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A3 V1A FEGA WHE Sl s, AT AL Fame] we
489 Frow zASd #d ArE TAdecr 9. wRAA A4 2 oy
2A 7 ol RAAES wATE ASWE Ad ol gt

HE. o] & A 7INb ofefEe] AlxE AT AE, 24 B/ AV= AF FH wet
: ol A

Zeg AAolA 71970 FRelA] Qojof shul, ok FEelup A
e AL 5L ASIANE T fAsl V19 BB 2AR ofg) g
S8 A% JUE 2UHYsn BAS o

b wmAAAEAE o FEel Ao ¥4 AR EAE o] Murt 48
A 7 FAAAR AEY FF o] Ex All.3me dF o] Hed &

AAAEA Y Az D AP A5, SAFe 4 2 F243 d-dd 4,
183l o2 (recipient) 9} s o ek ekAA EAVF A|EHER, AESHA
A3l Fael Zinkgk 2P, 2E 2 gAp Qb 1§ =

1

L.

t}, e[S an = BA F A A (gene of interest) T ZA 7] I, AE
_" T

=3, vholH A4 HE= wjbel A WY o ]FEH HF Aol o]27|7hA| e

FARS BAs7] flste] ¥WHel Hlulole| X~ Wy (o FEav|=, A
DNA, mRNA, siRNA) 2 5=} W& A Fo A|xo] T3 ALelS AAEHA 7]<38)
ojof &t}

2. o AER ALY FHA oA H& Al o a7 vy Ert.

) FA3e 2P wEA FAHC ok Bk (72575 RE wEAX 3
=

2) M d5oA FHFT AE &7 o227 7HA] Az Gl & HEs] 4]
o] 9lojof FH(A|7. 15 %)

3) FAAE Agss] A MAYBSH PUS A AF ¢, B8
4 B4 BAseta Adsor Bt
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YA (5, pH A 3E), dAAE +F614] &= 8§40 )
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T (hrea) "ol @ FENE BEOE AHEHH st Fe oY AFEL Azei
Z =

[
Ae el dde #Add dAs Een

2}, "tEE A Z2A] (Multi-product facility)"ol®h TAIA T: A<l v o=
Z}7] g2 Hdnlol o ook fFad T (duoekE) 2 ghAlge
)

ARA, " A W dde Ble 54 sy AlsEel A

Bh. "5 (Look-back) "ol & 8 Hi Algteld fEd oqlEde] wulsA
? oazda Ad % 4
vlol Q.o ebE fEAY EE HAFS F7

=

A "B A EZ-23 (Master cell bank, MCB)'olgk 5Ado] W E MEFTE FU3H
A G wjgoer d& HHs Az Fads oy sle] &7)d ©
2 258 AS Terh. vay AZSSe Ee Axg MESYS vEs b
AbgET, "mlAE A XSS 3] (Master transgenic bank)"o] gk mRAE A X &3 3}
2o omolyt Fd W AE e sE 3d e S Wt "upigylol
) A= (Master virus seed, MVS)"&h mpAB A28 & ojwjo|i} nio]e]
of I J= AES H3h,
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_"
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44 Que Da.

) (Monosepsis (axenic))"# 7]E} U2 F7|A=Z ¥R &
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7}, "vlolg] 2 ¥E (Viral vector)"g vpo]z] 20
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HE wad. wel delds Bl 598 e G4 AARE 49, uEe
54 sEs oA Ho
E}. "E A A nlol g 2~ HE] (Viral Vector replication

incompetent /devoid)"& HAE FHo| gl HMHE D).

g, "EaA Ak Ask . 2AF 24 wlolel2~ WE(Viral Vector replication

limited/defective/ conditional replication)"@ &X=3}= 3loA] WHE 9 E-x|
st Algte TH2 FAA 9 ddd sl Zask Agd 480w 5F
22 Be 24 AE f8s 4R e Ad 7 A

3k, "wlo] W =(Bioburden)"olgt ¥RMA, wix], AETHAH AR, dHAE BT A
F U vAE 7 Y FYEE del, 44 vAE Sy 8ol VEs =
yatH oo 2 7Fgsic),

