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HESRMRXERNRENTE

1 SEE

ASCAFRLE T R T Z8 KB A% T KT & D VPR e K A IR Z8 VR P e K i s L i Ak
RS R IR e IR R A e i A A U 20 R PR ML A R T R

AR SCPRIE T ) 28 VOK A% T BB 2 CHED 0 460 2 e T i A O 25 73 PP B KA 6 o AL
AR T A K R R K R BCR PR .

£

2 AesIAxXH

B0 SO R P A g S R | T AA AR SR AN ] A k. Horb T H R 1R S
R A% H T I RAS 38 AR SO s AN H 309 51 S H Bl OAS (A 45 T A 1) 18 0B 38 1
AR

GBZ 2.1 TAEG A FHREZB W EMRE 5 180 k¥xaFERE

WS/T 649 B FIAR i 28 73T 1 TR i LA 245K

WS/T 683 4% 5 FH i A 2ok

3 RIFBMENX

THIARTE A E 3E T A A

3.1

D{& D value

TEVRAE 1Y) 2 8 25 A 28 IR 100 3 A 1 B B0 90 00 o 5 1y B ]
3.2

#HE carrier

I A ) SR
3.3

W& fully loaded
TH B v BRI I 32 ) S8 U W 5 R T A 0N e K AP 3 it
3.4
RELEEIZEE process challenge device; PCD
LRI R BE K A ) i SRR E RIS R A0 T PR IR K R B S A
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#=1x10° CFU/ /. 1E 121 C£0.5 CHMA T .DE=1.5 min; WA R HIFFH ERZOR A & X4
&Y.

4.1.1.2 FRAEAPINAAL 23 em X 23 em X 15 cm 1Yl AR 4 (BF 10 mm 22 %0 30+6  AiZk % 27+
5),fifr 1.5 kg+0.045 kg,

4.1.1.3 @SR E AR 22 em X 13 cm X6 cm,

4014 R A - 8 R U S R E B

4.1.1.5 RF . BERREL 2% vh i (PBS. LI 5% A 19 A1) s JBEER 1R R 0 BUIS 1% 3 36 CTSAL L AL3) 5 750 F iy
SEAMERRL AL,

4.1.2 HBEHR

PN 2T ST

a) RN R A K E/NRAS N (BT E A8 w0 .

b) K R b T R I AR AR B S 8 IR 197 AT B 2 A6 (AT CC 7953 3} SSI K31 #0) iy 3 & U4 P48 R
Py BT I A v R AL BRI R (U AT A 40111 R — IR M AR v
A AL .

o) X R HRRE ST ARV dv T KR A R ) CHE O A K e AL A5 TR — A AR
£l 5 0 T A8 AU ) 28 VROK TR # - 78 KR A N B2 4 HCE — PR DR 5 0 4% = AN . A
AE B I 352 B9 T g 26 9K T e o FHE I 9 AR s v 0 a0 0 P Rt i L 48 R T
Fr B W AR R T R AL A R SR T R A GRS 1 K A B AR D) R I W) 8 F i
T ZEVRK R A IS AR

& RAWEE W BGET 1A KA R KE ARG U8R w7 A 5.0 mL
My 5 2 1 R 5 W 3 b BB A AR R L 28 56 °C £2 CCRE R T dUEYITR R YR B 57
TG UL B IAT) SIS TR LG AR . A I I D% % B O B M B DU KR 2R T R
B 35 37 FEA D BEAE XS B 53 IO R a0 T e AT IO B 7 o AR W s 1 B o TR B
PEXS IR A4 358 7 VA 7 U I A R A

o WMEEKR 5K,

4.1.3 EMAE

4.1.3.0 U KR A IO G AR e R IR < A AR PP 0 M S R 20 A 5 P g TR R R
AL s B B i [ SRR R =1 <107 CFU/ J 5 1B 21 B A AE
4.1.3.2 B & XEDR RSP AEAT PR SR E LB B AT .

