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1. EER 2R E L P K I 8 (AATCC, TEST
TYPE II, USA)

2. i 7Kk R E B (35 (FX 3000 HYDROTESTER
Head Tester III, TEXTEST, Switzerland) * 5¢
FrEEE 2 SR RE(100 £ 5 cm®) ~ R 7KEEE,
B (% #1E(0-18000 mmH,0)

3. FHE A (TENSIOMETER K9,
Kriiss, Germany)

4. K HHER1200 g~ F5%0.001 ¢
(LC 1200S, SARTORIUS, Germany)
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6. REJE : "TEEME2.0 £ 0.2 psigZ 22 A EE
(P-1D-66L45B4P25H-E04, HAWK , Taiwan)
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E(#(500 mL) ~ HIRTF ~ 2 EIEAK(Blotting

Paper, AATCC, USA) ~ &4y » SRR
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H& 7 (carboxyl methylcellulose, Sigma,

USA)
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[V PR (Tween 20, Sigma-Aldrich » 3
H » USA)

{b#h(Sigma-Aldrich * 348 - Germany)
FE & (Merck » F(ZE5H) © Germany)
e —$W(Merck » 7424 - Germany)
el (Amaranth dye, Sigma, Mexico)
B 1 27+1°C
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Eig ki 1 AATCC 42: 2007 Water

resistance: Impact penetration test” °

2. 0%

B BGR AR/N17.8 < 33.0 em v 313
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ERRT#ESE « IR KHR) A/ N5.2 x 23.0

cm > REEE LR IS AR E AR IR E20 = 2°C A

¥
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4.5,
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5.4C
#

BIE6S + 5% RHIVEREE NE4/NRF DL
2R S R AR DA B A AR R
AT TR

B B RS A SRP I ER A RS
b BRI I TH B K B - A D
15.2 + 1.0 em#REARFFHA A T » faLAE
TETRTEE0.45 £ 0.04 kg * SRR (/K AT)
HESASPINHTEEREERAR S
B Fr 2 R o L IR (8] 2 A FE R 5 45 P L
o U G B M I o L [ TEAE 2 R
L3 BEEER0.6 m »

EIHI500 mLAFE /KIS & E AW
B ER o BB 0 /N
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ZaEE P 0 AATCC 127: 2008 Water
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2 E B ASTM F1670: 2008
Standard test method for resistance of

resistance: Hydrostatic pressure test” ©

2. B+ B A/N20 x 20 em 0 FE134 -

3. BT EfR  RARELE IR 20 £ 2°C -
FEEHREEE 65 + 5% RHAVIREE NE4/ N DA
b RGBS B B s B SR T A HE
fTade - ZAMUKIRFETR21 £2°C -

B B
(DFA" Dynamic Test Method” BfjREEA R

TE KR _EFEFE R 60 £ 3 cmH,0/min °
EREFE R 100 cm” »

(2T 388 Ui P 7 2 25 /K EL 2 i T~ 2
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(SRl Fr B E A as I ORI AR R €

B b im0
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REFEE NS R o IR %3 mmA - HIR
STEUE=FKIRA - foskEREs g 2K
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B VPEZNEAELI AL -

materials used in protective cClothing to
penetration by synthetic blood® °

CHUAE  BERFTA/NT3 £ 0.2) em x (7.3 £
0.2)cm * F£135 -

BRI

W ERIEE21 £ 5°C ~ HEHRE

30-80% RHHVIRIE T B 24/ NFDLE -
IR T B R AR DA B R e B R R AT
B THE -

(2) & B M0 V7 B B« DLZE 8% K 73 Bl VS %

carboxyl methylcellulose 2.0 g + &Lk
2.4 g BEFE TGS 1.2 g~ BEFRE 0
4.3 ghilamaranth dye 1.0 g » IR & 5%
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REERERT)
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EMEE A RBRRARE G A R - (ERE
BAREEEE - IR T U] S0 A7 53 B 2k
DAY e MRS - Hhes s BB sE
R A8 1 AT Bh B B T Al U0 1Y R B R 1
DEFEZENEYR  UAHEYABEENH
FEITRENIEE - EERRERT YR Y BRI
(transurethral prostatectomy) A {5 BE AT 88 51 T8
BEAEE . - SMRTHEE MRS BEREEEIRLTF
fir AR R e A - TR I 3R R Rk B R A
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ARG E R EIE B 25 T B # £ F99.09.30
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PRETEGAEHE | DiEeTTINEI B S BRI
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e E A E =R - e R 2 E
PRETAGAE $E 2 2F J75 - 73R AATCC 42 »
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== HEFEAR  FKEBABENLEG ﬁ!i[fﬂﬁﬁﬁié’lﬁiﬁﬂﬁﬁﬁ%%

