ICS 11.080. 01
C 47

oA N RS 36 R 5 b A

GB/T 19973.2—2005/1SO 11737-2.1998

ETSEWIRE WMEVFERE
F28G - WAREIENLTERE

Sterilization of medical devices—Microbiological methods—

Part 2. Tests of sterility performed in the validation of a sterilization process

(ISO 11737-2:1998,1IDT)

) 2005-11-04 % 75 2006-04-01 T 6




GB/T 19973. 2-2005

b AR £ M H
B x it
EF#WMARE WMEWFERE
F2HY - WANRFTEMNEHRR
GB/T 19973, 2--2005/1SO 11737-2:1998

*

hEAR SR AR R AT
LEEXMI TS ZBEAE 16
IR I 4 B : 100045
M ik www. bzcbs. com
H1%5:68523946 68517548
FERED AR 2 SER) EIR
EHFEHELH
4 8801230 1/16 ENgk 1 F¥ 21 FF
2006 4E 5 A% —R 2006 4E 5 A% —KEIR

$5 . 155066 « 1-27537 EH 12.00 T

MENEZHE HAMHRTHOER
BIREH BRLR
23R8 1E.(010)68533533

2005/1SO 11737-2:1998

GB/T 19973.2




GB/T 19973. 2—2005/1SO 11737-2.:1998

i

(]

GB/T 19973 BESr ¥ MM KB MEWFEFTEIF HUUTILAE4

—%8 1845 .7 LAY BB

—H2 W HAKERFHLERR.

A BELUE AT,

A FRRM ISO11737-2: 199 BT BB KE—HAEWEFE— B 2 HA - FIAKE L
BHEHERE),

B F GB/T 19001—1994 1 GB/T 19002—1994 B #EE £ i GB/T 19001—2000 (idt I1SO
9001:2000) fX %, B A A T4 8 T MR 3. [ B, A& 3B 4 51 A 89 ISO/IEC 17025.1999 A 4% i iy
GB/T 15481—2000 {4 % ,

IR FE A RITRERF.

ARSBHERRMABUEERRBELY.

ARSHEEEEEARASREMELBEARAZRSAD,

AR FREERN. EEFRMAVEN TERAER. . LETHER DS FFEETHRA N
O REBRTFERERLEBERER.

Ao FEREN BN, BB FZE L .2X . HE. %Y.




GB/T 19973. 2—2005/1S0O 11737-2:1998

51

il

EE&=HREETH EXFEREYH =G . BIFSMAEANERTHEER, YTERBELE>
A, BERSEREETBREMRBENIIRERBER D, ™ REXKER, BPERERMELE™FMH
THEERFEMABRERSATET, WTREFAMEY  RERERLD ., XH>-HRELEN. Kl
P H B9 R X 7= 5 15 B B 08 A W AT A KON o 3R R 6 7 o R 7

ATFXESFBEKXENDEAM/RAERFTEMNMEY R AFEFROKE, FEMNT—MEHE
FXRERELRKELEBRE T, HAEDERERU-NEROBEBERE TR, XM F—TREMN
KELBR . XMBEFHREBIMEYHBEBEAMREURRKEEDFANAERfE. BR.E2FKHE
ARRK I E SR — AT E &SRR UER A . X KB R B S Tt R SR e
EHT B FERBEIHE - PMRFERERR,

GB/T 19001 4y Bl 454 YY/T 0287—2003 (idt 1SO 13485:2003) 1 YY/T 0288—1996 (idt 1SO
13488:1996) N AR tH T RIT S MAE R R A XEMRSFWRREREFEMEKRK.

GB/T 19000 R tr AR E R ARABEE N =R R B RS IETHE TR, R R Rkt
B, KERREXH TR B, BARSBAOAMEANE S~ S0 KRIESE., Hik, £
FART R B A K B A2 L W S R RE IR

HAICAHE T A TEIFBSRKXELIBOTE A S H MBS EF K GB 18278—2000 (idt 1SO
11134:1994)GB 18279—2000(idt ISO 11135.1994) i GB 18280—2000(idt ISO 11137.:1995) , ZHik
AR RL TS X R — T E , A T SREUER T 38 L B ARFEFE MR W v e B O T A AR, R T BRI
H—METFHEXERBHKELHE, HG X XK E G ETF#EE% GB/T 19973 B4 384y B M 17 1
HiAK. yEHKEETKEANBESRIEX - KENENERARENIR, FREAX - KRBMEL
| — (I, GB 18280—2000(idt ISO 11137:1995) 1 fff % BJ,

S FE A RKBHTANEARMLEF mME R THES.



