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%] % B2 g% L FE A5 177,49 4H 45 (The  Pharmaceutical Inspection Convention and
Pharmaceutical Inapection Co-operation Scheme, PIC/S)H% [~ E /4% 5 GMP f&
EREFIERASHA > £ 105 4 8 H 1 KA 49 (E& & - 77)% 46 {EE% - i 2 FK -
PIC/S SHERETTI (e #EEE S GMP SRR A ~ FEE M E 8k - lh—
{E G A S Z BIPRS TE4HAR - WL B4 P E BB ETE - 55 0 PICS (A
(7] 7 i B S A Ik 1T B 52 BB (expert circles) » EEE FHHE PIC/S GMP Guide
REEFETH - BT RIS E fE 25 SRS Bl - DU E—Z(LRY
GMP AR B A -

AR T 22 J@ PICIS MR ~ 4H&% ~ 4HIAE SO0 B4 Ba 7 i (ATMPS) B 52 e o
5%(22" PIC/S Expert Circle Meeting on Human Blood, Tissues, Cells and ATMPs) |
A 105 4= 10 H 24-28 HAFHA#EE: > TR Inspecting Human Blood, Tissue and
Cell Products &ATMPs-Experience exchange | & NS EFEIR{ THT B A B e
BUERRTAAIE ~ fRHHE < FE B 48 B ~ BIOM B B AR B e o ' B A1) R 25 A el
FRAipt ~ SH&E RoR B B i ARy = EEE

FEHSIIAREREGH > PR TS G BBEMR - 8 - $HEk s AR
B in Z SO B ER T B R RS - RIS E IR A A EIEES > AR S EaE
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BY] P B2 2 UL FE 25 177 49 4H 4% (The  Pharmaceutical Inspection Convention and
Pharmaceutical Inapection Co-operation Scheme, PIC/S) %[~ E 75 4% 5 GMP f&
EREEHERAHR £ 105 5 8 H 1 KA 49 & & > /7/8 46 (HE% > R 2K -
PIC/S SHERETTI (e #EEE S GMP SRR A ~ FEE M E 8k - lh—
{E G A S Z BIPRS TE4HAR - WL B4 P E BB ETE - 55 0 PICS (A
(7] 7 i B S A Ik 1T B 52 BB (expert circles) - EEE FHHE PIC/S GMP Guide
AT BT EEEWE 2450 F » E I a3 R S ERE & B 3ll4R
FACRAR g - DIAEZR 2R —EYERY GMP AR BE & mE -

PIC/S N\ B ILf/4F 8 AR5 » GRS e 4 e ~ 4% - 4HBE A
BRI A% o NFEFT B A B2 L (advanced therapy medicinal products, ATMPs) 7 17
BERE > R IRTLZAR M EALIES] 0 PIC/S 4HA%HY 103 G5 ATMPs 44 A% bt il
B 6 5 42 R PICHS LT ~ 4FL48 ~ AR R 7 L4 B4 & 357 BB (The PIC/S EXPERT
CIRCLE ON HUMAN BLOOD, TISSUES, CELLS & ATMPsS) | -

KRS T 22 [ PICIS M7 ~ 4% ~ 40 B0 LA B 72 5 ATMPs S27
BB €54 (22™ PIC/S Expert Circle Meeting on Human Blood, Tissue, Cell and ATMPS) |
A 105 4 10 H 24-28 HAFHA#RE > TR 5" Inspecting Human Blood, Tissue and
Cell Products &ATMPs-Experience Exchange > A& N S BRI TH B A B
anE BERRIAME ~ (RS 2 REELERTOM ~ BOMN T FLA B 2 hn B BRI R 25
(SR IS SRR ~ SE 48 RoR AR B i Z AR Ty EE S - BRIL 2SN - R RS
a1~ HAS ~ R RO 2 i A B A SRR S R PR R b e BT AR
ROEEBEE > A HEEREE) - BETHEZ EXIER > SEIREER G HK
Satam - AN EILEMEE—EE - 5 ARNGHIEAB R E Z HIEREK
WA BEE . GMP f55( ~ FEEMIEE - R PIC/S & BRI AR
SHA ~ ARG BT LA B o BB PRV R R A - T R R D A
A:B&rEAn GMP Z I &ifjEat = (Joint Visits Program) - FeEHA 48 LEIS BIRE & S 5
EERBIOR Z ] > (REFE BB p 2 — Mk -

