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Table 1. lllustrative guide to manufacturing activities within the scope of Annex 2A

FE“"'I" ‘;: Application of this Annex (see note')
Gene therapy: tlur:"l DNAI
mRNA
preparation

Gene therapy:
in vivo viral M,,m "d“mmg
vectors

Gene therapy:
in vivo non-

viral vectors
naked DNA,

fbophxﬁ manufacturing
polyplexes,

etc.)

Gene therapy: | Donation,
ex-vivo procurement and
genetically testing of starting
modified cells | tissue / cells

Donation,
Somatic cell procurement and
therapy testing of starting
tissue / cells
_ Donation,
I:?;:r’:e procurement a_ncl
products testing of starting
tissue / cells

ZX: PIC/S GMP Annex 2A MANUFACTURE OF ADVANCED THERAPY MEDICINAL PRODUCTS FOR HUMAN USE(2022')).
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GMP Information
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https://www.fda.gov/media/112426/download
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Proquimes S A Productos Quimicos Especializados S.A.

Warning Letter 320-21-39 April 5, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/proquimes-s-productos-quimicos-especializados-sa-610069-04052021
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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, C8V, CV, PV and/or PQS Consulting]

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

HI7|E UM ST HE 138HZ 65, 25 (HYs, WAEO0|2Y) / TEL 031-446-7200/ FAX 031-446-7210
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www.secglobal.co.kr
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www.optimu.co.kr
02-6230-7070
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Filter Validation Service

www.sartorius.co.kr
031-622-5700
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www.artsanitary.com
031-434-2800
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www.sjpmt.com
032-508-1284
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Bioreactors & Fermenters, Centritech Separation System,
Chromatography System, Isolator, Autoclaves, 4420t %+ ¢
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data
Acquisition) & 7|EMH[A 3 HE

www.youngscience.com
032-624-4500

Computerized Syst
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www.saehimit.com
043-217-9953

GMP & Validation

HIO| M E

JHE A, Global GMP System, Qualification & Validation,
CSV, QRM, PQS, Mock Inspection 744 &

www.biosupport.co.kr
gmp@biosupport.co.kr
031-446-7200

GMP Al Deconta
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VHP ST EddH|, ¥32 % A=, CIP R COP MAEHA|,
Bowie-Dick Test Pack §2| EZE, EZ LA AH[A

www.deconsns.com
02-2047-6300
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