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1. ME - HZAQ ZHEHM 2 s =& =2 89 a0l

1.1 QI 0IE X=H JHE0 220 fs 2|9 X

RIH-0IE XIZHl(organoid therapeutics)= Xt = JIEXF REOZEH QeHst MEIE QIHIO DIMHSES
Weith= 3 XM= =S EHE MEHI0I2024Z0I0

0l KIZH= H=t MEXIZHCQ Eal, #=2 X290 J|(source), X2lAl(processing), H&t 2t&(storage) 0Ol
HEMoZ @It 0|E0 MESHM HMfjM(identity) !t JISH W& (reproducibility) 0l 2t OIXICH

M[etd 2701 K= Y "S2'2 HESEMME AL 2=
A= X0 WA= AER2H 0l0] S201 28] AXe

Ol 22 = M= X7 A3 HHMM 222 HEA 28stD, 0T AN L0F SOt HHFH=IVE
et 2H AU Tt I1|71|&*9§ MOIgHOk elt= Zi1Z2 olblstLh
017101 HiZ2 g XA HE(Establishment of Source Material Conditions) 0ILF.

1.2 £20 g0l JIsHE0l Ol "HEMNE = 2t5k= 0IR

AZOUZHHH(MFDS)2E EMA = B 2ItL0IE XIZH O HENHES

MER 2 — HME Ml 3 Y — 25 A g8 — 2HHel'=2 2E6H L,

0l B= DO =4E2 flg XX = O JHalt T2 A0l Qg M(validity) OIL

Z, Hehts “AUE & HY'= £ ZF0| OtLlh, I 22101 ME dEE, 32X oY, QAL JIsd S0l
HE IS DIXI=XIE HI0IHZ US6H0F QD

Ol HA28Tt OtL2t GMP/CMC 49| Yats02 ZHREI

TR RI2 X210 % IES Test ‘M3 AXP I O FHE BEHM T2 M I Z2H 26| et
HIZ e T2 HAO|CK

H=z 2201 B2Hol ML 42 MEHMIM SN0l s E, it 20 22 dA3E Ig & it
gAd 12 AH =7t
E=p | oAl X Jt I: o:i A‘I I-¢ O OFX A
ot Erd
orH
N QY W=A St MEILA QL Jts MFDS &0 T = HE
SEER
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1. B8 S (Exploration):
2, AMIE HE A HIE Eff Jisst HA (2L, AL 88X 5)E 45
2. A3 Y(Verification):
ZH B0 S E ME HES YU QX-U=s4L =82 S0 TIHE 80t
3. &3 S (Establishment):
HiE MY O EHEME Sol sl8H(range) @t JIE(specification)S &8
0l 8= k=0l HIOIH IHIIXI(Data Package)E &AGHH, 0 THIIXIJH &= CMC Module 3 ©
"YEEE MM(3.2.5.2.1-2.5)"CZ Met=I[

Ot M= 2IHc0IE XI=H AL #m £X9
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N 82 =2EMOICH

2. JHE 29 3T ZHY: EM-ZHES-=H
(Three-Phase Framework for Establishing Source Tissue Conditions)
2.1 MR
QIN-0IE XIZHol M2 XX £H2 THE FZH(specification)0] OtLIZE, JHE HAEZ
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"EPM_AH=_stM (Exploration-Verification-Establishment)” 0] =&& XMZ22 Egff =&Ek/= HI0IE° ZIE0ICH
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242 =R UES
MUES LHE —H HE AKX
A RYUHE (Condition CMC 3.2.S.2.4 (Manufacturing

2, Az HEN, GIEHY, SHES

Summary Sheet) Process)
oE JlE 88 2HM .

