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SECTION 0: EC DECLARATION OF CONFORMITY: Rev.01 

 

MANUFACTURER: Phyto Performance Italia S.r.l. 

Via E. Fermi, 9 

35030 VEGGIANO (PD), ITALY 

PRODUCT:                    TENSOCOLD PACK 

47423-01 

CLASSIFICATION MDD: Class IIa, Rule 9, Annex IX Directive 93/42/EEC  
as amended and found to comply 

CONFORMITY ASSESSMENT ROUTE: ANNEX II - excl. section 4 

 

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL 

DIRECTIVE 93/42/EEC AS AMENDED AND FOUND TO COMPLY FOR MEDICAL DEVICES. ALL SUPPORTING 

DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER AT THE NOTIFIED BODY’S DISPOSAL, 

AS SPECIFIED IN THE ANNEX VII OF DIRECTIVE 93/42/EEC AS AMENDED AND FOUND TO COMPLY FOR A PERIOD OF 5 

(FIVE) YEARS. 

 

NOTIFIED BODY: KIWA CERMET ITALIA S.p.A. 
Notified Body No. 0476 

 

Via Cadriano, 23 
40057 Granarolo dell’Emilia (BO) 

 

EC CERTIFICATE NO. MED 31269 

LOT NO.  0239707 

PLACE, DATE OF ISSUE: VEGGIANO, 15/06/2020 

LEGAL REPRESENTATIVE: SARA DE PIERI 

 
 

 


