A FORAGRUP

SAVUNMA TEKNOLOJILERI VE DAN. TiC. LTD. STi.

EC DECLARATION OF CONFORMITY

Manufacturer o _ _
FORA GRUP SAVUNMA TEKNOLOJILERI VE DAN. TiC. LTD. STI.

Address
SEHIT OSMAN AVCI MAH. 1404, CD. NO.4 ETIMESGUT/ANKARA/TURKEY

Product: CVN TQ (UPPER AND LOWER EXTREMITIES TOU RNIQUET)
Catalog/Ref. No: H5000-4013T

Product Description: Bleeding control in lower and upper extremity injuries.

BASIC UDI-DI: 8682169339324C2

Classification: CLASS |

GMDN Code: 58128

Conformity Assessment Procedure: ANNEX IV (Il & l1l) Declaration Of Conformity

Related Standards: EN ISO 14971:2012, EN I1SO 15223 -1:20186,
EN I1SO 1041:2008+A1:2013, EN ISO 13485:2016
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As FORA GROUP we declare under our sole responsibility that the device within the scope
of this declaration comply with the Regulation (EU) 2017/745 of the European Parliament

and of the Council on Medical Devices and the requirements specified in the Regulation
for these devices are fulfilled.
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af€pe V.D. 2880235544 Tic, Sic. 425800
Mersis No: 0338086554300012

March 29,2023
Place and date of issue Ahmet DALGIC, Regulation Manager




