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1.1 AamengAsasdiawnng

INSTRUCTIONS
1. Insert your arm and relax for a moment.
2. Press the START/STOP button.

3. Remain still during measurement.

4. Remove your arm after the measurement results

are displayed and cuff is released.

- Your blood pressure varies throughout the day.
This device is to help you measure your blood
pressure, not replace regular consultations with
your doctor or health care professional.

- This device complies with [IEC80601-2-30
1084032382
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fivseyeny INEANATNTUIALYY (Torque Controlled Belt drive Method)

oo Harudurisdudinaeigiulnvesuni3s (Antibacterial arm cuff cover)
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Certificate

No. Q5 085349 0010

Holder of Certificate:

A&D Company, Lid

Certification Mark:

Scope of Certificate:

Rev. 00

A&D Company, Limited
1-241 Asahi, Kitamoto-shi

‘Saitama-ken
364-8685 JAPAN

Dssign
Mebulizers, Electronic

Wieve Analyzing Devices, Patient Monitoring

Production
Thermometers, B
Measuring Davices, Bload Pressure Mlllllhﬂmd Putsa

System

“The Cesiffication Body of TOV $UD Product Service GmbH certifies thal the wvwlv‘ m-lhan-i
Eystem, which

abowve has establshed and i

maintaining & quality

managemant
requirsments of the listed standard(s]. Ses aiso notas ovarisat.

Report No.:

Valid from:
Valid until:

Date, 2018-10-16

P

JAQ2IS0IEEAE

20181101
20221031

[ Wil

Stefen Preit
Hesd of Cortification/Motied Bady

TOV 5UD Product Servics GmbH - Cariification Body « Ralersirals 85 + B33 Munich - Germany

The Certification Body
of TUV SUD Managsment Service GmbH
certifies thal

AND

A&D Company, Lid.
A&D Company, Limited
1-243 Asahi, Kitamoto-shi
Saitama-ken 364-8585 Japan

has established and applies
a Quality Management Sysiem for

Including the sites and scope of spplication
see re.

An audit was performed, Order No. 73571816,

Proaf has besn furnished that th requiremants.
according 1o

IS0 9001:2015

are fufilled

Product Complance Maoagament
MG, ZTE-08-18

Gl = Hilerstiasin 57 +
o LS e OO A

Meraquens

CERTIFICATE

The certificae is valid from 2018-11-01 uniil 2022-10-31
Certificate Registration No.: 12 100 46478 TMS.
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Certificate

No. @5 085349 0010 Rev. 00

Applied Standard(s):

aruso 134852018
-vms

Qualty management systoms -

Tor reguislory purposen

ﬂSO 13‘55 2018)

DIN EN 150 13485:2016

pany, Limited
1-243 Asahi, Kitamoto-shi, Saitama-ken,

364-8585 JAPAN

KENSEI KOGYO Co., Ltd
4210-15 Takasai, Shimotsuma-shi, Ibaraki-ken,
304-0031 JAPAN

Page 202
Tov s0D

Gmbh «

« Garmany
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Enclosure of Certificate Registration No.:
12 100 46478 TMS

Sites

Scope of application

ABD Company, Limited
1243 haahl Khimoio-ah,
Saitama pan

Besign and Baveizprr, Produci, Sevicing
[Repair Parts Supply. Repair | Caiibratlon Work)
and mwnm of Products Below;

cironic Mussuring Insiruments (Deta

m)
Elacionic Medical Devics

* Load Cell
machine (Extension | Compression
Testing Mschine, Viscometer)
 Adtonli T Mt g Tk By,

Ioaraki-ken, 304-0031 Japan

| Transmis wbl System, Chassis Dynamomater)
KENSEI KOGYO Co, Ltd, | Production of Electronic Waighing in:
4210-15 Takasal, Shimotsuma-shi, | (Elactronic Scale), Testing mmnwi:m-d

| and Electronic Medical Devics

ORIENTEC CORPORATION
461 Hanzawashinden, Fukaya-sh,
Saitama-ken, 369-0221 Japan

(Extensian
nic

tamabile Teut Systsm (Engine Tes! Systom,
nsmiasion Tesi Systam, Chassis Dynsmometer)

tra Co., Ltd,
Harajyuky, Hidaka-sh,
Snllsnl)lmﬂ 350-1205 Japan

MBS Company, Ltd.
1-243, Asahl, Ktamoto-shi,
Satama-ken, 3640011 Japan

M

T 50D Mgamsent Servicn Gt
g

erumgsstat « Riflorstesss 57 « S50 Minctay » Gemany
fowibeata-vaidp chack

Production of Losd Cell and Electronic Waighing
Iatrisment (Elecleonic Scale)

Tast of Automobile Powertrain

& S

Prudut Gomelian

HManagemen!
vih, 2016.06-18

Fage2o2
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Centificaie CR1230618
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A & D Electronics (Shenzhen)
Co., Ltd.

