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£21° APEC i/ Dagfe iy &EmaG - (58 e DA Bt 27 4 B ] SEAY L 2y
R EFR K - MR B IR AT & A BR fm 2e e Bl B A4 - 221> APEC
AR AT (Life Sciences Innovation Forum ) 72 2014 F-Ei&Ef T TR L E
S SR #2512 (APEC-Blood Supply Chain Policy - f&iff APEC-BSC) > Fitftz] >
2020 F 1R AL FEsE T {FEE[E (APEC 2020 Blood Supply Chain Roadmap) ;> #
2015 &L APEC SH#lrE sk m il 5t & S4B —FYR E » DI EE K& MK
LR R S G AEE BAERE A - MEOR 22 B S ' 2 I AR E L o B
g {8 B 875 & ( Good Manufacturing Practice, fi5f GMP) & APEC BSC
Roadmap B ZE R — o
2016 4% " =JE APEC [MiFHLEH#ESEmE 3rd APEC Blood Supply
Chain Policy forum) ji* 2016 4F 12 F 8-9 HH B H Y217 it £ AT B2 A 12
MR MRS B e GMP #143 ( Accelerating Regional Implementation of Good
Manufacturing Practices (GMP) in Blood Establishments ) | » Z&5 5 ~ MK
T - PPV R G4 - BIFRHSEEREE - DEMREMEE CGMP -
BUF BB MR & CMP Z HEShTRES ~ &0 ~ B > ThetH
VEE MRS GMP ZRAFREEE - 5t " BOR -~ T4 A& ) R T g/
anpR PR | = RRSIAETTHET » DU APEC &80 G 28 e Ko B BRI ] 4k [F] 7
SPHY GMP AR 1A 4= (RS o BB PR S > ORI T i 22 = BSr 4 it

J@ o
A GmIE - 81 APEC SUBRG IR B  —Fr S~ SfamEsOm iR
e 2 Bt BVE HE R K ol B B S, > SB[ AE RN Al R A R B H I

PR
s EREI A 2 EH 2 BRE & AR E(C 2B g Loy S RE R HEEh
IR 2 EIE GMP(PIC/S GMP) 2 &l - B A BIfE & PR BPRRE R -
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o K& E{FeH 4% (Asia-Pacific Economic Cooperation, APEC ) F17i?
1989 4 - oKl 21 (ELCHAGAHA - EFEEAF G (Australia) ~ 325K (Brunei
Darussalam)- fjjZ= A (Canada) ~ Z41|(Chile) ~ § £ (China) ~ th [ % #(Hong Kong) ~
E[JJE(Indonesia) ~ H 4 (Japan) ~ #& x| (Korea) ~ 2k 7E o1 (Malaysia) ~ 2 75-&F(Mexico)
4t Pa e (New Zealand) ~ EE AR oo 444 oo (Papua New Guinea) ~ Fii& (Peru) ~ JEfE
2 (Philippines) ~ fftZ& it (Russia) ~ #7137 (Singapore) ~ Z£[EH (Thailand) ~ %] (United
States) ~ g (Vietnam) 5z F¢ 5% (Chinese Taipei) °

£21° APEC thf/Datfe iy amas - 58 e DA 4 = B ] SERY I an 2k
W EHNEROR - MRS B IR AR S B A B M an 2 BB AR - 2L
APEC A4 erfRlEal# 5w (Life Sciences Innovation Forum, LSIF) #2 2014 -4
B TR (it E #E I SR 2 %K 51 & (APEC-Blood  Supply Chain Policy - & f#
APEC-BSC) | - WifE45 APEC R aEHiG 2 i B AR e 2 BKE 5 - HL[EIbRS
MR B E G e T RS - M RRZLBRHEIBRZ 25 - S HEM
fksT 2" 2020 R AL FEH T FE4[E (APEC 2020 Blood Supply Chain Roadmap »
fiif# APEC BSC Roadmap) ;» 7 2015 4% APEC St Ers i il 5k 3 S 487G
—[EVEHE - DA o KB IR 2 AH R i B S0 AE T BRI A - iR
B i E I AR (L - Hoop - (B R BE R #E( Good Manufacturing Practice,
fiifE GMP) 2 E FrREGHIRAFEZEE » 71 Fs APEC BSC Roadmap WEfRITIR 4 £FF
LBV EZR Y — » APEC S4B HCIE S fo% B BRI IL[F <71y GMP
R MR LR B B A& -

