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% 3R ( Sterilization of health ca art 1: Requirements for development,
validation and routine control of a sterilization pcess for medical devices)

ISO 11137-2  EJFREr= S KE 85 5 2 $4r: 28 7 K & 7 & (Sterilization of health care
products—Radiation—Part 2;Establishing the sterilization dose)

1SO 11137-3 EJF{#fdEr= S KE  H8 5 3 #4r. 7 & 0 & 45 #§ ( Sterilization of health care
products—Radiation—Part 3:Guidance on dosimetric aspects)

ISO 11607-1 RAKFESFaHMAEE 5 1350 bRk JCE Bt B & 48 F 4% R 58 25K (Packa-

ging for terminally sterilized medical devices—Part 1:Requirements for materials, sterile barrier sys-
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SO 11737-1 EyFFHM B KE MAEWREITE B 180 =& LAy S Kbt
(Sterilization of medical devices—Microbiological methods—Part 1;Determination of a population of
microorganisms on products)

1SO 13485 Eyrestl FEEMHMEAEZR T EMAZER (Medical devices—Quality management
systems—Requirements for regulatory purposes)

1SO 15223  EES7 &bt T BES7 AR Aric M 4EE B 147 5 (Medical devices—Symbols to
be used with medical device labels,labelling and information to be supplied)

ISO 17665-1  BEJ7OR4E™ G K M 55 1 8040 BE 7 a8 0l Bl 72 00 JF & o DA R o B 42 ol
F 3R (Sterilization of health care products—Moist heat—Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices)

ISO 18472 EJF{R#fEMF=MKE S 5tkFEnY Wik % & (Sterilization of health care prod-

ucts—DBiological and chemical indicators—Test equipment)

3 REBEBMEX

T AN AR FE SCiE T AR S0
3.1
£ 4IERY  biological indicator
X AL B K R R A R E BB S A IS E Y R L R S
[1SO/TS 11139.:2006, & X 2.3]

3.2

#H 4k carrier

AL R G U W 0 SRR R
3:3

BEEBBA  colony forming unit

CFU

H RS T 25 A 40 A 6 TR HIR T UL 9 T 60 T AR P RE R
3.4
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P Rk 2 20 DA P B o R GBEAIL A B2 A1 A9 X 00 A W O ME — S
3.5
IEF LM culture conditions
i HE LA 0 2 95 AR RN (B0 BEFH BT R FI i AR R AR R A b O U 2 5
[ISO/TS 11139:2006, % X 2.10]
A A R IR R | 3 (] R A e R AR
3.6
D {& D value
D{E D value
FERLE WA F T KGR0 S A 9 BB 90 26 BT 75 A st i) =i 77
[I1SO/TS 11139:2006,% X 2.11]
3.7
Fmoﬁ F g0 value
BT AR R B9 A1 AR YE D B 5 A Y B X Bosb 2 1 e R E
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3.8
KiE inactivation
ol A A R R (B0 BT RE ek .
[ISO/TS 11139:2006.5F X 2.21]
3.9
KiEHZ inactivation curve
TE A B 25T 5 B8 G W 1) TG 5 % RO A o 2 B I SR I S R & 1A
3.10
SE#FH M  inoculated carrier
B b RE B 50 A W B A
E: WS F,
3.1
FRENMEDEE  nominal population
o 45 R ) 9 0 L B
e — ML g i R BOKR FR A (L, 10°)
3.12
BEZES package system
JC 1 3 B 2 e MR PP PR I A 5
[1SO/TS 11139:2006,F X 2.28]
3.13
B3  primary package
fL% RGN —EB 53 T 4EFF ™ i i 58 B
& RPRE RS ZBRE ISR ARG KERNFFENRLE.
3.14
TEBkHIEE process challenge device; PCD
Xof e — K TR ik R A B E DL R B R T IR K O R B PR RE .
[I1SO/TS 11139:2006, 5% X 2.33]
3.15
HL AL resistometer
Sk ) KA Ao AR e AR A B/ Bk A 2 RO O L A T R R B
3.16
KRB secondary package
EAHCRRNAEYIERY LM AR
3.17
BEREWIE Y self-contained biological indicator
VgD EHREMAEYIKE E KRR ENEYR Y.
3.18
FE-FXRKXE survival-kill window
TEHLAE 1 A5 T K B Ab BB, A8 948 75 ) N 4 BB A 06 B0 ) R 07 ) o 8 30 398 % R ) (G}
KEF[E]) 1) R R .
3.19
B 2% suspension
A1 5 3 1 50 A 0 AR
SRR B A0 P 0 TR RCTT DA S — A W S R W 0 L TRt TT LR R P R S AR R R B i o
(6]
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EHE viable count
S o AT [ 05 ) R 9 T B kAl 3 BT Y B L
. ULHESE AL
3.21
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i D {EAF b — A 50 9% BT 7 Tk BE %) 25 EL .
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