RS (BRS¢ HAL—WT5E ~ BE)

HF 2019 B [EE 2 s B 7340
& (PIC/S) E HZE G0 SRS
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TRELEIZE ¢ HA
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BY 45 B g L FE A 17749 4H 4% ( The Pharmaceutical Inspection Co-operation
Scheme, f&f# PIC/S) | AHSEIEESE L GMP FEE ZEERFTAHKRIVE T
EIFEAHES - B 2020 5 1 B 1 HEHEFEAF] DGSAF HIEAEE - & 8%UE 53
{iEl - 77 49 (EREZE - RMEERTMN - HATE S75FRHER N - PIC/S BJ)4%
an GMP AR AT ~ FEE M E —EUbL AR EIE &1 - AR BP0
B AT - WEFEAENH R MEYEIRE (GEAE) &8 PIC/S —RIE:E
HIAEEHEIZR - 72 2013 4 1 H 1 HFEIEZ(E R PIC/S 448 43 [HE & -

2019 F % PIC/S 5 "N EHZ B G B T Gt H S IR
HAZLMAERN > AFRERRESE 11 A 11-12 HEAZESS - W2BHEH
Ji 11 H 10 HE(TZ PIC/S &Mk EiE (A= E I 11 A 13-15
H 20 PIC/S FF e G » sz et & /S B E T B B R E e AR AR 1S
S HZK PMDA qrpNgE i J B etes M E B4R .0 (PMDA-ATC ) 283 2 GMP
FEEHETE - SHEMIREL PIC/S ST & S OFET - AaT BN T iR E
i '8 fREg-PIC/S GMP [ffHI] 1( Quality Assurance of Sterile Medicinal Products —
Annex 1) | > FHZKH 50 {EE]ZZ4Y 160 {1 E TFEE S S -

TR A ERPRTEr - RS PICIS EAELIRS R - TR
2 BIFEEE R FEIBMEFEAE GMP IEEAFHEH - ERESINARBRES
B8 AT P (B R RS A L ARSI B FE I GMP
Fot » HETTA BN A B 3 T e S o -
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= HEY

BR [ Be g L FE R 177 4Y4H4% ( The Pharmaceutical Inspection Co-operation
Scheme, f&if# PIC/S) | {HH < B T & 8% i B BE##E ( Good Manufacturing
Practice, GMP ) f&# 2 HEETERAAH AV E T EIFRAHAR - BT %5 GMP %
FURREBIETAA ~ FEE M E —EUL AR EIE &1 - AR R E H E EA
@ o PIC/S 4HEE BRMi IR TN - 42 2020 2 1 A 2¥dg s 53 (& -
Ty 49 (EE5 - EEERE - HAthAISEE ~ HOZEA ~ BN ~ Erhndz - BBk
PaEE ~ DAl ~ mIE - HIJE ~ 4HPEHT - HA -~ MBS Ag s - g8
BRr I O - FRETIS 2010 4F 6 H HATTER A R EE Y B (2013
F 7 Al R el S E R - DU REAE ) 3 PIC/S $2
AR » 4808 PIC/S — &V RGEN A S22 20134 1 H 1 HiE
TEZRCRy PIC/S 25 43 (&€ & - HATIEREH PIC/S A& HIFEHREZ EFEEm -
EE BRI R - SSrPE - B - B - RIEEREFENREAY

PIC/S B hFZE %3 (Committee Meeting) FHEHFT 2 X > gt
GMP JEHUTAEBLEIEY ~ SHENE 2 NS ~ G SOSEH 715 - g A&
FEE PIC/S @ E ~ &1E%fE (WHO ~ EMA -~ UNICEF ~ EDQM) K57
ANGHFEEZAESE > 2019 FEEREHZAEEHEN 11 H 11-12 kA
KEWTHEB - HAZNR PIC/S 4HA% 2 AR PRIHERG R R M BhAE RS L
ko G a2 B PIC/S S B ASRE R - EB B PIC/S dH4% > GFE
B o BEAIFRER 2 BFE AE RS B R - I E BB EFEREEE GMP g
BEFEH © 55 AREHE TR O AT 11 3 10 HtE H RS2 IR