2016 & T 55 =& APEC MRt EsHE 5w 18 (3rd APEC Blood Supply
Chain Policy forum) ; j& 2016 4 12 H 8-9 HA RS ASRTT - swiE FREAR AR

FME MR & it GMP #H30 ( Accelerating Regional Implementation of Good

Manufacturing Practices (GMP) in Blood Establishments ) | - 383 5 EURF ~ 1
MRS ~ RLERPIERRME 404, - WHOIASEAN BfEMHEBIEREREH - =l
RS E GMP ~ BUFEFEBNMURIERE TS GMP Z B ~ &GS »
EREEE > WIS MR/ GMP Z BESEEE > 3t T BGR - T 4R
HEIR ) & TR RS | S KR E AT

HEAIGRIE > Bl APEC SURBGERAE S » —F0E  sfamBisdml
AR B B PR Al KA W B S, - T (B B R A R e PR B
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HIRE ~ s bR 2 EH Y BURE & R Bl R R AR R (A > AT
W& S RIS S E e SRR EE - 5 AFRIER ERIE 2 B9E
g R - o ERENHEENIURERERT SEIE GMP(PIC/S GMP) 2 &Lz (Role of
National Regulatory Authorities in Promoting GMP-compliant Blood Management

Practices) - HEIfE& B BIRAE RE -

A~ BE
B BESFRIRTS 2016 4F 12 A 7 HALKEENERES AT > 24910 T APEC 28
= AR L FE S S5 5w | (3rd APEC Blood Supply Chain Policy forum) » A 12
H 10 HIRHEEIFT -
— ~ FYREEAr : APEC Life Science Innovation Forum
- HBERE 2016 12 H8 HE 9 H
~ HEE ¢ EEEE A National institute of Hematology and Blood Transfusion
P R
e Prof. Nguyen Anh Tri, MD., PhD., Director, National institute of

[1]

Hematology and Blood Transfusion, Vietnam ;

e Ms. Christine Bales, Vice President, Consulting and Global Services,
AABB
ho HEAE I BN - = EARGE - SR R B - #EE - B2K
PHOE ~ B - SRPYEF - JEEE  Brist - ZEEY - R R R B A A
TR B EERAL AR » 4916 B 100 A A B4 -

