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457 Y48 B T4 € 0 B B SR Ak 2 AR A AT LARS KT 28 I B — A3 & AR il R R CRn e [RD L 8RR LAl
AR E B E R LB RN R . — MM is R B 2 mUR ZE M B i a0 4 & B R
BT B o T 2 T B BT M 0 e ) i 208 T4 8 AR P O K T AR R . fe 22 16 75 0 HE D iR I B 2R i 2 1A 1 B
TR RGP AE A WY B R

HEHERYESW R EFHALCHCRSHEETEDNE RN EAEREH. ARERLERERY,
i S %ot 41 7% 0 B A 0 R B AT A U R e KB R AR AR B A T BB . XA W S 2R
MR R —ME B 1780, B te mt RA i — 4% E K E S8, A R — 28 51 89 A /] 18 = AT
i+ 7] B K TR 2 o B R R [ Y SRR

8.2 iERHETRE

fe2F R W) B I A5 R R R AT R A R R — 8. MRREXE CREREEHER
(4 GB/T 19000 R FUARHED A — A2 AR 43 . B 01 E HE B8 W1 22 B ¥ J 89 K3 31 1 ity i 30 ¥ 2
BE. MRYNERE S —NLNZEHIN TR GRITA, RIS R IE R0 AT BB KGR
R ARRS TR, R EZM/ 2 X AR ZER WIS RERFEARS IR, A
YR F LR TR

9 AmsEI

WEF RN EREG BEALER. AR YHEN A 72T 5L L R XL IR
AYRER E MR B EEFAEY RELEKIRATE TEAR LM LT
Y E R AR AL R FI A G . R R E S AR .

BV B 30 44 S R T B 3 S

10 FRELE

Ak 238 7y ) ] 3 T B L T A T AT D (8 S 1 R 18 TE 0 A 6 i s 0 R o A B R U T BRI R Y
ErRWEER,

M2 18 7 Yy 09 5 B 7T 32 (00 F A B9 32 B B AE B AR AR VEE O 3R VK TR B9 AL B R K S 4R R AR
EWELFEREE. Fit, TEETAFERYH SRR AN EMERNAE ., R ERHRITX
Lo HLRE S Y M6 7 Y B SE A AN E L T R EOR R B A U R SR R E

g ARZNAEE R YA EEEA.
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11 #RiR
1.1 #id

2 R Y MPRR B4 GB 18282.1 - 2015 HRWTAF R, 11.2~114 BRAHR

IIFF
3
s

1.2 #ERHRIR

18 7~ ) 7 1 2 oA 10 L3 B K A ﬁ?@ﬁ'ﬂ MF= W EMAERRNYEEFICFEE. X
8 Y R BUR 20K L DL K6 =7 PR K S A SR AT 10 1 4615 B, IR 4 REAR IC
BERFHEF RN L.

1.3 FEHRIR

9 K 18 0 T8 4 313 8 7 48 R 4y L= 3 91 s ST » 4 i < [STEAM]

(9 DA AR % 4 0 16 9 B
R T RS o T

k) méﬁﬂﬁj‘z‘xé’ T B e T e PR e B 1 B85 1] BE & A AR A B AR
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Mt ox A
(33 R B 3R
BD HEHE R

1963 4F , Bowie AIBM A F NI A RXESHA T M RN RPASTREHRH AT REZBWEE
EFMFTE. TEZXEREREEERRAZRFEN, ARSI ELERZXARES . SFWK

E? Iﬁ%lﬁ\l %aﬁﬁiﬁﬁfAifﬁﬁE’—ﬁl Mﬁ'ﬁ

. =458
SoeT

S

oy

=

PR

ZIMMBERN R ECENTSE. #RELFAEK
FeREE AT %;@] WER=

1 FF Rk TBOW:E By 3CE T, K # 5
i S iﬂﬂﬁtf—ﬁﬁﬁkf&ﬂ:—/ﬂ}iﬁfﬁ

S RGA R R TR E—

PR GB 18282.40% "1SO 11140-5011
St | EN 28509 g% _ PRSI/ AAMI ST46721
WREER | 710.Dke (440.5) kg
WA | 0.42 kg/dm® 0.20 kg/dm?®
Wita R | 220 mmX 300 mmX 250 mm | 220 mm X 300 mm X 250 mm 250 mmX 300 mm X (250 mm~

