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2. Audnwuenaly

1.

Wugnsesenmendavisszuilaviin Negative pressure isolator Usznausne ﬁuﬁﬂﬁﬁmuﬂnﬁﬂ U
1 999 UazyadeiuiIeg N $1um 2 9e

finaeuuuy Redirculating fignesnuuuaniileWiguitimuardanedeudimmasademndes
UAURewAURIet 9 T auduming wu sniedesdusde nau Chemotherapy/TPN a13ngul
antineoplastic MsUUATIUABITY cytotoxic compound WEemseTeueSuns e 99 Wudu
aunsallanuau Aseptic Processing 41U research and development uaz Cell Processing
friSeemdnnumIg L CETA CAG-001-2005 (USA), CETA CAG-002-2006 (USA) , AS 4273, AUS, 1SO
10648-2, Class 2 uag DIN12980:2015-08 uaroanuuuauanmasgiu USP Chapter 797 (USA), FDA
cGMP (USA), PIC/S, EU GMP, TGA GMP wag JIS

. AANBAIINE

Tassasensuen (Main body) wananlavizuiin Electrogalvanized steel w1 1.5 fagwns waeu

epoxy-polyester Isocide™ fitheum e Jesnaiensouanatia wassumsvageUIIELSa

fudsmaayduinvegain

wwwABuen (External dimension) $IUMNNIN 2 pass through wae exhaust collar TIuunaUszLe

(M1 x 8n x g9) 2,620 x 845 x 2,507 Siadums

ﬁ}uﬁﬂﬁ‘lﬁﬂ’mwﬁﬂ {(Main chamber)

31, foueuiiveumelu Process Chamber Internal Dimension (7311 x 3n x g9) livfaani
1200 x 620 x 600 Ladwns

32, TassadrensluiuiiufiAau (ntemal Chamber) Hdnanamuadaiavuilitosnda 1.5
{isdes 3 316L dwSunu phamaceutical

33. ﬁuﬁﬂﬁiﬁmwé’ﬂ fszAuAuareInueI0INIA 1SO class 5 Wi GMP grade A

TosasuTangunsalitazean (pass through)

41, Sesdwuianguniaiitiuazesn $1uIu 2 989 Ussam Type D amnsgu SO 14644-7

02 fwwneiuiinwluvesesduing (e x dn x ) Mﬂaﬂw 410 x 320 Hadwns

P {L} b gy

@



2-

43, \assadumelutesdsn ndennawuaaafiavuilivesndt 1.5 Sadums n5e 3161 dmdueu
pharmaceutical
44. ma‘lummﬂm‘wsmaaswawmm‘mmauvuwaaﬂmaaﬂgumwuwarﬂ,ﬂ (Horizontal tray/sliding
tray) Y910 stainless steel Tmnﬂmﬂm‘lwmsmummwwuwﬂgummmnuaa welvazmnlunis
aammaﬂaﬂnﬁmmuavaanaﬁmﬂgumm‘vraﬂ
4.5. muuaﬂuﬂ'ﬁmmmmﬂﬂ Ua L‘wa‘m"uamn 28N (Hinged outer door) ¥Ma1n tempered glass &
YUV interlock mmsﬂmwuwnmlﬂ & 0 - 60 Sunii i loegfle
Useasy anmammuauwumjgummwaﬂ Lﬂus"wwmaﬂw*ﬂw wardiszuu interlock door Yy
lﬂmﬂﬂwsauﬂu Lwaﬂaanumsﬂulﬁaumﬂsvm'qu'vmg]UmﬂumnnwaammumaaN AIUANNT
mmuﬂsum'm'lwmnamﬁemumﬂmwwm‘ummﬂm (Foot switch)
muvrmmmmﬂ tempered glass fimumades (Angled front) annsaenasuly
{iesaenilefifidnuarsnan (gove ports) suadueausnanalaitosnit 200 Hedums mﬂaammu
:mLwaimwamaﬂ'mmmmnmwumﬂgumm T 2 Y09
ummamwuman (sleeve) Anfy glove port W 2 goq, umaaaﬂmmaaamuuaﬂwu‘wﬂgummu
$1waw 2 Fu TeedUfURvuamnsowd sugaiion lmineldanizuaend old (zero risk of
contamination)
MU
91 mymudsuenanelugiluwuy Laminar Arflow Taefidnvaiznsivavasenmenuuiievng
{en (Unidirection flow) stmmmulmfaaﬂgummwan wazsesdeiTangunsalidnean Wy
negative pressure mammﬂaaﬂ.ﬂwmwﬂgumwwmﬂwm
92. mmevyulsuag nelubivesnia 90 Wedduduaranmeademeanguend livasnda 10
wWesigud
93, ATUSIRDIME 0.4 + 20% WATHIIUTT
94, WARNAADINP
94.1. Wusyuu Centrifugal u,wm.,LLamaﬁ’luﬂszawﬁmwmswmum‘lma“l‘uwamuuaa fiym
USuusssiu (Damper) mﬂmmsﬂumﬂ L‘waﬁsmﬂu‘saﬂumﬂiuwuwUgummuavmaamN"m
Weghunasguarnulasnste
942, fiwnu hidesnin 6 6 dal
1) PenauSnnnanwdineg wEe e Suundeey 1 &
2) Fndsd s sihuemenamuivhaumdn MU 2 61
3) aW’T’aﬁm%’wéaammﬁaanmauamﬁ 41U 2 W




10.

1.

12.
13.
14.

15.

16.

17.

18.
19.

