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93/42/EEC-2007/47/EC Medical

Devices Directive

DECLERATION OF COMFORMITY

Company Name : Sterilmed Medical Elektrik, Elektronik, Otomasyon, İnşaat, Gıda, Sanayi ve Dış Ticaret Ltd. Şti.

Address : Başkent Organize Sanayi Bölgesi 18.Cadde No:43 Maliköy Sincan Ankara -Türkiye

Tel / Fax : +90.312. 375 81 00/ +90.312. 375 92 92

Web / E-mail : www.sterilmed.com.tr / info@sterilmed.com.tr

We, as manufacturer of this product, herewith declare under our sole responsibility that the below mentioned products

mentioned above:

Product : Steam Sterilizer

GMDN Code : 38671

Model Code :

Product Brand Model
GMDN
Code

UNSPSC
Code

Class

Steam
Sterilizer

SMA

SMB

DSD -160, DSD -200, DSD-250, DSD-300B, DSD-300,
DSD-450, DSD-540, DSD-675, DSD-810, DSD-945,
SSD-160, SSD-200, SSD-250, SSD-300B, SSD-300,
SSD-450, SSD-540, SSD-675, SSD-810, SSD-945,
VD-160, VD-200, VD-250, VD-300B, VD-300, VD-450,
VD-540, VD-675, VD-810, VD-945, VD-75

38671 42281508 IIb

Classification : IIb (According to MDD, Annex IX – Excluding Section 4)

meet the provisions of the following EC Council Directives and Standards. All supporting

documentation’s are retained under the premises of the manufacturer and the notified body.

Directives : Medical Device Directive (MDD 93/42/EEC), Annex II (Excluding Section 4) and 200//47/EC Annex 2.3

requirements. MDD 93/42/EEC and 2007/47/EC Annex 2.3 (Excluding conformity assessment route

Annex 4)

Standards : Standards applicable to this product are EN 60601-1, EN 60601-1-2, EN 62304, EN 60204-1, EN 285,

EN 13445-1, EN15223-1, EN 62366, EN 14971, IEC 60529, EN 1041, EN 61010-2-40, EN 61010-1, EN

ISO 13485, EN ISO 9001, EN ISO 14001

Notified Body : UDEM International Certification Auditing Training Centre Industry and Trade Co.

Mutlukent Mah. 2073. Sok. (Eski 93. Sok) No: 10 Çankaya / ANKARA / TURKEY

Burhan ZORLU
Company Manager
27.09.2019
Expiry Date: 07.08.2023 / Revision: 2019.05









 

 

 
 
 
 
 
 

CERTIFICATE 
DQS Holding GmbH has issued an IQNet recognized certificate that the organization 

 

aycan Digitalsysteme GmbH 
 

Innere Aumühlstraße 5 
97076 Würzburg 

Germany 

 

has implemented and maintains a Quality Management System. 

Scope: 
Design, distribution and service of software for medical use 

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was 
verified that the management system fulfills the requirements of the following standard: 

DIN EN ISO 13485 : 2016 + AC : 2017-07 
EN ISO 13485 : 2016 + AC : 2016 

ISO 13485 : 2016 
Issued on: 2018-11-12 
Expires on: 2021-11-11 

 

This attestation is directly linked to the IQNet Partner’s original certificate and 
shall not be used as a stand-alone document. 

 

Registration number: DE-381717 MP2016 
 
 
 
 

Alex Stoichitoiu Michael Drechsel 
President of IQNet Managing Director of 

DQS Holding GmbH 
 

IQNet Partners*: 
 

AENOR Spain AFNOR Certification France  APCER Portugal CCC Cyprus CISQ Italy 
 CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil 

 FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica 
 IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland 

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia 
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia 

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. 
 

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com 
 

http://www.iqnet-certification.com


 

August-Schanz-Straße 21, 60433 Frankfurt am Main, 
Tel. +49 (0) 69 95427-300, medical.devices@dqs-med.de  
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CERTIFICATE 

This is to certify that the company 
 

aycan Digitalsysteme GmbH 
 

Innere Aumühlstraße 5 
97076 Würzburg 
Germany 

has implemented and maintains a Quality Management System.  

Scope: 
Design, distribution and service of software for medical use  

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was 
verified that the management system fulfills the requirements of the following standard: 
 
 

DIN EN ISO 13485 : 2016 + AC : 2017-07 
EN ISO 13485 : 2016 + AC : 2016 
ISO 13485 : 2016 

 

Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

381717 MP2016 

170718711 

2018-11-12 

2021-11-11 

2018-11-12 
 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  

 
 
 
 

mailto:medical.devices@dqs-med.de


 

August-Schanz-Straße 21, 60433 Frankfurt am Main, 
Tel. +49 (0) 69 95427-300, medical.devices@dqs-med.de  
 
DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC 
concerning medical devices with the Identification Number 0297. 
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EC-CERTIFICATE 
(Full quality assurance system) 

This is to certify that the company 
 

aycan Digitalsysteme GmbH 
 

Innere Aumühlstraße 5 
97076 Würzburg 
Germany 

has implemented and maintains a full quality assurance system which applies to the products 
at every stage from design to final controls. 
 
Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, 
it was verified that the management system fulfills the requirements of 
 
Annex II – excluding Section 4 of Council Directive 93/42/EEC 
concerning medical devices 
 
with respect to the following medical devices: 

Device family: 
aycan workstation
 
  

Product: 
aycan mobile 
aycan web 

Class: 
IIa 
IIa 

The manufacturer is subject to surveillance according to Annex II, Section 5. The CE marking 
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the  
certificate. An EC Design Examination Certificate according to Annex II, Section 4 is required 
for class III devices covered by this certificate. The certificate is in the case of class I(s) devices  
(I(s) = class I products placed on the market in sterile conditions) limited to the aspects of 
manufacture concerned with securing and maintaining sterile conditions. The certificate is in 
the case of class I(m) devices (I(m) = class I devices with a measuring function) limited to the 
aspects of manufacture concerned with the conformity of the products with the metrological 
requirements. 
 
Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

381717 MR2 

170766128 

2020-03-09 

2024-05-26 

2020-03-09 

 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  

 
 

mailto:medical.devices@dqs-med.de


EC Declaration of Conformity

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:

Nanjing Jusha Display Technology Co., Ltd.
8A, Block1. Nanjing International Service
Outsourcing Mansion, No. 301 Hanzhongmen
Street, Nanjing City, Jiangsu Province, 210036
China.
Tel: +0086-25-83305050
Fax: +0086-25-83302899

Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA,
The Hague, Netherlands
Tel：+31644168999
E-mail：peter@lotusnl.com

We, the manufacturer, herewith declare that the products

Medical Display

Model：M550G, M550, JUSHA-M550G, JUSHA-M550

UMDNS-Code: 17960

meet the provisions of Directive 93/42/EEC which apply to them.

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

The product concerned has been manufactured following the procedure relating to the EC
Declaration of Conformity set out in Annex VII 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

Company: Nanjing Jusha Display Technology Co., Ltd.
Address: 8A, Block1. Nanjing International Service Outsourcing Mansion, No. 301

Hanzhongmen Street, Nanjing City, Jiangsu Province, 210036 China.

Nanjing 2020-10-28

Place, date Legally binding signature, Function

mailto:peter@lotusnl.com
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