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ERENEBERRNBAREE.

AR R GB/T 1.1—2009 &4 H pyH N iR 2,

AR GB 27955201 K EAERASE THEEREEENERER). A58 S
GB 27955—2011 Mk, EERARBEAMT .

— B T RHERE B (LS 12,2011 EEMEE 1 8

— BT RBESI HICH LS 2 32,2011 R 2 2)

— W T RERE LS 38,2011 FERHE 3 2D,

— B T fr& (R 2011 4ESR IS 4 2);

—WmMTRKERF SEAEXKERN . BrER iR SWHERL 4.1.4.2.4.3.4.4),

— BT KRV R L 4.5,2011 479 5.1.2)5

— W T RREMER L 4.6,2011 £JRH 5.2),

— M T REHEE L S5.D;

— R T RLEEMRR % 4.6,2011 4£FRH 5.2);5

—BRTHERAEREFTOLE 6 22,2011 SERH5H 8 2,

— T A RAR SR FE AR RS A Y W ik LM B .

EREHFEARENEERIEBRZRSBHIFHEO,

2 bR R B B . o B T B L SR B R A P R 2 T L b i U R B R RS [
BER . WitE LREGSWERERS PO RS DEBRBR SIS WER IS AREY: . 5
B RFEMBER . WLARE BB LA A BB BT W4 5% BB £ 06 v 0 i R B 2 B R A
BREB.

AR EREEA K.Y KT FRXNRE . EEZF. BAHF AT . BUF AR L,
WEK.EEH. FEE 2R BRYE NE. LB .26,

IR RBEER R RBERNY

—~-GB 27955—2011,






GB 27355—2020

HRUESEEFTFHRRBERF SR
DEER

1 WEHE

FREAETHAMEESE FRBBXERWOEAER AEE ERAEREA. RN,
RBFE AESER. . BEMLHF.

AEESATARE ARBBNETHBR. BRAAYRXKANLEMEEERTRERXK
LR

2 MEWIIAXHE

FHISCHEN FARX SN AR DA A . L2 A BN5 HY # 3l
. LERAHEBBHSIAXH KEFRE(BHEFFHBRRERT

GB/T 191 R¥HEERIRE

GB/T 1616 Tkit&4bE

GB/T 16886.5 EJF#MAEYFIFM 55 B4 AIAfaHHER

GB/T 16886.10 EEJF MY FEM 55 10 B4 FB 5 EKE

GB/T 16886.11 EF#EWFITN 11 BL . 25FEKR

GB 19192—2003 [RBBREHE D AEER

GBZ 159 TfegESPhE FYRKHMRERE

GBZ/T 300.48 THGHESABRYENE 5 48 W4 REM

WHEHE AR (2002 £ [ B AR (P kR (2002)282 5]

3 REMEX

TFRIARE MR SGE T 4304,
3.1

FHEFHK plasma

HEF. BFAPHESTFREFHRNBEE,

¥ ARENSETRRHSAKS FERGEATRERERN.
3.2

FEAESUSEFARREKNES low-temperature hydrogen peroxide gas plasma sterilizer

60 CT,ASEMESUH#TRE  FHSEFIBRRESAMLEANERE.,
3.3

#&ZW conditioning stage

SEALEEAREHIESKERTESANANIE, TELEA A RE. . FHFHRALRE.
3.4

WHEHY sterilization stage

HRAAEEARK RESECESAE—ERE RE . EHTEA—ENRETXERTR.
1
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3.5
f#4TH] ventilation stage
HHoRtEEABNER, A EEER FETHRLLRE.

