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CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
onf‘ izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /sterlle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre;)nrrcy between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

Dr. Ing. Roberto Cusolitg
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



®EAEPAABHASL CAYKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
S =
PETHCTPALUHOHHOE YAOCTOBEPEHHE

HA MEAWULIMHCKROE U3 AEJIME
ot 07 nekabpsi 2015 roxa Ne @CP 2011/11306
Ha mMeauuuHCKOE H31enme

Kpacureas Azyp-Jo3un no Pomanosckomy (MuuuMen-P)
no TY 9398-003-29508133-2011

HacTosiimee perucTpalHOHHOE Y0CTOBEPEHHE BbIIaHO

O6uiecTBO ¢ OrpaHHYenHHoii oTBeTcTBenHocTHI0 "MunnMen"

(000 "MuuuMen'"'), Poceus,

241520, Bpsinckas 06aacts, Bpsinckuii paiion, ¢. Cynoneso, yJ. Ilocceitnas, a. 17A

IpoussonuTens

O6mecTBO ¢ OrpaHHYeHHOIT 0TBeTCTBeNHOCTHIO "MunnMen"

(000 "MunuMen"), Poccus,

241520, Bpsickas o61acTh, Bpsuckuii paiton, ¢. Cynoneso, y.1. Ilocceitnas, a. 17A

MecTo NpoM3BOCTBA MEAUIIMHCKOTO H3JICIHs
241520, Bpsinckas o6aacts. Bpsickuii paiion, ¢. Cynoneso, nep. Komcomoabckuii,
a. 7, kopm. 2-a

Howmep perucrpauuorntoro aocse Ne P/1-9275/51846 ot 18.11.2015
Bua MeaununcKoro usaenus 232730

KJ1acce MOTEHIMATBHOTO PHCKA IPUMEHEHHS MEIMITHHCKOrO u3enus 3

Koz O6mepoccuitckoro Kiaccu(pukaropa NpoAyKIHH UL MEAUIHHCKOT0 H3ACTHS 93 9816 »
|
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PykosoauTens DexepanbHoi
1o Hag30py B cepe 3ApaBooxpane




EC Certificate TOVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Products: Products for self-testing
- Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex IV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16 S~

TillystraRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of 2

10/020h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utili




EC Ce rtIfICate Tl'.'lVRheinIarc?d

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Diren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG Warehousing and logistics
Bahnstr. 120
52355 Diren

Germany
Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16

& 7 :
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 2 of 2

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'lndustria,12 — 35020 Arzergrande (PD) -
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via dell'Industria,12 — 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia

4265/5

Italia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo
sottovuoto. Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e
produzione di terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo
ematico. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in
plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi
per articoli in plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological
liquids and urine samples. Production of test tubes for micro-collection of haematological samples. Design and
production of Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids
analysis. Design and production of culture media for microbiology. Design and production of sterile needles and
devices for collection of haematological samples. Trading of the products of the Group: diagnostic kits, culture media
for microbiology, plastic disposable labware, test tubes with predetermined vacuum and sterile needles. Design and
production of moulds for plastic labware. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
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Vincenzo Delacqua
Rappresentante Direzione / Management Representative
ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it

CisQ
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LENTE ITALIANO DI ACCREDITAMENTO !

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves
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