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Specified requirements of protective clothing for surgical gown

LAAER :
AREARABEABNBREA P FHERBAEREATEZFHR > BLAARE

BABHWEMTE - R FiHEE (surgical mask) ~ F4#5 F £ (surgical gloves) ~ 3] &

WSt F WA o

QRAEME
2.1 F#74& (surgical gown) : FHHATH AR B AN LR LMW T AEM T EORR
22 & EES (critical product area) ©: #3E FHRZATH W TFEABRATRERLEBREGOIZ

B R R o34
2.3 # A M E kIt (resistance to microbial penetration ) : # & A W FHEZ L

EI4ER T » A8 BRI+ AR

Q

24 # X Fi%H (dry penetration) : % A& HARME S %
EMFHZEN -

DA S B BB R R T AR
BHE2EEN -

2.5 & X ¥i#& M (wet penetration)

2.6 # %3 (colony forming unit - CFU) ! 32 %4 A MM EHETEM -
2.7 M.fa45 % (barricrindex » BI) @ #il Rk FH MR 2 e $E - A AR T M
A Y EERTEREAK -
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B PERE e
SIS ( High performance ) ( Standard performance )
i TREH | REREH | TREEH | REEEHR
A B ( Critical { Less critical | (Critical (Less critical
productarea) | productarea) | product area) | product area)

ey YY LI Log . .

( Resistance to microbial (CFU) o <2 o =2
penetration—Dry )
BAMAMTEM o ®

( Resistance to microbial Bl 6.0 - 22.8 o
penetration — Wet)
BB A

( Resistance to liquid cm H;O 2100 210 220 210
penetration )
#ASBES N >20 >20 >20 >20

{ Tensile strength —Dry )

( Tensile strength— Wet)
HRABMREA kPa >40 >40 >40 >40

( Bursting strength—Dry )

( Bursting strength — Wet)

3% a LogCFU<2 &~ B 8 % $k RE A 300 CFU -

4.3 A 8 ¢
(1) XM AMFEMN
Q) BAMAEMFTEMSE
(3) AR AN

(4) B h —#HA BN
(5) MEBH—#K -~ AKX
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S.EEAE@HR)
51X pAhFaMK
5.1.1 3B EmAH
(1) Xk EE R E (£RE 1)
(a) A EAR - 40 cmx40cm» B 10mm > BARF Ao @A %A R EZEFE -
(b) FIRE RS © 554820800 kR EH (vibration per minute ) » AT & A &9 /148 EH 650N -
H5E ¢ f5l4e 3F 8 4 B 35 & ERKALAITE OY £ 4 & ¢ K13 i3l -
(€) BEzZF AT 1 (158+1.58) Limin - 3 &y B X SRS L MEHRE -
@)*ﬁﬁ@iﬁ&ﬁiﬁ6@%%%uﬂiﬁ%gﬁaEMR%%HEﬁﬁkEEEﬁ@E°
©) 6 MFEMRBEE  LEFPHMaTHARE  EEETREETT 10mm - SR
RERIL - B EBANA —EREEABAEN  RRIZEAEREB R X
KA LEAE S BB EREE REMELTAUBLERAHG (2RE2)-

E 47 mm
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R Rk X P L

B2 RS
() Thsedkdk s A& Yom e thm > N4 TGE KA (agar) -
44  TGE M Hs a8y B © v B4y (Beefextract) 3 g Bib& & (Tryptone) 5g i
B (Dextrose) 1 g A5 15 g > A44-K 1000 mL -

(3) Fa & (tale): 95%<15pm -
(@) HERHIBF M FR (Bacillus subtilis ATCC 9372 » ;& 78 = 10° 18/mL ethyl alcohol ) °
(5) #Hsk
512 B4R B4
1) FaFohiny
()45 50 g B B4 » 2 160 CH AR E 2~3 B -
(D)7 B £ 70 F MRS AE » 48 S mL M5k 4 50 &k (50x100 pl.) Ao 4 E T3 5HORHF
AHF (BREURBAERSHEHENOETSE) -
CORAEBEAERENEATBOLBEN > NER TR 23R (LRTABERER
EAKE) -
(DT F R sl TGE 354 58 35 CreAfamig & & % & (bioburden ) £k CFU/g
B SEEERS 10°CFUg Baky BRABTAGIERNFTRY
(2) Bif © R A R 200 mmx200 mm » £ 12 483K A -
5.1.3 3R BH :
(1) REBENBRER KBS HRM DI ERE -

5 3T A # g
MAREEEAGRLREERErRE e | DTN S
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Specified requirements of protective clothing for surgical gown R 1.0

