
Declaration of Conformity

to Council Directive 93/42/EEC of 14 June 1993 Concerning Medical Devices (including 2007/47/EC)

Product Name: Automatic Digital Blood Pressure Monitor

Model: BA4110、BA6310、BA4900、AS-35W, AS-35A, AS-35H, AS-35E, AS-35I, AS-35K, AS-35X, AS-55A, AS-55G

Classification : Class IIa, Rule 10

Conformity assessment Route: Annex Ⅱ

We hereby state that those above products with CE marking which manufactured by our company all comply with

EU Medical Device Directives MDD 93/42/EEC (including 2007/47/EC), and realize their Expected uses. All CE files

have been certified by the company and relevant notifying body, consequently their authenticity has been

guaranteed.

Certificate No: CN20/42012

Date: valid from 02 November, 2020

Standards Applied:

MDD 93/42/EEC ENISO13485:2016

Nortified Body:

SGS Belgium NV

Noorderlaan 87 BE-2030 Antwerpen

Country : Belgium

Phone : +32(0)3 545 48 60 Fax : +32(0)3 545 48 49

Notified Body number : 1639

Place, Date of Declaration: Xiamen, China , 2023-09-25

Signature: position: GENERAL MANAGER

Name: SUNGO Europe B.V.
Address: Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den IJssel, The Netherlands
E-mail: ec.rep@sungogroup.com Tel: +31（0）2021 11106

Name: Xiamen Ants-Bro Technology Co.,Ltd
Address: No.18 Xinyuan South Road, Haicang District, Xiamen City,
Fujian Province, 361026, P.R. China
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