


















EC DECLARATION OF CONFORMITY 

Manufacturer: Ares Medikal San. Tic. Ltd. Şti.  

5821/1 SK. NO:6 ASIK VEYSEL MH. KARABAGLAR, 

35110 - IZMIR, TURKEY  

PHONE: (+90) 232 264 70 00  

FAX : (+90) 232 264 90 00

Product: Balloon Inflation Device 

GMDN : 17540

Brand: ARES

Reference Number :  BID6001, BID6002, BID6003, BID6004, BID6005

Applied standards:  
EN ISO 13485: 2012, EN ISO 14971: 2012, EN 1041:2008, EN ISO 15223-1:2016, EN ISO 10555-1:2009, EN ISO 
11070:2014, EN 10993-1: 2011, EN 10993-4:2010, EN 10993-5: 2010, EN ISO 10993-7:2010, EN 10993-10:2010, 
EN ISO 10993-10:2002+A1:2006, EN ISO 10993-11:2010, EN ISO 11135:2014, EN ISO 11737-1: 2006, EN 11737-2: 
2009, EN ISO 11607-1:2009, EN ISO 11607-2:2006  

Classification : Medical Device Directive 93/42/EEC Rule 1 of Annex IX 

Class Is

Conformity assessment Route  
Medical Device Directive 93/42/EEC including amendment 2007/47/EC Annex II  
We herewith declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC for 
medical devices including amendment 2007/47/EC all supporting documentation is retained under the premises of the 
manufacturer. we declare that our products do not contain human blood derivatives, tissues of animal origin and any 
medicinal products.  
Notified body : MTIC InterCert S.r.l. via Moscova 11,20123 Milano (MI), Italy  
Phone : +39 02 97071800 Fax : +39 02 9308176  
Place and Date of Issue: Izmır, Turkey / 15.10.2018
Signature : SERHAT ÇELİK Chief Executive Officer 
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EC DECLARATION OF CONFORMITY 

Manufacturer: Ares Medikal San. Tic. Ltd. Şti.  

5821/1 SK. NO:6 ASIK VEYSEL MH. KARABAGLAR, 

35110 - IZMIR, TURKEY  

PHONE: (+90) 232 264 70 00  

FAX : (+90) 232 264 90 00

Product: Hemostasis Valve Set 

GMDN : 36177

Brand: ARES

Reference Number :  HVS3000, HVS3001, HVS3002, HVS3003, HVS3004

Applied standards:  
EN ISO 13485: 2012, EN ISO 14971: 2012, EN 1041:2008, EN ISO 15223-1:2016, EN ISO 10555-1:2009, EN ISO 
11070:2014, EN 10993-1: 2011, EN 10993-4:2010, EN 10993-5: 2010, EN ISO 10993-7:2010, EN 10993-10:2010, EN 
ISO 10993-10:2002+A1:2006, EN ISO 10993-11:2010, EN ISO 11135:2014, EN ISO 11737-1: 2006, EN 11737-2: 
2009, EN ISO 11607-1:2009, EN ISO 11607-2:2006  

Classification : Medical Device Directive 93/42/EEC Rule 1 of Annex IX 

Class IIa

Conformity assessment Route  
Medical Device Directive 93/42/EEC including amendment 2007/47/EC Annex II  
We herewith declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC for 
medical devices including amendment 2007/47/EC all supporting documentation is retained under the premises of the 
manufacturer. we declare that our products do not contain human blood derivatives, tissues of animal origin and any 
medicinal products.  
Notified body : MTIC InterCert S.r.l. via Moscova 11,20123 Milano (MI), Italy  
Phone : +39 02 97071800 Fax : +39 02 9308176  
Email : info@mticert.org Website : www.mticert.org 

Place, Date of Issue: Izmir, Turkey, 07.01.2021
Signature : SERHAT ÇELİK Chief Executive Officer 
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EC DECLARATION OF CONFORMITY 

Manufacturer : Ares Medikal San. Tic. Ltd. Şti.  
5821/1 SK. NO:6 ASIK VEYSEL MH. KARABAGLAR, 
35110 - IZMIR, TURKEY  
PHONE: (+90) 232 264 70 00  
FAX : (+90) 232 264 90 00

Product : Introducer Set (Femoral)

Ref Code:  IS9000, IS9001, IS9002, IS9003, IS9004, IS9005, IS9006, IS9007, IS9008, IS9009, IS9010, IS9011

Set Contents: Introducer Sheath, Dilator, Mini Guidewire, Syringe, Scalpel, Needle 

