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12 2024/1 UZ OB UE/I\UF—2 3 > sHBIDIIR(IC DL T X
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% https://www.pmda.go.jp/review-services/gmp-gms-gctp/gmp/0011.html
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EEHCRUIDMDBEAZITOTEF UL, BB ZEDDITT. IDZLOREHEBREAKRL
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(4) EREEEESEREHEH
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5) PIC/S Expert Circle
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« Control of Cross-Contamination in Shared Facilities (CCCISF)
Aide Memoire on Cross-Contamination in Shared Facilities (PIC/S
Document PI 043-1)DRETVEEE(CSN

« Human Blood, Tissues, Cells & ATMPs
2023%3A14H~3A16BICAFU7EF (AIFA) RUA—-IANUT7EHF
(AGES) F1&#
PIC/S GMP Guide Annex 2A(CEE 9 3 EIIFE(ICSHN

- PIC/S Expert Circle on Human Blood, Tissues, Cells & ATMPs
2024%F8H208~22H(CX L —> 7 X E
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GMPHRBEHREEIEFBEDBHIBRNDERIEHZ. UTDEHSDITOTNET,

MNEZERRE (EMA) . >HAR—JL (HSA) . MNERRRBEES (EDQM) .
8E (MFDS) . 7% (Health Canada) . 7=>>J)L (ANVISA) BRU'WHOIZET22
as

GMPiERSEEPEESEOBHI/N SDEHRIEHE. UTDOEESDRIFTNET,
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(MFDS) . RY (BfArM) 14f. /\/7J'J— (NIPN) . >>7FR—JL (HSA)
MUEE (TFDA) NNSET201F
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EEREREEEE (I IEEN/E GMP ARSI T OU S ATHIAPITOT S A
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ingredients/active substances manufacturers] (&. 2012 X DEMEEMN. PMDA(IZ2016
FENSETOTSACSIMUTVEY, IREOSHINEBE13HE (AIFA. ANSM. ANVISA.
DKMA. US FDA. Health Canada. HPRA. MHRA. PMDA. TGA. EDQM. EMA.
WHO) T4Y,

APITOJ S AT, SINEBHTHEDREMSEHDOGMPREFROT —IN—X (¥
RAF—URXR) ZE UERNICY Y TI5T— hEIT>TH D GMPRAEDST BN FERE 2 M
RCHRBIDIRFTLAZHILUTVWEY, APITOTSLADSIERB &, STHRETRDDT .
GMPREDSTEWEREZAF UERI DT ENEHETY,
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9 DR EGMPRBDMERICEDME E&EE > TWET, APITOJS AZBLIZEBHEDE
RHB(E, HEREOEBEEROERRE L2 DR B/DOGMPRERNDER(CEFTSLTVET,

(3) GMDP-IWGEESE

EUEE & T DMRAFEREEZ F/IOCER SN 2D IL— T THBDGMDP-IWG(E. 37 A(C1E].
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T —)—EUTHEECEMULTVET,

GMDP-IWGEIREET(F. EUICHITIERMOKEEE - mEEE(CARDIRHBIROER
FDBREAFIDELEEIC. BROERRARHZEN T D18 EDHEAZIT O TLET,

(4) Z3a(>FEE

PMDA($2023F 108 ([CMMNEEmMEEIRF (EDQM) &2aqa> MEREEmRUE U,
234> FEREGRFZEENE CREFICH U, HETGMPABZXERI D2EDTT ., HK
HIHBENGMPIRABICHBITZFE. BXAAZFZHBEIBCEICEID, BRODYUSA 7> ADME
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