4.1.4 FEED

4.1.4.0  Fr W AR E AE PR s Y N AE A ROHIN

4.1.4.2 RS ESF R BB AR BLE

4.1.4.3 X5 TE W B E AT AT

4.1.4.4  JUHREENT R R A ERAERLRE

4.1.4.5 FESIZRIKE AT 280 KRR W0 g — i KT8 R T3 389 L 43 500 365 3iF

42 FHRRESRGE REHREEXRE
4.2.1 KB

4.2.1.0 IRXBR R A SR A B ARG AT R SR S B ZF BN ZF R T 4k WS/ T 683 Jr ikl A . A
2
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LS o =1 < 10° CFU/ /e Ry 160 'C £2 CHI&MF.DE=>2.5 min, WA R/ H LikE
Ko E RIS R . RE A ER 12 mm REHH L BE A 10 mm X 10 mm 3§ J-, 06 1
FH B At 2 A

4.2.1.2 R BERRER 22 ph I (PBS, WL AL 5 R R OR S A 1 85 97 86 (TSBL L AL2) 5 R #E B R R T3
B FR L (TSAL L A3,

4.2.1.3 R EA < R U S R B

422 RBETRE

R RNT .

a)  FUAREKE 2 ANE A —A P REFILN . ) ES . . 5T K (D N & 2.
XFFER P A 3 A5 AH AR JZ X A 2 A8 SUHR . AR AR P CY) T A

by SCH s D 1T TR 3 H I 44 K B g CFED BOTH AR PP I [RGB A7 1A AT KE . KR 5E 5 1
K a i AR TRER 50 CLAUR  Jr Al 4T FRAR ] o B P 100 R 58 5 B 45 80 T 5 5.0 mL
TSBAE & 36 C+1 CHERIFFMANESR 7 d. A% 3 Bl A H IS5 IR w0 A 9%
TR TR 7 A TR A I Dy BRIV s T 8 3R s O A K FE O B . R LUK € 1 Y
AL H 0.1 mL~0.2 mL B HEAN TSA P-4, FK R L iRy s], & 36 'C+1 ClEl
BER PSR, 48 h R IR e o /8 BB T LA T VR T 4 sl i — 25 2 HEORH DG A 1 50 At
I LA AR A R A i T o A AR 0 T TG e 0 A R e PR R R AT

o A EA, DRI W A 2 RE R R T AR A K WM S S B R A
5.0 mL PBS 4 H IR T 80 K . #& WS/ T 683 /s Jy ik AT I 1 15 F2 114K

D BHPEXT R, DIRIHGR I H E A 2 FE SR T i d K E MG, L B0 58 A &
5.0 mL TSB i i JAS A PR 7 d, A% 3 HES H 5050 4H R W E 451 .

e)  [FIPEXTRRZH  LUR QTR 24K 2 Fr 43 54 T 5.0 mL TSB, it A s FR 40 1 Ph 3G 9% WA T
A

D KXW EL 5 K.

4.23 FMAME

4.2.3.1  HFIE KB e K B RBOR G 8% R I 2 7E 5 UK B S b, 25 Ui 56 B EO B 2 A 1 i T
i/ =1X10° CFU/ Jg 5 FHAE X B2 A B A 4 s BT BRZH 0 e AR BT A U i R B R A I
4.2.3.2 B & XEDIR RSP EAT PR SR I E L B AT

42,4 FEEI

4.2.4.0  JEAEEST KR E SR ILUE .
4.2.4.2 U PR BT AT .

43 REZHEREAFREAREERR
4.3.1 KR

4.3.1.1 RIS F A BAT B B @A B (ATCC 9372) Al H A W48 R . 1E A 2 ik B
600 mg/L4-30 mg/L, i E 54 C 1 C,MAEE 60% £10% 0D H=>2.5 min(ffi A LIRS X
O3 D H=>2.0 min(ffi i 100 % 38 L6 46K . Yo i AN I8 4T R ALY 10 mm X< 10 mm , %
i 34 ) s ke ) E il 2 A L T T A B R I =>=1 < 10° CFU/ R, ] R A A FRE R A & 45
N7/
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4.3.1.2 BRZEFEMWRAE. KD 60 mm X 40 mm, #HBEREE K 0.15 mm~0.25 mm,

4.3.1.3 R WERRER 2 vP R (PBS, W AL D5 JREE AR R SR I 35 57 56 (TSB, I AL2) 5 R EE B R R W3
BRI (TSAL L AL3),

4.3.1.4  WEE - R BRI S R B

432 KBHTE

IR BRAE

a) % WS/T 683 Jr ik il & A B AT o8 PR G L Fh ZF AUBR AN Ao B8 T A R SR B RHAR N 3 4
RS 2 R (BT B A & A AR R YD) o R Ul T T B R B0 AR A K AR AT
PR/ RE SRS m® B, ] 10 4820 AR A 3235 5 m’ <(AR<<10 m® W A0 1 m”,
RGN 1 A8 FE Fr (10 48 ~15 4%) Y AFH>10 m® BF .00 2 m® RPN 1 485 (=15 4%)

by B B R O PR AR B A W AR R W e R T K WA R SRR K R AR R
A A3 P 1 2P IO 7 X KT O B AT R AR At BT S B T T R M A L AN AR S A
SR E AR TTAL ) AR S0 A TR E A=+ .

