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]l

Il

AFrAEIRIE GBIT 1.1 45 i B,

AFRAE T E R BT 1L AR T Fas i s o o B T 4 ] O PR i BE AR S P B e A
Fr e R AR fh B AR Aot TR i TRB R s . EET W B b e . BB TLA 5s TS 42 1) o

AbPEETREN: ENE. . ki, #EIE. BB 2758, XIE. kel =R, TUE.
B, IRZEFE. EmE. PNEAE. 1RAE. B, MFS. TREREL. BfR. FHE. BT, AiL4E,
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1 SeE

ARFRHERE 1 B2 FRIR 28770 F K i A I R SUAIRR T . BOREDR . SR TE . EANEEF I AR
HER,
ASHRAEIE YT AEARIR 25 A T A P AT 2 P 2 K T G IR 8 P K TR 6

2 MetsIRAxH

N HN AT A S A B R R AN TT D ) N H AR SR SO, AU H RS T A5
o FLRAVEBRAR SISO, HsofhicA CRFEITA PSSR & T A0

GB/T 191 B%&fitiz Brtr&

GB 4793.1 W&, FHIFISLE = A A WA LETR 5 1 dHEk

GB/T 19633 % KB LRyT A A

GBZ 2.1 TARGAFHHRHZIWOILAMRRME 26 1 85 (P EHERE

GBZ 2.2 TAEATA HER KBV IEARE 5 1 50 WHERER

GBZ/T 159 AR F= < 4o e () R A RIS

GBZ/T 189.8 TAEZATHRZRIME 26 8 #/r: M=

GBZ/T 300.99 TAEMAr A EMmRIMES 99 #i5r: HEE. LEEFIT 1%

IS0 11138-5 PEJT ERME™ i K. AEPTa ). 5@5*&’/\.1&&%?&%%‘%%ﬁ%%ﬁﬁéiz%.a/%%

EN 14180 EEAVH# Ky RIRZZVHR R K HE A ZER AR

EN 867-5 VHEF A FHAREM R0, BASFISIHS/INAL I 25 25 (1 14 B il Ie i 4 FH I Fi 7 71 R A0 AL B 3 &
PSeeR

EN 60584-2 #rLfl H28r: A%

EN 60751 T4 f PHIG RS TH A% s

THEEZ ARSI PBAFERYE (2005 45) TAEHE  (PMEE&Z (2005) 426 5)

3 RIEFMEX
NHIARIEANE SGE T A

3.1

KIRZREFEENE  low temperature steam and formaldehyde sterilization

FEIRFENRT-85CIY, sl et 2 Un, SRR RN, f5 KA 2 5k T 7815
R g MRS ZERF — g I 18]35 2K 3 2R

3.2

e, £

AT

FBIHATTE cycle variables
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SRR A IRCR S8, ORIREE . 7). IR TADRTK B 1 o

KRESE sterilization temperature

T s BOE A B IR R L

KEIRESEE  sterilization temperature band

FER G YERF I I RE AR, KB HER N 25 s BT SRV IR P Y

SENMELS  reference measuring point

P P K A S PO, P A 1 7 A RS (O B

SR8 equilibration time

22 I R AR T SRS I 38 1 R i DI T TR B

K ERTE  exposure time

KB A N\ K s A B 4 1

KNEHFATE holding time

RN, R K IIZEITH R O A TV 2 P9 R T

Sl

3

BB usable space
K =N BEA RURE K AR
3.10

#BX| aeration

K RERE T — AN B LA By FERFRE (56 A T4 H R B HL S 74 A T S 8 A IR B 2 T K1

3.1

RN M desorption
RN EERE, MWKEEAAE AR KER L.
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3.12

REHFEHA sterilization semi-cycle
KA A BRI I, S I B

3.13

ITFEHREXSEE  process challenge device PCD
MR E DI E, TR Ko S R A Rk

4  BIXFFRIC
4.1 REZ=MER

4.1.1 KEa AR S 77 30 B 2RO A A ME %R
4.1.2 KE&HZI133E, Al 8T TR T,
4.2 FRig
K A K B = 2 R A Y AN RaE 75 2, R BE L mm A A
a) AR KEERRSE: HEXKE;
b)  KITMCKEERRT L KREEX WX R
o HEBIRKEERRIE: L a) B b) B kAT ik .

