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*Product Realisation: Achievement of a product with the quality attributes appropriate to meet the needs of
patients, health care professionals, and regulatory authorities (including compliance with marketing
authorisation) and internal customers requirements. (ICH Q10)

**Continual Improvement: Recurring activity to increase the ability to fulfil requirements. (ISO 9000:2005 /
ICH Q10)

**https.,/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-

activities/warning-letters
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GMP Information

THEZEMM HE HOE S22 GMP B F2 8 T YR E CI31 20| 7|&5RA2L] HFo T3
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L2 gz0l £20/ £/2/cF $ZHEIL). DA ZEEE @2FEHAIE AHEA, @2 aaE AlE]

Ol= FDA &= 2021 9 & 15 YAtE2 2FEtA0| 9|%E MZEYXL Laboratorio Pharma Iternational At d1ME
LHUCE A SH2 FDA Of OTC QUE MEAE SEE[O UCEH Of SFO Chgt 2020 & 11 & 6 X}
FD&C Act 704(a) 4) 7|& X 7|t FE F" 0| M2t MEE 7|52 X ZASH 21}, 9|%E «GMP 2| SCH%H
QIgto| 2QlE|0f ZUME LML AOMOM FE XX L8 O3 2Lt
S o] AN ZUOIE, FDA = 22 ol 6 E 16 YXE O] &9 2E HES ¢ %4_7'_(Import Alert)66-40"
2[2E0 ZFICH

* 1 (BX F) FD&C Act 704(a)4)0f /8t RE : HALO] SN S22 HAIE LfAS FDA & HAME J/F & FE8 k7

* gt
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24
HAIE 7182 O SZUMe CHE HT2lYE 2o g 22 2g’EE M=ot UAZ= 7|55t ULt
-SHE M=o 2(of CHoiAM = do| Sthhe Cheol 2F0 3dtd MAlE 7|52 pEEN HFHE M=
=27t EEgs 2ot AKX fCh ofE =W ZLEHZ S ofo| chist of2fel 27t =EEO UK
B RACH

LY 27| HHZ0| wHS= IHIK 8 M0 S-EIE AlE2 H|pE ALZRH 2[stn zgxo=z
2a/g 2ot Ak FI7t Lo tisfMe ZH0|EA “Non-Penicillin Beta-Lactam Drugs : A CGMP Framework
for Preventing Cross-Contamination” & &Z3}7| HZtCL Of2f AO|EO|M FEE €S = UCL

https://www.fda.gov/media/79971/download

Laboratorio Pharma International SRL

Warning Letter 320-21-57 September 15, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/laboratorio-pharma-international-srl-614766-09152021

* k&
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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

H7| UYA S¢U HE 13HZ 65, 25 (HYs, WAEO0|LY) / TEL 031-446-7200/ FAX 031-446-7210
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F8 Items

GMP 3%, AEH Sol thet 24 % AXILIY AS

EH0|X] U A=A

www.secglobal.co.kr

204 Mets IR /HIE MH A7 L A HMEAUX
0l 20| M Y API Plant, GMP ZH|/Hi 2 &H| 22 & AlS | 031-351-9341
=R D=2 X Mate R4 A|AH A|AE M 9 A|Z MEOIRK www.haedongwater.co.kr
SlsHIAEZX| 125 =&AL E, CIP/SIP Al A R AS 2| 031-386.3901
AFS{H|OHO| Ao ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) 7| A &H| 27, Al www.optimu.co.kr
e e == 3, FAT/SAT, SZ=4HH| HEYH / MASE 7[HHHl SA 02-6230-7070
HE71AH H|
MEZ[RA oo | EESE MZEH| JlsMHAx 2 HE www.sartorius.co.kr
T 2|OtH}o| 2 H| =0e Filter Validation Service 031-622-5700
= AZ MY S2 o9 318 So| AXAH[0f AFELC www.artsanitary.com
O}E M|L|E}2 OFHS =N -, @&, TT -, = o oLl =
HEMUER e o, HERIRY 9 YAF dA 9 HE HEUH 031-434-2800
UESu ojAts HH 7|, D%’.‘PI, AEY|, UMY, He HE¥EFEI § 44 A www.sjpmt.com
HE M 032-508-1284

SAtO[ 1A

0
ol
jin

Bioreactors & Fermenters, Centritech Separation System,
Chromatography System, Isolator, Autoclaves, Y& Q7% ¢
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data

Acquisition) & Z|EMH|A I HE

www.youngscience.com
032-624-4500

Computerized Syst

AZ KR A|AE MES, POP S2| M7, AX| U FAT/SAT

www.saehimit.com

AMBIRH T A SIES
I - (e PN BN T XY 043-217-9953
GMP & Validation 714%
HIO| @ W I E 2174 0] &2 A, Global GMP System, Qualification & Validation, gmvv@bg?s:uppp;;:tc;k;r
- oo ian HME| -CO.
CSV, QRM, PQS, Mock Inspection 7AEZ 031-446-7200
GMP A Decontamination
O171 sas g | VHP 232D %’3‘:-% Eﬁl_i%xl Clp 2L COP M, www.deconsns.com
Bowie-Dick Test Pack 52| EE, SSCHA{H|IA 02-2047-6300
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