) AU B AR T R E A PR AR £ e kBT L 1S I S A T ) A DA Sl BE R AR S E L 7
BTN HEAT IR S e K AL P

D KGR A BT & 5 mL TSB 8 o CH & 204 W48 78 4 1 B 5 220K
PE) 8 36 "C 1 CHRIERIFRANIEFR 7 do A5 3 HR A HOULEEEE IR L 1R ioh 2 11 AT 430 RE IR T
AR WA HE S PR TS R R O AR FE D B sBCH AR AR R . &
36 C A1 CHiFR 7 dCEYIHE R W) 5 35 07 IR DU B IAT) AF il g 4

e VNS B A 2 5 e =R T 00 24 58 UK R Y 5 57 B3 08 A8 5.0 mL 0.5
i3t -80PBS [ 1A i L IRAT 80 UK. #% WS/T 683 i/ J7 3k #EAT 16 1 45 97 718, /5 O el Wi iy
XF R .

D DUFEHAGI AT 2 5o = 5T - 156 21 58 UK B FE e e, o Bl e 59l B 1% 5.0 mL TSB
A 36 C 1 CHIFRMPRESR 7 d, A5 3 B4 H 550 41 [ i L2 25 28, 15 O BH
PEXS B2

g PIRGEEEIE 2 0Bl BT 5.0 mL TSB Ui v A B FR A b AR 2 PR B 9% LA TE 4 e
A A B R X 4

h e EE 5 K.

433 FMHME

4.3.3.1 AP KT A KB ROCR A A% e (v I 3 R« g W 3 T 8O0 B 199 [l i 8 1V =1 < 10° CFU/ J
FEPE 6 BEZH A T 2R s B R JC AR s Ir A U A R B R AR

4.3.3.2 XPMERUAIBRAE R TSB BULH 0.1 mL~0.2 mL B %A TSA P4, G L IR,
36 Cxl CHEENIFMMTIR, 48 haik i@, B N WE R KL S, st — 22 A S b e
AECHA A5 W AT I A R A R 15 AR B . A D s T UK E R RS 5 o O AR TR R
) ) T AT A

4.3.3.3 A &AW RSP IEAT RO I 25 R K E F i B kAT .

43.4 FEEmM

4.3.4.1 WE LI 5 R 8T HA T O RIS 2 AT L A BOage N 5L N S G AR IR A L
4

&
B
o
(Way
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IR R AR MU I M S 28 sy U o S PO L R0 77 30 SR e I LA FT T 1)+ 200 £ 25
FEIRME I o AR DL 0 2R BTy K 907 H 18 it » AN A5 A T KPRl B KA A A T AR 2 3 A < s i 5 1 A
Ay VAT BE 577 He K AETH 5 5 A by

4.3.4.2 TAERENCEXRL . TR Uh AL i m A VFRE N 2 mg/m’ . AR AL Z
PR LIt MR s 2 5k R REAE AR L ) E T UM K e S ot B AP AR 7 R T B R KR A
ARAR S, o R I IR i 2 T B DR T B 5 T L R IR R B R T

44 REFSTFRRESKANREE AT
4.41 R

4.4 I R EIIE TR B (ATCC 7953 5 SSI K31) 2146 51 175 WS/ T 649 BRI HUEY . & T4
A 1X10° CFU/ i ~5x10° CFU/ R WA R A& R ZORM B & X EWIERY . REBAE N D4
B EHRA 12 mm~15 mm AFENIE A ;2B FE .10 mm X 10 mm BEEE 3D ¥R A .10 mm X 10 mm 2
IE WAy EE Y

4.4.1.2 KBRS E(PCD) . HKE 1.5 m NE 2 mm BRI LS e &H b Bk A i
PR AL . K U i B AR PCD Hh , PCD B2 A% 5 X TR BT PCD N 119 28 14 FH KB 4.2 4 )
%G 4% WS/ T 649 B J5 BT /N2 LT RN T 2 ot