20.
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S¥UUnN1INIaseIna (Filtration) chummgmﬁ'aﬁa’[ﬂﬁ EN-1822 (Europe) , IEST-RP-CC001.3 (USA),

IEST-RP-CCOOT (USA), IEST-RP-CC034.1 (USA) uazanunmaaae1nd (Air quality) Idanmsgm 15O

14644.1, Class 5 (Worldwide)

uwdunsesama fidnwaillu Minipleat separation Uszrause

111, wdunsewenu (Prefitter) vhwiiinsesermeneaudgusunseseiia HEPA Wethednenynsld
AMUYBMNUNTDTR HEPA

11.2. wiuneshwmiunsesemadignaasdmi wiin HEPAH14 fifiuszavsnmlunsnses 99.995%

11.3. udunsasdmiunsasemiansulasseenainnaaddseinu wia HEPAH14 fisiseavamwlunis
N33 99.995%

114, LquﬂsawaﬂamsmsaammﬂmawwUgumm (Process Chamber supply fitter) %iin
HEPA/H14 #ifiuseBvBnmilumsnsas 99.995%

11.5. c,wuﬂ'saamwsunsaqmﬂ"iﬂﬂauﬂaaaaanmrm (Return (1™ Exhaust HEPA) filter) aiia HEPA/H14
mmmaaummmumwam

11.6. Lquﬂ'sma'msunsaammﬁnauﬂaaaaaﬂmﬂm (2™ Exhaust HEPA filter) %lis HEPAH14 § mﬂmaa
Ummmuuummm

%1 carbon filter mvrmwnsaammﬂﬂauaaﬂmmmaammvaﬂma

fiveoalw LED flmmumrisasufiinmibidesnit 800 e

mUﬂumwmucﬂaaiuuﬂu‘(ﬂﬁﬂsmwai (Sentinel Gold Microprocessor) winaauanuaiduria

LCD @mnsaLansan mu

14.1. A (Pressure) meluiuiuoion uasmeludesdering wuy Realtime

14.2. gampdl

14.3. Flunmvhenvemnay

14.4. wﬁ'mammsﬂuamamumaaﬂsm

aunseRana warm up time Welfssuumsvhnuveaesesimnaios uazlerdndautiousne

mnummwummmnaumﬂmm Trsennseenalélugag 3-15 1

asoRaaa post purge time mamﬁmmﬂuﬂauusncuwuwUgumwwmmﬂmﬂmm Taganansa

Fonarilalugae 0 - 15 wil

mmiﬂmmmma‘lwumﬂmﬁamﬁavﬂﬂﬂis@ism’ﬁwaoéaﬁmumﬁuwﬂﬁﬂ’ﬁmu‘waﬂ (inner door)

st

ansossssznaTunsUadsadodlutng 0-250 Sul

fszuudygadounas vialdss wiedernu nidiiamuiaunfiveseiausy Useneminet s

mmuLLamawgvmmtﬂm’mmummmmﬂ s

anIN3aRan inner lock timeout e outer door o s gnlouarYnas inner door

wgndermunaiingly fevevansadeldsnade ?‘;““ e I)M C AR
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22.

23.
24.
25.
26.

27.
28.

29.
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150 reset FIIRNSTINNUTBNRaUlS
annsadendslymnnailauszg outer door wew inner door YavtavdsH T IBE ARy Hunuy
Tidalsnseay 1 Uty Wiy w38 LuuwenMSY Ut EiTuuA syt 09

annsndienlifenyseg outer door uag inner door UBNTBsE KM IBE M IEBIR T WUU manual
annsodasvia (PIN) Tlaidennin 4 fumis ietiestumsouuasinunsetwiigils

Tolwit 220 Taavi 50 85w

masadevasszuulildiinasyumu IEC61010-1(Worldwide), EN61010-1 (Europe), UL-61010A-
1(USA), CAN/CSA-22.2, NO.61010-1

WHgnBaR NS5 UsRwuINmsgIL 1SO 9001 , 1SO 14001 uag 1SO 13485

aeuiltwR 2 afa (rfausnmsudenaries wavedal 2 depsuimmmnan 1 Tvdamsseuidiouadausn)
uerUimsaadaesednadmihiisinmseunmnlssnguasaeess

gunsaivszneu

291, Mg w1 90
29.2. Udnlmmadametug o 1 90
29.3. ﬁmwmaaums%"’mmqaﬁa (Glove leak tester) W 1 9m
294, \WBURTRMS T 16
295. iwhasinwuerUSuwseiuluih (UPS) minn 5KVA  Smunu 1 s
296. 1wpvhsadli $nu 1 1eRes

4 o
4. Souluanizdus

4.1 auenadesldfunisussisliBuiunuswmhenndudaviodunudwing lulsene

ne Tneliiuvaznaussian

4.2 Uismgnansumsfusemnuinnsgiu IS0 9001 wag 1SO 14001
4.3 USEMET e U5 5UseIenuInesgIu SO 9001 uay 1SO 13485 : 2016

5. Wauluanie

5.1 SudsziuRuam 2 ¥ duainudweuian

5.2 figflemsl¥nuuasingsihvilunwninewaznmwndangu

5.3 Infsfefusesnngnininavativayuerivadisethidosnit ¢ ¥

5.4 giauasinnesesntu Certificate N3 Calibrate AANY ma:\tz?mumuau
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5.5 fnewedesiulinveumilidislunisderissruuamaninduniassangmeouen ieay
Uaonsigveafufj iRnuuasdsndeunsuen muillsmenunavivreuhegludumisivaensiouas
Wanga

5.6 grwazdosSulpanuiidmiunsgiseusaivadh Wannsandudueiaivrdel
hnuldedmnsaunuiilsmeuaiivaunis
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