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Guidance for Pre-clinical Testing of Non-absorbable Surgical Suture (Draft)
99.06

[#P]
1*%&&&“%¢?%$H&pﬁﬂéwﬁ%”%ﬁ Tehk B RIFERIGE A EFAP 282
FoAT TIRARREE #f&&7?%$ﬁﬁ%§ FRAPEREAMER - ™
BkBRESSHR - M2 2HAARNRERETRS (FRADRAFZ/ERABRE) LT
L o
2APIRAERRRAFL ST TR REHFREP AT L 2 R{MAG A FHRERA®
BX2  FEARMRASE NN C B HERP L X 2BE AN R ARFREFIREA
Bers|F P 2 BETR (FTRARREE /R RARR) TR, FARBBARERT TP -
STRA DR THE HRFRR(F ERBAP L ERFFZ H4ITikyy) 32 - RiRERE
Bz sk gL o
4kﬂ%&¢ﬁﬁ%ﬂ%%ﬁs’%ﬁﬁwméﬁéﬁ§ﬁ§r$4’u BRASETEFIRELZ

Z > E gy oo

5.EFBRREr A PEARN L2 2422 A7 - I ERECY NIRRT L S
ARLLFNFTIEe 377 R PR RY %%k%ﬁﬁ U BUEL R Sk ot e aaliE
2RI R ki
6. R ™ L RIE S B4R ARBAFHIET 2RI R ()RR Y Bk RE AR
HI2EFE QWP EERE BRI GRHERREIEZ M %*fﬁﬂﬂrﬁ*uww
PR e kiR o
Tacd 35T TR B3~ B &R v HRES > R RETFRATVRFFLERE -

-~ R BEET 2 Fo FH 4 F(Scope) :
ARAFRFHNT AT XL ER > AR A ’fﬂ%i?fﬁ;ﬁf*%‘ AR TR L e M
(Nonabsorbable poly(ethylene terephthalate)surgical suture) ~ % ¥ =% 4z 3¢ B 5 % 4 & 3 (Nonabsorbable
polypropylene surgical suture) ~ # ¥ = fT ;% B e & 4 (Nonabsorbable polyamlde surgical suture) ~ 7 ¥ ¥ »1r.
2 35 5 & S (Natural nonabsorbable silk surgical suture) ~ 7 ¥ s jc ;% e BB 2 w4 ¢ % & jifs & 8
(Nonabsorbable expanded polytetrafluoroethylene surgical suture) ~ # 4% 4% & & 4% (Stainless steel suture) -

N €% g% BH 2L F N4 LML B 5 (regulation number)z # g% (Identification)
1. =42 538 1 1.5000 # ¥ = Je;V R e Jq; #®E ﬁ(Nonabsorbable poly(ethylene terephthalate)surgical suture)
_%’—: V—.IJ . ik\?;\l{(fi%“,\b 7% = 13 -9 ‘%él‘ 4};1\7\}‘-— ;f@ 5 e~ :H’\Z;‘l‘i(r’}m .ﬂi ];—‘]K B ’f 5§_r'}rrl‘§;1 »d B
FTARDF A F EABSR R 2 SIS o ¥ T Rl o PR U.S.P.?Lu;
Yo end FE R L HTit 2 R S T E AR G MR TR E RS 01 FDA B2 ¢ #
:T%EF)’TﬂJ‘;fIL d oo Tk MAR T GRS A R éﬁ—i °

2. 24 %3 1 1.5010 3 ¥ = R Ak £ 8 (Nonabsorbable polypropylene surgical suture)
U SO RP A SULE S et s m R 2 R s o R T R AR
# (polyolefin) B & # W = » * < grlosenid £ o P8 £ USP2U i cn® e % o o7
F R T EAE S0 FDA B2 § F MR o T b MEL T RS 7 R
Ao
3. 24 %3 115020 # ¥ 2z ‘E\pﬁgm}zéb 4 (Nonabsorbable polyamide surgical suture)
# W PR T RR IR S AT s B R L R o R AR P L6 2 L
F6o6Wx ot j:i..i..*«m,qi;b o plaE & USP‘—*E Bojg b end R L herik 2 R8T
BB H AR S A éi:ﬂ’“}ﬁ;é"ﬁ AL T RS &N FDA fhE2 d E Ao MA S o ¥
A SR L i L R )
4. 2 238 1 1.5030 # ¥ = ot 35 4 & s (Natural nonabsorbable silk surgical suture)

o

R g USSR R R 5 LD S SR 3 o 38 e (ibroin) e 3
v ATl e gt g BT A d AP % 2 5k &g (Bombycidae ) 4o Bombyx mori (B.mori)iT4 @ % o
PR RZER T AR 0 T e E o LR E & USSP T R B o T i
2 AR (% - 5) o AT A 1&¢mé¢iﬁm T m b G M Tt g% d &2 FDA
%8 end %iﬁtﬁi’?i}%@ﬁ °



5. &4 % 115035 # Pmfcs e B LR £ ¢ % £ sk £ s (Nonabsorbable expanded
polytetrafluoroethylene surgical suture)
g W v;.v[:;‘\ CEB2 B e ’»{;(ePTFE)iﬁF‘g;b ME-fid ¢ BR2ZRw i il ol
SRS BEF T R LA N RERZREE B 2 g Ao 2
¥ i ’Jf‘?l’*‘; PR S B AERG KBRS o ® sba‘%n—— * P it A £ ER o
6. 24 F3F 1 1.4495 # &4k 4 & S (Stainless steel suture)
g ui Al sA - 484 316L 7 44w - USP = 1204 1 &P ST k. g;é‘ﬁlg_r,\ ,
Z» Fﬁ.i.ap 7 z»!r“'ﬁﬁi‘" ,,.c,\s{(‘\ilh—w HEHM A SRR ’;r., Wi \p;}}gﬁ_ . %
TR INEEE 3 -
= é_&ﬁii;l 4. (Product description and specification)
(% ;i: %4 Coating 2 75 te 4 Additive) “Ti¢ * ZHFEAE R o
2 -&rf;i_ % ¢ 2 (Color additive) » E#p £.2 5 2 R FDA $x ik se 2 4 4| -

3%@‘&& <+ e

4dcd UL B e P ARl K2 A

T~ & 22 F G PRE F L (Safety and performance data)
7 PRt ~ 7 R [ Rk 7R % ¥ = PES
(1) ¥ % 14 (Cytotoxicity) ISO 10993-1(2003)®
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(Biocompatibility test)
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1SO 10993-5(2009)
1SO 10993-10(2002)
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1. Guidance for Industry and FDA Class Il Special Controls Guidance Document: Surgical Sutures(2003)

2. USP 31(2008)

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

system (2003)




