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Packaging materials for terminal sterilized medical devices—
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KRR T

—H AT KR ERMRRITE;

— 5 WA - BEHHSEHBARNTEHAS{MEN BERMRBIE;

— WA ATHRRXESIBRBH KENTHERERRZEATHK ERMEARFTE;
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ISO 11607° 4% MATAI N “BA KW BT HMN AR, GBS HIRERNE 1 BIRE T

AR RAFRLKEETBERIHMNTIREXERRAE LAFRAENMAERENEHE

RARBF L, FRENE 2 BAMET RE EHAMERIBNRIAZR.
BAEHRRARG LA L 1SO 11607-1 HEK,

YY/T 0698 #5347l fi FHE LA A 1SO 11607-1 HE M —HRBMEK .

1

EN 868-1:1997 B 3 ISO 11607-1:2006 fi{t#., RE Y ISO 11607 Xt Ki i 47 ¥ £ GB/T 19633—2005
(ISO 11607:2003,IDT) ., #HH#& GB/T 19633 B ITHR.
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B3 HKEE(YY/T 0698. 4 FrE) .
HEEMER (YY/T 0698. 5 R E)
AR ERPRBAE

1 EH

YY/T 0698 iz #8446 T 448 (YY/T 0698. 4 FFAlse) A A48 R b (YY/T 0698. 5 Fribse)
e P M ER AR o

ABHRA ISO 116071 WAMERMMER, X, 4. 2 PR EAERTHUELK 4
ISO 11607-1 ) — TR ETER AR R HEHER.

A HE 4 B HLE I HEIE T R K R BT BRI

EERANREFEhBEERE.

2 MEHSIAXH

TR XA FEGET YY/T 0698 AF i 5] FT R A<M &KX, L2 S5 X,
HEEFRANERE(REEE RN RBEITIRBYARNE R T4, R, SRR 43840 3% B L
HME T RS AEHXEFRNERIRA. LA H BN A, REHRAEATEES.

GB/T 451.2 4RH4CHRE BB E (GB/T 451. 2—2002,eqv ISO 536:1995)

GB/T 454 45T 8% BE A9 € (GB/T 454—2002,idt ISO 2758:2001)

GB/T 455 #EAIZEHR 2B B3 5 (GB/ T 455—2002, eqv ISO 1974:1990)

GB/T 458 #EF4EiR BE AW Z (GB/T 458—2008,1S0 5636-3:1992, MOD)

GB/T 465.1 A4 B KJG 08B 898 2 $5 (GB/T 465. 1-—2008,1SO 3689:1983,IDT)

GB/T 465.2 44tk 8/KJ5H0 KRB KT %E 3% (GB/T 465. 2—2008,1S0 3781:1983,IDT)

GB/T 1540 #AAHBKERWE vk (GB/T 1540—2002,neq ISO 535:1991)

GB/T 1545 4% . 4% 01 48 3% /K 3¢ 48 ¥ M8 B 0 88 B A9 B =2 (GB/T 1545—2008,1SO 6588:1981,
MOD)

GB/T 2678.6 .M MK KEHEHRE MWW E (B FH &%) (GB/T 2678.6—1996,
eqv ISO 9198:1989)

GB/T 7408 ¥PErxMzEE FEXHKR HPANEFRRE(GB/T 7408—2005,ISO 8601;
2000,IDT)

GB/T 7974—2002 4. BHRAEKERTE(HE)NIME BH/FEEHP (neq ISO 2470:1999)

GB/T 12914 #KM4AR HiTkIREE I E (GB/T 12914—2008,1SO 1924-2:1994 ,MOD)

ISO 6588-2:2005 4K .MKARFAKK KW pH HWE 52 W5y A

ISO 9197 K. EAMAER KEHELYHHE

ISO 11607-1 EBAXKEETHENAE F1HL M. XHBRAEMCEREHER
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4.1 Bl
I1SO 11607-1 fEREH .
W FAI% AERARR 5 F IS 1S0 11607-1 f— MR L MER HALLHER.
4.2 fEgEERMKE S E
4.2.1 HRIARLE . SHE 1SO 6588-2 il & Y #K AR M 54T B R SRR S HAF &1 .
4.2.2 # GB/T 451.2 iRLAf,1 m? éﬁiaﬁ%ﬁiﬂﬁﬁr‘ﬁﬁi&?ﬁ%%ﬁmis/?ﬁﬁw

@aﬁﬁ(uﬁmﬁ’aﬁ)mxﬁ‘
4.2.5 ¥ GB/T 2678. 6 i :
BBk £h (LB R A ) & SRt 0. 25 %6 (2 500 mg/kg).,
4.2.6 % GB/T 1974 /203 Mt ,
RbFR ST, 45 0. 01 m® AT 1
4,2.7 3 GB/T 45§ f5 | 45|
.2.8 ﬂGB/'M

.2.10
L2011 FE SR B
2,12 ¥EMEsE B ; 4 F 50 lpm,
.2.13 [ 4 '
.2.14
0.45 kN/m,
4.2.15 # GB/T
20 g/m?,
4.3 fR&
4.3.1 E=Haik
i S 2% b LT N
a) i HRESS
by B
¢) il R (a4 B B D%
d) 4 GB/T 7408 AR
e) #HEY;
D BRI KEE, -
g) IRFRAIE A M TR, AROK KRR 5
h)  HEFEIICAE L&A .
4.3.2 HaEE
PR3 B b P IR AR 4 L O A LR AR AT 4.3.1 1 &) \b) o) e Fl DERL.

