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FREMAETHTRETERCARTSBRXEIBEERENRKRTE. RrEERTHEEY

RESBHREN AR, AEATRKEIRNRIE.

2 MuEHSIAXH

THISCHEX FASAHRRIARDAT AR . LR B B85 RSO, U B3 8 RAEH T4

o AR BRG] RSO, KR A (RE A MBSO & T4 .

GB/T 6682 43#7 L1 % /K HLA% AR F ¥k

GB 18281.2 EFFHAE™"HKE LYERY F2VL -FEALEXERALEYERY
GB 18281.3 ESFREBFRKE 4YERY 3 WL - BRXKEFEYERY

GB 18281.4 ESFfRE™HRE HYERY F4HLH . THRXEREYERY
Hrde A R FE A E 245 42 (2015 ARD IO#E

3 RIEMEX

3.1

3.2

33

3.4

3.5

3.6

THIREME ERTAXH.

4454 bioburden
— R/ e LK P EENREY B

BEE 2L colony forming unit; CFU
MAEYAEBRKERE LA KEBFE RN R REE.

BE# inoculum
ATRESARESESEN —SREGE¥ A CFU RER) XA (REEMME) NEEHEY.

REH sterilant
AR K—UI Y (BG4S ) A B KEE R HIH .

B sterile
TEEREY.

B EBX R recovery control

AT RAR S K AL, N SN ARRERTEST ERRBINEEERAM(CFU).,
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3.7
SRR process test cycle
FHEAERANEHEENNKESEN - T RKERH.
3.8
AESHEHAEFEM reusable medical devices
HEREAAEETEREANETFSK.

4 i

4.1 FARMEER AT EE B RS B KA R R E KA B R . [EWE B Xt R L
RKFHSET 10° CFU/ .

4.2 REMEFREST BB R RE KT XBETEK. TEIVRRE BE MR E
HErhg SRR ER ERE,

43 HGEE—-NEBERNXETBABE PR R E KU B BOR B8 5 _E 8 BT 5% B 40 B 2 A
4.4 B S5 HREGHT - KA B AMY, RS BB HAT RS 5 K BN A, A SE,
NEEHZEXEIBAR.

4.5 MEZRERIUARNAESEMEDEIHXLELARANHEFTER.

4.6 THRAZEMBAEYRERZENAFSCPEARIEMEZ (2015 O UK AHMER.

5 HEHEM

N ESAIELT 84 .

a) EHEMRTF;

b) EHHERKESLR;

¢ (48+2) CHER/KEH;

d) (35+2)'CHI(55+2) C B 40 B 3540 5

e 0.45 pm FLBRM— KPR T EE AR T BT 52

D KEHN. EFHEEKESFEREENHAREREE.

6 R

6.1 RXFMLE

FrA R B R P SRR . BRIES AR, RLARE R I o BT A B0 150 4 -6 A DL BRAT B AR HE B
FURE . 0 At 2k BE AR, I 9 8 AR LA 3B R B Sl AR UE G PR B B R SR I AR X

6.2 KkuLiE
BRIESDFRY K AKEMATE GB/T 6682 PHER =Z4K.
6.3 HEFE

6.3.1 HIEBEFEEMBERB, N GB/T 6682 FHEN=ZRAKREERRIINK.
6.3.2 LHEGBE. WCPEARILAEZ M) (2015 /O PYER v ¥ B #) & 7 k.
6.3.3 BRAGHEEEERE. BESMREBEHARERENFERE, MAFHAXKEER
B, FRBEASENER. WP ARLMEZ (2015 O ME P BAREFEMNH & .
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6.3.4 BREEAKGIRIIEHFRE. WMEE N RBREEY R RE WAAWRE, A PP KE; 48+
DCHBETHEM. RCPEARILFEZ 2015 i) WM HEAEEFREN B & .

6.4 REMEW/HBRK

6.4.1 M KEAREERBN . LF 10° CFU/mL #mE#A8 B 4108 F T 5, 58] GB 18281.3 7
KRKETSIPR%E.

6.4.2 REZHEHRTHKEFAREREBRN . AH 10° CFU/mL WA B 415 74T 5,353 GB 18281.2
W E Z e hi 1Rl GB 18281.4 T MK EH SR,

6.43 FULHAYNKEAAREH, XU LXEFERER, TRHEMBRAEY, NREEFE LR
T MY R E .

6.4.4 NBIAGHEFHRERKRE A= MENREN, FAERNHEXHE.

6.5 mFnH

EE RPN, RPN RIEEZE ) (2015 i) #1105 ERE >~ S MAEYRERE - HEY
THEE R AR BB .

