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AR T AT SO E A F R R R R AL T iR § AR LR Y g
(Absorbable poly(glycolide/L-lactide) surgical suture) ~ ¥ =z} % 4 & s (Absorbable surgical gut suture) 2 + w4z
MEY - F ke i L4 & St (Absorbable polydioxanone surgical suture)

S ARG FREHLGL F 2L AL 55 (regulation number) 2 # g% (Identification)
1. 24 %35 114493 7w it § pERR 2 i sh 2 % 4L & s (Absorbable poly(glycolide/L-lactide) surgical suture)
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24 B3F 114830 V e fc i 4 & s (Absorbable surgical gut suture)
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D4 53 14840 F SR E - § & © Ik fH L5 & S (Absorbable polydioxanone surgical suture)
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v A& &4zt 2 4L¥ (Product description and specification)
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T~ & 22 F N ERIE TR (Safety and performance data)
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1.2 5740 F e
(Biocompatibility test)

(1) m*e & 1+ (Cytotoxicity)
(2) 18 57 3 % (Sensitization)
(3) Tligres A 12 (Irritaion / Intracutaneous reactivity)

ISO 10993-1(2003)@
1SO 10993-5(2009)
1SO 10993-10(2002)
FDA Guidance(2003)®

2. & | (Sterility)

i {7 p#e > (Sterilization validation) i 7z % SAL(Sterility assurance
level)-]: »+ 10°® -

1SO17665-1(2006) +
1S011135-1(2007) ~
1SO11137-1(2006) ~
1SO11137-2(2006) ~
1SO11137-3(2006)

(3)3& # 3 & (Tensile strength) -

(4)%8 p (invivo) 2 Zt8(in vitro)i& 7 2_ 4 & s ex 3 % (Resorption
profile) -

(B)4r*it 3 s & & it (T & 4422 U 5 4 3% & (Needle attachment) -

(B)4rie & 55 29 > JBik 773 41 ¢ % (Extractable color) »

(7)4e 5 124 % 22 2. X % &1 (Chromicised Catgut suture) » & it 74573

41 3£ 5% (Soluble chromium compounds) -

3.7 sk (1)& & (Length) - USP 31(2008)®@
(Performance test) (2) £ /= (Diameter) e European Pharmacopoeia
5.0(2005)®

FDA Guidance(2003)®
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3. European Pharmacopoeia 5.0(2005)
4. 1SO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk management
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