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Test methods for sterile medical device package—
Part 14 .Testing the microbial barrier for porous packaging materials under
moist conditions and with passage of air
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— 5 6 ¥4 B A B LB BAR BT ETEEM

—58 7 W4 HEH R R BR b 88 53 2 R A

— B - RBEEE R E

— R I ARBARTEEREESR KRR,

— 5 10 84 B KB MBI A Y B IR 7 AR

— 11 84 B R0 E XA E8eE,

— 5 12 #4 KHBE REAES BRE

— 58 13 ¥4 M B BRI A & ILHU 18 B3 o 4

— % 14 4 . BREEMBHR M T AP bR .

AR YY/T 0681 A5 14 ¥4,

AHE4r R GB/T 1.1—2009 £ Hy Y #1002 2,

HERA LM EAETRYE RETH ., K40 RV ARE X %€ R8I,

Ao HERGREBTTR[HERH.

A4 2 E ARSI A AREZE RS (SAC/TC 106)HO,

A EREAA . WREETFHE~SEERRPL AFCPEHRERGRAR . .ABE LIRS
(EM)AERBAA.

Ao EEEEAN EXK BE R B
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51 &B

ATETFHERXENSSCEMBHRUESETIARMETF S ER. & TRMERTENX
WHX ERMEGF UHFRERATFYRENER 0 KA P 5 Bar 0 ZRBAFARE.

YY/T 0681 =¥ 7EH A b % FF DIN 58953-6:2010, PARITRHE OIS P4 LT
MREIPHE, FHXKER RN XA SRR ATREYRBKR, CHEEAMMAIS B THN
MIRR . ARAERE R T SOHBEEEARMM (2002 46550 4 A 7 ¥k 8 — 3,

BR 77 A% 90 i 18 15 75 £ M GB/T 19633.1 % B R X 8 A0 % 4 B B9 B A 9 BF B 1k b 47 5% & VR 41
YY/T 0681 94444 th 09 4 ik I R TR X R, {8 T3 . (HR, BEI7 2% il s i 26 3P 4 —
FESHBOEEY RS REHEERMMEM YY/T 0681 gy A #out, MRS BLIT i

— AR ENESHEABRASSERA 2B (S KR A,

— R EZENET LN EH —EBE PRI,
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EEEfFameEREn&
£ 143 - ESERMBLEERTFiE
0 0 B R 08

1 JEHE

AU T IR R A T SR A TR A W B R A IR T ¥
AMoaHNERTEEHATREXEETAROEEMH.

2 MIEESIATHE

TR FTARIIGOA AR SOAT LR, LEE BT I, LT B 389 A S T 43
. FEA T BBM G| RSO, B3 A (RIS 898 30U & T4 30,

GB/T 450—2008 ZEFNGCHR =LA A9 R B B il BE 908 [] | IE B 1 9 1 52
th4g A B 3% E 25 32 (2015 4E /O

3 EEFREMEDRERE

3.1 HEEE

KB ma e b, BN TRE ATXRUNMERTAMEYFRINLRAE N
7 —.,

3.2 B

#: GB/T 450—2008 HuAE,
33 BRAEERER

MRS ENYLAKAN 50 mm WIEFEHR TR, HRIE S & FSEZE S AR
RESHETKE.

FEIR BE R (2341) C B A KRB EE K (504+2) 26 B 3R 38 b 0 S E AT RV 2 24 h,
BE . YL AL R T R A R B AR

SitaEHBEdH s> MEREMAFITER, W 3.7,
3.4 BERE
3.1 BN

EAFERENRIBAKEENFE. ARERAEZRFK, F8H LW &AEBA, aT LU
S K.
B w0 % BT 2 WL 4 A R 3L A 25 51 ) (2015 4R R B IR M€ .
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B 3.4.2~3.4.4 5V HH 0005 5 26 AT LU 6T A A R AR S L R B R R
342 BEAK-XEEAKAG
# 1 G EERSESET 1 L RMEAT, SR AR S 5% 2 A,
R1 BEAB-XEERABRAZASY

B4 B sk
3 1 R A B 2R Y R /g 17
AREARFLETR/ g 3
Wikiw/ g . 2.5
Wi/ } - 5
B /e 2,5
FRME A /mL i 1 000

BHBEL 121 CREXR KGR P KE 15 min, K5, E@2+3)CH,pH R % 7.310.2,
343 EHRFEEEE

R2FHEERDSESET | LREKMECEHERIRS, S mA.RE7%E 121 CHE
HKBERPKE 15 min, K@) ,746(22+3)Chrf,pH RNk 7.440.2,

2 BRHERERRS

o B Bt
e — - I t._ § R—
A Y/ e | 2
#E /g 5
WLm/e | d 5
BiR/g 15
4K /mL 1 000
3.4.4 MIHEEFIN

IR 3.4.3 iR BT, FE 121 CHBRXRKEBP XKE 15 min, ARGV HFE 45 CIHF
510 MESHEEARAENRES. BIMAEBFENLPEBEA 20 mL ZBRE . AFHEHEZRT
BEME . KW)5, £ (22413)Cof pH Ny 7.440.2, 2 3 5 H T B8 ERE RS .

