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Project
Duration

Mock Inspection - USA Market

Project scope

7-11 months
(dependant

Involves a pharmaceutical company seeking to bring a product, manufactured in Europe, into the US
on the mock

market for commercialisation. The primary objective is to evaluate the compliance of the US GMP with , .
inspection

the quality system, facilities, equipment, and quality control laboratory that is involved in the product lte)
results

manufacturing process

Project Phases

Phase 1. Phase 2:
Mock Inspection Remediation Plan Implementation
1 months 6-10 months (dependant on the mock inspection results)

Project Outline

Mock inspection has been carried out and cover the following systems:

Packaging & labelling
Quality control

Materials management
Production

Quality System
Facilities and equipment

Identification of GAPs to upgrade the company in 21 CFR 210-211 compliance. Establishment the CAPA plan.

Remediation Plan

Preparation of Key quality SOPs: Employee training: 21CFR210-211, risk management and

practical application of qualification & validation activities

Documentation Management Recalls

Change control Product release (facilities, equipment and manufacturing process).
Deviations management Training

CAPA Supplier qualification

Preparation of VMP for the project in which the main

Conclusions

qualification and validation activities related with the

elements of the site, the methodology to carry out the
qualification and responsibilities have been defined.

Facilities, equipment, critical utilities and analytical
instruments have been qualified and validated according to
the industry current practices and regulatory requirements.

Analytical methods, manufacturing and packaging
processes have been validated according to the industry
current practices and regulatory requirements.

If you are interested in more information
about cases like this one, please email us.

Rephine have carried out a mock inspection based on
systems, mainly the quality management system and
its capacity for the management of exceptions, such
as deviations, changes, OOS and in general, any event
considered outside the routine. As a result of the mock
inspection, a CAPA plan has been defined. Rephine
has provide external support (providing resources and
expertise) to achieve a Quality System according to 21
CFR 210-211 and the facilities, equipment and utilities
qualified to be used in manufacturing process of the

product to be commercialised in US market.

enquiries@rephine.com

ww\w.rephine.com
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Quality System
Facilities and equipment

Materials management
Production

Packaging & labelling
Quality control
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Change control Product release

Deviations management Training

CAPA Supplier qualification
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