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O9tE MZEYA ClolH 2tM4d HWIEX|E, 2020-10-28
) 21 CFR Part 11 ELECTRONIC RECORDS; ELECTRONIC SIGNATURES
FDA ® 21 CFR Part 11 ELECTRONIC RECORDS; ELECTRONIC SIGNATURES-Scope and Application
®  Data Integrity and Compliance With CGMP Guidance for Industry(Draft), FDA, 2016,
USP 1058 ANALYTICAL INSTRUMENT QUALIFICATION
EMA EudralLex - Volume 4 Good manufacturing practice (GMP) Guidelines. Annex 11: Computerised Systems
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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 GMP GUIDE, Annex 11: Computerised Systems

PIC/S GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP ENVIRONMENTS
202107

PIC/S

[} Working document QAS/16.667, GUIDELINES ON VALIDATION - APPENDIX 5, VALIDATION OF
COMPUTERIZED SYSTEMS, 2016

® WHO Technical Report Series 996, Annex 5 Guidance on good data and record management practices,
2016

WHO

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

IHSHOIN LE, HIEH T2 GMP B F2 L8 5 YRE 131 20| V2L Y0 HEHA

7| HpgrLchE2 E=Journal of Pharmaceutical Technology)Oll AIXHE! 2AD0A LE L 5).

FDA, O|=2| 2|9FF HMI=UXt0| ZnM e

Exf ¥ 0 FaME OfE S50 £E&80/ £/2[2F YZEL
O9YYE 2 W9 AH, @2/fFS 2t A= E2IAE, @9/FEF HFEAY

0= FDA= 20213 3& 18YALZ D[=2| 2|°fF M= YAt Biolyte LaboratoriesAtO Z1ME ZLAHZULE FDA=
2019 128 9~18Y I 2020E 28 1390 SAtS| DIA|ZtE SEES AlAlSH At OIA4E GMPL| FL{TH 28t

= 2olstn FIME LHRUCE FDAE 2020 13 9LA SAS| HBAME U= A=, =8 AIZEX7}
Z0E0f AZS AUCE. ZRMOM X HE F2 &2 Ci3a ZC.

HAREO| ot2fel LiES EESHX|T 0|0 Zote|X|22 B2 2[fF cGMP (21 CFR parts 210 and 211) 92
K| MLt

1) 2|eFE2o| Z+ HiX|of CHol =3t o, Z4 fREdEe LY, TS ZFsts AF2 2T 7o Mgt
£ ZHES7| fIgt A"S HASHX] §%ACEH (21 CFR M4 211.165(a)2] 2 LEF)

AL

SME 24 FEdES 324 A 2 S =g SFREAYS HABH] @1, OTC Z20/%FS ESHUL
g S8, FLUSHEE 4% Rdzel 529 A H7HAP2 St To| HAZX| @EC

FO|9FE0l A8 80| et otstut DldEsHy f4S Zgole ZE SEEY0 MK E 2EF5H7| 2/
Algsts A2 E50|CH, (FDAL| di4d). 2of=F2o| Zf HiX| AldS HABH §tenz, xTHE w40 M
Sta, DA A E3tt7|o PR o R7F =2 Fotot

483 EA{0f CHst EtA
483 MO et HHOM= API2] SEE1t F7tAe SO U= FDA SEAGYAA AHE 2AIBIES
o

4832 M0 CY

s
483 MO Chet g2 FHESICE SN HMetet sHgEl Aol HE3itks 2HE MAISHA| HRALL

JMof chst B
ZAM0f g EHOAM of2f &S HMAIZ A
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E

OTC ¥ SF 82 Y (homeopathy) 2% E9| M =0 O|8kl= Zt |20 CHl MO = 3t 7tX|C] QAANHE HA|St
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Biolyte Laboratories, LLC

WARNING LETTER Case# 603584, March 18, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/biolyte-laboratories-llc-603584-03182021
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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
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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 fionib ety
AFSIH[OHO| 2os | ICR BCR(GMP, GLP, HACCP, BIOHAZARD) 7| A 28| &7, Al www.optimu.co.kr
e 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 A7, D%’.‘PI, 7], 4M7|, e ZYEHY 5 24 2 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£—£P_ = OOAI_ = i = '
feg=rls B 7S MHA HEYH 043-217-9953
GMP & Validation T4
HIO| @ W I E 2174 0] &2 A, Global GMP System, Qualification & Validation, gmvv@bg?s:uppp;;:tc;k;r
- (=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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