2 - GENFTERRE
— ~ 2BRMMAFFLRESN KGR MRS i GMP B B2 M B R i
s — R4 4H & (World Health Organization » WHO)$iEE
T A g5y & HERE Swissmedic €& & Christian Scharer Ph.D.
(Head of Inspectorate, Swissmedic, Swiss Agency for Therapeutic Products) - [E]HF
JE(THE L& AR 4H %% WHO Blood Regulators Network () £ & » A€ F 4y =48k
AL IESUN ~ WHA IR ZE4 5k ~ WHO  FHBEAEAE R oo ACHY I LR AR B i
GMP B # 1 BT AE B P A5 5
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% WHO & eI AEE 1 EAYIRERM - b 25%Ez A1t S
IffL3e 54751 (plasma-derived medicinal products)fy$idids - ZR1f » =T A B %
BRI A B 5 B R (B P AR B 2 72 5 > B0 =€ 50%
Ak B m AR ZE - S WA 2 B LR AR 1 TR B U A 5
th 10 2% 5 (R A B ZeEm i 52 sz 65% 5 Y/ Nk 5 B 4 > =
B 52 Al 76%E8E P A 65 B A 5 R~ T ABIZR A
LR AP Z 3 A R SN S U AR - BB 5 iR
A e/ A AL EAR R AR < 2LL > WHO % 1975 i il
R 2Rz (Resolution WHA28.72) k¢ 2005 54 K g
Ik Zaz 4 (Resolution WHAS8.13 ) R H & 5 B 17 BU 52 1M
/& =5 (National Blood services: leadership & governance; Coordination &
Collaboration) » DL 5 BEfEME TR R BB » TLASGEUR M B B 28 fre B 22 1M1
R FRTTEIR AN an BB 4 > DIORES AL AR
fiRE © 2010 - FUE AR NG Z M2 ikak (Resolution WHAG3.12)
DI E B - FERR R RIS SR MR/ i < o B B2 AR A
FREAATEE » I BT BTG BIPRRE T 2 A - WHO S E—20 BiElh " WHO
Achilles Project ;> i A 2012-2014 FAFEIEET  EHIEEIE 22 GMP
MBI SUEB (RIS E GMP 2Rkl ~ JERS T ~ s Ters
%) -
WHO 135 IR/ i1 i/ LR B 2 v B B2 S 5 T AH BRI e 5 [ Bl
St R
1. 17 2013 L0 i it LR B A4 TR 75 B (18" coree list of
the WHO Model List of Essential Medicines) » i i~ 2016 F-4570

" Guidelines on Management of Blood and Blood Components as

Essential Medicines | °

2. 7847 " Assessment Criteria for National Blood Regulatory Systems | fi
FERR T B R e i E B 2 AR I

3. HIETIRMS E &M « MRS GMP FHET « M RISER SRR » A
F5 : WHO Guidelines on Assessing Donor Suitability for Blood Donation
(2012) ~ WHO Guidelines on Good Manufacturing Practice Guide for
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Blood Establishment (2011) ~ WHO Guidelines on Residual Risk
Estimations (2012)% -

(=) WHO JRsgs " 5 ZOR MR B GMP | s MU/ L e/ LR SR
BBl e A BRI SR IRIERE B i GMP 2 B B
fifi -

L. M/t PREBEL T BT B F SRR — 2R 2 e - i GMP
o B ORESHY IR HE R g B UE CENT Eﬁé’]ffﬂfﬁﬁ Rl
S ¢ R B R ELVE B (TR AR ) ~ s EE ]~ WS i
axtf ~ BHERAR « B Rl )T A R A SR SR
K~ EERRTS o N AT A R R s 2 R I s B RS > DU
PRIV L 2 f'E - 1A e ST e -

2. AR B R E SR R IR B i GMP 18248 - FR 2
GMP AR e B[R] PR AR AR (i A1 - WG T E AL B THE AT © IR
FENERTE AR ET B AN - DIErRIE BRI\ 264 ~ /e
eSS TR B -
(M) sREEF A R EE] GMP 1524E 7 [ P4 ) A1 5%
I e/ 1T BB o (TR BRI R [ A GMIP AR a2 il B9 © (e R
[MIAF R AR B S B ~ I B 2 (R A%A# (GMP for Blood Establishments) - Kz [T

% [EORE B (g B 11 78 BU ) 4R B 2 #9  (GMP for Blood Derived Medicinal
Products) -

2% 21 {5 APEC g EAE T » A= E =7 Z g B[FEI HEEE
@ 0L FE & 1 4 4H 4% (The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme - PIC/S) > 1E =& & » PIC/S 2H%%
FTiEAf PIC/S GMP Guide (PE009-12) » Errfff Al 14T MR ST 42~
g oy 2l 3E ( MANUFACTURE OF MEDICINAL PRODUCTS DERIVED
FROM HUMAN BLOOD OR PLASMA ) | (& $HIEER 2 GMP 23K > H
Al 14 7 fer5C 3.2 MGHAARERR S T AR 2 R BRI AT (8 A MR B AE - 2VAMRER
(B o B B AT FR IR A R T U R B R B - T H B E R B RS2 Bl =

