NIBP Cuff Air Hose ,Connectors
HK GREATMADE TECH LTD
Full auto Digital Blood Pressure Monitor

Contact: Shirley
E-mail : info@aqreatmade.com , sales{@greatmade.com
sales@greatmade.com,cn ; info@greatmade.com.cn
Website WWW.Qmspo..com
Tel : 86-0755-28144774 Fax _: 86-0755-27185453
Hotmail : greatmade@hotmail.com
Skype : Greatmade01
( Updated on Jan ,2019)
Reusable/Disposable NIBP Cuff and Air Hose
Greatmade PN Description ( Cable , Connector )
CFO01A Neonate Single tube NIBP cuff , B-11cm Arm Circumference . L"W= 230"85mm , Bladder L"W=00"40mm I
CFO02A Infant single tube NIBP cuff , 10-19¢m Arm Circumfersnce, L"W=330"85mm , Bladder L"W=130"72mm I
CFOO3A Child single tube NIBP cuff , 18-26cm Arm Circumference L"W=410"115mm, Bladder L"W=175"75mm |
CFOD4A Adult single tube NIBP cuff , 25-35¢m Arm Circumference ,L"W=510"140mm , Bladder L*W=230"118mm |
CFO04LA Large Adult Single Tube Mibp Cuff , 33-47cm Arm Circumference, L "W=630"175mm, Bladder L*"W=320"160mm ||
CFO04TA THIGH Single Tube Nibp Cuff | 46-66cm Arm Circumfersnce L *W=780"215mm Bladder L *W=380"195mm |
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EC Certificate

Full Quality Assurance System
Diractive S3/42EEC on Medieal Devices {MOD), Annex || excluding (4)
|Devicas in Class lla, lib or 1)

No. G117 1202231 002

Shenzhen Greatmade Tech limited
3rd Floor, Building B

Bafluli industrial Zome, Shanghenglany

Huahul Road, Dalang Streel

Longhua Mew Districk

518100 Shenzhen, Guangdeng Province
PEOPLE'S REFUBLIC OF CHINA

Manufacturer:

Prolinx GmbH
Brehmstr. 86

40239 Duesselior
GERMANY

EC-Representative:

Product
Category(ies):

Spoz sensor

The Cedification Body of TOV 50D Product Servica GmbH declares thal the aforamentioned
has imf aquality system for design, manufacture and final
inspection of the respective devices / device calegories in sooodance with MDD Annex I
This quality =ystem confi 1 the requi s of this Directive and is subject to
jodical i . For ing of class Il devices an additicnal Annex I (4) cedificate
Is mandatery. See also notes overleal.

Report No.: GZ1723801
WValid from: 2018-04-11
Walid until: 2023.04-10
Date, 2018-04-11

Stefan Praill

TUV SUD Product Service GmbH s Notified Body with identification no, 0123
Page 1of 2

TUV 500 Product Servica GrebH - Zenitizierstelle - Ridierstrafie 69 - B339 Murchen - Germany
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ZERTIFIKAT ¢ CERTIFICATE

EC Certificate

Full Quality Assurance System
Directive 9392/EEC on Madical Devices (MOD), Anrex Il exchuding (4]
(Devices in Class lla, b or i)

No. G117 1202231 002

Facility(ies): Stenzhen Creamade Tech fmited
3rd Floor, Building B, Baifuli Industial Zone, Shanghenglang.
Huahu Roed, Dalang Streel, Longhua New Distict, 518108
Ghenzhen, Guangdong Provincs; FEOPLE'S REPUBLIC OF
CHINA

Page 2of 2

TOV S0 Preduct Service SmbH - Zestifizierstatie - Midlerstrafie 65 - 80:39 Minchan - Sermany
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ZERTIFIKAT « CERTIFICATE

CERTIFICATE

No. Q1IN 17 12 02231 001

Holder of Certificate: Shenzhen Greatmade Tech limited
Jni Fioor, Buslding B
Raifufi Indusirial Zone Shanghenglzsg
Huahui Road, Dalang Street
Lenghua New [rstrict
516108 Shenzhen, Guangdong Provnce
PECGPLE'S REPUBLIC OF CHINA

Facility(ies):

Shenzhen Greatmads Tech Emted

3ed Floor, Building B, Baidus Industrisl Zone,
Shanghengleng, Huahu! Road, Dalang Streel,
Longhua New District, 518108 Shenthen
Guangdong Provinos, PECPLES REPUBLIC OF
CHINA

Cerlification Mark:

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

EN 150 134852012 + AC:2012

Medical devices - Quality management syslems -
Requirements for reguiatory puiposes

(IS0 134852003 + Cor. 1:2009)

DIN EN SO 13485:2012

Upgrade required unti 2013-03-31

Applied
Standard(s):

‘The Cartification Body of TOV SUD Product Senvice GmbH cerfifies that the company menfuned
bove h wshed and b dn system, which meetsthe

andis o quality
requiremenis of the lisled gandard(s). See also noles overleat.

FReport No.: GZ1iassn

Valid from: 20011

Valid until: 2024-04-10

Date, Z018-02-11 i
Sfan Predl
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10V $00 Produe: Senice Gmbl - Zemifizerstalle - Hiflersvalie 85 - 30339 Minchen - Gamsny
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