(@]

RAREK

51 RESRMEREX

5 TR I i 14 2 1 2 B L B RS K TR D it S 2R SRR T LIS Pb s o A REAS 2 32 BRI
SO, (RIS AN DRSS N A REANIA SR A 2 5 (K

5.2 REIEFRF

FERIK A AL A, FFAEN 1418025K, WK 1JR.
F d

kPa b

i 3 g 7 min #
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1 REFAFBAEEIRE

S 1 KB o K AL
2 - KBEFNENTFA: b --TAER;
3= C- K T J 3
A=K B JE A 58 AR 7R o~ S B (]
5 -5 s e~ “PATI [A] 5
G-~ Bf T I /A8 A 58 AR 7 f-- T
T KRR (AR TR B KR 28 A AT X s g-HEH S SRR
8- KK, [ AU
[l

5.3 MREEX

5.3.1 BF

5.3. 1.1 KIEENMRENATE A MV RUE, KGR NRAVKEIRE, ERROVKE R
+4°C,

5.3.1.2  EASKE AW, IR AN K R R VE I R

5.3.1.3 FEREANZERFIT R 2R, PG (E] ARSI 60s.

5.3.1.4 K YERFI [E] HALE BRI M AL TR RHEEEVE R Y, B R Z A Z AN KT 2°C
5.3.1.5 KIELERFIN AR T b e, HAEE REM R 10%.

532 EAH
5.3.2.1 EHphzk

I I K I 3RS, AR Ve, IR RIRE,  DARAE B KR B BT 1S A A
T A5 RNAF G A P Al R

5.3.2.2 [ENERZEX

JEJER AT

a) AR, RLER e R i SRR 5% I e T PR A s
b) BRI KA R AR 1000 kPa/min, U A][A]RE A 3s;
o) TERMYEFERT I, & 77 28R Ab 2 7= A B e 1 e 0 L

5.3.3 KE4%RE
T FR AT K N A Fe ) AR K
5.4 $FEMREXR

5.4.1 REH

5.4.1.1 KGRI BANIR B BT & 26 7 d b AR s A

5.4.1.2 KEfbrrE LT REAEE 10%, A4 FEtEAMET 12 4.

5.4.1.3 KR RS P U0 T s A B8 B 7 L R AT R AT 2 PR VEA
5.4.1.4 KIEFIBMAFEER, CABIERA

www.ecphf.cn



WS/T 649—2019

[¢)]

A5 KRG RN e LT, ORI BEAT Bl R AR Is . P08 SRR R A
416 KRR S K e 12 L ILEE, ARIRNAT & T3 S in s U 15 BATED

4.2 FRITAKEX
FEATR KR, FRFa (R NRILFEZ ) 2ith /KA KM E
5.4.3 BMAEXR

431 KB ER TR RNKE RN, BT EEEAN, RS ER .

-4.3.2  REUELCE B PUE MG AR AR S AR T R

.4.3.3  IEREAEIL I 100kPa MBS T, W EAR 0.3 m PA_ERIRORIE JE R B =99, 5%.
- 4.3.4 PERAEE S E T AR = HUK R E R PR 2L e E .

5.5 &&2MH
5.5.1 TEAIMEESPRBKRENER

AR RS 23 S b IR BE LT 5GBZ 2. 1R
5.5.2 REYIMm EREKBHNER

PAEARTOmm KRN B, 1 I KRR, BB AR LR B PR (0 PP O I KT 2 N AT B4
dh B FHEARE o 3T EARDNTOmm R BEAR, A A UCK B A, HoPEMEAME R T200 we/ B, BOKE
AFRTA00 pe/ e X TEARAR T70mmK P84T, HAk B PR R RARYE R AR 132 A H (R L]

553 HSREM

HA L VERER AT S GB 4793, TRIE K

[¢)]

()]

(S, B¢, BNG) BN

5.5.4 M=

K SHBATH S w42 m, HU R NAFAGBZ 2. 21 E5R,

I

6 WIFGE
KE Bz K. T K EssrE Ty . Kl fRss 8 ik, e E R A RER,
AT T FURI
6.1 RE. EEN
12 BRPH FEABEAT IR AN A I
6.2 REMERER
i HR P SR BREAT A o
6.3 REMIEN
6.3.1 TLEARTIfEZS S A REKRE RN

$%GBZ/T 159 1 GBZ/T 300. 99 KAEFIATIN . B0 ES K B 25 20emAbRAE, Tkl K B 2512 17 i F A Al
K FE P25 A5 FF 11 A
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6.3.2 FRMTMIBRIER T
T BRI CREAT
6.3.3 BSZREMKN
FHEGB 4793, 13T A A PEAG I .
6.3.4 I2EKN

TR K s IE R IBATHS, $ZI8GBZ/T 189. Sl & Hilg 5

~

EREEEM

P2 IR 2505 F R K T A N B T T, R0, O ol AR AR AR 6 R ST ) 5 T
TAEMESIRE BAE 5°C~40°C, FHAHEE AR BT 85%.