A, By 3. Heochargrong 1 Tt Imuln‘wnk
Shangnan Esst Ruad, Honglian, Skajng. Bao'an Districi

T P o

12334308

5
Unified Socis! Credit Code: 8144030074

P s 1 1S 18 T T BsETETES

IS0 9001:2015

For bl sctutes

abulizers, infrared

thermal

EDY 501 2018 ey ineot oy o by g B )

cotfiate (s vafd from 7 July 2018urel § July 2021
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A&D Electronics (Shenzhen)
Co,, Ltd.
14F, Buiding #4, Wuqntmlmmm

mmmmmn ‘Snajrg, Baa'
Shenanien, Guangaony, S16125, PR, Ching
o e st aec i) mn (vewing e resmnen o

1SO 13485:2016
EN ISO 13485:2016
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‘This certsicate is v from 17 Daosmber 3021 unti B July 2024
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A & D Electronics (Shenzhen)
Co., Ltd.

1-6F, Buikdng 82, ngmqnhcnlmnnyﬂam Shergnan
East Roan, Horgtan, Shafng, Bao'sn Disirct, Shanufe

o

1, Guangeeng,
518125, PR China
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IS0 13485:2016
EN ISO 13485:2016

For g i

o ekl

This citficate & valid from 7 July 2018 unti 6 July 2021 and ramains vaid
subject to satsfactiny sunvedlance audits

Re cestificaion auit due before 21 June 2021

Issug 4. Cenified since 8 July 2012

[ @
@ UKA
MANACIMERT
SN
Aoan bysaes Fb. Fot. Chasior CHES JEN UK o005
e 1 0|4k 1 30030

503 o 110
Fage o1

osesuuy il

Cerlificate GHIZ3081H
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A & D Electronics (Shenzhen)

Co., Ltd.
5F, Bulling 34 ue«mmmnwlmuwm g
Shangnan East Fioad, Honglian, Shaing, Bag'an Disir Buangdong, %f
125 P.R. China.

Uinfied Social Crest Code: su&nammzmuﬂk
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Carticale CHIZB1ETT

Cerificaty CA1Zi30817 The remmageent symen of

) ey AR&D Electronics (Shenzhen)

A & D Electronics (Shenzhen) Co., Ltd.
Co., Ltd. Business Ragistration Adcrass: 1-5F, Buiking 24, Hengchangrang High

Tech Industry Park, Shiangnan East
Bag'an Dis¥ict

1,67, Bulkirg B2, Hengehangreng Kigh Teoh insusty Park, Shangaan o ms‘mﬁ"ﬁi

-1}

B 8 Business Cperaon Advess: |5, Budrg #, Hengenangrong Hgh
%, Tech Idusty Part, Shangen East Road, Honglan. Shaiog
. SGS Bac'an Disirict. Shanzhen, Guengdang, 518125, P.R. China.
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Manufwcture of electronic blood pressure monitors, nebulizers, thermal
resistant thermometes, bathroom
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ANSASIVEBULILADULAZISINAUNANA LY (Alerts and Recalls)

@ accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/ras.cfm

Follow FDA_| En Espaii
SEARCH

[plY U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Medical Device Recalls & O
© FDAHeme © Medical Devices @ Databases

New Search No records were found with Product tm-2657p

Page Last Updated: 06/28/2023
Noe: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.

Language Assistance Available: Espariol | S8 | Tiéng Vist| $=01 | Tagalog | Pyccxii | £.+4 | Kreyol Ayisyen | Francais | Poiski | Portugués | ltaliano | Deutsch | EF35 | —#
| English

ﬁ Accessibility | ContactFDA | Careers | FDABasics | FOIA | NoFEARAct | Nondiscrimination | Website Policies / Privacy

U.S. Food and Drug Piodudte @ U5, Department of Health & Human Services

10203 New Hampshire Avenue Advisory Commitiees

Siver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-886-453-6332)

Contact FDA Reguiatory Infarmation
safety
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