Bl &

g2
RE&MPTHERESHE -
LHAE -

T H % 7 &8 -

N O U W =

M A (BERHERR) BAKEIBRHEELARER - :

GB/T 19973. 2—2005/1ISO 11737-2:1998

B W W N e o = B




et st —— R ————

15

GB/T 19973.2—2005/1SO 11737-2:1998

ETSEWMORE BEWFERE
F28y BMIARETERALELRE

1 el

1.1 GB/T 19973 AR HLE T BES7 88 R 253 8 T AL E B0 K B A B AE R, X 17 Tl i 8

) —MEEOR . X 2 55 T 0 K B 1 e A
1.2 A oAERT:

a) C&KEMH e

b) L IR

F1l: ER a)a b)) R E §278—2Q

GB 182802009 @11137.1

o) YRR Y P

2. GB 18281 ;o ISO 11138

imrﬁlﬂg T ﬁ;
7

B 183292000, (idt 1SO 11135 1994) 5§
A A

2 MEtESIAX

A o i GB/T 19
F LB B 45 P B O £ 15 1t SO RO BB IR
UL 2 7 5 R 5 0 R A . LR EE F
WA

GB/T 19001

%P 3¢ WAR: =R GG DS
AT SR T § S SRR 45 A 35 0 1 B
M9 51 ST H BT AR A 3 T A

3 RIEMEX

THIAREFE X

=-'w"1 GB/T 1
EFHEY aerobi n?,

m
FULEAT S 1R e AN T

A}
REHE anaerobic organis
HE TR M T ATE AL B TP A BN K T

3.1

3.2

3.3
MeEE/EHIXI bacteriostasis/fungistasis test
FH I FE B B8 ) AT 0 00 U 00 ) 3 S Ak ) o BT I ) SR AR A
3.4
i%%:%ﬁ: culture conditions
R 17 A 15 3R I 1] R BE 0 AE R B IR B TE I — 2 5 1, F AR (B 2k 0 2k K 3
3.5
M HE facultative organism
BERE T S AL, LREIR AR M EDY) .



GB/T 19973. 2—2005/ISO 11737-2.1998

3.6
R EAYE false negative
LR AN L RR , KGR AAYE.
3.7
fBRBAMYE false positive
LRR AR T RE, R R B .
3.8
4K growth promotion test
RIEHEHFEREFEMEDERTEITHIRR.
3.9
& product
FH LA 3R SR AL ] 7= & R AR R BT B A AR .
3.10
F&BIT  product unit
BT A, — oI E = RS .
3N
Mm% sample item portion,SIP
— AP BEILPEEHIRB NS
3.12
T HiKE test of sterility
LUSBENEFFGT AUBE=RET L ESAREREDFTHTHRE.

4 BEW

4.1 X%

4.0 RARFERT IR B B AR LA R HE R AN B8 B A AR A A SO R R, X S S R AL AR R 4R R
GB/T 19001 W E SMEMZE,

4.1.2 GB/T 19973 @) 8B Fr £ 5K M AL TR 7 b A 3T .

4.1.3 N¥ER GB/T 19001 M EXN BB MENICR  FHEEARLREHTRE. CRULER
B A AL A B IR S

4.2 AR

4.2.1 1EW GB/T 19001 #i5E , B RN B & A R#T.

4.2.2 ABR BRI RET . EARARKE XTI LRFHRICEN T UGS .

4.3 BE&ESHH

4.3.1 ¥ BRI T A AR A4 002 v] R .

