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EffRfgr-mRE 2R
By - EFFZFmMREIENTR.
WA E S E R

1 EHE

GB 18278 WA HE T BT S BERKEW IR FHIAFME AL HOER,
. BRI B R T BT S MR8 HUE M B R AR M 15 5 T E T M AT O
ARASOATUTRAKE SR, BEARFI.
a) MHEBER-BENHSEREL;
b) MWAMBR-NHRERGK
o) ZRAEREBEERME;
d)  JKBER;

e) KEBEE.

*: BWHRE.

2 FR 43 A HRE Xof 1 PR R (AN SR FRAE | AR M 45 HR RS A T HERE D 8 R K TS S R T R B A R

A BB R, X T AL AR 52 5 SR JRAR TS B bR, R H K E T REBR I ALYE .

F: 3 W YY/T0771.1.YY/T 0771.2.1SO 22442-3,

AEAAREH T LABRA LA KGR - HEOHASENKEE FRHKETRE.

AR ERF R TR ETFHROFEER.

S RIEEE R EE R M X X T AR BT SRR WA AR ESR L HI0, YY/T 0615.1 5% ANSI/AAMI ST67,

ABOARAEERETH/BE~NRENBRATREEKER,

AR HARHEFBERENRREEARNER, ERRHMNEHKEASIBRFLOBHNBRERERYEREH
REAKEAER, XBEREESCTREYME IS LS 4 B MBS, 068 B B M~
A I B (.95 K B 5 R 7E P ) 0 R B A LA R (UL 1SO 13485), 346 W 5 1 3 X, 7T 6 35K IS 47 28 MR 0 42 {1t
HELMEEORBEEER GBS ZFOIEM.,

A AME SWAKERENZIHTABITHROBPLZEEKR.

. MAERSMERS GBATBAME., R LEREEELEM.

2 MeMsI AxXH

TN SR F A SRR R AR AT A . FLETE B IR 51 X A0 B R A T A3
. FLEAREH NS, HEF A GEA N B0 E R T AT

ISO 111381 EjffRE=5KE £PHEAY 134 @8N (Sterilization of healthcare prod-
ucts—Biological indicators—General Requirements)

ISO 11138-3 EJFIRE@E&HKE AYHERY % 3 W2 BHKEHEYERY (Sterilization

of health care products—Biological indicators—Biological indicators for moist heat sterilization proces-

ses)

ISO 11140-1 EFHFEHKE 1t¥¥HERYY F 1 4. @ N (Sterilization of health care

products—Chemical indicators—Part 1: General requirements)
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ISO 11140-3 EyF{RE> K L¥EHERY 8 3 84 AT BD REWRBEWIKK KR
¥ & 4 (Sterilization of health care products—Chemical indicators—Part 3: Class 2 indicator systems
for use in the Bowie and Dick-type steam penetration test)

ISO 11140-4 EyFRed/=GHKE ¥Ry H4 80 HTHENR BD ZRBEN A K5
75 % (Sterilization of health care products—Chemical indicators—Part 4; Class 2 indicators as an alter-
native to the Bowie and Dick-type test for detection of steam penetration)

ISO 11140-5 EyF{ffar= S Kl YRy 85 84 H T BD K2 HRME K — K48
/R %) (Sterilization of health care products— Chemical indicators—Part 5. Class 2 indicators for Bowie
and Dick-type air removal tests)

ISO 10012 MEATAZR & o2 /0% % M8 K (Measurement management systems—
Requirements for measurement processes and measuring equipment)

ISO 11607-1 A KWHEITHMAOEEE 5 134 MOk T 0 bR B R 58 A28 R 58 2R (Packa-
ging for terminally sterilized medical devices—Part 1. Requirements for materials, sterile barrier sys-
tems and packaging systems)

ISO 11607-2 A KWEIFMH/MOEE 9 2 840 RE. B3 Ak B KA ER
(Packaging for terminally sterilized medical devices—Part 2. Validation requirements for forming,
sealing and assembly processes)

ISO11737-1 EFFHMMHKE MEVFETE H 18L& LMEYBHEONE
(Sterilization of medical devices—Microbiological methods —Part 1: Determination of a population of
microorganisms on products)

SO 11737-2 B HMMWKE MAEVFTE H2HI-HAXFIBHNEEAR
(Sterilization of medical devices—Microbiological methods—Part 2; Tests of sterility performed in the
validation of a sterilization process)

