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1. JH0IEQ ZX (Purpose of this Guide)

MO

0l EM= EHHI0IHITI(Advanced Therapy Medicinal Product, ATMP) HEN ASE= UHSH HE- X2 -G S
2= (human-derived materials) 7t AMIIHOZHEH QUHE 0|, HEJIZHGMP/GTP Al&) 9 QR THAEM) I 286=

=38, 43, 4= S5, 0 BUE HECH| e sOP & XIE0ICL

°

=42 U= ZL0L

o AUYIHOZEH OlsE QHRUSY AE, REY, S2HE ZXE &9
o JiX £ & HH9 2= &l HH(GMP/GTP) E EZat
OIEITHAZ M)t AT 20 At BF A S0 T2 HA Hatg}

0M =8 WH 25 BH 01=9 ZXH oHEotH, N B2 = 38, 2 HX, Mg, &5 2=
O,

2. SOP Zd9 Jig

2.1. SOP9| &9
SOP(Standard Operating Procedure]= “=J1 S1Hl, RS, (EA eh0F 6t=I"E #86k= HE M0
2 SOP = QHIRUNS0l HET M TEpt AEZH WA S0 M9 Mg +B-AS-HA-SHUP-55 BlE
HO|H

22, UHRUHE #H29 ELH
e [E IHHE2 GMP/GTP #2] JIED} 9 X=HIZAT12 ZF H2 M (QA Agreement) Ol T2t S35 G0F &
o HRANM H3E2 A== JISIHHH-2ETIZ0] 2HHGHA HAZTIMOF 6HH,

Lot/Donor ID &XI GHEJF A S0 & H HE =4

o Y 9P 2Lk 48 2& T 9 JATE

o AFEM= FRMAIHQAP) o £2/5 Sol A= AE2S S0 &,

3. SOP J|2 I8t 2 &=E Iy JI0IE

= Eot ot= 48 ok

1 = 2 2Mdz EM AR S 2] HH =

2 =4 Hg "848 210 224 Al

3 HE g¥ o= 2% 22X e 9

4 MHRYIF et HZEI12-012|Xt 2t Sk 22

5 E=Ns Az 28, AE, SEMH, S5, 32 A JIs
6 sl 2 48 Alget=s, 018Xt CAPA S BUl

7 FMah & =My JIEEd, 01" =4, 22X B0 24t

8 =ks MA-HAE- 30 89 =
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3.1

3.2.

3.3.

3.4.

3.5.

HE 2 EMHS (Title & Document Control Information)
[ BIAI 2]

o Ji=: HUHIOIQHH HZEE QHRUHE 3 U 2 EXt
e EFEMHZ: ATMP-GMP-001

e H: 1.0

o L [ZFM=h YYYY-MM-DD]

o XMIL [Atdeh YUY 8% /QCH]

o ZEIh [RtEEh QA HEIH]

e SOITH [Zfd2h SAEMATHAP)]

e I X|: [XHEh GMP QMS / X2 M2 kA H]
S (Purpose)

[ OIAl 23]
‘H SOP £ YAIIHOZEHH 08T OHKH HE EX-HH SO HEE FFE GMP/GTP JI=0 Dt
+d-AS-HH-SE-S0060 st BAE FIHSE 0 EAE Sol #=9 AH(ldentification), =2 (Quality),
XM M(Traceability)2 E&6HH, HX £ @ SHLHE =5t AI=2XHEH(Release Readiness)E 2HHHE”
[ FOF ]
ZMO HE EMg e HEQ Ol 2 Y MM =2 gader 2
Mg HY (Scope)
[ OIA 23]
o MEZ [ HTHIOIMH HZEJIZ(QA/QC/HMZEE) X 22| XHSponsor/QP).
o XMNEZ ZIt
1. ®g 28 3 29! (Receipt and Verification)
2. ¥z H¥ (Storage)
3. SE0UIE 9 52! (QC Test & QA Approval)
4, R|ZSE 9 Lot 22| (Registration)
o QI Hel UM HA-2E B L WESE 0129 2tHl Mt B
st Q! (Responsibilities)

A5 = =2 o

ESEDY sz 2= A2 23-AZ 501, CAPA 1152

QC 58Xt SZAE =¥ HE8 Bz A SHd 2 A
QA €1t ZLHEE Mgzl &, 01g SOIEM e
AEM SEMYTHAP) o &0 XZE A8 &0, GMP =2 ZHE

sl g8t JIE 2 HESEWE, AHEHM, S0 2

H1LtF (Procedure)

3.5.1. &= %8 (Material Receipt)

HHIOIQHIH Mitg ME2M QM QUE =HE 22 (M ANIEEAMAF AT |SIHL A
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3.5.2.

