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3.

SIUALIDUAAMENYMZIANIE
Uanieu (membrane oxygenator)
T5anenutavauwaY

TagUszasalunislday

1.1.

I<] o LY i & o v YR a o
¥ dutemiisudgmiunaniudsuniaunulentiniias susuidaialawvulalaadusia
Hollow Oxygenator hard shell reservoir

ﬂﬂJﬂll'U(ﬂLQ‘Wﬂu

2.1.

2.2.

gt fluandeuuia (Oxygenator Module) uﬁmam«}ﬁu“mu

2.1.1 ulefivhuihuanudsuusa (Membrane Oxygenator) Huwiia Polypropylene

2.1.2 L?IUIEJV]‘VHMU’WILLaﬂLUaEJULLﬂmJWU‘VImiLLaﬂL‘UaEJ‘LJLLﬂﬁ 2.5 913N

2.1.3 dulefviminfuandeuuiandeuiiuiafie X-Coating Faudu polymer \oraannas
JumsRnvouninidon (platelet adhesion) uavannisggdsanimaediusiiu (Protein
denaturation)

2.1.4 §n13 Integrated arterial filter polyester screen type pore size 32 lunseu lng self-
venting technology Feanunsadueseinifesnnne cas outlet lagafaAuAIBs
WIRUTENIN blood side waz gas side

2.1.5 1 static priming volume WAy 260 3adans

2.1.6 uamﬂmﬂwamauaam (Btood flow rate) gean 7 ans/ui
2.1.7 umuwmwmwLLanLUaauamvmu (Heat Fxchanger) 1Juvieyinunann Stainless
Steel wazdifuiiis 0.2 msruuns 3

2.1.8 madnuazesnvenden vuadurigudnas 3/8 i

2.1.9 fimadnesnveuiia

2.1 10 Iﬂsaaswmﬂumwmauh wwmmamﬂaauma (Housmg) ¥iNR1N PoLycarbonate

drufivhuihfiiuasnseadend (Hard Shell Venous Reservoir) mﬁuaﬂ‘wmv fratd

2.2.1 ¥ Polycarbonate dnweuzla mmsnuaqwﬂw‘lulmmw

2.2.2 iM% 4,000 Hadans

2.2.3 Minimum Operation Volume 200 fa@#ns

2.2.4 @1ure4 Venous filter ¥1a1n Polyester pore size Laumﬂuaﬂma 47 lupseu

2.2.5 mdm‘uauaamm fyuadurtugudnan 1 7 wazneenidons Hidusiugudnans
3/8 i
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3.2.
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3.5.

of

Sjn%ﬁi{ ”‘“/“ AT
i

HARSusTaEFBIUNNTTUTBIRMAIWANLLNATEY NN, W3e FDA e CE 38 I1SO

USEngTvminenindue g maawmaaimaamsmumLmumwmamnwwamimammm

vwwauamuﬂs naumsmwmammmuuq LLavwamnmmmmLsmmaﬂmsumswsaamﬂ

ANUNNUAMENTIUNNTBINTUALET NIDAIINIIUNINTFIUREIUNTT

wansintengnsldaulitesndt 2 U duainiudweu

3.3.1 mnwamﬁuwmmwsa‘bﬂwuﬂmmsmaﬂLUaaumuuwwimalmauaam’lmmamu

3.3.2. WmuwwwmwmauNamnmmu‘lw mjammsﬂ‘uauanau‘immmaﬂlﬂ LagaulTnYe
LUaawmﬂ”lmmwmammms ladliderldnenia

uedndueilval lmﬂaan‘lﬁmummlwumau

Nacﬂnmmuussqnmmwﬂaam‘da (Sterile pack)

~
" o A e
Y

PR,

o105
e aNT Bt
I ih

(wednity aYadnidue) (wadsua w15890) (9 safrse  lewe3eR)
wswwdtugmsiey dnnaluladmlasasnsnendiungns  dnneluladvidlauagvsaenufuinng



S18AZLDUAAMAN WS LANISYDIWER

&
<.
®
€
D

3
ool
S
(]

I RUABIUDU. oo

2 ¥ R A
SRR
ol
SS
=
3

1T W € C) NSO OO

0 ¥ 3 2 ) v 4 v
WSJ']HLVW!Z ﬂ?ﬂnﬂiaﬂsqﬂasLaﬂﬂl'WﬂiUﬂju WEGNLLUULauall']WiallﬂUlULauai']ﬂ'ﬂu’Juau’UaLﬂua