5 FEERHNER
B A il R A E B A E R AT REE A

R T R it

D HATFE#FREFRHES.
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M & A
(MSETEMR)
Bk M E 77 E

A1 {uE8

A 1.1 E56H(UV-A,315 nm~390 nm) FI284h 48 18 3
A 1.2 4%,%9 200 mm X 150 mm<]

A 1.3 THRER.
A.1.4

f%”?l‘l]"FE‘JKﬁJ:,

3%Pwkﬁiui“ . 2| RS 3
GE SR DS AL Ny : -
HE Bk PES

A4 WREHRE
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RN WE B. 1 . TEHRE:

BBk (D — A BEMB & S EOERA R, A2 ETHE L TRHAE LD M
B s, FINBN 50 mm M4 BAR B E R R EH

EAME%E;
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B.3.2 A B.1FiaW{ERUT#TR8 .

BESE. TFFXRS, FESETHEMC”BRRRL, BYRVCARENRAFTENRE,
R B GEFF R “5"RIFITH . LKA B — A Ne, XS ATTNE A M EEE“2” LiE
BUREBMES.

B.3.3 AL BNBAELUTRE.
a)  PATFFIH A e R g Je 55 .
D fEHAE;
2) MHTHRESOmn EREFRANBEEXARZRERANSE;
3 KRR
4 REHFEEPHERTESD,

. R AEFARHEERREBROBRESN. AEENSEBRTBIAEENEMRRE.

b) S JERHE N B AR £ 2 kPa/min~2. 5 kPa/min(200 mmH,O/min~250 mmH,;0/min)? .

o SRR HEENES N R E N T EER K Y.

d EAMBRBNAEENMELE.
E: HEHHFTE BERN 6 kPa f9ES (600 mm KD MENMBRENBE. TOXTLEHB, MBKEH .
BRAFREMFRANUBRIVUIRED 10 kPa WENMERKE.

B.4 WENHE

RLR B/ AL EROR B T XA BITRERE Y. ARBEEGITE RS MAE. AtH EAH
HIAL B VIR df, MR AT REs A UK. IR T ETAE RFFRER.

E: X TEZHNR ST 75 mmX 75 mm WABEY T E.

BRIE S A BLAE » N BEIA AT BE B BT 10 MRS

B.5 $R

B.5.1 7E GB/T 10739 Sl E iR & B T #HITARK.
B.5.2 HfEMMAEWHFENSARBMRER . BHF 0.5 mN/m,
B ERBKSET, ZBBBNREK S —RFE 22 mN/m~24 mN/m, BEBERHN: —0.005 mN/(m - K),
Wilhelmy % REH ¥ AEATEANEAEERURERER S WM E .
B.5.3 ¥REFAVENAHAERBETEA 15 mm(F)EN,E 4 3 min FHSE FHRH R, kT
Rk H, FLEARRR BN EE L F R EN AR R, ERTERRE R E T HHEE S
FRE . REFEEESRE. ERXHBRARBENRE.
E: mRARSEEARRAEAR N RO AGE TEN S ENNTRAEHE, XRNANLSERTREN
AT,
B.5.4 BEESEMEM.EZEEARANMCEBEERASKE. AEAM MR, FERRERIFICRLEER
HHAE - EEWES  FHRBIEX,
B.5.5 XMHMRAKHTAR . EEHIFELER.

B.6 #H®

B.6.1 #RHBEERTF
MENREE TR HESHA LR r, OB,
r=2T+10°/p+ P+ g ceeresecesaransisercnsarcscnnasa( B 1)

BRI A

2) 1 mm 7kEE=9.806 55 Pa,
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A
T—RRBETHREKN, OIS K (mN/m);
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—RRIBE T KN E, BA N ZETE L 2K (mg/mm’) ;
P——S i B, A0 BEKKHE (mmH. O).
HEPYAERIIFAANERRRER.
1 KEREXRSEE T RHEMSSER 1 mg/mm® X RRFFIANRE SRR RN EFEMLRD.
W2, AR RECHAREMHIRMN ¢ WA 0. 5%,  FHBENEEM 9 810 mm/s* , TFAKREZ SHBERH
R AR,
B.6.2 FHAFBHELAXMNES
Xt F RS H R EES R BNE TS H:
P— 2TcosQ

- veeneecneseens ( B.3)
A
T— AR RE RS B AR (N/m);
Q— Wk 5 BBl T M e A, BRI A (D 5
r——EBEREE, BN K G,
XEPRAERHTARY .
Pt A IR ME LI B, R O R — R AR A 52 2 XA B cosQ=1, XHF A BN
p-2T veveeemnnenecsenenenneeseenneenns ( B 4)

r
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W HE 7 3 % DA BE KK S B T B, DR B K B 28 R A K OK AR IE S I R D B B
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P=P,+p-g cecssssrsensstoscsennansenseanee ( B 5)

el
P,— KR B, B0 Z KK AE (mmH, 0) 5

p—7K B BE , BN O BT 4 3 77 K (mg/mm’) 5

g BTN, AL A BRE KB (mm/s*) .

B.7 REHE

RE RS DA LT #5

a) HRENFRABRMTHAR, UHKRER;
b)  BEE R

o HHEBWEEMTWE .

3) 4 ADAMSON,A. W.(RHE#HE{L¥),New York,]. Wiley,1976,
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