Classification: Medical Device Directive 93/42/EEC Rule 6 of Annex IX Class IIa 

Applied standards:  
EN ISO 13485: 2012, EN ISO 14971: 2012, EN 1041:2008, EN ISO 15223-1:2016, EN ISO 10555-1:2009, EN ISO 
11070:2014, EN 10993-1: 2011, EN 10993-4:2010, EN 10993-5: 2010, EN ISO 10993-7:2010, EN 10993-10:2010, 
EN ISO 10993-10:2002+A1:2006, EN ISO 10993-11:2010, EN ISO 11135:2014, EN ISO 11737-1: 2006, EN 11737-2: 
2009, EN ISO 11607-1:2009, EN ISO 11607-2:2006  

Conformity assessment Route  
Medical Device Directive 93/42/EEC including amendment 2007/47/EC Annex II  
We herewith declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC for 
medical devices including amendment 2007/47/EC all supporting documentation is retained under the premises of the 
manufacturer. we declare that our products do not contain human blood derivatives, tissues of animal origin and any 
medicinal products.  

Notified body : MTIC InterCert S.r.l. via Moscova 11,20123 Milano (MI), Italy 
Phone : +39 02 97071800 Fax : +39 02 9308176  
Email : info@mticert.org Website : www.mticert.org  
Notified Body number : 0068  

Place, Date of Issue: Izmir, Turkey,27.02.2021
Signature : SERHAT ÇELİK Chief Executive Officer 
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EC DECLARATION OF CONFORMITY 

Manufacturer : Ares Medikal San. Tic. Ltd. Şti.  
5821/1 SK. NO:6 ASIK VEYSEL MH. KARABAGLAR, 
35110 - IZMIR, TURKEY  
PHONE: (+90) 232 264 70 00  
FAX : (+90) 232 264 90 00

Product : Introducer Set (Radial)

Ref Code:  IS9012, IS9013, IS9014 IS9015, IS9016, IS9017

Set Contents: Introducer Sheath, Dilator, Mini Guidewire, Scalpel, Needle 

Classification: Medical Device Directive 93/42/EEC Rule 6 of Annex IX Class IIa 

Applied standards:  
EN ISO 13485: 2012, EN ISO 14971: 2012, EN 1041:2008, EN ISO 15223-1:2016, EN ISO 10555-1:2009, EN ISO 
11070:2014, EN 10993-1: 2011, EN 10993-4:2010, EN 10993-5: 2010, EN ISO 10993-7:2010, EN 10993-10:2010, 
EN ISO 10993-10:2002+A1:2006, EN ISO 10993-11:2010, EN ISO 11135:2014, EN ISO 11737-1: 2006, EN 
11737-2: 2009, EN ISO 11607-1:2009, EN ISO 11607-2:2006  

Conformity assessment Route  
Medical Device Directive 93/42/EEC including amendment 2007/47/EC Annex II  
We herewith declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC for 
medical devices including amendment 2007/47/EC all supporting documentation is retained under the premises of the 
manufacturer. we declare that our products do not contain human blood derivatives, tissues of animal origin and any 
medicinal products.  

Notified body : MTIC InterCert S.r.l. via Moscova 11,20123 Milano (MI), Italy 
Phone : +39 02 97071800 Fax : +39 02 9308176  
Email : info@mticert.org Website : www.mticert.org  
Notified Body number : 0068  

Place, Date of Issue: Izmir, Turkey,27.02.2021
Signature : SERHAT ÇELİK Chief Executive Officer 
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LETTER OF AUTHORIZATION 

Date: September,26. 2023 

To Whom It May Concern: 

Hereby, we 

Company Name :Ares Medikal Sanayi Ticaret Ltd. Şti.  

Address  : 6094 Sk No:6 Egemenlik Mh. Bornova İzmir - TURKEY 

Phone number : 232 264 70 00 

Certify that:  

Triumf Motiv SRL 

Address: Republic Of Moldova, MD 2043-str. Grenoble 193, et.13, of.1 

Phone number: (+373 22) 76 84 62, 76 88 41 

Triumf-Motiv SRL is our authorized representative and distributor on the territory of the Republic of 

Moldova. 

We allow this company to register our products with the competent authorities on the territory of the 

Republic of Moldova, as well as to promote, sell, distribute our products in the Republic of Moldova, and 

we will provide all necessary assistance to expand the market of medical supplies and devices of our brand 

ARES & CARDIOHEALTH in your country.  

This letter of authorization remains valid for five years, starting from September, 2023and expiring on 

March 09, 2028. 

Name  : SERHAT ÇELİK 

Title  : GENERAL MANAGER 

Signature:         
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