NAUNALR



v _ @ o o e
ansnsdaviusunslinanindaneslulsune

LS X1 - erssesessesesseseninn ermrssememsssassssses
swnswagvisagtusitlilulasins
o -
wsuns liNagnGnneluUsEna
afu TI8N13 wis | WGu | swewewice | (Dulu Wwan G
(uw) Tutsena | dhadssive
(5230
s &
® YUBLLIUS
&
© nszles
o dunau
« vaoalw
& aailv
T3 XXX XXX XXX
80137 @00 wo mo
(Yovaz)

d ¥ 1
BB e (Adoygrheg3uTne




y
Andeunie o

LUUNLNED5UT99298URULYD

599 $U5D9NRUAUTD

AU (@ogUsenaunts JAYARD/UARRSTTUAT.ooocevrrenen waUsedndn
Aidenideins/iavuszSadrusenvu wwud 9zvaid1sun1stunsidey
& W ' v o ) ¢ ad Y & v ' Y
WURYIENoUNISIUNDasIe FIRWABNLNUNUAZTINTANLADNIUTUNUTEADUNTITIIUNDATIY
Amunligdudivedevauendedesusenaiviuide/szidrfudoausiuniisuvedy

P | 44 v ad va v P ' a - - P 4 A M oa
suaLaamﬂ:umsawatﬁuansmwQawuaLaualumujamqmﬁwaanﬁlmsmav!uamzmEJu Iaflunbiieme
d' £ %4 dl‘ v !Id [ %4 a = { <l a a dl‘ i
Mazinbuteiaue JEutoiausnaweniuduionnsuins lnedodlduduige o U & v0ae
wlsranauedasinisrsesienisidudetaualuwnasase 3a8AUNUTLAIALASUIANS coee e,

@OSUNPT) v SUT99NRudUTe WaUsenaunsRaIsuIMe T
A o | Y P

................. (DFUIATT)..cv e VBIUTOI N (TR UTEADUNTT UAY AR/
UARBTITUAY) oo fradununyudsuluraduludinga. o UM
O Fududusnes........ ) WAz DUATTI I UAULTD AT UINIY e U
(oo UURWIUSNYS.. )

YDWAAIANUUUDD
................ (CRETEIT ) S

................ (WOSUIANT) e



y o
fandannmie o

o o a A a a
LUUKRUNAD IUTITINUY ‘UL?I@'E]LgﬂVITQUﬂﬁ‘

<
PN

maamwmns/mwﬂs&"
Lﬂumﬂiunaumsmuﬁy&

i (@) e

mwum‘lwmauﬂwaﬁa‘
%qf@'auhmi?juﬁal,

fasidhiudeue douda
wiszauvelasy as

OSUNAT) v ,su@w:muau&ﬁa LW’:)‘U‘E"

.g%ft)

qﬂﬂasswm) ..................... mmuuuwm'ﬁ*{, ;
() LLﬁuﬂf&my aﬁuﬁuwama‘kummu

|

** Lanasaduildnunlausyuudidnnsatind **




wrcvwcwv“_«\.:rvvmqrrtﬂ.w:\cﬁaﬁ._mwd wrc:.m,_rW:z::_\sacvvm?r.ccwcrear:.&; ?rv?ﬂdrwnz:vm_vncamm NYid % | (S
LLURLLZESTICGRALILYERIUNBIINLIIMTIRLWIBRBLULEIBLALY SLURLERBNNLILYER | Asuow | (b
% 00T :.@._Gw ormmmtwrcarwnm.s:vw Z\mmmtwrcarwnm_3._vmF:.mw_..an_.az.rv:.xda_.kvrmwm.cwrc?nsr.Cvmmvr._.w:m‘W$3rvvanmamm vmmras. 4 [{
AZ\Svmvrmwmtwrc_.msnmnwavwé 3._uw._ P nenLk bLEBRULBLIRRISVNKLY _am,_vrmmvwcu‘mwarv ng1 Zommotw_..cmrwns_bjvwP:.rv:_.ns_..s:zﬁ:r_uvrmmm.cwrc_.ﬂgnanw tpALtA (4
ney g nenLe raam-\—..uvk.?rv:m.__.%:.z,_.__.ursz\wmmtwrc_..mguanmc:.s.rw_ tLReL sy (T fuIRLIH
4310 Z/NY'1d % . -
K L 9 3 wd w0 € 5o &
Z/NV1d % [ EURERE S e & L - %0
— g 50 %0 %0 %0 % %0 %Q- - HOT
- : %0
4413 DDV % 308
- %0l
o . %08
TVNLOV DIV % MM
ol
IVNLOVY % %0R
T %06
“ S6007%
NV1d DOV % THLLIV DIV e NI IV O e
NVd %
Kauowy
Kauow
nee
e TUELURLE
h3d “TLLURLY
BLATHNLY Z
wne TULLURLE
wne TUeLURLe
:m.vrmmowcwmwzrv T
“nev nesi ey et ey e “nevl “ev % :3:.@‘ RBLILLEBLBLE  TILBTULIEN BLIKU gLuURLE w
[ =4 [ =4 » > - 24 [ 24 > A4 " L) 1 1
8 L 9 q b ¢ 4 1