HOIH 24 Y J|& 88 = MFDS/EMA Review Package
(Justification Report)
clA3 BIHY (Risk B o

a7 g8 A B2 ¥ Ut QRM(Quality Risk Management)
Assessment)
LHE SOP X0t (Draft SOP) #HZE XS JIEL= SOP 2ot &Y GMP EM

243, = =H Bit

1. ASHH ZUE QA-QC-SH7INLE 2ts AE 290 Tot
2. EXMTHQA)IF "X =H 3|92 (Minutes of Condition Establishment)” XA
3. 3o ZME JEOR “¥F XX 0| % B2 SOP XoF =Y
4.  SOP AHZE=(Pilot Application) £ 1JHg PLHE — XE &9
[ 8y TOIE ]
S22 WHAA T OtLI2t “oretE MO0IL)
=, S SOP Ol JITHE ZE ZA0= HOIEZ 243 kS8t 01R(why) It ZTHoHOF S
2.5 HEADE HHIEZ 2HH0F & WHE 2M
‘HI0IH J1EIe=2 A& A9 518 HAUE HO6t, LHE HE(SOP) 2= TdEst= HAHI”
I RSN M Al H= 7|2t
el T2 B (Scenario Table), 2241 R&D 104
a3 HBH 2 M(DoE Protocol), ZUHETM, EHEMZI  QC 04
=P THRH, SOP x0F ATHEILM, 2I0E QA/QC/R&D 104
3. e HZ2 WA AN AS 2AH
3.1 e
tal= II'_J HWH S H TS HEots A2 e EFE 4 (Scientific Validity) 2 2Z0H0F 2L
Ol "Rt BEOZ MAHsH 2214701 OtLI2Y,
7}§(Hypothe3|s)—7*"(Verlflcatlon)—_'H(Justlflcatlon) IXE Efl =dXeZ == Z0{0F Sk
e Ab= THS Ml JEK 2212 T2L0F SHit.
1. HLE FS| HOlott
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3.2 H2~ HO| (Definition of Variables)

QI-0IE XIZHO #H= A& SR S Dkl £ Has U2 U HEzE 28EH
B FR He WsHe Aok@A
SdH Ha 2L, A2 T, 8 s HIEHALS, AMBIAEYA, RE &4
Sfetd HA HEW T4, pH, ST Bt HIZS o, =S4 A
A= B A2 EF, LI0I, 2t AE HIZ 2ots, HEE
S8 Ha HE- 25 TZ2HA, 7] HE, 22E7| LHE QF A, Ui=4L =H
[ 2R H ]
WS MEoHH sdP &4Y 2800 BOHILL
x| MMMz "S2E x oetd Ha £5H2~3 )8 S4CE AESt= 2001 2 HEO0ICH
3.3 =R W40 & HH JIE
3.3.1. 2k (Temperature)

o It 2LI RE4E UADE HHEN HZE HES0| =H X 20ICH

e A&l 7k 2°C, 4°C, 8°C, 20°C

o IIINIHE: HIZMZES(24h, 48h), WS4 =M, QMY Zt

o OHIIEACUM HEE RXS 285%, =

3.3.2. H& AIZt (Time)
o Tt & AZF 0l HIE £&01 JiserElh
e A&l 27k 3h, 6h, 9h, 12h, 24h
o IIUHIH: HEZMES, HuMH HY Ao 248
o OiMIIE: 9h Ol =4¢ct & Mot Al si8der oh 28
3.33. HZEM X4 (Preservation Buffer Composition
o It St ST HER =0l ME eHEdS ZFCH
o Ag A2k
e A= DPBS
e B=:DPBS + Primocin(1x)
e C=:DMEM/F12 + BSA 1% + 24T

o IEUHIH: HME=H(LDH release), @85, pH A
o OHMIIE: S It Al LQEE <1%, MESH Het &

3.34. ZJ] W& % LHXT (Container and Closure Integrity
o JiE: 2J| THAN @2t W=4 85 X AAENS0| S2ITL
o AE PZh S TZ-HI(PP), Z2AEIAI(PS), R2(Glass)

o TIHIH: IS4,

o OHMJIE:

LATONE, HIEE
LH=4 <0.5 EU/mL, &kt OFdd +5% O

QI 0IE XI=Hl N

X ¥ X

A <5 EU/mL Al "HE=

2r's o
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3.4.48 24

3.4.1. Dok (Design of Experiment) 74

B 2Z(Level) Agf Z=(Full factorial)
=2k 3 (2, 4,8°C)
Al2t 3(3, 6, 9n)
Hzo 2 (A B)
£ Fgts 18 x¢t M3 uh2 =3
342 EIite=
FH 02 s Ny
HIEMEA Trypan blue exclusion, MTT HESES >80%
27y Aerobic/Anaerobic culture 27 (Sterile)
LH=A LAL test (gel-clot or chromogenic) <5 EU/mL
SEEHE It HSE staining, S01& 2& AE EHE <10%
ST o5 gPCR (marker gene expression) ACt +2 OILH
35.00IH 24 & =M EE
1. SH EA

o ANOVAZ =@ H:MJ R914(p<0.05) Bt

o HUBHE=E Z HA0| HSL(B coefficient) &HE

o S ]EHE(Response surface)=2 X&AZH A|1Ztst

2. 2l oA
o XHI7ZHoptimalrange) L RE A0l JIZE F A, oY I8 “ASE X002 2]
o X72101 E8I= F201 ENY E2, "ERCHHE-HSH(2EM, HIZ)'S &N 14

3. HIOIH 2Mat
o AEH=M(DoE Protocol), AIEZME M (Raw data + Summary), EHE4Z THValidation Report) 2 24
o Zt= QA EE = "X HAE JI2(Verification Data Book)” Ml ¢

3.6. 28 A9 && (Negative Data Management)
o A 232 "HQ ZH'ZE IR SRt
| 201 EXES 0 et Mefd 43S @76H] 2010

F, HMZXI(CAPA)E Z2etst “Condition Exclusion Log”2 28HCt.

08
oot

[ Il ]
o 20°CUHM UH=A 5 — Ao OME 8% — &L d& 24 sty 43
=] J

o 12h Ht = HIE HAE 40% — HOl HEM MATZ — £XI: AEAIZF Oh = Higt

3.7.48HH9 HE ZH AHMHOIA
=) =l =2 MU=
R&D Ao A 9 43 DoE Protocol, Raw Data
Qc Algd 24 9 Zm-] QC Report, Validation Summary

QIHL0IE XIZH g £J| =
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QA 4z M
[ 22 ]
et AZ A9 M2 "XA9 WeHH EHEdE &K= 2E"6te 201K
A= &0l Ot #E(Validation) & 286t UTH= 2IAS JHMEOF SHLL

41012

A RO A Ha £A2 Ays £F0| JIsH4T1 Ot SEAIAE(Quality Management System, QMS) 0l M
il

M LE “BHEHZ(Process Parameter)”0ILE.
CrekbM JHERAE DFsbX HI0IECE &t-Esh= 2401 OtL2h, 2 MO IF 2 HIJI2H(MFDS, EMA, FDA S)01 706t=

OI'

SHEM HAH UM FH-AS TS Jbset g2 22T S 610k otCh
Z, "HI0IHE &= 2701 Otl2t "HI0IHE FXetok= 2701 - 829 $#HA0IC

42 H= L& 29 M Dol HE Ax

2 H= MFDS-EMA JH0IE2R! JIZe=2 g XA #td] HIOIEDJH ZF CMC(2Fef-HIE-2t2l) 2M

0ot

= 0l
=

GMP RIAFR HEA HWSE=XIE 2H=CE
" SEAAHI(QMS) HE
mE CMC 24 = (CTD 71F)  ~- =2 HOIE 0k
HA
L9
3.28.2.1 /= HHY OIHIRE =2, 220 JIEI ME, S0/, s AAt 21t
7”& (Source)
HE &2 32522 HE22H 4 =X GTP/GMP Z2XHJ|2 HEDIE, 28712, 220
Haz gl
- 3.28.2.4 238 QC AlalZd], CAPA 2] Ha=C A2t 531, 2S84
EH =0l
B 3.2.5.4.1 324 (Specification) QC A& SOP, A& H MNEMEZ, H=ELA, BZA 21
a2 =H
2 3.2.8.2.5 SEEOOIM QA ZZH0IE ZM Verification Summary, Justification Report
[ & HIAIX ]
JHERARDE 8ol BE AS A2 CMC 2M0 L2 HMatEl £ QIR
ZZ! HI0IEI29| W3t AZ2(Data Trace Path)” £ 610 SHLF.

