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ECCERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

Company Name : Steriimed Medical Elekirik Elekironik Otomasyon Insaat Gida
Sanayi ve Dis Ticaret Ltd. Sti.

Company Address : Baskent Organize Sanayi Bdlgesi 18.Cadde No:43 Malikdy Sincan
ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : Steam Sterilizer - Class llb

: 38671

Product Types are attached.

Certificate Number : M.2018.106.10200
Report Number : MD.3655.1B

Initial Assessment Date :27.02.2018
Registration Date :08.08.2018 Auditing Training Centre Industry

Revision Date /No : 24.03.2021/01 and Trade Inc. Co.
Expiry Date :07.08.2023

UDEM hereby declares that the requirements of Annex ll, excluding section 4 of the 93/42/EEC Directive have been
met for the listed products. The above named manufacturer has established and applies a quality assurance system,
which is subject to periodic surveillonce audits, defined by Annex Ii, section 5 of the forementioned directive. According
to Annex I, section 4 an EC design- examination cerfificate is required for placing the Class it devices on the market.
UDEM's responsibifity for class | devices covered by the EC serfificate is imited to manufacturing issues related to
safeguarding and maintaining sterile conditions, if the device Is sterile; and manufacturing issues related to product's
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returnedupon
request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must nofify ofl changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-mail: info@udemitd.com.r www.udem.com.ir




This document containing 1 (one) pages is the Annex of the Certificate with the revision
e number 01, with the number M.2018.106.10200 and with the registration date of 08.08.2018
'~ __ and with the revision date of 24.03.2021 issued for Sterilmed Medical Elektrik Elektronik

UDEM Otomasyon ingaat Gida Sanayi ve Dig Ticaret Ltd. $ti.” by UDEM Uluslararasi Belgelendirme

Denetim Egitim Merkezi San. ve Tic. A.S.” that is giving service as Notified Body with the ID
No: 2292 according to 93/42/EEC Medical Devices Directive.

Steam Sterilizer — Class llb GMDN

SMA-DSD-160, SMA-DSD-200, SMA-DSD-250, SMA-DSD-300, SMA-
DSD-300A, SMA-DSD-450, SMA-DSD-540, SMA-DSD-675, SMA-DSD-
810, SMA-DSD-945,

SMA-S5D-160, SMA-SSD-200, SMA-SSD-250, SMA-55D-300, SMA-
SSD-300A, SMA-55D-450, SMA-55D-540, SMA-SSD-675, SMA-55D-
810, SMA-SSD-945,

SMA-VD-160, SMA-VD-200, SMA-VD-250, SMA-VD-300, SMA-VD-
300A, SMA-VD-450, SMA-VD-540, SMA-VD-675, SMA-VD-810, SMA-
VD-945, SMA-VD-75,

38671
SMB-DSD-160, SMB-DSD-200, SMB-DSD-250, SMB-DSD-300, SMB-
DSD-300A, SMB-DSD-450, SMB-DSD-540, SMB-DSD-675, SMB-DSD-
810, SMB-DSD-945,

SMB-SSD-160, SMB-SSD-200, SMB-SSD-250, SMB-55D-300, SMB-SSD-
300A, SMB-SSD-450, SMB-SSD-540, SMB-SSD-675, SMB-SSD-810,
SMB-SSD-945,

SMB-VD-160, SMB-VD-200, SMB-VD-250, SMB-VD-300, SMB-VD-
300A, SMB-VD-450, SMB-VD-540, SMB-VD-675, SMB-VD-810, SMB-
VD-945,SMB-VD-75

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitk8y — Cankaya — ANKARA

T:03124430390 F:03124430376 info@udemitd.com.tr www.udem.com.tr
Sayfal/1

Auditing T -‘-_ nlrelndusiry
and Trade Inc. Co.
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SERTIFiKA &

TS EN ISO 14001:2015 Cevre Yonetim Sistemi

® °
sterilmed
TIBBI CINAZLAR °Inr9ls

STERILMED MEDICAL ELEKTRIK ELEKTRONIK OTOMASYON INS.
GIDA SAN. VE DIS TiC. LTD. STi.

