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SunTech Medical, Inc.

5827 South Miami Boulevard, Suite 100

Monisville, NC 27650-8394

suntechmed.com

EMERGO EuroPe

Prinsessegracht 20

2514 AP The Hague

The Netherlands

NBP One

250D

Non-Invasive Ambulatory Blood Pressure Monitor and AccuWin Pro V4

Software

NBP One SYstem: Class IIa, Rule l0
Orbit'ABPM Cuff: Class l, Rule 1

NBP One System: Annex II
Orbit ABPM Cuff: Annex VII

Intertek Medical Notified BodY AB
Torshanmsgatan 43, Box 1 103

SE-162 22 Kista
Sweden

7 /26/2022
Date:

TheaboveNBPOneABPMsystemcomplieswithCouncilDiectiveg3l42/EEC'withLVFS2003:ll
;;;i;;;;;;vedicipevices, amendments to councit Dte(,jve e3/42lEEC outlined in

iii"w" iool ul nD, Annex I @sseniial Requirements) and Amex II (EC Declaxation of c_onformity -
a;;it a;.i"; p."duction), and'with WerEiiective2002l96/EC, and with the European RoHS

Directive 201 l/65/EU.

I, the undersigned, cleclare on the basis ofthe above information that the system describedabove is in

"".pri-"" 
,,iitr, ti* requirements of Dir ective g3l4zlEEC. This declaration hereby authorizes the cE

Mari< to be affixed to the above-mentioned product(s)'
' 

-Docusigned 
bY:

(
I r""te. ''

D eclaration of Conformity

Manufactuel:

EU Rep:

Product Name:

Model Number:

Description:

Classification:

Assessment Procedure

Notified Body

Product Marking

Reviewed and APProved bY:
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Tonia E. Bryant, Regulatory A


		2023-07-27T17:38:07+0300
	Moldova
	MoldSign Signature