12019 PIC/S 422/ 5% ( PIC/S Commemorative Symposium ) | » 5t & 8l 5%
K bt B RS S s U T B s S B R B - AR RTINS H - BRA
PRI (Tad 2 7 S B H AR TIE & 2 ZE LB AL IS, -

PIC/S bt & K PIC/S 4H 48 {fe HERE & B B A S A B — 2 LY EE B
BY » PIC/S A $1 ¥ € GMP s AR g - WG IF g BRIz 2 (3%
S RS BEE TEE B EENEHIEEN TG - 2019 4% PIC/S i
e 11 B 13-15 HEE = KE(T » HH A " Ministry of Health, Labor and
Welfare( MHLW ) | 2" Pharmaceuticals and Medical Devices Agency( PMDA ) |



SEEDRYE - [FHF - PMDA g &5 K B R s i B #1410y (Asia Training
Center for Pharmaceuticals and Medical Devices Regulatory Affairs @ f&7#
PMDA-ATC) Z GMP FEE & - 5(2019)FFEJREL PIC/S F MR & & 6
BT FREE T MR E LY S E fREE-PIC/S GMP [ffHI] 1 ( Quality Assurance of
Sterile Medicinal Products — Annex 1) | » BRELREERS T 7 803E(F TAEY 3 F 5
A BREANAEFE M 4EEETF PIC/S GMP [ffAll 1 T & mElLE | WA0R

EAST it A o HBERE AR ~ AR RZEBITTE - AR R Bl g
DI R BPR SR AR EfE &S - AT & L R EIRE & BR A sk

EIZEERE - JEATHY GMP RE & ME A BN T S N S & TR B e S K e -

=

— i
T A SR A A B B oL B2 E PR PRI R R e EM IS - &8
JRFY 2019 £F 11 7 9 HEERERHAE (LT » 290 72019 PIC/S 487
K "2019 F1E PIC/S B Z B G EF LR G 0 7 11 H 16 HARIKERT -
55 EAEEAE B oS E HE R NAE B R et - &R 2019
F11H 11 HEREHAEL - 200 72019 GMP FEEMETE - it 11 H 16
HARHREI -
o~ 2019 FE PIC/S B RE T Z B GHEF LN &
(—)  EYRE -
= B2 wE N FE A 17 4 4H 4% ( The Pharmaceutical Inspection
Co-operation Scheme, f&f# PIC/S )
(=) R :
H & Ministry of Health, Labour and Welfare ( MHLW ) Kz
Pharmaceuticals and Medical Devices Agency ( PMDA )

(=) I
2019 11 H 11-12 H PIC/S EFZEG#H (ARFNR © BRYUER
£ TMEE )
2019 4 11 H 13-15 1 PIC/S WS (AFAFK @ BREMERR - £

2



QP

(£)

(—)
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(1)

MERLE )

HiES

HAE LI ANA Crowne Plaza Toyama

e

Mr. Boon Meow Hoe / Health Sciences Authority (HSA), Singapore
HINE

PIC/S EFZEE=E  PIC/S E{F - WHO ~ UNICEF - EDQM
K EMA % PIC/S &R - 28 PIC/S A HIFETEIRZA
PIC/S WEfEr : (ARG 4&ET - A ZKE 50 {HEIZAT 160 iLE JTFE

=+ 2019 PIC/S L2 & sk &

EHREAL
HAZ LLRAEUT
SR

2019 A 11 H 10 H (AR © BRIERG R - EAMEE)
G -

H 7 Hotel Grand Terrace Toyama

TR

Takakazu Ishii (GFH:E—) /&1 %1SE

HEAE

HABUEESEE » 49200 A -

P 2019 GMP fE & &

(—)

EHREAL -

H A& Pharmaceuticals and Medical Devices Agency-Asia Training
Center for Pharmaceuticals and Medical Devices Regulatory Affairs

(PMDA-ATC)

e -



2019 = 11 H 12 HZE 15 H (ABE R EH A - FeEit)

(=) 3.