Malikdy Baskent OSB Mah. 18. Cadde No: 43
06909 Sincan / ANKARA

Yukarida belirtilen kurulug BBS Belgelendirme Egitim ve Gézetim Hizmetleri A.$. prosedurlerine gére
standart sartlarini karsgiladigini kanitlamisgtir.

Kapsam

Sterilizasyon cihazlan ve kimyasallan (Otoklav, Etilen Oksit,
Formaldehit), ameliyat masasi, jinekoloji masasi, paslanmaz c¢elikten
imal edilen hastane ekipmanlari, cerrahi alet yikama makinasi, plazma

sterilizator cihazi imalati, satisi ve teknik servis hizmetleri sunumu ile

merkezi sterilizasyon sistemi kurulumu.

Sertifika Ng¢ 1116-02 ilk Belge Tarihi 23.03.2020
Belge Gegerlilik Tarihi 22.03.2023

Ankara, 23.03.2020

Belgelendirme BBS A.$. tetkik ve belgelendirme proseddrlerine uygun olarak gergeklestirilmistir ve dizenli
go6zetim denetimlerine tabidir.

TURKAR

Gevre Yonetim Sistemi E % - K :
TS ENISO/IEC 170211 TURKAK BDS NO
Y$S-9950-0955

Bu sertifikanin gegerlilik durumu www.bbsas.com.tr ve thds.turkak.org.tr adreslerinden dogrulanabilir.
Belge tizerindeki karekod QR okuyucu ile okutularak da dogrulama yapilabilir.

BBS BELGELENDIRME EGITIM VE GOZETIM HIZMETLERI A.S.
Cevizlidere Mah. 1246 Sokak No: 4/20 P.K. 06520 CANKAYA / ANKARA
www.bbsas.com.tr



SERTIFIKA Ly

TS EN ISO 9001:2015 Kalite Yonetim Sistemi

Steriimed olargis

STERILMED MEDin\L ELEKTRiK ELEKTRONIK OTOMASYON iNS.
GIDA SAN. VE DIS TIC. LTD. STI.

Malikéy Bagskent OSB Mah. 18. Cadde No: 43
06909 Sincan / ANKARA

Yukanda belirtilen kurulug BBS Belgelendirme Egitim ve Gézetim Hizmetleri A.$. prosedirlerine gére
standart sartlarini karsiladigini kanitlamistir.

Kapsam

Sterilizasyon cihazlann ve kimyasallan (Otoklav, Etilen Oksit,
Formaldehit), ameliyat masasi, jinekoloji masasi, paslanmaz celikten
imal edilen hastane ekipmanlari, cerrahi alet yikama makinasi, plazma
sterilizator cihazi imalati, satisi ve teknik servis hizmetleri sunumu ile
merkezi sterilizasyon sistemi kurulumu.

Sertifika No: j1116-01 ilk Belge Tarihi 23.03.2020
Belge Gegerlilik Tarihi 22.03.2023

Ankara, 23.03.2020

Belgelendirme BBS A.S. tetkik ve belgelendirme prosedirlerine uygun olarak gergeklestirilmistir ve dizenli
gozetim denetimlerine tabidir.

—
<
h
-
e
=
-
o
L
o
o
(m]
<
&
bl
=
o
i
o
—
<
&
-
[
oc
w
o
L
[
<
.
—
—
29
w
&
o
<
—
—
=
o
1]
N

Kalite Yonetim Sistemi
TS EN ISONEC 17021-1 -

YS-F25C-C361

Bu sertifikanin geceriilik durumu www.bbsas.com.tr ve thds.turkak.org.tr adreslerinden dogrulanabilir.
Belge lizerindeki karekod QR okuyucu ile okutulmak suretiyle de dogrulama yapilabilir.
BBS BELGELENDIRME EGITIM VE GOZETIM HIZMETLERI A.S.
Cevizlidere Mah. 1246 Sokak No: 4/20 P.K. 06520 CANKAYA / ANKARA

www.bbsas.com.tr
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i BBS
SERTIFIKA =N

TS EN ISO 13485:2016 Tibbi Cihazlar Kalite Yonetim Sistemi

Sterilmed f H
TIBBI CINAILAR ° nrg Is

STERILMED MEDICAL ELEKTRIK ELEKTRONIK OTOMASYON iNS.
GIDA SAN. VE DI$ TiC. LTD. $Ti.