280 mm)
EBEAREREEENE, | ERAREREERNE, WAL | 2% KERERSNE, U
MW | R R SR T | RS HE TS AR R AT R | B R S HE O AR
BEAEREL 0.5 C H1T MZREHL 0.5 C
76 7 B IR I 4 45 0 B 6 T 48, 103 4
B L HER O BB EE IR 2 C~7 C, e )
ERAKERERINE, | XEREEEH BT NSy | o b T EE B8
SMEN | WA R R O | B4 30 o, WA 098 I 5 Wﬁ@p;%ﬁ;k%;m H;“ig
WEM2 CT~3 C PHRBEIE2 C~t COERARE | o L 0
LB R Y B A R R P U -
HHROMWRBREAMEFLC
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136

135

134
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132

131

130

129

128

127
126
125
124
123
122

121

RN NN AL LLL NN AR RN N LERRRRARN R NN AL A N RLARR

120

=
o

10. 5 11 11.5 12 12.5 13 13.5 14 14.5 15

PHEA

X —— Ll min g 847 B0 [H]
Y ——LICHBARIRE;
a — KEIREERNE.

B A1 WA EBEGFRETF

B A1RBTHE AL RSN MEAGHOF. G,

a) HHEROZSHJREGLE 1D GEREEE SRR B

b)  MURA (GB 18282, 3" ML Y 7 kg A1) JUIAT 0 5 i 6 B PR A O T BB (AT ) B B (AL
MR 2) , 78 7R 2 N o I3 2 T

o) HWRX A (GB 18282, 4V #5E 7 kg A JLAT 0 FAL IR B MR AE M VE B (AT AT AT s
AT DB BT R (L 28 3) , B 36 R 0 I S /s 0 3 2

&) BRSO 11140-5" HE 4 kg ) JLAT H0 3EALIE B FE R A B (AT ) 40 Bt zw I il
28 4) 5 7% SR B T 4 2 4 R 0 B B TR AR T
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Mt % B
(E R R
AREER"M“SH"NBE

R AEY K IEHR R, GB 18282.1— 2015 1“2 M " EX A BT BN E EH. 0T R
ENCHRE BN —A %4, XHAELAE ISO/TS 111397 dafi TR VB 3. & 118 AT 1 8 m - “xt
’r—,

B, 76 F $K @ A IR A A R
ST RER 160 CH1 120 ming

SR, XA R T R SR E
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Mt & C
(R R
EAETYRNERNEFRERESISO 1B MENEYERYEENMEYRFEANEERR
(i B GB 18282.1)

C.1 #&
C.1.1 ®iE

HRETRELSELHETEN . BSERYR RN TR SEYRRY B R TREM, T
AARER H B9 ZE K E S A Y R AE S [SO 11138-3"" M@ MR KW AW~ Y I ER B YIH
*x. CL2RME T 4.6 AN AERESRERY WHEME T SFEEMERERBAEFRN,

C.1.2 TEEE

I1SO 11138-3" #l 5 F F RN K B Y L1 R W Do HA BN T 1.5 min, @EARADTF 1X10°,
z H>6.

VF & i S0 BB 15 #F B 27 10 { Geobacillus stearothermophilus) B = {HiM % T MR 10(GB/T 19972),
508 B KRR A B DA AR O B I TR H A 2 =10(Plugh™) L Bill . F,

A Y 4R R ) P RE AL T 77 38 2 KB O (survivor kill window, SKW) 3 5 3, % H 121 CHIE
WRALE R R /ME . BEHE A 4.5 min 735 .13.5 min K,

38 A AR I R K 3 (survivor kill window,SKW) «

G Al = (lgP — 2) X Dy ses e asill 1G] )
F KA = (1gP +4) X Dy FRCTI— )L
vy 2
lg ——0L1 10 AR 3TEL
P PRFRE B

Dy ——121 CH# D {4, 347 H 4 (min) .

C2 EGETYNBREECYEEYETHBOREZ AR

MRS HAEYHEZED R I X107 KK EAKE FLHEE— Dy =1.5 min, WEHA 1X10° g4

W RYEFET 121 CHAMZFERFE 16.5 min, BN
(lg16® —1gl07®) X 1.5 =16.5(min) seeernnesnneneen (CL3)

Hik, ARSI RY N R EE, BIFE 121 Cik & S A ETE , B AL T 16.5 min, FE.EH
/MR EE R 16.5 min, ESE RPN LS MEREVR RN REKEZMELE T BB
R REKFHREKEWRAER.

