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AIRENE TR ZRREUEE IR E L AR BERERMRR T,
FREBHTHERALEXECFR YRR,

MBS AXH

THIXAX TAIGRNHARSAT LN, LEEHPETI R, U B REAER TAX

o LEALEBBMFIAXH, KB EA (BEFFRNBEREEHNTAIHE.

GB/T 19633 BAXREETFHBOCLE
HEHEARMIE (2002 £ TAR
ISO 11140-1:2005 E¥IF=HKE 41bEHE~Y % 1 4. BN (Sterilization of health care

products—Chemical indicators)
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3.1

3.2

3.3

3.4

RiIBME N
TIARE R E SGE R T 43X

Bf% indicator agent
EH(ERERGTUREYEMNEOAZTATM=ERE TN REEEYRVAE.

%¥ETY chemical indicator
BERMSENEETEERANEGAEREETRPERN =K.

# 4  endpoint
A MEN FBRYRBETEMTEYWHEMGEOMERMGRRERT WAL,

Z#{H parameter
ATEFHAREZ R RETBAENSGIAD R EE, HhatE B E AN BEMF AL RREE

XAXBEE.
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ERE{ stated value;SV
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5 BREX
5.1 EFE#
51.1 B

EAENSBFGT EIREIRKETZEERBERME R RERE.
5.1.2 #E@EH

BRYNBEEIFY R, NS BANRESS, AR M E AH K2 RS aEd, I
FA T KA.

52 #ETHY

5.2.1 NEEEMNEZIAERYRBTHERMGTREHEL.
5.2.2 S—RRYMEWFCEATRNEALBAR, M TFEAXERRERY, FNOEREME,
HAZRMS S 180 11140-1:2005,
523 REEECHNERYEMEPSEUT =HEAERZ—.

a) LM

b AFEKERTHEA;

o) HEZBRNABESHE,

Y =R GG RN EREASE B EA B P ITIRA,
524 #W{AYRBETXBSEWIREMSS BB T A 10 5L 7 W AT 0, M MR BIE, RANRB B, 3R
N—FBRED S ARG ARBE, MER GB/T 19633 MM , 76— WM A3 41 8L 4T B 6T,
BRFANRABRMEZZMIER YN EHRE S OEMREREE.

53 BEM
BIE R Y B T w AR , 7 1 R LE B SR AR AT B L SRR Y BT A PR AR BRAF A 5.1.5.2,

6 wEHE

6.1 MAMUEBMER
6.1.1 ¥

NESBERE L] s, MPE 1 s; REWE 25 C~80 C,HMEL0.5 C,0¥E 0.1 C,m A
B /MFE%EF 500 ms; S ESHTEE 0 kPa~100 kPa, }§ 5 & 1.0 kPa, 4332 0.1 kPa, "7 B [B]
FaETF 30 ms; ESIBHALE 100 kPa~200 kPa, K & £3.5 kPa, 4} ¥4 0.1 kPa, Wy i B [B] /D F 5§
% F 30 ms; X WESHIEE 2040 ~90% KEHE 5%, 4 P2 1%, g B BF[A] 15 000 ms; FRE Z 5%
WESHHE 25 mg/L~1 200 mg/L, HEN T REREK 5%,

6.1.2 BREH

HAWE R GE BT R ERBH AP F 10 s — NI A . M B E RG240 K BT By 45 5%
2
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HEBRNUER REHENSHERE.
6.1.3 HMEX

HAWENNEEAMESEE RN ENEZERET 10 kP, IEEBAREAZRZAM KL
HBREAZS FHFERENBRERMCHRELZ RIS, KB AR K 2 Ak B E A%
B, TR BN TRET 60 s, A ZHmIIAKBR E = (10 kPa) , I ER/DNFRET 60s. A
AR WARNZ SN ERBIET KIS M ERERALD T 99.9708 0.5 pm HHL.

6.2 RELR

6.2.1 HMERZTAENBRESRM L.
6.2.2 WHRPAWEMUENEZHEENE KM G0 CH 54 C),
6.2.3 HEBCHBEMWBERYTRUZEN, XARNMEHFHRELE,
6.2.4 HLAT R HAT8AE
a) RMEMESL,ik 10 kPat0.5 kPa(E B BRI ERHEMLNIEE);
b) RARBKES.HERNEAMMEBEIAT 6025102, HHFZAM 30 minEt1 min, 55
EFRAKBSZATMBRRE R L LR G EERKREES;
o BEHNBAFRELE,ZE 60 s AWK ERBHEWRE (600 mg/L+30 mg/L), ERSEHZR
FMAEEEARELS;
d EMENRBREILS s RIFIRLME;
e) HRBHEBEHRMREMEMEL,Z 1.5 min WP 10 kPa, BEE T AZBEIH S KEEHS
R CANES) , BN RKE
H BEEOLBLK. _
£ LR EME RS R ROAT P REB S I HERETEHARE, IEFRER.

6.3 KBEHER

631 MBERULET A,
632 WAXBKRERIILK R B,

6.4 BEMRN

ReXEFHRAMRKLFERYBRETHERBEUWRERMET FREGENRHABHAENF
BOHIR , BUE B R BEAT PR, AL R AR Y D 05 R CTH T H R FLE (2002 4E 150D M€ M 5.1.5.2.5.3,
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ERETYMmMER

Al MERROEEEE AL SEOURAGETRBIFAE AL NER,
R A HEETYNWULMEEER

EEES
. , , HEHRE il 1 HHLE
AR B 3 B 8] iprwioy: X E Sk b 5 5 X TR
KAk
FEOS4H |90 mint1 min| 60 C+2 C >85% X G e
5 mint15 s 30C+1°¢C
A EO S 60% +10% |600 mg/L+30 mg/L A b oY 4
2 mint15 s 54 'C+1C
30 mint15 s 30C+1°¢C
# EO SRR 60%+10% (600 mg/L+30 mg/L| KA H L
20 mint15 s 54 C+1°C

A2 F CO;, REMSRAS5n, RERALRERYNERSES . HARMLH, XHERES S
B, BN HE-DPRARET 804 CO, REMSAEREAZRBAWEE T, IR YT,
A3 EHREZHEIBRABEAM B NERARAF AT RN BRTHT, MRERAHBIRE
LEFERBRTBRARAEEML, MTFXTELITFE T ESIME AL ETHIA,
A4 FBRERYFHIELHEGERREERE:
a) BHABRELERS MIEREXRARREBN S BRHTHBETESRSF L) . #7RR, £ HRK
HHE 3K, FRABRHFE LRER, WHRIEH;

b) X REIH A B EMRECRKNER B RE, TRENERF DM T LT AR, 5t
FEREESEHTHNT.
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B.1.1 BAXRERERRYMAET 3.4 MIIMPARMILL L RBSH.
B.1.2 GHRERRERYEREEGRA DRKR N BRAFLILEBD,
B.1.3 GAXEMRERYEREER/DMEEGRS DWIKXN LB RREBNLR(EBD.

£ B! GBNREUAREFUHIARNEEER

B 18] BB SR BE FE T B AR R
WA min c mg/L %
1 sV sv sv >30
2 SV-25%SV SV-5 C SV-25%SV >30
B2 SAREJRETRUENR

BHKERRERYBHE

a) SARRELBRIOMERYHTRR, FARBREL 3K, FRREYF S LRER, TA
B

b) MREAECELEFECRHGHRERRERY, TRERNERSIMERNELE O
A, XA FHT AN,
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