4.3.1. 2M2I(Document Control)

o = Rlgfd o MY-AZ EU= SOP-Form-Record S92 SE0H0F 6HH,
Al FLOILE HQ! LE= A HIOIHZ 2EEX %=
o =FUHHE
1. SOP: £ &3 % A5 Ext
2. Form: &8J|= 8 AS& 1M
3. Record: £/ 21F 8 ZE 271
e HEJIZE XA 10H, OIHRUHE H#H EM= 209 AHEL

QIHcO0IE XIEH Mg £)| #= =& Y L 8 ANIEEAMAIEAMD[ESIHNL A A
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4.3.2. HZEZ(Change Control)

o A7 HAN: 2L 2-8°C — 4-6°C)2 Change Control Form(CCF) @& 2|5t

HE A A S IHImpact Assessment)S 2=8ot0, QA S9! ST BFASHT,
(03]
(@]

o O (=}
= HIEHES Hols
= QPUUE Ho}
= SEMZ Y SFRHE 8

4.3.3. HLHCAPA 2] (Deviation & Corrective Action)

o R&=E UE HAJZF XN QC 2214 S2 Bl B

=
e QA= 22IEXM(Root Cause Analysis) & CAPAS &HEBIT “THEE XX K| (Preventive Action)” Z1E

e CAPA 28Itz LS e 2O ASEAHNM BrEst

4.3.4. 1 % Z8(Training)

WA =8t A5 HI0IHE 0 M0 ¢332 [l #&2 U=k Z0h

1= HE=ZM =8 I otx

IND(& &A= A= M) Module 3.2.8.2.1-2.5 HEIIE, HH-EH2s A, S22l 20
BLA/MAA(G1IHIE M) Module 3 & H| HAESE Z200ld, 24 28 =H, A3
HIF&AE B0 Module 4 AMEEE G A 23 X2, HiXed

GMP &EHZAF THEXt= QA Audit Package SOP, #SHE1M, WKJIIE, HEXH-CAPA LY

4.5.MFDS -EMAYl E2-AZ =M &At Z2IE

MO

SHOIME Hg Al HEE U2 g=S MU A S8 ZESHT
AL &= MFDS-EMA ZEJt J|E AL Z=HI EOIE
A4 EE Z2A oM HI0IH2E SHE 24 RF Dok 21t & 45 dIZE
a4 22 S Xt 9 CAPA I lA ETH HE QA Deviation Log, CAPA Record
S4HL &g o129 (Specification) Al HE Condition Summary Sheet
=dH 50l IRB &9 % JI15Tt S9 EXt Bl IRB £01A, oM
XIEH M W&ES =71 2 HFE HA Change Control 2 Re-Verification SOP

4.6.HI0IE9] “EB& THakQuality Assetization)” JHE

HeAb= PEX2 OI0IHE Haet A3ZNE 21X 21, "S& IRHQuality Asset)” 2= 2+l 0F SHCE

QIH=0IE XI=H




RIHCO0IE KIZH JHE X£7] 2lE 2 M L 22k 2219 23
[SC-AT-G-E-01]
(EV]

(2]

IHOIXI 15 /22

o  ThW3Hol 3 R4
1. =HM(Origin): &=H0IES Mzld1 H2d = (Raw Data Traceability)
2. =g(Use): SOP, IND, GMP 2M SHM [I=EX 2 Jts
3 E%(Preservation)' QA 2] Gt &J1 EZE 5! Audit [HHI
HES WHIHHSHR, A0 HIOIEIE 2 FHEM0 J18H0] &M, HIO0IH =X & XHdIot
ZEZG(Quality by Des;lgn, QbD)O] =Tt =Lk

