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AW} 7| E(Impact Challenge Table) Yes | No
1 |AZ”0l CAs/CDEs?t ZRE|0] RIHLE CPPE BT CQAE SFdhe 7158 +dsta U=t u [mi
2 |MA”HO0 HE == Z2HA0 AFE XS0 0| HX0| HE SO B2 01X AL, BAAH HHE X ItsH0| U2 O | |
3 |M2H0| REHE ST B0E F=oi0, S EW0| ME BT IS /KA, BA0A FEHE Y Hsdol ATt m} |
4 |MAHO MA, &K T 0| AN, AlAH 2SO I B HO| WUY £ AT 0| m
5 A=E0| CPP2] RIS BAXE, X, H 79 & 7Y 37 §E, 25 FAN2% 0] 7 ot #d 8 HIoH, Al2F0| Moy
2 TSHiE YR B2 WA A0 W+ AT \& o .
AlAE0| HB S S B, CPP, 21 CFR Part 11, MZEZ| 242 Y%L, Lot 59, GMP BSC 6’0 - AHBE|E Data® A, M4 Ha| T MY
L T ot I
; A2 At A fE 248 RYIAALL A%4Bo| B HE WAlsH: YHIT -5 7|58 THO, ALY 25502 QI8 #AAH 0 -
s8] wug 5 Yk 2O
<&
8 |AMxHo| ojofEe] Bol He (Y, 2EHS, 87|, oF He wx| 71’ o( 710 Yoo, £ o B2E HSSE O MBEETN 0| m
Direct Impact Equipment(DIE1): Table 1~8% & |4 17 0|4 [ves] ¥~ \(\ AYE Z(RA HHETT U FAT 52 SaT CjH 0| ).

45,7
,gé/@

W Direct Impact Eo’ 9’ «, @ DIE2) [ Indirect Impact Equipment [ No Impact Equipment
0

agyst Ant — &
(Impact Assessment  |FAT: [J Yes & & & Al2%): O Yes, @ No /
Results) Initial O (7] 42 4H7} CH): [ RA, W URS, [ DQ, W IQ, @ 0Q, [J PQ, M Calibration
Requalific dintenance(MH 244 M2t 9 SX|LHCHA): O RA, B URS, 0 DQ, B IQ, B OQ, ) PQ, M Calibration

& P& ofefel Efgyo) et AP AHeR 2RO, Z|HE22A DIE22 2RI HAYUILE WAIBCH
1) 2 FHlE pH 5 E vt TY 7|58 GEGRR 38 BH2 #/E

2) WH|o| 2H7t HAY 22 24 pH 5T FA0| 2T HE S HYHY e 0/E > U8

3) & ool M 2UEY U WHEE SHOOIEE HMEZ|SM0 71851 Lot 502 S 7§22 A8E.

ST O
Ebgd(Impact
Classification Rationale)

YW WA Start
v
o & E¢!(Identification) U2 HEEESEHE =R
e o4 Hoi(Boundaries) | AEX P AAEE BF S
4
FEE?t FEH 70| HEEYALE
2e {(Impact Assessment) oE 2R (Direct Impact System)
v
FHe| 02| &l

DIS1, DIS2 =+ DIS3

UHEBTALE
(Indirect Impact System)

YA A
» (No Impact System)
Y
354 HAYAE ANDY 2 > MM} Al % 2H

(Qualification Scope)

HALYI L AEH

* (DQ,1Q, 0Q, PQ % Requalification) 27

E & GEP(FAT/SAT) %
ST E EME
4CHA| {Documentation of
Impact Assessment)

e 9 gol > HAYWI EUAY $T Y BM3 A
EEC LT
UAHY 2Y 8 End
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MFDS2| ¥© & 131} EU GMP XU PIC/S GMP2| Annex150|M X|&stn Q&=
ICH Q Trio(Q8, Q9, Q10) 7|%to] MA/HHI| Z2ENAE +xol10 Y20,
Global 7}0| E2IQIE M H A8t Q= Modern Qualification2| 2 FAEHS

o2 o5z HETo YIS 20| HALYEI FHS N3 AYLICh

o ALEXI M 7HE U Zd(User Requirement Specification)
o 7|2 3 MM A AHE(Basic/Detailed Design Enhanced Review)
o MAMHII FeAIE U EMSH(Qualification Master Planning)

o X 2I¥ "7H(Quality Risk Assessment)

o HAMALHIL A=, +¥ U B XM (Design Qualification)

*

o 2HHMALHI}I A=, +¥ U B 1A (Operational Qualification)

&

AL
T
o MX|MAMEI}L A=, £3 9 B 1 A(Installation Qualification)
AL
T
AL
T

& 81 B M (Performance Qualification)

o AFEAAR WaH o] A&, £ 3 EAM(CSV)

® CCS(Contamination Control Strategy) 7|4t 27 2 L|E{& (Environment Monitoring)

o HI|H 4™ A’ H7(Perioridic Requalification)
® FAT & SAT A&, = U ENM(FAT & SAT)

