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1. This EU Declaration of conformity refers to the following products:

EU Declaration of Conformity

Regulation (EU) 2017/745

Product Mame Madel Classification/Type Reference Number uoi

3 Py

Ultrasonic

Procedure ENM- 313 Class | 313R01 20 85824310331 3R0120108
Mazk (Type I1R)

Blue

2. Manufacturer's name and address is as below:

Company Name Eni Ecra Depasi IIaw; Medikal Ozel Saflik Hizmetled |n§~.ﬂ1 Taahhiit Ticanst A5,

Address Saray Mahallesi Gidacilar Caddesi 3570 Ada 2 Parsel Kahramankazan ANKARAT TURKEY
AB Authorized
Representative EMMED B.W.

Address Oudenweg 1094 2031 CC Haadem Amsterdam NETHERLANMDS

3. The Conformity assessment according to the essential requirements has been done by Easepal according to

EU Community
Legialation

Harmonised
slandart:

Declaration Type:

This declaration s
walid wtil:

Place and Date of
lasug:

En Ecza Deposu llag Medikal Ozal Sagiik Hizmetlesi Ingast Taahhit Ticaret A S, declases that under
our sale m&lhl’l‘y hal the FIrI!lﬂl.II!‘."l above o which this declaraion relales are in Dﬂmﬂl'l'r'lml with
the fellowing standards of elher reguiatery laws fellowing the previsions of 2017/745 Medical Devies
Reguiation.

EMN 146B3:2019 Medical face masks. Requirements and lest methods. Proteciive clothing, Classificaon
EYEIBME, Perlormanca, Peronmance teating. Biological hazards, Masks
(protective clofheng), Contamination, Surgical equipment, Occupational safsty, Hygeene, Madical equipment,
Environmental cleanliness, Permeability measunemen.

EC Certificate MNuvo Certification

This certificate is nially Esued on 16.11.2021 and will be valid for 1 years from the issue dabe.

Ankara | TURKEY Date:  16.11.2021 Company Sign: N ECZA DEPOSU lLag mEnikal
Oz Sadui wigm. a5
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EM ECZA DEPOSU iLAC MEDIKAL OZEL SAGLIK HIZMETLERI
IMSAAT TAAHHUT TICARET A5, SARAY MAH. GIDACILAR CAD.
. HO: 18 KAHRAMAMEAZANS ANKARA

VERG DAIRESE: KAHRAMANKAZAN VERG] MO-3350708675



