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U.S. FDA
Guidances (Drugs)
Good Guidance Practices and Agenda
e Guidance Agenda: Guidances CDER is Planning to Develop
During Calendar Year 2020 (PDF - 65KB) (updated 01/30/2020)

— CATEGORY - Pharmaceutical Quality CGMP
« PET Drugs - Current Good Manufacturing Practice (CGMP); Revised Draft

https://www.fda.gov/drugs/guidance-compliance-regulatory-
information/guidances-drugs
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PIC/S
News

February 2020

Second joint targeted stakeholders' consultation on the revision of
Annex 1, on manufacturing of sterile medicinal products, of the
PIC/S - EU GMP Guide

https://picscheme.org/en/news?itemid=66

(L\";.)Agﬁii:;u&g Q'FgAgﬂii;Eﬂﬂg
19 20
BEEET—% BB R (S %)
BB A E 7 R 28 2 R SR A
HEx ET R R T S R B e R
%E;‘;E JR—EIEHERF - AERYZ ; HIEEEA . APREETERMEY ° gEEJE% ( %: m)
ERZBE - JFHk—EIERERRF - AMERZ  HiEx%a . REEEERMES - _ .
) o THREBER (E0E - $—TE  E—rE)
DEEEEsE (BT — K
EERE AT TS A R ER B e (S8) o EREX (FDE-B-DHR)
B REAKEERE =115 EEIEZ ©
FTIR MEREAEFMARME AR - KA ZIRE -
F—tiF AEABOEOAORMIT -
FgAnﬁii:;JEg C;'FgAgaii;;J&g
21 22

BRBEFELER(ESR)(Q2)

THEBEX

o BRMBINTHERMALFIHBEURARBEPREETENR
BERNE

o BLEWITRERNE—

o BEMBASRE  1HNER

o HAMRKEIRHANE

(-\ S =B
FDAEEE!WEE‘

BRBEFELENER)Q3)

O <
an B =)
.

SEhiF BRHEEEEE

RHALEF NS RUEENTREREBFE  EFERFSME—RRR

U A W= R -

. %J\ﬂ%%%%’%iﬁﬂﬁ FHRALEFHSERUEZREES  BRHSHERDBEREEHNEEZR

. ;GM‘ "“%%%E‘Eﬁmh EREALETHHEAUEREEIFRZERE - BHSHELEREE

D ik B REI T E R M A E 7 SRR Z EHRMAT - BREMERAEHRMITREZ

&

o F—REBERRERNEERAMALFRSRURZETRER AHEWRCRERREKEEY
HRE -

o B BRERER

o B BREEEE
7%}

. — iR B8 R 148 S R I 4 10 P LE BB TR 38 2 S 14 r“«’?%ﬁ%+>«1~(ér§47ﬁﬁi PR

(FDAaa!wgui

HAEFHRAENR  EEESHE N \REEEZRE -
BRMALFHRARURZLHEE  EESHRABHEEESE

23

24




2020/6/1

Taiwan Food and Drug Administration Ministry of Health and Welfare

BRAEIFEEN(ER)

mEER(Q)

o [R— mEREREE

o MR RIGRBREEE

o [IR=RYK BRRHBEE
o [HRM BEIRIZEGIELE

o MiFRO BEREEHEE

o [IRAN RERERETIENTESE
o MiFLRTREEEE

o iR\ EffE IR A IEF AR RAD K E A
o [FRN RBEREEEAE

o MR+ BB NHEEE

RN
P AREYEES

DA
) £ BB Taiwan Food and Drug Administration
CMpaRBENERE

http://www.fda.gov.tw/
e 26

25

Taiwan Food and Drug Administration Ministry of Health and Welfare

jas
b=l
il

o RBMERT
o EEREATIE
o HEPEHEIIMEESRBEE (TERBEAMEE)

Thank you for your attention

CY;O WoE ® A
oA RBENTEE

L %k E R B
ChpaRBENERE

http://www.fda.gov.tw/
27 | el 28




