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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60137559 0001

Report No.: 15081806 011
Manufacturer: VINNO Technology (Suzhou)
Co., Ltd.

5F Building A,4F Building C
No. 27 Xinfa Rd.
Suzhou Industrial Park
Suzhou
215123 Jiangsu
China

Products: Ultrasound Diagnostic Systems

Replaces Approval, Registration No.: DD 60109994 0001

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Notified Bo
Effective Date: 2020-07-20

Date: 2019-05-22

Fuxiu Shen

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:
VINNO Technology (Suzhou) Co., Ltd Wellkang Ltd

5F Building A, 4F Building C, No.27 Xinfa Road, The Black Church, St. Mary's Place,
Suzhou Industrial Park, Suzhou, 215123 Jiangsu, Dublin 7, D07 P4AX, Ireland
China

We, the manufacturer, herewith declare that the products

Product Name: Ultrasound Diagnostic System

Product Model Number or Designator: VINNO G86, VINNO G86E, VINNO G86P, VINNO M86,
VINNO MS86E, VINNO M86P with probes as below:
G2-5C, X2-6C, B2-6C, S1-8C, S2-9C, D3-6C, D3-6CE, D3-6CX,
D4-9E, F4-9E, G4-9E, X4-9E, G3-9M, G4-9M, 14-IIT, 17-18L,
U5-15L, F4-12L, X4-12L, X3-10L, X6-16L., X9-22L, X10-23L,
S1-6P, G1-4P, G3-10PX, G4-12P

VINNO 75, VINNO 75E, VINNO 75P, VINNO G65, VINNO
G65E, VINNO G65P, VINNO G80, VINNO M80, VINNO G60,
VINNO X8, VINNO X9, VINNO 60, VINNO 70, VINNO 80 with
probes as below:

G2-5C, X2-6C, B2-6C, S1-8C, S2-9C, D3-6C, D3-6CX, D4-9E,
G4-9E, X4-9E, G4-9M, I14-11T, U5-15L, X3-10L, X4-12L, X6-16L,,
X9-22L, S1-6P, G1-4P, G3-10PX

VINNO G55, VINNO G55E, VINNO G55P, VINNO MSS,
VINNO MS55E, VINNO M55P, VINNO E35, VINNO E35E,
VINNO E35P, VINNO G50, VINNO M50, VINNO E30, VINNO
X5, VINNO X6, VINNO X7, VINNO X65, VINNO X55, VINNO
X35 with probes as below: -
G2-5C, F2-5C, X2-6C, B2-6C, S1-8C, S2-9C, D3-6C, D3-6CE,
D3-6CX, D4-9E, F4-9E, G4-9E, X4-9E, G3-9M, G4-9M, 14-11T,
U5-15LE, F4-12L, X4-12L, X3-10L, X6-16L, X9-22L, S1-6P,
G1-4P, G3-10PX

VINNO 8, VINNO 6, VINNO 5, VINNO 6EXP, VINNO 6PRO,
VINNO 5EXP, VINNO 5PRO, VINNO 3, VINNO 3EXP, VINNO
3PRO with probes and carts as below:

Probes: D3-6C, D3-6CE, D4-9E, F2-5CE, F4-9E, F4-12L, G1-4P,
G2-5C, G4-9E, G4-9M, 14-11T, 17-18L, S1-6P, U5-15LE, X4-12L,
X6-16L, X10-23L, X9-22L, G3-8M, G3-10P, G3-10PX, X6-16L.G.
Carts: CART-F, CART-S

VINNO A6, VINNO A6e, VINNO A6p, VINNO A5, VINNO ASe,
VINNO ASp, VINNO A3, VINNO A3p, VINNO A2, VINNO A2p,
VINNO A1, VINNO Alp with probes and carts as below:

Probes: A2-5C, A3-6D, A4-9E, A4-9M, A4-12L, A1-4P

Carts: CART

VINNO E20, VINNO E10, VINNO EI10E, VINNO E10P, VINNO
X3, VINNO X2, VINNO X2E, VINNO X2P, VINNO X1, VINNO
X1E, VINNO X1P with probes as below:

D3-6C, D3-6CE, F4-9E, F4-12L, G1-4P, F2-5C, G4-9E, G4-9M
and X4-12L
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VINNO Q3E-3C, VINNO Q3-3C, VINNO Q3S-3C, VINNO Q5E-
3C, VINNO Q5-3C, VINNO Q5S-3C, VINNO Q3E-7L, VINNO
Q3-7L, VINNO Q3S-7L, VINNO Q5E-7L, VINNO Q5-7L,
VINNO Q5S-7L, VINNO Q3E-2P, VINNO Q3-2P, VINNO Q3S-
2P, VINNO Q5E-2P, VINNO Q5-2P, VINNO Q5S-2P

meet the provisions of Directives below and their transpositions in national laws which apply
to it.
® Council directive 93/42/EEC concerning medical devices
® Council directive 2014/53/EU on radio equipment directive
® Directive 2011/65/EU of 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.

The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C 01897

The product concerned has been manufactured under a quality management system
according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assured via
assessment of the quality management system by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: DD 60137559 0001
Issue date: 2019-05-22
Expiry date: 2024-05-27

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of

Address: 5F Building A, 4F Building C, No.27
Jiangsu, China

Suzhou, 2020-07-20

;\‘ —(\\J&“
P
Title: NO Technology (Suzhou) Co., Ltd.
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REGISTRATION NO. 04721Q10049R2M

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

VINNO Technology (Suzhou) Co., Ltd.
Registered Address: SF Building A, 4F Building C No. 27 XinFa Rd. Suzhou Industrial Park,

SuZhou Jiangsu China
Manufacturing Address: 4F Building C, 2F Building B No. 27 XinFa Rd. Suzhou Industrial

Park, SuZhou Jiangsu China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2016 idt ISO 9001:2015

The certificate is valid for the following scope:
The design, development, production and service of Portable Ultrasound Diagnostic

Systems, Ultrasound Diagnostic Systems , Hand-held Ultrasound Diagnostic Systems and
Ultrasound workstation system.

Date of issue: March 02,2021

Date of expiry: March 01,2024

| !
]
General Manager: % j{’} /f

BEIJING HUA GUANG CERTIFICATION
- OF MEDICAL DEVICES CO., LTD.

R EA AT

EBRE A

B R
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http:/Avww.cmdc.com.cn). Address:
5™ floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993




REGISTRATION NO. 04721Q10000064

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

VINNO Technology (Suzhou) Co., Ltd.
Registered Address: SF Building A, 4F Building C No. 27 XinFa Rd. Suzhou Industrial Park,

SuZhou Jiangsu China
Manufacturing Address: 4F Building C, 2F Building B No. 27 XinFa Rd. Suzhou Industrial

Park, SuZhou Jiangsu China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:
The design, development, production and service of Portable Ultrasound Diagnostic

Systems, Ultrasound Diagnostic Systems , Hand-held Ultrasound Diagnostic Systems and

Ultrasound workstation system.

Date of issue: March 02,2021
Date of expiry: March 01,2024

i
General Manager: Z’ ﬁ ’3{/

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

R

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http:/www.cmdc.com.cn). Address:
5t floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993
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