ISO 13485.:2003 EyF#em HFEHEHEER HTEMHER (Medical devices—Quality man-
agement systems—Requirements for regulatory purposes)

ISO 17664 EJr#EMARKE HERRMEMNLE T TEE KEEST 2 M5 B (Sterilization of
medical devices—Information to be provided by the manufacturer for the processing of resterilizable

medical devices)

3 RIEFMEX
THIAREME SGER TA M.
3.1

SSEFENEE  air detector

FIRR IR B MABEK, RKEEPREEAEIECREENEER.
3.2

Bzhiz4l2% automatic controller

BERENBFETSH.EHKERENF 2B TERSHBRNER.
3.3

£ 5%, bioburden

PR A/ BTG 5 R AR G R A/ B N SR TS A I BB

[GB/T 19971—2015, X 2.2]
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3.4
E£MIETY biological indicator
MMENKELBERENT N, SEEBEDHOIREE.
[GB/T 19971—2015, & X 2.3]
3.5
B # calibration
EREFHT  AHEMNEUBUERRMBREFTHEANERE REYWEBERS YRR RN G
B, 5XPREAENME RN BAEZ R X RN —HARAE., HANEET SAERBEHENBEE K
~E .
[VIM:1993,& X 6.11]
3.6
EE R GEEWIERYW) chemical indicator( non-biological indicator)
RERBETELBRERENLESYHEEL, RB—ARENFESBERELHNIR RS,
[GB/T 19971—2015,% X 2.6]
3.7
FHEEH contained product
FERE S BATMTB B, R E i K A2 IR B ™= &
e KEASMARTRE A TmMAHLHE N, FARRA ARG KERR, Flm, BaHEEOER.
3.8
ZyIF correction
RERE RGBT R T .
. SIEA & R E I — RS .
E2: RTHRBERATERNUENRE .
[GB/T 19000—2008, 5 X 3.6.6]
3.9
LIIF#ME  corrective action
RTEBRE R I 50 SOH A 3 28 0 B0 IR BRI SR BB 1 e
EF1 A REBATUAE FAEA.
E2. REUYESHERN 7B ILFERAE, T RBUBIB#HHER T O ELE.
E3: UEAMYERERAXIIN.
[GB/T 19000—2008, % X 3.6.5]
3.10
D {5 D value
D& D, value
HEREREGET,KIE 90% MiRBEMA YR RISFIE.
. TR KY,D EHIRKELBEERBHMEDRL 90%,
[GB/T 19971—2015,%F X 2.11]
3.1
F% development
PR E — BRI RAT A .
[GB/T 19971—2015,E X 2.13]
3.12
IFEHE]  environmental control

BRTEN/EBFER GRS RERFEEENREN.
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E BB ST ER RAS RS REHEE DIPRAEEET,

[GB/T 19971—2015, & X 2.16]
3.13

&Rt iE  equilibration time

M S22 B 5k B K U TR FF IR, K R AT SRR B K D TR T 7 A ]
3.14

& E establish

B R, I R KR,

[GB/T 19971—2015, & X 2.17]
3.15
. RErE exposure time

TERE FL 2N N Rt B SRRt

[GB/T 19971—2015, & X 2.18]
3.16

#HPE fault

— MR NSRS T HERERE,

[GB/T 199712015, X 2.19]
3.17

F, {8 F, value

MY TESEZEBEY = H5 10 CaF . 121.1 CF KR o R Kk ¥ 69 8, 307 284 (min) .
3.18

EfFRE~ S health care product(s)

BE 5T 2% B (L A5 AR SN2 T BR 7 28 0D SRS 25 7 i (R G AR B Rl 25)

[GB/T 19971—2015, % % 2.20]
3.19

#¥507E holding time

KU %NS ik 00 KR T 1B A A5 IR T 2 R R AR K T 1R U R P e it T
3.20

¥ U E  installation qualification;IQ

IERA % R MU SR IR 258, I B SO i B

[GB/T 199712015, & X 2.22]
3.21

fa#A® load configuration

MEAKEZARY GHE BHERKEZEEHG UREEXKENOD SRR LB 6K
7518,
3.22

#47 maintenance

LUK ) it AR B e R R E R A H T HF I RERCRE BT A AR A RS BT HAH S .
3.23

Efr#%# medical device

) 3 R B U P i e o T 3 — AN s R B A T R0, RO o faf e a2 & R B B8 L iR
# AR VLA HE EAY RSN SR MR KPR AR B AR SR A e . X EH R

RIS W BB A JRIT R B

4
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— GRS H P JRYT VB EE M

— RS A B R BB HE AT

—— XFFE R A

— SRR

— BT AR

—EE XA AMERRE AR AT RN E N R B RETER.

