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®  Data Integrity and Compliance With CGMP Guidance for Industry(Draft), FDA, 2016,
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usP 1058 ANALYTICAL INSTRUMENT QUALIFICATION
EMA Eudralex - Volume 4 Good manufacturing practice (GMP) Guidelines. Annex 11: Computerised Systems
EDQM Validation of Computerised Systems Annex 3: Validation of computers as part of test equipment
GOOD PRACTICES FOR COMPUTERISED SYSTEMS IN REGULATED “GXP” ENVIRONMENTS
PIC/S PIC/S GMP GUIDE, Annex 11: Computerised Systems
PIC/S GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP
ENVIRONMENTS 202107
® Working document QAS/16.667, GUIDELINES ON VALIDATION - APPENDIX 5, VALIDATION OF
WHO COMPUTERIZED SYSTEMS, 2016
® WHO Technical Report Series 996, Annex 5 Guidance on good data and record management|
practices, 2016
GXP Data Integrity Guidance and Definitions 2018-03
MHRA 3. The principles of data integrity: The organisation needs to take responsibility for the systems used and

the data they generate. The organisational culture should ensure data is complete, consistent and

accurate in all its forms, i.e. paper and electronic
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GMP Information
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483 EMo| o= ZF weYCt SHACE 2Lt HH2 OHE 220 7[FE =0 Cfsi AS5HX| UuC
fEoh 483 2O Ot E#2 O3ar Z2 Olfgz FXHESL o ZHel ME XS o MHFA
HEEXE NGO @2 H, 5= Zge 4 7HXel M=E oefEel fledd B/E HAlSH] @2 H, £
Mz 2Hel HALE 2AlsH HEXt ol s =55 =S RJY=X0f oigt 2= |Aels LiefsiX| HRt7|
M=o FHESHCt
BuMe| EHH
B1Meol HHC2 2 ChgS MAlgHEL
o X E2|Xt7h F7|HO[D WFSHA ZUEZSHE CAPA A=l O A=lo= §3| Chg Alds E35t=
A0 Fot. dH/AME ds EHMel MET =, ZaFel 2| dAL oY {2 2F =
H|/AIE Q=ep =0 Ciet AZ[H -t =& Zof, R 245 22X =0 oot M E A"
o A O[Op7|Tt 55 EYT AFE AKH2R HYists A= HAOM OE FE2 FHOA =0
2Ol RALE
o == EATH 47bK|Q MZE 2F0 CHSIO] AlE =X| ER OjfE ZFots Add &7t

=0l HEE 7|52 X0
FD&C Act 704 (a) (4) of the FD&C Act21 U.S.C.374(a)4)0l 2|3t 7|22

2730 EPF—P Mz 27t CGMP Of
%

Hotsiotn W2t K| ERt7| WE0| FDA & 2020 d 9 & 30 20| O] 3&2 =2 Z1 (Import Alert) 66-40 2
YR HACE FHH2ZE 21 CFR 211.165*2 O|M 275t= 2¥Ee =55 AYHS=E =4 HO[H<2
Z0{7t QKo st EHo| LIEIRCE 2t = 210 SE0| 2 = 0|50 £t =9 Ald AntE
Zo5td F=7F HIO|HE =01 MZEYCL FDA = O|= O| SOl HAE HARED Ol HMAIE 7|52
XO|E H7t A 0] 3EE2 ¢ d10AM HMeISt= A0l E2X| OfFE EISH7| ISHAMACE ALt HAF Aot
HNE= AlHZnte fasE JARs YHEKX| AUCEH HALY %*M MAEoz HEE 7152 HAMM 2 7|51
UKX|SHX| URUACE FDA Q| fIEF sijZ0o| Tt= & WNtX| o] 3FE =288 =50 H=Ct

IEAT) FD&C Act704(a)4), 21 US.C374(@)4)0] Szt RE: HAI0 SA =2 HAIEZ Lj8I0 FDA &

YNBIE 7|5 EE FEE 27 + U
“ABIIF) 21CFR 211.165: /S4FS| 2t HX/0f fef FoF Hof 2t 25 829 IS, H22 Bes IYE

HE JlTol Het ofRE 27 Fgt AlgE HAE A

[CGMP HMHE FH)