4.4.1.3 U0 BERR R 22 bR (PBS, WL AL 5 JBE AR F1 R R L BUIR 15 % Bk CTSAL UL AL3) 5 IR Y I 52 28 11 i
B L ALD

4.4.1.4  GEW BB R RUE B9

4.41.5 ORI CRE 5B 25 bR % H I AR 1 2 0 7 681 P 28 55 5 B A i rh ALRD

4.42 RHSE

RGBT .

a) % WS/T 683 Jy ik il 45 1 #5105 AT 127 28 622 VORI B Fr o 942 B0 B 5 B2 1 23R 8 U2 A 3
19 PCD ¥4 i it & A K B % L i s o A 1 0

by NAEGRT KA EREBUNT 60 L 1 KE A, 20CE 7 D HEY EUE ;60 L~100 L K
WA, BACE 11 A AR KF 100 g K 245, 76 e 36 Rk - 28 BUAE RS Jin 100 L 3
1AM P B . TR A R R 1 e N SRR K A B AR T S A TR AR E

) HE Al FH U S T R Y VR B L 0.5 A5 AT AICAE R B TR) BT T Y v KB Ak 3 B IR A — ) L
DA B R AT K T AL

A KEFET S5 UG 76 TC T A% A BB G B AR 4% g AR 05 T T 20 90 2 A TS A 55 o R ) 1 R
F T 58 2 1 TR 355 R 0 CE 3 2 A R s W 4 Ul W P SR 45D L 56 °C 2 °C R 15 37 4 vh 85 5%
7T A ERIREA.

e RE[RIHEIXIR T 2 A8 HANR 107 FF B 2F A 2R 43 B & 5.0 mL B B A L A R T 200 1K
i WS/T 683 Bi/R 5 ik oE 47 16 T 1% 9% 0400 13 06 1 1 [l i i

D KRR 2 98 A8 7 R T 2E T A B R I 5 B LR RS SR 56 °C 2 CCHE R 3R
R BRI 7 AR R X R,

@) K LIS AR Y T AR AR 2 A A TR S R R B SRR L 56 C 2 CCE IR B R A R R
7 d AE A BAPEXT BR A,

h)y | ER 5K,



GB/T 15981—2021

4.43 FMAME

4.4.3.1 JUTE T A KR AR A% 7 T I 396 A2 « A v ) T 800 IR 2L ARSI [ e g 0 1< 10° CFU/ iy~
5X10" CFU/ B s B X B2 AT T A 4 5 B PR X B G B A 5 IR A C R AR K
4.4.3.2 B G XEDR RO HEAT A I AR E L B AT .

4.4.4 FEEI

4.4.417 WEEHEAFME, TERN @RI, TEZ ISP R SR EN TS GBZ 2.1 EK.,
4.4.4.2 HREREE R, AT B R X, BT 25 Y& K N HAGE & B 5 R4 T PR
4.4.43 FHRIRZERH WK E A 2 F K AR W) A —Fh 25 FE P 2 0 43 53 3830 .

45 FEUSSHEEFERERRANREEIRNE
4.5.1 RI_M

4511 U YL T A - B HIR T AT B (ATCC 7953 5t SST K31) 2F 461, 1 ) %08 G 46 . YL 8k &
<204 mm WREEANAIEL . LAY T o AN B8 2845 s O B . 00 B T 34 R o e P R Atk 280 4 28 R T i 7
i 1X10° CFU/ 84k ~5 X 10° CFU/ Ak . 7 FIWk BE 2 59 %0 20 1 04k &0 K TR it 9 1 F VR B oy
2.3 mg/L=£0.4 mg/L fEMREE 50 C+0.5 CHZM T .DIEMZER N 0.75 s~8 s, X T H &KX E
WiAs Ry, M D B R AE BB A5 B D 20 %7u N,

4.5.1.2 R BERRER 22 vP U (PBS, W AL D 5 JBRAR PR R S BUIR B 7R 36 CTSAL UL AL3) 5 VR 9y 52 2 11 iR
REFRW L AL,

4.5.1.3  REBLEE YT ER MR I B BT L N AR RN 0L S T SR AR A 1% B 5 e g i KRR ) 9 B 4 A — X
DAH UL 178 B 8% N 5 A A A A s L A o A 2R DU i & 0 M R A o A LA B TIE KRR AR

4.5.1.4  WEEA) - R UL A5 oRLE B

452 RBLTE

RIEATRIT .