FE SRR RE G - T HES G SEITEI - 415 - 4150 R L 5
i B E AR ~ I B A R S iR B R B A S BN R A
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HIAEES o E & ER N RS REH A E S - (B8R I
Tt Lt BRI A B B AR Mt am o RN BT 2 WS i HECR TR B A T e
B P&, -
=~ AR
— - 17

HH BRI S 18 AR B 0 e ) e T S PR LA 5 (L 1 R iR & > &8 TR
A 105 4E 10 H 24 HEMEESIE 22 J& PIC/S [ ~ 4H4% ~ QTHE R, o il 4= B g
B R BB > WAL 10 H 29 HiRIKEPY - T2 TIEC Y T ¢

H & TN
10 H 24 H(—) iR (adb—&#)

o i H %2 BB 25 & & (Coordinating Committee)
Z RIS E R EE (RS E)

o 2156 22 Jig PIC/S MR ~ 4HAS ~ 4HAG K L
A BS 77 i ATMPs BLo2 B e ek

10 H 24-28 H(—~%)

10 H 29 H(7S) BRE (FA&-510)

5 22JE PIC/S IR - 408 - B ARELSREGHE
(—) FE:

Inspecting Human Blood, Tissue and Cell Products & ATMPs-Experience

Exchange
() ARIWEAL

E A= K a5 1 E (Pharmacy and Posion Board of Hong Kong )
(=) WETE=E -

F 1K 10 H24 H()

15:00-17:00 S

15:30-17:00 BB Z 522 Hi2 (Coordinating Committee Pre-Meeting)
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E2F 10 H 25 A()

9:30-9:50

IR ~ 4HAS ~ ARG RHT B AR B A o S 5K sl 2 3R ST
Updates on Expert Circle in Human Blood, Tissue, Cells & ATMPs

9:50-12:30

HRIT7AHZERE K f1{E (Current Regulatory Framework and
Harmonization )
® APEC fpfibrfly & e it AR AL
( APEC Harmonization Center(AHC) : Regulatory Harmonization
in Asia Pacific )
® |IPRF ARG 2 AL
(IPRF ¥t~ Regulatory Harmonization on Cell Therapy )
® EE BN AR Z A e R
( Regulation and Inspection of Assisted Reproductive

Technologies in Hong Kong )

13:30-15:20

IR iR 2~ FE 4K ERRT R ( Experience Exchange of Blood
Establishments Inspection )
® EU it 2 (B RIR(F R ETEr

( EU Good Practices Guidelines for Blood Establishments )
® EU SOHO FE# B 25 it e

( New Developments in the Inspection of SOHO )

15:50-16:30

EU ATMPs GMP ¥555 2 #lZ T EE
( Updates on the EU Guidelines on GMP for ATMPs )

FEI R 10H2

6 H(=)

9:30-11:20

® ATMPs > GMP Z3k : S
( GMP Requirements for ATMPs ; Critical Issues )

® Al AR EE i R B Sy -2
( Experience Sharing : Inspection of Cell and Tissue Facilities in
Taiwan )

© ST A B s it < RS E A B o T,

( Experience Sharing : Inspection of ATMP Facilities in Taiwan )

11:40-12:40

o ek EmN RIS 2 BFEVER « ERER(FREIAR)

( Critical Steps in Manufacturing of Cell Therapy Product :

3




Industry Perspectives )
® AR m i BE RSP ER - FE A B BT GREI((FR)
( Critical Steps in Manufacturing of Cell Therapy Product :

Inspectorate Perspectives )

14:00-15:20

® HAETEE RS RS ER ¢ AESREIR(H ANER)
( Critical Steps in Manufacturing of Cultured Tissue Product :
Industry Perspectives )

® HAETEAE RS RS ER | FEE B EURG(H AR)
( Critical Steps in Manufacturing of Cultured Tissue Product :

Inspectorate Perspectives )

15:40-17:00

® AR ~ AHAS RORT LA B 2 (B BB A D
( Good Distribution Practices in Cells, Tissues and ATMPs )

® R L AR KA E -

(Regulation and Inspection of Tissue Facilities in China )

