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English translations of review reports
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http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information
EXR-ERBBETRESMIER No. 359 (ERL304 12 A 25 H)
THRAVILNIVFIMNILAEDTLHEIZDONT
2R 29 FO—XUDAVINIHF I I F B RDEIRGENREIZDONT
SEELEIERFICET HIFH

(YO FREET7ILI= 7 LA LKFNY -2 =V B (EBRM)

(2) BREET V2= LAY o LKFNH - B — 2 B (R AEHI M)

(2]HIL S R)A—IL GESHED

(3 BHELEKETIFY
4ERLEDEEDHETIZONT(ZED 299)

BREET IV =r) LA LoKFN - 5o = U B (A Ri&RAT) k(3 #)
STREEFAEONERRE—&
WEEM AR (FRL 304 12 A 25 A)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0158.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0332.html

ﬁﬁﬁJ:a):I BOBETHFICEMNYS5EBLTLBAIRVIER (ERK31 41 A 18 H)
JUhTLE LK -ETLUEXE L
FSRYVXTT GEGFHEEEZ)
FSRYRXTT GEGEFHBRR) MRV T &R 1]
FSRVXTT EEFHEBRZ) (MR YXTTEE 2]
FSRVXTT EEFHEBRZ) (MR YXT T 3]
RV T GEIEFH#Z)

M Pharmaceuticals and Medical Devices Agency, Japan


http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0158.html

PMDA Updates 1 A& 4 R—=o

RLTOYRRT GEEFHERR)

IR YYD

TYJILREYNBEREEE
WEERRABE (CERL31E1 A 18 )
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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Reports from overseas
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1) http://www.ema.europa.eu/en/events/stakeholder—workshop—support—quality—development—early—
access—approaches—such—prime—breakthrough
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1) http://www.ich.org/products/guidelines/quality/quality—single/article/technical-and-regulatory—
considerations—for—-pharmaceutical—-product—lifecycle-management—copy—1.html

2) http://www.usp.org/research—innovation/pharmaceutical-continuous—manufacturing

3) USP-PF 44(6), USP (Pharmacopeial) Perspective for Pharmaceutical Continuous Manufacturing,
2018.
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