M t}éﬁf‘ﬁ?}?ﬂ%ﬁ?ﬂ?ﬁ Level 1 : =45¢g Level 2 : =20 cmH,0 Level 4 : pass
Level2&3 : =1.0¢g Level 3 : =50 cmH,0
=1.0 =45 =45 =20 20~50 =50 pass  fail
1 i3 v ol v
2 ANSI/AAMIPB70LEVEL2 v ol
3 EN13795 Hi.gh performance \ V \
requirements
4 ENI13795 High performance J V v
requirements
5 i3 —* v v
6 i3 v v ol
7 i v V ol
8 i 7* V ol
9 i3 v V v
10 i v J v

* RME R - Hih—mhiiE - SRETEREEHR

AR E R E - HORMITERZERE - JREE SRS S - (ESNEI B S A e e
778#1‘)@%“?{«7&2? L rR T {4 A A B S SR IR K AR WIS - B HEBINRE iR 25 Kt g
HENEIN=45 g 1R KREEEN=4.5 Filrm B R EEAN B ZEREZ R - RITGER S
g ° FERKEERERET Y - Mdt 10 ds T HE T 3 AR 12 T ANSI/AAMI PB70 LEVEL.2 |
B Hh7{F s /KEE =50 cmH,0 ; {4 ista K2 x "EN13795 High performance
B SR A /KR /1 7220-50 cmH OF'Eﬁ 2R R K requirements ; ° HER7TFEEE BRI TR EE
£ =20 cmH,0 ° {EFLERRIMREEE RS e
fadL10F e AT ETT o Ee - R st isas {EEMERTTHE @ RIBZEEIEFE406RF 115
Al EE (| Level 42 B FR(EZ) - KB T HMELA FEGE - A BEA o FEA R A R E R
EEM ) ERFTHE RS B e B ag e T FEE A B B el AN E - R HE S AG BE A i1
fE(liquid barrier/liquidborne microbial carrier)77 fs4 FrlEER - InRELE s A - o - REEERBTS
e o KT B RGBT S (Level 1-Level 4) » 28 & T S22 M8 - (FRLEA0 S  FEMRELUE - 571
et EREHE - SFRFEFMEN - S0 TEAYIEIE © — - FregHi Rtk - = 4

FEZMZEADEET Level |LZFHFEHFN - JEFRIEE SR o = ~ ok - 1Y - B ﬁaﬁﬁ&ﬁx&

ARG ERFEE R EE N RS Eﬁﬁeﬁjfﬁfgﬁﬁﬁ i FEESEE - HERF
R THIE » S0 iE X ETFDAR R %o N EIARKEE ~ MEREECEIERE - &~ BIfE
SRR - RREEREYRF R ERRM » 3R R~ 2T RHAMFEEFEIE - /- AR EET
= AN AEE ) R ETE B R e R ﬁ%lﬁ ATTEES U iy 4 TE BRI 2 A
Level 1#8RIIES M2 fndd - SV LR BR SR THEE  NMERIR - 5 - ARXWEFHE -

HIBEREZ E - MM EZE TERSN HRIERELERHEE 1 -
ﬂﬂzﬂ'ﬂﬁﬁ% — i R BRI T K - ARG H RTYNEHH 78 Z 12 B R R A BT
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HVEH A 7E E TR e SRR
=0~ "HRIEEEM ) BRARRTAR ALY 22 R INEEMERERE £ (Safety and performance data)
HH B ~ TR R/ el R 1T A 2EFHik
(DHHIEEEE (Cytotoxicity) 1SO 10993-1 (2003)
LAY MR (2)3E 3, B (Sensitization) I1SO 10993-5 (2009)
(Biocompatibility test) (3)Fllal 57 A G B (Irritation / Intracutaneous reactivity) 1SO 10993-10 (2002)
X ECER HHAH R (B okl A (0 AR A MR D i 2 BB A FDA Guidance (1993)

