CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
IT IS HEREBY CERTIFIED THAT THE QUALITY MANAGEMENT SYSTEM OF

BIO CHEM S.R.L.

VIA GABRIELE JANNELLI, 586 80131 NAPOLI (NA) ITALIA

21746/10/S

NELLE SEGUENTI UNITA OPERATIVE /IN THE FOLLOWING OPERATIONAL UNITS

VIA GABRIELE JANNELLI, 586 80131 NAPOLI (NA) ITALIA

E CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015

PER | SEGUENTI CAMPI DI ATTIVITA / FOR THE FOLLOWING FIELD(S) OF ACTIVITIES

CISQ is a member of
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

Per informazioni sulla validita
del certificato, visitare il sito
www.rina.org

For information concerning
validity of the certificate, you
can visit the site
www.rina.org

Per i requisiti della norma non
applicabili al campo di applicazione
del sistema di gestione
dell'organizzazione, riferirsi alle
informazioni documentate relative.

Reference is to be made to the
relevant documented information
for the requirements of the
standard that cannot be applied to
the Organization's management
system scope

EA:35

PROGETTAZIONE ED EROGAZIONE DI SERVIZI DI CONSULENZA IN AFFARI REGOLATORI, COMPRESA LA
FARMACOVIGILANZA, PER L'OTTENIMENTO DELLE AUTORIZZAZIONI PER LA PRODUZIONE E/O
COMMERCIALIZZAZIONE DI PRODOTTI REGOLATI DAL MINISTERO DELLA SALUTE: PRESIDI MEDICO
CHIRURGICI, COSMETICI, BIOCIDI, MEDICAL DEVICE, INTEGRATORI ALIMENTARI, MEDICINALI VETERINARI - E

DALL'AGENZIA ITALIANA DEL FARMACO: FARMACI, MEDICINALI OMEOPATICI.

DESIGN AND PROVISION OF CONSULTANCY SERVICES, INCLUDING PHARMACOVIGILANCE, IN REGULATORY
AFFAIRS TO OBTAIN PERMITS FOR THE PRODUCTION AND/OR MARKETING OF PRODUCTS REGULATED BY THE
MINISTRY OF HEALTH: MEDICAL-SURGICAL PRODUCTS, COSMETICS, BIOCIDES, MEDICAL DEVICES AND
MEDICAL FOOD SUPPLEMENTS, VETERINARY MEDICINES AND BY THE ITALIAN MEDICINES AGENCY: DRUGS,

HOMEOPATHIC PRODUCTS.

La validita del presente certificato € subordinata a sorveglianza periodica annuale / semestrale ed al riesame completo del sistema di gestione con periodicita triennale
The validity of this certificate is dependent on an annual / six monthly audit and on a complete review, every three years, of the management system
L'uso e la validita del presente certificato sono soggetti al rispetto del documento RINA: Regolamento per la Certificazione di Sistemi di Gestione per la Qualita

The use and validity of this certificate are subject to compliance with the RINA document : Rules for the certification of Quality Management Systems

Prima emissione Antonio Paolella

First Issue 06.08.2010 Manager, Napoli Certification
Emissione corrente

Current Issue 25.07.2016

Data scadenza

Expiry Date 24.07.2019

FEDERAZIONE

RINA Services S.p.A.
Via Corsica 12 - 16128 Genova ltaly

ACCREDIA ¥
L'ENTE ITALIANO DI ACCREDITAMENTO '

SGQN° 002 A SSIN° 001G
SGAN° 002D DAP N°001H
PRD N° 002 B PRS N° 066 C
SCRN° 003 F LAB N° 0832
SGE N° 008 M ISP N° 069E

Membro degli Accordi di Mutuo
Riconoscimento EA, IAF e ILAC

Signatory of EA, IAF and ILAC Mutual
Recognition Agreements

CIsQ

www.cisg.com

CISQ ¢é la Federazione ltaliana di Organismi di
Certificazione dei sistemi di gestione aziendale
CISQ is the Italian Federation of
management system Certification Bodies

Form CERSISGE-06/2016
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and
CISQ/RINA
hereby certify that the organisation

BIO CHEM S.R.L.

VIA GABRIELE JANNELLI, 586 80131 NAPOLI (NA) ITALIA

has implemented and maintains a

Quality Management System

which fulfills the requirements of the following standard

ISO 9001:2015

in the following operative units

VIA GABRIELE JANNELLI, 586 80131 NAPOLI (NA) ITALIA

for the following field of activities

DESIGN AND PROVISION OF CONSULTANCY SERVICES, INCLUDING PHARMACOVIGILANCE, IN REGULATORY AFFAIRS TO OBTAIN
PERMITS FOR THE PRODUCTION AND/OR MARKETING OF PRODUCTS REGULATED BY THE MINISTRY OF HEALTH: MEDICAL-SURGICAL
PRODUCTS, COSMETICS, BIOCIDES, MEDICAL DEVICES AND MEDICAL FOOD SUPPLEMENTS, VETERINARY MEDICINES AND BY THE
ITALIAN MEDICINES AGENCY: DRUGS, HOMEOPATHIC PRODUCTS.

Registration Number: |T-70148
First Issue :  2010-08-06 Current Issue : 2016-07-25 Expiry Date : 2019-07-24

The status of validity of the certificate can be verified at http://www.cisq.com or by e-mail to fedcisq@cisq.com
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Michael Drechsel Ing. Claudio Provetti
President of IODNET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium APCER Portugal CCC Cyprus
CISQ Italy CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE Mexico SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




