ICS 11.080. 40

YY

42 AR £t 0 [E BE 2517 AL AR A

YY/T 0681.3—2010

EEEfraam e RNl T
F 3T TARE RN ANEBS

Test methods for sterile medical device package—

ol

Part 3:Internal pressurization failure resistance of unrestrained packages

2010-12-27 &% 2012-06-01 L8

EXRmARKEEER 2 %



YY/T 0681.3—2010

][I

]

YY/T 0681 ) BARRE NS B BT S ARV RHAR T %), B A T4
— R 1 W MEEMIRRIEE;

— 2 WA - RKERBEM R T HRE;

—% 3 W RARBEH A EBIRK;

— AR ROEARFEENEESLENE IR

—55 5 ¥4 WEERIHE AR (KR ;

—%6 6 T WEEM R LR B R AR EAFEIIESN;

— B T B AR IEMREEME L BBEREE;

— RS - RKEERNIE;

—5% 9 WA - AERBARIEEROETH KB

—H 10 o - BEKEEMHHEBEDFBESFRRE.
HAER K Sl ED .

A ZR4+ K YY/T 0681 (% 3 ¥4,

A E4r# B GB/T 1. 1—2009 L H N R,

YY/T 0681 ZZ4HE KA ASTM F 1140-07¢ E A% B4R N EBEIRRE FE).
FEoheEERRBRSFRIRELERZRELAD,

M FEREERAIUREETHR-HAERES L.

TS EEEEN BRE BB ET.

1 EAEAEREL ASTM F % E R AR 0 RR T HiRE.



YY/T 0681.3—2010

T w Efr st B0 A&
FI3IMy  RARBEAAEHESE

1 SEHE

YY/T 0681 F#MoME T EAERAZNERINER.
BB B X AR AT ES I E, EEQRER.

BRI B — M52 B 1 FF AR Fr AL RE B BT SR B R B
E: BRAGHETAGEAEN AR T ENEEEMREOELER.

2 MEHsSIAxH

THISCEEX TGN ARV DN, 2T H BN AXE, UERARREERFEX
. LERERBRNSIAXE, REFRA(BERENBRA)EHTARE.

GB/T 2918 R EAREZATARRBMIRERE

YY/T 0681.2 REEFHBEERBRIE F 2B - KERBEMNEHRE

3 REMEX

THIREMESGERT AN
3.1

Ry flexible
FHEFEEMNSHERE EETMEEL 180°AFENHE. ATHELRAEXWHIARE, HEHHH

Hbz H TR,
3.2

B[IE package failure

FHBEAMBEH .
3.3

#J%  restraint
BEPKSBEPRIEOEBINESR.

4 KRBT EER

4.1 RBFZE AGKERE)

A LN EEETABMERR, EREEER. RN EREERELFHIESH
m, EREEKE . ZARENRARBIRARLNBERES.

4.2 HBFEB (BERE

FE AR EXT A HEAT IR N A E M A1 IR IE A RE BB ], ER M ME R BB RERFEA
EJ. BABUBERESHK/AEH.



YY/T 0681.3—2010

4.3 HBHZEB, (BEEHHR

MHEAFHTREZRR, HEARFN . RRREXAUTRERAR, ARRENENRER —&, U
BRERESEKNEA G 15 OWBIR. RARNESREBIRFEREE.,

5 BXMEHA

51 XEHRRTEINITFNCREGSENZAEXEAMIPRBR R TRENEN IS, EXEM
ERSEBPHEURERES.

5.2 XBRRFELEFEEHELBPANELESFGEANNES NGB T QE#TREEYR.

5.3 MAEMFARERAFAEIH BENERRTFENFTASERER-B. RENSEHE.A
ART AEHIE M EHOAE ARRE SR EAEREE R & X FE M i 5D 71
RESMEMTRXLE D, ,

5.4 XHHKHFEE YY/T0681.2 il WL EEFHBERAMNNEF E@EERNFTE)R—E
BAEMXHE,

HaEARRRT, ARSI BPRAXEBLAME.
a) EBREFRI

HRaBARERT  AEIBFEFCR EXREAFHEHNREE UATHLZARBYEWES. X—HR
FEHGREETH, THTRLSEMARER. IFERAEFEES, X - HATEIVGREE.
b) EEFHR?2

B!l BOelurEasX



YY/T 0681.3—2010

X~

EEBARREAEST ARIBFARFHR BEETEHSE XH#.
o EHEARS3

B 1

6 ILE

6.1 ZRARFHTHARHATHBAIMNE

6. 1.1 WMOEARMBTXN—aMoKNaE#TREg.
6..2 HOGXRARN . EXFAXNeRFEHLEANTRME.