(2) BRBEBHEANBE R F RS -

Q) BRBAEXRUBEREENABRLGER L U TEACEHECRAKRELGIR °

(4) BRKETHREBPRERAENRBEBH L EESREENE T BHETAERE &
TR A HREE -

() BE—ABRIMEMIBEA-BEIGREAL > BUBFH MRS -

6) HEFFHMUBATELI N EFHO0S g FEELlh B SMRAAFARSRE  §—
A4 Bz dm (RBEANETEER) -

(7) sigt v gE(cling film)EHM o » BEFEESIELBABR -

(8) 158 L/min £ A& F &% 30 542 -

O #EFVBRFBE  HBEMEBAREENET ABHETPIREAZAENEEISCT  BEH
24 JNBF o

(10) 313 B &3 (CFU) #4108 0 FRIETEBREY -

(11) &4 L3R F88 » Bl 6 @R #7858, -

5.1.4 &R Eeek

() 3+ 8 10 @H % &R FH4E > 2 Logio(CFUYE T -

S2ARKXMAEY TR

5.2.1 3% hy @M -

(1) BAMAMFERREA  BAHREHN 2 ESHRGEE  TRELE 14 cm o) P24
A R#iR B 60rpm o DA5HkAY (F3K - Bk 24 11mm) EMNFHL - EH
H1EGH0.02) N F k4 b6 o #(5.60 pm)nif 8> d PARGF A P oG L R O£ S -
HRDHERETH 1S s EABHRAGLTRE - (FRE3)

(2) #i# (carrier material) — & &% PU B * 25 cmx25 cm » 988 > BE B 30 pm > Y &9 E
B(350£50)96 » % 4b FE(400£75)96 © 4§ PU BEA AR B R - 2 121C A R -

(3) %% & PE % (HDPE film) : 25 cm=25 cm > & % 10 pm » 3 K (950+2) kg/m’ » #5887 $h ik
# (Melt Flow Rate * MFR) % 0.27 /10 min (190°C,5kg) -

(4) Staphylococcus aureus ATCC 29213

(5) &#MHE 135 g/m® A8 fe g 4 B4k B A5 @k 4h (microfilament polyester fabric) » B 4k#§ ISO
15797 K&k 3 & - L8R 2 CUMS 4 & % & 0.70~0.965 B -

= =4 l,*'% ﬁ :
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Specified requirements of protective clothing for surgical gown o 1.0

{2

; ey
] RBE R
— R SN
e
Q L AR #

B3 RAMAMFRERER

S22 Ak HEM

(1) 4 # Bt donor material ) 6 : Staphylococcus aureus ATCC 29213 2 tryptic soy agar 2£(36+1)C
prdk 18~24 JNB§ - B2 & 3181 KA 3 mL #) tryptic soy broth F > A£(36x£1YC 4 18~24
B B BLHILE @Rk (peptone water) SEAT 105 4 FIMBA L 1x10*~4x10* CFU/mL -
HMBRER RS AESK LY PU R PUBH L RESERE > A LR dni T
KES A 1.0mL Fan e Esn (UL Badgaan LERERE Y ) 56T
B30 o4k - HBTHRRABLBRERER A TRRER -

Q) Bt RT4825cmx25cm H A& 25em » FMSERAR -

523 #5FER

1) ZRE—EAFRZEENERL -

(2) B TREHBESN  EHEEBB0L) g SR ERERGEREEE - 85 B R
B MEELSEEOTARREARE (RAZARNKELFEMz®) L ZEEE
EEEPEE  RUBAREFTRHLAETE -

B) BANEAETHRA GO RBEAEE —BAEEN TR ERSLER BRrAEERI 0 3
KA AEBEEPER ENGR  RABEREFLALRD MR 1S 54 -

(4) BieireyTaR AL (R FREERAENE) CERERINEARTHRA e Hit
115 orsa i -

(5) E# L) F BB P TRIBAE(Xn) HREASMAME15 448 (X1)230 548 (X2)~
45 4548 (X3)~ 1 /v8F (X4) o 1 85 15 248 (X5) -

6) B ERUEE  BRER® BELHEHE PE B ENEFREELRT 15 o485
(Z) U EFHR—RA YRR -

i = &3TH A ¢ ,

WAREEEAGRenERRERRERy | DO OMT F
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Specified requirements of protective clothing for surgical gown PRk 1.0

() F#LEH(D~T) T BRRA R 4 ERA -
(8) A EM(6£]) Ciahk 48 10 » H AR R BARBAL  AALEFRIASG LR -
(9) tEcAsmmAR L% (CFU) Fhusgdk v of@ 15 mm AR5 -
524 &R E3nek
(1) #H re.k&4s % (barrier index » BI) :
T=Z+X1+X2+X3+X4+X5

CUMI1 = X1/T

CUM2 = (X1 + X2)/T

CUMS3 = (X1 + X2 + X3)/T
CUM4 = (X1 + X2 + X3 + X4)/T

CUMS = (X1 + X2 + X3 + X4+ X5)/T

Bl=6— (CUMI + CUM2 + CUM3 + CUM4 + CUMS5)
(2) #E 5 @A MBS HBDeFiafaE WENAE R AN A2 A AT ENRE L
hoix S aureus BIERGEE -