® GMP S ALZHS(GMP Supervision)

m European
q Commission
LL}'&‘[C 1S Eudralex Volume 4 Annex 15
PE 009-11 Annex 15
Qualification and Validation

(Old Version) 2014.03.01

Qualification and Validation
(Old Version 2001.07)

PIC/S MFDS
(O1d) (New)
MEQIFELITA
P PIC/S & EMA ©
Fos H s N
& ommission (New) olotE Fx B BRIl Bt A
HEGEATH JI_AI Hz2019-52%

EMA, PIC/S: Annex 15
Qualification and Validation
239l 2015.03.30/4.01
E3YU: 2015.09.01

EE 13] HHdE7e EaldH ol
Y: 2019.06.28
¥: 2020.06.28

o 20153 7H7HE Annex 152 2019'd 7HFE EE 139 LHE2 SLE.
EU & PIC GMP = KGMP

Q8 Pharmaceutical Development

Y ICH
’ harmonisation for better health
Q9 AQuality Risk Management

WBW Q10 Pharmaceutical Quality System



HMANYIL ALY U 5

AL
T

MFDS2| & 131} EU GMP % PIC/S GMP2| Annex152} ASTM E2500 X %|4l 7}o| E210I9| @ FAIEHE 7|UtS 2 GEP+GMPL| IntegrationZi'd2

Modern Qualification Z1 &% ServiceE M3 =& L C}.

Good Engineering Practice (GEP)

. | Documentation Approval : Approval \ : '
Installation >: . as built” SAT Protocol >: SAT > SAT Protocol 1
. i Changes in - Handov . l Changes in Handov . -
: FDS ! er ! Equipment er ! :
: Changelog : ! Documentation : | :
i FDS, Rv. 0 E | Changing Single E i E
! i ' Documentation ! ' :
! ' Reference/ Example ! Example Efg.-gnc Changes in Equipment ! Changes in Equipment '
E E Attachment E -Parameter Test / - ttachm n Documentation E Documentation E
: : -Wﬂs: ! Program Test Changing Single ! Changing Single :
| | ! - Smem Access Test : Documentation ! Documentation i
Creation Approval Approval oq Approval Approval
1Q/0Q/PQ-Protocol vy Q 1Q-Report oqQ Supplement to SAT 1Q-Report PQ 1Q-Report
Good Manufacturing Practice (GMP)
Documentation-Requirements L User requirements spec. (URS)
P-Requirements ——_ Technical Date Sheet based on |
— Performance
Design-Requirements Market analysis Qualification
Factory Acceptance Test (FAT) Function Design Spedification L based | a
on o
Operational
Z — ‘ Qualification ‘
2 Design
= Qualification b
@
© calibration ® —] - Detail Engineering o0 O Installation
l o — *  Detail Specification Qualification
Ralationship to Risk Analysis g \ 7
Operational Qualification =
Test Protocol pe (CQ) L - Implementation
Test Report l Orders, Supplies, Commissioning

Test of all comconents
Test with original product

Performance Qualification (DQ) —» ‘ W’ﬂﬂw‘ﬁm{a

=4 FCA
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S2f/e™71(Quality Risk Assessment) 44
ICH Q9(Quality Risk Management)2| EE T H7IE 7|09t 2 MH|, A|AH] Zugsg 4348 23 5ol e
ol A4 o _ _ o - < =X A"E A > U=l IS H =
M =X| 4|, ZH| ! AFEA|AM| MAEEIL Meks gL ) ‘
7|s/CixQly 3/ 7 AR l 1 MBS AA
_E_E
o HH| Y A|AHIO| |nputl} OutputE TH}st CQA, CPPE &R/ J’ eV OEEVIPE i
(PHEESH) (HHEER)
o IWMESZa Eot
= QI Mo ™El oot
o 2ME CPP, CQAE S4HOE #32 MWD AUEE W} 1 ]
7 | y
o H7IE Q8 £=2 2 AHZ URS U MAMII} chA o 0|2 viY ATiO| CHE RN FT | HMESH > AMUE < HMESE | Ao oy AN I
v
& 74 M 1 M MM X|&2™Moz A= 9l ot
o MZ/dH7I} Life Cycle H 1PJ0M X|EHo 2 HF U #E| AT BIH €Y | JMBEH »  WME < HMEES | Ao BEyH A9l
v
#xyel 2te| I MEEH > X = I HEEF— #xyel 22|
Input 000 System Output
CMA CQA
CPP Input I—Process—>| Output
Critical Process Parameter | process Critical Quality Attribute
(CPP) (CQA)
- Item of RA Potential Failure Mode Potential Effect(s) of Failure SEV Potential Cause(s) of Failure occ mi Current Controls DET | RPN 2l Improvement Plan Molxt
Tracking No. QAHWIL O R LR sujol oi AN o | Nzt o] A ol wae | SO0 sixgel el s gflf of5 BP0l thet MBS 212 Hande
B 2 BEXNEM(CQA) Critical Quality Attribute
SRR He|7|F=0| &AL GMmP 70| E URS: 2t 79 9 M HHE 7|1FEUANE oY GMP AL &
SRuxte] H27IF U FHE|NYE RAO| YT / oloiE U atole aimtie | T GMP 2712l 3 J2|1 30| T HHES URSO X8 e
RABI MR R WHGMP X FAINEE |UHE HA KO YEEWI/ | 10 | o0 0 gdoig M= Sample Information for Sales 70 | wNo oo =Rus 27Al e wARAe m@.& ot o mgon/r:}:
s5817 2% GMPAAOIA] SR g X101 5L SolEe A - 0Q & PO HYM EE FY4Y SUAN A FY A= AFB | o 0
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MEX2 A M (URS) HLR 3

