamﬁaeiamaﬁLﬂ‘msﬁammw MYIYNITE
vimilsdefosvefmodnelaeduiserdosdssniudnauduuiiniissvnisdinsas
Anreiuazlufiuiinvoumlddeiistesdunsnssdinssinuan nsditnuineli
Wulumuanudneazianiy mhssymsveanuanslifuinnsannsauesinieifingin
vasfjuneuas/viaguanlunionaly

6.5. mﬁqﬁaﬁuaau%’mﬁ?{ﬂua'u,i’iasnlﬂé'ﬂmmq visailaiinnaidenanindeusznisla deu
fmualaglifidouly wagendaiivudriinnsuaniinmedredosfundsuudaugua
ussefusidunely 7 Su

Fuedusenlisnidndygineunsuiivun Tunsdseluil

7.4 mﬂmamszﬁumw’imwﬁmﬁTﬂaniuﬁwmmam%mmwméﬁaﬁaaﬂﬁﬁ’ﬁm‘s‘ﬁlﬁmmsgwu
ISO/IEC 17025 samsasiadinsesibiduluaunasgruderimunlulssnmasemasan

7.2. nsdindnfnusioiadgnifonifufuainiemarslasdinmnuanznssunisemsuasen
Turnnavesdyaaviosens

T
-~ - ‘.t"/ ] 4 i —
; .,[’ Al NS ¥ SN,

AP R R
WsuwngssEna auydine lvyen wdynsngaiang wedand WnduNsARRWMS nante
Us¥sunssunis N331N15 n3sUNIS




winil 4/4 nanl 7 neueideyd (lenasuuy 2)

73, nsdiwulymauamendingivaeuudiin dwareussansuauaganulasnfosdeled
leisusn
7.4, N3difAMENTIUNIWAILN T UV RUSE M ATIAINA1s8 T o A vl wagguelyl
annsavsusimelvlainusiasnanls
(8) wuﬁaaiwmwaaaauﬁwélﬁ%’uﬁmwsmmﬁmﬁmﬁmﬁﬁﬂizi’ﬁgﬂﬁamﬁuﬁu‘[maé’lﬂ'm']u
ANgNSIUNTEIMTHazenluszesian 1 U neufulsenmauseninsiandidnvsetind

,,,,,,,,,,,, e . 7
e el Pef el faneds
wiguwndssena aunuslyen wndunsudlaunidns wadand W&UNIAAGNIMS Lnnin

U551UNITUNG ' nN3sUNS N3sUNg