4 HERER

41 REBF

4.1.1 iR

41.1.1 RERNBREXENRREMNOKHEETF  ZLAANEFERNER . EREAKIAEN
KEBRE.

41.1.2 KEBRFEEREEN . XKEHMENH=Z1nEB . TEREXX,

4.1.2 REH

4.1.2.1 KEREATHREARTHERRERNES, ANAKT 80 Pa,

4.1.2.2 XERAERBEEESPSRMMEA/NT 45 C,

4.1.23 BHREFE TR EHNFRSA RS SR RE M e ) S0 @0 A /D Tl A
ME R RACE BABLIREN AL 10 EHA.

4.1.2.4 EHHRA RGN B SR BN BAS 0 E S OME RE L5 E A

4.1.25 KEYShid B iR,

413 REH

4131 KERARBBENAKT 0 C;EERERMBENKEFCRN 25 BIE.

4.1.3.2 KPR B RLAE S 0 B R HLE , Hh R (A) SE M E R R N T RS AL E B
4133 KEEANENAAHERNAE.

4134 KEPSEHERBHEEMNFSHERHRE.

4.1.3.5 EX KBS AN A S RIE AT R,

1.4 BEH

4141 KERELTHREATTHERRAEMES, B A KT 80 Pa,

4.1.4.2 RESE T GRen MM AT RIS H 0 i B » 4 38 8 (5] 50 1045 1 A/ F il 2 7 A0
ERBREE SATIRELWRENELI0LBEA.

4.1.43 BITMGRE  KEABROME AL IR BEMAET 30 mg/kg « H, O,

42 HRELEKEH

421 HEHEALAKERMLFS GB/T 1616 h 60U VA ENFRER AR P AT KIS RE R
53%~60%.

422 KEBMNEAMNERNEENIELS . FHPHERNAT 10 d, EHAEENE 53%~60%
HEA.

43 EREKEBE

4.3.1 KEHBPLBRTIHE:
a) KEMRE.NTHRE.
b KEREN.
o HETHBMANE,



GB 27955—2020

d XKEBRFEHBEAHMETHNE.
e) BITHEHEERB.
432 KEMEBRKERASEILERE.

44 BREMUHEER

4.4.1 KEB/MEEFHACETHERE.
a) KEBE.INRE;
b) KHEMLES,
o FETFHRB/AE,
d) XEBRFEHBRAKRMEITHE,
e) BMENRB.
442 KEHBELWNFHMCRFKERANTHEEERE.

4.5 REMRTNREN

' ERPRRBET . HREER.
46 RZE

4.6.1 RBREB

46.1.1 KEHNRELSEALLIBGIE R, EARERRERINE, 5 & i £ E AV #E
HERRY.

4,6.1.2 FEiE R K B AR08 AU B B b P PR B0 KRS TR BT, W Sl S5 B LR 8 LN [E
R AFRE(TWA 1.5 mg/mé,

4.6.2 £YHBBE
RKEBDRMEGABREYHEE.
46.3 HEAZYE

x4 8 R AE & B AR B R G AT B IP  BRB R B AT o, P A A R A T
HEHE. KBRS IARRA B 8240, mEA B RABRSE.

5 RAKE

51 BEMAESASETERAKESEATAHE ARBBHEITHHR. SAMDE.
52 KEBAFABHTUTHRHKHAE:

a) ARETREYS;

b) WK Y R

o) HEFABEZRNHBHRNYSRILBEMSTHERREEGY &

d —LHEHARE;

e) WEIEBE;

D —KEHEHY

g) HWAY,

h) AEBRZEZHER;

D BARRIMUEREABREKEENBER;

D BREAE AWM, AR
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6 EAEEEWM

6.1 TERM/AKE &R, KEWRHNSHITHAR . ERKBERMTROHE.

6.2 ARMMNRAEHURRBRERATYH.

6.3 KEY AR HEMKER RN BERET , BERERPERE W KERR.
6.4 REEHLEAESIGEIK. ERBEXEBRE RN R A FHE.

6.5 MRAXWEMTECENWRERRRS KEREABAEHER—B.

6.6 NHERKEREYBERETRERAMER.

7 RBEAN

7.1 WA
RAREMIE4.1.2,4,1.3,4.1.4,4.2,4.5,4.6,
7.2 HIr#%
W R mE.4.1,4.2,4.3,4.4,4.5,

8 BN
8.1 KEBFRE
8.1.1 REER

HRBERRENEEE BT RER AFETRS 4111 1 4.1.1.2,
8.1.2 #&BAK

8.1.2.1 ¥EHUBEESKERAESNNRXNOES . SHRKERY, JIKESES 4121,

8.1.2.2 HREFEARBRBUEXERAR BT KERM ANEEMAS 41,22,

8.1.2.3 HHPRUBESEFRRENBEN, ¥ HORINIBSE FE L4 22103, 2 7 KEH
BOAMBREFE 4.1.2.3,

8.1.24 B XERAM,.RAMBRERE . FILETER, FFRAEE, BTSSR HHOYEE
BRI (2002 £ O M LM ERE, ANBERRKE 4.1.24,

8.1.3 REMAK

8.1.3.1 HIBEMABBUBXEARNE, 2T KERAM, HHRETHE 4.1.3.1,

8.1.3.2 BRXERM, . EABRT BXENNE, AKEETHE 4.1.3.2

8.1.3.3 KEHWERRESKEMEKENT RN ELS, ST KERMS, ABREEHA 4.1.3.3.
8.1.3.4 HHEMEMESLBBUEHER, HHRETHFE 4.1.3.4,

8.1.4 WirwL

8.0.4.1 WEAWREESKEMEEN WM O EL, EAKEAY, HFRERE 4141,

8.1.4.2 BREKERE. WABRI RSB TRR LN BEE, EHS AR RSN TRE L RS

ok, AR EHA 4142,

8.1.4.3 EAKEAS, KEAMLERE BEE— K E A ELHRREH (ABEY 1 mm R

FZHER 2 m RN 1 mm BRGHRER 500 mm), 451 100 mL 4LKEN 1 min, SRS .
4
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# GB 19192—2003 1 5.1.5 W BT IR, B ATE 2 K BURBIME, AT R B/ 4 4.1.4.3,
8.2 HEAESAE
HE T RAEKEN R ERRENEN, REHE 4.2.1.4.2.2,
8.3 EBrREKEAR
BITKER, HIBREHE 4.3,
8.4 EREWMHEENR
BT RKES AR EFE 4.4.
8.5 REMRRBETLE
LIER A SR B #TR, HRERE 4.5,
8.6 R2EHR
8.6.1 WMHEAEAKRERE

