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1. PURPOSE

The purpose of the Quality Policy is to define and communicate Valpharma Group’s commitment to
the quality of its products and services. It represents a key document for establishing a quality culture
within the organization and ensuring that staff work towards the same goals of excellence.

2. SCOPE OF APPLICATION

All companies of the Valpharma Group (VG):
Valpharma S.p.A. (VSA)

Valpharma International S.p.A. (VINT)
EuroHolding S.p.A. (EH)

Erbavita S.p.A. (EV)

AmoErbavita S.p.A. (AE)

3. DESCRIPTION

Valpharma Group aims to consolidate its leadership position in the development and production of
modified-release oral solid drugs and nutraceutical products.

The company places the Quality of its products and services offered as a central element for achieving
its mission.

The success of the Quality System can only be fully achieved through its integration with Health and
Safety systems and Sustainability principles. To this end, Valpharma Group takes responsibility for en-
suring the effectiveness of the Quality System by promoting the following fundamental principles:

« Compliance with applicable regulations and specific requirements for products and services;

+ Continuous training and active participation of human resources through professional development
programs;

+ Process approach, managing business activities as an integrated and coherent system;

+ Continuous improvement based on data analysis and “risk-based thinking” principles.

Valpharma Group is committed to ensuring:

+ The safety and efficacy of pharmaceutical and nutraceutical products, ensuring patient protection,
final consumer;

+ Customer focus, meeting requirements and exceeding expectations: closely collaborating with custo-
mers to define and manage new projects and maintaining compliance with Marketing Authorizations
for their products in relevant markets;

+ Innovation: constantly managing and updating its production and control facilities to maintain ne-
cessary certifications in compliance with regulations and for continuous quality improvement;

+ The development of new products for both pharmaceutical plants with a backup logic;

+ The development of synergies with the Supply Chain to ensure adequate suppliers while attemp-
ting to shorten logistics chains to maximize quality and minimize Supply Chain Disruption risk (as
highlighted during pandemic events);

+ Synergies between pharmaceutical plants by implementing alignment policies and sharing related
to policies, company procedures, software purchases, equipment, and tools;

» The complete integration of the Quality Unit with the R&D function to optimize new product deve-
lopment processes and ensure regulatory compliance.

To achieve these objectives, Valpharma Group is committed to providing adequate and appropriate re-
sources (human, financial, material, facilities, and equipment) to continuously implement and improve
the effectiveness of the Quality System.



Valpharma Group also promotes the integration of sustainability requirements into quality manage-
ment practices to ensure high-quality products and solutions that also preserve the environment and
promote community growth near our activities.

Furthermore, Valpharma Group’s pharmaceutical companies, for maintaining international pharma-
ceutical production authorization, comply with general regulations for the pharmaceutical industry and
local decrees based on the product export country:

1. General regulations

EudraLex - Volume 4 - Good Manufacturing Practice (GMP) guidelines;

UNIEN ISO 9001:2015;

UNIEN ISO 45001:2018;

D.lgs 81/08 - Consolidated Law on Health and Safety at Work - TUS (valid only for Valpharma Interna-
tional S.p.A.);

Law February 18,1998, n. 31 - Framework law on workplace safety (valid only for Valpharma S.p.A.);
Italian Medicines Agency (AIFA) - Local decrees;

GxP Computerized Systems GAMP;

European Pharmacopoeia;

British Pharmacopoeia;

United States Pharmacopoeia; ISPE - International Society for Pharmaceutical Engineering;

WHO guidelines;

PIC/S GMP Guides;

ICH Guidelines.

2. Local regulations (not included in PIC/S convention)

Ministry of Health, Labour and Welfare of Japan (MHLW) - Local decrees;

Japanese Pharmacopoeia;

China Health Authority (NMPA) - Local decrees (valid only for Valpharma International S.p.A.);
Chinese Pharmacopoeia;

National Health Surveillance Agency (ANVISA) - Local decrees (valid only for Valpharma S.p.A.);
Ministry of Health of the Russian Federation (MHRF) - Local decrees (valid only for Valpharma S.p.A.).

Actions necessary to maintain authorizations (local regulations) are agreed directly with customers, in
compliance with general regulations.
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