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KElcGMP (1962)
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l

GMP{TEug®E (1976) | WHO-GMP (1969) BX M 45 E GNP

GMP&4 (1980)

EUSRIL (1993)

!

GMPASEZ R BEDFRAI R U E
GMPEDHE (1994) -[ﬁﬂuﬂﬂgéﬁztofs Uy ]
F—3 3 VHERMOHT)

!

|

PIC/S5ER (1995) EU-GMP (2003)

!

GMPASIE (2021)

BAIX2013£(ICPIC/Sing
B, 20144 (i

GMP: 2003/94/EC

LABORATORY BIOSAFETY MANUAL
FOURTH EDITION

AND

ASSOCIATED MONOGRAPHS

LABORATORY BIOSAFETY MANUAL
FOURTH EDITION

World Health
Organization
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E1hR (1983) . 2k (1993) . 3k
(2004) : LIBIOY =27 IL/A—2 3 VTl
YR /INF—FK TIL—TBEUVNAAE—7
TA/HLRAHLRILDBEEMI S, EYFHARF
BEUEBREOHEIZCOVTHBALTLV, <
hixEMZMEF (biological agents) MEY
FWNEHLIADHDREBLHEEANE LGN
M. EPZHEFDY RS TIL—THEERED
N FE—TF 4 LRJVICEERET S ELDS
MREIC O -2 TULV =, BED T A DERE
DY RTIE, MY FEHATWSRERELZITTE
(. BTSN TVWSFIEBOCS REHHICHEDL S
EDBENIZE-THIHEEZZT5,

AR (2020) - F 4 MRIX. ¥ 3 BRCEAS
NE=YRIEFHEIL—LT—DIZEINTNS,
R OBEM TEIZE D CBEBRED H BT
flick Y., REMERE., EWFHRFEHRSE
BOYRGEDNS VREBERNIZEDZEMNT
Eb, hickY., FEIE. BENICEEATHE
CHEMRESEREON( A E—TF 1 L1531
FEFXF2UTADRYL—&., BLDOKTEE
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WHO VX775 fiw kv o X

#%  |Medium [Hish  [NEEINSH
BREE Mt |PIEE [Low Medium |High
WER BFE Very low |Low Medium
SEEMEEL [ETEEMESY | IZIFHEER
BREE/MUE DT RENE (FEERER)

It is important to note that risk can never be completely eliminated
unless the work is not performed at all. Therefore, determining if the
initial and/or residual risks are acceptable, controllable or unacceptable
is a vital part of the risk evaluation process.

BE MEEMSRICE T HMENDIURLD/N(F Y R EE

S MEVMDOIRY LALERE

1 HMEPERFEWERVEEEZICHTEHVRIBENMENIRY, EFHSVEEY
ITERBERCTRAHADNLGVNLD (BEACHRERESELILEDHE LWLD),

2 WEYRIRWNEIZHT A2PREENDYRY., BESEIC AT REVNIRY, ErHB
WEEICRBRET HEEFRERILEB N, MEYRIFROECEESEICRHL, EX
HREHEEZECTUERENMEVL D, BMEAEE. FHENHY . BEBE~D
EREOYRIMENED, TTIZELDENGREZL O TEYREEZRSZIZFHT
510,

3 MEYERRWEICHTIEVNIRY, BEEICHTIEVNIRY, £ LHDULIEE
MICERETHEEELRFER TN, B, BREENSEEE~DEBOATREN
MMEWNED, BRAERE. FHENHS LD,

4 WMEYBRBEOVERVEEFICHTEI2EVNIRY, EFHIVEIEWICRET HLE
ELEREREIL, BREEHNSHEEADEGEENEEXXIIMECEIVYEDILD,
BE. AYAEE. FHENLZLLED,

WHO: Laboratory biosafety manual (2020) & &ML H 5,
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Biosafety in > &1k (1984) . 6k (2020) BMBLIZ. %
Microbiological BHIZBETHNMF t—T0T7 1+ EBHROEREL
and Biomedical L CHEREL TE7=, BMBL % 6 hRl&. /N1

Laboratories FE—0T4DEAML., MEMSHRE &K

VEYMEFRBEETCOEEXEERLIZITSI-

ODRR N TS5V T4 REWRET DHENEX

E£TH5, BMBL [E. IREXEL LTEHR

SNE=EDOTIHEWLA, ZOLSIZFERAS

NBEREMENH S Z & FCDCIXERH L TNV S,
>CDRFa AR ELBRAIE, 7

BraLFEEQYRVEFMETHLS, BE—OD

XET. MEVMIRELIUVEYMEEZREE

TETURLGEURI EEBRERDTRTOA

BRGHAELEERET S EIEFAIET

H5, BWBL X, MEMS KRB L UEME

FREECOFMS L VRESNEENF

JEDY—ILELTHERT IBHENH D,

6th Edition
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/
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RRERREES (BF)

- B FRAEEMARAR (R @ B RRIERTTAT)
< 1947~1972% (254 /) . #BBONDRERL|E
- fERE (86 [ A VTNITUHFILILR () [ DOHRKY V7
F7 (04 NEMLZES5HT-,

s BEXV AN RES
< 193F, ZEDEFEDAIINARABREICT o 5— b ETo5ER. 35
H61fih, ERFEHDH=-DIF ;
s A VITINITUHIAILA (10442645) . DOAHRF) v F7 (849
) . BRFFRHAILR (5104 &L=,

BAREICEINIE

* Pike and Sulkin : XXEREAEIZ KB E1930 M5 1978 FDREIZ, 4,079
@ LAl (Laboratory-associated infections) A4EFE L. 168 AMIEL
[ZD%A o1z,

» Brucella spp., Coxiella burnetii, hepatitis B virus (HBV), Sa/monella
enterica serotype Typhi, Francisella tularensis, Mycobacterium tubercul/osis,
Blastomyces dermatitidis, Venezuelan equine encephalitis virus, Ch/amydia
psittaci, and Coccidioides immitis.

