Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. 1906/23DM din _19.06.2023

Solicitantul iM ,,DUTCHMED-M" SRL, cu sediul

bd. Decebal 76, of. 807/808, MD-2038, mun. Chisinau, Republica Moldova

(adresa)
tel./fax: 022 522 022, e-mail: dutchmedm@gmail.com,
solicit Tnregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor
categorii si tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie
pe piata a:
Monitor pentru monitorizarea functiilor vitale:
- BeneVison N19; BeneVison N22.

Se anexeaza urmatoarele acte:
1) Autorizatie de reprezentanta emisa de producator (copie);
2) Certificatul de conformitate CE (copie);
3) Declaratie de conformitate CE pentru BeneVision N22/ BeneVision N19 emisa de
producator (copie).

Data 19.06.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre solicitant

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Prodan Sveatoslav
Date: 2023.07.03 14:07:07 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIERASPUNDERE

Solicitantul iM ,, DUTCHMED-M" SRL, cu sediul

bd. Decebal 76, of. 807/808, MD-2038, mun. Chisinau, Republica Moldova
(adresa)

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate
pentru notificarea dispozitivului medical:

1) Autorizatie de reprezentanta emisa de producator (copie);

2) Certificatul de conformitate CE (copie);

3) Declaratie de conformitate CE pentru BeneVision N22/ BeneVision N19 emisa de
producator (copie).

Sunt autentice si corespund realitatii.

PRODAN Sveatoslav - Director
Numele, prenumele si functia Semnatura

Data 19.06.2023
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October 11, 2022.

REPRESENTATIVE AUTHORIZATION

To whom it may concern,

We, the undersigned Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (“Mindray”)
with office at Mindray Building, Keji 12 Road South, High-Tech Industrial Park, Nanshan,
518057 Shenzhen, PEOPLE’S REPUBLIC OF CHINA, do authorize Dutchmed-M S.R.L.,
156, Cetatea Alba street, MD-2002, Chisinau, Republic of Moldova, to be authorized
representative for registration procedure, and to represent our products for sales, services of

installation and commissioning, maintenance and technical assistance on the territory of
Republic of Moldova.

Best regards,

........ A KR

Duan Liang NN .

General Manager 6f mmega Kwnw ing’Division, CIS 1 Region
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS CO,, LTD,
Mindray Building, Keji 12th Road South,

High-tech Industrial Park, Nanshan,
Shenzhen 518057, PR. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



A4/ 07.17

jillisUp TUMSUD TUVEED TUV SE® TUV SGBETUV SUD

3l TUV SUBBETUV SUDMEUV SUD v SUD

ZERTIFIKAT & CERTIFICATE &

-
<
-
™
—
oo
=]
(&=
L 4
o
(am]
=X
(]
TS
-
oc
[2N]
(&)
4
e
<
=
>
©
=
(-
o
(T8
(]
4
T

=] SR =2
YRR

A

‘A’ Benannt durch/Designated by
*

Y¢  Zentralstelle der Lander
* fur Gesundheitsschutz
bei Arzneimitteln und

‘A’ Medizinprodukten

X% *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, lIb or IIl)

No. G1 044751 0167 Rev. 02

www.zlg.de

Product Service

Manufacturer: Shenzhen Mindray Bio-Medical

Electronics Co., Ltd.
Mindray Building

Keji 12th Road South

High-Tech Industrial Park
Nanshan

518057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): P_atien? Monitori'ng Devices,
Vital Signs Monitor,

Center Monitoring System,
Telemetry Monitoring System,
Ambulatory Blood Pressure Monitor,
Pulse Oximeter, Temperature Probe,
SPO2 Sensors, Electrocardiograph,
Ventilator, Anesthetic Vaporizer,

Air compressor,

Ultrasonic Diagnostic Equipment,
Ultrasonic Transducer,

Digital Radiography System,
Radiography System

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: SH1905503
Valid from: 2019-11-13
Valid until: 2024-05-26

Date, 2019-11-13 c
'@l('\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH » Certification Body ¢ Ridlerstrae 65 « 80339 Munich » Germany Tov
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ZERTIFIKAT & CERTIFICATE ¢

** *** Benannt durch/Designated by
Zentralstelle der Lander

Ve |4 | * fur Gesundheitsschutz
== bei Arzneimitteln und
* Medizinprodukten

*
** *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, b or llI)

No. G1 044751 0167 Rev. 02

www.zlg.de

Product Service

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH = Certification Body * Ridlerstrae 65 * 80339 Munich « Germany




Declaration of Conformity-v4.0

Declaration of Conformity

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
EC-Representative:

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafle 80
20537 Hamburg, Germany

Product: Patient Monitor (Including Accessories)
Model: BeneVision N22 / BeneVision N19
Classification: [Ib  (According to Rule 10 of MDD Annex [X)

Conformity Assessment Route: MDD Annex [l excluding (4)

We herewith declare under our sole responsibility that the above mentioned products meet
the provisions of the Council Directive 93/42/EEC for Medical Device, as amended by
2007/47/EC. All supporting documentations are retained under the premises of the
manufacturer.
Standards Applied:
List of (harmonized) standards for which documented evidence for compliance can be provided as

attachment.