HAE TR SEE & ANA Crowne Plaza Toyama

(M) HEAE:

$Et 6 A B A LRI S0 PRI 2 LU EFEIREEE
FEACPHEE ~ SIS 1 A -

(—)

(=)

PIC/S EFZ B3 (PIC/S Committee Meeting )

2020~2021 4 PIC/S F [ Ms. Anne Hayes( & R [/ HPRA (T >
PIC/S &l & HI|FH Mr. Paul Gustafson ( JIZ= A/ROEB) #&{F

PIC/S K'E 1iZ &= (PIC/S Sub-Committee, SC ) HpEf#EeEE » (FHA &
2020~2021 4 » HEEHIERAE 80 I ¥ {ERraED - HEIRIRIEE G ROE
B SIS XZEG(SCT) 2B EE ' g85HERZEE(SCC) |
ZZER "BORBERZEE (SCSD), ZZE& » TRl
B TEEXZERE (SCCOM), X Z& » M TIREINEE BIEE
T " GMDP AR IRZEE (SCH)y ZZ & » &5 PIC/S 4H%%
TRt - ] B PIC/S 4HA% 2 EHEUASK - HEhRAAZE N
PIC/S 4H&k < i - DIHER IR & 1FEE5 - 2020~2021 4 PIC/S XX
BEZEGZ BRI T R— -

K~ 2020~2021 4 PIC/S RETZR A G Z LRI £

REY ERE BIER

) ll%8

Ms. Ying-Hua(Ellen)
Mr. Jacques Morénas/

Training, SCT Chen/

EE] ANSM
438 TFDA

B

Dr. Andreas Krassnigg/ Mr. Guillaume Renaud/

Expert Circles, SCEC B H] AGES 7B ANSM

SRS Ms. Susan Laska/ Mr. Richard Andrews/
Strategic Development, SCSD [ USFDA s MHRA




BB E RS

Compliance, SCC

Ms. Stephanie Anctil/
%KX ROEB

Mr. Richard Andrews/
e MHRA

GMDP JE# IR Z B &
Harmonisation of GM(D)P,
SCH

Mr. Paul Gustafson/
fnE X ROEB

Mr. Francesco Cicirello/

B TGA

JE\pz ~ FEE MR

Mr. Ger Jan van Ringen/

Ms. Marta Alicia Cicero/

Budget, Risk & Audit, SCB fa7 i 1G) [ AR 72 INAME
i Mr. David Churchward/ | Mr. Luis Rodrigo Pifieiro/
Communication, SC COM HE] MHRA [ AR 7 INAME

(=)

()

& i35 PIC/S Executive Bureau ( EB) #0088 @ {£HA Ky 2020~2021
£ EB KB EHE

® I Ms. Anne Hayes ( EFiRH/ HPRA) o

EIEfE : Mr. Paul Gustafson (fj1E A/ROEB) » ifi & SCH & °
HifE & - Mr. Boon Meow Hoe ( #/j32/HSA ) -

BxkZFEEE (SCSD ~ SCC ~ SCT ~ SCEC ~ SCB K SCCOM) F
PIC/S 4H&% R4 1 (Eg & " ZAFI/DGSAF (EY)FH%E ), 17> 2020
F1H 1 HAEERE PIC/S 4HEkE 53 (EE A -

7 e e e

Ci1H] PIC/S $2 M HHER » ZITE#ETT PIC/S AEERGEFHEAVEIS - FE
(1) Bp=Ejgns (Scientific Centre of Drug and Medical Technology
Expertise » SCDMTE) : 2017 4 9 HIEZFEH A G aHEH S » H

(2) EEPH (National Health Surveillance Agency » ANVISA) @ 2010 4
7 R A GRS - RAHBUETEREL - PIC/S 4HBEE
AP IR R R 2 2021 4F - AT 2019 4 10 F T E R -

(3) fRIIFIEE (Bulgarian Drug Agency » BDA ) @ 2018 &£ 8 HEEH A
Gl 5 0 PIC/S 4HA R R BUONEE L EE 5 (EMA) 7% 2017
3 AT 2Bt ate&stif (Joint Audit Programme » JAP) %
& DIEHEACIZERE A GmAR - AR E S 2020 55 —=0F0
SR MRA sl {EERTIR & B e T -

(H) AfhEEEES PIC/S A&y
1.
Al AT e
2.

