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Test methods for sterile medical device package—Part 5 Detecting
gross leaks in medical packaging by internal pressurization (bubble test)
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1 EE

YY/T 0681 MiAMAE R T EAAETEAMRORS. 7iERBEXN 250 pm M _EALBMK
RN 81% LR B) . MR AT ATFRSNASSHE,

RRW Tk R G KRR R BTN T R, X A B A M R
REE,

KRB ERE, RB P B E M A ATEASS, ERAE.

2 MEHSIAXH

TEISCHX FAXGHM AR LAT AR, R H 5 RS, 0 BN REER T4
. JLEAEH KGR, KB RA (B FEHBREERTAEXE.
GB/T 2918 BRHAF RS AT MR AR IR

3 REMEX

T FIARTE FE SGE R T AU
3.1
FEMR & breathing point pressure

FERAETTHES S RHEN .
4 REFERE

41 BEEKTRRLETERENEN . RENEEFEERBNESZHENR.

4.2 ARBFENRBEBRTEEZMMETE, NEQEMEAMABERERRERSITELS
ROXBAREAEENBFLKR A . EENERAY, SHUERREARBEFENREE. HKE
EZCERFRAEREE. EXASENEN, X&SBBEH FRINESH R P 5 ESET S RESKE
RERE XUEIBNETAREFEELERNER. ERFENEURENERPTERA -1
REBGXEHTREXRED A THIEXERENIHENEAGE D,

4.3 MBESHEMBMEEZSEABSGHTRNMARANKRTE. BATENEREEZR (NHF AR
ROETXHESH S G TREME.

5 BXFMEA

51 ZAMMEREFERETITREEE FSFEHXANFEERMARERNRBTE. G K

) FAEBSUMEARTUELZR. AAENABESENTREGTEAHHESZHNUERRRTHHARK
Ao ERTFERSQUEMARES TR HTERT USRS HEETH— M RE,
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AR T GEF S . MHERRFERET - MREQR DERBRN LTI RER.
5.2 ARBFBELZREFFETHNAY LNQRMHNAEABHNERIERER.

5.3 AREFETEATEFARKNLE, KXQEAESRAXMEMUKCEEBENEER
&

5.4 ARBFEAENFNHEERBEN - FR. A THAHGRERITR AT HERK-ITBR
MEHANFE, BT B AN HRELRLREXRERNY.

6 (&%
6.1 HEHIESRRGQNE 1 BiR) A K WK R ER , B4t 0~5 kPa KLE.

6.2 EEFAFUWIMEERLISEMBEENER ,  UERBASSENEIRIEE.
6.3 BAES EETHREHFMREY 2.5 cm,

EH=ER

1— i
—ZRRE;
—REHE;
4——BRPIAR
S——ENEK;
6— MR

T—HREREENBE;
——EHBESKEH.

B1 HExER

7 e

I RE i JON BB AR AR IE R I 2 LA USRI P RE

8 RERAY

FTRFRA B A HETREATHER,

S BF

1 NERBEFATHERAR ABEARES.
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9.1 RBFEA—EESHEENER

9.1.1 AZFASUIIHEERLIRKAEENRE)EAEEF M. UEKRESKEMENE

WEBABEMST., FAEREMTEEN R, ARXDERBAZSKEMESENS, HFEES

WA . RBE, R AR B EAE S 5 LR AL B B B R H R ARRAL.

9.1.2 MRABAFEMPEAZSEMESLNE. FEEBEEKTY 2.5 cm. AMEEAKNES.
E2: AT EEARRREYRENRUSHESERBRERTE.

9.1.3 MEM,AFTSEMRER, ZENERASKERTRETHEERZ A FRENR/PNEEE

B BEELEVRERMESFETSURFERE.

9.1.4 KEEMNCR BRI EELEE SRR RS KRR 5 Ko EKE R

B K/ SE

9.1.5 MKHEH A, 45 A W B F B X .

9.2 RBRAZEB—ESHERNER

9.2.1 HNWE,# A1 2.4 XPEEEEIEER
9.2.2 HFABGIIHEEELIRAMEENEB QX LT L. UEREKEMENY
WBRBADRES S, FLETRENTREN PR, AW A/PNERBASSERMED KNS, FESS
W BN . AR, FFLERAL b B R E A B R B R AR AL
9.2.3 FMAXPEHASKEMEDLNE, SOEBEREKTH 2.5 cn, FERED S5 s, HEERN
EmEs.

EHFAITRBUBSEEHTENCERREZRYEE.
9.2.4 PDEMN,FEVSEMBER, ZBEMOERKEATRETHENRS A FRENE/MRBRE
B WER, TR E BRI E A AT B LR EE. '
9.2.5 RBEMUEFBRUEH(EHLEE S BB RS XEYKER, BB EKEEL
INTRE .
9.2.6 M/KHEEAE,IFEFENEDNBEERE.