70’8 El MFDS2| & 131} EU GMP % PIC/S GMP2| Annex150 A &=
AI2XQ A3 ZAME A ZHH|o] ZXlo| WA QA S MXSID
71

F7I0 2N 7t 277t El= 718 2% M2 Fostn 5L

b

® URSE HMZA/gE7let Ee|noj el M fa0|2 7|&E

F

‘M| 6 o]

H~ & ZHlel F2 FE 224(CPP,

5.1 AE XL AL 7 F A

U, AL, YL, HAHY FHE METR PN FHN L/EE |5 FHA
of FHEt FHY B 22
FOf W2 /ERLE HEFTOE FHAY BRI YLk MEIR ML FHA

= Ze/hjoj& HFI/of ZX &7 2A7F ELf.

£ 0 EHAoM HF SO o/ E K= U FEEE

00 HzE2 ‘ User Requirement Specification(URS) 2 M ¥ S | URS-000-000
W& ™S |00
000 A|AH AL2XIQ T RZHA =% 4 | YYYY-MM-DD
SH2OA | Tl
3. SALEEIIE Sof =EE F2 QI XH(Critical Parameter from Risk Assessment)
RA SN OE HE &S HE
Tracking AEEI Uy =2
No. 7AE 29 | sz = | &z es
B =g & S4(CQA)_Critical Quality Attribute
A R 7 AtgH(Design Requirements) |
® XQA:21+2T,22+2C, 65%RH 0I5 -
RA-B3 | B4 255 ® AIE&:2242C, 65%RH 0I5t e Uez oo
& BA:22+43C ‘9?} i
KIS A& 2 Room Design Requirements 0ff
23 2+ AtgH(Process Requirements)
e Zol4:18~24T, 70%RH 015 .o
® AIE&:20~25C, 70%RH 017 % e 218
& THA:I15~25T < 6= 228
e =27|(6~88) Al 80%P KO s D&
HIEAEtS Room Des’ _\ .nents 0 S
Q\e
2.1 I 25 o®
%
- y&é 2PAHE
= % B2
2% ox&o 3 IAAME
18 C% 24 N2+ 21+27C/24 A2} f45849
A
20~25C/ 24 Al 2H 22+27C/24 A2} gy
ANEal 20~25C/ 24 Al 2F 22+27C/24 A2t -
22 HEA MUSE
27ARE
= HIZ
=3 RIAMS g IAME
HEg4 70% RH 0| &t 65% RH 0|at SIE~8 &) Al
=H2AME 80%RH
NEa 70% RH Ol &t 65% RH 0|&t olst g
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15 AL XFR TR A Q| R TAFE0| MA|o| HetstH

HHZA/SEIL THA oM = 52
A 2 M3} gLt SAHE RTM (Requirement Traceability

SE|A=%] G7tsta of

=
=
HFAl I} Raw DataE 7|8t 2 sl=

I

Matrix)
Otl Real Quality2 A$igtL|CL,

471223427} MA|ZIHDQ Results: Requirement Traceablity Matrix(RTM))
[AlARS| =2 =2 M2~ m2tHE{(CPP, Critical Process Parameter)_URS M| 1% 3.23 |

*Compliance to URS/Acceptable, No compliance to URS/Not-acceptable, Approved URS Deviation, N/A E& Others 71 £ 3Lt

dASM2 7E U oA FHMFaDs)lA 7@ 7 2 EAHAYY WAt

HZ YELE DQE th=et EM YRt

BRI ABT27FAMURS) " 2
A oqaa
1
Tacking | zemusy | oes |mes| I Q743 2% Requirement summary of URS) Summary of DQ Results DA (R
Ho. i ©Q History)
Supplier's Specification:Document Infarmation; A-1
AT TS (Cleanroom Pressure Differentials) . . oo e
1 TUE BER% 2T R4 10-15 P 47 aaE 1252 2sps | BT B SR TEA U EARAE AN
2) SRBTES HYEV M iy - = .
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Address : ZA7|&E QIFA| oML =2 13HHZ 65, 2& WA EOf0|
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