ICS 11.040.30
" YY

b4 A R k0 E BE 25 17 M #R

11

YY/T 1555.2—2018

EERERAFENDTHEX
fik R FC IR 3T 40 14 B B oK
%28 AR AREEK

Particular requirements for the silicone gel filled breast implant—
Performance requirement of silicone gel filler—

Part 2:Limits requirement for extractable substances
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3.2
H7EY filler
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AZiB4 R extracting substances
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4.2 ZTEMR(HEALYD

Xt T i n B ik 5 M A KBRS A X PR AR R R R AP I W[ (KMnO) =0.002 mol/LJ#Y
Rz Z N AT 3.0 mL,

43 TEHED

M FRBCREER B BRSO X IR AR B8 [ c (Na, S;0;)=0.01 mol/L
W Z 2R A#Eid 0.2 mL,
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FRIE AL H &R 1 YY 03342002 M5t F (05 830175
55 E&R

R AL AR B YY 03342002 3% G 87 skl AT IS
5.6 mRKE

AR AL 2502 R BBUR B 100 mL, ILATUS64E 105 C T 4R SR T A4 A ML, 26 114 105 °C
2



YY/T 1555.2—2018

i Pt A P R L AR A 28 X BRIV
57 ERESREVRARER
BRAE A3 4 & BEIRML 78 YY/T 1457 M7 kb ATl T HE 5% B 97 skt 7.




YY/T 1555.2—2018

Mt x A
(et %)
mREHETE

Al KRREEHEAZE

ATLBHE A0 RS e B IR R 3% 1 g REAR N 20 mL SALAK A9 L BN A G4 L 7
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] 2 1 TR
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WERREKA R B R 1 pg/mL~50 pg/mL BWZEA 5 NI RER D4.D5 FERiEE LW R Y
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[1] 1SO/DIS 14607 Non-active surgical implants—Mammary implants—Particular require-
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