2 WA ER Y 121 CH MR EE KT 16.5 min BETHR, 24 B KB4 GO a1 w] LUK
B & B R E K (BN R R 22 RB0 . Ty, 44 m P 170 et R F4s € ER 0L E
il U S

VLB iR i 2 A1 m Wy il ad BT 3 A 1

FTRMEM e L TR FERY R, RN AR EEREYRKENT T
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XM ERDEE R AER, B, HEFEHEMEYERYN A TEYRENBERER . TR
AR AT RS FR A E B R . BURUHL L AN S0 AN E 2 A I A AT A BRI XK
HEAEFREREHEAR . IHHEENREEEERRENT 107 g KFE(GB/T 1997277),
FEARE OIAMHERW T AT RERE, B R (gP+4) XD W2 ZEFERE LRK
A, Bl EE R K E—NEERMAEY G HE A 4 A 8RE, SR 1 X107, dal DU, A 915w
ERF 1072 BB /KT 2 BoR A KRB 10T REKTHNRASERAK.
5 RKEE SN 10° 1 D=1.5 min 8AYFERY, 7€ 121 CHREA 7 X EUE TR R 1072 M5 KK
SRR ARUE, DLk e AR R MR R . S MR B B 2 B R ALK
(lgP +2) X D =10.5(min) sererneaneenns < (Cd)
A, YESERYEBRT 121 CHTMMAERT 10.5 min B, R EIXB LS, KT, HERTH
121 CHIBREME T BERT 16.5 min, AEXFFILT , 38 -6 48 25 M 7= A 4 JCSL N 2 7R 3 1o B 7 #) 2 R 2%
14 13 5 i 3 B B9 AR E A B R IF L AR/NTF 10.5 min, {1 10.5 min fEAK M A HELL FH 16.5 min {F
i Lk
10.5
16.5

St FAREE AT 16.5 min MIERY, WX AWM R BN M ERREMERW 63.6%, R . EBRYE
BT 121 CHT ML TIREMK 63.6 YT ) B, B 5§ 7K 28 W 5 R 28 A8 5 AT o

S5-9miitl B HE RPN EESHEERED 11 X BERMN AL, WREMEMN63.645
BB 7 A E AR AR, B4 1SO 111383 iAW R D 5% &K R ¥R
EEAFWTFRER:

(lgP_l_S)XD:SV e TR TN G O . 1
(5 +6) X 1.5=16.5 B T TET TR ST G O A |
RIS H b 11 A EE IR B 1X 10 KK,
il AR
SV SV
D‘i‘ag—miﬁ n-.u.u............-..( C.8 )
TEAEYIFE R Y O PSS, 2 5 8 R (TG A (6], ST J2
(lgP +2) X D =S8T ........................( C.§ )
¥ D &k
(lgP+2)x%:ST -.-.--.-................( C.10)
i
lgP +2:7 --......................( C_]_l )
i It AT 45
7 X g =S8T cerssrasnssssnseenens ( C 12 )
11
M AT 5
SV X 1 :SV 5.4 0_636 :ST -..-......-.............( C.13 )

B i, 3438 R W 19 A7 16 B I EH%A#IT%E@%H&&FWT EIR B S BIRT R, BRAREEW
63.6%.

HIRTRAREMSAMEET IR EmE AR ENL. EXPH— SR 54
AL, EREAEERYSEDERDHEESTHEERAN . REBERE B TEEMBE L
. EYERYH = ENT 6 1 14 26, R RZEOLEE 6 C~14 "C2Z a8, B4 2624 5 #
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Pl - 7 A AS (Rl BE B I P R B . R AR E (B A 121 CRY 16.5 min, B 4 30 IR BE 28 B0 I B9 R

LB LRTE(16.5 min, 121 C) HHAE,

TRYE T I T8 /R Y 7R A (R 5L B &b B 8 1 38038 O T 9 T R PO B3R TR SRR R B 5118 6 C
M4 CHELZME, B A%, Hoh, Y K H R R R4ArE E R 63.6 BT . X ALK R Y MR K
BRI, 2R, IR — L R ) BAT E (9 72 134 'CRY 1.80 min, IB47E 134 CRE R EH A
A 1.14 min(1.80 minX0.636=1.14 min 8 1 min 48 sX0.636=1 min 9 s)Bf ., IR K EH L.