FA4K 10H2

7 H (V)

9:30-17:00

FréHETER (Concurrent Workshop )
® Workshop-1 B MR EAZHSRETE 3SR 4HE T3
( Concurrent Workshop 1 : EuBIS Training Workshop )
® Workshop-2 84 B2 i GMP fE& 7 BRI S
( Concurrent Workshop 2 : Key Issues During GMP Inspections
of ATMPs )
® Workshop-3 Z= Il Gm-4H &k R AR i 2 FE A&
( Concurrent Workshop 3 : Case Studies on Tissues and Cells

Facilities Inspection )

FE5K 10H2

8 H(#1)

9:00-10:30

® EREEL ¢ P AR B AR E i v R
( Academia Perspective : Regenerative Medicine-From Bench to
Bed )

® EEEES ¢ B —(EHHU AR GMP g 2 HRER
( Industry Perspective : Challenges in Setting Up a GMP

Facilities for Cell Therapy Product )
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® GHjitimtE (Open Forum)

10:50-12:20 AT R4S SR (Outcome of Workshops )

12:20-12:30 HFE e 54445 (Closing Remarks)

14:30-17:00 HFBZEE% S (Coordinating Committee Post-Meeting)

(o EgAA -
AL EEIAKE 23 {# PIC/S & = - 8 {#3JE PIC/S & B E 5T 32 (EEZ 2
FEEE HRERIL 0L -

2~ GRNERE

— ~ 454 ~ MR R E L IRITARURRE R R b

(—) s A& AR L

T A SEAK R A E4H 48%( Asia- Pacific Economic Cooperation, APEC ) |
A 21 (EEREER E » BIR R iaiAR ~ 808 Kbt 2 SRR £ A
Z 5 FESB R » BRIEEZ A0 Y 2002 FERINT T AR ap R Al I ( Life
Science Innovation Forum - LSIF) » {2 58{8 5 K (BRI AIHT K Al 7S TEREE
RIRIE Z EHE » [{EEYR ~ 1M EE e N OB AR
R ~ W5 R &R Rt~ PR NS B Y 5 -

LSIF &2 7AiM b 542 &2 ( Regulatory Harmonization Steering
Committee ) | Ji* 2011 FEREIT - BASEY 2020 56 plcEE Al R 2 2 45
DI EAES 17 f1& g BB REITE N 2 A TR PR SR R
HEL » HATE ZEEHEEETEEEHT » fIORE T EERESEH

( Good Registration Management ) ~ FRE I3 28 7 #rif A B& e o (4HRE R
HA A ) AL -

BB o (A AR AR ) e 2 R H A R A S 4H 45
AT i B HAR AT B A A - W ARSI SRETE - DAFIR AR
EHETE SOERACHR R R B R (R AR s S B i A FEFIRLER AL
T R L0 AR S SH B0 A e e AR e I 2 e et ~ B AR - 5T
Ty RPUT BRT - B — D BRI a A & SR G i A R AH A G R i 2 B
TR EHAN R0 M A HA B2 < 55 PR Refa)llR
RFE— P RHE &SR 2 2200 ~ BT iR AR B S ISR B AHRA R
KGRt E 2 45 R RNV AGISRETE T 0 E = DB SRS R - I
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FEEAHREA SR A E ISR 5 SEVUPBR Ryl pl H B IR ARG E R s 2
wt ©
(5) BUFREEE A m I (IPRF) & AMIR B 2 7A M R RIER

R [ Be g, 4 =38 (International Pharmaceutical Regulators Forum ) j»
2013 FFERAL > H A R it 2 S0 e B A P R F S U B S A T e
it aElEra o W ICH SRR - H AT IPRF EaE 2 TIE/NH
(Working Groups) B4R AR ~ BERIERE ~ AW EY) F =R EE ) uE
TAE/N&H -

AR B 2 TAE/NGH R B 3 A2 B TERE ~ APEC/ASEAN(The
Association of Southeast Asian Nations)/EAC (East African Community)/GCC
(Cooperation Council for the Arab States of the Gulf)/PANDRH (Pan American
Network for Drug Regulatory Harmonization)/SADC (Southern African
Development Community) Sz 1& a4 AR i A B8 3 )k WHO 2551 19 (E »
TR EA R S AN AR 25 B A R e o TR R
flrst 2 B E ~ DGR E M B SOER B BT - 1 2013 81 9 {E#2
B R BB A i SR RO AR B B AL T 2 R B S IR S5 B ARSI o LG
B H Ao < B SR E -