8.6.1.1 REXBEH/AGEHNGHE, AMESTES 4.6.1.1,
8.6.1.2 ZEMEH N BMERHRIFE T, # 8 GBZ/T 300.48 By ik #1708, % R4S B R
GBZ 159 R BER#FITHE A ETFE 4.6.1.2,

8.6.2 44ARHNN

BERER CHERR. SREFSRHFXHYRELEAESESE TR /GlE dhnd il
i, 8 GB/ T 16886.5 BEATHHMIH MR, G5 R AL B4 5 S A i 30 0 f 18, DU 42 CB/T 16886.10
RS R A R BRI T Bk 1T B T I B R R GB/T 16886.11 4 B v 580 ik
17 BT ARk B BB R , B R B 5 AR HE .

8.6.3 HMEMAMEHLE

R D &4 R RARS R BURE & 3 R R OB B AR M) (2002 4570 ft 2.2.4 B9
BB IS R A Rt h W E W R R IEM . AHRERA 4.6.3.
9 HELSa%

9.1 #k
B FIe s S Rn N4 GB/T 191 ER,
9.2 %
ARFREASHE RREURN B XAEARERNER,

10 E@aRE

10.1 B

BRA—BRE T ERESRERSH, A BT B B rhd B IR SN
10.2

BERTHFERE=0 C, M BE<IY, TEMYAMENRIFHEN.
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W ® A
(3R
RERRBNT &

Al FERE

FRBUFAYEAFEABREANETE KARRNURLBHRERAEUE R, RIEMEDRK
BACR . ARIRR AR O MR R R, AR, NN RIES B, EEBETRRBERER
WHFRBERMEK, @ RAMKAER, BRE K. UEREHFEFRIERE, ANETREGKE
BRI A RR I AL R SER, WARHREH.

A2 &£9RTFY
R BT B AR (ATCCT7953)
A3 IiESEH

A3l B BHFRBEHSIRHGAEERN 0.4 mm KEH 20 mm~30 mm 7 G50 M4 & 0L 5
HEAREEBER VM. PR 6 2t E B B R 1X10° CFU/ & A ~ 5 X 10 CEU/#iE s
ZFRTHRTREHEEH.

A32 RUER.ARBRERARRTORMTENREE, mAEE, MR HEE,

A33 FAEBEMMELEZER,.10H.

A34 RNUFLHELEBEER,10H.

A35 WERIBNITRF MM TSBHRE . THREOK 17.0 ¢, YEAL 3.0 ¢, WILE 5.0 g, B4R
L6 2.5 ¢, WEW 2.5 g, 3L 30 g BT 1 L R HBIRE B RE P 7 (TSB) 8% .

A4 BESPR

A4l BREHREZEAGNERENIE SR, BE 10 BN, & 10 RIS PFTEK
ERBEN, ANBEAG AR HEEXERA, KELAMN—ZREE, N 10 REARPITERES
BEARBEXERPROLE AL EXERATERK L THERRE, WX 10 BRI 5 BBAER
TREMEN. SHBEEXERALTHERRT LA A.2),
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- 10T

#10 o

B A

<—51ﬁ

rEE

B

58
rawE

A2

BROHFBORMIE (2002 RO H 89 KB 1 5 BRAEAT A B0 KB , 7 0 4 SR CL 0 T 4R PR L i 2
EFRBA, KT TSBFHRESP,56 CHH 48 h, WEBRGER, WHAF & LN #E 7 4,1
14 AT 0 40 VA A A 0T Bl B
Ad42 BRENREAPLEZBRNHEZBEROERR, BE 10 BHIEAE . ¥ 10 RUREEY
SVTEBERREN, AN HARE, REAXERN, KEBANN—ZHEE, W 10 HEEEF
FTRBERBEARBEEXERPRLE AN EXERATRR ETHERSE, WK 10 Ry
HBBREFATBREN I BEEXRERANLTHERRBROLE AL,
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#10 #5

