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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&
AEREERAAE - BUUMIEHESE S GMP AR RIS TAFD ~ FE&R B —2UL
A9 EEE > 778 46 [HER - &8RN EIK - F5 [HBEMEESE L GMP FE4E
ERPRAAT—2L > PIC/S dH&AA [F] 1 RE B S SHnE 1.5 52 el (expert circles) »
FEEHHERBKEITHY PIC/S GMP Guide ~ FEE TS - B - FF A
By lEas o iRiteE 8 &g B OR & FIFE -

PIC/S A#GIMIR ~ 4H&k ~ JHAR Ko Bl Af B 3 in S 5¢ el (The PIC/S EXPERT
CIRCLE ON HUMAN BLOOD, TISSUES, CELLS & ATMPs): EHAH IS F &5
LIFIFEE B IEET 3w B 3R GMP HBEH T < 48 SmEit 5 &, ~ 25 BB R U e R P 83
oo ARSIz "5 23 @ PICIS MR ~ 404 - AR SO LA B m B o B i
(23" PIC/S Expert Circle Meeting on Human Blood, Tissue, Cell and ATMPs) j* 106
.6 H 26-28 HATEE =B 22T - FRE 5 " Sharing knowledge and experience in
inspecting human blood, Cells and tissues derived products &ATMPs | » & NS HE
FE TR AH SRR RIS & & 1~ i/ AR ER/AHRE/ATMPs (F2E ST 25 BIRE & 4K
Bzt ~ BREE ATMPs GMP SR IEETH#E S T I8 M S EIRE A B I Y 77
SRS A - AN I E MR -

55 BRI B AT A MR R B RS BB A | PIC/S IR GMP &%
#H#i(PIC/S GMP Guide for Blood Establishment, PE 005-3) |» & & L EEy)/e 1 2 f
xS B ERENY T PIC/S MRS GMP &R | B3] LIF/NH - ARFEHIE

ANBTNREIME SR LI/ NE & - A B EREIR A~ AR B B 17
F—%K

FEHSIARERE G > R TS BREMR - 4058 - A8 AR
FEdh L on B R HUEM » IS A o e B B S i 2 - AR 4RA
MBS > AR AT &R A (= TR R E BRI - teT & ERE > I
ot LAt B A B B SO s a1 R 2R 1 - MR R e
IR -
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B A B A rE A E B an S5V E B IR R (R - SRR 106 4 6
H 25 HEh B E R 205 23 JE PIC/S Mg ~ 4H4A% - AR a4 e e B R P
Gek 0 ALHY 6 H 29 HRIEEIFT > (TR LIRS &

H i AL ES)
o FifE (Bt —#EE/H)
6 H 25 H(H) o I H B 52 & 22 & & (Coordinating Committee) . & Hij

% (pre-meeting) *

o ZINHEREGH

6 H 26-28 E'(—“yz‘) P = Lo Sl L A 1 *
s HIFEHEFXBEZE T L E1%EH (post-meeting)

6 5 29 H () Rxfe (HEEH-510)

* K2 E (T PIC/S B5: B % & & (Coordinating Committee, CC)fyRE >

WM L S IEL 58 5 P ek Y E i 6 (pre-meeting) 2 1% 7 (post-meeting)
Z B2 EPIC/S K ~ 4H&% - A EARELEREEHR

(—) ARIFEAL
#E R Ministry of Food and Drug Safety (MFDS)