4.3.2 MEBXMHABRFETIATEITRNEFHRE NREREETICR.

4.3.3 MARAERBUBRSERIEHNRSWREBRIBINER R CEMER . X—RHEE
R4 GB/T 19001,

4.3.4 KWK, fH5HE R BRI R BB 88 0L B 95 A A U S S A4 R B M A RN K B L N B ST
AR 64 77 3 H T8 B0

4.3.5 BHEFENRERLBNOE - MEEKAR.

2



GB/T 19973. 2—2005/1ISO 11737-2:1998

5 RETRATHERSES

5.1 %&#
51.1 FRBELERE
78 ST AR BUR B 7™ M BEOT R P, DUGRIE X S 7 5 B o3t M AE = BB R E
5.1.2 #EK#HEGIP)
WMRAREHER—HGOE, NEFEREESMEY TEEFRREN AT,
MACKIERAEMESRBET LRSS NN RE T A2 - EFEEROHE. &
/DX S IGE M1 OL T L B P L B T L BELE B LA BB E N RE R R .
T HE K R A B A L o B SR A M, B IR Bt L R 0 O 5B AR
52 FRETHMEKNENER
0 SR B B G A RHRN /B B 5 R BLAE 7 o BT R R R T] 60 ) 4 388 T kT AR E
a) FEMBITTHEMOEEE TR KEER;
b)  RFE A BRITER MR DB YRE;
o HFERETHRERGEOKEERANTRESEAREZHB.

6 AHWRAR

6.1 ZTHABAEWNEATIE, BEIIE:

a) HEATRBABNEFESTREEFRERAD> GBS, REHTHESR;

by BB M LB EY PR EBEIER AP
6.2 XMFOH™H MEEBHICREMEFRRTERITHER. FRHEREDNORE.

a) HEEERETHIEEA

b) R A B Y EALE IR

o) BT RISRME AT R R FIAAL,
6.3 WMRBMAEVEBAEFFGZAERNTH ERERH, ZEHHEEE .

a) AR R e P VB A S

by  BERBARERITRMAEYHRES;

o) BEBBARMERBEYKIE KR .
6.4 R FEE P B BT C6. 2b) ) 3% B T B R H 5 50 BE B R B AR W BB TR RV W SR R
ER—MMEH ERASE. MRMABRX — =L NERAEXHYROEREZER/DINRR. RREANE
6.5 HEXETHMAERMEYLIE, MEFEFEE. X—F RIS R R E 8 RN R
X

7 EWRBF EMITEN

7.1 B TR T B E SR N2 R R SR O (L 4.1.3),
PE 1. 6.4 F0 6.5 FTRBUAS G B 6 e SRR DA HE L D
VE 2. A BOME I 2 B A ROXE Y kAT R B o B B L R
7.2 MESmMATSRNBE L EXQIEF UREREFTEM LEARITEETBH.



GB/T 19973. 2—2005/1SO 11737-2:1998

M x A
(R )
BAREST RN LR RXBIES

A.1 3]

A B R AL T BT BT RS B R A FE R . A R R IR E AR E T R A E R Ty
A Bt 53 ] A Ry e FSRAE M B T

i

A. 2 IE\ Dl']

A2 XREREBEER N
A TIARBEE., #HTKBHE
NG B NG 1T s AT .

i B WA R L

jetv=8: R AV ey Fili XA A S B LR E

KRBT,

S 2 3s 1T I ERI . EREREHENE—EER
AZ% GB/T o — 8 R G R
oL 56 = R R R PED K # [ e 003[idt I1SO 13485
A.3 UFESHH

A.3.101 K ] NGEHR KA AL B/ o FT AR A O A 1O 45

A.3.1.2 HAH RN fibris B {0 A i7 2B EEIELE R
Xt F 8 B A SN
a)  WMHLRSG Lz TR
b) AR

o AR RBIEE.
A.3.1.3  SERs TR AE b BRI 77 K BT L 7E L 2 BT A 36 (B n, IL GB/T 19000. 3).,
A3 14 BRI L AR L X e BOMNGLLY 3% GB/ T 1900073 FT i i i) [ 2 1k 2% 47 40 1 -
A3.1.5  HIEBOILEHE R A TR Y, 8L R RE B R R T AR «

a) B A T R AR AE A B O B SO

by R & AT 2K Y0 5R 5

o AR 8 ORI RO

A BB AR FE B R AR A I e T AR

36 S 42 o) 45 e T 3 3 FH 0 T B R B R
A.3.1.6 I AR I s B Ik AR S AR R T O A R SCAE
A3.1.7 Gl B4 RO GE  aE AR R BR A B B4 T U 0 B R AR T R RE PR L
W A TR RO R R TS R . A T USRI A 0 R Y X SRR R A

4



GB/T 19973. 2—2005/1SO 11737-2.1998

A 3.2 HYFUEE

B ASN A HAEPBERIRF RS .

