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Certificate

No. Q5 078672 0011 Rev. 00

Froduct Senine

Holder of Certificate: Shenzhen Urion Technology Co., Ltd.
Floar 4-6th of Building D
Jigle Science & Technology Industrial Zone
Ma_3, ChuangWei Road
Heshuikou Community, MaTian Streat
GuangMing Mew District
518106 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

. Ehenzhen Uricn Technology Co., Ltd

Fac““ﬁlas] Floor 4-6th of Building D, Jiale Science & Technology Indusirial
Zone, Mo.3, ChuangWel Road, Heshulkou Community, MaTian
Street, GuangMing New District, 518106 Shenzhen, PEQPLE'S
REPUBLIC OF CHINA,

Certification Mark:

Scope of Certificate: Design and Development, Production and
Distribution of Digital Blood Pressure Monitors and
Infrared Thermometer

Applied Standard(s): eniso 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(IS0 134B5:2016)
DIM EM 150 134852016

The Certification Body of TUV SUD Product Service GmbH cerifies thal the company mentioned
above has established and is maintaining a guality managemeant system, which meets the
requirements of the listed standard(s). See also notes overleal.

Report No.: GZ18179CNO1
Valid from: 2018-08-06
Valid until: 2021-02-08

[ oo

Date, 2018-08-06 Stefan Preif
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TOW 500 Product Service GmbH » Certification Body « Ridlerstralie 65 » 0339 Munich « Germany



Certificat
Nr. Q5 078672 0011 Rev.00

Detindgtorul Certificatului: Shenzhen Urion Technology Co., Ltd.

Domeniul de aplicare a cerificatului: Crearea si dezvoltarea, producerea si
distribuirea Tonometrelor digitale si termometrelor infrarosu

Standardele applicate: EN 1SO 13485:2016

Utilaje medicale- Sistem de management al calitatii — Cerinte pentru scopuri
de reglementare (I1SO 13485:2016)

DIN EN I1SO 13485:2016

Organul de Certificare al Tuv Sud Product Service GmbH certifica ca compania
mentionata a instituit s mentine un system de management al calitatii care Intruneste
cerintele standardelor citate.

Raport Nr: GZ18179CNO01

Valabil de la: 06.08.2018
Pina la: 02.08.2021
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ZERTIFIKAT ¢« CERTIFICATE

Product Senice

EC Certificate

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

G1 078672 0012 Rev. 00

Manufacturer: Shenzhen Urion Technology Co., Ltd.
Floor 4-6th of Building D
Jiale Science & Technology Industiial Zone
Me.3, ChuangWei Road
Heshuikou Community, MaTian Streel
GuangMing New District
518106 Shenzhen
PEOPLE'S REPUBLIC OF CHIMA,

il H - Shenzhen Urion Technology Co., Lid.
Faﬂllltyl:mﬁ]- Floor 4-6th of Buillding D, Jiale Science & Technology Industrial
Zone, Na.3, ChuangWei Road, Heshuikou Community, MaTian
Street, GuangMing New District, 518106 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

Product Category(ies): Digital Blood Pressure Monitors,
Infrared Thermometer

The Cetification Body of TOV 50D Product Service GmbH declares that the aforementioned
manufaciurer has implemented a quality assurance system for design, manufaciure and final
inspection of the respactive devices / device calegores in accordance with MDD Annex Il. This guality
assurance system conforms to the requirements of this Directive and is subject to pericdical
survaillance. For marketing of class ||| devices an additional Annex |l {(4) certificate is mandatory. See
also noles overleaf.

Report No.: GZ18179CN01

Valid from: 2018-08-06

Valid until: 2022-02-07

Date, 2018-08-06 / / 4
Stefan Preil
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TOW SUD Product Service GmbH is Nolified Body with identification no, 0123

TUV SUD Product Service GmbH = Certilication Body - Ridlerstraie 65 + B0339 Munich » Germany



Certificat EC

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, 11b or II)
G1 0787672 0012 Rev. 00

Producator: Shenzhen Urion Technology Co., Ltd.
Categoria de produse: Tonometre digitale, termometre infrarosu

Organul de Certificare al Tuv Sud Product Service GmbH declara ca producatorul
mentionat a implementat sistemul de calitate pentru crearea, producerea si inspectare
finala a produselor/categoriei de produse sus-mentionate in conformitate cu
Directiva 93/42/EEC cu privier la Dispozitivele Medicale, Anexa Il. Acest system
de asigurare a calitatii intruneste cerintele Directivei si este periodic expus inspectiei.

Raportul Nr. GZ18179CNO1

Valabil de la: 06.08.2018
Pina la: 02.08.2022




DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC CONCERNING
MEDICAL DEVICES

“ MANUFACTURER: Shenzhen Urion Technology Co., Ltd.

ADD: Floor 4-6th of Building D, Jiale Science & Technology Industrial Zone, No.3,
ChuangWei Road, Heshuikou Community, MaTian Street, GuangMing New District, 518106
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

MEDICAL DEVICE: Infrared thermometer

MODLE: UFR101,UFR102,UFR103, UFR105 UFR106,UFR1186,
UFR118,UFR205

CLASSIFICATION - ANNEX IX: CLASS 114, RULELO

CONFORMITY ASSESSMENT ROUTE: ANNEX II(EXCLUDE II. 4)

WE, THE MANUFACTURER, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE 93/42/EEC
CONCERNING MEDICAL DEVICES;
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
WE ARE EXCLUSIVELY RESPONSIBLE FOR THIS DOC.

NOTIFIED BoDY: TUV SUD PrRODUCT SERVICE GMBH
RIDLERSTRABE 65, 80339 MUNICH, GERMANY

IDENTIFICATION NUMBER 0123
(EC) CERTIFICATE(S): No. G1 078672 0014 Rev. 00
EC | REP
EUROPEAN REPRESENTATIVE:Shanghai International Holding Corp. GmbH (Europe)
ADD: Eiffestrasse 80, 20537 Hamburg, Germany
START OF CE-MARKING: MARCH 30, 2018

PLACE, DATE OF DECLARATION: SHENZHEN, MAR

SIGNATURE: Malik {
NAME: MR. MALK




Declaratia de conformitate
cu Directiva Consiliului 92/42EEC
cu privier la utilajele nedicale

Producator: Shenzhen Urion Technology Co., Ltd.
Dispozitivul medical: Termometru infrarosu

Model: UFR101, UFR102, UFR103, UFR105 UFR106, UFR116, UFR118,
UFR205

Clasificarea in Anexa IX: CLASA a ll-a, Regula 10

Categoria de evaluare a calitatii: ANEXA 11 (exclusive 11.4)

Prin prezenta, noi, Producator, declaram ca dispozitivele medicale mentionate
indeplinesc transpunerea in legislatia nationala, prevederile Directivei Consiliului
93/42/EEC cu privire la dispozitivele medicale; toata documentatia justificativa
este pastrata la sediul producatorului. Noi suntem responsabili, in mod exclusive,
de acest document.

Organul notificat: TUV SUD Product Service GmbH
Numdrul de identificare: 0123
(EC) Certificat(e): No. G 1078672 0014 Rev. 00

Reprezentantul European: Shanghai International Holdong Corp. GmbH
(Europe)

Locul si data Declaratiei: Shenzhen, 09 Martie 2021 TAOLROTN
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