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"BS EN 13795: 2011 + A1: 2013 Surgical drapes,
gowns and clean air suits, used as medical devices
for patients, clinical staff and equipment-General
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products, test methods, performance requirements
and performance levels" @K "ANSI/AAMI
PB 70: 2012 Liquid barrier performance and

classification of protective apparel and drapes
intended for use in health care facilities" ¥ - Erf
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to microbial penetration-dry" » "Resistance to
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strength-wet" ~ "Tensile strength-dry" k2 "Tensile
strength-wet" S5 77H 5 E A -
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JIEAICNS 14801 T4042 " i LR ARHFA 7k 14
BRI AR, O(2FEER"AATCC
Test method 42-2000: Water resistance impact



223

TRl < A
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1. EE T DK M HIEA #E(AATCC, Test
Type II, USA)

2. M7k RGBS 5 (FX 3000 Hydrotester Head
Tester III, Textest, Switzerland) » Z&FFEE
B2 ETHFE(100 + 5 cm’) ~ i KBRS,
B (3 #0[%(0-18,000 mm H,0)

3. FR1H5R ST B (Tensiometer K9, Kriiss,
Germany)

4. RE(LC-12008, Sartorius, Germany)

5. B % FH BELFa B/ 58 A0 & 1 (U R
kiR S TenT - 5

6. REYE : ATHE{E2.0 + 0.2 psigr 22 R K
(P-1D-66L45B4P25H-E04 * Hawk * &5
)
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(Blotting Paper, AATCC, USA) * 5TH5gs
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1. 3G 7 (carboxyl methylcellulose, Sigma,
USA)FLEEER](Tween 20 » Sigma-
Aldrich » FZERR » USA)

2. & bFN(Sigma-Aldrich » G ZE 5 -
Germany)

3. Wil — &8 (Merck + 3 ZEH) © Germany)

4. W —#h(Merck » FZER) © Germany)

5. #L B4k (Amaranth dye, Sigma, Mexico)
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B eI R T A T3S -
4. A B B
(DAl B B A 2R FP EH SEBC A 5 s
B BEE 2 IE I S R K R
AW LA15.2 £ 1.0 ecmHK E R T
I » MELAE BT EE0.45 + 0.04 kg » 53
AR (7K AR ) B 3B A o FR HU
BEREENREGHEA T ZM » M
(G TEAEFE LR FFAS R - Wi B
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BS EN 13795: 2011 + A1: 2013

ANSI/AAMI PB 70: 2012

PONBHREZEM ) BRPRATHI R

(Table 1)
I3k Standard High performance
performance
Critical | "% | Critical | 5 Level 1-4 Wik B SR IIRE - Level 1-4
critical critical
product product
. arca product area product
Eﬁgﬁ:[ﬁ E ¢ arca ¢ areca
Resistance 9
to micro.bial EN ISO 22612 X X
penetration —
Dry(CFU) N/A | = 300 | N/A | = 300
Resistance
to microbial EN IS0 22610%”
penetration — X X
Wet(ly) =28 | N/A | 6.0 | N/A
Cleanliness — EN SO 11737-1%"
Microbial X X
(CFU/100 cm’) =300 | =300 [ =300 [ =300
Cleanliness EN ISO 9073-10*
— Particulate X X
matter(IPM) =35 | =35 | =35 | =35
Linting(log,,) EN ISO 9073-10 < 5Log
X
=40 | =40 | =40 | =40 150.9073-10
Resistance to L1 AATCC42 =45¢g L1 |AATCC 42-2000 = 4.5¢
?C?;“I‘flpg;‘etm“on | AATCC42 = 10g | [AATCC42-2000 = 10
2 EN 20811 AATCC 127 = 20 cm IAATCC 127-2008 = 20 cmH,O
3 AATCC42=1.0¢g 3 AATCC 42-2000 = 1.0 g
AATCC 127 = 50 cm AATCC 127-2008 = 50 cmH,O
ASTM 1670 pass
= = = = 5 -
=20 =10 [ =100 | =10 | L4 ASTM 1671% pass L4 ASTM 1670-07 pass
Bursting strength — EN ISO 13938-1%
Dry(kPa) X
= = = >
wlzofz0]=x0 = sokra
Bursting strength — EN ISO 13938-1 ENISO 13938-1
Wet(kPa) X
= 40 | N/A | =40 | N/A
Tensile strength — EN 29073-3%9
Dry(N) X
=20 | =20 | =20 | =20 > 5N
Tensile strength — EN 29073-3 EN 29073-3
Wet(N) X

220| N/A | =20 | N/A
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R ER KR -

I EE A o e e
(%:27J<;%R$%iﬂu) AN PUE BRI 27 1 R
i g Level 1: =45¢ Level 2: =20 cm H,0O .
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Survey on the Quality of Surgical Gowns

SHIAU-YU FU, SHOU-CHIEH HUANG, YU-PEN CHEN,
HSIU-KUAN CHOU AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

Eight surgical gowns in Taiwan market were sampled from manufacturers, importers and hospitals
by local health authorities for post-market surveillance from January to June 2014. According to the
AATCC 42, AATCC 127, ASTM F1670 and specifications listed on surgical gowns, three functional items

including impact penetration test, hydrostatic pressure test and the resistance to penetration by synthetic

blood were tested by a contracted laboratory. Three samples failed the original registration specification.

The information was used by local health authorities for administration purpose to ensure product quality.

Key words: surgical gowns, fluid resistance





