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Number: 6104728CEO1

EU Quality Assurance Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex Xl Part A

Manufacturer:

VINNO Technology (Suzhou) Co., Ltd.

5F, Building A, 4F Building C, No. 27, Xinfa Road
Suzhou Industrial Park

215123 Suzhou, Jiangsu

China

SRN ID.: CN-MF-000003949

DEKRA grants the right to use the EC Notified Body ldentification-Numberillustrated below to’accompany the CE '
Marking of Conformity on the products concerned conformingto-the required Technlcal Documentatlon and meetlng
the provisions of the EU- Regulation which apply to them:

0344

Supplement to certificate: 6104727CN

Authorized Representative: ' Umedwings Nethérlénds _B-'.\'/I';':'_'-__'
Treubstraat 1, 2288EG, Rijswijk, the Netherlands/, "

DEKRA hereby declares that the above mentioned manGfacturer fulfils the rélevant requirements of EU Regulation
2017/745, including all subsequent amendments for the’ above mentioned, (':'on'for'mity asSessmeht ‘The manufacturer/
authorized representative is subject to periodic surveillance/as/required for the appllcable conformlty assessment/in
accordance to Regulation 2017/745.

DEKRA Certification B.V.

//‘%é

B.T.M. Holtus J.M.A. McKenzie

Managing Director Principal Certification Manager
First Issued: 20 April 2023 Date: 20 April 2023 Expiry date: 1 April 2028

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
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D DEKRA

Number: 6104728CEO1

EU Quality Assurance Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex Xl Part A

This certificate covers the following device(s) / groups of device(s):

Active non-implantable imaging devices utilizing non-ionizing radiation (MDA0202, |1a)

Device Name: Ultrasound Diagnostic Systems

Conditions for or limitations to the validity of this certificate:

e NA

Certificate History

Identification of the Common Specifications and -Harmonized Standards/ .complied/ with'/are’/dacumented / within /the/ technical
documentation and audit assessments carried out. These are-traceable’ through’ the’ DEKRA Certification/ B/V/ Cert|f|cat|0r1 Notioe,
The Certification Notice also identifies the necessary |nformat|on related to, the quallty management system of! the manufacturer
including facilities. 7. / / /

Revision | Date of Issue certificate Certlflcatlon Notrce _
Reference,/// /.
0 20 April 2023 6104727CN02//////
First Issued: 20 April 2023 Date: 20 April 2023 Expiry date: 1 April 2028

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
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D DEKRA

CERTIFICATE

Number: 6104727
The management system of:

VINNO Technology (Suzhou) Co., Ltd.

5F, Building A, 4F Building C, No. 27, Xinfa Road
Suzhou Industrial Park

215123 Suzhou, Jiangsu

China

including the implementation meets the requirements of the standard:

EN ISO 13485:2016

7
7 ///

Scope: 0

Manufacture and Distribution of Ultrasound Dia

Certificate expiry date: 1 July 2024
Certificate effective date: 1/July’2021
Certified since: 1/ July 2021

DEKRA Certification B.V.

@zkjlb/\w /Z ?*’ ai ;c; /

|
B.T.M. Holtus J.A/ van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

f\\

N\
MGMT. SYS.
RvA 589

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396



VINNO

EU Declaration of Conformity

MANUFACTURER VINNO Technology (Suzhou) Co., Ltd

(name and address): 5F Building A, 4F Building C, No.27 Xinfa Road, Suzhou Industrial
Park, Suzhou, 215123 Jiangsu, China

SRN: CN-MF-000003949

AUTHORIZED REPRESENTATIVE Umedwings Netherlands B.V.

(name and address): Treubstraat 1,2288EG, Rijswijk,

the Netherlands

PRODUCTS:
Product Name Product code Basic UDI-DI Description Classification
Ultrasound GMDN: 40761, 697047288V01010 | Cart type Class lla
Diagnostic NBOG code 19Y (Traditional size)
System MDA0202
Ultrasound GMDN: 40761; 697047288V01010 | Portable machine
Diagnostic NBOG code 2A2 (Laptop size)
System MDA0202
Ultrasound GMDN: 40761; 697047288V01010 | Handheld (Compact
Diagnostic NBOG code 3A4 size)
System MDAO0202

CONFORMITY ASSESSMENT ROUTE MDR 2017/745 Annex XI (Part A, Sec.10)

Classification Class lla
We herewith declare under our sole responsibility that the above-mentioned products meet the provisions
of the Regulation (EU) 2017/745 for medical devices. All supporting documentation is retained at the
premises of the manufacturer.

