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Hard-shell cardiotomy/venous reservoir systems (with/without filter) and
soft venous reservoir bags

FX

C OBKIE, 2016 FFITH 3 E L THAT I N7 1SO 15674 SO 2020 fEIZFEAT Z 4172 Amendment 1 %2 5t
E L, BPEOEFICEDLE S0, FMNANEZZH L TERL - HREEMRETH 2, 72721, Bl
(amendment) 1Z2OWTlE, FREL, —FE L7,

%, JORBRE TSI AR Mtz i L TH 2 &3, MISEERSIE2Z2ZEL T3 HHETH %,
B RO —ERICZOFAZ 1T, HEEZIA ICRT,

1 EFEH

Z ORI, Dl SA S ZAHNBIFEMIIC, RETE A CHEEER oMM & Ui T 3 EBMEER N — F
¥ VDAL BRI Y =N 25 L KO 7 b o3y ZERIRILY 5 —-3 (BUT, AL/ ili[a] 8 e s
LW I) ITOoWTHIET 5,

nE, ZORUKIE, ARG, K7 4 vy, ERdd, KR Y 775 EORBEZ b oS EES X T
LITHE T I 72T I#E T T 5,
ERE OIS OXSEEERME L Z OX)EOREZ LTS 2, KITRT,
ISO 15674:2016, Cardiovascular implants and artificial organs —Hard-shell cardiotomy/venous reservoir
systems (with/without filter) and soft venous reservoir bags + Amendment 1:2020 (MOD)
%k, MIGOMELFTES “MOD” &, ISO/IEC Guide21-1 [ZHEDE, “BIELTw3” Z&
ZINY,

%E, ZOBBOSIEATHY S 3 FERIE JIS T3231:2011 Z@H L TH kv,

2 S|RME

RIZHGF BB IE, COBKICHIHINS ZLICk>T, 20— Iz OB OERFIH
ZHRLTW2, 2o DnliBikx, 2Pl Catlizat.) Z#EMT %,
JIST0993-1 R DLV AR — 55 1 58 U R 7 = 2P X v b 7'a ke 212 & 1T 5 aHilli S AR
AR ASEEEEIRS I BT B 5B © IS0 10993-1, Biological evaluation of medical devices — Part 1:
Evaluation and testing within a risk management process
JIS T 3250 MBOENT A, MIEEENT 5 (6 by, MUK 25 (6) ity e O LR

ISO 10993-11, Biological evaluation of medical devices —Part 11: Tests for systemic toxicity
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