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Test method of biological indicator for hydrogen peroxide vapour

sterilization processes
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AR A E CiE AT A S0

£ biological indicator;BI
A48 E SR T ARRE KA FE R AT — S0 7, P 76 N J= A0 3 b al (I By 2 T i 4R

HERWESESAEXE hydrogen peroxide vapour sterilization
LIV 09 o S8 Ak S A O 3 8 A KRR P I 7 1 2K T .

M carrier
e G R

fFid BtE  survival time; ST
i sg = Es s H e il EEA L R E N FER G 28 & 4 K ey K AR AR E .

F K EFE  killing time; KT
e A= da s e S A2 R A 22 R R K VE S - 2l e AR B s AR A IR )

D1E D value
% IR B B SR 31 90 6 P 7 ) A a)

BENEWIETY self-contained biological indicator
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4.1 A
4.1.1 HE¥#

FH il 45 o S5t 20K T A W 48 s ) Y T8 B R B8 I A FF TR 2F 18 (Geobacillusstearothermo philus
ATCC 7953 ai SSI K31) sk ki B EL A A< b o P 2R (Y ] S5 PR BE A iU 4

412 WE

IR R TS T 1 X 10°CFU/ R 3 T S AU 5 7 9 4 [m) i vt o R 55 000 R 5 | Al 1 iR 25
TE—50% ~+300% Z 8], I 5E W I 0 e R, 4 SRR BRI 2 UL R AL

413 D&

3 007 468 ] 2 W 38 s B e i AL A AR o e ) A R W GB/T 24628, 76 fd i e J&
F59% L2Vl mAL S K FE M NAE N 2.3 mg/L4+0.4 mg/LEHEE 50 C 0.5 CHEHBT.
D {HRYERN 0.75 s~8 s, AT s B, Walny D @M AEUY B LA D (H+E2045E0 K.
WA 31 2 i A7 s .
a)  aRarFAME RIS D (. 2 UL E B
by  SSRETENNE D (.5 MR A D ER 402 B ENEE M AR (DO L) R
1 ST {EHA KT . Z WL C.

ST = (logN, —2) X D i cieesscssssesseniensnnsnninces( ] )
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4.3.1 WREETFRIE N LT P E K
a) A1 10 CFU~100 CFU (1) ¥ A4 94k & A= K 14 R
by A A 0 Y B P A ISR BE L T EL A R R B A IR PR X RO A R R RE T
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B FEAS A K B B A b L3RR 10 CFU~ 100 CFU 9 RE 3RS B FF 5 25 7 CATCCT7953) . [a] B 15
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A1 IREA 10 mLTPS0.1 % B8 F1 R 09 4 R EL K 3 30O 19 JC i 0 . i ACGE & G 130 3% 88 26 % 20
RS HB SR GAa RS B R 858 S FTRE . il bl w20 .

A2 IS ERCR A HES) TR L BTN 45 mL TPS, £l hEmf . B85k L 101,
1072 1077 eee e B

A3 RHEERBFEA B DR HIES 20 s, 80FE 5 L 33T 80 W, BERIHL 0.5 mL % 10
(EdN

A4 10 VERETE B ENR AR S 20 s, B T 5 L A IRST 80 W LIRS FHWEUE 0.5 mL i
ANTO N, Wi A2 R5F—%., LEM ATERERBEEN 1: 1301 ¢ 4 FHE.

A5 TEFERE HOM B U (LA AR R R AU P iy 15 CFU~300 CFU & b HD  WBCH AR 5 1y
SIEGR 1.0 mL n TIC@w My, BB R 2 P, — MR 2 S~ 3 AR R
A6 RHIEALRY 40 C~45 CREIE U5 FF R 28 M0 8 i e Ak L OGS #E R BB (2002 AR RO )L T T2
IMABERE 69 -~F L, B I 15 mL~20 ml,

A7 BFIMEE iy B2 R ahiR S A, FRE IR EEE S B T ILAE ) B8 56 'C =2 “CE R 5
A R AR .

A8 IEFEFE T2 hoilEOREE R — DL R IR LS DA T F OB G A DL B S BE 30 CFU~
300 CFU myR BERE A il 45 4 .
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GB/T 33417—2016

M = B
(# PP M5
HoPPMEEITED B

B.1  BEHLEENC 120 4~FEAS. 70l 6 41, BEH 20 AR,
B.2 AW ol o E k.
a)  FREEFE .50 'C 0.5 °C;
h) & =.:2.3 mg/LL.+0.4 mg/L;
c)  ZEREERFEZEAH 6 A AL 2= 1 AR ) A W A 2= A 2 A ) s A AR
FA 2 AW g A R AR
B.3 Af 6 4IFEA 410 2 iR
B.4 BEFTSCHWGH 6 dlAEWIS ST 56 C 2 "CilRET 3 MU W] 45 SR B 35 38 5] (8], 1] % B
FMIBH RS AL . > oo R 2% 8 ) ) 3 00 0 PSR S s /Y 2 A28 BRI (o] =35 O BH A L OF Hop ) 220 2 2 A 7
SHREAS BHE e g5 R % AGUB. D A (B.2) R D (.
B.5 #r E: (Limited Spearman-Karber i) D {HAVITE W= (B.1) . F(B.2) .
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2 n
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C.1 ST{EIIE

50 A e B A B A F AL S AW AE A B i E R EE N 2.3 mg/LL+0.4 mg/L.
fE 50 ‘C 0.5 CHy, B 1% M iFE M ST (B, TR TG A% 50 M EYdE A wREARTUE ., & T
56 ‘CE£2 CRFRZ U BHCHTE . #F2iA @m AR UG ST (M oL 363 A A AL E K.
3 FA R ST i 1% A3 5 36k .

C.2 KT {ERIE

B 50 il de FE A A S E AL B AW A IE s P he SR E MR E N 2.3 mg/L+£0.4 mg/L.
1E 50 ‘C 0.5 CHy, 22 gz B m i i a e KT {H. 28850 E 8 50 W amP AR 8T
56 C+2 CHigF 2B ALERS ], 230 OE A R A KT (88 o 5l 75 A B AR 3k K.
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