() BlgAR:
KAz E 20 {E PIC/S & & ~ 5 {EJF PIC/S & 555 4k51 25 {EEIR 2 f8
HE RN 73 -

(pieis
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(2) Eaaais

F1XK6H25H(H)
16:00~18:00 E 5 EZ: B @ Hiie (Coordinating Committee Pre-Meeting)
2K 6H26H()
09:00~09:30 Gt
09:30~09:50 | (I ~ AHA ~ 4fIAf Ko A e e i B R Pl B R
Updates on Expert Circle in Human Blood, Tissue, Cells & ATMPs
10:20-12:00 | IfifE ~ 4HAS ~ AHAEHENEG & ot — 56 - B - SEE U7
Donor Eligibility of Blood, Cell & Tissue; Regulatory Perspective
13:00-17:30 | 4r#HETEm (workshops)
— Workshop 1 : MR &L FIbTET
(Inspection — Blood establishment)
— Workshop 2 : ATMPs #li& GMP &A% ZFh e
(Inspection — ATMPs manufacturer)
F3KR6H2TH(E)
09:00-09:40 ExEE ATMPs GMP 7 IS THERE
Update on EU GMP guideline for ATMPs
09:40-10:20 | HAGHHA AR AR on 2 BUAR B 12 — A SR EURA (GSK ZR)
Control of manufacturing process and IPC from patient own cell to
the final gene-therapy-product
10:50-11:20 | AR/ EEE — E SR ERE(Amgen {UK)
Management of Cell Banking System
11:20-12:00 377 GMP 24l 2 HLA homozygote iPS i
GMP-grading HLA homozygote induced Pluripotent Stem cell
Banking
12:30~18:00 FEESET (47 34H)
— [ 47 &R Blood fraction facility (Red Cross Fraction Center)
— 4045k R B W Tissue production facility(CG Bio)
— ATMPs 4 ZE i ATMPs production facility (Kolon Life Science)
F4K6H28H(E=)
9:30-10:10 ATMPs 8038 7 Jail b ' FR AR RE B AR
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Structural & procedural measures for risk management in ATMP

manufacturing

10:40-12:10 | JréHETEwaS R & BEE G at
Plenary discussion (Outcome of Workshops )

12:10-12:20 HEE #4445 (Closing Remarks)

14:30-16:30 HEFEZEE%e (Coordinating Committee Post-Meeting)

2~ GRNERE

— MR ~ 454 - dpEENE BN —<E - B - BEE 7B
(—) ZEE—iEnE &4 (Blood Donor Eligibility)#skK

EFFREME ~ M5 5%k T Title 21 CFR Chapter |, Subchapter F -
Biologics , - AR EITE Part 600 251 - A MR/ T anfEHE & & 75 14 (Donor
Eligibility Rule for Blood and Blood Components)#i#ij® " Part 630 - General

requirements for blood and blood components intended for transfusion or for further
manufacturing use ;> &% MY 2016 FE5EEEEET I E 2016 4 5 H A E i -
F B SERNE # Ei L (Screening) LI (testing) HHEHALE -

7 EmoBE NI (EC) A S AV AH BE % R P IR B i (Relevant
Transfusion-Transmitted Infection, RTTI) [§ 630.3 (h) (1)) > FrE+E @ AJHGEIEHE
Z iR e 15 &l (human immunodeficiency virus, HIV type 1 & 2) ~ B ZUAT %
Jpi 5% (hepatitis B virus, HBV) ~ C AUHT 3% j% 55 (hepatitis C virus, HCV) ~ AJHFE T
SRR EE S — M55 —BU(HTLV, type 1 & 2)~ #5588 //E45 (Treponema pallidum) ~
TEE 2R 35 ( West Nile Virus) ~ & 1H7 (Trypanosoma cruzi, referred to as Chagas
Disease) ~ [EE & [X, Jj%5 (Creutzfeldt-Jakob disease, CJD) - %5 7di &5 & [, 47 (Variant
Creutzfeldt-Jakob disease, vCJID) K J& %= (Plasmodium species, referred to as
malaria) 3 ¥ HH GRS P o [ B 75 Y 385 A (210 A T M BE 1R LLS Y
TREF IS RGBT RE RS NI T RIS e R 2 RV b 2 R
AEE Hol s Z B sz =5 - B RIEMAREEEEIEH 58 -
ST AT A B (B4 25 F85) » S5E0 FDA JREREI AN A B IR
CEBEHCHRE o ARATHESE TR S [ fhEE - B
e Guidance for Industry: Revised Recommendations for Reducing the Risk of

Human Immunodeficiency Virus Transmission by Blood and Blood Products
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(2015.10)
e Guidance for Industry: Revised Recommendations for Reducing the Risk of Zika
Virus Transmission by Blood and Blood Products (2016.8)
ARAIAREOR AT H M E & ¢
¢ Final Rule: https://www.gpo.gov/fdsys/pka/FR-2015-05-22/htm1/2015-12228.htm
e FDA Blood Guidance:

https://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRequlatoryinf

ormation/Guidances/Blood/default.htm

() SEEY —4H%ki50E 2 & 1 (Tissue Donor Eligibility) 5K

FE R A B 4 B 4H 8% & S (Human Cells, Tissues, and Cellular and
Tissue-based Products, HCT/Ps) ;A5 & " Title 21 CFR Chapter I, Subchapter L,
Part 1271 - I 5N & &1 (Donor Eligibility) 3R &35~ " Subpart C - Donor
Eligibility : {532 1271.45 - 1271.90 | - fRIEFHHE EEfiiEE(donor screening) Kz HIES

