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Test methods for sterile medical device package—

Part 13.Slow rate penetration resistance of flexible barrier films and laminates
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R R B R . RESANLRERNAA T BRI R A U E B AN, HA
TR A AR T, UEM B RARAET k.

5 {uz&

5.1 EARR,AICREE.

5.2 EhfemEE.

53 BERRNL,FAE 1. —MNHREFEREN 3.2 mm KRk COURIRLS ) , LA E Fi 55
BERZRAFRET .
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6 WE

6.1 REENEEHS (P RRISEEREN 2% +0.002 5 mm, HEBEKE).
6.2 HEEER-TRIN 76 mmX76 mm,

7 EEE

7.1 BB EEFIHEE MEREMNEE.
7.2 WEWL.
7.3 fERSkFERE EH X,

8 WMENE
Xt E AR 5 MR
9 REAW

9.1 RBATH GB/T 2918 L 5E , FEIRBE H(23+2) °C AR BE R (50+5) % Hfd T 3 RBEHATRE W
[EA 40 h,

9.2 BEARBFEFTRENE, RRARE H(23+2)C HXEE R (50+5) Y MR fELE = &4
T#47.

10 BF

10,1 $e 43038 5 3 7 0 U3 B 5 xR IR A 2R HEAT REHE
0.2 #EBEZEFENMABZHEL 204 ~0NBEEHEN.
10.3 FRZUHBIXNEBFHERZEDLTMH 51 76 mmX76 mm KIXEE.
10.4 WEBRXHEPROEE G MERWHE.
1. BB BT EA SR A ASTM D 374 5% GB/T 6672, ¥ k55 R F ASTM D 374 bk C &y D.
2. RAIHEENEFENHEEEREET ASTM D374 5N,
10.5 ¥REXRULKB3HEEHEA 25 mm/min,
10.6 WBURRERTFIAS K ELE TR TH 0 LRI R, FRARTE.ELAEZ
ki3 L
10.7 XA AL T A E A& L FLR F AL, BB R EEBEWET, EH.
10.8 EEHEARHL. ZAESEFHOBEEEZEHA. FBREBRRAE L AR ILHE—XDPHA, K
T BB A] BE EFHHE A 5D, WA 3,
#F: N TFREAEM  ARTHSMURIANASIREE S, XERALERBWEA. IHFRTRE KK BRETREHR
IR R,

10.9 MHLRRKAHE PICFRFERIR. 20 (BE) . FERRECHMULBSEE FRER
AR LA 3).
10.10 X #EARXHFERNIRL T (10.1~10.9),
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B R A
(HHHEHRR)
BERENREG
Al RBEE
Al BEEYE

# A1 fI3E A2 B7E 1988 4£~1989 4E ASTM 7£ 6 M ScI=# ASTM E 691 Xt 6 bt Bl 3E4T B9
TREHFARBHOTFRER. SHMBNTIAEAREAR - LA AAEREEESNABNELE
FHHEN. BMRBRERBEMIUENRRE. BMLRENSHHEBEE 5 MRS R. &
LR EXFRA R ITE AN TATRR, 4 5 ML bR R .

HAIHEALBRETULEREHFRRR BHEFELFIKE SNMLREN4ANALRE. FH
HESRBEEREMEL.

E: UTFALDN » IR MBBARITHARARRTENKAMBENES. RALARAIRETHAT

MRS RIS, B X SR R 2 S RIEMAN , AREANH . K4 HHRERE. AXBT
ERMAZEH N AANSRZNMHRAERENLRERERSDRE. N XEEWNEEN AL2,

A.1.2 r MR HEZ

A2 RS, ENEBEHBEERY, F—HedE—REE RAR—&E . ER—-XBAH
FARBRERNEZHBI THHMEEHR G, BAEHENRRERAEMR.

A1.2.2 MR S BMEBEZHEESRN, A —4E iR FEGREE CRARR S RE EAR R KL
BREAINNFHNRBRE R B THHNERERR), BHEERMIRERAER.