TS o MUK L HE R FERBIZ AR R 2 E iR - 252



syt E R RS RE R EE TR o o BRI 14 ZIFS By A eSS 2
Rl sl
1. PIC/S GMP Guide for blood Establishments (PEOO5) ;

2. Recommendation No. R (95) 15 (Council of Europe) " Guide to the
Preparation, use and quality assurance of blood components | ;

3. WHO Technical Report Series No 941, 2007 " Annex 4 WHO
Recommendations for the production, control and regulation of human
plasma for fractionation | ;

4. 'WHO Technical Report Series, No. 961, 2011" Annex 4 WHO guidelines
on Good Manufacturing Practices for blood establishments | -
&=Ll Br WHO p» 2011 4FE7H{fF 2 " Guidelines on GMP for Blood
Establishment | 4 » PIC/S 2H45%48 4T -~ PIC/S GMP {247 & APEC Z 4875 fa i
TS PR GMP FEAE 7 BTSN o

= EREOREM AR SRR R FE K ~ Mo/ i R SRR F A S
g MEEMREEERRE SRR

(—) MMARSURIAS S — i AR B ] REE i AR R 1~/ \(Plasma-
derived Factor VIII) ~ ¢RI /1(Plasma-derived Factor IX) ~ Ry EkEE
H(IVIG) 5z 5125 1 (Albumin) Z i SR i G KSR & R Rz
ol TR 0 SR AR 2 F KR R — - BREUR - s R
HEESERFERESR IVIG ; PEITEIZAEK - IVIG HIEHI/FR
KEPEED  SEERERKHET MmN EE  LFEPTHEX -

SCEYNEATEE Sy NG S PACE R

Country Albumin (Kg) Plasma-derived | Plasma Utilized
FVIIL (M IU} L)

China 20,600 291,500 11,665,000
Indonesia 69 8,900 40 356,000
Japan 4,400 30,000 80 1,200,000
Vietnam 100 13,600 13 544,000
Australia 4,980 7,800 19 1,107,000
United States 67,300 175,000 553 14,956,000
Canada 6,800 10,500 1 1,511,000

Red denotes the product which requires the most plasma to meet current usage for a particular country
Assumed yields: IVIG 4.5 g/L, albumin 25 g/L, pdFVIIl 150 1U/L
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EFIF . Matthew Hotchko, PhD,,Marketing Research Bureau, Inc. ZFERE&74f

() ARy Bl R B g e B A L 3

KA SR A B I A e TR B R R < AR Ry~ PR 5 A T A SOk o iR
SEFEEFES =7 500 JT(over $550 per liter of plasma fractionated) » 45 #& A [ 47
gy /MR BB S A A S - R B E (A - & A~ FEEE -~ ZRRE )
TS 7 e T 7 B g o S e AR BE ) R R PRIV T35 - 494018 178 2
H Ay frA BT o B/ R BRI BR R A4 (7 A (LFB) ~ ZE R 46 e K a7
(Sanquin) ; TERAFRA A G B M A B R A = BRVETTES - B2 S IRV 2Rt -

EET MR BRI B 2 Sl b ~ i e S St B i S B TR M A
Y mEm S i - SEEEERS— rERIE RIS Z W7 BIRER
NI A oy B A i (bulk fractionation facility)  Fr Az A Y b - Bl hnFe
FZECHEE T ROET R Im 4 b ~ AT Fe L B A 4% 2 fn A - A LE AT Yy
CAF-DCF R ERT T34 50K -