(donor testing) 45 & » WESHL 2 A v A MH B E 2 M [ 20 E K (relevant
communicable disease agents or diseases, RCSADS) » 2K ¥ E &S S miEiE - £
TEFHY RCSADs f#f : (8 1271.3(r), 2007 DE Guidance IlI1.D., 2016 Zika

Guidance)

o JEGIET HEE B AI(HIV type 1 & 2)

o B UK 3% J5 25 (hepatitis B virus, HBV)

o C AUHT Ry 55 (hepatitis C virus, HCV)

o AL AR EHE (human transmissible spongiform encephalopathy, TSE) -
B FEERHE(CID)

o gL ERE (Treponema pallidum)

e 5 (Vaccinia)

o MmyE(Sepsis)

o THEZEH 5% ( West Nile Virus)

o I5E¥EE(Zika Virus,ZIKV)

o HNE S HMmBEAAE(viable, leukocyte-rich) Z {HAslaH A © AJFRE T HE
BK 9K 55 56 — F1 25 — ZY (Human T-lymphotropic virus, type | and type I,
HTLV-I/1T)


https://www.gpo.gov/fdsys/pkg/FR-2015-05-22/html/2015-12228.htm
https://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/default.htm
https://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/default.htm

A TEARE AN S5 7R EEE T D IR A (Chlamydia trachomatis) § ki TR ZREALR
EK T (Neisseria gonorrhea) |
AETTHENE AR - FEREATAG L T AERAERRACER | S TSR ERACEE

e B Eilt RCSADs HYJHf A+ BLER REGHR © ¥ 61% 1R & (cadaveric
donor) A:FHE(LACE: > A2 FERFEIE > A EESEATRH S RGBS i A R
S5 FDA ReATiAHRRSE &85 (RS - fAE

Guidance for Industry: Eligibility Determination for Donors of Human Cells,
Tissues, and Cellular and Tissue-based Products, HCT/Ps (2007.08)

Guidance for Industry: Donor Screening Recommendation to Reduce the Risk of
Transmission of Zika Virus by Human Cells, Tissues and Cellular and

Tissue-based Products (2016.3)

AR AMR KT 5 N T H &

FDA Tissue Guidance Home Page:

https://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRequlatoryln

formation/Guidances/Tissue/default.htm

Donor Eligibility Guidance:

http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRequlatoryInf

ormation/Guidances/Tissue/ucm073964.htm

Zika Virus Guidance:
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRe
gulatoryInformation/Guidances/Tissue/UCMA488582.pdf

Testing HCT/P Donors for RCDADs:

https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/uc
m095440.htm

Testing HCT/P Donors: Specific Requirements:
https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/uc
m151757.htm

(=) BEE

B R S 7 MR AH AR AR & S 2 AR - JRIRAIT ¢


https://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/default.htm
https://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/default.htm
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/ucm073964.htm
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/ucm073964.htm
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/UCM488582.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/UCM488582.pdf
https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm095440.htm
https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm095440.htm
https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm151757.htm
https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm151757.htm

o ERESHEIEM
Directive 2010/45/EU:standards of quality and safety of human organs
intended for transplantation (7 July 2010) ;
o AHABAHARIEMNY |
Directive 2004/23/EC: standards of quality and safety for the donation,
procurement, testing, processing, preservation, storage and distribution of
human tissues and cells.
o [MIRTFM
Directive 2002/98/EC: standards of quality and safety for the collection,
testing, processing, storage and distribution of human blood and blood
components ; 55487 Directive 2004/33/EC &I EF Tk » BFE
N R & & 8 T ) 12 £ 8 (Acceptance criteria for donors of whole
blood and blood components)
B BUEHTHARHSRE  - B E TR ES | > B
o Directive 2006/17: A#GAHEREAATAEIRMY ~ PREE ~ HIBFRFE R 20K
(technical requirements for the donation, procurement and testing of human
tissues and cells) » fu#E :
- ANNEX I: Selection criteria for donors of tissues and/or cells(-~&4E58
i)
- ANNEX II: Laboratory tests required for donors(“R & 4= 58 4/ Ff)
- ANNEX IlI: Selection criteria and laboratory tests required for donors of
reproductive cells
e Directive 2015/565 amending Directive 2006/86/EC: A f&4H 4% E4MAH
BHEEMW - A BEEFAERISRES ~ GG - Bois TR 2 20K (traceability
requirements, notification of serious adverse reactions and events and
certain technical requirements for the coding, processing, preservation,