Degree of  Intended Degree of Oversight
Manipulation Use None  Some Full

Category Source

Autologous | Substantial Non- 0 1 8
homologous
C Autologous | Minimal Non- 0 1 8
homologous
D Autologous | Substantial Homologous 0 1 8
I N o ¢ 55 22 @ PICIS
F Allogeneic |Substantial Homologous 0 1 8
N7 554
G Allogeneic | Minimal Non- 0 1 8 J_IIIMQ Zﬂ%ﬁ&%ﬁﬁi F:
homologous i
H Allogeneic | Substantial Non- 0 1 8 Dugéﬁ. = D?‘Zﬂﬁ‘:ﬁa 711;['
homologous

A aR LIEE 2R Tat & Rt — (E e W 2 e 2 8
HEEREHE B FIFHER ] 2 2515/ HE AR R E R E BRI A
B ZNTAE Iy HARJeIRR - HE SRRk 2 s -

=~ R e B R AT
(—) BRI ST R i e



BRI  NSRAIRAH ST SRR m A - R B R
7377 EU SoHO( Substances of Human Origin i +2 » %£ # Substances of Human
Origin &85 " ARSI e (Blood and blood components) |~ " A &&4HHE
4H4Y) (Tissues and Cells) ; k. " ABGE8'E (Organs) ,» WifESTEE NEAmAE
FAEEES -

BRI TN MRS 2 B3 PR A 2 MR B 2 AR FORIR
EEONEEI 0853 NS EEMmAE | (HiwR e 220K - HEA GMP 2
i3 Directive 2001/83/EC(EU GMP Guide) i iE - &% 485 Directive
2002/98/EC AR aE NIHIMIR BRI > 2 WLEE ~ fli ~ Bl ~ IrFBlfict 2
hn'E Bl fEAE (Standards of quality and safety for the collection, testing,
processing, storage and distribution of human blood and blood components ) - 3f;
PHERIETHRRTES | - B
e 2004/33/EC : #%{lfZ 3K (technical requirements for blood ) » N5 g

EFHRIFEE ~ aBEEHIERE - fr ~ B RICEENE -
e 2005/61/EC: K B [~ 35 A Eid 3 7 ( traceability / notification of SARES )°

e 2005/62/EC : [T/ f4HE E 2%t (quality system for blood establishments ) -

2016 4= 7 HEXHH4EAR " Directive 2016/1264/EC | » £ & Directive
2005/62/EC #iES » B GRHIZOK & Bl R & 5 B VHAER B s Z & R
¥hZ 2 (EU Commission)E @M F5 g5y 4% 1 /B8 Bl i 4= frf# /5 ( European
Directorate for the Quality of Medicine & HealthCare, the Council of Europe,
fEif EDQM) SEEMEETHY T fnamBifh - (B B fragiiaE (Guide to the
Preparation, Use and QA of Blood Components ) | » B I RS & 248
AR > GRERS 2018 A 2 H SERE i

Hif7Z EDQM " I hm B fg - (i B o B O 58 6 #6 (Guide to the
Preparation, Use and QA of Blood Components)g 18 fiflx | 52 2015 484 » B
MERZE& (Council of Europe)Ff/&EMi T2 & & (CD-P-TS) K ER A Z &
(EU Commission) I & 15T/ NH - (T 19 EET AR - o %
ESEEIE A EDQM 4 H - THETFY 2017 4 6 H58RE 19 FfEaT -

(Z) f8=T " PIC/S GMP Guide for Blood Establishment(PE 005-3) | #7&]
PIC/S 4H#&81 2001 4841 /RIS GMP &A% #E(PIC/S GMP Guide

for Blood Establishment, PE 005-3) | {it&r 5[4 ME » & [ Bler &k ek
7
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Pg ~

TR B AR R EE] TAE - BETRA 2B 00 ~ i~ ok~ B
EDQM R HEIHFRAH R LA/ NI TIERT RO EL e LA

BREAMEET T AR R GMP MiEE ) 2R

RIEEREEME AR Regulation 1934/2007 & Directive 2009/120/EC 25354
7 LA B L (ATMPS) BB 2 LS B - {{ef2 Regulation 1934/2007 46 5 {6
FUE + B IR & (EU Commission) [ i~ s sBIOMEEYE B /5 (EMA) T HT
AR A fHRA GMP f551 - AL - BiEE GMDP f§#& T.{F/\H(EU
GMDP IWG)#1T EU GMP Guide ffffl| =" A\ A &EmEdlE 2 (B5T TIF
AGELFS 2015 FESERKIERT » ELFEAN AR AHRE ~ BN TR S 4H A% TA2 55 A i
FRFERED © 281 > B & (EU Commission) Al ATMPs 2 B3
SAEIET T B A BEEE i GMP #H&: (GMP for Advanced Therapy Medicinal
Products) ; - J* 2015 F5e k28 (0Bt 17 Boodhiszs 25 (EEgRE) - b
LR 2016 = 9 H5ERkEs B AR & FE A, -

