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EHESTBRE—MEEREYHT G, BERAERET KELZHNHAMEREHER, YK
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PR R TE .
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2 RigfEX

ISO/TC 198 EIFFAETAXEFEARAZRSWENSIRERA THIZELRIE.
2.1
#t Dbatch
PEAREMFER LR HERE - E RSP =4E B0 — 8B E0R . 2RSSR .
2.2
S HmEk bioburden
— R MEOUE L FEMEYREE.
2.3
W5 BMAITE  bioburden estimate
MEARXMAENTXRXENEREYRENRRE, ARE A HAEDIAAEE RN ETRAENE
MR ERE.
2.4
SR Dbiological indicator
XFERBELLERENR A, ATIRERANMEDREEH.
2.5
B calibration
HEAEFRGETHTH —FRINBRE BHEE M RELAESIHBERREZEHMBITR E/HSHH
BHBE, SHSERERBRERENMHEXEZEMNHEE LR,
2.6
FibiE® change control
MERBR T ERINEMEEEEEETE YW ERNFMERBE.
2.7
R 4EMWERIE microbial characterization
EHEYRERFERBN BT,
. f, THRERANABHESE BAERAREHES PEFERRbHE . A4REM LR,
2.8
¥4 "¥ chemical indicator
BERBTEMRKELZIENAESIDETH . E-TRENTELZSH L BRATILBE
2%
2.9
W& cleaning

BREYE ERER. G ABTERRRAE LM THATHRE.
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X &M  culture conditions
RHFEMEEE AEMGEOERTRANAEREFREMERTENAS.
Y B3R5 BT AR IR BE L] A A 0 E AT R AR
2.1
D& D value,D,, value
HEREWRBLEMET, KIE XK HE S B 90 % B 7 o 8] S8 ST R & .
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4l development
S HE &I i E T E bR ek

TH.
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B 5T 28 0 S RIS (24 5 Ak
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2.18
KiE inactivat
{5 2 0 3 K A RN, BB Y
2.19
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B4 b #E B IR 5 W AN R AR
2.20
LI YU FE installation qualifications3Q
FEBIFAXFICROET  IEH R & RBEARREERRUIF LK.
2.21 :
B HeEEARF material safety data sheet
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2.22
Ef78M medical device
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&Y  microorganism
FERME T AREE DM BN, BN Ll R YR &,

2.24
IZITEE operational qualiffcation, 0Q
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2.25
BHMIT paramglri
WRAEAIE SE T2 S0 € 2 » W EA) RiD
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HHELE perfl
IR I LT B G 2 40 A 7 A
B AR K :
2.27
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KT
2.28
B3 ry package
Pt R ey — A, AL
2.29 ()
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2% R BOKNE 7= &

2.30
(A

SHT PR TR SR A MR,

TITE84# processpapdmdter
T 2 R IR Q)
T KB L2 AR ORE TNS 8RR .
2.31
T EZFE process variable
K L2506 F A ) 26 AR A AT 5 e % KB AR .
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2,32
7@ product
8 A RE 2 J8 i 2 T A B T R A
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B M product unit
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2.34
NN MFEEE  recognized culture collection
REBRESAEYEFRE S H 5E A X W (Budapest) 22 29 8 57 1) E By B # R FE VL .
2.35
BEMEYW reference microorganism
MA N E R EREREK.
2.36
BFHEE requalification
RUEE R E T 2486 W B HITHMsINED.
2.37
4 AR%E  services
FARKEREDAFLFROEMIMRES.
Bl K, ERER HKEHE.
2.38
ME specify
EMEHTCEANFERLYEHAE.
2.39
T H sterile
EHFEMEY .
2.40
TEWRA  sterility
EHEEBEDHRE.
E: TRPERELRAEMEYFLENXHEXN HER“RE"—FAMULE 2. 42)],
2.4
T EHRIEK T sterility assurance level,SAL
KEfEm EFERDEBEYRBR,
& SALBERRA R0,
2.42
KE sterilization
SN HEEREYRLE,
H: EXELBRD MEYHRKEFEABRRERR, Bl A4S LEREYNEFEETRERER. B
EAUE A FREBRTERIE. (A“TERIEKE —AMEAC 4DI,
2.43
KBS sterilization load
FARE—E . URA—LAEXELZXKEARCKEND M.
2.44
KETITE sterilization process
BEXEAEERTFERH—RIVBRIE.
E: X—RIIBERFEmLTLAEWMRATE) EHAENAG TRETHEAXEEFARENGLE, KELLR
AFEKANHFE HEREESIRE.
2.45
TEEF sterilizing agent
YIREFE LR, R L EAS, RAREAERM TEIEENREFTHRETE T,
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2.46
HFiEHME survivor curve
DA P 0 R TE ML SR T I A K T TR F 1 3 22 T 28 A B SR 0 B O R TE L
2.47
| kNP terminal sterilization
ZHATRBEANBEEFBRKANLE,
2.48
TR AKIE test for sterility
ERAR EREHRRTE LT KELBEB ™ MBOTRE.
2.49
WKW test of sterility
HHERTTEREAERBF LARBRAFEMEYTHTHRE, RIRE HAREHREESH -,
2.50
WL validation
HREREFEETHFEREHEARABM =GN T E  RBGCRNEES ROSUFLRRF.
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