A C.1 B R IR X AN IR BE S B (E T [ e R TS AR R A ELER A T B 22 ],

y

N
134 P

\\\
132 AN
[
™ b
130
™~ Y
™~ N
"'-.\\ \\

N
125

oA

I
LN
121 s =
N
0.1 0.2 0.3 0.40.5 1 4 5 10 20 30 50 100
(6 s) a X
1. 65 min 16. 5 min
121 C 121 C

v,

X — L min 988 7 g R (A
Y —— LUCHBAIRIRE;
— % BUE

b —iREREN 14 T,
RER¥CH6 C.

a

e

B Cl1 ZARHEAESETYNEERY

C.3 5 GB 18282.1—2000""* 3t H 35 " M LM E R EITEL B

GB 18282.1 —2000" #lE B AR Y BB TREREMER 1 C RAEER SYHEFTHE
AEMERN, WAREEN 121 C.16.5 min HEBSIERY . UBESHEFSYWRET 120 € .14.025 min B,
HEWMERRWEE, SHAHEHEYHERYEL 0 D2 1.5 ER 10 CRLEYERY . IBA D E

120 CHf .

Dgo =Dy X 107071 Twn/10]

HH
Dip——120 CHI D {8,
18
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Di,y,—121 CH D {8;

T, — TARRE(E]AE 120 T);

T —SZREGELRE 121 T).

Dyp=1.5X107H007 120100 =1 88 min,

BRI EER 1X10°, B4R REET 120 CF 14.025 min, /40 5 X3

14,025 -
- =7.427 sesssannnrnssessenannene( 0,15 )
R X BB 7.4,
L MM 26 W4 s ) A A T X OK S 2R
5— 7_427 = _2.427 ........................( C_16 )
TR B EEER .
13 10789 = 3,7 % 1673 seerensneennne ( C17 )

X5 GB 18282.1—2015" AR AL B 33T, BT M B & 15 m W A 2 TR i 18] 7= A i /b 7 AN Bl L B
BERZ 12X 1077/, B 7 KB SR WL
B b 5 T3 A F S U, AR AT vE B 1 A BE0R 5 DLRT A B R AE M R .
LAEMRRRYY = HA 6 CrY,BLAHAE 120 CH D NN
Dz =1.5 X 1071207120761 — 9 2 (min) ( C.18)
BEAYFRRYWHEEN 1X10°, B4 Y RYRET 120 CT 14.025 min BF, HHE B o #
XTHUE N

142'-0225 =6.375 cereenrmnssnnnseeneen ( 19 )

B I A W4 7R ) B AT A O
5—6.375 =—1.375 =1g(4.6 X 107") srwisveisinssssnriae (G20 )

HEYRERY = A5 14 T
Dy =1.5 x 1071020720/ — 1 768 ] (pin)  seeereesererssennnna( C.21 )

BE LY RPN EEN 1X10°, BAEYERYREZT 120 CTF 14.025 min i, B B/ W
o BAE R -

14.025
1768 1_7.93 I T G O D
IR A 3 A ) O A TR K
5—7.93=—2.9=1g(1.25 X 107%) cesrrnnierssesnnnenne ((C.23 )

% C.1Bx W RE.
£ C1 EYERPNEEKT

z {H z=§ z=10 z=14
£ PR R B B FE T R 4.6x1072 3.7X107° 1.25X 1073
HEERETEEMERNEE.

BERTAYIREMN 135 CHt 0.66 min, AW RHE Doy (H5 1.5 min, & H 1X10° .2 AN
10 C, .
Dy = 1.5 X 107T4s5-120/10] — g 06 ( mmin) sernrsessssnnnnn (G124 )
TR B8 I B VT B 32 B R A, WE WD 11 S a RE .
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11 X 0.06 (min) =0.66 (min) sesssesnsnnnnnenen ((C,25 )
Xif ok WOEO A T 45 32 0 K B 1, LA 7 R .
7 X 0.06{min) =0.42(min) sesseennennnenn (C,26 )
HREOR RS R Y 0 % &E 0 825 Hin e (HRY 63.6 Yo it , B R K LR, B .
0.66 X 0.636 =0.42(min) sesrssannnnennneeen (G127 )
Y% 2 B/ SCAY K 5k IR o
‘AR EME -1 C” KRR EE —15 % 45 Bl7E 134 CH 4 0.56 min.
Xt F A FE R
Dy =1.5 X 10710810/10) — 0 075(min)  seeerereeosreremneenann( C,28 )
B . B 5 0.56 min H g 0T X ¥ .
0.56
B =7.47 crererennennnensnnnnens (.29 )
FNE AT
5—7.47=—2.47=1g(3.3 X107%) sreresne e (CL30 )

b 339 52 S At 0 T T T £ 2 9 2K B R T B KO- B 1X 1072,
C4 WEIRR

ISO 111382 ME R A Z LA Wi m# g D fH7E 54 C AAXTIBEE 60%.600 mg EO/L ME & H
FHEE 1X10° BEEFTANT 2.5 min, HERET REE R K S O (survivor kill window, SKW)
FeRESCHBERAE M ENBMREAMHT, E 54 CHEZFHNRMELH 10 min, F% K 0 &R 0T
25 min, FEAREOWFNTFARITE.