Notified Body: TUV SUD Product Service GmbH

Ridlerstrafle 65
80339 Miinchen, Germany
Notified Body No. : 0123

Start of CE-Marking: 2016-02-04

£
Place, Date of Issue: Shenzhen )/ﬁ,‘/ ' 7

M
Signature: -J(LV/.W ______

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Manager, Technical Regulation




Product:

Model:

Applied Standards:

EN ISO 14971: 2012
EN 1041: 2008

EN ISO 15223-1: 2016

EN ISO 10993-1:

2009/AC:2010

EN ISO 10993-5:2009

ISO 10993-10:2010

EN 60601-1:2006/A1:2013

EN 60601-1-2: 2015

IEC 60601-1-6: 2013

IEC 60601-1-8: 2012

1IEC 60601-2-10:2012

Patient Monitor (Including Accessories)

BeneVision N22 / BeneVision N19

Medical devices - Application of risk management to medical devices
Information supplied by the manufacturer with medical devices

Medical devices — Symbols to be used with medical device labels,

labelling and information to be supplied — Part 1: General requirements

Biological evaluation of medical devices - Part 1: Evaluation and testing

Biological evaluation of medical devices - Part 5: Tests for in vitro

cytotoxicity

Biological evaluation of medical devices Part 10: Tests for irritation and

skin sensitization Third Edition

Medical electrical equipment -- Part 1: General requirements for basic

safety and essential performance

Medical electrical equipment - Part 1-2: General requirements for basic

safety and essential performance - Collateral standard: Electromagnetic

compatibility - Requirements and tests

Medical electrical equipment - Part 1-6: General requirements for basic

safety and essential performance - Collateral standard: Usability

Medical electrical equipment - Part 1-8: General requirements for basic
safety and essential performance - Collateral Standard: General
requirements, tests and guidance for alarm systems in medical electrical

equipment and medical electrical systems

Medical electrical equipment - Part 2-10: Particular requirements for the

basic safety and essential performance of nerve and muscle stimulators




IEC 60601-2-25:2011

IEC 60601-2-26:2012

IEC 60601-2-27: 2011

ISO 80601-2-30: 2013

IEC 60601-2-34: 2011

IEC 60601-2-49: 2011

ISO 80601-2-55:2011

ISO 80601-2-56:2009

ISO 80601-2-61:2011

ISO 81060-2: 2013

IEC 62304: 2015

Medical electrical equipment - Part 2-25: Particular requirements for the

basic safety and essential performance of electrocardiographs

Medical electrical equipment - Part 2-26: Particular requirements for the

basic safety and essential performance of electroencephalographs

Medical electrical equipment - Part 2-27: Particular requirements for the
basic safety and essential performance of electrocardiographic monitoring

equipment

Medical electrical equipment - Part 2-30: Particular requirements for the
basic safety and essential performance of automated non-invasive

sphygmomanometers

Medical electrical equipment Part 2-34: Particular requirements for the

basic safety and essential performance of invasive blood pressure

monitoring equipment

Medical electrical equipment - Part 2-49: Particular requirements for the
basic safety and essential performance of multifunction patient monitoring

equipment

Medical electrical equipment -- Part 2-55: Particular requirements for the

basic safety and essential performance of respiratory gas monitors

Medical electrical equipment Part 2-56: Particular requirements for basic
safety and essential performance of clinical thermometers for body

temperature measurement

Medical electrical equipment-Part 2-61: Particular requirements for basic

safety and essential performance of pulse oximeter equipment

Non-invasive sphygmomanometers -- Part 2: Clinical investigation of

automated measurement type

Medical device software - Software lifecycle processes




1IEC 62366-1: 2015

Medical devices — Application of usability engineering to medical devices




|| Nr.

Numarul de catalog (referinta)*

Denumire generica (denumirea dispozitivului)

Denumire comerciala (brand)*

Modelul

[ cod GMDN*

Monitor pentru monitorizarea functiilor vitale
Monitor pentru monitorizarea functiilor vitale

Mindray
Mindray

BeneVision N19
BeneVision N22
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