4.7. 2%
o AT XA #2] HOIEH= &8 HOIETJH Ot S22 Xt=(Quality Record) = EFLI00F S
e = [HIOIE= QMS HIA CHIM 2ME=, SO HBEJIBH0l 22IT/010F Sk
o ZZE X212 IND/BLAYI CMC Ttz= M2L|H, MFDS-EMA &AL Al SE22d HIHO| i 2 HZ AZELCE
e CHOIH & =& = & 4zl 2F"0ldh= 2401 EREILL

5. OIOIH S& A XA =Hd: LAY JIE 28 18
51. 1R

=" 2101 OtLI2t “J1Z(Specification)’ 2= Mztot= MHEOILH
Z, k= MIZE S 2 &9 21 5 08 21E JIEe=2 &=Xl, I JIE0l o &/HoT]
B2 HIAIGHOF 5._HZ}.
0l = H=ot QC 20l Ol R&D-QC-QA 01 HOl0I JI1Hrst O A2 E T2 HAOIL

—H7I&#2 Ht= 0 ° IE | == 89 gdd's EIeth

5.2. 221 =09 JIE &l

rio

= X1 2H(Condition Establishment)2 Ml JHX

HHHE dd= M

A =E A=
@ HOoIH S ZH B (2, AIZH 8% 5)0] HE ZME N
(Inteqration) AT = £2! HOIEA (Combined Dataset)
ntegration SE-HIT
@ GE8YHY =
e et f) ZXTIEN et EHE 5I2HY MF Range Table
ange Definition
® Iz =8 S ERE 2HE HIZOE SOP-QC S48l e BEE 2 M (SOP Draft, Justification
(Specification Setting) cEsETE e - Report)

5.3.HI0IH £ (Integration of Verification Data)

o
w
—_—

HIOIE =& % &M

15439 Raw Data & Summary Report £ oHLt%] QMS Z[ L "Master File"= Sglot
M2 U2 AE-Z2-AAAE 2 HI0IHE HIWsH | 6, 25 XHEE 52 S (Unit normallzatlon] =

Ofl: MIEMZES(%) — Z-score F= MeantSD Bzt
5.3.2. Bz 7b Aot 2

o ZH HHA It ASAHSHcorrelation)S
O: 25 — HEMZES (r=0.85), A2 — LIS

QIHcO0IE XIEH Mg £)| #= =& Y L ANIEEAMAIEAMD[ESIHNL A A
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set
ZUNE  BR(Mean:SD) Hstgol sigme i
HEMES 87:4% e, A2t >80% JIE 01 Al ZX KT
LH= 2 2.8+0.7 EU/mL AlzZk E7J1 <5 EU/mL GMP ef=llE 2
QEE 0.8+0.3% EUrY <1% HotH oy =ty
TEENE  8:2% INEL <10% SEfSIY OrEY sl

o SHHE ZH: Br+2SD £= HSHL(CV) <10%E JIE2 JIEZ2= &L
SEM2(QC) 2AH: CQA(Critical Quality Attribute)ifl 81E6t= XIHE= MFDS:ICH Q8(Quality by

Design) 71Z01 [idt HEHASE SH EFotL

o HEXM N ZH HE == -¥d Z=MANM Ao Jtstt g9 WM 238t

5.4.2. OlIAl
B ESESTy oEHY 823 2A
Ha=E 4°C 3-5°C HIEZEEE 85-90%, =4 3 EU/mL 0I5t
kA2 9h <9h SH24 AHHE (100 012 =& H6h
HEM DPBS+Primocin Sl & 0.5-1x QAEE <1% KXl
=9 50mL PP 2 0=z 2™ AAIIOIE +5% 0| RX

[_—'.__I

]
‘GlEHY = SHH st (statistical limit)0l OtLIZH “BE KX 1atd 2 H(scientific justification)”E

, ZH Qo] AF AR MAHH0IHE SOP 9 B2 EM(Attachment)2 &St}
5.5. J1Z(Specification) =& Z i}
551, =g OIZhA