TR AT ] = (1gP —2) X D e L i
AKAF[E] = (1gP +4) X D seesesssnsenesnsiesss ( C,32 )

PR R A RE R E T ER B FE MY EERN X107 AR,

HEFLUELFEE . FULER D=25.HENR 1X10° WAEYHERYRERET 54 C.600 mg EQ/L A
B 60 % BI&MT 30 min. LIZEE 10 R BEAE.

(1g10° — 1g107™*) X 2.5 = 30.0(min) serersnnesnse e ((C,33 )

B, X T HERSHERYN S RSB BEEYIE RO KGR T, R/ EE, Bk
BT E AT 30.0 min,

LtrE (HAE 54 C AHXHBAL 60 %M 600 mg EO/L #4FTF KTF 30.0 min &, Y H KB L S, gkl
LIZRB T EENKEKE, TROM, AR YN RBN R A LR EMEN. BB H
%,

PLERWTESSME. TR TEBEE.

Hig b HBREHNALENREEREBRLENT - TEEEILENR AN EYRAYE IR R E
K. HE MEREHE N EYHRYE A TFAEDRERENARZER HEEHEESATU LEAEW
Af(E) . LA, GNAREE 50 MR E S A YRR HITINR  FE R KBS EFEREHEAK R
THRENREERERKENT 07 HIBKE., FEHEAE/ KEFREN.CRHAgP +14 XD M£
BETER & AR BAERKE - MEEMNHEYFEEED 4 A EE. it 1 X107, B,
W] LASEN , A Yy 48 m W7 ik B 107 BEA PR S BR AR EBE 10T RBEATHEASER
K. HER IXI° M D=2.5 WEWIERYE 54 C MR 60247 600 mg EO/L £4TF .54
8 AR EE IR B 1077 19K -1 2 52 B 17 B b v, DA AE B A3 R M e R By . ESR 0 £ F ot
] 2
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(1gP +2) X D =20(min) sereresssnnnsnnennan (C,34 )

H I, SR ET 54 C ABXIRA 60% 1 600 mg EO/L & 20 min 2% § ABF A B AR R B4 4. R
T I E R AL AE 54 C AR E E 7T BER T 30 min, B, 28 4440 5 B A L B H R 2> F 20 min,
F 20 min fER R AIEEL .30 min fEN M RREL .

20 2
%—0.657 e  RLETTRTTRT SN i G £53

H 3 F— A4 E T 30.0 min B HERESHERYEH . KERUWEEFNERBEEANATFTH
e EER) 66.7%

R e, 3 F R e (AR T 30 min B9FER 4, A0 KA 14 1Y & 6% B H) B2 A8 (H A0 66.7 26, BBl Uk, 24
FB T 54 C AHFHEE 60 %A 600 SO/L KR E{E R 66. 7T PRt B , W 7R 2R R I .

MEWFT S FrEE S8 i IPTEEhELAH ¢ . SRS R AR EE 1Y 63.6 0 5
SR E WD 8 A3 EUE A
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Bt &= D
(E MM R
oA

D.1 &N

GB 18282.3-'" 1 ISO 11140-5" 1Bk $8 R 4y R 45 09 B K B M4 1SO 5636-3"1 9 3 s 3 4703,
I1SO 5636-5"1 4 48 7 — P4 = B IR 3€3E (Gurley method) , D.2 E ¥ M8 b A9 B A 5 231 5 4~
R MATR b, AW A S R,

D.2 5 HEEMLEE

D.2.1 Wt

WA B9 5 NMRMERE, AR T AREAR A BEA BofEAR CER DA E,
D.2.2 %%

# D.1 &,

#D1 &%
T 4k 34 Fiige = 4 1
¥ 23 CE2 C.HEMEE 50U L%, E416h 23 CE£2 C,HMIBE 50%4+5%

D.2.3 WhEAR
D.2.3.1 & ISO5636-3'"ERMWESE

ERIFREN 150 mm KB AFFE (Bendtsen) FBS B B FRAMABBEG R AR A K
B REEAR E AT 10 REZ W, B4 C LA D Ra5I#47 6 EE M MUK L —T1 .