Malikdy Bagskent OSB Mah. 18. Cadde No: 43
06909 Sincan / ANKARA

Yukarida belirtilen kurulug BBS Belgelendirme Egitim ve Gozetim Hizmetleri A.$. prosedurlerine gore
standart sartlarini karsiladidini kamtlamisgtir.,

Kapsam
Sterilizasyon cihazlan ve kimyasallan (Otoklav, Etilen Oksit,

Formaldehit), ameliyat masasi, jinekoloji masasi, paslanmaz celikten
imal edilen hastane ekipmanlari, cerrahi alet ylkama makinasi, plazma

sterilizator cihazi imalati, satisi ve teknik servis hizmetleri sunumu ile

merkezi sterilizasyon sistemi kurulumu.

Sertifika No: 1116-03 Ilk Belge Tarihi 23.03.2020
Belge Gegerlilik Tarihi 22.03.2023

Ankara, 23.03.2020

Belgelendirme BBS A.S. tetkik ve belgelendirme prosedurlerine uygun olarak gergeklestiriimigtir ve duzenli
gozetim denetimlerine tabidir.

Bu sertifikanin gegeriilik durumu www.bbsas.com.tr adresinden dogrulanabilir.
BBS BELGELENDIRME EGITIM VE GOZETIM HIZMETLERI A.S.
Cevizlidere Mah. 1246 Sokak No: 4/20 P.K. 06520 CANKAYA / ANKARA
www.bbsas.com.tr
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BBS
CERTIFICATE ~N

~

Medical Devices Quality Management System as per
TS EN ISO 13485:2016

In accordance with BBS Belgelendirme Egitim ve Gézetim Hizmetleri A.S. procedures, it is hereby certified
that

0]
.
sterilmed I H
olargis

STERILMED MEDICAL ELEKTRIK ELEKTRONIK OTOMASYON iNS.
GIDA SAN. VE DIS$ TiC. LTD. $Ti.

Malikoy Baskent OSB Mah. 18. Cadde No: 43
06909 Sincan / ANKARA

Applies a management system in line with the above standard for the
following scope

Sterilization equipment and chemicals (autoclave, ethylene oxide,
formaldehyde), operating table, gynecological table, stainless steel
manufactured hospital equipments, surgical tool washing machine,

‘plasma sterilizer device production, sale and technical services

presentation and central sterilization system installation.

Certificate No: 1116-03 Initial Certification 23.03.2020
Valid Until 22.03.2023

Ankara, 23.03.2020

This certification was conducted in accordance with BBS A.S. auditing and certification procedures and is
subject to regular surveillance audits.

The authenticity of this certificate may be verified at www.bbsas.com.tr.

BBS BELGELENDIRME EGITIM VE GOZETIM HiZMETLERI A.S.
Cevizlidere Mah. 1246 Sokak No: 4/20 P.K. 06520 GANKAYA / ANKARA
www.bbsas.com.tr
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CERTIFICATE NS s

Environmental Management System as per
TS EN ISO 14001:2015

In accordance with BBS Belgelendirme Egitim ve Gozetim Hizmetleri A.$. procedures, it is hereby certified
that

Sterilmed olargis

STERILMED MEDICAL ELEKTRIK ELEKTRONIK OTOMASYON IiNS.
GIDA SAN. VE DI TiC. LTD. STi.

Malikéy Baskent OSB Mah. 18. Cadde No: 43
06909 Sincan / ANKARA

Applies a management system in line with the above standard for the
following scope

Sterilization equipment and chemicals (autoclave, ethylene oxide,
formaldehyde), operating table, gynecological table, stainless steel
manufactured hospital equipments, surgical tool washing machine,
plasma sterilizer device production, sale and technical services
presentation and central sterilization system installation.