1. R&D-QC-QA

off
@
1o
f

|Ior

0IA
ny
=
OHm
=2
|—'||I DLI

¢ =H
HEJ

FLI>| g_r
0
DE

s
11
%
=
Lo
_Ii
il
rd

2. QA

o
it

Quality Rewevv)
Kb 2HEMO Ltdnt TS =20l

Fdsid ¥

I
= o

[ ]
e e oH 1Y oY

O A A

w
w
o
o
9
o
-
Jal
0x
o
0l
re

[ )

L0t

0x
O rio

e QA

QIHcO0IE XIEH M £)| @ &
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55.2. =8 2 FM7L

ZME LHE B
condition SUMMATY 5 wa o gigH9l QO SoP =2 Tt
Sheet
Justification Report OIOIE 718 =4 8F 2A IND HIZE Al HE
Risk Assessment Table — £71 98 Al SHFe 24 QRM(Quality Risk Management) &=
QA Approval Log S8 s01XF, HA QMsS STH
5.6. HIOIES #HX 22
SEE L2 0FHQH 201 ZF HHNM 2E=0H
22 Hi =Z i Z et X
. , “Establishment of Source Tissue Condition”
IND/CTA M= CMC3.28.24 0 "= =g 2H" &Y e
GMP Q1= MLt SOP % #2IH0IM HEMZ 34 HEsE B0 2 M
Jl=01E 8 “Material Transfer & Condition Specification

Hop At Sheet” HIZ JIB0IE T

HIZ&AE B0 EXEA0 [HE MZESE HlW HI0IE Zg Module 4 AIEI=2 HOl

5.7. XI&X A (Continuous Update) HI A

el
¥
Bl
0z

201 Ot ‘&2l T OIC

H ST XIEH HM(CAPA loop) 2 2Zol0F S

DUIES: &1 A HIXIHME QC Z2ME XL &

THEIE =710 ;A 2 A0 X2 THZAZE(Re-Verification)

HAL]: I8H =& Al Change Control Xt 23
:SO0P HE Al = U ME JI= d

(IS
o
Jli’i

|
==
mlI
>

ML =ogr

X1
=

5.8. 2%

, BE HY "HEH 2 A B et 00F Stk
mam QA Jt #2]6h= “Condition Establishment Package”= HZEEILH.
7| = U GMP it HiSlteE 2SEC=M Tt 339 &

HIoJe
b nET im0

Il

0

N
==

Zgd M2y

o

o Moo

° =
i
=
10
>
X
55
i
H
e
[

;:grm

1)

g

6. JHEA LHE AAR A= T2 ZE HAHC LHTH

(Institutionalizing the Condition-Establishment Framework in Development Organizations)

6.1. 2
g AHO HH-H £42 AHEC=E Motz HE2 B A0l AWt Ot 2t
X [} ZEZ235HQuality Culture) 2 XH2IEH0H0F SHH
=, At £ HEE "HAZN H1OM SFHAM EUAI 210, 012 QMS, SOP, s, 0 2], ZAHHIH o=

@IHNc0IE XIZH HE = ANIEEAMAIEAMD[ESIHNL A A
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HRIAIZH0F L.
O HUM= JHEEADE 2=6H0F & CHE JHK sty LS AARIS TS

6.2. Al AJARI AM@A
P ES =5 =R 298 L0IE
@ QMS(ZEZSAIAH]) 24 g 239 34 M SOP HIE, #HZ@xd, MLk, CAPA
@ Data Integrity System (DIS) AY-4Z HOIHY Meld =2td Audit Trail, E=2¢gt, Az
@ w= S Gzd] AIAH SETHO| OISHEQt =3 R WA, A", BsIIE 2
@ EME2AAHI(EDMS) RE EMIIEY 8 & HE&L, SPISE, EEF)| 848
® WHE ZAHIH (Internal Audit) ol M 9 gy HS 913 01y HE ZAF &2 R EX

6.3.QMS W £ & Z=MA Ses ot 2 2

| =H=2 ==

EfAH M1 H 2 M(R&D Protocol), H8LE R&D OHLIK
a8 DoE Protocol, Verification Report QC OHUX