A. "B 7] (Fermenter)"&+ ¥ -fF+(mammalian) M Tl A= A B-1kS-7)
(bioreactor)= &3tc},

Y. "Hl SR M E (Feeder cells)"& FAXLE G A17]7] $8] A vl ol A&

MEE Lo, QI3 wjot= 7| M wde Ag AxFEdoe] WAEH v A

FOMAEGERs) & A7ke] wjo} AFolAE 5 8T 5 Aot

. "WE (Vector)"& Z&2an=
A OgE AR 1 ARE ddehes dEAE geio),

. "B=¢H 55 (Biosafety level, BSL)"olgk BSLI(H A &, AlgtolA A&
A ThsAde]l fle B)HH BSLA(FH I A1F, AR AWE fEATAL
HAd 7hsAol dem Gl d e AR Wke] fle A7 47
OE Ade Ad 77IAE bdsHA vhE s b 2o A feEs 2y

Bl "AA W (In-vivo) st Aol A=Al WellA o] Folx = Aaks TRk

A "AA 9 (Ex-vivo)"
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2. "AAA (Raw materials)"2F AZFTAH Fo AEFY QA AZ=sA N dlEA] HE
Ao di= old E E H

ik vix, g dF, 54, AlolEFS 2 AF A )

A, "5A4HGene) @ DNAS] AR SH(FS St o)l BHA(E)S WEY
7] A%k FEolT,

. "f§4AF o] 2 (Gene transfer)"o]gt wlo]g]2 W= H|ujo]g oA f- gk HH
gt AR AE A|x"Hlo] x3E AHAE Yo e FHAE olEte YAHS H
ok, fxA o2 F O fFHAAoE WHEE AMEE FZAEQAM¥E(transduced

¥, "FAAHE A E A (Genetically modified organism, GMO)"&F 4 EZ o] uluj
R AAA = e Az ol oste] A WA oA FE Ao R WY
H F7IAEA AR AL, o] xS A4S 93 GMO= AdA Ao
sl A shA] FAIRE, ALY JHYPo®E <l APEHE EdWolE TR S g
ot

5. "AXAEA (Primary cell lot)"&k StAHE 49 o] §o &2 T &5 47 9

. "Az E R T HdnpoleojekEyt AH HE=sE & (Material directly
in contact with the ATMP during manufacture and storage)"®] TtHEFz ¢l o A]:
88 &7 g7, AlxZ wig Eehaa 9 EYolE, W A ~El 2w
st Az EFo AMEH= d3E AH], 2 TleEs At v, JE2nETD
g A" AR, B 814 2F8 242 8.

. A 2T AFH(3EE ) (Authorised Person, AP)"& HQ3k 7| EAQl 384 7|&4
W4 2 Aol U= AEA AFo eFEbd Ao ol AFEH Al dEr).

=, "A)ZEAMEZLE (Working cell bank, WCB)"o]&k mpfAE A ELPOoZHE UA



st Al 7EA] F71= et Alx2ds detth, A8 A e 23 (Working
transgenic bank, WIB)"o]&t A|Z& AMELP3 & oujoj} FAHS A& =
= =% A4 de As weh. "Xﬂi%‘ﬂ}olEii/\]E(Workmg virus seed,
WS)"eh Axg AEZ33 2 ojujojn} nloj 29k #d = A HET.

"AEo] EA EZAFSF(Quality Target Product Profile, QTPP)"o]& ¢] ok <]
AT §5S 1dsle] Yale F24ES BASH] 93 o)y ow ddE ook
Fo FAEA gk =54 gokS wekrh, (ICH Q8R2)

"Z=Q ¥ AWM (Critical Process Parameter, CPP)"gF WAool FQEZAEA
(CQAYoll ks mAEE Ax FAHo] Hd3te TS A} ES RYHHIAY

Aosof k= 3 wiZfAFE Eekoh, (ICH Q8R2)

"TREZAEA(Critical Quality Attribute, CQA)"o]l&t 3}+= Xﬂ% =S H
a7 Y8l AA3 A S, B9 e BEX Yo ojof s E A, 3tk

AEA B mASA £4 B S4= 2@, (0 Q8R2)

