<>
greiner

BIO-ONE

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

o the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD)
(Directive Certificates) and

e the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Greiner Bio-One GmbH

Bad Haller StralRe 32
4550 Kremsmiunster
Austria

AT-MF-000024608

Nipro Medical Industries Ltd.
Tatebayashi Plant 2-19-64, Matsubara,
Tatebayashi-shi, Gunma, 374-8518
Japan

Manufacturer name

Manufacturer address

Single Registration Number (SRN)

Production Location

Notified body name

TUV SUD Product Service GmbH

Notified body number

0123

Directive Certificate number
to which this confirmation is made

G2 029670 0035 Rev.00

Original expiry date as indicated on the Directive
Certificate prior to the extension of the validity

26t May 2024

End date of extended validity / transition period

31st December 2028

Page 1 of 3




<>
greiner

BIO-ONE

We, as the manufacturer declare under our sole responsibility:

e for the above listed Directive Certificate the conditions for the legal extension of validity as
required in Article 120.2 of the MDR are met and

» the listed devices in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

The Directive Certificate covering the listed devices was issued after 25 May 2017, was valid on 26
May 2021 and have not been withdrawn afterwards.

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of Annex
VIl MDR for conformity assessment has been made for the devices listed in the attached schedule and
signed written agreement is in place in accordance with Section 4.3, second subparagraph of Annex
VIl MDR before 26 September 2024.

» Quality Management System (QMS)
A QMS in accordance with Article 10(9) MDR is in place.

> Devices as listed in the attached schedule

» The devices continue to comply with the MDD.

* There are no significant changes in the design and intended purpose.

e The devices do not present an unacceptable risk to heaith or safety of patients, users or other
persons, or to other aspects of the protection of public health.

This document is valid until 30t June 2024.

tein
Kremsmiinster, 17t May 2024 ®) S %%

Daniela Gossenreiter
Head of Regulatory Affairs

Greiner Bio-One GmbH
Bad Haller StraBe 32
A-4550 Kremsmiinster
Tel.: ++43(0)7583/6791-0
Fax: ++43(0)7583/6318
www.gbo.com
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Schedule of Devices
The above Manufacturer’s Declaration is valid for the following devices:
Identification of Directive Original expiry Notified Body Notified Body name End date of Substitute Device(s)
the device(s) Certificate date as name and and number where the | extended validity / | (if applicable)
(e.g., product number to which | indicated on the | number that MDR application was transition period
category) this confirmation | Directive issued the lodged/contract
is made Certificate (s) Directive signed
prior to the Certificate
extension of the
validity
VACUETTE® G2 029670 0035 261" May 2024 TOV SUD TOV SUD Product 31st December 2028 | Not applicable
Multiple Use Rev.00 Product Service Service GmbH with
Drawing Needles GmbH with identification number
identification 0123
number 0123
VACUETTE® G2 029670 0035 26t May 2024 TOV SUD TOV SUD Product 31st December 2028 | Not applicable
VISIO PLUS Rev.00 Product Service | Service GmbH with
Need es GmbH with identification number
identification 0123
number 0123
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Product Service

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or I}
No. G2 029670 0035 Rev. 00
Manufacturer: Greiner Bio-One GmbH

Bad Haller Strale 32

4550 Kremsmunster

AUSTRIA

ilitv(i . Greiner Bio-One GmbH

FaCIllty(leS). Bad Haller StralRe 32, 4550 Kremsmiinster, AUSTRIA
Product VACUETTE® Blood Collection System:
Category(ies): VACUETTE® Multiple Use Drawing Needles,

including VACUETTE® VISIO PLUS Needles

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and lll devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: 713152781
Valid from: 2018-09-19
Valid until: 2024-05-26

Date, 2019-09-19 / / A

Stefan Preil®
Head of Certification/Notified Body
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Zertifiziervertrag

Grundlage fir die Zertifikatserteilung ist die Priif-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils glltige Fassung der
Prif- und Zertifizierordnung an (www.tuev-
sued.de/ps_regulations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielle Voraussetzung fiir die Giiltigkeit

des Zertifikates:

e Gultigkeit der zitierten normativen
Prufgrundlage(n) ist gegeben

und zusétzlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Prifzeichens bzw. bei

Zertifikaten fir QM-Systeme:

» Voraussetzungen fir vorschriftsmaBige
Fertigung werden eingehalten.

» Die Fertigungs- bzw. Betriebsstétten werden
regelmaBig Uberwacht.

Certification contract

Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www.tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUV SUD Product Service Certification
System.

Requirements for the validity of the certificate

in principle:

o Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

o Conditions for an adequate manufacturing are
maintained

e Regular surveillance of the facility is performed
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Contrato de certificacao

A certificagcdo se baseia nos Regulamentos de
Testes e Certificagdo do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a verséo atual dos
Regulamentos de Testes e Certificacdo do Grupo
TUV SUD (www.tuv-sud.com/ps_ regulations) e
assim, torna-se parceiro no Sistema de Certificacéo
de Produtos e Servicos TUV SUD.

Requisitos para a validade do certificado (em

principio):

e Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificacdo e para certificados

de SG:

e Condicbes de fabricagédo adequada estdo
mantidas.

¢ Auditoria de monitoragao realizada
regularmente.
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