THRFSE (Pre-Accession) HHEEEIZ :




(1) Ffinfiz( Directorate General of Drug Administration DGDA ):2019
2 HfRIM A G THEE A -

(2) #9H (Jordan Food & Drug Administration » JFDA ) : 2018 /£ 8 H
R A G TH 55 - H AT e

(3) EXEMHriH (Drug Regulatory Authority of Pakistan - DRAP ) : 2017
F9 HfRM A G THE R 5 - HATE e

4) VbEHIFTH{H (Saudi Food and Drug Authority » SFDA ) : 2017
7 AR AGTHRIE RS - ©0N 2019 4 4 H5EEHERT -
THETT AR N E A I3 -

(5) fKzEHT (Russian Federation ) Y Ministry of Industry and Trade of
the Russian Federation ( Minpromtorg Russia ) J Federal State
Institution ““State Instituteof Drug and Good Practice” ( FSI
"SID&GP") : Fi4ls 2017 4 8 HEEH A G FHEHEHES - ook
SRR o THE AT HRHZ N IE = A& FRES -

HAthr

(1) KfE (National Medical Products Administration » NMPA ) © Fij
CFDA - JE3# 81 PIC/S #fTZ E % (PIC/S Executive Bureau ) &
GRS sk - FLH G A G 2S8R K S THR Pl < AT et e
SEER

(2) JE{EZE (Philippines Food and Drug Administration » PFDA) @ £
2019 7 4 H5ERCE T G a0 (ASEAN MRA GMP Panel of
Experts ) Z EHEFEIFE - THeTTHINERM A G HE -

2020 £ PIC/S & B K HI5E NGz - AfilEl (REEE : 53 HEE A

R 3 A HEE RS o REEE ¢ 5 (ETHRTHEE FFEER % -

0 4 (EFTTHREE B S5 R - BRARIE ¢ 2019 £ 12 F PIC/S Press

release ) °



(73)
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0 o

s

PIC/S IR A &~ F55F#% (Re-assessments ) :
2019 FFHE7 FRHEN S & ¢ 12K ROEB K E§JE SAHPRA -
THET 2020 SR HAEENS & HIJE NADFC K475 Medsafe

PIC/S GMP MEELH AT E S Z BRI
PIC/S ~ EREA EMA B WHO [t & 1251 GMP Guide [ffH] 1 " GMP 5
7 iy #d3E ( manufacture of sterile medicinal products ) | 7 Fefr #EE -
B EET LIF/ N AR ANSM AERAE(E T 05 AZTRIRAER SN
BEGRALEE 2 P EY AR FLNY 6000 % LRI R TR XIERT B2
e — i B R0 A SIS RS TR I B PICS 45731
HETTRR R EUEET -
PIC/S GMP Guide [ffRI] 2 " =45 fe} g el i L #l3  ( manufacture of
biological medicinal substances and products for human use ) E/{Z5] T
VEZ BofTifEfEE -
EET AR/ N BN TGA RFIBE TR - DUAFEEEER 2017 4 11
H BT84~ " Guidelines on GMP specific to ATMP | » $¥} ATMP
S PIC/S GMP Guide FHEEAIMTE] " Annex 2A: Manufacture of
Advanced Therapy Medicinal Products for Human Use | > [F[{fRI| 2 ## 2
" Annex 2B: Manufacture of Biological Medicinal Substances and
Products for Human Use | > ifid &E2H EU GMP Guide-Annex 2 —f
B8] - 2 (AR T8 B K EZE A/ (focused stakeholder )



BEREE -

PIC/S GMP Guide 7 f T {EaTHEE » 14 -

(1) EETHTAN 13 T 72 FHEEmAYELE (manufacture of investigational
medicinal products ) | ELfA 2019 /£ 11 A5Epk & B8 R E R
EETR

(2) BETHTRN 16" AP 758 Rt it { 7 ( Certification by the Authorised
Person & Batch release ) | : CL5ERE &5 —PEEFE R » R
g _EETERE S IR BB R A ZE L E A -

(3) EETHTRN 21 T 2 g A S5 GMP (Importation of medicinal
products ) ; : FHERTHEL PIC/S 4HA M & HET THEMERTIRSE -