6.2 WOMBOBRMXENFAR

BT A O 405 B BRI AN e AT R A LR -

a) WEEENENKEE;

b)  FFEFEE;

o EAHRAWH ATHFIABCEPIRES.

E: mMREHENVEIEREATFTERANSE . AUTETERFIERNALREZESIHEDB.

7

BEE SR MNEE, UERENERFRRE. FAFINRBREMAERKWERETRR
HREEHE,. BRI EE, XEERBMEN. HEHRRE, THESXSHSEROME.

8 KR&ERT

#% GB/T 2918 WM EFEHTRERATAHT KL . WREAZBRHT EARERERNRSE T H#7T, L%
A58 B B 3R BE A AR B

9 EF

9.1 HEHZE AGKERAE)

9.1.1 MHOGERK
9.1. 1.1 BRWEAFHRESHTER, CROEMKEELR,



YY/T 0681.3—2010

9.1.1.2 BEEBRARRMNSE REREHSE. M THROKXCERB AT RS E, Fakak
BB RZLR.

. —REEE 1 FREAT RN AANEAERRERTREFAR. BEBRLRERTERRFTRE

ML

9.1.1.3 ERABREINMEERBFHEHT. MENEESERRRER, NAETEHIKRNEN
MM EREE ., FFEMmE,.EERERK.
9.1.1.4 BHRBEEK, CREFNMLBEMAR GHEISREE) , RAERKRNKES.
9.1.2 HOERXRAR
9.1.2.1 AEWUEAFRELTRTRE, CREEREIRE.
9.1.2.2 HEEFHWEERARRNSE FHEAENSARBELE 2. BFAQEMHL 8K
HNEAHNBAR . BARNALETRESEMABMNER. CRBANKAEE, FFXFAEREHRS
ARARR .

. HEAMLH, EENEAEHRRGENS—F. WREEMNES U, AWES RSEM B BT EA
BTN,

B2 fAfRERREHNEOEKRERE

9.1.2.3 BIFHASMEMREIFHHET. MWENEESEWKRER, NABESEHERNESN
AR EEBE . RRERMMEE, BB R AR,

9.1.2.4 HAKRRER CRBEARKALBEMER GO REED MR ERRHYESD .

9.1.3 HRFIAWABIREBA TR HIKE, TR E R R R, SR AR LR R (S M
BYRA KK AT RAEH.

9.2 K¥KH%EB
9.2.1 HEHE

HETE B (RERE HEERAREN T ABMEZNENREES REZENZHEH
B, RRARERNKFEEENTURAKBEN TSRS, B HEENBRKBEN 80%. H
B R AL B R R ) 7T BB TR R B S LA, B IR I A — N A8 L A4 B ) 5 B I AT, T R
TEER KRR,

REFE B REERF) R TRERAFRENEZCEBIRLISL, 5B B, 56, HEEHR
WHSRAENTTURAKEENESRERR. BRRREENBUKBEKN 907, BEER, ZHENR
BEAEBRRTHHREHHE, BERRE— MMM EREN TR, TERERBTREE. &%
TR B G THE R B BT R E AT A

9.2.2 HOEFRKRE

9.2.2.1 WHAEHKRBRFETHENCEHATRR, CREXRRUEELE.
9.2.2.2 HBEERAKRMES, REMEHNESE. X FROXNCERRIGUAYHEE FaSEk

4



YY/T 0681.3—2010

BRAZAR. ARNEMNTABEE,L9.1. 1.2 K.

9.2.2.3 BERFHRASMEMRXBRIFHH#T. MENEERXEMRAELER, NABLE AR RSN
W N BE . FRER N R AL E KR AR IR A7 R R B L B I (] (SR BY OB 7E 15 s~30 s Z D).

