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1. JH0IEQ ZX (Purpose of this Guide)

MO

0 EM= &HTHI0I2 HIHI(Advanced Therapy Medicinal Product, ATMP) 28 A& J|2(E &, CRO, 241712 S)0 XH|
SOP E HIAEC=E XY, HE, 01, W=, WH, 2, HIIGH| st ZAE HEsoh= &

13
T
par
=
E
]

0l JH0IE= IEE =H= ED

o J[HJ|H0] HE SOP JF ke A S M ot 2SS &

® S0P 9 EZ(Consistency), =X &(Traceability), 1l =gt (Compliance) =
o LT QA AAE LHUIA SOP £ZBFIIE Sgt 2

X 22 W oA 222 2Xt= J1#9 QMS, IRB, MFDS £= GCP/GMP JIZ0l Mt HIE Z&6tH AHZetih

2. SOP %49 JiH
2.1. SOP9| H9l

SOP(Standard Operating Procedure)= “=7t, 915, 2AE, =
ZMOICL = SOP = AIJI0] SOP IHHIE &6t #2lot= EAHSOP on SOP)E &S
2.2, ANgJ| sOp ##2]ol E44

e SOP= Mg HIOIEC 2Z4(Data Integrity) ot SEHZ HIH (Quality System) 9 ZZt0ILC
e SOPY H-HEZ2 QA 59 = RN, ZE WAS Audit Trall2 =X JHSOH0F BHCL
o &2 MIEMZ(QMS, EDMS) oF MHIIZES BHel 2Hs 4 AUO[H,

DE 2M9 XAY(Currentness)S QAT HE5HH.

= met otx iy 9

1 = 9 2Mdz =M AE S 2] WA =E
2 =5 SOP &g & 2E0 Zedlt =H A
3 HE g SOP HME g 2] otHl 89
4 MR et SUIHAEXH ST 22
5 NS eI NS - H2- T BAHE HS 2Lt
6 ool 2 48 7| HZ-CAPA ZXt+ &l
7 u=s 3 M SOP W=-HiE-JIE&td] 22Xt Zat
8 b MA-HAR-S0 89 S
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3.1. M= & 2MHS (Title & Document Control Information)

o JI=: HHHIOIQMH A2 SOP 2t 3 2| 214t

SHel: [Zr4EH YYYY-MM-DD]
& ek 2Ad 225
o AEIL [RdE: QA BEIH

ek AEHATHPN]

[HMER QMS /EDMS / 22l e AX]

O;

3.2. =8 (Purpose)

]
HEHOIRWH A& W ZE BEEYXIE M(Standard Operating Procedure, SOP)9| {4, ZHE,
2, MY, & 2 HJ| EXE FEECEM EM #2109 HAHSet 22 fHdE 2ot A

H=
=

3.3. Mg #HY (Scope)

[ GIAI 2]
e NI [Hal: MHHIOIQUH AEI[ZHHM 2= PE A2 AlY 2 SOP.
o XNE He
1. & SOP MF WA XL WY
2. SOP ZE % &0 Eft
3. SOP HHE, W=, 2/ & HII =Xt
4. A JIE U Audit Trail 2t2)
o HQ e QE JIH0| AH- -2 Sh= SOP(HEA, AZM ).
3.4, 9zt M2l (Responsibilities)
[ OIAI 232 ]
3] = =G Y=l
AEHAUTHPI sz mo SOP &0 8! XE Lol 501
ZAHZ(QA) EETH dE-Z45 SOP A0t ZHE, SAl =401 JHE 242
Z M HYI L2t SOP Ot XM BMHS 20, HHE- 35 22
=PSRN A0 2= S8 SOP &0 2y 8l Mg g
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3.5. EXt (Procedure)

3.5.1.

3.5.2.

3.5.3.

3.5.4.

SOP Zfd JHOIE - &EH

SOP HIA (SOP Establishment)

[ =8 ]

L7 SOP HIE EAE Jootd HME Al L= A0 S0 HXE 2HsH

[ 2t A st 18 ]

® HE REM M= 2 50 it

m RO XM — QA EHE — 52 — HHE =M

AT 20 § HEY JIE

[ 0Al 2]

‘EMED EYIl= AT SOP HE ER Al 'SOP HEREU'E ZE6HH QA BE X Pl 012 SoH
501 & SOP HSE 20ioty, MEE 2ME 'SOP S0JIZM(EHE 5)E M6 QMS il SESILE”

SOP JH&E (SOP Revision)

[a—

[ =5

JIE SOP Ol LHE0l B1&E I HAEC=Z WEIH MAES RIS
[ e Al 2 e ]