=3 Condition Summary, Justification Report QA T}

29 SOP, Form, Checklist QA / ditkd Xt
S CAPA Report, Audit Report QA/ EET

6.4. Data Integrity (HI0IEf 22 Y) =ty Mk
HOIHz "HE SIts6tl =8 Jtsth MEH(ALCOA+ J1E)'2 22lTI00F BHCH

& 2% =y

A (Attributable) =JH HIOIHE Ma¥R=TF BA HMIHAB(E-Signature), A& =H

L (Legible) 89S & UL ot gl HH PDF Bzt HZE HEH ME

C (Contemporaneous) A JI=E s =4 gy, 11ogd =1

O (Original) HE 2T 8 S0t HEDNY HE

A (Accurate) A3 212 =01 QC Review, QA S1ETH

* (Complete, Consisten, EHA, QB BN, B2 EDMS 9], B, B2 Hof

Enduring, Available)

o WSHEIL AE LG (Post-test) F= B 2H0I(Self-attestation) 22 0]% 240!
e WSJIZ: "Training Log” 2+ “Attendance Sheet’E QA JF 28], 10 3 E&

QIHcO0IE XIEH M £)| @ &
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1. &A=
2. ZAF THAE:
o HIEXZE M2 SOP9 &MH =2 L
o ASBHIOIES St &EH
o CAPA &g [HH
ZAL =8TH QA F= =EE SEHEE HEI

E=FUESINE
o “Audit Finding Report” £
S(Level 1~3)8 ATt

o oy
2 ET 9 IR UE

0X oin
09 il

o

6.7. B! &M (Management Commitment)
SHAAHIO HHZE XS6t:
012 Yot IS0 &dLorS AESH L
o AZFI HOIO| Quality Policy 2l

o XIZIYHESES ZEINEKP) E 23
e QAH Z

=3
A9 BZE 21E (Management Review) Xdlet
1

o EIUID WY A NTZYIDH HY HSZE

a

6.8. AIAE! LHIHerol HHE =M

Al =H TR MBI

CHAH 1. J18E 222=(Foundation) QMs 2x 22 % EMEESH SOP &M, EMHSHIH =
A 2. HIOIE Egtd &H(Integration) R&D-QA HIOIE SH EDMS E¢, Audit Trail st
T 3. ERE3 ZEHCulture) WE-ZA Hdlst WEHE &8, I CAPA 2
A 4. 70l HZ(Compliance) IND/BLA LHE IHIIXI 2+A Condition Data Package HZ
A 5. XI5 JHM(Optimization) A Z2E BUHE KPI 24, Z=J|1H THES

6.9. 2%

o HzXZ FHHHE W=E HE=C=Z UHekoHH
QMS, HIOIER 24, W=, 24 2T HJE d=XE010F &L
o L= X7 83 M2 "SH=Z9 MeHQuality Translation)” HEMHIA 22I6HOF GHH,
Ol= MFDS-EMA © GMP &ALt THEOl s 2 HIF =Lk
o IE =H= =2 ZEHO0 "AL2MO THHIE OFL, 2IAF HHIO) AAR "It tli= Z10ICH

=
p A

QIHcO0IE XIEH M £)| @ &
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7. ZU HY D=ZNHAQ 2dT BIH U T A(Self-Assessment) JIE
(Self-Assessment Framework for Evaluating the Maturity of Source-Material Condition Establishment Process)
71002
QIL0IE XIZHol #H=z £ HE HAz EM-AS-2F0I2ts A2EA QMS-HI0IHRZ24- WS AH-ZAHHE
F

Et
o [ = |
Tofor SHAAR0 RIIHEC= AZLNOF 2L

T2Hd JHEARS TS Wl JH 22
MR 2 T \

1

2. =E = }?

