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&) A european expertise for the quality of your IT projects
in the domain of pharmaceutical industry and campliance§

. We are committed to the compliance of our
. clients with the current regulations in all
. pharmaceutical activities from the research
. to the production of medicinal products.

Mourmeche is a Russian company created
- in 2008 by two frenchmen : Jérdme Pillard

and Fabrice Jansen, consultants in
OUR APPROACH IT Quality Assurance.

Our approach is based on the Standards, Norms, - 10 years experience in the pharmaceutical

. Guidelines and Best Practices used by the FDA . Industry in France, Belgium, Switzerland, USA

. and Europe Union : . and Hungary.

®" FDA CFR 11, GMP, GCP, GLP Our major clients were UCB, Glaxo SmithKline,

. ® FDA Guidelines . Sanofi Aventis, and Pfizer.

= GAMP Independent of all software editors.

®"ICH
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x5 ) OUR SERVICES : PHARMA IT CONSULTING

Security

Change Control

Tests & Validation

\ v / Infrastructure

FDA Compliance / Qualification
GMP, GLP GCP

Documentation

Management FOCT P 52249-2004
21 CFR 11

v

Quality Management

_ System
Audits, ISO 9001:2000
Assessments
IT Quality
.. ITIL, CMMI,
Training ISO 15504 « SPICE »
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a\ OUR SCOPE OF ACTIONS
‘/'a‘_‘

/ Manufacturing 21 CFRG2D1I1 : GMN a I
& Distribution FOCT P 52249-2004
21 CFR 11
Research & 21 CFR 58 : GLP
Development Electronic
Clinical Studies & GCP & ICH records
Pharmacovigilance Elect-ronic
: : 21 CFR 820 signature
k Medical Devices ISO 134852003 /

OUR EXPERTISE

ERP, Production management & Distribution Systems (SAP...)

Electronic Documents Management Systems (Documentum...)

LIMS (HPLC Millenium Waters, Watson PSSI...)

Weighing & Labelling Systems (XFP Elan...)

IT Infrastructure (computer rooms, virtual servers, SAN
- networks LAN WAN...)
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Who we are

Jérome Pillard, 35 years-old, is
graduated from Staffordshire
University, England (speciality :
Computing Science and progr-
amming). From 1997, he has
developed an expertise as an IT e \ , From 2000, he has developed an
QA consultant. = /| ; | ~JUY, e Tlas ¢

He has performed many # ' " | expertise in Validation and
assessments and audits of e ! Engineering for Computerized

' Fabrice Jansen, 40 years-old, is
graduated from La Sorbonne
(Modern Literature) and from
Innovaco Institute: Information
Management.

IT Quality Systems, for UCB, Merial, Stryker-Spine, Systems in the Health Industry:
Pfizer, Géodis, Aster-Cephac, Bouchara-Recordati.

> IT Infrastructure Qualification
He has performed Training in all his fields of expertise, » Validation of Computerized Systems
for Pierre Fabre, UCB, Laboratoires Boiron, Geodis, and » Implementation of Electronic Signature

as an IT QA expert within consulting companies. » Implementation of Quality Systems.

He has paticipated in numerous projects of Software

. .y As Quality Manager, he has working in USA , Belgium
Testin d System Validation (ERP, LIMS, Laborator : ) _ _
Systtlan?s?.r)]. ¥ idation ( y and Switzerland for Novartis, Aventis, UCB,Schering SA,

Galderma.

From 2001 to 2002, he worked as a Quality Manager in
GSK (GlaxoSmithKline) IT Department and participated in He was Systems Analyst during five years. He also

the implementation and follow-up of the IT Quality intervened as Microprocessing and Data Base Manager
System. during two years and as IT Manager.

In 2004, he created Validation department in TESCOM.

Since 2006, he lives in Russia.

Since 07-07-2007, he lives in Russia where he has
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Aster-Cephac

AstraZeneca

Aventis Pharma R&D

Bayer Pharma

Laboratoires Biocodex
Laboratoires Boiron
Laboratoires Bouchara-Recordati
Cetonia

Federa (Belgium)

Géodis

GlaxoSmithKline Biologicals
(Belgium)

GlaxoSmithKline France

Ibésis (groupe Beaufour Ipsen)
Imprimerie Tonnellier

THEY HAVE WORKED WITH US

Janssen-Cilag

Lipha (groupe Merck)

Merial

Novartis (in Switzerland)
Nufarm/SEAC

Pfizer (Pharmacia)

Pierre Fabre Dermo-Cosmétique
Porges

Sanofi Pasteur

Sanofi-Synthelabo Chinoin (Hungary)
Schering

Stryker-Spine

UCB Pharma (in Belgium, Switzerland
and USA)

Laboratoires Vétoquinol

CONTACTS

Email : mourmeche@vyandex.ru

www.mourmeche.com
Ten : +7-913-467-2383 (Jérome Pillard)
+7-909-532-5216 (Fabrice Jansen)
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