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GMP & Validation Consulting / Solution Services
We know what YOU need in the area of GMP & Validation.
We offer a full scope of GMP & Validation Consulting / Solution Services.

As of Jun 2024

HIO| @M ZE = s F4 E17|(Turnkey)
oA} 2 A} ZEHE A

24'4 3741174 A} 10274

GMP & Validation Consulting/Solution Project Reference:
More than total 1,190 projects
New/Remodeling GMP Facility Consulting(Turnkey Project); 415/2| 222 GMPH| =4 GMPa&'Ez|H|o|d SEHALY
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, IQ, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops, Injections
gz:ifi';n GMP Facility for AP
(Conceptual GMP Facility for Biopharmaceuticals, Cell Therapy & Gene Therapy(ATMP, CGT)
Design) GMP Facility for Health Functional Food & Medical Devices

Enhanced Design Review of Basic & Detailed Design/Facility Design
Good GMP Facility Commissioning Consulting + Planning Execution & Reporting
E':ag:iﬁzzggm Utility System and Equipment Functional & Design Specification(FDS) Analysis & Documentation
Solution FAT / SAT and Pre-Delivery Inspection Planning, Execution & Reporting

GMP Facility Engineering Management & Supervision Service

Validation Master Planning + Quality Risk Management Master Planning

QRM Planning, Execution & Reporting(Facility, Utility System, Equipment, Process etc.)
Qualification URS & Design Qualification Execution & Documentation
Consulting Installation & Operational Qualification Execution & Documentation

Performance Qualification Consulting, Execution & Documentation

Requalification & Revalidation Consulting, Execution & Documentation

o Cleaning Validation Consulting & Documentation

ggll':t?;':n Process Validation Consulting & Documentation

Computerized System Validation Consulting, Execution & Documentation

Validation Management System & Quality Risk Management System Consulting & Documentation

_ GMP & Validation Training + Survival GMP Workshop(Knowledge Sharing)

gm:uﬁ:,i:‘gﬂon Data Integrity Management System & SOPs Consulting + Data Integrity Mock Inspection

GMP Mock Inspection/ Vendor Audit

Pharmaceutical Quality System(PQS) Consulting(Policy, SOPs, Form; Preparation, Review, Training)
— QbD Consulting(Partnership)
‘E;j'ﬂﬂ Contamination Control Strategy (CCS) + Advanced EMP & Bioburden Control Consulting

GMP Digital Transformation Solution Consulting
Collaboration PharmaBio Supply & Value Chain Collaboration Business(X|2fH[0|2 S S A2 &)

GMP &
Conceptual & Validation

GMP Facility
Project
Planning

Qualification
& Validation
Consulting

GMP & PQS
Basic Design Master Consulting

Planning
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