1) R0 £R www.mpbio.com,www.bd.com,www.vwr.com,www.oxoid.com,www.sigma-aldrich.com 9. &l

A BRA T EATS 66 R F 3R Rm I & AT
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R3I MFEEEMA S

- RA it
REH/ e 10
EAM/ e 10
Wik /g 5
iR/ 15
# MK/ mL 1 000

3.5 RRAEwS &

& W AW & 2R 2 3 A F# (Staphylococcus aureus subsp, Aureus)? V8 F 6 mL BEE A BE-X
SEAFAGR.4.2) 9,34 37 CTHFE 24 h,

AREREYER, HARBKN AGEFREHTRIIBEEZ 1:10°, W 1:10°1:10" K1+ 10°
BBYE 1 mL MAXEIEFRMY,HE5 10 mLFAAOEFRHIBIR A (3.4.3), #OVES, th o] AR
BY 100 pL 76 M B5HE V4 (3.4.4) il L #E1T3R .

AT RS REYEBR S OMED RN Y RZEF 10" ~~10° 4,

3.6 WMEH{T
3.6.1 AN

HEBN L33 0RNAEMBNERESE T - 1TMTRKESNEY L, A IEE -MERLPRE
#TFLE,EFEEHP S ZIE R —meL.

IR BAH LR 2SR A e, TR RS 300 A B 50 R & b B T 2T R R

MAGRIIBRYK 1 100 BBY G, W5, 0.1 mL, BB S ML0RERMN B,
BRNAHEEMFHERRHES.

MEAETH AN THEG6 h~16 h TS TR, WA EBRMERENERFAER2LEITC,

B AEE R EE— 3R -8 (3.4.4) By R i L, R i m) _E, LA 8 K00 3% i #0538 8
(AR HERBHMETY). 5s~6 s GREMRER. LHELE 37 CTHIR 16 h~24 h,

36.2 fHERE

AREFARRBADHER, - ML 3.3 L3RR R 3.6.1 MR #ET
EFMTR. SRR ERN TS MR AT REE By BEfRE. SHFG6.DE,FR
bR A Y i A B A K

3.6.3 HERE

HOR AR, — 5 8 A RE & P17 RO BI/ML KRR & B 3.6.1 fH R 317 4b 3, (B R &
WAEYRM . RS R, IR A L N TCHE A K

2) DSM 799,DSMZ-German Collection of Microorganisms and Cell Cultures GmbH , Braunschweig, Germany. &

AEBENT FEETE D6 HE FARRIN =BT,
3) ATCC 6538, American Type Culture Collection, 10801 University Boulevard, Manassas (VA),20110-2209 USA.

SHAEBRNT FEAMSEMEME IR ™ &0,
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3.7 WG
3.7 BW

ARBRBEBCTH BB/ AARERR, FHEN EARRSNEFREE, mRET 3.6.2 1 3.6.3
EFy P P 2 0 B A B T E B O vk B R BE R FE S TR Y

3.7.2 ¥&EK
HFAR 5 AV REFTE K, WA 25 b8 AT AR Ok 78 40 19 8 4 1 BF Bk .
3.7.3 H&EK

HAFREFERBAFARDS M FREERERAKT 54, W5 M 20 HRARF&ATEN.
20 MFRAEEBEMALAEL S 1.

3.8 HIEHSE

iR MG HEER:

a) WERMEH,

b) HUEERL A AN,

c) T ¥ BTGRP B VA HOR T AT B S YE RO
d) WEHPREY R

e) PFAMEMHMRESLR.

4 TERHEMEYERRLR

4.1 HikEE

38 2ok 0 P U A DR B 00 B 5 R v 9 2 AU A S B 58 AU (32 B O HEA IR
b, WRBHMEENF EAREYRFYE R, SR RRE T A B SE RRME,
P9 A W BRC Sl 4058 B4 S B9 AE ] U B I BE AT PRAT .

42 BB
f# GB/T 450—2008 BuEE,

43 EREERHE

MEEMB LR EERN(40£2)mm # HE KR .

HSRAREH & 10 MARFER. HEREN 2311 CRAMAXASE BN (50+£2) X #9355 %
T REETWEL 24 h,

LB AP AR BT RSZ G RN - mATRR, MR P TR, B 0 IR Y
SR EM N —A% . X RE A TR A R WP R 325 S T R O .