storage and distribution of human tissues and cells) ;
AR AR SR T T E &R ¢
https://ec.europa.eu/health/blood tissues organs/key documents en#anchor0
5 BRI/ T IR/ 2 4 B & B Directives 2002/98/EC | Kz
" 4R ARATREZE 4 B S B Directives 2002/98/EC JA R M AH BEF: fi 2 oK AR s S o



https://ec.europa.eu/health/blood_tissues_organs/key_documents_en#anchor0

frfgat - 722017 4£ 5 H 29 H~8 H 31 1 » #{7 3 {HH AFBECKSFER -

(m) #&EY
1. $8n =& &4 (Blood Donor Eligibility)

R AR HR T S MY RE A " Blood Management Act(55 7 {5) | -
A HIET T Enforcement of lood Management Act | BHSCHR @GR o Ui AE
(Annex 1) ~ ATEIFHEE (Annex 1-2) K IR EREE AT ERAT THYRR A (5F 6 fFR) -
BRI AR « BIME S o - msER R SRR - 5
fo R A A Biligol] > AgHITH H BRS¢ HBsAg, HBV NAT, anti-HCV, HCV

NAT, anti-HIV 1/2, HIV NAT,anti-HTLV 1/2, Syphilis -

2. AHRE A E LR & & 21 (Cell therapy products Donor Eligibility)

sieg (2] 5 o 40 if O R E PR S R YA D R T Notification on
Review and Authorization of Biological Products | > E 5158 30 &R &4hfEsE

i 2 MR B 5K (Requirement of cell donor criteria and eligibility) » 35T

" Guideline on Eligibility Determination for Donors of Cell Therapy
Products - 155 & & 8 M4 H)E S A2 7R Bl G SR & B 52 (donor screening) K248
fe =g Rt (donor testing) < f#HITE H &145 : HBsAg, HBV NAT, anti-HCV, HCV
NAT, anti-HIV 1/2, HIV NAT, Syphilis » F ¥~ < [ Bk E40HE (viable,
leukocyte-rich)fy4HAE Az AT anti-HTLV 172, CMV ~ 550 A FE HAEHE el
Chlamydia trachomatis Ei Neisseria gonorrhoeae - 55 » ¥ HBE 4RO RN &

PR (R AN S R S 2 E 1% 30 SE3LIBHE ] -

3. 4H&k IR E &3 (Human Tissue Donor Eligibility)

R el A A AH AR BN A R AR By T Human Tissue Act | > FHEER
EFEE 9 {5 (Prohibiton of Distribution or Transplantation) ~ 5 10 {¢&(Safety

of tissue) » 4875 " Human Tissue Enforcement Regulation Rule ;| BHE 5%
O B (B EE 3 f&:Donor eligibility testing and discard of tissue ;

[Annex 1] Donor Ineligible for Recovery of Tissue sz[Annex 2] Acceptance
criteria for donor eligibility) 7 7E ; FEEIG Y 2017 &£ 1 H 4847 " Guideline
on donor eligibility for human tissues | BHETAH B8R & BEE1E - Fl40 « 2HEkAT
TTRIAMAEYIRH] » A EISHSE B Z HHERCEYI T - AlEERS - ]
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BATEA > 226140 N E] -

Tissues contaminated with following microorganisms should be discarded

. Amniotic membrane,

@ Clostridium species @ Clostridium species @ Clostridium species @ Clostridium species
@ Group A Streptococcus (@ Group A Streptococcus (@ Group A Streptococcus (@ Group A Streptococcus
(Streptococcus pyogenes) (Streptococcus pyogenes) (Streptococcus pyogenes) (Streptococcus pyogenes)

