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HETREET. RETHYRITHLIMELNTHEECTHY ., FEIrEETHL-DH. BEHL
DHEMASVWFIECTHRTAELGZS AL, SO, MBAEEHICETSIEELREL T,
NEDENEEETHERNEL D, MEE. BOARBGICEKET 2ELLERRMNICE &
RIFTIET, TRAERICHBHLBNASIYXFZELSE D, EFRMICIK. BEITIKEFELT
FOMBEEEILSE (BREEKENE). ZEBICSVTE, RERLLTETREADETIIR
R RNSREAAMNS Z & (HHEEREE) AhlFond, MAT, EEEAORS
Tlk,. BEMHRAFEONIZHIDHEIE. REMABISCEENHEDIETODRISA LTI INEE
35 (HHEEBEMS), 2<ORETIEH. EEHHARPIOODERO—EDIEHEHEMST
TERT DA, NEDENIPRBETLICLTCERREOEHICLEINSTYINMET S L
EZEZibnd, £z, IBRBEINSOEEGELBETODLTWSOHIC, ERIIZHEFT - RET
BCENELL, IRFIBICHELIBRMBRABICEVTIE. ChoDBHHEZERAL. T8
ER/METHIENO, EHOERMEZHERT I ENEREN D,
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A2.T7AIJVL—F3RAT LA

A21 74 L—2 OERMER

ISOLATOR TECHNOLOGYV [Z&niE. 74 YV L—2EMIE 1957 EIZKEORFATS >
PN —FPEEJ/RSITAVL— b bomE->IDEENS, HRTIE, 1994 FLE X
YUEHEFOMAITCHE L TERNRECEASIA, BECTEEZLOREIZRASATL
%5, MHEABBICKEZTAVYL—2DHA FZ4 & LTIE, 1997 & EU-GMP?®D Annex.
2004 £ FDAc-GMPYIZE#E I TS, ChoDRnAh L, EEOHA K4 VICIRE S
NeEEI12GY ., ELOFARKIZCEKEZTAVL—R2ZEHEN)TORTLIZET AV D
FLUVANERICTOA S &L SITE oz, T, EFZELETIE 1SO13408-6 (& 1SO/TC198
WG9 TEIE SN 2005 FITHMRZEFRITL. BR/NREBLHRETEHHA 2020 £ KIEHEHRET
Hirbh, EXRTEAMELE>TWVWS, EEDOHA F5 4L 1SO13408-6 DRI KRER
iE LME Isolator & Isolator systems ZBAEICRAL TWWA 2 &ETHDH, AETIH ISO DE
BEEDRBTCEESNEZBEEZHDIZITAYL—E2 RATALIZCOVWTHBAT 5,
ISO13408-6 L ZEDHA FSAVITHBITEATAIYL—FDEEETLEHT 5.

(1) 1SO13408-6 (ISO FDIS 13408-6)%

- isolator
<aseptic processing> enclosure capable of preventing ingress of contaminants by means
of physical separation of the interior from the exterior that is capable of being subject to
reproducible interior biodecontamination and where operators always remain separated
from the interior of the enclosure by means of an absolute physical barrier.
Note 1 to entry: If containment requirements apply (i.e. aseptic processing of hazardous
materials) egress also has to be prevented.
[SOURCE: ISO 11139:2018, 3.149]

* isolator system
isolator (3.4) with transfer system(s), and ancillary isolator equipment (3.1)
[SOURCE: ISO 11139:2018, 3.150]

(2) BREBERCIIEREELRORNECET 5158t

T7A4YL—%(isolator): BERUVBEOEENANOYENICELICREESIN-BEER
EREEZETIEBTH>T, BRFEL=%IZT HEPA 7 4 LA —XIE ULPA 7 4 JLZ — (ultra
low penetration air filter) IC& U ABLE-EZREZHBEL, NBREIMASDFLOBIKREZ
FEGALERLTCHERTEHIENTELIEEZ LS.
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(3) PIC/S Annex 1 (glossary)

Isolator — A decontaminated unit, with an internal work zone meeting Grade A conditions
that provides uncompromised, continuous isolation of its interior from the external
environment (e.g. surrounding cleanroom air and personnel). There are two major types of
isolators

i. Closed isolator systems exclude external contamination of the isolator’s interior by
accomplishing material transfer via aseptic connection to auxiliary equipment, rather than
use of openings to the surrounding environment. Closed systems remain sealed throughout
operations.

ii. Open isolator systems are designed to allow for the continuous or semi-continuous
ingress and/or egress of materials during operations through one or more openings.
Openings are engineered (e.g. using continuous overpressure) to exclude the entry of

external contaminant into the isolator.

A2 ERBREIZCETATAVYL—8VRATLOER
EHARSAVIZETAERERBRBY THEIN., 7AYL—FETFTAYL—F L RAT A
ZRAEICEALTLADIE, ISO XEETTHY., ISO BEREBTOEENOI VU R
ELTRUTORBY &4 b,

®74Vb—9>Z%Aﬁ74Vb—@%%t%@f&U FAYL—BRETNITHET
LZRBEE (fl: RELEEPEREE. TOMOEHEMEE) ZHARALELITELLT, 7
AIVL—3RATLELTHET S, TAVYL—F3RTLIZKY, TAVYVL—FHDE
BERJOERY—-—UAREIND,

@74V L—8YRATFT LlL"open"¥'closed” DT7AYVYL—FVRTL DFER, 74V L
— A48 —2Jx—X, FBEEL E% QRM (Quality risk management) IZ& Y £ TN
&E%EOVT%%%@&%mLELLEUZOE#WTA%T%é
COEBRFREICETD FTAYL—42] OEEL TBRMEOHLIBREZITIENTE,
NEBHOLAMEYENICHERET S ETHERYBAZHLET S ENATELHLDT, #ixt
MG EBEHERICEYIRL— 2PN LIrSECRESAZBEN.1ESh. BRAOAA R
TAVEEOTELDAARIAVEREGRVREBBREG >z, TR I7AYL—2IXT
L] DERICOVTE, IBELEELTA VL —2DFEMEENFTELE-TAYL—4%] &
LTEKXIZEE LT

A23 EfBEEICETAT7AVYL—3 R TLOERRE

MAMELEIERANE L TERAMICERIATVETSAIYL—E VAT LOEAEKREA
ELT. UTOBENMZEXELLTREBS T,

DF7AVL—E YV RTLEHAYTIMERXTAVYL—2AHNOEBRSNE-BREDRE2H#

25



BHID2ATEERIVRYITHY.,. FAVL— 23 "DYPEOHAVYIEEIN-BEEE
FREALTHEYVHREZITOLELNH D,

Q74 VY L— 8LV RTLIFOEBEBRIZEYF—T V74 YL—42YRTL / Y0
—XARTFAIVL—RRTFLIZRBEIN, F—TUoF7A VL= XATLESRRDNYT
CEYREDBRELSBL., VO—XRFF7AYL—FLRTLIIMEBENLGNY TIZKYED
BIEENBT 5,

QHENDEEEMEEIBREINTVETNRELZRLT . ARXL—2EMENLZNN) T (J
A—JRE) #NLTTAYL—EFRANTIERTILENH D,
TFAYVL—RRATLOEARBEEELTR A21 ZFf[H9T 5, COEXRBIRIEIARSE
YIREL. BREESh:. BEEFEXESE 1K 29 FEHRBRVEREELMNES
¥ FBAERYURORUEICHLTAMEBEILF IV ILEDS25—TS5 Y biR—LDELL
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