10 &

REUTHER:

a) H . BfE AR AR

b) AR A R ERRAS

o HEARNHER, BHARNLWTREHER;

d) T8 E R K REUE BGRB8 R BB 5

e HEAENHEE,.SMEERNRAKEKNE, QXERBRENEEMSHTBHLCE.
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M F A
(RLTE B 3RO
HBEHNWE

A1l R

AREFEA-NEABRBEH BERBEOEMBAABNRBRE ). EEEREHE—IE
ke, BEEBTAT . MERKERBLENZIALALHENES . XBEANEZLENR/PRR
E. MEALYLHEREARE BN REE. #AEZLERRHRBRAME. HEXZIKR, XNSRK
FHARRNESHE P LRSI SREEASHBEERE. XTHESEES4 RMEHUL RN
%,

EVATHERRTEED EAEBRIEEESAESIATKRES, KNSSESESHBHRES
(HREERAD. EFEMIFRT —HHRRFEEKBEX Tyvek HEHFRAENEH. £BAKS
ZEREESESIARBES, AR XEEBAKT 2.5 con WER, PR AEAN 1 kPa~1. 25 kPa
(10.2 emH,0~12.7 cmH,0). A— T REHEMEERAQENSIAEESEZIBAKSE 2.5 cm §
HEAS s, FFIRAEREL 2.3 kPa(23. 4 cmH,0). RFLEMRE MM ZLE FEEH#17%R
W, WEBIBRBEAESN R 1. 25 kPa (12.7 cmH,0)., AR EREBENERREREGIASEREE
MM EREE S . HE , BERIEASEE . TEK2ET Tyvek, BREHMTTREASHTRE.

A2 FESUHEREXEENRE

A2.1 EMEAEREHE-ICHBREGTENEERFERAED 250 pm), A—RICSEE L
BREG. ICREKBREEHER/PUERE .

A.2.2 RAFAHEAXET AL G/NKERRZID, AT BESPRASEME S BN
. FAMREBMNTEENTR. AKKPEREASSEMES KNSR FEEZMR IR @
Baf, FEFAIMA LT B MR BN ERRFHBARML. ZANMEEANE A. 2.1 HE
RIBRFGTE BT 4L '
A.2.3 MENBHREHNBEBAZSEMES LS EERBAKT 2.5 cm FAb, @3 BEGKEA
Kbk

A.2.4 FAFEKE LENBETRER. XNBEELBHFALEREALAKE, EREIESN. ZES
BEIBRNMRBE. BAEESERBRABREE. BEESK, XSFBEHFH.

A3 ESHERFHKEENRRE

A3l EXMEESLEHE-ICRREGTENEARBERAED 250 pm), I—RIESERH
BREE. IERAKBBEAIRDUERE .

A.3.2 RFAKERER LT A G/PMKERBEZID, AL EZES BREAPBASEMES KR
#. FANMREBATEERNTR. ANKPEERBASKEMNEDLENS FEEMRIED. &
o EF AL ABH R RE N RRE R BARAL. RANMCEEAXE A 3.1 HiE
HIBRFETE L TR

A.3.3 FMEZEMERERABAZSEMES GBS BERBAKT 2.5 cm B, REED 5 s, X

4
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B an AEA ST
A.3.4 DERE,FETSEMBER. X3 EAERZHESZRERHASHE.
IR BT R B B SRS AT FF 16 PP R, XE B SAORL G A — BV S E S A3 3 A3, 4, BAES
7 A.3.5. mMERAKYENRBNESHHNALE ATIRMABRRES . XTRFHTHMRRE Mt
K. HEINRELRER KA B E AT R T RAM BB YEAL LR R, B L
EFRSENBERLR, XFEMRE0QR BN E AR/ RERER.
A.3.5 REENEE. REMBEIRDRBE. BREZSREHRRAME. HEET K, X4
FHEHFHRINEUBFERATETSREIURERE. XTESENEEERBEEESLES
REER.

3) Alcare Foaming Alcohol Hand Cleaner (Alcare ¥ 3 B 3t F7) O B iF B BE A SR B B S B MR 0% /5 A,
5
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Mt X B
(T RHER R
BEENRA

B.1 2000 4F7E 5 KR EHN 2 M EELUAW M RBRBET TERIHAKRY . SGEEEAL
FREREHEAN T EEMERERNASRERNESIHB LN —IFA. FERBREMKR
P2 A 125 pm A 250 pm WEH B, F—-REEHRRE 100 mm X150 mm i 5 B HEFL R B
Tyvek #IRHMAHASR, B RXEEHUARRRE K RKREFTRAIRRE Tyvek R &R #)
75 mmX125 mm A, ARMNBEREREHRASRHENESR. BREZHT 15 ME&, HP

10 MG E BREG .S X RAERKE. ZRAEK B 1ME B 15w,

B.2 HEMBIFWERRTMBEBAITE, I SAS 8. 1 REHRIOATHE . Y BRI UEHE
SRR, X BRI RN . SEREW,F 250 pm SRS MIEREER 81%, BAER

MM E 11 % KIEREE.
#®B 1 XREMREABPVEIERE
BREGI R
PN ' TREEHE
;E‘ﬁi gﬁ €1 . Eﬁ y
125 pm | 250 pm | 125 pm | 250 pm 125 pm | 250 pm 0
x T ;
ke Bl HEiHE F i s F1 F
1 100 100 90 60 80 100 40 90 82. 50
2 100 70 90 50 60 90 10 100 71. 25
3 80 20 80 60 80 90 60 80 68. 75
4 100 70 90 0 0 100 60 100 65. 00
5 80 20 100 0 30 100 20 90 55. 00
I E* 92 56 90 34 50 96 38 92 —
%
1 T T
- I
0.8 : 81% | /
| // I
0.6 ; Y
% / 4 BB B A
B 04 4 I—FrA LR E A
M—FEEREGFEHRE
0.2 +
= . !
11% ' |
0 / 5 :
0 50 100 150 200 250 300 350 400

K /pm
B.l XEERSHEWHERNEME

4) % B ASTM 2096-04 F R,
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