3.5.3.

3.5.4.

3.5.5.

[ =X ]

QAT 0IEEH IHQUES HEANM OFHGHH Q126HD, QI4IIZS HITH

[ 0N 23]

‘QC HETs SaAHRLE FRE 22 [f, 227I2M(Chain of Custody), 2E27T, ZHIZHAS
=0I5IT

Donor ID, IHHE, =&, SIILH, 2EEIF X 82 H=+2IIZL 0 St

8 LS
2L 98 = 0] 2ITH A QAN B0k A2 H=(Suspect) JHE 226HL”

= =0t X8 JIE

[0 =]

QA HE iz 88 #=9 Donor ID-2&71E-HHIIE 2K HEE 430t
1S 21 0180l §iE &2 HmndS=oM'S Léoh, 0l &2 Al QA

o] s

24 90 HBIIE LIt

=2

| 2&ioh=X

et

OISt

Al E& (Temporary Storage)

[ =5 ]

ELANE o Z0] HES SISt GMP 23 X21S QXIS

[ Bk 2]

‘QC 28Ttz s0E HaA (0l —80°C WS, WHEA A H=E HHUtH, 2LIIEXE Sil
24 N2t DL

ez IR Wito=s HHUHLMH, T2 Xt 2K REE 12 HUsit

2 S Zd A QAN SA B0 ‘HHEHE TN E SASHHT”

SH&IUE (Quality Testing)

[ =5 ]

=zt A

T QI NEBNIS HOIGH| Yt 2N PR HHY 2E-UES AHE 2B
-
=

[0 =]

‘QC HE Itz S0 A" SOP Ol Tt SEAEE S35t

NEg=ls 2284 HalH ZAHHBY, HCV, HIV, Syphilis), Rx=Ald, HEAAE, HA L =% AADL
LetElh

M2 l= AIEEHM(QC Report) 2 ZHMEIMH, JIE 2Xe Al QAN SA EO8HE”

HZSE U 52! (Registration and Approval)

[ =8 ]

ANEZIE JECE g M8 &2 U Lot SES L8

[ BIAI 232

‘0A HE1l= QC 2t BE JIE8 558 82 'HF=AES2U(Raw Material Release) £ ZeisH
S0 H=Z0= Lot It BEHTMH, @=SEUEM Donor ID, AE&8EM B, S0120| JISEHD
284 2=2= 'Z2)(Quarantine)’ S0 0ISotH HI| = WEIt HAE T2

j AA2 SIZ2 ] QY S SHHQF mA| (A ANEUSAE AT SIHLADAL
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356 Old & HXt &

HIHE DM (Deviation Report)' £ 2HASH |,

0z
A
b
o
>
QO
=
il
1y
I
rek e
i

QA ols BMoD AIE-0f
e LXIE ol QAJE CAPA 2= (HEE ZSot] s0I6H L

3.6. S X ZZ (Quality Control & Verification)

‘QA = [ HiXI(batch)E ®E #EEH STHIC JIES ZHEGIH GMP JIE &% HEE =016
D= S22 20 A" SOP o WaEe HHIE AEZoH0F Stk

SEE T8 Al HAIES 19 adet = ACH, 52 202 32 WY M2let

QA= FJIHC= ¥z LotE SEIHE HESH SEHSS 2leilt”

3.7. 2M3t & FXY (Documentation and Traceability)
[ OIAI 25 ]
‘RE R 2E JIEGEIIE, NgHEHN, % CIM, BXE D)2 M2 M AA(EDMS)H SSSHT
Donor ID, MY, 3, Lot Hz= & HBLO0F 6HH, QA= EJIHC= HOIH 22y HEE S0t
SAUA YA Al JIESLA EJ_H(D|screpancy Report)' € Xr&stL”