TR P57 L RV A ) B R R S B o B0 A ] B8 b B AR AR I 2 5 K
A.3.3 MAEMEKEFE

IS B 0 AR A B 3R R R T 7= & b W 8 2 0 %) I R 8 IO LA AR G G T 0 O o 4. B
TC B P L AE T B LT B IE

a) (RS A R A R E TR B

b) SN K AL

oL B G T 00 P K R R A A K R O B R A K R A R A K IR, H
JPE BB AR (10 cfu~100 cfu) 3 G 9. R A KR 50 g7 25 8 % 30 o A A, AT DA 1 5 6
L IR MY .

A4 REATRETHERES

A 41 ABINERE 5 =¢y
A K R IR i BT P RGN AE AL TREPL R . 1
JEAE— XA 7= 1o R R A R ' o TEX 5O T AL HE Y- AR P HE R B R ]
gy : s TN HE RIE = oo, iR

56 1 7= i B o0 A AP b : ik £, B AT 28 52 Syt UYL At 7= 5 AR R £

hn TR A

7 i BT AR A S R
[ 7 s o o 6 3
A 4.2 FHRGE S

TR AE , R B % A e BT ! TH R R BT L R 0
T 19 3 43 R 5 153 0 2 18 ; i ETE 2% 5 T AR B0 AT TR AT
k.

GRCE T GR T X 7 Gl T P P A AR
FM. —DEE MK ER A%, Y4780
FRAR TR 6 3 43 :

QR 5 10 A RN R
i, GR A2 E A
TR R, 266 W& AN
Q2R 7 BT A B 2 1 NGO TR B e

L YPEBN.FICH— 13
S i BT KB LR L A

I (R SIP=1),

B SIP i B
RHR B9 (I RO
ot RN

FAK/
HAY TR0
KA BH (R
L2 K M
W 90K 1 2




GB/T 19973. 2—2005/1SO 11737-2:1998

A.4.3 BEBMARERHH
RESBBESHEEZF - IHETHEM. SMNTUR DR —-FERSNHIT, B b —HRAEMXH
ARTH .
a) FEMHRABETHEMNBRESNR. XHRE/BOH DG BH— N RERGEE, MAREH
FIAME. i, 8% 5 RIS H0RERM W 1 TR EHFAR,SIP=1.0.
b) SARBETFBMORERM. XHREBRNES OB FRXBOTERME. L, TH
RAFRK FAEH FHEIFEM 1L AFARE, BT ELMXRES B &I A 558 € H
LLY g
A4 4 FRETHER
FRATRERERFEAEOETESRE., R, AELHREMRAERREME, LR RS RH
5 Y SR AR BT 7 R KR AT AT R U B E R AR
. REERESRFHEBEFQREMBUEYTI KB MR . LI, PR 5 AT BRI 0 B W R L TR

A5 THRR

A.5.1 %8

E GB/T 19973 AFB4r4 6 AR, #ITEERBHFTE, TUS FUTRKRE:

a) FREBEBBRTAKEFREPARBRESR;:

b) MESEBREEY BRABEEKEREPAGER.

HERBREHTEFSRIERBOMETE. YETFERASEnmE/ ElEE AT
X — AR, AT FE AR EEDHER. BFEAX—BARAELS IS, WRAEMARE LB
IR AEMEYSISBBAEN TR, A LRESBPIANBRESSEMHB LR TEE. '
A5.2 MERA

FHERW, PRETHRHERPHRALERETRA-— T HEKEREASFEZITAH LA L2
higE, BAENBNESZ, UEEKEFESBAN TSRS HEEM, 55 EEE.

a) BAKEERARMFBESMN A 4.4);

b)) BMALKEFEFHZ; R

o EAKIEFEE PGB P A —Fh RS M (2 & AE T HAE R A LU N dh R T

BE.