B JHE MR E REM HE

B AP BA(V1.0— V.11 = V.2.0)

] _||:HI-| §I_'A_ al E)\| HPE

[

MAl 2

“SOP JHI*OI ZRet 22, B8z HEREME H=0t! QA= BERdS dEeit
s = 20 M= % HES 206t HEOIFENH HBUNWA M AMRE JITHetl
“HE2 W = AHE HA = QA &0 0Iset

SOP ZE % &2! (Review and Approval)

[ =5 ]

g SOP Ol g & gA9 MEdsS d88t

[ &t Al Zefet HE ]

. AdE JIE: 2Ed, M ", 20 824

m S0 MEIE AT AEXHQA), S2IAHPI

[ GiIAI 2]

‘SOP £0t2 QAJF HE = AIEMATHP)UHA HSELCH

S0Th= SOP B0 MEot sIETE JIoHH, 2" 2Ms B M2 AARK S=SE”

[ =4 ]

SP0IE SOP E & MAMN Xt == Sl =XIAZICL
[ e Al Zegfe HE ]

BT Oy, IEHEE g, diLs)

B US 2E T ME o

HOIXHIH AlgJ2t SOP on SOP ANFEEAXAIFE TSN
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[ GiIAI 232 ]

QA= &2 SOP E MIEMAZAAH(QMS)H S26tT, EMMUTE=E WKS AMAISHL

D= A2 SOP WKIISM(EHE 2)0 MEGHH, Mtz YAt = 52 0l WS 2=t
3.5.5. SOP Hzt 9 3|2 (Archiving and Withdrawal)

[ =H

SOP HEDI AHEE MHs| 260, ME T= HII Al 9143

[ Zred Al Zefet WS ]

m o HE SEH(EIYE0)

B 342 HAl I OHa

[ 0L =]

‘QAE= S01E SOP 2128 QMS F= HotE 2Pt Haett

WS- HIIE SOP = ‘FHM(OBSOLETE) HAI 2 € SO0 H206HH, E& J12t2 10 Y 01&C= ot

3.5.6. EZ =2 SOP HJ| (Disposal)

[ 22X ]

HEDIZH IR e HE 2F S SEQst 2ME OHMGHH HIJISHT

[ OIAl 23]

QA= HI| Y SOPE =0 = "EMIHIITIIZM(ES 3)'E ZHMst
HIUBME 27 2IHsst L4202 A6HH, ZS0I2ME I K2l st,
HII7IZ22 %A 5AZF HEHSHE”

3.6. S22 U A (Quality Control & Verification)

[ OIA 2]
QA= A 13 0l SOP 2] &= HAGH, w=s 01, W8 FJI, M L&y, Bt HHE EIIHL
4 2= S0P 28 HEEITM'Z Adotl CAPATJE 2ot B AEXXIE 2Alet.

3.7. Wg % 2BM22 (Training and Documentation Management)

SOP Ol CHet OISH=E RXISHD 2MIIEC FZEHS 2B

HO

‘BE HE2 S0P HE E= A HE Al WSS 01=~010F otH, I=KITIE2 QAN Qo =L
=M#d 8= SOP HI-JHE 01=, s2UIE, I=01E, HIIJISS QMS M =& JisotHl SXIeLE”

3.8. Y& (Attachments)

1. SOP H= M&! (SOP Template Form)

2. SOP WKJIZEM (SOP Training Record Form)

3. EMHII7IZM (Document Disposal Record Form)
4. SOP HZ0I=H (SOP Revision History Log)

5. SOP &21JI2M (SOP Approval Record)

e NE UE NE NE
0% 02 0 0 0
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HH { MO | MO
oix|x
AL rE | =
3§ ok | JH

H8 6. 20 HOE (Glossary of Terms)

4. JlEg U BHEHO| AUt P

at= Sr=RUNES (AL

T+ ZTIHYYYY-MM-DD), AlZHhh:mm) “2024-03-15"

24l SSEH-SITHAIT “QA EYItE HESHE”

ESY T 7= TE “SOP = &|A 102t HEkSHL”
e Ml = ME 5 —

H& (EIINE), 25 A00E) V.1.0/V.1.1

HEI|IZ 10 014 QA JI1E &=

SOP Xt JHOIE — EHTHIOIQHE AIEJIZ SOP on SOP A0EASA
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EH 1: SOP EZE M24] (SOP Template Form)

