DIRECTA

EU Declaration of Conformity

Manufacturer DIRECTA AB
Finvids vag 8, SE-194 47 Upplands Vdsby, Sweden

SRN SE-MF-000002500

Basic UDI-DI 731023999519B7

Product and trade name Physics Forceps, Physics Forceps Bumper Guards
Product code/REF 506100, 506101, 506102, 506103, 506108, 506106, 506107,

506109, 506104, 506105, 506128, 506125, 506127, 506126,
506120, 506121, 506122, 506117, 506118, 506119

Intended purpose Tooth extractions. Intended user is professional licensed
dentist.

Risk Class Class |, rule 5

Common specification (CS) N/A

Notified body N/A

Conformity Assessment Procedure Article 52, paragraph 7

Statement This EU declaration of conformity is issued by under the sole
responsibility of Directa AB.
The device covered by this declaration is in conformity with
Regulation (EU) 2017/745 on medical devices.

Uppla)nﬂs Visby, 2021-05-18
{, ”~

Henric Karsk
CEO

First version of EU Declaration of Conformity (MDR) issued year 2021.
TF34_DoC_EN_2021-05-18

DIRECTA AB Tel +46 8 506 505 75 VAT-No SE556013882701 Swift Code ESSESESS
Finvids vég 8 Fax +46 8 590 306 30 Organisationsnr 556013-8827 IBAN SE38 5000 0000 0538 5100 623
P.0. Box 723 www.directadental.com Bank SEB, KABY Bank Account 5385-10 062 32

SE-194 27 Upplands Vésby Sweden info@directadental.com SE-10640 Stockholm, Sweden National 433-8810