PIC/S T [t 5y B2 52 /e GMP #i#& ( PIC/S Good Practice

Guidelines for Blood Establishments and Hospital Blood Banks ) | » T.{F

/INEH FHER T Swissmedic (RFIE(E LT - RBIRRAESI - BEF

HITEBE IR EREE - MIcEEETRERES [3U4F TPIC/S

Good Practice Guidelines for Blood Establishments and Hospital Blood

Banks | /ifEia HFEE F =% " PIC/S Aide Memoire to Inspections of

Blood Establishments and Plasma Warehouses | » Zl|1F {7 & & HE

iy °

PIC/S " #5528 455 [ 24 (PIC/S guidance on Good Practices for

Data Management and Integrity in Regulated GMP/GDP Environments | °

MENERT LI/ NEHEE] MHRA OB TGA REAEERI G TE - &

SERESE N/ E (focused stakeholder) & REGEH - HATEHE!TE]6R

BEReH  SllasE 2 fEEE TR T PIC/S Aide Memoire on

Inspection of Data Management and Integrity ; 52 " PIC/S Aide Memoire

on PIC/S Data Integrity System-Specific Guidance | i HTHINARY ©

HAEETRR S - S & TARZ SRR RIS S —HHEST

7 TFEEHERT (PIC/S SOP on Inspection Report Format ) | ~ 3£

558 SUTAYE RIS R el 38 g 2 FE & 8% " PIC/S Aide-Memoire on

Inspection of Health Based Exposure Limit (HBEL) Assessments and

use in Quality Risk Management | 52 Q&A " Questions and Answers on

Implementation of Risk-based Prevention of Cross-contamination in

Production and Guideline on Setting Health-Based Exposure Limits for

Use in Risk Identification in the Manufacture of Different Medicinal



VAN

(Ju)

(+)

Products in Shared Facilities | &

PIC/S 24H4%=5FE ( Pharmaceutical Inspection Co-operation Scheme ) &
SIS

PIC/S 4HE{FERERIZXABET Fy 2012 - MBFHREE BT - B
HAREE 78 PIC/S 4HARH VAR E N Ryt L 2 SR & A 4H& R 4H SRR
75 e & (Participating Authority ) Bii€r 5 & £% ( Competent Authority )

ZIEF » filk PIC/S 4H&% 2 At BATIRE - R AHRBA S FHVR RS - A
K& T R aT o R AR -

PIC/S FE&EE[7E (PIC/S Inspectorates’ Academy, PIA) IR)yiEdZEfE

PIA RyERMERIFEE R EEETL - (B RIZRE G 881 2000
rEFREA R » HAIr HAM AR BRI — 2 by GMP Fllk
e IEER B FMAIE » LIRS A e & BHARAEE R -
(e e B O E MR EREER -

PIA FREK 3 [EEIREE - E5Y 2016 F58R5 1 FEELAYAEIAZRE A
SEA L HATEHEALE 2[5 > B RSERGEISRT KA -
R EERE 20 (E-learning& Webinars ) A3 KERGIAVEENL > A4
G TR E R SRR A -

AR EH ST D SRR A AT ST K - SR
B2 AR E RS T > 0 DA R\ B Ry
Sy EEERAAREAN o A 4R FEE 248 (Learning Management System,
LMS) #EFT/RED -
#THA PIC/S jEF22 4 GM/DP FEFE# B3| 458 ( Training of
Inspectors ) » #ZFEIHFHERETTIEEE SN - B
2020 4 5 H 26-28 H* S v B AL H SMDC #&3# PIC/S {8 B
HHEIE 23 (PIC/S Expert Circle on Good Distribution
Practices ) | °
2020 47 10 A 19-23 H > HASH PMDA 3 PIC/S 4H4% <7 F ) Japan
/ PMDA - ATC GMP Inspection Seminar | °
2020 ££ 11 H 18-20 HAZEE S 73 Thai FDA 7&¥# " PIC/S ST
&7 (Annual PIC/S Seminar on “How to be a Good GMP Inspector in

9



2020”) °

4. 2020 £ (GRAHHBARTE ) IR FIBIE AR EY HRPA &3 T e &
EZEG%KERFE (PIC/S New Inspector Training Course ) | ©