ERBTRAELMBEERIBIESERKEFRERGEM,

X BB R TH T R IR B E BEE P A KSR ST,
A.5.3 XkBNEM
A.5.3.1 AW

R EHF AR R YRS RN 8B B BMAE Y 88 XT3 — 40

a) Yk R R

b) YEBANHEIF VAR A

EXFSD EAERARATSET ERESGH ERBRMEY. FANKBER SEYRBMHE
AT EHE, W GB/T19973. 1 M A 4.2.4.1 & A.4.2.4.7. AR, ZEEFEEENEBRE
ShyaBM4irasE, B GB/T 19973.1 1 A. 4.2.5 fl A. 4.3,

W X —HARAT RN G T VBT TR MUY

— B = BT R 4 8 B O M, B R LA B SR B R 2 BB UEMOR #E AT R AR .
A.5.3.2 BN

HT BN BT EE RS EBEREL — MR RILEN 0.45 pm WX HE BB, HFEBTHE
SHRES.
6



GB/T 19973. 2—2005/1SO 11737-2:1998

B THRAMEGH S AXHEERS AP RAGE BT P8, I 0 b B 78 W08 o 38R
(W A.6.2.3), R

a) FAAHBEBEREFREDIER LN

b)) FAXEBREHEEBIAKERED,

R BHITHESR .
A.5.3.3 M AIEE

AHERABFRFRERR, — My EEAERKEFREENERB EREREKREREBRZLAAS
PSR

WA AR FRAEVERNER BEEXHSRTHER S UBERENERKERESER
BAEREHITHEF.
A.5.4 BFFUEMIERE
A5.41 KENEMFASEREFHOERTERRBERE THTERKBNEFREE.
A.5.4.2 —MEUF. ATUEA—-MBEECNZXKEFEAGEFNTEEMREENERBRENIF
FE. RKOMEAHCREREEIE - BATERANREENIEREN, —BRFEHGOL2)T14d
MR &G . MR E R b M SRR, N R A IR R ‘

. AERREENEFABETURTAY A RRABRFEENEMG. ARBNRETHEAD TREMEDH

.

A.5.4.3 TIHERTLAEEEFFZME.

a)  FEK IR M B A TR R ] TR M v R A8 (B o B

b) BTFRKEEAEHMAEDRBMREB RAIBER FH-EEREAGAREER.
A5.4.4 FELRFEGTHBEREZMNNEENEREHE:

a) FEARIMERE;

b) HEFEFBE;

o) WHEMEMITYRE;

d) HAEYKETRERA,

BHRMAEMREE BT UM GB/T 19973. 1 #TMAEY F BN E PR, X717 B FEHFEHER
.
A.5.45 FTA2HBETERANERENE.

A2 ERAREREYE

EYkER FREKERE HIREBE/C
' BERAYG 28~32
R OB A% 28~32
KEREOHLAG 28~32
EAP LR 20~25
HE LRELREAG 20~25
HEBEOHFRG 20~25
- BAEREEVEEFRE 28~32
HEHERYG 28~32

a AIEEARMBERRBE. B A5.4.2 9,

A5 5 ZTHRABERFERSE
BFGEFENRETRERTAS T MEIRM.




GB/T 19973. 2—2005/1SO 11737-2:1998

B oh R A R REAS R B A W A K B S R A, PR it B B R M, FT RE TR EE AR SR B B M .
A6 EERBEHITFM

A.6.1 REREHEIEHTRSERBRMAETMH

T6 R 5 o A 1B BH M 2 5 e A P BT IR 9 K T RE R R MR 9 R R, SIS A BH A IR IA
KAE G 8 E A AR R

7R A B BRI P 25, A v s o B R AP R A AR R 0 B KR 7 i B T gk AT — T A A
k5.