44 BMRAANES
441 Bm

i SHFEEMA A MFEESEE 121 CHAMNKERPXE 15 min,
4
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142 BR
4.4.2.1 10 EMLYRBREANE, L.
——1 P ERFR B 250 mL ARSI

— 1A A RS RSB S, X FAE M om HENED, NRGFEAKESAXKELBPA
& BBAE T ] R iR R AR R R e P .
4422 2201 AIRTKXKERARRA 34 mm WEHE, R AIRNMZ%&E(PTFE) 8% RA PTFE &
B . 38 05 B B R BB R AT T m] SRR ma i 0 v b B R B A B B
4423 ZHERXER.
4.4.24 YKH.
4.4.25 M.
4.4.26 4.
4.4.2.7 W,
4,428 XRFWREIT.
4.4.29 SBYYIEMEREAE TR,
4.4.2.10 B,

45 IBEHRE
FTHRBED . BEHER 4 8 O H 855
# 4 FEWITEEERS

Xz | mR
NE N /¢ 1
R/ - B 2
BEAMHEANEOR/ ¢ 5
Alkoh/g - - 5 ]
/e 15

— — - - — — m— ——

B AN RENYRERABSBEBH . REMA Ll LFEEHENERK., ZERAEAREZTYR
TEBM. MTRAREYNAE R . EEEEFREPMA 10 mg A ERE (MnSO, « H,0),

fEIRFE (22+3) CTF M. B 5rEAg pH HHh 7.410.14,

BE . AT LA R LA R A 0 L S LY

46 HA%EH

HKREMEHARNEZR 0.04 mm~0.15 mm ABHRAZE,

AT, PR A SR 134 CTHAATRINKE.

RIG 1 100 g R AFEPIBA 100 mL L F HHF B (Bacillus atrophaeus) ¥ % JE (96 20 ) Bl , &
W R A NSRS 10°,7 50 CTFFH# 16 h,

4) 3HE %M www.mpbio.com,www.bd.com,www,vwr.com,www.oxoid.com ,www.sigma-aldrich.com %,

A B R T I (8 A8 4 8% O i 3 o 3F AS 8 X Fh A AT
5) DSM 675,DSMZ-German Collection of Microorganisms and Cell Cultures GmbH , Braunschweig, Germany. & H{

EERBEDT HEEES N MEE AR M.
6) ATCC 9372, American Type Culture Collection, 10801 University Boulevard, Manassas (VA),20110-2209 USA.

b A R B R O T O (8 A B 20 6 B L 3 » 3F R 3R 2™ i AT
9
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. TUMASHNRGRERER,
4.7 RBHEIT

4.7.1 RBME&E

& HPRRREPEAE 4.5 PR HEIRE 20 mL, SR EEEE. MENIEREREZLNN
50 C,

4.7.2 BANRER &

AR BT R DUR R O b &85 2 B 2 ), 4R )5 188 80 3 B 2 , iR AR &
MERBEFEREAXREIGERD E. MRAEAGSEEBAA—mERE, NRE AL R
Bt .

473 WH

4TI MAT2BENMEYREAREMHEA 121 CHENKESPXKE 20 min, XERT, 5
RIS SR EOm .

4.74 DBEk” 4%

KedriEyfmlBafeAZZRB2 )5, 8 EBRAFAA 0.25 g MRAOKER., ik
KR EE, HARLKE R REURE.

R EMAEYRRERAFRABRER, MBREGOEICT, WG, 4 Y 51 A 4
ARBEBE N (10E£3) CHKA. UL B e H (d 50 'C~10 C) M8 HEIEHFT 5 K.,

AT #RAE , B UUHE IR T 46 B 3 S 0 5 n M Bt (B] A 0wt 6] . AR EAR 2 F 40 min,

HEEEPHEETRARESD LR,

475 &3k
W9 R R 4 7F 37 CTF 859 24 h,
4.7.6 RIBEH

ARRBBI N EH/AeB"EHRR. HERERN EARRESNESENEEE. mRET 4.9 ®HEE
R 20 0 B 0 2 B0 ) E B O R B R U R AT A 6

FEIRJE o LA IR B B B 0 R R 4 4, o B 3R 2k 1T R B4 B YR REAT R

MR 10 MEARASREKNEE B AR 154, HAEM 1 M RRRE & 4 K 69 8% B8 # at
5 A4~ WA SR 3 A1 8k J2 LA A S T 1 R ik .