« Harding and Byers : Pike & Sulkin ®OH¥IZH < 20 £ (1979~
1999) 2. HAEMGXEAERIZK Y., 1,267 HOBHBLGLAIRZEE 22 A
DIETEHBE S M o 1=,

» Mycobacterium tuberculosis, Coxiella burnetii/, hantavirus, arboviruses, HBV,

Brucella spp., Salmonella spp., Shigel/a spp., hepatitis C virus, and
Cryptosporidium spp. HS. 11,2670 L1, 0744k % HH T ULV =,
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C. septicum
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HMREREES797F
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BSL-1 (&)
RE(E, PIfEER T

BSL-2

BSL-1 (&)
BSL-2 (CDC, WHO)
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2024F1A11BDEWA EZHBEAT

G )
c AAFSAVEERXITYRI TERAA Y FEARTAEERT .
c MERFEDTIFUEN TS,

(AR A2 ] ABSIREHERICH -2 TIE, BREEA 2V ILT IO FUBERE
COVID- 1904 LRZEZRAWS DI FUBEMIIHT 2N— FEHZIRRTEILEZETHER
BICEEZHALERLELOLWMAATL LS, TORITETERTTELZLDT, ICH/QID
VDRAOT7ERAVEDEZFETT ., MBRRFOCBEERFHRBOEECH T, N1F
Tt T A DERNL EDRED/N— FEHIBELZONS—DEBETETLVELOT, 8
LEFMROHIMICERIZL,

« COVID-192 4 JL R ZFLNZULDNA/MRNAD & F U [EBSHE# DRI LA TH &KLY,

661

10



2024/1/23

HZ (X, COVID-19/DNA7 ¥ F U &EIZHEWT

Emergent’s Bayview Facility

KX, TEFSE (GMP matter) TH
Y. BSEIXBEFRALY,

s KEBFAMIOEEZFILIZAL (TR
TxrAh) &I (Parvyraiary
) @ COVID-192 9 FoDR#HFER Y ZE
ADFEEL., & DITIF Ny TFHAL
DITIFURDTHEEL,

« 202248 A1MA. T7XAYHAERE T

EBREZES] ~DHEICTLD L.

20224E5 A B 5 CEmergent #t1d, K& L
DB TELI ==, ThFE
TIZ3 {& 9000 A[E4 \0)§z:l_'777‘/§
WELTW:=CEMNBELIIZHE S T=,

A LRTO RIS L. %Lﬁﬁﬁk
HEL-EMD 1 & 3,500 5EID D%
EMNERESNT-C & T, Emergent A5
BEEZE-ET. BRICHE--KREE
DEEE 5 B 2,500 FERIZE A=,

BAToOEEEL : 31895025 A (2023%F6A13H)

GMP & BSDEWL T ?

*GWPEFEBETICE T2 RERAFFEZELH-ODDHA K542 T
HY, RETLIHMOREMELAMEZERT 5-ODHRFIRT
Hd, LEEN->T, EERFORBADFRMLERNREZEMELT

ERFIARO LN D,

s —H. N FECITTARINAFNTF—FKDYRVIZIELT-) RVIE
HAERTHY ., REAZEOERLLEVBECLEEVERMRERE

FHTHDABHTHD. 2T,
EoTlE, BEMBYRIIRTAY

NAF =TT 1 DEEIZH
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(792 3av]

JIRK  ERHGRRZ ANAATZGLEZ/ERK
SHILE JIIREOEZESSH. GLEZ/ERK

[iEaka At )] BRMGOLENAETETHLEZ =LY,

BS:t R LY

=N

RREE : RIEHTIE, Y91 IILR, #E. EE. FEHR, VAV HD

BET ITHMEVMDELET SERT. AMABREEZREIERELDSLDE K

WHO
2020

CDC
2020

RRE] EMT 5,

Biological agent: A microorganism, virus, biological toxin,
particle or otherwise infectious material, either naturally
occurring or genetically modified, which may have the potential
to cause infection, allergy, toxicity or otherwise create a
hazard to humans, animals, or plants.

1. The agent is a proven hazard to laboratory personnel working
with infectious materials;

2. The agent is suspected to have a high potential for causing
LAIs even though no documented cases exist; and

3. The agent causes grave disease or presents a significant
public health hazard.
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AFRREE WIERE (C tetani: BSL2
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C. perfrigens
C. septicum
C. oedematiens
C. histolyticum
tERE YR ORFIZIE, #5 BSL3 BCGD O F ik, oI H
BEF LB fEREEHESEIELZY

_ DT, BSL1 (AAX) .
a) ENREEMEAFTRRAEFREEERE. o (CDC, WHO)

MREAEFDBSLDEEE] (FR2256R)

RAREDTVF3ER "LC16m 88" (X
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