10 BENREZRE

99999
99999

#6 #1

A3
o)lre)
(@) SRRNEZ %
oo )
#1 #5

R

o
(o) SRR B
oo N
#6 #10

A4

FRBCHBH RN (2002 £/ PH K ERES BT L BMKE, KE 45 UL AR FaE
e, 2B TSB HsEH,56 CHF 48 h, URIERLE RN CHBEE RN ERIFRE 7 d.\HRER
A7 0 40 0 A= 4% 0 ) e PR .
A5 HRitHA

BRI REERER U LW RMEIER, MEDWIREER 5 K.
A6 ZRIE

WG R THEE R, A, WHAEXEHEH .
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W ®& B
(REERF)
SEA4ESESHEFEERBRENED MRS E

B.1 BARBAEFREWHETY

BRI o U A TR M, B — Bk BB RNIA D 1X10° CFU, i A F s g /A S SE
P h R R E AN, TGS R AEAE RN ERAY RN AR FEREY NG
X TR 0 K B R AT A

B2 ER&EYWHAGMMNTGE

KRS me, SR A PCO R AS R FERAY PCD py RIEE AT MW, PORE
REZBEVI R 5EK PCD AARSHEZERN NN KEHRRKE. 16 ERAYENOHXET
TR B 28 P M 7K T 0 TR T DR BT B B R A EEA O, W KR R SRR L TS
FOWBRHETKE ., KA RE LA SR LY PCD ARBEBF B L 56 CE2 CHFR 7 d(Fik
PR BT , MR ERGR .

B.3 EREWENGKENEE

RE I BT, B ISR SR Y M HT W, Bk A F R =D rn Y, B PRRE LR
SN, FHRERE RETRESABEREOBMGEREEFRYE 2N TREREE A,
MKERT RSB E ) . KR 58 RS Sz B R AR M (0 A KB 28 R L B B AL
YR YL B AT R MR RER

B4 HRARE
RE o R 2L % 3% P, BR ot SR L S B S MO 4 SR SR B M, M O KB 4. [ R AL B 57

IFL 4 40 L 0 O S R 2 430 PR S8 D KA 2R U (R L — 2 6 8 S 4 P A A
B R R R R
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M % C
(RRIE e B 3R
BAEROHEFE

C.1 Bk Ui B 45 7P B 5 i & JR A0 Ik 5 JR A% BB B O K I A4 SR, 45 A 44 S5 06 £F AR 60 cm® (100 mm X
60 mm) K/MEZ 34, MM NS .

C.2 RPHMNBUBBERLGEIER, REARBANEES, XRERAFRONREFEN.

C3 MAYGMAETHIHN. AHERIRESESRRT BERL LRENTLE.

C4 HTHRBHOELBETROLRAE D, ESAFHRMLALERKEM.

C.5 M Tyvek R4 HIQRE SR, B LAEHEA , FINFIELELERBA.

C6 HBREHGFHBAXEREHREN ANIHRBRES FRBREREEXER LR PR,

C.7 1 Ui 3 g A 3R 1E V3L B0 2K T AR O B2 T80 0 E B AL VPR R » T AR O ) Bt S AL S R B

C8 HITLRAMKHE.

10
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W ® D
CGHRTE B3R
HRERERTN

D.1 HFERE

BREMSRIANESASETHRERKE, BMEELE . WE K5 38 0H 5 HE
¥, T B E KW B E S S R A A

D.2 HRHERBEIR
D.2.1 SE(ETBHAMNN002 FER H 3.4.2 RIEHE,

A A REA . HE, H 24.00 mm, & 1.00 mm, F—H#&H 2.00 mm ML, FEHEEAN 9.80 cm®
(EL. T AREES/MNE) . EHER6. FRNT.

B (¥ R, GB/T 700)
] (H# R GB/T 2059)
&® (MW, GB/T 1173)

AW (E# W, GB/T 1220)

F i R SR E S, RS AR MR S, R RE S LY AREINR. S
RAEBTEME. AR TRESSREBKT BRERG EREKSE. RO E.BRRERE
ERAREHRE 3 KR E 0.1 mg, RETHEAIRRINERGFEN, NAHEE T AUFTE
HARE ). FIAR Tyvek 3548 S 6 R4 R AR BAES . By 1k 405 2 A GREES S AL 1Y
2A.

D.2.2 HRBEATEEAXREREERAN, AMBSRES BB M ELEXKER EE R, &
R 25 i T A B U B K T R TR B R A AR AR R TE A BRI B e Ak L K R R 1T 2 A B
K.

D.2.3 EBHRICHE P IAE K B BRI E A /D T 100 K.

D.3 &l
KRG, S R BB , 3 RO B EOR M) (2002 R #E4T 48 B e 24T .
D.4 HBRAE

SAE(HBHEAR NN (2002 450D & 3.4.3(DFHITLHERAT. WESIR B AN, &8 R KK
phi 3 R<<0.01, AT/, k4 A 3T My B ik 4 R 8k e i MO PR M REAT U E
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