R TR A K 420 it TE A v AT A

A AL . AR S BS2 fife HE S PRI A AR R, 385 B0 AIE

I, B TE A 2 A ot ) B A

BEAER NERE A NS

KA AL AL B K E R S R a2 A

NN N NN NN
N OO hAWON -

(o]

FRIAER

8.1 BEFRE
25 BT AR B N AT A GB/T 191 ER
8.2 HRZEMiRARH

PREEMUE NS GHE RS HEEME) (20055E) AT RME -
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M & A
(S MEMR)
IR M BEASIN 77 3E

A1 HRR

KB ERENLAE R — G LA, eS8, NN ARG oL AT AR I, RIS
K, ARG

A2 RIELE

A.2.1 INAZE
A2.1.1 BLA

R/ BN IR 8O I K A IR s AT 1 DL /Nt 24U/ NERER AL, KR =
BN, FEEBCRARNIE . ARCER/NT100 LEPKIE S, B10 LA RCEBUCE 1IN AR b .
ARERIKT 100 LEPKE =, FRASRT100 LEF LA BI104 N die bl Bohh, BEIN25 LA 20
R AS N AERE R T

A.2.1.2 INAEMERET

ANRERFE S BT 3N AR Bk S B (PCD) ARk, IFESREREEE (PCD) MFFAEN 867-5%R, R
PEGB/T 19633 F M 2 F WUZ 482 .

A 2.2 HHRE
A2.2.1 BRR

R 7 A AR 28 I T ST (1 R R G 0 o N7 2 A P 2 7 R R P B K A B
(1190 %6 WA S o T B0 E s £ B o AT AR et 2B RS W R R s /b R KB RN 15 %, Hofth
B b 5 B T L RO M) AR AR R, R MR A B R A R AR S R

A2.2.2 H@HHhEEx

T 91 BB TC N R DA B R R

a) 1500 mm K[ PVCE, W E 4 mm, 4ME6 mm, WEXZEEE, HHER 40 gt+5 g;

b) 1000 mm K PVC &, M4 8 mm, #ME 12 mm, FH 1 > M8X 60 AFHENIZET A PVC & )—A
Kifio AENZEEE, HE 120 g+10 g;

¢)  FMbiE PALL B PAL2 (4%, KJF 80 mm, E4E 15 mm, 14N M8X60 ANFAMIRET, HEBEAHEAS
BAIRET FHUZ 3%, HEH 45 g+5 g;

) 1RAEWE, K 230mm, WE6mm, 4MESmm. ANFENEHZEE, SHEE45g+5¢;

e) PCDIRE, XMZEHIL.

BEEFE IR/ IRE GRS GB/T 19633 FlE . koS EE 250 g+25 g, ANVEEE

FE it A
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A3 MikigE

A.3.1 FIREEK
05N = o8 U1 7% S = SN 1 T AN 1 S SO T kel o SO 2 NI B S Bt o 11Uy S

fie

A 3.2 ESMRLEE

A 3.2.1 IR A7 A A5 BRI T 1 FE /R FE R 2 B . NAE AR 1AM R S

A 3.2.2 HERE 3R & N B A RO N AR E / BEEE 15

A.3.2.3 JEAMEJEEINAEO. 1KPa~400KPa; J& /730785 #F% N0, 01KPa; B [B]10 s B BE n] & a2 1s.
A 3.3 REMRILES

A 3.3.1 RSN HFFEEN 60751 AZL AT FEBH BT S EN 6058421 A Z 1 A HL A
A.3.3.2 RFEALEEE N B & RUH N AR 2 A TS .