HAERTARERSEN M EZZIERARRHAGHEY: a0 FERKE, ETRAE XL
FERESH5IE-EHMUIEA.

[YY/T 0287—2003, 5 X 3.7]

B AZ XA YY/T 0287—2003, t & 2R A T4 40 il & (GHTF 2002),
3.24

DM measuring chain

MBREHWBRENRINERE . HWBEMNBA (ZUENEE AHEWENERHWNERES
Az,
3.25

M4AEH microorganism

EB BT A 88F BN B/ME, RS A R S AR R

E: BRENGETEATEXENAREYRIEAKELBAER, T LR E XR#T KA BB IAM/RE

B,

[GB/T 19971—2015,%& X 2.26]
3.26

B#H  moist heat

UZE R BB S KT A TR PR #GE, FHLUR B R E R EI B K .
3.27

EA S non-condensable gas

MRS RS T AR AL B9 23 UM/ B A S,
3.28

IZ{TYERE operational qualification; 0Q

IE B RN R ERBITRFE AN, BEBERBENETT, HF BB XHH TR,

[GB/T 19971—2015,5& % 2.27]
3.29

#B1EAM operating cycle

22 BRI PR AT AR P B B B B

[IEC 61010-2-040:2005 ]
3.30

B3 RS packaging system

AR FEREMRPELENAS.

[GB/T 19971—2015,% X 2.28]
3.31

Mg E performance qualification; PQ

IEBA R & O R BRE R P R R MIRAE, W BUE MLVE B 18 E A A 7 A7 & BOR AL B9 7 dh , I B B
gL pur R

[GB/T 19971—2015,& X 2.30]
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3.32
WiB5#5HE preventive action
7 T % Vs A R A W i H A W A A S B O A i R T R BRI
E - MBERASRTUAE FANER,
2. REBUFB MR N T B b &4 Wi R ERER N T B LR AL,
[GB/T 19000—2008, & X 3.6.4]
3.33
KE B E  plateau period
S5 BsF [R] 10 4E Re B[]
3.34
TEHERESE process challenge device; PCD
25 TR K 7= 5 60 K SRR B BT TS S R A S RE .
[GB/T 19971—2015, % X 2.33]
3.35
TS process parameter
A AR AR R AR R AL AE H .
F: KENBAGOELBSR R .
[GB/T 19971-—2015,E X 2.34]
3.36
IR process variable
KB 1 R B R S, HLAR AR RT  R R KR AR
B AR RBE D REE R EE K.
[GB/T 19971--2015,%& X 2.35]
3.37
& product
HRMER.
FE 6T R B AR MER UL, 7= 5k R T Sl S AR, T DR JRURE e B A R B T AR AR R
[GB/T 19971—2015,& ¥ 2.36]
3.38
F=&i& product family
DIAHRLBYE X 0, B a0 . BB AP R G50 B R VE IS R R SRS KB ot 2 R BUAH BB AR
BN TES.
3.39
SEPIRER reference challenge device
HEHEESRBEKEABEEGT MR EE,
3.40
S AE reference load
HURBEAELLKE Y M E A MR E X E R,
3.41
S %27 BA reference measuring point
P ) A HA A2 AT IR BE A5 R AR R Y A
3.42
SEMEY reference microorganism
M= A B B R R LA 3R A5 B T A bk
6



[GB/T 19971 —2015,% X 2.39]
3.43
FFLRE requalification
HUESL R AE o Rk S & M T E BT HEAT 3 B AN TE 30,
[GB/T 19971—2015,%& X 2.40]
3.44
MFN#ER  saturated steam
HERBEMAE R ZBHEE FERESMKES.
3.45
fHt44BR % services
B&ABITH LTSN IRAHES .
BN K ERES HKEE.
[GB/T 19971—2015,& X 2.41]
3.46
M3 specification
) B SR A 3.
[GB/T 19971—2015,& X 3.7.3]
3.47
ME specify
FE L HE B ST N TE A A AL RE
[GB/T 19971—2015,& X 2.42]
3.48
B sterile
[GB/T 199712015, X 2.43]
3.49
ETERE sterility
EABEHAEYHRE.
. SCRER PGB IR S WA U W A AE IR R R
[GB/T 19971—2015, 5 X 2.45]
3.50
T HRIE/KFE sterility assurance level; SAL