#A1 EU GMP €2 PIC/S GMP #80  fif AIl — EVsk AR AR ~ AT
FE R A4 T RE S5 A SR E AR - bl > &FRrEECES BE K PIC/S 41
SR BUHEBMZE G 555MEIET GMP for ATMPs ()& REEER, - £
FRREEN L EERETIEE s By B FEISE - K& GMP for
ATMPs (BZE)ANAETA 2 i 5 (et 2 BRI R ERE - K7 PIC/S
BN LEY ATMPs [ERFEAE 2 (DR — IR B R AR o — 2%
- BEEE BEEL PIC/S ik - AEBETEE » MK EZENE > DIRA
RS s B AR o P AR B PR A A/ H AR R M E RS IO 6 2 B L TR Rk (3
EU/PICS GMP #{ &> 2% -

NSRRI ) b BLAE R i < BRI B T

(—) FAA

FAF|EEENEE Regulation 1394/2007 K, Directive 2009/120/EC 7€ »
22015 = 1 H 16 HASMHEASHE (ltalian Decree ) - BRI BB 1R
BITIRE B AR S 2 W AR B hn B - BRPRMVAEUS RS ET ] 5 B
BR1LEE ATMPs B3t > B2Rr > B5 2R 25 AN €597)f5 (The Italian Medicines
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Agency > AIFA) EfZiME > arE AUSEUEET A] © 55 > BIEERIR @Eﬁﬁ?ﬁ@ ’
EERE R T R E B 2 a3 f6FE&R 2 E 30 REHBinik
REE S 40545 AIFA RAHRBATER (lIstituto Superiore Sanita ) ZE A0l H:
AR > AIFA [FERF A TEE RS KB 2R > MR TR E
JEFE I R TEGETHUN -

HATBCNEA 8 fEHr Bl A B A rn B Eriara] > (HA 5 [HEmATE
hE S > 2R DEI e E R - HiA 3 (HEmE R AR EE
N1 B {18 SRR B Pt o R RS B A S e P B

HATSRAASEA G 14 AR EABUESATEE AIFA Z

P #&#% > Horr 11 AR BRI M BB AL © 852Ny AR B A B
FEnn BN SRR TIB T 7 S B S AR B Fnuf~ e EE SR
B EM/ D~ AR s 0 R M MR F NS B E IR =
wia Bl 2 BT REEE A — i 2 EF T -

(=) Hrinsg

¥ﬁﬁniﬁ1ﬁéj§gﬁﬁﬁﬂ<z¢%é{5ﬂﬁ% (Health Sciences Authority - HSA )
A B TR R LA B A o Z ME SR - (R = b < 4
Zﬁ%&ﬁ;l; Pz (Cells, Tissues, Gene Therapy Products » CTGTP ) 44 A
Medicine Act (Chapter 176 ) Fpfa&s /e - B W & b R e 2 i B ZH HL
5 GMP ZF 1] AT CTGTP Z EEAIREINHTT & GMP i #i(PIC/S GMP)
'F& H Ail i AA tHERE mBUS L iEr e o

DRIAHAE ~ sH&k s BB E R EMATE - 32K ~ SRR HIARY
ENECRIIIEZ 0 B CE Za B EH A4 NEMF > DWERE %
M - FPEEE O SAEERIERE R 26K BB R 055 ~ Sk
BURETE - #UXORCE S AR TR S > RS HEE GTP &iXH 2k
SR > ER I P RO 7 B A B 7 i 2 A AR AR B B PR — 2L