A.3.3.3 REMEVERIFIEOC~150°C, \EMERE N0, 1°C, HETRFEN0. 01°C, KEId
SRR

A4 BE. EHENGZE

A4 FTEHEZHETEE. EHNRK

A4 1.1 DIAKA B Y3 B ADRIE B S 341 N BRI 4R A W e R, IR e AN K B 3
HHR R B e e S A

A 4.1.2 ST REERB/NT1000 LEKER, 2ME10MREARKES, FEbiEa B m
100 LEgHNIAS, 75K a8 W RETE BN BB LIRS 2/0E 1ANE 7R .

A 4.1.3  FIRAE A K 25U AT KRR P e T I E

A 4.2 INAEGEE. ESNEK

A.4.2.1 DK E 9 3 R THIE B KB SR IR B R ) SR A A B e R . IR, UEBTEREAN KR
JA, TR B E S ORRE— VO N, A AR IR S B i IR AR B
A.4.2.2 B/NFEERTCE KR A RN

A 4.2.3 XTREEREB/NT60 LEKE S, 2OMEAMNRE RS, 60 L~100 LI KEZE, 20
B 6N AL A, KT100 LI K &, 1R EARFIEEIE 100 LG N2 AR AL S . TR
BB VRS, S 1R AR R P B AR U S R T A R P, AR
SHHEROCEA B BDTCE2A RIS, B OR K BRI 2 25 (A 67 28k o oo A 268 P 3 T ks
A.4.2.4 FRAEFHBHBET KERT .. RIENR & AE R &Rl B AN L.

A 4.3 FBOHECRE. ESMK

A 4.3 IR H A TIE B KR 5 38 B R R D SR A 15 R
A 4.3.2 R E O RUE KR = B AT 2SR
A 4.3.3 RPEE RS R E R FA. 4. 2;
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A.4.3.4 ESHNERTEINMRELRES. T3, BN RETINA. 2. 2. 2FTid K B%D)
) o, PR P A% s 5 A AR AR Y MR [, PR R s, K XUZ AR 1, Tl 93K
FALTC A o R B R P T TACAE T A 8 1 S B IS ELAE AN SR S R R R AR R A
VT 42 (1A SR B4 TBCHE W] P 2 [ o

A 4.3.5 HZEAEHUH BT KEREF . RIEIR & RE LB T .
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Mf X B
(S MEMR)
R MR 75 &

B.1 #uik

2 LA S B2 B i R A HE BER A HEAT A KB RCR BRI, 73 5308 /N 5 AT 1 28
AN, BATKEFAMY, SERCKE R EMIR R YN AT . AR E RS A, i
KB A (KK PERE

B.2 MAREMHIHZ

B.2.1 MEIEW HHIHFT B (Geobacillus stearothermophilus ATCC 7953 BRSSIK 31) Bl B A
BHIFFEIS0 11138-5 ZRIFAEYD . W& PRI 2 f AT 12 2 i D6 0B . =6. 0 mine H BTN
4 HAG R G 0H KATIDAE.
B.2.2 #ifkik#E:

a) &Ef: B 15 mm NBENE

b)  IEIE e 10 mm X 10 mmIE IS s

c)  BRr: 10 mmX 10 mm 3 VYR AR

d) P B R RST S RO B AN, 5 HE KB S — B0M B B .

B.2.3 #HfRFIKE&E: 1X10° cfu/F~5X10° cfu/H
B.2.4 EAMIMAPCDH, PCOHINUZ@EE; XF ANGERNPCDN A K A3 p R a3 5, N/
SR TT AN AR T . KR AR AT A GB/T 1963345 -

B.3 #&MFE

B.3.1 JHRMI SRR T K E 2 B MR, N REHER A K R AR AR M T, KR
FERPUNT0LIKF S, BB TN REY B 60L~100LI KR Az, ZE/DBE DAY AL,
KT 100LA K A%, EUEALAE E AR I L0OLAE AN LA M8 o o D 8ok A Bl 2 W 8 I 2 /D
AP RBGRA N ER, BRI R T E DA IMEEE . DS T SR RIAL 2. TR
A. 2.2,

B.3.2 K5 XU=EARMIPCD P E U E A KT & 1 Al FI A1), 0 T Dt o

B.3.3 PREKBMMILZARLZIE, X b EMEAR CEMITRRYD) A% i IE B2 A AT 5
Frs XF T B BB SR AT T 2 AR R IR 5 R AR SRR 56 C R IR T, AR R A K