[ 25 ]SOP Template Form

SOP 24 Al SLE HAOZ ZME Hdotl, 22 =84S Lo Yt
= LHE
=AM W= [t SOP H= 7]
Mz [RFME (] — ATC-SOP-001]
& [Zrd e V.1.0]
HEZ [HAe YYYY-MM-DD]
Al [ZtMEE YYYY-MM-DD]
ESFSIN [(Has / ME]
AETHQA) (Bt / MB
SOITHPI E= J1E) (Has / ME]

[Z&eh SOP o =X Heto| JI=]

2. XNg H9Q (Scope)

[RfMEH SOP O] Mg [HA, 92 HY, W B J=]
3. 20 &9 (Definitions)

LHMER SOP W M8E=E £ 0 H9]

[
4. o oSt (Responsibilities)
HEk SYIt, S0IXL QA S9) gt O el 1E
Xt (Procedure)
Aoh HHZ X 44 JIE o - Y - 2E - 80 — I — Hit]

dl & AHZ (Quality Control)

—
ilal
-

&2l
el
0

o
A
[lla]
re

[Zrder HA Z=T], CAPA E1t QA 4E 2= 5]
7. & 2 (Related Documents)[ZHAEH SOP 7 M5 &X 204, E2H HAl 22]

SOP %4 JHOIE — ETHHIOIHIH AlgJl2t SOP on SOP
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E3 3: 2MHIJIJIZEM (Document Disposal Record Form)

[ 2MZE ] Document Disposal Record Form
]

[ =28 ] 2&712F 2 E= HE0 T T FME JIEotd, &2 BAE ZMatob| et
o= e
FUMH=2 [ZtEE]
SOP M= [ZtEE]
& [Zr&ed Ol —V.1.0]
AESE= [Zf& = YYYY-MM-DD]
21 AFR O W8 O == 0O JI1Zt Bt= O JIEH [RE#]
71 £21THQA) [EEt / ME]
oI [HEE: YYYY-MM-DD]
ol & O I O XY SH40 O J1E (&R
71 =8 Xt [EEt / ME]
HI1 [&t8ed]
[HIZ]THIDIEME XA 5 HZE BE0IH, QAT BEEHEHE FII1HC2 HASHL

SOP %4 JHOIE — ETHHIOIHIH AlgJl2t SOP on SOP
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P
=
il

HO | HO

H
II

P
AL | IE
1 | HoF

[ 2MY ] SOP Revision History Log
[ =X ]SOP 0| WIS HEEZ B0, DS 2 A0 SIS =H51| Y8t
2

X HE St - HIlE g HE UR  HEl ZAETHQA) S2ITHPN)

- FEEI/AN/E)
V.1.0 Searl A HE (] [HEE] [ZEE] [ZEE] [ZEE]
V.1 [REE] Al HE (] [HEE] [ZEE] [ZEE] [ZEE]
V.20  [Ad®] 81 HE (] [HEE] [ZEE] [ZEE] [ZEE]
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=& 5: S0P 27| M (SOP Approval Record)

[ 2MY ]SOP Approval Record

[ =X ]SOP 2y = AE-&0 ZXE T2 2M6H], SULUE JIECE o8 UHE «40I5H)| g
| SOP EAHz | [&&= 0l — ATC-SOP-001] |
| SOP M= | [Zf&E] |
| & | [RMeh v.1.0] |
| HEOFE 2 |0 &4 0O 8 O Wl |
| 2T | [HEe / ME / ETH |
| AETHOA) | [Z8E / ME / ETH |

SOITHPI E?H)I[Hé [/ HE /[ ET |
| 2% 2 (Effective Date) | [ZHAEE YYYY-MM-DD] |

| HID | [HEE]

[HID ] 52 2 QA

rr

e 2ME UIt= MEAIARI(QMS)H SSE61D HHRESHL

SOP %4 JHOIE — ETHHIOIHIH AlgJl2t SOP on SOP
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x| X
=
b

il | TE

e
i
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o
II

Mgk
00
=
1)

1. ZH 282 SOP E& 3.8 "E&(Attachments)” =0 SAE =MU= 22sHL

2. ZMBzE= SOP =MEzH LHESE 20 "ATMP-QMS-001-A1~A6" EEHI= 2taleflh

3. H=E =M= dTEME2l(QMS) £= EDMS AABIN S=6t01 SO-HE-HJI O0I1=(Audit Trail)S XIS
4. Tt MB2 FHII0I 2185tz ASHAH(M: eSign, Y1EM MB S)E ASTHL

5. QHHE 2] Al CONTROLLED COPY ¥IEHOIEE XME6t, HE Al FHHZ ZAl 26
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