Certificate I§o: 1116-02 Initial Certification 23.03.2020
Valid Until 22.03.2023

Ankara, 23.03.2020

This certification was conducted in accordance with BBS A.S. auditing and certification procedures and is
subject to regular surveillance audits.
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Gevre Yonetim Sistemi - .
TS EN ISO/IEC 17021-1 TURKAK BDS NO
AB-0021-YS YS-9950-0955

The authenticity of this certificate may be verified at www.bbsas.com.tr and tbds.turkak.org.tr.
The authenticity may also be checked with the QR Code above.
BBS BELGELENDIRME EGITIM VE GOZETIM HIZMETLERI AS.
Cevizlidere Mah. 1246 Sokak No: 4/20 P.K. 06520 CANKAYA / ANKARA
www.bbsas.com.tr
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CERTIFICATE X

Quality Management System as per
TS EN ISO 9001:2015

In accordance with BBS Belgelendirme Egitim ve Gozetim Hizmetleri A.S. procedures, it is hereby certified
that

® '
Sterilmed 1
TIBBI CIRAZLAR olnrgls

STERILMED MEDICAL ELEKTRIK ELEKTRONIK OTOMASYON INS.
GIDA SAN. VE DIS TiC. LTD. $Ti.

Malhkdy Baskent OSB Mah. 18. Cadde No: 43
06909 Sincan / ANKARA

Applies a management system in line with the above standard for the
following scope

Sterilization equipment and chemicals (autoclave, ethylene oxide,
formaldehyde), operating table, gynecological table, stainless steel
manufactured hospital equipments, surgical tool washing machine,
plasma sterilizer device production, sale and technical services
presentation and central sterilization system installation.

Initial Certification 23.03.2020
Valid Until 22.03.2023

5 Ankara, 23.03.2020

This certification was conducted in accordance with BBS A.S. auditing and certification procedures and is
subject to regular surveillance audits.
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Kalre Yonetim Sistemi = z Er5
TS EN ISOMEC 170211 TURKAK BDS NO
YS-F25C-C361

The authenticity of this certificate may be verified at www.bbsas.com.tr and tbds.turkak.org.tr.
The authenticity may also be checked with the QR Code above.

BBS BELGELENDIRME EGITIM VE GOZETIM HIZMETLERI A.S.
Cevizlidere Mah. 1246 Sokak No: 4/20 P.K. 06520 CANKAYA / ANKARA
www.bbsas.com.tr




Certificate of Conformity

Certification Number: HY20DC-2058
Shenzhen HuaYu Test Technology Co.,Ltd. hereby declares that testing has been
completed and reports have been generated for:

Applicant: Shenzhen Kenid Medical Devices Co.,Ltd.
Address: Ist Floor. Building H. Zhixuanhan Industrial Area. Shiyan Town, Baoan
District. Shenzhen, China 518108

Manufacture: Shenzhen Kenid Medical Devices Co.,Ltd.

Address: Ist Floor. Building H. Zhixuanhan Industrial Area. Shiyan Town. Baoan
: District. Shenzhen, China 518108

Factory: Shenzhen Kenid Medical Devices Co.,Ltd.

Address: 1st Floor. Building H, Zhixuanhan Industrial Area, Shiyan Town, Baoan
' District, Shenzhen, China 518108

Product: Medical X ray imager

Model(s): KND8900, KND9902, KND9900, KND6320

Rating(s): 220-240V~, 50Hz. Class 1, 5A

EN 60601-1-2:2015

EN 55011:2016+A1:2017+A11:2020
EN 61000-3-2:2019
EN61000-3-3:2013+A1:2019

The above EUT has been merged by us and meets the requirements of the
Council Medical Directive 93/42 / EC_ & Electromagnetic Compatibility
Directive 2014/30/EU, and is only valid in relation to thesepest.gumber:
HY20DR-205S

@

This certificate of conformity is based on a single evaluation of the submitted sample(s) of the above
mentioned product, It does not imply an assessment of the whole product and relevant. Directives have
to be observed.

No. D880, 4th Floor, Building 1, Detai Industrial Park. Huarong Road No. 460,
Dalang Street, Longhua New District, Shenzhen

Shenzhen HuaYu Test Technology Co..Lid. http//www.hyjetest.com




Certificate of Conformity

Certification Number: HY20DC-2048
Shenzhen HuaYu Test Technology Co.,Ltd. hereby declares that testing has been
completed and reports have been generated for:

Applicant: Shenzhen Kenid Medical Devices Co.,Ltd.

