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Guidance for Pre-clinical Testing of Extracorporeal Blood Circuits for Hemodialyzer (Draft)
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AR ERERATZSETHAZ  BAKBERANMAR  SMAEHARR > A FEAR
BR2 FEABMAAELTH/AME - SR ZR2H A EN » EARHRERBAR
EFTE A Sh 2B (SBEATRRA/SBERASRR) T SR EEETTHESN -
SEERAT R K H B A BB AE(SERRA 2B ER ARG REME) > ik Rkl
SRR T -

A W RCRBATRTIRRAB > BAREAB MR RA SR RERE  XEBXAEASPRAAHES
2R

5.5RAR B ABBER LR Z$HFERITARASE > HEUERAFHERE oA R
EBRERFSEFECITERRE SR T TARARMREH » BRAAEN RSP RER
& AR AT ERMR 2 -

6. M RAE F Z AR F R o AN ARSI S F AR BOAF RS Bk MR
B EMES ) Qe AR LERME » KRS EANR T R 8RR EEPARL RS
BB F EH 2R -

THo & F|EARHEHT - BERBECTRERK » YR F 5 RIRRERTRR -

—~ A RHAZRH BH KB (Scope)

I

A2 A A A R i M (hemodialysis) ~ fm.3% 3§ #7 i@ 8 (hemodiafiltration) & 2% i@ #& (hemofiltration) - /R E
KA 2B I R 1D B R M Bt B4R 3 B B (transducer protector) = A4 ik iE 47 B (hemodialyzer) ~ & 2% A 47
i® 3% % (hemodiafilter) + 3% i@ J& % (hemofilter) + $o 3t i® & K (plasmafilter) - 4z /% # & 2 (hemoferfusion
device) ~ ik # 1 & 4 B ¥ (vascular access device) ~ 24 5h &R i@ 35 R /4 B & (pressure monitor for the
extracorporeal blood circuit) + 22 .18 % % (air detection device) ~ WA A RBEREN R L4 - FLIfT L
BB A LTRBABIE R IRBIEZ R AN BUBEE M (Peritoneal dialysis) 2 ¥ % -

AEENE BSR4 A B AL RSB SEH (regulation number) & H-4& % (Identification)

oo HS5820 &k & st R K4 (Hemodialysis system and accessories)
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o PRIMEEREME > ¥ e e e R P 2 ey W RIS F R B RE AT
WAL BTN - AW A RAARFHRENEMYHOEREEN SEADHIE - (NS0
BAGRMEAFIEL Y - BAZAR - A ARE LR ERB MR oRE Sibd
SR EI R BSEE R MAEMESM0AE BN BB IR R AT ELEEN - %4
EMETEGLERE AP ET AR ERNRERIS BAEH BN EEB LR BEN
Bif s AEUARBEEHBRATAFELHRTHRBNF L - LEMROEMARBIEE
ABKIl )2 aRBENBRELERGERE QBN AN AL LS EEEHRE 1S
Mo~ R BRI R AR M B e AT AR AT AT M B AT B R - BT A KA
RO EEE SRR RS RIUREERE T AN HAYERS - AR F A RE
MAMBREBEEAMDENAARTEEROREN AANIEHRENBERH 24 - (DR
B AGMESRMELEANANEH AN EWRE  BRENSHHENH - B BERE - FH te
gun 455 R f R R AT B 48 4R L EE -

=~ S2M R MR T (Safety and performance data)
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L4 4ty Bb SR
{Biocompatibility test)

(1)4= ft 411 (Cytotoxicity)

(2)iB & 5 (Sensitization)

(3)4 5 3 & A ) %3k 8% (Irritaion / Intracutaneous reactivity)
(4) & M &M sk (Acute systemic toxicity)

(5)f ik 48 F 1 $55% (Hemocompatibility)

1SO 10993-1(2009)®
1ISO 10993-4(2002)
1SO 10993-5(2009)
1SO 10993-10(2010)
1SO 10993-11(2006)

2. & 1 (Sterility)

i 47 3% B A 2 (Sterilization validation) 4% 4% SAL(Sterility assurance
level) s 107 ¢

18017665-1(2006)
1SO11135-1(2007)
1SO11137-1{2006)
ISO11137-2(2006)
ISO11137-3(2006)

3R R
{Pyrogen test)

&M -

A B RRAE

4.3y se bt 5%

(Performance test)

(1) &4 % 400 (Structure integrity)

a BRI C OB B R AR A Z LSRR -
bARAM  BUBEHEMZIRAGRZISERTHEB
700mmHg & % %44 & RA T 43 & Bl o

(2) i 4 88(Connector)

a. mRBNBBEE/BNGE B R ERSE LA
R+ RISO 594-2 % «
b, AR A RS 35 MR 4 0% FEAF 5 1SO 594-2H5F -

(3) o i 2558 44 (Blood pathway volume) : B4 # # EiF B2
+20%1A -

(4) #R# 2 (Access port) © AR RRE ) F LB - RIEH BRI
o

(5) ¥k B {%# ¥ (Transducer protector) : ¥44% B 3 5F 64 Hikalk > &
FHERZER -

(6) % & & (Pump segment) :

a. MR AR AR ELES% A -
b. & 3 fEpump segment £ B 77 46 [ (0 £-250mmHg) Py 2 4 4E -

(7) B&Azn(Color coding) © #ikm ASRE B A L Eiie A
AFRBRR A B EARIE » B &A% ST R 7 28 0% M 69 100mm 1L
m o

(8) % fdH4e ¥ i 4 (Air-capture camber fill level): £ % A # ¥ L
TR B E AL AT -

(9) % #5918 J& 1 (Tubing compliance) @ # $h o ik 38 85 Ff 4 5 A bt &
(Clamp)éh % 8.8 » E5 4 B3 & #i(dialysis delivery system » Bp
RER)GME A AETRY > RTE2EFREFBROET
B EHBEARA L% FHR20048 - REHBRRER) -

ISO 8638(2010)""
EN 1283(1996)""
CNS 14194 (1998) ¥
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