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Honest Globe, Inc.

WARNING LETTER March 15, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/honest-globe-inc-597177-03152021
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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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