(=) =

SR B AG - [FIRE R A - &AL R AR - AIs
B PR KBRS R o T AN e - RS E > R R
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BRI T Z i/ MR F PR S B - SRl &b S 25 (MFDS) B 4 G
FREELLYE PIC/S GMP STAMHEATES| - 2 2016 42 8 H il > EA 14 &M
HUfG Ervra] - BAG 4 TR AH R A in ~ 2 TH S0 R A an ~ 2 T4
G CREREN > MRA RN e E R BT > BRI 128 (EiRRstbaT
FEHETTHR - R N SHI e R Em AL E R - WEERREGFR -
BRI - dUAERERE - UGS - TR B U T ROEE > SRS R
R EEE A > NWEMHERF - TR IREGR AR TR 4IRS
BE AL ER L 25 ER . — -

(rU) HA

HARARSEHER R AREESEFEREEE (MHLW) KITE
A NBEEELE AR (PMDA) » [EAS58h 5 £ R AT BRI
TECEH ; PMDA &5 RIEZ%EE - GMP/GCTP/GLP/GCP ZFEH% K &/ ~ B8
FRES M EATATESE o MR ~ ARG SR R R E M A~ e R
i o

H AU B e NS AR AR SR AH BR a7 e i S e ®h - it 2013 4
MEAT T AR (A (Regenerative Medicine Promotion Act » PMD Act) | »
A cHEE% PMD Act » 7 2014 FE45r RIEST T &R % (Pharmaceuticals, Medical
Devices, and Other Therapeutic Products Act, PMD. Act) | Fzi8=T T FfAE B,
2HECRE (The Act on the Safety on Regenerative Medicine ) | » ¥ H FHZ &
FERPRIH T S 5 b i A B B PR AR BT - K T AR BRI
B MERALREESEE Z BEEL - HEAYIRIERE - EEHE - 2H%
AR A B Al BB 22,0 > K PMD. Act B3 - W% B4 2 FEME
R ] S i AR Oz o L A U - R iR an b » LA ROFSETT
izt (Expedited Approval System ) » 1 je S B PR ATst BRint i s 20 4= 1
RoTRE L SCRF N ST b s b Bz et E T (BfEFEEHE
AEER ) BRI SE S RSN A P A B R i Z R M A M AR B & -
£ 2016 = 4 H HAIA 4 (HYHAaH &R L iiat ] - 33 (EkE R R A
179 > A 79 (EF R 7T ) 2 T2 (E R I T E LA HEEh T -
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Human Cellular and Tissue based Products (hCTPs)
regulations (comparison)

Scope

Japan

Corresponding regulation

us EU
CTN for Act on the O FDC Act. (IND/IDE) | O ATMP regulation
technique safety of O PHS Act. Section O Hospital
(other than R i 361 Exemption 3%
product IND) egenerative O Facility, cell collection,
and medical Medicine safety, manufacturing
practices quality system (CFR
21 CFR1271) e | - R
HE 22 B
IND for Revised O FDC Act. (IND/IDE) | O ATMP regulation = f—??ﬁ B 5 I
product R&D | pharmaceuti | © PHS Act. Section o imp PIC/S i - 4B 8k B dn
and NDA 351 (biclogics review) O Product review o) S i
process 2' Affairs O FDC Act (device ig@nn%ﬁ E%;‘%
w review) = ﬁﬁk:‘ d o
IPMD. .ﬂl‘.“t] 0 Facility, cell collection, % ‘_F
safety, manufacturing
quality system (CFR
21 CFR1271)

HABETTEINEE NS R  RUSHET - 55ETA B RAR
4HRE) B 40 45 s Bl HH#D T Good Gene, Cellular, and Tissue-based Products
Manufacturing Practice, GCTP - 5@ BUS R i B4 o0 E S0 2 B -
AHIREL Sz 4H 48057 B3 i 455 3% PMDA 2 GCTP # iz » B R[S B el ek
[FEEA R T - BUSR AR EMER S R 2 R EME ~ 3t St
Z P BsE AR R 45 PMDA F1% - PMDA JREHAET GCTP &
AR - DAMECR A BRI i o S22 4

(71) BN - §HAE - QAR RN LA B i (B BN (GDP)Y B BB

BRI AR ~ aHA R LA B i 2 B EE - OISR B B s (TGA)
BB S ~ AR EmRRE] - (B RS SO ENIE O - WY
IR ~ e ~ A ATSEEFAHAY B asHLAHE ~ K E S NSRS e A
AR > T EEAHRR B AL TS -