KE G & DR EMAERBTR.
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. RiE SAL F— @ B EHY 107°3 1070, 4R XA SR B E L H I, SAL S 107° i AR R EUE

fEH SAL 4 107° BA H & M B HE RIE .
[GB/T 19971—2015,5E X 2.46]
3.51
K@ sterilization
ZHAE R EEEBAEYH LR,

S 7R E AR, MU Y KR AR TR AR B, X R TE — N B Y AR IR TR ) T L RO R R
7 XA % T DA B — MR AR L H B A A 2 BB R SAL (3.50) 1.

[GB/T 19971—2015, % X 2.47]
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3.52
RE sk sterilization load
FffE—&, IR — A e KB RKEHE KER Y.
[GB/T 19971—2015, & X 2.48]
3.53
KEEI] sterilization process
KB M BRI — RIS e Ak,
XA REAESHLE(MATE) AENENAHTRBTFHMXHEETMTENELE, KELIBRA
WHEREMOHER HERUESELRE,
[GB/T 199712015, X 2.49]
3.54
KHBE sterilization temperature
K VA T ) BRI
3.55
KREBEEE sterilization temperature band
16 A8 Bh BB , e m Ry K O IR B AN AE AR R TR 9 BT 5 K R B B T R IR .
3.56
KEE sterilizer chamber
KA EKERBITL
3.57
KEBEF sterilizing agent
YIE R ALY IR, X YRS, EARERERMHTRRXREHR SO REE .
[GB/T 19971—2015,F X 2.50]
3.58
# Bt thermal energy
DEXFERNER.
3.59
BRI test of sterility
YEA B E R TT = f B R LA SR A EREY TET AR BRE, RIS WA ETEEN—
.
[GB/T 19971—2015, & X 2.54]
3.60
1IN validation
FRE SRR P FUE VLR AE = R BT FENSE R, ERRE IR MERE SUERF.
[GB/T 19971—2015,& X 2.55]
3.61
z {H =z value

ff D {EAR 10 528 4k i B IR B AR 3 A
4 RBGREEER

4.1 xH#

411 NEAHLRE KRR BT R R IA WAL R B BT B R AR T
8
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412 ABHEREOCEMICEHNHEEARTFEFMHAE 4.2.)., XHEMIEENER NS
ISO 134850 %K,

4.2 EERR

4.2 DALRE SCHE H R AR BRI B AR . 2 ISO 13485, XA EAF MANR N & T A S
BN

4.2.2 QURAFSHER b A B B0 BUE B EA R B B iR OR 8 S0 R E B — 7 R ERSE
BUFR .

43 @XM

431 RHERWEF, XEEFMAE SO 13485 BIER,

4.3.2 RIHERRERI KA EPERF ., XERFRAFE 1SO 13485 MEK,

4.3.3 AERE SO 13485 8 I1SO 10012 M9 R %, A T B A4 2R K VA5 H T3 B KR
TREMFAERENRERF,

4.4 TR SHTIEEH

M ERSHEEGE R M E Y ERELRBGHENERF. XERFMATE ISO 13485 &
2R,

REEmES

5 REEFHHIEMR

51 TEEF

5.1.1 FHTAIS K EE TR @A
5.1.2 K@ E T EEKTERYARHFE ™ & BUHHERN R 2.

52 WAEMRRBERM

5 0 P P V0 BB 2 A T G SR L TR 0 6 R RS8R I 3 S R ST
. BRAKMAEYRKMEMEEKEL BRI S 8 HRE I 772 i 69 STR VO L2

53 #MEKE
R BT AR e AR PR 6 BAEE 7 ERECRHETIES.
5.4 IREBERBER

— RN MBS XT IR B E R, AR, RO K B P B AT SR 8 A m AT RGO B X
AT AR 3 R 1 0 B HE M AT IR . VP BB RS, L9 WA B R R G D) B il R (R R
1D

6 LEMIG &R

6.1 I#
6.1.1 A0
PLALAE BT A K 7, 95
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a)
b)
c)
d
e)
D
g)
h)

p)

BT R 5

RSB BRHAE;

BB B K T 07 R

7= i K B BT R BT B A AL B K

SN RN E;

S RKEENA AR R/MBRKEN (BEZERKEZENME);

JA P B Y B R R TR R R DL R A2
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