"Hhulo] @ o] oFE (Advanced Therapy Medicinal Products, ATMP)"o]@ t}S-3}

e Qg CloFES wa

1) "5 A2 &4 (Gene therapy medicinal product, GIMP)"&F % &2 9]
of d3S F7| Hote] Tt AL=EZA FAEAS T ookE

AES e oJFES o

[Falii:2
froee

ol
na

2) "MEZXEA(Cell therapy medicinal product)"@ AlgF TE ZE9] Ao}
AN MEE Ao wYg - FAsAY Ale= & =84, sty =&
AETA oz xasto] Alxg ookE. onk, AETA Ao FH5
= WA e, A, WU, s 59 HASHe] x2AS Foko] Al
¥ A=A og7|HAA FAte] e He Al ARESLY] 93l W
FApe] MERE AZS o FEe A gt}

3) "ZZ&sA A (Tissue engineered product)"@ ZZ o] A|A, ¢ == o
A 5o T s

R0z A EE BRe Aok i AXY 2Ho
A

A-gsto] Az o)okES on| st}

4) "Hnlo] & g5 A A (Combined ATMPs)"#F A|XEX & A, FHAAAZA, %
N FEAA LG TdaE7|7|H, A2zA1Zdd g2 o777 Z8 4 - 33
Hog AsHgd, 53, 23 55 xddt})ste] o] Fojzl ookEg Wl
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A5 ol ok3E(Active Pharmaceutical

" A E(Somatic cells)"# AlFHoly FE wS FASIE AARAADAE
olele] AXE. o5 AX= AZHEHAL), T3 (HE A Ee olF(sE) AAXE
d = o, AA QoA FFEHAY WA AH, M e O g3E

271 18] Aol Al Fodt.

. "8 el AAF(Campaign manufacture)"olgh & A&
st ] X5 dFsH st TR 717 ke Y
M2 Azxstes AS Uy, tfsh AlsE0] 593t Au|E o) g&d

o HAlo ALgaH et

e o
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"E g A7+ (Specified pathogen free, SPF)"ol3& 54 WA} gl &
= fdolA FdE AerdolekEe] A Be AR AHEHE s=4 =
Aol &, vlol e AlE HYE TS B3I 223 v= JdES 9%

= )
4= et Bl SPF A ASeHA S= deArr deste] Edv

C"H A A)~E(Closed system)"o]& FaAAE TE AFEo] AXHE = FY
A BAo] AHAoR wEHA = Az A|AHS Bt}

"Zetar =(Plasmid) " AdRbH o Al AEolM AMAS HER EA 5=

A 9 DNAO]D}. BAAES A 74w Wao] 5sla AT AT BEyd 2=
RO FHAE T AEXE o)At o AMEE7|E S,

"ol B2l vl (Hybridoma) "¢ Ysle (V= = o
- AEZE, G224 Bd dHEe B-HEZTE goete] At

"Stel(Hapten) "ol gt A ExbgF EAolw | RFA|(carrier)’ AR A EA
2 o O AR FYY 9FE T gl AS g
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% "gha(Antibody) '@ BEZ oA AHE B4 @] Adel wuy

v, Az AL Fa Aol Hel weh theel 2714 fPOoR 1l F vk,

1) "GZFE3A (Monoclonal antibodies, MAb)"&F ¥ ro] ©hel F8 T:= #
AR 2T 7|e2 AAPEY, dd dAdAAHF Lo d3tsles 29 IFAE
}-5}
=

2) "tF 234 (Polyclonal antibodies)"# thH&  ‘H]A7}(non-self) &=}
of thgh APAHF-Lol vkgst] Aty 2 FEAA A= Y H=
T FE4AM FHE FAE Eor).

F.o"gd = zz ool MexF(Responsible Person (RP) for blood or tissue
establishment)"& EU 89°] "Responsible Person"i % 3&lt}t. Ml zH(RP)=
thato] @ o ekFEA| Ao Al SR EHE S E5F sk Hde] o

0

]_
wol B4 A A9 Amel Ad(HLE 2HE FAREF BE T
| w2} 58 Aoy,

Toorgddl m= Z2A 23 (Blood or tissue establishment)"o]@ EU g0l &Y

5. " A A (Transgenic) "ol & AEFHFEHe] dazA Hdy = dubdel
A AR el o RS £gsta e AEAE D,