A1.23 #AL2.1 M AL2.2 FITRHAE, HIERBEREA R 952 (0.95).,

A2 R

BA AN LG T AR K J7 3 B R
XAl FEHNGEAXEE) LS L

LZES ey HE S, Sk r R
BW 010 L) 6.63 0.187 0.676 0.525 1.891

BW 010 S8 6.72 0.360 0.903 1.015 2.528

BW 82 A 9.47 1.94 2.034 5.429 5.696

BW 82 s 9.08 2.23 2.416 6.226 6.773

BW 117 A 12.10 1.615 2.238 4.521 6.608

BW 117 S 12.37 1.798 2.852 5.029 7.983

BW 295 Al 42.54 1.776 2.078 4.966 5.816

BW 295 s 36.49 0.983 3.066 2.756 8.580

BW 341 P 41.83 2.697 3.502 7.547 9.803




YY/T 0681.13—2014

A B4 K A
LR MR Bi{E S. Sk r R
BW 341 S 42.94 3.400 4,971 9.514 13.920
BW 234 P A 72.31 11.080 14.285 31.061 39.961
BW 234 s 65.64 16.421 17.266 45.969 48.372
A2 BEREGAXTERE B ER
# ¥t HRIT BE S. Sk r R
BW 010 R 0.010 7 0.009 5 0.003 1 0.002 7 0.008 8
BW 010 S 0.011 1 0.000 6 0.003 1 0.001 7 0.008 6
BW 82 A 0.006 0 0.001 1 0.002 3 0.003 1 0.006 3
BW 82 sl 0.005 8 0.001 8 0.002 4 0.005 0 0.006 8
BW 117 P 0.009 7 0.001 3 0.002 8 0.003 5 0.008 0
BW 117 P31 0.001 0 0.001 2 0.002 9 0.003 2 0.008 1
BW 295 R 0.007 1 0.000 4 0.001 9 0.006 1 0.005 2
[ Bwa2ss Hh U 0.007 1 0.000 2 0.001 0 0.000 7 0.002 8
BW 341 LU 0.006 2 0.000 3 0.001 8 0.000 8 0.005 0
BW 341 Sl 0.006 5 0.004 2 0.001 9 0.001 2 0.005 2
BW 234 P 0.006 1 0.000 4 0.001 8 0.001 2 0.005 1
BW 234 S 0.005 8 0.001 2 0.001 8 0.003 3 0.005 0
% A3 HHEEGAXIRE BAIHEK
ok BT 1| BE S Sk r R
BW 010 L] 0.050 0.001 1 0.001 2 0.003 0 0.003 4
BW 010 S 0.049 0.001 9 0.002 6 0.005 2 0.007 4
BW 82 Al 0.020 0.000 6 0.000 8 0.001 8 0.002 3
BW 82 S 0.020 0.000 9 0.001 5 0.002 5 0.004 3
BW 117 R 0.013 0.000 9 0.001 0 0.002 5 0.002 8
BW 117 S i 0.012 0.001 2 0.001 2 0.003 2 0.003 4
BW 295 il 0.113 0.002 4 0.002 9 0.006 9 0.008 0
BW 295 Sl 0.113 0.001 8 0.002 4 0.005 0 0.003 4
BW 341 P 0.031 0.001 5 0.001 5 0.004 2 0.004 2
BW 341 S 0.031 0.001 9 0.002 4 0.005 3 0.006 8
BW 234 =Ll 0.210 0.016 8 0.016 8 0.047 0 0.047 0
BW 234 A 0.211 0.016 0 0.020 7 0.004 7 0.057 9
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RAL FERBRUITER) b Rodysp-3: A
LIRS BT T ¥E S. Sk r R
BW 010 L] 0.049 0 0.004 2 0.010 1 0.011 8 0.029 2
BW 010 S 0.050 2 0.003 9 0.007 1 0.010 9 0.019 7
BW 82 L 0.027 0 0.010 4 0.011 5 0.029 0 0.032 3
BW 82 S 0.026 8 0.009 1 0.012 3 0.025 4 0.034 3
BW 117 g 0.059 9 0.014 3 0.016 6 0.037 9 0.046 4
BW 117 shp 0.059 7 0.017 6 0.024 2 0.049 4 0.067 9
BW 295 =i 0.137 4 0.011 1 0.011 1 0.031 1 0.031 1
BW 295 S 0.092 6 0.017 2 0.025 8 0.048 1 0.072 2
BW 341 L] 0.107 7 0.011 3 0.017 8 0.0317 0.050 0
BW 341 S 0.117 7 0.012 5 0.023 2 0.034 8 0.064 9
BW 234 g || 0.183 9 0.038 4 0.050 3 0.107 4 0.115 8
BW 234 Fh 0.145 9 0.046 5 0.058 6 0.130 2 0.164 2
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(1] GB/T 6672 MMMEMEREENNE IRWERX

[2] ASTM D 374 Standard Test Methods for Thickness of Solid Electrical Insulation

[3] ASTME 691 Practice for Conducting an Interlaboratory Study to Determine the Precision
of a Test Method
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