3.8. Y& (Attachments)

o EH 1. HZLHIIZEM (Material Receipt Form)
o HXN 2 AZUZHOIM (Verification Checklist)
e EH 3 EXAYHHAM (Quality Control Report)
o EH 4 AZSEME (Raw Material Registration Log)
e HE 5 MIEIIM S CAPA 24! (Deviation & CAPA Form)
e X 6 JIE=LA E1M (Discrepancy Report)
4. JIE U EHHO| 2ur x|
(2= S PN ES N
= SI HA(°C, %, mL &) ‘HA2EE= -80 °C 06t XIS
2H SATHAIH] ‘QC ¥tz ¥=E H43e
=Y HE J1Z = GMP 20 T= ‘WH=4 =& < 0.5EU/mL”
20 ZM U g2d R “Lot”, “CAPA”, “QA", “QP" &
OLAl B SOP 2Z0 &Z Mg Jis +& QA= &4 Lot Ol Holt HEAESQIME SAHBHL”

il Mitg AEZ= M QM QUE =HE 22l (M ANIEEAMAF AT |SIHL A
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5. HTHIOIQMH H=2tdl SOP(HATI-QZ(XH) XY Al 3 DAt

3 &= ad

g HeY QMTIE 0l 01 MZEDIZE 2-EEH QA S2ITH
=HY = Donor ID-IHF|—=2-Alg-Lot BT LY LI
Ag o= 28y, 27, H=sa, UM, =k, 48

S0 =Xt QC — QA — AZM(QP) THHIH £SO 11X |
Ol&ratg) TR 24 L] CAPA EXt Z=2

e GMP J|& 2L, 2t A 19 12

CHIOIRHIH Hit2 Mg= M Ol RU=E = ANFEEAXAIFE TSN
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HH 2. RASHCIN (Material Verification Checklist)

[ =X ]

Ol&E OIHKRNS0 T™= JISXH U JIZEW LXIoh=X, SEIIZEQ HAEMs =561 Yt DE0 A=
4 &= HA UE ZHV) HI D
Donor ID 201 WXIIEM-2ETIE-2ZTN=E 2 SA KR O 22X O 22K
WHE-+8Y HS SOIE 282 & OR 0l O ole
za=k dE HY W X1 =0l ol O ot
871 U 21 A S48 02 2ol 023 004 22
JIEXt SOUZM =240l IRB 52 & R% ME HE O W Oole
2LIIE HMF 0l =AM 2X MR O ol O o<
2 2l R 2 = =48 0ld 68 O W Oole
QA H11 HE HXtd Al 210 201 O ol O o<
1E 25 2 O =gt O gg

3 ME]
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i
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T
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83 4. ATSEMNE (Raw Material Registration Log)
[ 23]
SHAEE SHet OHKRUZ Lot HZE 206HD, M AAEMN SSott
S=hie Lot Mz Donor 1D ==Y QC &dXA Wz Sl S0ITHQA) HIZ
[ZE2] (2] [Ze2] [Ze2] [Re2] (] [Ze2] [Ze2]
STl 2 == “Ad(Quarantine)’= HAIGHH, 52 20 X £ Jhs
QA &9 M8 B
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HH 6: MAE M Y CAPA Y2l (Deviation Report & CAPA Form)
[ =5 ]
J12 Zt 2LXI(0l: Donor ID, &Y, 2EHE, Lot M S2X]) 24 Al 012 B8t XIS
-2 e
HiWHs [l et]
HSTH [l et]
2 F [ O - 28TIEM, 28I I=EM S
Sl = [RtMEE 0l — Donor ID S|, 2EJ|E &&= ]
St R0l [Efadet]
INPSESPY [y - 28 E= HIIE 2]
AETHQAA) (Bt / ME]
ITHAP/AZE M) [(Hae / ME]
Ep IR [ZaE]
HI 1 [ZEE]
[ &= TI&]
e = HHN 2= SOP 22 3.8 "H&" MMN HEoHH, S HE2Z HE(QMS)E HESHL
o ZEHHIE “ATMP-GMP-001-A1" (A 1) 822 H HHSH
o QA S0 = MIIEM2AAR(EDMS)MH SE6t], MXH=SLA ETM= Audit Trail 0l IZEsHC
o J|ZH TN Mt =JF EE0: A Z2E, CAPA FHHE)E FIKe &

il 82 FEEM M RUS SEHOF 22| (M ANIEAMAIE M| S LA DA
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