(+—) PIC/S BJiZ B A=
1. HHRTEEEERSS | S (PIC/S Pre-Accession Guidelines ) » fjI A & f@
S8 DA S B T W ST R A RS PIC/S
AHERHHRBAZKTEE -
2. HLICH RGBT LR & 1F R L E 2R G2 2 vl 1T
P -

— ~ 2019 PIC/S &£ sker

Ry LA PIC/S B 7% B G B A EHET G178 H A e HAE
LLRAERFRT A ET ¥ H A BUEEREE 2 T 2019 PIC/S 422 skE (PIC/S
Commemorative Symposium ) ;> $1¥ % in BiG Kz fnin B ORas 11T 53
VEEREARESE » WaNES PIC/S & Mr. Boon Meow Hoe (/3 HSA )
Jréd PIC/S 4H8% B 5 g B4R - FA S - EIFS R GMDP AR FHAZ A -
EE SR - JOTEREE g BMNEIE S FEfE g B EERE
IZEE R R - RF R R A (£33 7y S %E s GMP &
HEIIE ~ A2 R H ANSER AT PR S B B H A i T
T2 H AR « SRt =7 HAEF R EE E Rl
B8 L GMP J & imin'E < FE i -

= ~ 2019 4F PIC/S Hf&f€ (PIC/S Seminar) : B FE it i B (R55-PIC/S
GMP [ffHI 1

(—) PIC/S GMP AREEHTAI | ZETH R

AHTFITE 1989 £ PIC/S GMP £ - RIES 160 N A £ B A
EERL T4 » HI R 2000 £E5ERRIEET A6 2015 LRI REBIERT T
1+ HE s Bt i SRR T REETH - 582 2017 4 12
20 HA ER S B - EERARLAUEIE 6000 % -
2018~2019 FESFHTES FEFLELY 2 KSR » ATKIEETH RANERGB
VST > (ESCETRAT 127 B 270 (6 - AR 70 AR - 13T
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RN T

1.

NS NN L
IBRIFEREE]T

i~ RN A RETHT - HEREZR/D B RIEHE - W2
IEEIRIE ZEEE B0 - JEfg I MERREREDRFEE -

i~ SRS (classification) 22 18 ISO 14644 HIEG(FHFT 5 2015 FEER)
B WEHE DR FEERE (TR -

i~ RS HBEREERE TR P& ERES (Qualification) | B TEUFE
IR g E P Environmental monitoring) | 2 BEK -

. FrPER T (Barrier techologies):

i~ R A RER R E > D N B AR DT A
b - EfRiBReE e g PIC/S GMP [ffHI] 15 BiiE - HIHETReRM
Kkt H RRER - Ela TEER - el RAEEEE -

i~ Bt E RN RIT AR P TSR R B AR E ) HIE AR MRS
BEEHZHERA G EL A R -

KB

i~ JHFEEUERRFIER G E T AR RIS THERY -
i~ R XOFEBE(EFER E T IFRE SRR A & Y B e K
$EE I

BIBEFIK 247 © 2GTIEZEEE - KREERZER » Rk
HITEBEER K 5 55 0 BHET B RN HUEEES -
TR BRI E 2R B R AR B U BRI A S R
TS R o R IS T 2 I
HH 7€ 58 FH %5 B & 4 (closed  system) Jz — XM (i F Z2 %t (single use
system)JfE) £ E EETH o
R SE R/ 5 Bl (Form-fill-seal): B 56 K WESUF SR FEELTE PIC/S
GMP [ffRI] 15 #i&s > WHARTEHMEE -
LRI R REFHEAEE A B 2 A B OR R EEE TR AN
BIEATEEEE ~ TR TRB R B 22 S 2 e R -
55 AT AR RAEE Y 2 )5 2424 5% (Contamination  Control

Strategy)siiH] » SR SREE AITE T AHAR S Reqlo 7% o~ TAHRBERNEE B
SRR T BERE 2 R T BT ~ B AR ) 4 (E
T 5] (855 > SEETEMR H B IERIE 2 2 T 24 E Hil s K vaps A -
HEg N BB - 0 HAMERD SRS A0 -
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BRISA 1 IR SR EHEETTERT  THEDRIR 2020 255 3 FRIRATRAS
iASF EU commission #E{ 7 3

