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1. AwABIMs guaneasivitn uuudugs 1wdu 1 §

2. AauanwauENIly

a wa

Hudnsesenmen3avisszuilionia Negative pressure isolator Usenausng wuﬁﬂgummwan MU
1 999 wazYoIdINIUIBENS F1UM 2 Yaa

Imshaunuy Recirculating fignesnuuusite iU TRnuuarAwasdenfinnudasademnges
Ugumwuﬂumaaqummaumw WU URS U IUNENET NGa Chemotherapy/TPN  &n5ngu
antineoplastic - MsUFTRIMUABITY cytotoxic compound IaMRsEudun1emnee Wudu
mmm‘lﬂmmm Aseptic Processing 41U research and development waz Cell Processing
mmsmmammmmmsmu CETA CAG-001-2005 (USA), CETA CAG-002-2006 (USA) , AS 4273, AUS, 1SO
10648-2, Class 2 %58 DIN12980:2015-08 maaammummmmgm USP Chapter 797 (USA), FDA
CGMP (USA), PIC/S, EU GMP, TGA GMP %3® JIS

3. ANANEAINZ

1.

lassasaneuen (Main body) nanannlaveiafiau epoxy-polyester Isocide™ AgaeifisAnuudauss

Jasmsfianseuainaiiu

PINEUBN (External dimension) $9UAIUAINN 2 pass through Wag exhaust collar Svuaely

Usendn (e x §n x g9) 2420 X780 x 2300 fiaduims

ﬁuﬁﬂﬁ‘ﬁaa’m‘wﬁﬂ (Main chamber)

31, fuweituiiviinuniely Process Chamber Intemal Dimension (1314 x & x a9) lLivesnin
1,100 x 620 x 600 Haawes

32, Tassedameluiiufiufifenu (ntemal Chamben w@nanawuiaaaa thsm 316 dudy
371U pharmaceutical

33 ﬁuﬁﬂﬁﬂ’amwé’n TszduauazeInre901n1A 1SO class 5 w5e GMP grade A

..................................................... UsesunIsums
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4.  Yesdwwiangunsalitazeen (pass through)
41 Sdedwiniaggunsaidiuazesn 1wy 2 909 Useam Type D MANTFIU ISO 14644-7
4.2 mumwuwma’twuawaaaamu ("9 x &n x &3 Litfoenin 577 x 410 x 320 fadwns
43, lassaiumelutesdwiu ndennanuassaia 1nsa 3161 dmusu pharmaceutical
a4, melufinedmsusessuresiianansad aumaaﬂawmﬂgumﬂwa 3nlel (Horizontal tray/sliding

tray) ¥1197n stainless steel Iﬂanﬂmﬂmﬂwmuﬂuaqmmuwﬂaummm ntfey ieliazmnluns
derinuiaggumalinuazesngdesfiRnumedn

45. muuaﬂwiummmmﬂm Un LWE]‘H’]“UENL‘U'] -0 (Hinged outer door) ¥1191A tempered glass 3
YUV interlock mmsmwmma'ﬂﬂ mum 0 - 603U Iﬂﬂbﬂ‘lj\‘i’m

5. Uizmzmwnmaqwmuamumﬂgumwwan Lﬂuizwummanlwﬁ'l waedlszuu interlock door Uaeiy
Taliansauriy Lwa{]mﬂumsﬂuLﬂaumnsvmw‘wwﬂgumwuwaﬂﬂwmmmumama AIUANNTT
Wm'mlivmmu’[.u‘uamaaqaamumamfzmwmummwmw (Foot switch)

6. muwummﬁm tempered glass A uaades (Angled front) a'lm'iﬂﬂﬂtﬂﬂ‘ﬁulﬁ

7. ivesweniiefifidnwazienay (glove ports) wuadusEudnanslaitiosnd 200 fiadwms wnﬂaammu
mLwaim'mmamimmuanmwu‘wﬂgumm mmu 2 %9

8. umuamwuﬂma (sleeve) AmnU glove port Wa 2 Yoy, umaaanmuaaamuuanwumgumm

$m 2 fu Tneduj iR nuannsawdeugsiioglmineldannzaendold ceo risk of
contamination)

9. mMIMuUREUEIMA

9.1 mamuidsuamanelugiduuuy Laminar Aiflow Teefidnuansivavesernisuuuiiams
wien (Unidirection flow) Tasanudilutesud ifanmdn uardesdsiniangunsaidieen Wu
negative pressure Lﬁammﬂaaﬂﬁﬂ"uaaﬁﬂﬁﬁ’amuwmzﬁmu

9.2. ;mmanyuisuagmelubitdesndt 90 Weiiduduarermagiemeanguanglitosnin 10
wosidud videlidwssiuemameluglitesnda 70 (ve) pascals wazAmsmyuieueina air
change rate) lsitioendn 1600 ACH anasnsg 1y CETA CAG-002-2006

93.  erusweemewdveglutaslidesnin 03 - 04 + 20% wasieunil

94. eaugaenia Snnuedaen 4 § Juszuu Centrifugal wuunsEManss AlvUsEAvEnwATS
vimugdlagldndsnuiion Tqesuuseiy (Dampen Ansanelusiag esnwussdunigluiui
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10.

1.

12.
13.
14.

15.
16.
17.

18.

(GG N <t AFIUNS GRGL) T Al

SEUUMSNT030IMA (Filtration) KusnAsguiwiolull EN-1822 (Europe) , IEST-RP-CC0013 (USA)
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