“BA L RBiT

% 2 ¥R
FHEPHIII3E 122 10 P
7P 114 & 12 % 24 p
114 & 12 % 24 p { ATE AT % 5%
FEERFE T F? Bgﬁs?”“ % 029029 .
A&EE= L "Baxter” Dlalysis Machine
2 HPRE/AS/5 0 2 8 UDI-DI:
A5 F 5L UDI-DI
115248 # % Serial Number » 3% *if NA
115249 NA
955403 NA
955406 NA
955603 07332414124472
955605 07332414124496

THE R B X B AP AT ARG AR E e T A
FFEHEFRAFAR/FREHE AR

FARE (BT R R )

J Bu(Baxter) it & ¥t b it #77] AKOS w g S 47487 % ?5}%‘ ERER B #‘ oo LW E pUR R B P &
A L E P E A Ry c AKIB FTI Y T HM P AR TR RAMAEL L <Fif‘rF"°‘5i\V*
ST AR o Rt ER L WP TR A AR Y L EWE T e REHRER T
i F oA BT 2L B % 4f (non-dioxin-like, NDL) % # 7% ¥ ¢ (Polychlorinated biphenyl acids, PCBAs) {r
% % 7% % (Polychlorinated biphenyls, PCBs)c A b " @ & {7 7 =X W ize izt w itk ] ¢ »PCBAs
2 PCBs sk A d »vp B f WidiEAR? @ % 7 & 1“8 F it 4 (¥ 5 A= 45H](chlorinated peroxide initiator)
A e R AT s AKOS R AT 3 adple b "G o RECTP VAR AR FY » p w Ry Biplf
T AT I%L_—%}_&‘ﬁ’l‘f mMAIHLTE P EBHLL DR R c AFTRETORF RS & AK9S
BEEGuEY P EHGES W5 B g AT 4 £ F 1 # % ¢ (platinum-cured silicone tubing)
WG FAKT > R e VR Ry F R EH Y 0 o AR T] PCBAs v PCBs © £z il it p%
AT A R EFRPRLEF L E R e

4% 1271 24 p 1%&§'ﬂg’;;pﬂ

@FQ(Vantive)E HenAd MAKOSHE @7 SBF B ANPRY B | HP EIHL G 4T

‘éé

%37 % (TRA) o BliA g% 4 » 3 PP FILFRFEET 27 HBMEALE 25 SRl A
Bk B EE FREFEEGE AK 98 a i R EFME S 25 207) Ft 0 RALHI R B
EOOTEG T RABRFEFLL 0 RH. %ﬁﬁnéﬂmpﬁoEmAK98 AR o BRE S
nﬁ-rfi‘r‘%??” (MHRA)® % & Vantive th TRA > X305 M E S5 272 hg H a3 > B8 A pF
BEE h' ' Mo¥ 3 E K355 27 mﬁﬁ  MHRA e = 32530 5 ,;;;wgg'gﬁp_éffﬁgﬂ 100

F
PR R BRI
B BB AT E 2 L R RE AR B 3R 3T o



@ﬁ’Wm%%§§%%ﬁ#5@’§%§ﬁé§u@$ﬁéﬁﬁﬂﬁﬁﬁ‘ﬁé%&Qﬁﬂﬁﬁ
X B8 L 2 RATh % B » Bl o EFEIA 15 £ 1 :

S N

AP TFEFRASEGT NP/ ERFFRASLFG AP

B RS L 02-23765276

B A 3 S #01% ! taiwan_shs vantive gareport@vantive.com

A0 B E L K R (R at)

4r £ < Health Canada : https://recalls-rappels.canada.ca/en/alert-recall/ak98-hemodialysis-machine

% K MHRA : https://mhra-gov.filecamp.com/s/d/VWWEB37a3VeflSB§

# B FDA : https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=210544

https://www.fda.gov/medical-devices/medical-device-recalls/hemodialysis-correction-baxter-issues-
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