Address: 1st Floor, Building H, Zhixuanhan Industrial Area. Shivan Town. Baoan
District, Shenzhen. China 518108

Manufacture: Shenzhen Kenid Medical Devices Co.,Ltd.

1st Floor, Building H, Zhixuanhan Industrial Area, Shiyan Town, Baoan

District, Shenzhen. China 518108

Factory: Shenzhen Kenid Medical Devices Co.,Ltd.

Ist Floor, Building H, Zhixuanhan Industrial Area, Shiyvan Town, Baoan

District, Shenzhen, China 518108

Product: Medical X ray imager

Model(s): KND8900, KND9902, KND9900, KND6320

Rating(s): 220-240V~, 50Hz. Class 1, 5A

Address:

Address:

Standard: EN 60601-1:2006+Cor.:2010+A1:2013

The above EUT has been merged by us and meets the requirements of the
Council Medical Directive 93/42 / EC & Low Voltage Directive 2014/35 /
EU, and is only valid in relation to the report number:

Wlﬂ:i ]
NG

This certificate of conformity is based on a single evaluation of the submitted sample(s) of the above
mentioned product. It does not imply an assessment of the whole product and relevant. Directives have
to be observed.

No. D880, 4th Floor, Building |, Detai Industrial Park, Huarong Road No. 460,
Dalang Street. Longhua New District, Shenzhen
Shenzhen HuaYu Test Technology Co..Lid. http://www.hyjctest.com
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MANAGEMEN T SYSTEM CERTIFICATE

Certificate No.: 117 19 QOM 0132 R1S
This is to certify the quality management systems of

Shenzhen Kenid Medical Devices Co., Ltd.
Unified Social Credit Code 91440300085922214U

Location  1st Floor, Building H, Zhixuanhan Industrial
Area, Shiyan Town, Baoan District, Shenzhen,
Guangdong, China

has been assessed and registered as meeting the requirements of

15O13485: 2016<Medical device-Quality management
systems - Requirements for regulatory purposes>

Scope of approval

Production of II Type 6830 Medical X-Ray Device

First Certification: 17 Nov. 2016
Recertification Date: 14 Nov. 2019
Expiry Date: 16 Nov. 2022

Certification and Accreditation Administration of PRC:CNCA-R-2003-117
Tel: 400-182-9001/+86 21-51114700

Web: www.icas.org.cn

Add: Room 801,HuaDing Mansion, 2368# West Zhongshan Rd.,
Auhui District, Shanghai, China, 200235 Focus on jeas WeChat platfom FroSurelnceAudt  Second Sureflancefudt Thind Sumedlarce Audt

The ownership of the certificate belongs to Shanghai Ingeer Certification Assessment Co., Ltd. The information & validation of this
cerlificate can be checked on the GNGA website: WWW.CNCA.GOV.CN and ICAS website, or by calling ICAS's clients services Dept.
The certificate is only valid when used logether with related permits when appropriate. If the organization can't effectively maintain the
above management system, ICAS has the right to withdraw the qualification certificate.




ME%Em.®

Certification. Medical Only.

Certificate

The certification body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company

IMAGE Information Systems Europe GmbH
Lange Strafle 16

18055 Rostock

Germany

has introduced, applies and maintains a quality management system in the area of:
Design and development, manufacture, final inspection, installation and
servicing of

» Digital image processing systems

The conformity of this quality management system to the requirements of the below mentioned
standard was verified by an audit:

EN ISO 13485:2016

This certification is subject to surveillance by MEDCERT.

Effective date: 2021-02-22

Expiry date: 2024-02-15

Report No.: 3420FS18F

Procedure No.: QS - 3420

Certificate No.: 3420GB445210222A

Hamburg, 2021-02-22

f-—:

MEDCERT Certification Body
(Dr. Andreas Schich)

The certificate is only valid when provided entirely with all of its pages. P—"
To verify the validity of this certificate, contact info@medcert.de. @;ﬁﬁ &
( DAKKS

MEDCERT is a DAkkS accredited management systems %;i:f::; giﬁfgg?t?erungsstene

certification body D-ZM-19630-04-00

Form F10010017e EN / Rev. 9 / 2019.11.14 page 1 of 1




MEDICAL DEVICES-QUALITY MANAGEMENT
SYSTEMS CERTIFICATE

Certificate No.: CQC20QY20038R2M/46500
We hereby certify that
Jusha Display Technology Co., Ltd.

