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Why choose Us?

Sisthema is a company for the Life Science world 
born in 1999 that offers to its Customers a 
complete service, from the Qualification and 
Calibration of production plants, to Auditing, 
Consulting and Training activities.

From year to year Sisthema has been able to 
innovate itself in order to meet the different 
market needs and especially the different needs 
of each customer. Thanks to the diligence, 
constancy and quality of the work done, the 
services’ offer provided by Sisthema has grown 
steadily over the years.

Since 2010 our company boasts a UNI EN ISO 
9001 certified Quality System for class EA35 for 
calibration and validation services.

In 2018, Sisthema also obtained the UNI EN ISO 
9001 certification for the EA37 class for training 
activities.

In 2020 the UNI EN ISO 9001 certificate for class 
EA35 was also extended to Audit services.

For Sisthema every Customer is unique. We 
provide our Customers with flexible solutions, 
enabling them to save time and money.

Sisthema’s strength are the people who are 
part of it: our qualified staff provides the 
Customer with an accurate support in every 
step of the work, from the request of a 
commercial offer until the completion of the 
activities.



CALIBRATION & VALIDATION

COMMISSIONING &
QUALIFICATION

With more than 20 years’ experience, Sisthema realizes 
the calibration of measuring instruments and the 
equipment validation  in order to be able to satisfy the 
needs of a constantly evolving sector.

Sisthema performs qualification activities of 
equipment, instruments, systems and process for 
pharmaceuticals, cosmetic, food and health companies.

Following the GMP Guidelines and in compliance with 
the ISO 14644-1:2015 regulation, Sisthema carries out 
environmental validations, checking the critical 
parameters and finding possible anomalies and 
problems in the plants.

Commissioning & Qualification activities of plants and 
equipment are essential to ensure the compliance with 
current regulatory standards and confirm that the 
drugs manufactured in them are suitable for the 
intended use.

Sisthema provides Commissioning & Qualification 
service for pharmaceutical, biotech and medical 
devices industries. Our approach is to achieve a 
balance between the requirements of the Customer, the 
regulatory requirements and industry best practices.

PLANNING:
URS preparation assistance and C&Q Plan 
development
QUALITY RISK MANAGEMENT:
Impact Assessments
COMMISSIONING TESTING/REPORTING:
Design Qualification (DQ)
QUALIFICATION TESTING/REPORTING:
Installation Qualification (IQ), Operational 
Qualification (OQ)
PROCESS PERFORMANCE QUALIFICATION:
Performance Qualification (PQ)
ACCEPTANCE AND RELEASE:
Approval of the whole project, start of production 
and subsequent release of the product on the 
market.
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AUDIT
During the years, Sisthema has gained a significant 
experience in the organization and execution of audits in 
different fields: pharmaceutical (API, finished products, 
excipients, packaging), medical devices, cosmetic and 
food.

Using a network of highly qualified auditors, some of 
which on site, Sisthema is able to perform audits all over 
the world according to the main regulations and the 
specific needs of the customer.

Sisthema gives also the possibility to its customers to 
purchase existing Audit Reports, upon agreement of 
the suppliers and the initial customers involved.

Indeed, in case a supplier is not very cooperative, the 
purchase of an audit report can be a good alternative.

This procedure is widespread, although carefully 
controlled.

If requested by the customer, Sisthema is available to 
schedule meetings or conference calls to make an even 
more careful and proactive evaluation of the activities 
to be done.

Sisthema guarantees its support also in the post-audit activities, by following the customer’s 
approval of the report, asking to the auditor for an integration, if necessary, and for the evaluation 
of the CAPA plan proposed by the suppliers in response to the deviations.

Indeed, the customer is involved in the 
preparation of the audits by completing 
specific forms to help the auditor to 
prepare the inspection according to his 
needs.
Sisthema’s strength is the possibility to 
perform Shared Audits: audits in which 
the auditor represents different customers.
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CONSULTING 
Sisthema is able to offer consulting activities in 
different fields of the pharmaceutical, cosmetic and 
food sectors.

Thanks to highly qualified consultants, we can support 
the companies with targeted projects or provide your 
personnel with an adequate training.

Our way of working is totally customer oriented. 
For this reason, we are usually used to do preliminary 
visits to our customers’ headquarters, in order to 
understand together the needs of the company and 

Sisthema also works with excellent Partners to:

euGMP

ISO9001
ISO13485

Sisthema has a team of Senior Trainers and 
Consultants who are able to design and customize 
Training programs in the following areas:

TRAINING
Thanks to the support of its Trainers, Sisthema organizes 
customized Training Courses according to customer needs 
in the pharmaceutical, medical devices, cosmetic and food 
sectors.

The methodology applied involves the following operational steps:

Analysis of Training needs

Design of the Internal Training Plan

Organization and planning of customized Training Courses

Support to the customer to obtain loans by the Interbranch 
Organizations

GMP
Quality and Production
Laboratory
Regulatory

Validation, Qualification and 
Audit
Distribution

GMP, Good Manufacturing Practices
Cleaning & Process Validation
Support in preparation of AIFA and FDA 
inspections
Batch Record Review
PQR, Quality Review, Root Cause 
Investigation and CAPA
Elemental impurities ICH Q3
Support in writing the SMF

Regulatory Activity for Dossier of Medication Registration and API
Toxicology and PDE studies
Medical Device registration dossier, Technical File drawing and PMC, Medical Device CE 
marking
Validation of Computerized Systems, ERP, SCADA and Excel sheets

Quality Agreement
Risk Management & Risk Assessment GMP
Supplier Audit
Data Integrity
ISO 9001 - ISO 13485 - ISO22716
GAP Analysis



Sisthema srl

Head Office: Via U. Visconti Di Modrone 33 - 20122 Milan - Italy
Operative Office: Via Giuseppe di Vittorio 70 - 20026 Novate Milanese, Milan - Italy

Telephone +39 02 3562759
E-mail info@sisthema.biz

www.sisthema.biz


