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ZERTIFIKAT & CERTIFICATE

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib ar 1l

No. G117 1202231 002

Shenzhen Greatmade Tech limited
3rd Floor, Building B

Baifuli Industrial Zone, Shanghenglang

Huahui Road, Dalang Strest

Longhua Mew District

Manufacturer:

518109 Shenzhen, Guangdong Province
PEOQPLE'S REPUBLIC OF CHINA

Prolinx GmbH
Brehmstr. 56

40239 Duesseldorf
GERMANY

EC-Representative:

Product
Category(ies):

Spol sensor

The Certification Body of TUV SUD Product Service GmbH declares thal the aforementioned

has i a quality system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical il . For of class Il devices an additicnal Annex Il {4) certificate
is mandatory. See also notes overleaf.

Report No.: GZ1728501

Valid from: 2018-04-11

Valid until: 2023-04-10

Date, 2018-04-11 i
Stefan Preifl

TOV SUD Product Service GmbH is Notified Bady with identification no. 0123
Page1of2

T0v 50D Product Service GmbH - Zertifizierstelle . Ridlerstrafie 65 - 80339 Miinchen - Germany
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ZERTIFIKAT & CERTIFICATE <

EC Certificate

Full Quality Assurance System
Directive 93/42[EEC on Medical Devices (MDD), Annex [l excluding (4)
(Devices in Class lla, Ilb or 1)

No. G117 1202231 002

Facility(ies): Shenzhen Greatmade Tech imited
3rd Floor, Building B, Baifuli Industrial Zone. Shanghenglang,
Huahui Road, Dalang Street, Longhua New District, 518109
Shenzhen, Guangdong Province, PEOPLE'S REPUBLIC OF
CHINA

Digitally signed by Grabazei Alexandru
Date: 2021.08.23 16:52:19 EEST
Reason: MoldSign Signature

Location: Moldova

Page 2of 2

Tiv 500 Product Service GmbH - Zentifizierstelle - Ridlerstrafie 65 - 30333 Minchen - Germany

DAKES CRTZ 10,13
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ZERTIFIKAT © CERTIFICATE ¢

CERTIFICATE

No. Q1N 17 12 02231 001

Holder of Certificate: Shenzhen Greatmade Tech limited

3rd Floor, Building B

Baifuli Industrial Zone, Shanghenglang

Huahui Road, Datang Streat

Longhua New District

§18109 Shenzhen, Guangdong Province

PEOPLE'S REPUBLIC OF CHINA
Facility(ies): Shenzhen Grestmade Tech bmited
3rd Floor, Building B, Baifuli Industrial Zone,
Shanghengtang, Huahui Road, Dalang Strest,
Longhua New District, 518109 Shenzhen,
Guangdong Province, PEOPLE'S REPUBLIC OF

Certification Mark:

Scope of Certificate: Design and Development, Production
and Distribution of Spo2 sensor,
Patient cable and leadwire, Blood pressure cuff

EN IS0 13485:2012 + AC:2012

Medical devices - Quality management systems -
Requirements for reguiatory purposes

(150 13485:2003 + Cor. 1:2009)

DiM EN IS0 13485:2012

Upgrade required until 2013-03-31

Applied
Standard(s):

The Ceftification Body of TUV SUD Product Senvice GmbH certifies that the company mentioned
above has. shed and is ining a quality system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: GZ1728501
Valid from: 2015-04-11
Valid until: 2021-4-10
Date, 2018-04-11 i
Stefan Preil
Page 10f1
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TUV SUD Product Service GmbH  Zenifiziersielle - Ridlersiralie 65 - 50339 Minchen - Garmany ™




NIBP Cuff

Contact:
E-mail :
Website
Tel :
Hotmail :
Skype :

NIBP Cuff Air Hose ,Connectors

HK GREATMADE TECH LTD
Keep pace with your need
Shirley Wang
info@greatmade. com , sales@greatmade. com
http://www. greatmade. com , www. greatmade. diytrade. com
86-0755-28144774 , Fax : 86-0755-27185453
greatmade@hotmail.comr
Greatmade01

www.greatmade.com

Reusable/Disposable NIBP Cuff and Air Hose
( Updated on April ,2012)

NIBP CUFF

Greatmade P/N |Description ( Cable , Connector ) Unit Price
CFO01A Neonate Single tube NIBP cuff , 6-11cm Arm Circumference
CF002A Infant single tube NIBP cuff , 10-19cm Arm Circumference
CFO03A Child single tube NIBP cuff , 18-26cm Arm Circumference
CFO004A Adult single tube NIBP cuff , 25-35cm Arm Circumference
CFOO04LA Large Adult Single Tube Nibp Cuff , 33-47cm Arm Circumference
CFO04TA THIGH Single Tube Nibp Cuff , 46-66cm Arm Circumference
LARGE ApyLy DULT THIGH
s ':.:::::;:_E‘l;wmhr-ne. &6 cm thigh circumference
PIRSx3em | sder size: 20.8 x 38cm
001A - CFOO4TA
Greatmade P/N |Description ( Cable , Connector ) Unit Price

CF001B Neonate Dual tube NIBP cuff , 6-11cm Arm Circumference
CF002B Infant dual tube NIBP cuff, 10-19cm Arm Circumference
CF003B Child dual tube NIBP cuff ,18-26cm Arm Circumference
CF004B Adult dual tube NIBP cuff , 25-35cm Arm Circumference
CF004LB Large Adult Dual Tube Nibp Cuff, 33-47cm Arm Circumference
CF004TB THIGH Dual tube NIBP Cuff,46-66cm Arm Circumference

cm 1202

-

LARGE np,, ADULT THIGH

Meear
Bladgy siom e, 5 68 188 6 Whigh cireurmtarence
B, Bindder size: 20.5 ¥ IBem

Adult Longer Type

CF004XL-A

Adult Long Single tube Nibp Cuff , 33-47cm Arm circumference ,L 690mm*W 145mm

CF004XL-B

Adult Long Dual tube Nibp Cuff ,33-47cm Arm Circumference .

51 5T, L2871
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