5.4 Hur 7 71 B — R AR

5.4.1 FAm @A
(1) &R TRTE iR E > LABRGTHERENZEKE -

542 BAR A

(1) 3B A4 0 B (20£2) °C @ ABEHARE (65+2) % RILTF » 24 8§ o

@) RABRE  BRAKBHA R BEBAY QAL EBRIE R EATHE  RIREAHK
ABIEEHFOEEN £ 202CHRTRMA A ETRALIAZ Lol > AXRF
BREZRE Bk S HhekE BITRRARR - N R AR HLABE R EHERE T
e 1 FEBE TR A A 0.1% 50 F Z AR - (23R L RSB A KA o A dr Ak PR 1
A48 AT AR

(3) Wit RERTREAES (50£05) mm> &~ O ER10H (LABBARMRKEES R )
A & 100 mm PR F B4R o

543 @b
(1) REBIBE AR A (20£2) °C AEARE (6542) % RH. -

" - %37 H HR -

REREA LA MRS RERREFRERe | DO BT & A 8
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Specified requirements of protective clothing for surgical gown ez - 1.0

(2) % 77 Rt o 35 B BEAE3R E & (200£1) mm o A§3 A FEK BN RIEE > 22100 mm/min
g Fr A ik B LB INER AR 0 BT R - ,
@)aﬁﬁﬁ%ﬁzﬁﬁ%ﬁ’ﬁmﬁﬁz%kﬁﬁﬁﬁ’%mﬁﬁ@~ﬁ@za%ﬁ’$mu

N &7F °

5.4.4 85 R JLE0 sk
(1) SBREE BB A4E ~ 80 2 T34 407 » MARELNH T — 4 °
(2) At R a4 | AR BN SR IR BERBE -

558 HBARK— K~ B

5.5.1 3% f AR

0)&ﬂﬁﬁﬁ%ﬁ:qu1m~ﬁmmﬂmnm%ﬁﬁﬁ(%ﬁﬁ&aﬁﬁ%ﬂmwww,ﬁq
ek Bk (2045) D2 RAERTEA ) ABEERATERRA BB RAG > BTH L
TR B R A BB E R B2 A A (70£]) mm - AR & A S0cm” (HAE 798
m@»%%&muT%mma@ﬁ:wmm%iﬁdusmm~mmﬁ(ﬁﬁﬁﬂmm)ﬁ
7.3 cm® (#48 30.5mm) 3%f 0 FHEBFERBEK -

5.5.2 BARSL M ¢

(1) A FBRAELE © BAER0£2) C > Aa$H A A 6522% RH.TF » 24 /8§

Q) xR oK S AR -

(3) A BB K SA2QMERIE -

5.5.3 Bk B -

(1) BRA RBHRAKE  B/RAK L XE B &S E R R 8 5RA 8 S0 550
TR -

() Bk Gk Bl B8 o LM BRHAE AL SR AR RBRA 257
Bk kA% -

() A AR AL R 6 B A R R A M 3Ty FAr sl kPa
(kilopascal ) &7 =

(5) £ EABRAESAY /K E 2 mm AN - MBERERFH -

55.4 & F ek

(1) BRI S RZ FHEEAR - £ E Kb B ARERFF S PFE - RELR -

- E 0 = = —g B /ﬁ : E

MENEEERaRsRERRETRERe | CHAMTF
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Specified requirements of protective clothing for surgical gown R 1.0

(2) Rk RA I L RBE RS RARK IS DR -

6.5 AAZ R :

EN 13795-1 Surgical drapes, gowns and clean air suit, used as medical device, for
patients, clinical staff and equipment-part 1: General requirements for
manufacturers, processors and products

EN 13795-2 Surgical drapes, gowns and clean air suit, used as medical device, for
patients, clinical staff and equipment-part 2: Test method

prEN 13795-3 Surgical drapes, gowns and clean air suit, used as medical device, for
patients, clinical staff and equipment-part 3: Performance
requirements and performance levels

prEN ISO 22610 Surgical drapes, gowns and clean air suit, used as medical device, for
patients, clinical staff and equipment-Test method to determinate the
resistance to wet bacterial penetration

EN ISO 22612 Clothing for protection against infectious agents-Test method for
resistance to dry microbial penetration

EN 20811 Determination of resistance to water penetration-Hydrostatic pressure test
ISO 9073-3 Determination of tensile strength and elongation

ISO 13938-1 Bursting properties of fabrics-Part 1:Hydraulic method for determination
of strength and bursting distension

7.H A
AEEEREREH IR B EAZY EPREE € 2 ERANORRRT B3R -

55T H A -

Mg XA A s uEseernsy | TURMF A8
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Bt sk
SR EHERANEFRR  AEERRARASACREGNAHEGEESTS it FAE R A
Bk A AREMAREGASLTERAREEAMORES Ehigft UREARTE
AERGREEESEES ARG FEARA -

53T B
BENEA LR GBANERAREFREEe | TN F A
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