MLBLASLUMMIILABEELUNNTINLRCLY

@ mn\\@rnvm._bv.m



ercarwvm_ﬁ 001 ReRegnmey Rm‘vr.mﬂvwcwmw_arv tLRELYRLY 00T nmammz.ﬂ...cw vrmmmtwrcarwuﬁfﬂvw Z\mmotwr:arwnG.GSQGFJOW_‘W»P??rv?KSR.\Sormmmtwrcnﬁgr.cvmwovrm

wrcthwv%?rvvﬁ?r.cm.—wpwpaﬁ._mw._ wrcﬁm._rhm:zﬁ:r&?rvvmz.rt@mmc_‘?aﬁ;roc nLenpiLvaNMneeriRes
w—.ca_..wnﬂ.ssv@F?rvrtﬂmp\cﬁa_b._arvz.xserncammc_.?aoz.rw wrcarwnm_as:rvrtcw

3410 TNV %

Z/NVd %

4410 DDV %

IVNLDV DDV %

IVNLIVY %

NV1d 22V % %007

AP

WLDY SOV st

NV1d %

>w:02uu<

Asuow

%0071
%6D
%9C 000008

%8 000°0vC
%91 000005

% RN

1

PLLBLAELUMMTILIABEELUSE DLREEY

rees

000G

0007

0007
000'G

BLAKEKLLLE

00¢
00p

174}
00t

nLbmLIEgn

NYT 30V % o

NeHUMNLEbERZEREE BURLRW

L

neE § BLERRULELIRARLLIALY BLWLHBLERRUILE ' NMEYY b MLMLE BLEBGULBLIZAREVNALY _,nw._vrmmvameE\v ‘T NRY PLEBEULLURLERRUMIDERMLEMIILUIMNMLUMLEERUSLULLLIRARE bURLIL

TS
L

wne
wne

sLAk

NVd % | (S

Asuow | (v

%0

%01
*4T
960€
P
%

%08
w06
%001

zq
19
BLULHMLY
ze
1e
RUINLLBRCUIEENLY
sLunLe

lswanLin

U=

W RLYLIENUADE




LLUU Un.obo

ATIHENIIRUIUUTEIN LA SuSnassuazswaziduaaTddne
o Ig LY 'A [] )
Asdndeananenildeunasdte

- @olasants  Yemifie (membrane oxygenator) $1U3u oo 49
. MENWEBIATING TSINeNUIaYeULAY T TATBuLAY
- NRUIUUTEINUALASUTRETS oo eoo.-um (ANudiuasauinuiadesdduuimiou)

v oo Y a v o T4
CAUNAMIUASIIINANS (51AN191999) o4 SuR 20 NUNWUT leébe
Wuldu §pas5 o bodmoo-um  $10nUe @) ee,caw.-UMm

) e‘ 1% =
. LYAIINNY995IANNAT (51AN919D49)
.o USHN AALeaLe (Usswalne) 3119
&lo USWY lwavey 91100
&.o
] 2 v Ao Y a
. MgFarmiigivunanans (59a161984) nnau

%

o.0 WSNEY atahnndiyd s wewwmggiungnisiiey
ol wadsua 1seen duwnus dnnalulagmlanaznsiendiuignis
o 19 1.0 dwse laweSed duvininmeluladwilowasnsisenufifinig