@ Fungi 3 Fungi @ Fungi @ Fungi
(Yeast/Molds) (Yeast/Molds) (Yeast/Molds) (Yeast/Molds)
@ Enteric flora @ Gram negative
(including E.coli, organisms
Enterococci, and (® Staphylococcus aureus
Krebsiella species) ® Enterococci

(® Staphylococcus aureus
® Corynebacterium
Diphtheriae

1. However, if a tissue is found to be contaminated with hazardous microorganisms listed in the table
above, then the tissue must be discarded. In addition, there may be other types of hazardous
microorganisms which may require to discard the tissues.

2. No hazardous microorganism contamination shall be detected in all final tissues to be distributed for
transplantation.

LRAE ¢ ekl (Jeewon Joung, Ph D: Donor Eligibility of Blood, Cell

& Tissue; Korean Regulatory Perspective)

— - EX¥ ATMPs GMP Z HIETEREE#

{12 B Regulation 1934/2007 J Directive 2009/120/EC » 4 &7 s ~
FER AR b B 4 4% T A2 72 fn 35 i B 2E B8 i (Advanced  Therapy Medicinal
Products, ATMPs) & &45H S 2 > {{ci% Regulation 1934/2007 2 55 5 KT : BX
SHEhZ e (EU Commission) [ A 54 BN EEY) E 3 5 (EMA) 7 178 il AF BE 7 i
R GMP #55[ - AFEE5A 1 » BR® GMDP &% T{E/N4H(EU GMDP IWG)¥#EFT
EU GMP Guide [fffll — " AFHAMEEmELE | 2 (&3] TIF - WER 2013 58
E3T - EFEA AMRIAEE « AR AR R AHAR TR S A e YR e R - 2RI - BX
A Z & (EU Commission) Al $1%F ATMPs 7 U35 S35 B AR B i GMP
}R# (GMP for Advanced Therapy Medicinal Products) > 2 2015 FE52 k2 (&
SCEFE 17 BoromE 25 (EERE) - E Y 2016 4F 7-9 H SRR —FRER A REE
SRR, -

#Rifii EU GMP 811 PIC/S GMP # a0  fi Al — i 5 A A e ~ BN T2 K
AHAR AR S A YR EARAD LA - S FRTAECRE G BEI R PIC/S 4HAREEX
R ZESIMIET GMP for ATMPs #4220 1E EUIPICS
GMP Guide-Annex 2 Z SMNE5SETEEAE » H GMP for ATMPs #R G S @ TR it =




e BB T E g GMP EAZHERACRAYZEL » GMP for ATMPs £i&0 N 5%
IR E A B Pret < ZEORAR S AR BGE T [FIRFFEAE 2 (AR —ayRiE - EEE
e —20Ee 5 1 GMP for ATMPs JEEABHEEE AL H A S A B IR AR/ AH
eI aE > B R UK IEET EUIPICS GMP #i#E > 255 < Byl PIC/S
SHERE eI ATMPs GMP E22/\4H (PIC/S ad-hoc ATMP drafting group) » F1I%
K Health Canada #&{F F % - fatiEd EC $1%F GMP for ATMPs kR &z fi 55
HIE 0 {2016 £ 10 HEMFEEZES » PIC/S ¥ GMP for ATMPs Ji &t A4 &4
ESERE > HEEEEL PIC/S ATMPs GMP EE28/ N E RS 2017 4 7 H 4 HEEE

SEdrst s RS B GMP for ATMPs #%5 (B222) fH ¥ A 405 EU/PICS
GMP g% » BURFZ 2 ATMPs SER/BUERAVESE - 28 ATMPs ZEmAYES
A Gh = SRR PR CRaS AV TEE ZE R (B0 ¢ J i S A e et R £
i~ RUFEEDR - BREERGYE - W) o i AIREE RS R B B
e EH AR EDOR (B - EEEH - BB EE - FRES - ABEEE
i %) s G B R EHEAEOR | SR RS R AT A HS(008) 2 E i 4
PRIREOREE > N ERE Y EMA B PIC/S JERTBR&ERT/NE - SE[EINT
EEIPE I —ZHT ATMPs GMP 4 -