11
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M & C
(HUSEERR)
IR PR AT

C.1 JRiE

FOEETHENE, SIVErREf 2, THERKIER TS HZ D e (WoD R, BLARXK
T P R R 2 R A R AP I H (1, SRIR B3R, AR

C.2 ik#tat

5 RE B a2y P ANARTKSE 2 FLAT PR i B 2 5 AR I MR SORT R B e i, 32 936 ELAR 9 7 0mm (1) 8 KA
DK T A I PR DU 28, JEAR ML AL R C. 1IN ESR

®/C.1 IR

T H E& ()

FEE g/m’ 90+3
B mm 0.2=+0. 04
IR (B4R s 11£2

E4 EFA (Klemm) mm/10 min 110
FHik % MD/CD Nm/g 25/14

TR B R 4 kPa. m’/g 1.0
KAy % <0.01

C.3 HMAE

C.3.1 fAMBT I AE N B SRAE N AT, AR R TR R st e, DA SR 4 R R i
C.3.2 JUEIEANBEIURT AT HIZRIIKA . KE =R PVNT60LIK RS, E/DMESKIEA; 60
L~100LI K &, ZE/DHCE 105K IEAN: KT 100LE KT s, BUE 105K AEAl B, AR 100 L
BN 15K IR LR o

C.3.3 KAFsKIEAUHT—NPCDIRIIN B R AFTEGB/T 19633 FrifE ERAK AR T, JFEEORZE A,
B R AR IEA SN S T TE, ASRERRER AR KR AT

C.3.4 K XUz B ARUEAURIPCDIS S oy Af 45 K I = (1 T A5 (8] A, FF sk At o

C.3.5 JFHRKERET. BAT58MUa, Bl iR &K Ry A 75 1 45

C.4 BEDHPEIENNE

C.4.1 KWL fGomin B IELS, BONEEA50mL 0. 2mol/LNaOH K7 ZE250mLEE IR, EiRE
/b H8h.

12
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C.4.2 FEUHERHIVM, I L ANaOHFEEGR 1. OmLAI10. OmLAS (R, 511, 7E100°C /K L8 i
45min,
E1: BERAN A 1g B EER IR (ColeNa:0,S, 2H:0) ¥ T~ 100m1. Z&T7KH . M 450m112. 4mol/L [ERER (HS0) -
Ko SRR ORAT . YEVRAT AR SE (R A7 8he
C.4.3 FLEAKIBHAE, W ES60nmill BRI . R KIEL P R E,
gl sphn, TR ARE TR T
C.4.4 FHEA M KBEFET AU EXT IR . ok 2 6) HE S (¥ o AR DR AR R I 5 2

C.5 #rAERMLZHILRT

C.5.1 #trERZAHIZ

P T T VR 1«
a) R 1. OmL R4 RSV RE S 1000 mL, RN nX 10pug/mL. W1 34%. 38%FH VA A B 1000
%, BN 340ug/mL. 380ug/mL;

b)  HURRESE VAW, % 1:2. 1:4. 1:8. 1:16 ELBIFR I E S

¢)  Ha)flb) RAEMFRA 1. 0mL, JIAN 49.0 mL, 0.2 moL/L ) NaOH ¥

d)  FAEXHEE, ¥ 10 mL 2K FRFEWRE AN 0w g/ml IS II 49. 0mLO. 2 mol/LNaOH VA .
C.5.2 NTHE— BRI EMUERTE, EREC 5. 1D, FEMNHE R,
C.5.3 7l HIRMRE L. OmLAI10. OmLAR (Rl i Ay ZEMV T, 301, £E100°CK¥ ke
In#abmin, SRJE KA A
C.5.4 ZRHIKEN:50. OmLIERHHH0. nX 10, nX10/2. nX10/4. nX10/8F1nX10/16pgH .
C.5.5 TEW K J9560nmiT, 735 F 43 Yt B vl R R 6 AR WG (B . LASOmL 2 FE (1)
FEONBEARER, WIE YO C B N AR, SehilbritE ik . ARYENEAE LA e A5 BRI (50mL iR
A TR pg®) LT AOCR, THEWE KRBT N B, BIATER R/ IRk,
C.5.6 ZEFMsL, THEMKELMN B A THME L. Wi iX 2% H 4 nT DLE B H 5 50mL0. 2mol /L
NaOHVA W s i S & & (ug) > BI2560 nmAb 3566 FE W' B A8 1 BR 5
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