4.7.7 REWE

HER&EEERE.

a) WERHFMER;

b) HUREHL A HM;

o) HWHRBRNMEEEERAFTEA AL EER,
S SRR 4 o 4 45 98 &) st ) A0 b AR R

D PRLIEEADRAFRETES O, SUAFEERN T HEARLS N EAR I TR AT,
6
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48 BWREIT—&FEHZE
4.8.1 AW

IR REWENRE RARAMAXAEEAC AR XA ROWRES T — 18
Tk,

48.2 R &
WAEETEARERB &% 4.3 R, HilREDRERMERRE 7 RA#ETXHE.
483 REBEEEMAE

43 ) 16 & i A AR IR M T AR 4.5 B4 A0SR AL 20 mL, BANEFEE BB RSUR
MEHEQREEE R, FHEEHE, EANFENRTHEA 121 CHEBERKERTXE
15 min, M EFABELS I FHBE. A TEHESHBRES. XEEHEbEE 121 CFTXKHE

15 min,

484 TANEBHED

T G B M- - T 5 B 50 R SO S B0 3 CRe 080 ol o o] 8RS0 3R A TP AL » R s S A
b (1 (o PR R R T T ) O RE RD o ART /DD R SR SO R A P B T R B IR R O [
o TR 4.7.4 W 4.7.5 X RIS R A IR,

19 BE

% 4.7 0 4.8 WA 306 & 3 SRIRAE

Hf —MNRRESAMAG LS . A RPERA, HUG AR EP LY.

BoARERBEERERE. EMAAZRR, B2 .08 (% 0.7 mm) S (KA 10 WH 5F)
RSN ER., REHMA.7.4 M 4.7.5 #7550 ™R,

5 WEEMREG

AR 0 AR B WL R AL
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A1 R

W R A

(3 BHIE B 3O
MBEENRS

2013 4E, H Sterile Barrier Association (SBAYSH A #FT T EXRFHERXRK, iR T EH S E
(R E M) SEF7 V4T .
HESHFKBEEXREZSMTAKINEL, Hbh 1 FLXBREHAHERA R M7 #7058, X R E3E1E

7] 6 22 3 AT .

AWK RS SFBEEFAR M RAA R, EAE ARSI FREN M, BE
EHHRBEFEMEDOME. ATESEAGRAEYRRARAESRE I M. %50 FI~F3, HFT
WA R RRARESE 4 #5550 L1~14,

ik 121 CTRE 15 min, HEREREN LR TESINHTH X, E—-HNREE. A8

e 2 A DB A 0 B IR R R TR 53 B 20 MR AR A R T R

A2 &R

B TFREFERIT ISR/ AeR"HER, &1

e 8L, (U FREER.

SRR & RN AT R/ AaRTHE.

{1 SR 8 - b R B RE B 9 BB i 100 CFU, W32k 100 CFU B F 45 2 ¥4t .

fit | DIN 1SO 5725-1ff #kf75 +H1Ffh .
Mandel’s h-statistics test H T EBHELLE .

B 2 1 TR0 S 10 3 4 ML N 5 SRR S e 1 A

BB 35 1EL AN 3K TR 38 N I S TR ) 4 R B R R Sk

ARMLRBHMERELERILE AL,
£ Al FEREE
910 =X Py AL B 5 [d) B 2
i
- 28 | 2 4 — 5
i N T il PN e Bl el Bl B E
ICFU/# =¥ %
ZEM ICFUu/#E| % |CFU/#&| % ol e
F1(K B4, 1) W | 910 | 6 | 5 | 500 | 196 | 555 | 218 ] o | 5 | 100
F2OCR 4%, L) B# | 0.00 i 5 0 0 0 0 5 0 100
F3(3Eor4%) B | 301 f 6 48.2 | 57.1 | 86.5 | 103 1 5 83
L1CK B 4548, 82 %) F4# | 0.09 6 6 0.91 | 357 | 0.93 | 366 6 0 100
L2(HE S XK 0. 38,
OB F L 80 F# | 0.73 6 6 3,07 | 151 | 3.32 | 163 5 1 83
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® A (8D
LRER LKREME b H E
E
e | 57 | P —H
e PRI Bl Y g v ool Rl ELR AR
ICFU/#R| B %
€% (cru/m| % [cFum| % | o | PR 7
L3 CK B 4E , 2 i )6
wxasms, | T [0 | 6 | 6 |27 2 |28 | 23 | 6 | o | 100
LMHE;::;&!' F# [350 | 6 | 6 |s27 |sa7| 19 [122| 1 | 5 | 83
A3 RB&H

THMERESRP A APMEBREROMULLGRESINERE F R —BH(100%) ; HAlh 3 M lKH

g RIS R 5 RELREHPRE—BMBIN).

(AR R, R 100 —BHEARN 4 MARARBEXFKOCHRATN) . KB 100%
—~HHELSROXREMRBYLENERAETHR, 22 QEMH.
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8 % X MW

L1] (e ARILFEZ ) (2015 4ERfiD)
(2] DIN 58953-6:2010 Sterilization—Sterile supply—Part 6 : Microbial barrier testing of pack-

aging materials for medical devices which are to be sterilized

10
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