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K S K BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters l aﬁﬁlll
(Class lla and Class |Ib Devices) /YN D)

No. G10 044751 0176 Rev. 04

Manufacturer: Shenzhen Mindray Bio-ﬁéﬂjcal

Electronics Co., Ltd
Mindray Building
Keji 12th Road South

High-Tech Industrial Park
Nanshan —
518057 Shenzhen ¥%2.%
PEOPLE'S REF’UBLIC OF GHINA

SRN Manufactu'?“r ﬂN‘-fMF 000014156

Authorized Shanghai In’tsmatlorral Holding Corp. GmbH (Europe)
' Eiffestralé\80,20537 Hamburg, GERMANY
Representative: VY /

The Certification Body of TUV SUD F’rﬂdu’at Serwce GmbH certifies that the manufacturer has
established, documented and mplemenqtm:l a'quality management system as described in Article
10 (9) of the Regulation (EU) 2017/746 on ‘medical devices. Details on device categories covered
by the quality management system are,described on the following page(s). The Report referenced
below summarises the result of the! assessment and includes reference to relevant CS, harmonized
standards and test reports. 1 1e confarmity assessment has been carried out according to Annex IX
Chapter | and Ill of this regulation, with a positive result.

The quality management-system dssessment was accompanied by the assessment of technical
documentation for devices Selected on a representative basis.

The certified quality mmagement system is subject to periodical surveillance by TUV SUD Product
Service GmbH The *aurvenlﬁnce assessrnent shall also mclude an assessment c-f the technical

il ! =
- . T i ] ¥ -
1:"\1]- IR I', L N C
LN M1 LI Ly

SUD Group have tg'be complied with. ! NG
_:ﬁjﬂ*{)dél?m 0176 Rey. ,f}g

For details and (’fm:lrf cate validity see: www.tuvsud.com/ps-cert?g=c

Renort Na SH2405511 x | - /

Pre&gdlrm Certlflcate No.: G10 044751 0176 Rev. 03
Hﬂ%lldfrom 2024—1 1 “21 Digit.ally signed by ITTO(.l aaaaaaaaaaaa
«,_  Valid until: 2029-11-20
“_~Date of Initial Issuance: 2019-11-21

cCthL\/

Christoph Dicks
Issue date: 2024-10-08 Head of Certification/Notified Body
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. w 'ﬁ"j.i" " Benannt durch/Designated by
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o2 Y * BS-MDR-099
Product Service
EU Quality Management System Certificate (MDR) |
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters 4 ar?ﬂ,lll
(Class lla and Class llb Devices) "N D
No. G10 044751 0176 Rev. 04
Classification: Class b \
Device Group: Z120302 - VITAL SIGNS MON_ITC}RING iNSTRUMENTS
Intended Purpose: The patient monitor is intended §or moﬂﬁonng displaying,
reviewing, storing, alarming and trahsa‘ernng of multiple
physiological parameters .
Classification: Class IlIb
Device Group: Z120302 - VITAL S"IGNS MONITORING INSTRUMENTS
Intended Purpose: The Vital Signs Momt’o{ i&’intended for monitoring, displaying,
reviewing, stonng alarmlng and transferring of multiple
physmloglcal par,ame“ters
Classification: Class- Hb N
Device Group: Z1203B2 V}TAL SIGNS MONITORING INSTRUMENTS
Intended Purpose: The' Ce;wtral Monitoring System is intended for monitoring vital sign
_mforn'fhtabn
Classification: - (ﬁass b
Device Group: V. 2120306 - VITAL SIGNS TELEMETRY INSTRUMENTS (ECG,
7/ /) NIPB, EtCO2, Sp0O2, RESPIRATION,...) " 07| 2.
Intended Purpose: ./ The Telemetry Monitor is intended fu:::,;Arfh::fﬁteﬂring]fJi:l-r'é|::fla3,tllr{g"“\,A
I reviewing, storing, alarming and transferfing of multiple.7..\ %
physiological parameters / :1-;;*;_.-_;_.--. J -
el _ /%Y
\Jﬂ}\h _ ’l':, ' j'f
Classificatiun" 'y | Class lla “\ff“‘*——— "J#Hw”f
Device Gréup; 7120503 - ELECTROCARDIOGRAPHS ™ e
Intended PurmEe ' /
Clas:glfmatlon Class IlIb
Deme Gfoup: C020401 - EXTERNAL CARDIOVERSION DEFIBRILLATOR
| ELECTRODE PADS
In_te_pded Purpose: The external defibrillation paddles are intended for connecting with

the patient and the defibrillator/monitor to perform defibrillation
therapy and ECG detecting.