(=) HKEMREBEELE SRS W

Dr Jean -Claude Faber (CEO of LuxConsulTrans - [&]HF 2B #% G &k 17
FHER) T ZE—MIRIEEEIEECEHE< " Directive 2005/62/EC : [T T
B &4 (quality system for blood establishments ) ; k " Directive 2001/83/EC :
GMP & | » 7277 5/ .47 (Quality Management System) & & i GMP 2
A G - AT N BEEFIS MM A B Z Blore /7 ~ FISTERAE (R ERE
Fe ~ MHRA R e 50EE M s (s - DU FAIRS IEFR i » A (3SR
PRSIk D B (R B i i 2 JR B ME M B SOR BRI RE N - %
BREE 2 A E B AR R BB /RS Y 1998 LA 5 &
BOTIRT e BT S 28t - IR EFFRA 9 BEUTN G EEH R - &
EEFAIEIE 2D 75 EEUTSCH(BL 2002 A B) - il RIS E R E S EE R A
HELEE GMP B MURIFERAS AR 2 Y Wi -

= APEC &FBEARSZMBRBEER CMP RIS - RBUNEREA
(National Regulatory authorities) ¥ ERV AR

(—) ARIGIEMBEE APEC L8 2 MUK - B0F © PRIB R
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b FEAT ~ B2 PE 5 52 R 0 (National Blood Center) ~ E[lfE#i il

ziz 77 (Indonesia Association Transfusion Medicine) ~ 2&75EFE] 511

H,0»(National Center of Blood Transfusion) ~ JE{REE [ 5 MR RS e

(National Council for Blood Service) Bl &8 ik E e e 7 Z MRS

fiti GMP 7 HkEREA RIS - S |

1. B MR T Se B L e B B A9 SR JIHYHE
FAREN = BHISE -

2. FHER A TIISR - PSR iE oK E B =R UL

3. H A HEM LAY IR/ o B P 5 B BB R 2147

4. Mo prPR Blinipte g
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. BUAHRHA I E G A S A -

(=) A EmtE s B PH oo 4= FHE T~ National Pharmaceutical
Regulatory ~ E[JJ& National Agency of Drug and Production Control & 3%
/R4S GMP BB % REE TR - o7 S H M HES) /RS GMP
TrE TR A 6 S B RIS S - ABT 2B E - SRR EE
FF BT B A BN MR RS FT & GMP Py B (0 HEBh SRR 2
BIHE B E MRS TE B GMP AU ZERRHIE ~ ST BLEIPE 8 2 GMP
AR RIS EE & B GMP {4k - 74 & GMP &% I BLITR %A -
SR ~ BIFFRHSF RISV SE 2B HER (> FEEEnRiees
& GMP 24 -

Y- HETEREMR/MG CMP ZRI#ER @ #E] " APEC MR RIMES
GMP Eif[ERI[(APEC Hanoi Principles of Good Manufacturing Practices
for Blood and Blood Products)

(—) ARIMURHERESE GMP Z8TH > & Tt BOR " HBE A TTE R
Je PR AR B = KA 4R - AT

1. Bt
SCRFIRRE S E QMSIGMP 2 BSRECR AL © aEBUR ~ #HE
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R~ BUEEOR ~ EEER AR S RS - SRR
W5 MEWEIRERE - MUREORIRG « & HBUE KA ZE TR
BB ~ R H A A 2R EAG - ARETEOR Z kB 'K
MR~ ANTER  HugihESs - B AT REEBUT SR ~ a1
FrE#ET IS -

W

2. SN TTHEISEm -
JEHETL QMS/GMP B[ 447 - PreGRTH B LEFFHERZ — 21
LA > BArHY GMP 553l 4 e AR5 A A SR AL
Fragdllorss N B e R (B AR - Eaadas - €A AR
fiti ~ BRE TSR ~ BIrEI GRS ~ SR RS RIS ~ (E G 6R
A3k SO FEHE S » EEERIMIRBOR » BOLBR MURER S -
HHE TR AMEK > TRE BRI R B A A B EAH A -

3. MR/ Anp B A R A -
R IR i i P PR (B ) AR AR A G A AL — 20 > WWEEHE
BERELOEEE - GMP AL T BARMERUR R bR B 2 - A S
aF(d ~ BESEEHIRL - TR AR R S FIHE -

