Manufacturer:

CHISON Medical Technologies Co., Ltd.
No.3 ChangJiang South Road,Xinwu
District, Wuxi,214028Jiangsu, P.R.China
SRN: CN-MF-000021605
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Declaration of Conformity

whose single Authorized Representative:

R Sight B.V.

Roald Dahllaan 47, 5629 MC, Eindhoven. The
Netherlands

SRN:NL-AR-000010445

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Product name Digital Color Doppler Ultrasound System

Model QBit 5

Probe D3C60L, D6C15L, D5C20L, D3C20L, D7L40L, DI12L40L, D3P64L,
D6CI12L, D7C10L, D7L40L-REC, D7L60L

Basic UDI-DI 69451214QBitWY

EMDN code 7110401
The device is a general-purpose ultrasonic imaging instrument intended for
use by a qualified physician for evaluation of Fetal ,Abdominal,Pediatric,

Intended Purpose | Small Organ (breast, thyroid,testes ), Neonatal Cephalic ,Adult Cephalic,
Cardiac (adult, pediatric),Musculo-skeletal (Conventional , Superficial) ,
Peripheral Vascular, Trans-esophageal, Trans-rectal, Trans-vaginal,Urology.

) Class IIa per rule 10 of Annex VIII to Medical Device Regulation (EU)

Risk Class 2017/745.

Conformity Annex IX of Medical Device Regulation 2017/745 [MDR]

Assessment Path

Quality ISO 13485 Certificate No.: $X2102189-1

Certificates

Issued:

EU certificate HZ 2102189-1

We, the manufacturer, herewith declare that the product in this declaration of conformity (DoC) is in
conformity with regulations, Directives, Common specifications and standards as followings:

EU Regulation and
Directive

e REGULATION (EU) 2017/745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL Of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC)
No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC.

e Directive 2011/65/EU of the European Parliament and of the Council
of 8 June 2011 on the restriction of the use of certain hazardous

substances in electrical and electronic equipment.
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o Directive 2006/42/EU of the European Parliament and of the Council
of 17 May 2006 on the machinery and amending Directive
95/16/EC(recast)

Standards and
Common
Specifications

EN 60601-1:2006+ A1:2013+A2:2021
EN 60601-1-6:2010+ A1:2015+A2:2021
EN 62366-1:2015

IEC 62304:2006+A1:2015

EN 60601-2-37:2008+A1:2015

IEC 62366:2007 + A1:2014

EN 60601-1-2:2014+A1:2021

ISO 10993-1: 2018

EN ISO 14971:2019/A11:2021

EN ISO15223-1:2021

ISO EN 20417:2021

EN 62366:2008

Compliance of the designated product with the Medical Device Regulation 2017/745 [MDR] has been
assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
Tillystrafie 2, 90431, Niirnberg, Germany

C€ 0197

Note that the Notified Body number does not apply to the 2011/65/EU (restriction of the use of
certain hazardous substances in electrical and electronic equipment) Directive and Radio Equipment

Directive 2014/53/EU.

Place, Date of Issue:

WuXi China, Feb 03, 2026

Signature (signed for and on behalf of CHISON): (/v i "" A,

Name: Mr. Liu Qifei

Position: Regulatory Affairs Manager
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