a) Y B R R R B AR A e e e T A LB (— B R R D L iR 1o AR AR AL B
10 AR DAL AR 3 57 AT H2 LR 28 DR 6 N » FOBUZ TC 95 A A 2% 30 B8 A K B 2 9 K TR 4 P8 Y
— JZ BRI 10 MAEAS S AT B AR A A R DY I A K TR g P R CAn L L IR s A KA S N AT
PR W JERRAL UK 10 AR AR AR 35 5] 48 B0AE 5 A 45 A N L 43 ol R AE KBRS N B 2
fa e e Can il 2 v ) .
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#10 #1

TR

B1 TRESHPREBGTNK B2 TREGLTREZEHRAX

Ko e TR A A A 2R W S 0 A T v e X KR ) A (— B R ) D L i AR 10 AR A
Ao A5 10 AR RE AR 1 5] P47 1R AR R g Y FOBUZ JC 2 A A0 2 T AR K B e 9 KT A
P IRA — 2 B A T 1O AR SR AR -1 22 A i B P TR0 B A K e P ke CHN ] 3 /s ) s 4
KR TR T PIJZBR AL IURRE 10 AR A AR 3 2 32078 T A A A & P 20 91 e A 2K
e N BN PIZ R A e CAn el 4 Bras) .

e KW TSI T .

c)
d
e)
D

g)

h)

)

#10 #5 @@
@\ @-\ 10 E R 2% g@ SRR IR 1%
(@) (o e |
aN O

: C ()L @N
@-\ @-\ (@) SR PUR 2154
#6 #1 @@ /
#6  #10 TR
B3 FRERFREZHSTR B4 FRESLTARERAR
KHIARTT S

ol I A5 119 BRI AL E i B AR 1) i S AL

BCE K AR Y 9 8 S iz KRR e » R 47 K Ak AR

TR Y 25 AR - TETC B A PF T O 20 T AR o5 W8 A0S 17 T 1 25 0 MO A T3 PP I 5% 2 1 R

IR, 56 C 2 CHIRBE R T HIR 7 AR .

B A1 2 A8 PR 5 AT 1 2F A BRI A & 5.0 mL Fi B A P 45 IR 3T 200 ¢

% WS/T 683 Brn J5 i 25476 B 55 FR 40 T 300 1 1 el i pR i

B R 2 A4 g B0 107 T T 2 40 B8R O T Y I 55 3 B IR B 3R ¥, 56 °C 2 CHE R B 57

R SR 7 AL AR BEXT BE 4

K TR At X 6 P A B R MR 2 A A TR I 55 R 3 R B 3R . 56 C -2 “CAEL IR B SR A R B R
7
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7 d AN IR IR AL
»DooRERE S K.

453 WEMME

) TE KT e KB IR B A% [ I3 2« U B Y T O IR A IS 2 D 1< 10° CRU/ i fk ~
5X10° CFU/ A 5 BT BRZL A T AR s B IO 3 AR K il IR L B A K

454 FEEM

4540 WIRHCR A BLE IR . K BT T AR
4.5.4.2 LR U B TR B B 2 R R B R U5 — TR 43 3 01
45.4.3 UM IR B R AR 0 25 5 I 4.5 BRI T T
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M R A
(FRE
WAFEFEER S

A1 BEEREL£Z 4% (PBS.0.03 mol/L,pH 7.2)

T /K W R & — 4 2.83 g
W R — A 1.36 g
stk £ 1 000 mL

e R . 4 121 CIEHZ8K K 20 min % H .

A2 BREBBAERGETESB

B 26 R 15 g
K E AW 5g
A 5g
gtk 2 1 000 mL

F Al ALK BE il s 755 pH A 7.0~7.4,28 121 °C & J3 2835 K 20 min 45 H .
A3 BEEABAEEIEEFE(TSA)

iR 2 1 15 ¢g
NGRS 5g
Ak Sg
iR 16 g
gtk = 1 000 mL

FH 2 Ak K B 8T pH Ry 7.0~7.4, 28 121 °C JE S 895K 20 min %5 .
A4 REBMEFAKRERR

W 10 g
Gk 7.5¢g
i 2.0g
ALEPEVE R 1.5 g

120 7R F 5% OB T 1.3 mL
hnatifeok = 1 000 mL

W BB R R B WA R T Al L H pH E 7.2~T7.4 A LV IR I 5 LRV W R AT
PR 5 mL.F 115 CHEJIZ89RKH 30 min, 4 CIkHi .
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