RERETTHCEAHAST R - R ElaE s " APEC IR R ik sn GMP &

it )52 HIJ(APEC Hanoi Principles of Good Manufacturing Practices for

Blood and Blood Products ) | > DIHH APEC X485 B Ba 4 B BN Rk it

GMP FF&MEHERN TIF - A5 ¢

1. WIEMRIERE GMP ZBUR ~ 7AMEBL GMP FE4E ~ S{THRIE S - DU
R T TR BRI BB G DR 7 A SRR EAR

2. PEIRIME W EEE Z240H » BEE B GMP JFAI » E1H% 8 H] JE b
S AARAR AT T B S THYECR -

3. I EFEEHI B FTBURIES) W T -

4. BEITAHSCUL - DB EEE A KT S GMP T -

5. 1B ARG E K MR M AR R IERT & CGMP - DUREPR T K& A T
Z o EFRRILIMIR G F e {F 5 (haemovigilance process) 2Tt H:
At o EHARAR -
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B LR RER

TG WHO > ik 2245 (Resolution WHA28.72) » 1» 2001 4E4%
TTEEr T B B A @ AR EOGR > ARy 2005 SR T IMUREIHIGRE] | - 1A EE
EAIE e E T BB H#E 0 WEVEA N &8 MR E e g B EH
ZIRIE AR (2 GBS 6 SR 0 ~ 12 (BB s EL R EE iR fn = AR M e - &
el S MR Eite P L B =) - LEHEERERM - BRiGETE 100%5E
BRI $REEE A H 45 B & Bl2e e iy B i fL eSS R i A -

FBBSERAR G - ARG T RS APEC ZLBRERR - SN MIRENR
FeHEEN GMP 2 B EHKER, » GRS AR R IRBIRTEDN - SERSI S - FREIH IR
g 2 EEPEREBN - AEBUM SR A& 2 LFEESTTT - FREHE HAL
APEC #C7 a8 Rt TIMRIFE 2 s B B 240 - AF H iR Eh R s
FF& PIC/IS GMP & - HRTAZ EHHELE MR & PIC/S GMP &% » £H8
Tt O L i LA TR R B 75 5 [ PR i B B 2 AR 3117 78 208 i S 2
HsEeRy - M TR HE T R B A AR BOR 2 A -

ARG G Em T

— ~ BUNFFFER 8281 APEC [ %7 4 B 25/ NH 2 MHRH S el BEUE ) 7 5 B AH
FARAERP T (& B MR R & - G 1 77 & 55 A R BB B > EE
APEC [175 {1 i 5 T {E#5 | (APEC 2020 Blood Supply Chain Roadmap) >~
B[ BT A > FrE R IR e e B R

—~ 5 PIC/S MHER BT & 0 TEIRS BRI GMP BFEREEE (EET
TAE » R AR IR AE R GMP {E K.
ARZH 201341 H 1 HANA PIC/S 4H&% - F56 43 (i€ S EI(EEMNEE 6 () -
PIC/S ZH&8%a%A " IR ~ 4HAR - AHIHR R B A B8 2 i B 2R P&l (The PICI/S
EXPERT CIRCLE on HUMAN BLOOD, TISSUES, CELLS & ATMPSs) | » &
HiHEAHR] PIC/S GMP Guide~ FE & {5 =% » e U FBIE & B 245 -
TE AR et PR U & B E Bl SR R ST R My DU S 2Bk —
ELHY GMP AR BIRE & /8 - FRE H AT MR B & AR
Fi T PIC/S M f#1#% GMP #E 4% &5(PIC/S GMP Guide for Blood
Establishment, PE 005-3) | K PIC/S GMP ZE4E » 353 R B fEfinss
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pusRIR S S N B 2 BRI 4R 2B PIC/S 4H4k )l sfat ==
A FEARER MR AR A SRR MR SRR RS - DUE AL AE

13