F A3 HH T AT EE R GRS R

& E R RIE RS

RN B A 015

a5 B R BT A 2

ﬁﬁﬁﬁm%mﬁﬁ%ﬁ\o \ \

A. 6.
A.6.2.1 SN PEMER £ EE
S W 2 "ﬂ ELOE R
B AR e KB

b) i i

C) I%{’E HE 17
A.6.2.2 ‘?
TEE AR A K HNgF A ERFEBARK ™ & FE A B SR RUE A KW

MEE T A3.3),

Xf BB A )
GB/T 19973.1 fi 5 R
2% 5 ) S A 0 ) NG
a)  [) % 7% 5 B Uk B P NG AR 5
b) 3 i 2 B U B VR A R O S A ) T
o) FEEIE MR R Y SRR T RIE L e . X A LA S 8 0 R R R A Y VA B R
= BT Ay B B A AR A A ok LB
A.6.3 RE5LHEIXK E R E
O ARt 45 o 5% o 4 7 B T SR 4 B 7E K B R PG R AT e R X AT R g . A RAE MR 1%
Hh G 3 3Rk AR B TR) 7 5 BRI AT AR B 4R B R R W A R S A R B SO . B R LT
i 06 T 0 F AR T ) B . TR S SR AR W BRI R AT A 1 R A R R A ] BT
LA . 5 hb 3 KA AE B 3% 3 5 5% 2 4 (8] i B[] ] B AT BB e e K RIVE S BUR i iB &2, ix
TETUELRE.

V) ) B 70 ) I3 7 k. WOR K



(1]
(2]

(3]
(4]
(5]
[6]
L7]

(8]

(9]

[10]
[11]
[12]
[13]
[14]
[15]
[16]
[17]
(18]

[19]
[20]
[21]
[22]
(23]
[24]

[25]

GB/T 19973. 2—2005/1SO 11737-2:1998

2 £ X ®

GB/T 15481—1995 a9 F AL #3010 2 RE 7 /Y18 AT E K.
GB/T 19000.3—-1994 REEEMBERRIE % 3 #4r.GB/T 19001 7EHK 4 FF & . it 5 F0
o fE L.
GB/T 19004.2—1994 REHHARBEREEX £1BH ..
GB 18278—2000 EJFRE™HAXE WMAMEAEHER TIIEHKHE.
GB 182792000 EJF#M HEALHKE WA AEH.
GB 18280—2000 EfFRE™MKE WIAMERERER HHKHE.
GB 18281.2—2000 EyFRE™HKE SAYERY 2B . REZEXEREYHE
Y.
GB/T 19973.1-—2005 EIFHWMKE MEYFFE F1HY> . FHREMEDEESN
it
YY/T 0287—2003 Byraeth MEEEER MATEANERX.
YY/T 0288—1996 JREIKZE EJSFF8M  GB/T 19002-1SO 9002 i K& FER.
AKERS,]. D. LH % #/E M B, 1987,vol. 41,no. 6.
AP B A £, AT IS I 8, 8 15 R, 1992, p. 430,437,
AWERS S HE ST FEFRBAM) 5 6 IR, 1984,
BLOCK,S.S. ,SEYMOUR S, 4% . KEMU7, % 4 K.
Rk 1 25 8 (EP) , 3 [ 1980,%5 2 ik, V2.1.1,V2. 1.8, VIII3, 2 # VII1o0.
GERHARDT, P, & F 41 B % 1 77 35 F 4, 1981.
MATHEWS,A. G. XEEK N BAERFM,1974,vol. 23, pp. 94-102.
MELTZER, L. L. #1 ORDAL, Z. . B XA G E MK K, 1972, vol. 24, no. 6, p.
878-884.
ODLAUG,T.E. R # TR A XE R BN R L KB H L ERIUE, 1984, vol. 38, no. 4, pp.
141-147.
PRINCE, H. N. f1 RUBINO,J. R. A ¥ i B35 . KA RT A S 8 W L MM AEWHFE. 1984,
pp. 47-53.
RUSSELL,A. D. LB 1& 3 R 38,1991, %5 4 iR, p. 27.
SHIRTZ,]. T. XE A% ,1987, pp. 35-37.
SOKOLSKI W. T. fi CHIDESTEY C. G. & T A 1 # 1% & 3+ ¥ e /7 8, 53, 1964 pp.
103-107. _
STRAKA,R. P. 1 STOKE,J. L. i F % B ¥ % 40 B8 A0 R 3 B 3K R H I BR 1957, vol. 5,
p. 21.
£ 258 (USP),1995,% 23 kR, pp. 1478-1488,1705-1710 A & 1791.