D.2.3.2 1SO 5636-5 ERMESE

(2R 567 g i B B9 B /R (Gurley) BREA A TRAUEMM BB EFGR, F£4 A A B R
A E S+ HI#EAT 10 REEANR, A C BREAR D R4 31847 6 (REE W WHA A (Lt —m .

D.2.4 HHER

nz*ED.2.%&D.3,

& D2 ABFEESE B T E 4 (mL/ min)
B A T8 Fie:|
A 298 250~350
3 240 3100~3 400
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£z D.2 (8 B 2T H 4 (mL/min)
BEA SE-H JE
328 300~360
D 2 167 2 100~2 250
118 100~140

E: HTFHEARBRRESE A 75 mm REHTUE HELEREEE 150 mm RET AW EMHE.

D.3 BR¥EER

BT MBS 2T (s/100 mL)

[ A il
A 57.7 4~T71.1
B 2.56 2.29-2.95
56.3 3.1 3
4 u~5.
4 1264172
E: @ 3= B DK 0 mL
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Mt F E
(3 BB R
ERYEERBIRTEE

A2 H AR 4T WL E.1.

A

1 izl

2—H K

3 BRY(—. =M 5.5
4 BB

5——4F 2 MK 2% ;
6—F{R (22,

B E! ETYWAEARZEHNXAE
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2 % X M|

[1] 1ISO 5636-3 Paper and board—Determination of air permeance(medium range)—Part 3.
Bendtsen method

[2] ISO 5638-5 Paper and board—Determination of air permeance and air resistance (medium
range)—Part 5:Gurley method

[3] ISO 8601 Data elements and interchange formats—Information interchange—Representa-
tion of dates and times

[4] GB/T 19001 FEEMIKR R (GB/T 19001—2008, ISO 9001; 2008, IDT, Quality
management systems—Requirements)

[5] ISO 11135-1 Sterilization of health care products—Ethylene oxide—Part 1:Requirements
for development, validation and routine control of a sterilization process for medical devices

[6] ISO/TS 11135-2 Sterilization of health care products—Ethylene oxide—Part 2: Guidance
on the application of ISO 11135-1

[7] 1ISO 11137-1 Sterilization of health care products—Radiation—Part 1, Requirements for
the development, validation and routine control of a sterilization process for medical devices

[8] ISO 11138-2 Sterilization of health care products—Biological indicators— Part 2 Biological
indicators for ethylene oxide sterilization processes

[9] ISO 11138-3 Sterilization of health care products—Biological indicators—Part 3 : Biological
indicators for moist heat sterilization processes

[10] ISO 111385  Sterilization of health care products—DBiological indicators—Part 5.
Biological indicators for low-temperature steam and formaldehyde sterilization processes

[11] 1SO/TS 11139 Sterilization of health care products—Vocabulary

(12] GB18282.1—2000 EEjy{RME@MRE fEigmy #1480 SO 11140-1.1995,
IDT, Sterilization of health care products—Chemical indicators—Part 1;General requirements)

[13] GB18282.1—2015 EFREMRAE (%AW 5 13480 SO 11140-1. 2005,
IDT, Sterilization of health care products—Chemical indicators—Part 1:Genera!l requirements)

[14] GB18282.3—2009 EyF{RE@™MKE IEHRY B34 HT BDEERESEN
By IR Y RS (ISO 11140-3:2007,IDT, Sterilization of health care products—Chemical indica-
tors—Part 3:Class 2 indicator systems for use in the Bowie and Dick-type steam penetration test)

[15] GB 18282.4—2009 EFFRE=HKE AFHERY H4H0 HATEHERMEDBD HER
BENE R I R4 (1SO 11140-4:2007,IDT, Sterilization of health care products—Chemical indi-
cators—Part 4:Class 2 indicators as an alternative to the Bowie and Dick-type steam penetration test)

[16] ISO 11140-5:2007 Sterilization of health care products—Chemical indicators—Part 5;
Class 2 indicators for Bowie and Dick-type air removal tests

[17] GB/T 19972 EFREFRXKE 4APERY BB FHEARRERHUIEE
(GB/T 19972—2005,1S0O 14161: 2000, IDT, Sterilization of health care products—DBiological indica-
tors—Guidance for the selection,use and interpretation of results)

[18] IS0 14937:2000 Sterilization of health care products— General requirements for charac-
terization of a sterilizing agent and the development, validation and routine control of a sterilization
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