(This Main Certificate Contains 2 Sub-certificates)

Unified Social Credit Code: 9132010667492893XP

Nanjing Jusha Display Technology Co., Lid:
Registered Address: Unit A, 8F, Building 01, No.301 Hanzhongmen Street, Gulou District, Nanjing, Jiangsu Province, China
Business Address: No.99 Yaogu Avenue, Nanjing Jiangbei New Area, Jiangsu Province, China
Nanjing Jusha Commercial&Trading Co., Ltd.:
Registered Address: 301 Room, No.301 Hanzhongmen Street, Gulou District, Nanjing, Jiangsu Province, China
Business Address: No.99 Yaogu Avenue, Nanjing Jiangbei New Area, Jiangsu Province, China
Nanjing Jusha Medical Technology Co., Ltd.
Registered Address: No.99 Yaogu Avenue, Nanjing Jiangbei New Area, Jiangsu Province, China
Business Address: No.99 Yaogu Avenue, Nanjing Jiangbei New Area, Jiangsu Province, China

by reason of its

Quality Management System
has been awarded this certificate for compliance with the standard

YY/T 0287-2017 / ISO 13485:2016

The Quality Management System Applies in the following area:

Nanjing Jusha Display Technology Co., Ltd.: Design, Development and Manufacture of Professional High-Resolution Displays, High Pressure Injector, Digital X-Ray
Medical Imaging Systems, Non-Woven Wraps, Sales And Services of Imported Medical Instruments (Within the Scope of Qualification License)
Nanjing Jusha Commercial & Trading Co., Ltd.: Sales of Professional High-Resolution Displays, High Pressure Injector, Digital X-Ray Medical Imaging Systems,
Non-Woven Wraps, Sales and Services of Imported Medical Instruments (Within the Scope of Qualification License)
Nanjing Jusha Medical Technology Co., Ltd.: Sales of Professional High-Resolution Displays, High Pressure Injector, Digital X-Ray Medical Imaging Systems, Non-Woven
Wraps, Sales and Services of Imported Medical Instruments (Within the Scope of Qualification License)

Certified since: September 29,2014 Valid from: July 24,2020 Valid until: September 28, 2023

After a surveillance cycle, the certificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by CQC.
Please access www.cqc.com.cn for checking validity of the certificate.

} b

Signed by: Lu Mei

CHINA QUALITY CERTIFICATION CENTRE

Section 9, No.188, Nansihuan(the South Fourth Ring Road) Xilu(West Road), Beijing 100070,China

http://www.cqc.com.cn



IMAGE

Information

Europe

Medical Imaging with iQ Systems o

PD-730-165 EC Declaration of Conformity

The manufacturer IMAGE Information Systems Europe GmbH
Lange Str. 16
18055 Rostock, Germany
Tel.: +49 381 496 58 20
www.image-systems.biz | info@image-systems.biz

declares under its sole responsibility that the medical device stated as follows:
iQ-VIEW/PRO 3.1

is classified as Class lla according to rules 10 and 16 of the Medical Device Directive
93/42/EEC, Annex IX.

The conformity assessment has been performed according to Annex Il (4) of MDD 93/42/EEC
based on the following elements:

= Conformity to the Essential Requirements according to Annex | of MDD 93/42/EEC
= Quality Management System for the products / product categories

Digital image processing systems
The license of certification is subject to surveillance by the Notified Body.
MEDCERT GmbH
Pilatuspool 2
20355 Hamburg, Germany

(Notified Body CE 0482)

Rostock, 2018-04-12

r. Arpad Bischof
Managing Directo

iQ-VIEW 3.1 EC Declaration of Conformity PUB INT EN — O01R
Based on template: FS-423-165 EC Declaration of Conformity CE Class Il Products PUB INT EN — 007R


http://www.image-systems.biz/
mailto:info@image-systems.biz

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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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.

Effective Date: 2020-07-20

Date: 2019-05-22

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. Utilisatior

ion and application requies prior approval.
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