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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices {MDD), Annex [l excluding (4)
{Devices in Class lla, Ib or [I[)

No. G1 044751 0167 Rev. 02
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Product Senvice

Manufacturer: Shenzhen Mindray Bio-Medical

Eiectronics Co., Lid.
Mindray Building

Keji 12th Road South

High-Tech Industriat Park
Nanshan

518057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Product Cate jeg): Patient Monitoring Devices
gory( S)_ Vital Signs Monitor, r

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

Air compressor,

Ultrasenic Diagnostic Equipment,
Uktrasonic Transducer,

Digital Radiography System,
Radiography System

The Certification Body of TOV 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 1I. This quality
assurance system conforms to the requirements of this Directive and is subject to periadical
surveillance. For marketing of class [l devices an additional Annex 1l (4) cerfificate is mandatory. See
also notes overleaf.

Report No.: SH1905503
Valid from: 2018-11-13
Valid until: 2024-05-26
Date, 2019-11-13 R
Head o‘f Cerification/Notified Body
Page 1 of 2

TUV 80D Product Service GmbH is Notified Body with identification no. 6123

TV SUD Product Service GmbH « Certification Body » Ridlerstraiie 65 » 80339 Munich « Germany v
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EC Certificate

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

No. G1 044751 0167 Rev. 02
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Product Service

Fac"gty(ies): Shenzhen Mindray Bio-Medicai Electronics Co., Lid.
Mindray Building, Keji 12th Road South, High-Tech Industrial Park
Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC GOF CHINA

3

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

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

TUV SUD Product Service GmbH « Certification Body + Ridlerstrafte 65 + 80339 Munich » Germany




Vertimas i angly kalbos  lietuviy kalba

EC sertifikatas

Kokybeés uztikrinimo sistema

Medicininiy jrenginiy direktyvos 93/42/EEC Priedas II 18skyrus (4)
(ITa, IIb ar III klasés jrenginiai)

Nr. G1 044751 0167 Rev. 02

Gamintojas: Shenzhen Mindray Bio-Medial Electronics Co., Ld.
Mindray Building,
-Keji 12th Road South
Hi-tech Industrial Park
Nanshan
518057 Shenzhen
PEQPLE*‘S REPUBLIC OF CHINA

Produkty kategorija: Pacienty menitoravimo jranga, gyvybiniy funkcijy monitoriai,
centriné monitoravimo sistema, telemetrijos monitoravimo sistema,
ambulatorinio kraujo spaudimo monitoriai, pulsoksimetrai,
temperatiiros davikliai, SpO2 sensoriai, elektrokardio erafai,
ventiliatoriai, anestetinis garintuvas, oro kompresoriai, ultragarsiné
diagnostiné jranga, ultragarsiniai davikliai, skaitmening radiografijos
sisterna, radiografijos sistema

Sertifikavimo jstaiga TUV SUD Product Service GmbH skelbia, kad minétas gamintojas idiege
kokybés uztikrinimo sistema atitinkany produkty / produkty kategorijy kiirimui, gamybai ir
galutiniam tikrinimui pagal Medicininiy jrenginiy direktyvos MDD Prieda 1L Si kokybés
uZtikrinimo sistema atitinka atitinka Direktyvos reikalavimus ir yra periodinio tikrinimo objektas.
IIT klasés produkty pardavimui yra privalomas papildomas Priedo I1(4) sertifikatas, Zitréti pastabas
kitoje lapo puséje.

Ataskaitos Nr. SH1905503
Galioja nuo: 2019-11-13
Galioja iki: 2024-05-26

Data, 2019-11-13
/paraSas/ _
Sertiﬁkavir;lo .\;‘e-l-c;l;vé;;/iga_l}otas asmuo
Puslapis 1i§ 2
TUV SUD Product Service GmbH yra jgaliota jstaiga ir jos identifikavimo Nt. 0123

TUV SUD Product Service GmbH yra sertifikavimo jstaiga, Ridlerstrabe 65, 80339 Munich,
Germany




EC sertifikatas
Kokybés uztikrinimo sistema

(la, b ar IIT kiasés jrenginiai)
Nr. G1 044751 0167 Rev. 02

Veiklos vieta: Shenzhen Mindray Bio-Medial Electronics Co., Ld.
Mindray Building, Keji 12th Road South,
Hi-tech Industrial Park, Nanshan, 518057
Shenzhen, PEOPLE‘S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medial Electronics Co., Ld.

1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE‘S RESPUBLIC OF CHINA

Puslapis 21§ 2
TUV SUD Product Service GmbH yra jgaliota jstaiga ir jos identifikavimo Nr. 0123

TOV SUD Product Service GmbH yra sertifikavimo jstaiga, Ridlerstrabe 65, 80339 Munich,
Germany
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