FENBRMUR ~ [fLin ~ $HE ARG HRE L2 GMP FidE T - (RS 833
HHE (i S A MR SRR e S B AR (R SERE > HDAECREE s A (T
PR A R G RS IR0 834 FEI IR T SRS CREE S
IREEHE AT BEMERT S BT B R IRIT T BT S B SR A - A
B FR LR R 2 B EmZ WEY) ~ ELfon&E - Eik
J&E R B S - 28 0 BERNIIURE ~ ifh ~ SHAR ARG R EE S GDP
FOR - RRE— R > BIARIE Z B U R E R i ZEE > HAF
TR ] 2 BB - BEE R LA B i 2 H 2 3 R e B LBt eSO Ry S e
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s > iR E R L W EEREEEE Y — -

(OR) AR RFIZBI G Loy ZREEE R A\ Ae e 2 B
SRR BRE, -

B OEMER

— ~ 2 PIC/S 4% " PIC/S GMP Guide for Blood Establishment
ZBEITAE

H ATE BB 35 & (Council of Europe).z 47 {li & SR BN ~ 4t

PHREER - W MRS B T RA e - 0 B E fReE
# (Guide to the Preparation, Use and QA of Blood Components ) | - FX[E& H Fif
B R B FE B (R BR A | PIC/S MR IHE GMP & #5(PIC/S GMP
Guide for Blood Establishment, PE 005-3) | 5z PIC/S GMP ZEfZi%E o FyastibiH
AR FI—EL - PIC/S ARSITUR/AH SR AMAE = 22 B ZI (R EE) T PIC/S (il
RS GMP Efz e | FYEET LIF » BRIk B S BUEET LA
A BB TR < B AE B PR B A — 2K -

=~ EEERERTRE A B Em CMP S MEELMT

BRI B IDAROTR - RSB ERAE  TSREE -
BRI B A R — - B R R AN G A S
TR YN e N e B e e S AN b
R AR M R R I G 2 A R B A -
o LA B G M TSR BRI E A & A
B4 LI #515(Good Tissue Practice, GTP) + #5455 1717 » B4
BISIAFL 7 47 S5 R B S5 HERF &5 GTP B GMP 44 -

e PR LA B T SR BRI B AR T
AR TS GTP MR 2R8I GMP R 2 e R HIHE
beick: » FLFFAEAE0E - BEEBTR 105 SERIEMEMIT A B ES GMP Falk
HEBYE I - S T U A GMP SIS A (S
B N ELT LA B B B ~ BT B B A S S
GMP i » SEFHHESRT B B S 2 GMP B2 - T B B 3
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[ S& BB EL BP9 ) Z (B A i

= ~ BRSBTS S » BTy 242 BRI PR B A B o B B A1) B2
ERSH RS - Wil T B E BRI R B R e, -

RS i K EE 5 7 aH 5k S [ PR B S VA AR s L R A StE AR A B 4 H 45
V)& 2 A R 2 B EUEAR MG - 347 BT T AF BRI E 2 2 s
AR DU A B P E B AR i S AR — EUE B O - BRI E RS B - 55
B R P AR B B SR A - H IR N AAAR ) Rk - %
HEZEEE - ZEGWEIAMHBARE » PO 2 mEUaRZ B CAT
(Committee for Advanced Therapies) » DRI fh 2 274 Mo B 15 an A 5
Ko AR E G - IRETROREAEEAE AT T AR R AIRA
B ET -

HRAfERH A B GMP SR ELARIEEAER 7 - FREICERH
PIC/S GMP Guide » 3%} #7188 FH 787 Bl A= B 8 o e A BB GMP
for ATMPs Z{EETHERE - R ASrdEk B 2 S5 PR BT B30 2 3 [ RaRARE » 12
i th BEFRER AL N B2 G 48 ER - FREERPERETE Y ATMPs HRH M EE
BB E R~ o i S B T - AN R SRS B3
WEIE 2 BRI - BliEE S AR B R A R  BR

55 I B L GMP e & A\ B iEH = Wil A B i GMP B &L 4K
i o MEREMEE| B AR FRIRE & 2 GMP/IGTP fET1EE R » EaiE
TREZN PICIS [ ~ 448 5 AR R B S8 SR K% B R Bl TR T
Hi~ Join Visit 5155 » 1A BRI IS0E B EU TS & BA0R < 18HE - 18
SR A RIS ERTT - EERT B B o 2 '8 Rt e

13