7 5B

7.1 BEERTRIEAEERM.
7.2 HESNFRIHMEERNERLT,RIERERENRAEFTLITTH. & B E 5 0 U X 2358
HATHYE TR
7.3 XEBBTRE, REMANOFESIBEERKERA., REBANBENRESRRELBET
FE o FATF IR B A0 UE B 25 0 55 0 K o 5 07 A9 3 ehy B B R 3CHF .
7.4 RTHE.GERRRAK. DM RERGREERE LB HGRIELS R, TREN Y H
I AE , i bR IR AERLTE
7.5 EIWEEXNBEHE
7.5.1 REFPLIYE
7.5.1.1 HEBESFE

RAMEBEBRABEENESTATET IO CFURERBRBETIBA. SHERME THRE
EESBREHETRER, W TRAER . 52308 ¥ 7E U B a5 BP v e sk AR B F R e B 3L
FHREXHAERHMEXESST. RGEFEHAKES. BHBEERE. ER 1 oL EEHENTHRR
ERFI, BB HEAEN 45 CHRBATIREFRE, METE MBI Y, S FI 15 mL~20 mL,
FEIBREE BEERERESR. X BhEHTEHETE HEXEETHED 7d. EX®FEES
HEFRMH#ETHEHEBIMRBERI N PR EYHER A EEARRE R H RS ENHE
YEH. BHFAEERREENLHME.
7.5.1.2 HWETFE

BEEKRTFET 10 CFURBHREERBBRE T EERR T BREFNIL. ZHERAET
ARAEXES BN TRER, W FREER. MBI mER R ERREmRFETHED .
m 7.5.1.1 FrR#AT R ERM B MENERBTHRAEYHR. B EEEREREEENFHE.
7.5.2 WEIPLIFE

EYEREIFTSEAEREENFRSPRAORE  BETKTRET 10 CFU HERE S RE
Ve M AT R, FHERACTHRRELEIBIN TRER, W THREER. A—1X

YRS (G2 R %), RALEBRESAR , F— & 8 H Ut 150 78 Ut Py i 50140 BE &b Bt fi 2% 40 | B9
3
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BEW. WEFRAERE, R4ES, W 7.5.1.1 FRHFIGHERBAEFRATHRED . BHEF
FEEXBREIENTHE.

M TR, ENERTREETR.
7.6 RAKREERE M MmEH

IO 38 23 R 6 B AT AT R AR BT 0k KB SR AR A F R RERAERK. W(H
4 NRIEFEZHH) (2015 ) M AR M RR T &.
7.7 SBRWRFAPRE RO E
7.7.1 EX 7.5.1.1.7.5.1.2 K 7.5.2 R WS T, REB LTI, I BRHAT N ZBHXKELE. B
BREFRKEROFEREN EXEZREIBPHEREENHER.
772 ZRENBEERFLIBURAFAYN, TRAUT=fAFRXBGTLERR . F#HT HEX R
Bt BRI, LG P4 A R SR A0 B 26 8 ) (2015 RRD PR 1100 A 84 2 ¥ o BH 4 X9 R0 B o o FR Y
Vil
7.7.20 REBPEERWEEFET., RALHBEBARBIEBEREERZERE D, ERIHZE
HWMEMAEYERER, 37 d,
7.7.22 Z3KERBE, BEBEKREEXNBOSHMERERBRBTAREAE TR, THRRHY
CEBL BN M T R T 4T . BEFRITA MM . AKTF 50 mL W/NE R BB, TAZ
HRARNPEERE RS D . S50 P B Ut 1 AR 18 B 9 K B Uk JBE W, B 58 o R X 38 2% A AT
XEAE REEAEENBREERENERABREERSBEESR. FAERNEMEYREEN
BETESR . ZAWNEMEYERER. 7 d,
7.7.2.3 EREWHMTABRRFHTRE, W ARBEBRE - M XERR T, R R AR
fi. RAEHEBEAR , BHRTIIRUE RS 10 mL #HRENKES. BFRRRRGHEREF LRE
BMAEER. REER 7T LCEIREMEYEKER.
7.7.3 BAHAS #HEBET - RIBWRAR  KR—FHEEOHITEL S KIBWKFAH. £E8K
RBEXSRAETEE. TR@MARB MELRE.
7.7.4 ¥EFTLZEAMRBERBRER HETRMAKBT AENBEABEEEK. BN, RE I
HZERGEYRE RABEMASHIELHEAK ARKAXTHE, EHESAEPEN - EBEMIFH
EEEA K, AR S AT, BRIEBIE I B ARG R, B AE KM BEY ST & .
7.7.5 YHA—-ITREMREIHKE, NHE ICERBHERE, FHTYE, ERREBEL S MYE
TR EERF RS R




PHEAREAMBEES
1 ¥ W
NESCEAEFRSMRESEENEHN
R E
YY/T 1623—2018

*

TERELBBEMBREST
AR EEAEF 2 5 (100029)
bR R R = B b4 16 5(100045)

Mik www.spc.net.cn
B4 %E.(010)68533533 K ATHL>:(010)51780238
e H RS EB:(010)68523946

P E AR R B S R ELR
BHHEBIERH

*

JF4 880X1230 1/16 Egk 0.75 FI 12 TF
2018 4E 10 A% —RR 2018 4 10 HE—KEIRI

155 155066 « 2-44931 EMt 18.00 JT
MAMBREHE BHAHRTHOER
BREE RESR
YY/T 1623-2018 s e 2 4R 1% .(010)68510107

FTENHY: 20184610 H29H Mgm

F

$0’lér
A

YY/T 1623—2018