9.2.2.4 FEMEMREIES.2.2.3), WELR U E R H 1 H RS A BB BT
9.2.2.5 HZF7T M H R B R AR, WK 5E R Eﬁﬁ’%@%nﬂ%&ﬁlﬂiﬂiﬂﬁﬁﬁﬁ%

B A B R ) TR R AR B )
. TREAEXMNERABRMNZSMEABTRKBHES . MR B,

9.2.3 #HOBRKE

9.2.3.1 BEWUSHRBPE . ATUREERRAL, CRCEXBRHESLRE.

9.2.3.2 ¥RLEFHWERETRRBMNE . FHBANEGAXBE@E). BAARFEEGSEK
MR, AERBARTESSFEAANERER. CRBASNME, FMFAAERRAR—EA
CREGRE. W9.1.2.2 M,

9.2.3.3 BEAFRAEHNFERRIFHHET. buﬂieﬁizﬁé*%ﬂﬂmﬁ%%ﬂ?ﬁiﬁﬁﬁﬁ)‘ﬁ‘é%&%%uﬁu
HE. REMEZERENETS.

9.2.3.3.1 XEEIRKF B FRREESBIHE M B (REMERE 15 s~30 s ZHD.,
9.2.3.3.2 M@|EREHFE®B) . RFEEHNEDIBINR.

9.2.3.4 EMEMRESESO.2.2.3), RECEUHEEHNERIHMRABTERANEE.
9.2.3.5 U THRENNERRAEFERE, MNEXBER. B IR, ICREMBIRAERE
BRI RE MERRERMES.

10 #HE

REBEMSHEUTREL.

a) FIFBERRITE K. ST RS R NS SRR RS R ANISRE. g%
KA E ;

b) RN AT (SRAS TR AR NS RRBRLRK;

o)  HH.EE A GRBE,

O HREENERNESRRYEFEERTRNEE;

o RBFEFARSHATHSE,

D ANKRRER
— BRI B I E BN R A B B KA

SR AR 405 T HE 9 P B R R B IR

B 25 B AR - 5 T G A VA0 S RO s R A B D

D RERERBREL, LETRAMGESE.




YY/T 0681.3—2010

B & A
(FRHEBRRD
RETENSEENERY

A1 ASTMHBEASRUBORSHAHORSREL T I LRE, BMORSHLAGRE=ZAEH.
FARFEHNARSR, ARKNHASREEN U EH I DRSNS,

ALY REE AJKBAR, 298 10 MEREFR S M LREIFHN, GHASREWET 44 B
FA 1,

KAl FEANBEELR

BB IT®E A, KB/ kPa

FRER LR EME
BEXY | BHHE EXHREE TREK HAHREE TREK
Sr % SR %
ﬁD&% 12.23 0.91 7.47 1.59 13.01
HOL%E 12. 65 0.82 6.48 1.70 13.40

A 1.2 HRFE B, 9. 96 kPa RF 30 s, 10 MLREPH S M EREFEXEMAGRWUET 44,

m% A. 20
FA2 AEBHBERELR
REF % B, ME/RERK
. AHE
AR BPEH BORE SR B AR %
MOAe4E 32 30 93
HOAEH 32 26 81

2) HiFE AR ASTM H 2%t ASTM F 1140-07 HREM KRR RIEMNE R .

6




YY/T 0681.3—2010

M = B
(FRHER RO
AERESHEERNEE

B.1l EAFRRUARNZS, ENEREMHLENESAETHEHLZAIME . Fln, Ha%
FEH R, ZKELBESEOMT LTEARN , RABREZRNZ K. BAESKKME, KEHF>™
WA AR LA B R, SN BE R BI U B R 82 R T K F

B.2 T EEWELBREBESMEFRAESRBIRXFEE. FREEMNEZFWH, —fMER
SREH, B —FERFAEBIEN N ERIEBE AR IERN . T RAMRMITE, WU ERHREER
X B LS Y~ E SRR K. UEARERRFRN, A RO EH R ERER.
£ P B b 5 00 R PR AE B S MR BB LB, B TR R AR B SRR A B B i XM B B B T R 4
X

B.3 TiRARFMFE, NREHFEERNESEERTENERERIRD. ZHTERTRANEY
7= i, B BEAT BN :




A

ITENHY: 2012462 H22H F009A

FHE ARXABEBESR
Tk R ¥
THEFSHaER B &
EIV - THREBERAERF
YY/T 0681.3—2010
PEAELRMEREST
AERHHHXMEEREER 2 5(100013)
SERTHEHRR =B M4t% 16 5 (100045)
Pk www. spc. net, cn
BHE (010064275323 E£FTH L :(010)51780235
BERE . (010)68523946

FEREL R FEE SRR
HFHFEBELH

*

FFA 880X 1230 1/16 EPFK 0.75 ¥ 15 F%F
20124 1 ASE—R 20124 1 A —WEDRI

HE: 155066 - 2-22857 M 16.00 7T

MEMNEEZE BHALERTHOER
BIEE RELR
é}éfﬁﬁaiﬁ;(ow)esmmw