3. M HEA: MFDS/EMA CMC 7100 T 2MsH =X Jisst?

4. II$11 JHM: 24 HZE 8 IHEE 2P 2R D J}=0F

018 JIEC=2, A HE T2l A9 Mzx-(Maturity Level) £ ZIHSH T
7.2. 21 BE A M= DH

2Z=(Level) =) Ex OIAl AFEH

Level 1. EFAHEHH) JE HA(2E, AZH S) It IR AL S EA EHERA S s A2
(Exploratory) = ==

H=CH =1 N=PS| ASH EHX™ D

Level 2. ASHH A o orst 2= el HIOIE D18 EM 8 EHX ZH Dof @1 QC A& otz
(Verified) e

Level 3. ™| Mhetd 2H + QA 52102 A2 Summary 5! Justification

N QA £91E SOP 2%

(Established) LHE SOP 2t Report 2R

Level 4. 22 THA| QMS i BEEZHO=Z E8 -+ Change Control, CAPA, Audit HIl

o GMP 2g7|&t ==

(Institutionalized) DUHYE 29 A=

Level 5. XX SHAHH| A2 2 BUHE Y o =249 CMC IIX| HZE

o = == = HIOIE analytics & Al =81 22 =

(Optimized) INE=p TR =t s
===

W hts o HHE B2s| oot 2, 49 Level E 01&oH)| st s HI=(Action Plan)S £=26H0F SHCH

5= HA = AEH(v/%)
A

)
|_|—|
=
r
0i0
_lO
o
~
o
I
St

X
lo
0
==
0
rir
~

N
=
s
rir
NI

A3 Ht=2Y 8 HEHZ(CV < 10%) JI1Z01 EIHst=Tt
M X A(negative data)ill THEH DHatX HIQI 2HIF U=Tt
@ ZZAAH(QMS) S8t
e H2d UHE HEf(v/%)

QIHcO0IE XIEH M £)| @ & 0 HAM
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SOP Hs-HH-£01T1JF BAI= 2MIF U=t
Change Control ¥ Deviation it 28510 U=t
J1Z(Training Log) It ME XtZJh £AI01T¢
CAPA 9 Audit 7120l EIHst=Tt
® HH 5 =2M =Hl
= H4 hE HEi(v/%)
CMC 3.2.5 MM £ & 2H HIOIHIE 20 A=Tt
IRB =¢! & JISTt S92 =MIt EELKH U=t
QC Algd™ M & A3 UEE HAHSIE #HAT0 U=t
MFDS E= EMA &4 Hol(Q8A) tSXt=EIH ZHIZIH U=t
@  XISH HAHA
= Hd HE HEi(v/%)
A7 THEZ(Re-Verification) Z71JF Zolld U=t
X2 12 #E § Change Control F£= CAPA Z1Jt U=t
2 X HKPI) E= && Trend 240] £ =Tt
7.4. 8420 I
s= He = g 21t o|0|
A(R=) 90-100 & Mt 2 9 ZLAIAE 24|, IND/BLA HZE FHl Jts
B (¥=2) 75-89 & 24 Y g, g2 H EQ (BEM = u= 44)
C(E5) 60-74 H AS It= EIMotL QMS Sgf DIE
D (0I2) <60 & A HY DZ2HA THEH ER
[ HE ]
A 12 THHIEIIE HAIGHD, QA HE = A 2J5(Management Review) il HHESH
7.5. XHEZ =& At
1. = J1 ALk
S AHE0 23(Level 2) — QMS A OIECE MFDS &O| X £,
> EAM2d] B CAPA HIH & = Level 3 EE.
2. 21y Y JIE BAR
ZAZ HI0IE + SOP 2tH| (Level 3) — Change Control AAH EBICZ Level 4 212,
3. ==2 g% JI¥ CAk
Al J1EH HIOIHEA 2 A2 PLHE £ (Level 5) — EMA CMC Pre-Submission Pass.

7.6. 28: IDHEA0 99

H

It

oA
N

a
FIO

THI120 ZAHAudit)Ol &M XEAF SEHIAICL 242X XIS 10|
HAZNE HIEOZ, Metd 24 25 — A5 22 QMS 01 — AAE iy,
SOP 8 = ZHX CAPA E ~=HollOF Bt

PHEEHH = XIETEset & &2 (Continuous Quality Improvement) © Z2X0]L}

e Mo 18 A
il
Ju 19

0%
o
>
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