STANDARDS APPLIED: Applied standards are listed in the General Safety and
Performance Requirements Checklist

NOTIFIED BODY: DEKRA Certification B.V.
Meander 1051
6825 MJ Arnhem
P.O. Box 5185
6802 ED Arnhem
The Netherlands
Notified body number: 0344

EU CERTIFICATE: 6104728CED1

EU TECHNICAL DOCUMENTATION N/A
ASSESSMENT CERTIFICATE:

CETF-ORCHID-038 Page 1 of 3 Rev.1



VINNO

Place, Date of issue: Suzhouﬂozﬁs ﬁ'f ‘\\
N\
SIGNATURE: taaal
/ ShU| \ Do j
Gene g%mager < i
For an behalf of ‘9\:!//{;
VINNO 99 ‘,S?ygh Co., Ltd.
Product Models UDI-DI Description probes
VINNO R300 06970472882241 Cart type G1-4P. G2-5C. S2-9C.
VINNO R310 06970472882258 (Traditional size) | X4-12L . X3-10L. X6-
VINNO R320 06970472882265 16L. X9-22L, D3-6C. G3-
VINNO R330 06970472882272 9M. G4-9M. B2-6C. U5-
VINNO R350 06970472882289 15LE. D4-9E, S1-6P. F2-
VINNO R360 06970472882296 5C. F4-12L. F4-9E. X4-
VINNO R370 06970472882302 9E. G3-10PX, X2-6C.
VINNO R380 06970472882319 G4-9E. X10-23L, G3-
VINNO R500 06970472882326 10P. G4-12P, G1-3R.
VINNO R510 06970472882333 BP4-9, |7-18L. D2-6C.
VINNO R520 06970472882340 D2-7C. 51-8CM. $1-6PS
VINNO R530 06970472882357
VINNO R550 06970472882364
VINNO R560 06970472882371
VINNO R570 06970472882388
VINNO R580 06970472882395
VINNO R600 06970472882401
VINNO R610 06970472882418
VINNO R620 06970472882425
VINNO R630 06970472882432
VINNO R650 06970472882449
VINNO R660 06970472882456
VINNO R680 06970472882463
VINNO R700 06970472882470
VINNO R710 06970472882487
VINNO R720 06970472882494
VINNO R730 06970472882500
VINNO R750 06970472882517
VINNO R760 06970472882524
VINNO R780 0697047288253 1
VINNO 9 06970472882876 Portable machine | S2-9C. X2-6C. G2-5C.
VINNO 9E 06970472882883 (Laptop size) F2-5C. B2-6C. D3-6C.
VINNO 9P 06970472882890 D2-6C. D2-7C. D4-9E.
VINNO 10 06970472882906 G4-9E. X4-9E. F4-9E.
VINNO 10E 06970472882913 BP4-9. G4-9M. G3-9M,
X4-12L. X3-10L. X6-16L.
X6-16LG. U5-15LE. F4-
12L. 17-18L. X9-22L.
X10-23L, G1-4P. G4-
VINNO 10P 06970472882920 12P. S1.6P. G3-10PX.
G1-3R. S1-8CM
Carts: CART-F, CART-S,
CART-L
ULTIMUS 9E 06970472883071 Cart type S1-8CM. $1-9C . S2-9C.
ULTIMUS 9P 06970472883088 (Traditional size) F2-5C, G2-5C, X2-6C,

CETF-ORCHID-038
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| VINNGO

ULTIMUS 9 06970472883095 B2-6C. D3-6C. D2-6C.
ULTIMUS 8E 06970472883101 D2-7C. D4-9E. G4-9E.
ULTIMUS 8P 06970472883118 X4-9E. F4-9E. X4-12L.
ULTIMUS 8 06970472883125 X6-16L. F4-12L, U5-15L.
ULTIMUS 7E 06970472883132 U5-15LE. X9-22L. X10-
ULTIMUS 7P 06970472883149 23L, X3-10L. G1-4P, S1-
ULTIMUS 7 06970472883156 6P. G4-12P. G3-10PX.
ULTIMUS 6E 06970472883163 17-18L. G3-9M. G4-9M,
ULTIMUS 6P 06970472883170 BP4-9. G1-3R
ULTIMUS 6 06970472883187
ULTIMUS 5E 06970472883194
ULTIMUS 5P 06970472883200
ULTIMUS 5 06970472883217
VINNO P3E-2P 06970472882722 Handheld N/A
VINNO P5E-2P 06970472882746 (Compact size)
VINNO P7E-2P 06970472882760
VINNO P3E-3C 06970472882609
VINNO P5E-3C 06970472882623
VINNO P7E-3C 06970472882647
VINNO P3E-7L 06970472882661
VINNO P5E-7L 06970472882685
VINNO P7E-7L 06970472882708
VINNO P3-2P 06970472882739
VINNO P5-2P 06970472882753
VINNO P7-2P 06970472882777
VINNO P3-3C 06970472882616
VINNO P5-3C 06970472882630
VINNO P7-3C 06970472882654
VINNO P3-7L 06970472882678
VINNO P5-7L 06970472882692
VINNO P7-7L 06970472882715
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