Qldto] E4of et 21 CFR 211340 A=l XS Zx= AMEHEES 18010 Y2 HItstd, CGMP 2712
S5 5 YTE X|ste AO0| ELCt =3t FDA £ AHAS #E HHHETF 2HY MEto] cGMP XTHdof Chsl
ZAMoR MAE ot FDA O CHS 3|ALS| & HEHE oiZst7| ™o HA|st CAPA o &E Y BE8HES
Torg As AT
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AEHEE ArEottt dfA 2lA7F CGMP & EFoi0F S t
&M CcGMP =8 B3| f3 ZE 2 AlAE 22

totel= A2 OFLICE O] 2[ALS]
) 5
*IEXIE) 21CFR 211.34 ANEEL 281 1] £ Zg/0/ 20/of B}

i

BBC Group Limited

Warning Letter 320-21-53 August 4.2021
https://www.fda.gov/inspections-compliance-enforcement-and criminal -investig ations/warning-
letters/bbc-group-limited-614659-08042021
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www.biosupport.co.kr / gmp@biosupport.co.kr

GMP & Validation Consulting Scope

New GMP Facility Consulting(Turnkey Project)
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, 1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops 8 Injections

Conceptual Design

Execution or Review GMP Facility for APl / Biopharmaceuticals / Gene & Cell Therapy

GMP Facility for Health Functional Food / Medical Devices

Enhanced Design Review of Basic & Detailed Design of GMP Facility

Validation& Qualification Master Planning Consulting(Quality/System Impact Assessment)

Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution

Installation & Operational Qualification Execution / Performance Qualification Consulting & Execution

Computerized System Validation Consulting & Execution

Cleaning Validation Consulting / Process Validation Consulting

Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting / Environmental
Monitoring Process Consulting & Execution / Disinfection Efficacy Validation Consulting

GMP & Validation Training / GMP Mock Inspection / Vendor Audit

Pharmaceutical Quality System(PQS$S) Consulting

GMP Facility Commissioning & Engineering Supervision Service GMP & Healthcare Technology

H7| UYA S¢U HE 13HZ 65, 25 (HYs, WAEO0|LY) / TEL 031-446-7200/ FAX 031-446-7210
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of7|EmgY P [HY) VUL HLHAUN =28

= W U (HH)o FnYEHES st YHel SRo|L YR FHESHAZ| HEEL|CL
g HB CH 20| At F8 Items EHox| X A=A
GMP 3H, AMEH S0 oot 4 % AXLIY A5
AO[M MNate FRHIT AH] M QAR M2k www.secglobal.co.kr
Y ESIP 185 | API Plant, GMP Z=H|/Hi2t HH| 274 3 AS 2| 031-351-9341
=R D=2 X Mate R =22 A|AH A|AE A 9 A|Z MEOIRK www.haedongwater.co.kr
HEH2 =2 182 | MZESAIAH, CP/SIP AIAE M7 2 AR BB e
2HoiH|H O] 2o ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) Z|Z|&H| A7, A| www.optimu.co.kr
T 2E) ST | 3, FAT/SAT, SZEH| MM / MLST ZIAEH SA 02-6230-7070
Ht71AH EH|
MEZ[RA oo | EESE MZEH| JlsMHx 2 HE www.sartorius.co.kr
T 2|OtHtO| 2 Hl =0e Filter Validation Service 031-622-5700
o AL [ 22, S 38 S9o| HEMH|0| AFEL = www.artsanitary.com
O}E M|L|E}R OFHS ==V =, @I, TT 4, = o =) = =
FEMHE °° 2, HiEA X HAF EA A AME YU 031-434-2800
MEiore ojAs X7, D%’.‘PI, YT, UMY, WE 2EEEI § 24 & www.sjpmt.com
HE HEUH 032-508-1284
Bioreactors & Fermenters, Centritech Separation System,
AFO| O A PSE= Chromatography System, Isolator, Autoclaves, ‘4=t % www.youngscience.com
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data 032-624-4500
Acquisition) & Z|EMH|A I HE
Computerized System
N e AZE 2| A AE MES, POP S9| M7, AX| Sl FAT/SAT www.saehimit.com
A °E!7HE7 A °|_|'—7£—2 = ooAn_ [=N] I o '
feg=rls B 7S MHA HEYH 043-217-9953
GMP & Validation T4
HIO| QW ZE 21740 7HE & A, Global GMP System, Qualification & Validation, gmvv@bg?s:uppp;;:tc;kkrr
- (=R . 24 M E| .CO.
CSV, QRM, PQS, Mock Inspection 7AEE 031-446-7200
GMP A Decontamination
C171 s&s 7y | VHP SR, 232 YU A2=H, P L COP MAHA, www.deconsns.com

Bowie-Dick Test Pack 52| HE, EZO & A{H|A

02-2047-6300
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