(=) fmp SRR e
TR ORI BRI 2 o < SR BRI » SR FOEE S R 2 R R B A &5 T ~ K
FFFEMERY, - iR AR TS B T - I B AR (R
(DAL E R EEE 2 G EMQERRREE 24 EFEQ)YFE
FESR SR PR IE AT — 2K - SAT LASSE] FDA Jit 2004 405 2
I Sterile Drug Products Produced by Aseptic Processing | i BHhf T HIFE
b ME B8 T v - AR AR ) R RO E 2/ D T4 3 Rk sh 2 I,
& (i Al A FE B TERES - 5 (T8 e 38 AR N FE R T4H
Hhz BURRRE L - A s T SR nTRe BT AR A AHIE] - I E B 2
TMES) ~ AESR EFERE - BAAIRETEET A ~ BIEHED) AT
REIER TS B » PRA > BEE L 2 5 B RS HA m SE &2 il 7 5 AR )
& - FEERHITEY » A E R CEEE MR RS 5 - SR
HYE SR BT MRECSHERRE - RSN B #HEERIVED 7
BB AN A B EREE RAVE T b DR AR - R ST
ANEB#EES N REIR A REAN R nEMICEE R -
SEATEE AL T B SRR PR ~ SR WIRBEE A E RO s ] < 51
EAAREENERE AR GHENE - 55 BEEE RS A MY 55
B - FEFAFR S R RARAR R A > ST R L R PR HE 0 i T P e
Wi AN > =356 FDA 4510 O FF i S mln i R R R RIS e ddig
MREHIEEN GMP 2 BRG] » 5 R N\ BRI EA R ~ BRBEEETE -
FRIHAR T S - AR SRR RS SR E Y - HEIRIR
e i e 0 ER A A 2 ILVEH -

4

oA

07 IS A

(=) fEEEmRFEEH
ARRHFR 1 EETRRASH R S = B A KR 2 342 » SFERA Z k1
FiF& 200 1SO 14644-1 FEAEGHTT By 2015 FERR)FEAE » WS EARER
FOFEEREE 2 T H EER - HUSEBAAL 2 FHE] o PLYMRERIAN A5 AYE i SR
%o 55 BRI N ERREEPR R ATERT 2 R — - SRR BHRUT I E
Bt E B AR BRaEd - BRI E - SR AR RRGES
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H RN A E H B A TN E N E R T A SR P RE AT T
BRI S e R TR R R R

BRI PRAEE IR 2 BRI TR AR F R ~ MR RI55
T2y > DIERPRIEZRIFE - At ettt 7 —S/F R Rof s A R
fEEE2% > WERTEEMENERF ZAE - 1 A - BRIERE
FIZ MBI (I e ORI s 1 ~ BT HC B e e A B i
AR GH L TEE - NRRITH RIS ERRIR 2ok Hmgs o (£
BRI 2 (RABS) SR B B 2 K R H 2 b - Al A 3 T 505 4
KHG AW EESE

() e arE B HIR A E e EE T =
BEERIEZ HIHEERIER  FEE R ENTER BRI s 24
ff > SEETAR Y Z A& T 2 N R AR RS MR AR - R 2
BUGET ] f GMP JIRRE ~ Bl TRGAANE R R AT R Bz ~ IR B
HATRERZ ZFEE A5 amBUERuiReE - i LR ER R A A L
S ERIEEES  SEETE B TR R OB S e B el =
HAEEE -
shifIl 7> AR ICH Q9 2 a8 b B BAR AL fE I FE At 8 T » 51
FITHER 12— A b B E A AR © it - B E T - EbeE
i~ Em R SEEEES B M Eos TR R A R R
T BEZ RN E BT (BRI E TS AR
WA EFERHE 2 3 EFEE SUehte 2 EfzstE et A N ETEZ
et » S0 R o B 20 AL EL A B Rl B S BT B T 0 L e f&ad
IR PR & E RS IRBUERA EAEE - FEN R R AT
A R b ol 2 — 3

onE JE\fe B B i LU BIfE & B R 5 B Ml » e ZaiEtE - et

B KSR MECREERL GMP IRREFF & EK -

(FH) BER(EHZY(Single Use Systems * SUS)
RIS FH 250 PP i B IR 4 ~ it B 2303 i B A ) M 2 v e o S e R
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