WZE il B B SE (L IE » JEHET T BT HE A% (Sterilization validation) — ISO17665-1 (2006)

T {+SAL(Sterility assurance level)/Nf210™

ISO11135-1 (2007) *

AVEEE B/ B T B R B A O FERR T RS Ve RO k2 1SO11137-1 (2006)

2AES erilit) g R RSAL /M 10°

I1SO11137-2 (2006) *
1SO11137-3 (2006) *
ANSI/AAMI ST65

(1) PTLHL5® JI(Tensile strength) : > 15N
(2) T 2455 5 (Burst Strength) : > 40 KPa
(3) ##EE& (Linting level) : <5 (Log)
(4) PELBAME (Flammability)

(5)

EN 29073-3
ENISO 13938-1
ISO 9073-10

I35 97 i B i B E (liquid barrier/liquidborne microbial barrier)’  ANSI/AAMI PB 70:2003

4i - ARFTE R TRE E i (Level 1-

Level 4) » ZHFFELUT#

&
3 IHAREMES S Level 1-THEZE - %7K§R$§iﬁus 45g AATCC 42-2000
.(Perfomulan[c e test) Level 2-F#82ZE5% © W/KAREE &M N< 1.0 g » FFKEE : =20 AATCC 127-2008
emH,0 EN 20811
Level 3-HTU82 2555 « /KRB EIEGIN< 1.0 g HFAKHE : > 50 ASTM F1670-07
c¢cmH,0
Level 4-38 35T & BRI 22 % 141G
KONBI R EE M B EET Level 1.ZFHREEN ANSI/AAMI ST65

(6) s FH 2217 (Use Life)/ffit 32 7 (Durability)

: A EE#E{# F (reusable) 2

an/E PRt - KGEATER . B E R ER - DhREE R R R

&R

an AL BB RO T LA - ARG B IS SR A
RATECE AL - (FREHES2E - TIDAEBUTH
BT - MRS AEE H B EME - FIET S
GEBEL AR - IR E ZBERL

& et E PR -

2ERK 6

1. fTHBEEEE - 2012 - BRI E T -
101.07. 27 &FH510116021665F % ©

2. TERbE@ A - 2013 » SEEEE © 102.05.087
HEHE— T 1020008272155% -

3. American Association of Textile Chemists and 7.
Colorists. 2007. Water resistance : Impact pene-
tration test. AATCC 42: 2007.

4. American Association of Textile Chemists and

Colorists. 2008. Water resistance : Hydrostatic
pressure test. AATCC 127: 2008.

American Society for Testing and Materials.
2008. Standard test method for resistance of mate-
rials used in protective clothing to penetration by
synthetic blood. ASTM F1670: 2008.

. CDC Centers for Disease Control and Preven-

tion. 1999. Mangram, Alicia J., Horan, Teresa
C., Pearson, Michele L., Silver, Leah Christine,
Jarvis, William R. Guideline for prevention of
surgical site infection.

TTEBE A - 2010 < SNRHH 2 THER AR AT
AEEHE - 99.09.30F R F 099161276557 1%
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Survey on the Quality of Surgical Drapes in Taiwan

SHIAU-YU FU, SHOU-CHIEH HUANG, YU-PEN CHEN, LIH-CHING CHIUEH
AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

In order to investigate the quality of Surgical Drapes as liquid barrier, 10 samples were collected by the
local health authorities from manufacturers and commercial agents in different counties and cities of Taiwan. The
performances of Water resistance including impact penetration test, hydrostatic pressure test and resistance to
penetration by synthetic blood tests were performed according to “Guidance for Pre-clinical Testing of Surgical
Drape” announced by Department of Health, Executive Yuan, R.O.C (Taiwan) Septamper 30, 2010. The test
results were provided to the authorities as management reference to ensure the quality of commercially available

products.

Key words: surgical drape, impact penetration test, hydrostatic pressure test, resistance to penetration
by synthetic blood test