= - EEEE T GMP %4k HLA homozygote iPS 4HfIRLY 57

e B BB B R S B A AR EE (IPSC Banking) 2 B2 - 55— JfETaE (st
project) 5 2013 4= 11 H % 2015 4F 10 H il i A= i Fehe (KNIH) Bl K 2
KE(Catholic University) &1 » 1| FH s & BT A7 sk S g A fE i =L HLA Type
Y55 B RS 4P EE (cord blood-based homozygote iPSC) - H RTS8 13 {E4HAN
lines : Wi R EHREEMIAMEEE GMP FE4RAMARE 5 AT (Cell Processing
Facility of Catholic Institute of Cell Therapy) » FTAEH 2 (B FE Raw material
prepare —Raw material stabilize —Material transformation—Reprogramming— Early
colony forming— Colony acquisition —iPSC stabilization — Storage) ~ /B &% ~

TR~ iE R GUEIF SR GMP ZR#{T -
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Analysis and screening

Korean prevalent HLA screening and acquisition of primary cells

Korean HLA Prevalent HLA L

type analysis choice and . Acquisition of REITITITIETS

and screening Homozygote primary cells app EEEIITER
allele

---------------------- Primary cell establishment/iPSC generation

1
i Clinical grade iPSC line establishment and SOP submission
Catholic : e o2
. . i °
GMP | _ Z[J'E"'uarglfi' iPS cell iPS cell £, PR
Institute : Reprogram Line establish @ cra simeiem
; Establishment prog =
| /.~ ’
2 B |
Quality control & Donation
: ; International level QC and validation
Discard poor quality ! Discard poor quality
primary cells and established iPSC : :
establish primary : cells and establish ! EStab!ISh anathﬁ to
cell again ; iPSC line again Cell line —>National Stem
S & QC Cell Bank

@LEHCEBJHI‘ @ STANFORD §Yﬂe University
' Stem cell center

LRIAR « I gz ER(Ji Hyeon Ju, MD, PhD: GMP-grading HLA homozygote

induced Pluripotent Stem cell Banking)

B LR RES
— Bz PIC/SS ¢H& " PIC/S GMP Guide for Blood

Establishment | 2851 T{E

B H R gt m B &4 A TPIC/IS MgikRE GMP Efz At
(PIC/S GMP Guide for Blood Establishment, PE 005-3) | & & &Y B fE sk
EAIE ORI T PICIS IfUkt%RE GMP &ix#is | B3 LIF/NE » AR/ NHERKE
EFENIEER ~ M ~ 4HPanE ~ IR S B R > 5% TR/ NHTRH P A g s B
b/ INEEER - TR LIF#ErT )78y T3t - THET 2017 4 10 H H5AE#E:
Gigk o EHECEEEECNEL S & (Council of Europe).Z 47 {lE& S B KB ~ 4LPHR
FER - HRMREEERZ S TR EDQM HiflZ " inan$df - B E iR
=5 #n (Guide to the Preparation, Use and QA of Blood Components ) ;> PIC/S [f;i&%
t%HE GMP B HE 2 (E5T 7 A /R [ B AR s T Good Practice Guidelines
for blood establishments {77 f1—%£% > i &1 PIC/S 454%™ PIC/S GMP Guide for
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Blood Establishment ; Z{Z5TTIF - A BIFREIIMIRIERE Z SRR BB i Al—
2 e

— ~ ERFERBH N ARG E N B AR E m(ATMPS)F
HRHR GMP B RE - RiGS HEIRAUSE) > BIREE
BRFERT LA B o GMP BRI SRS Wik REEE
Il RE BB R N
WL AR B e hnfE R e T3 > Rl S BRI o st i sh - S

EIN (e A B A SRR - IR AHEB) L I A SR 2 BRI — - 2N

B A B LR A AL B E R M - i)~ AR A i 2 R

2 WECR R o S LA B A i GMIP AZE 3 A T A P T A (R PR - 451

40 - B PREERIE B Z A E R ~ BNVGHRE e R EORAFE GMP 2 B E

B B AR A AR DR TT S GMP 2 SHMES Ko/ NS EARREE S

BERFTG GMP 2 o FIHY B G {58 FH AR G 77 e hdd A A Ak LR (Out

of Specificarion)Z & {3 H 7 B B H M G E s e S ZE K TR & &

A TER TR ?
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