Classification: Class b
Device Group: Z120302 - VITAL SIGNS MONITORING INSTRUMENTS
Intended Purpose: The pulse oximeter is intended for continuously monitoring, spot

checking, displaying, storing and transferring oxygen saturation
and pulse rate of single patient.
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Benannt durch/Designated by

Rl lof Zentralstelle der Lind
'ﬁ-" ""H’ e FELISTE MG Qe JLVEC] 'i.
\ -._ , filr Gesundhensschutz =
w === ?r bet Arzneimittelnund =
ﬁ"ﬁ' w‘ﬂ' Medizinprodukten
K % K BS-MDR-099

R

Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chaptere  § EIH&{J

(Class lla and Class IIb Devices)

No. G10 044751 0176 Rev. 04

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Clasmfmatmn

24 % ;SUPPORT INSTRUMENTS

e

Class lIb N
V030102 - BODY TEMPERATURE MQNITOR]NG PROBES

The temperature probe is mtended ;fer €ontinuous patient
temperature measurement and centrm applications.

Class lIb N/
Z120302 - VITAL SIGNS MONITORING INSTRUMENTS

The SpO2 Sensoris. inagendecl for connecting with Mindray medical
devices that support SpO2 measurements for measuring the
arterial exygen eé‘turetlen and pulse rate of patients.

130 ANAESTH ESIA AND PULMONARY VENTILATION
SUF’_‘T INSTRUMENTS
The' vettilator is intended for providing ventilation assistance and

_N_Breatﬁhg support for patients.

_-\....‘__*.__‘ 1 "-:':.- _.-:".:Il
F I
b Y
:-,::*\.Ch Ss I Ib

N
7120301 - ANAESTHESIA AND PULMONAEWENTIL#TJON:
i i N o ‘

H‘;}*'L.-l"u‘

g dry and clean h:ghj 3

si -machine and prevl/a‘r/"

" The air compressor is intended for deli
pressure air to the ventilator or anesth
breathing support for patient.

Class lla

Device Grﬁﬂp Z110401 - ULTRASOUND SCANNERS
Z110402 - ULTRASOUND PROBES
Intendeg Eugpese: /
Clasalfleﬁtmn Class lIb
D&vlcé Group: Z110311 - DIRECT DIGITAL RADIOLOGY (DR) SYSTEMS

) “Classification:

Device Group:

Intended Purpose:

Page 3 of 4

The Radiography System is intended for performing radiographic
X-ray examinations on all pediatric and adult patients.

Class lla

Z120204 - INSTRUMENTS FOR THE ACQUISITION AND
MANAGEMENT OF ENDOSCOPIC AND MINIMALLY INVASIVE
SURGERY IMAGES

/

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

TUV SUD Product Service GmbH « Certification Body * Ridlerstrafte 65 « 80339 Munich « Germany
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w d.b & Benannt durch/Designated by

W -\H-r Zentralstelle der Liinder 3

-._ fiir Gesundheitsschutz L

W ——t— w bei Arznemmittelnund &
H'ﬂ' : ‘H’ Medizinprodukten 2

* kT BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters V anﬁ;ll
(Class lla and Class lIb Devices) / NS

No. G10 044751 0176 Rev. 04
Classification: Class lla N\ )

Device Group: R030102 - AIR/JOXYGEN MASK,S Amp NASAL CANNULAS
Intended Purpose: /

; X
F ! Fd iy =
% .-' ! B o, e
" r, -
W ',:_.-"'f 3 :=..5."~“.r~_
% J N
-, '
" ¥ i

i
«..;.

Classification: Class Ila
Device Group: V030101 - THERMOMETERS,/
Intended Purpose: / w N
«;u} '*f”“‘ J
Classification: Classlla , N/ )
Device Group: Z120301 - ANAE*STHESIA AND PULMONARY VENTILATION
SUPPORTW3TWMENTS
Intended Purpose: / N
Classification: Class !Ib
Device Group: __zlzoﬁm 'ANAESTHESIA AND PULMONARY VENTILATION
BJJP’RORT INSTRUMENTS
Intended Purpose: VA ) he ‘Anesthesia System is a device used to
adf*nlnlsterto a patient, continuously or inter y,-a-genec;
= “*w inhalation anesthetic and to malntau;r& bﬁhent u@nﬁ!aétiloﬁfj wough
_ /<///" /mechanical or manual ventilation. /f ) g 4
i ﬂf‘-:::{i y 4 /. T,
| sﬂ’%t'ﬁ':;f - g / *-'.f,'
1‘ > h - ol r!f
The validity of thlssug,emf t,;ate -none- N - g
depends on conditiofig:and/or N 130305 S
is limited to tha fo i:rwlng
; ; m. : }
Revlsmn Hlsfwy
Rev. Daté’d Report Description
00 (20%9-11%21 SH1905502 -
01 '2021-10-28 SH2005505 -
CE "ME@UZ 22 SH2205506 Supplemented: Device(s)/group of

device(s) added

;.‘ HS "‘2?]24-0?-05 SH2105504/SH2305506 Restricted: Product(s) reclassified
v\ Supplemented: Device(s)/group of
N, Y device(s) added
/ /| o4 2024-11-21 SH2405511 Renewal of certificate

Supplemented: Device(s)/group of
device(s) added

Page 4 of 4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body * Ridlerstrale 65 * 80339 Munich * Germany TOV®



		2026-06-19T15:42:42+0300
	Moldova
	MoldSign Signature




