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EC DECLARATION OF CONFORMITY

The declaration of conformity is issued solely under the responsibility of the manufacturer.
I[eKnapauH;ITa 3a CbOTBCTCTBUC CC U3JJaBa CAMHCTBCHO IO OTTOBOPHOCTTA HA ITPOU3BOAUTCIIA.

The undersigned, representing the manufacturer
I[OHYHOI[HI/ICH,HI/ISIT, npeacTasJisiBall MPOU3BOAUTCIIA

MEDTEX SWISS LTD., Bulgaria, Gabrovo 5300, 24 Osmi mart Str.
Mentex Cyunc OO/l, bbarapus, 'abposo 5300, yin. Ocmu Mapt 24I°

Manufacturing address: Bulgaria, Gabrovo 5300, Svishtovska 9 str.
Anpec Ha npousBojicTBO: bbarapus, 'abposo 5300, yi. CBunioBcka 9

Hereby declares that the product covered by this Declaration,
C HaCTOAIIOTO ACKJIApHUpPa, Y€ IPOAYKTHT, 00XBAHAT OT HACTOSAIIATA JCKIApAIIHs,

THREE-LAYER DISPOSABLE MEDICAL MASK M 0202 Medtex
Tpucrnolina MmeaMIIMHCKA Macka 3a eqHOKpaTHa yrnoTpeda M0202 Mexarex

UDI code: 3800232484718 (earloops - pack with 10 pcs);

UDI code: 3800232484664 (earloops - box with 50 pcs);

UDI code: 3800232484725 (with ties - box with 50 pcs )

UMDNS code 12447, Category 10 — Single-use devices, Class I, type IR

UMDNS koa 12447, kateropus 10 - YcTpoiicTBa 3a ennokpaTtHa ynorpeoa, kiaac I, tum IIR

are produced in conformity with the technical documentation of Annex IX and meets the
provisions of the Medical Device Regulation (EU) 2017/745 which apply to them.

Ca HAIIpaB€HU B CBOTBCTCTBUEC C TCXHNUYCCKATA NOKYMCHTAIUA HA IPUIJIOKCHUC IX #u B CLOTBETCTBHE C
pasnopenoutre Ha PETJIAMEHT (EC) 2017/745 Ha cbBeTa OTHOCHO MEIMITUHCKU WU3/IETHs, KOUTO CE
Ipujiarat 3a TiX.

Classification with rule number: Class |

Knac na uznenusra : Knac |

Harmonized Standarts: EN I1SO 13485:2016

Xapmonusupanu Crangaptu: EN 1SO 13485:2016

This declaration is valid for the above mentioned product with the CE-Mark.

Tazu ACKJIapanus € BaJIMAHA 3a ITIOCOUYCHUS MO-TOPC MPOAYKT C CE-MapKa.

The following person is authorized to compile the technical file.

CJ'ICI[HOTO JIMIE € YII'bJIHOMOIICHO Jda CbCTaBU TCXHUYCCKATA JOKYMCHTALIUA.

Gabrovo, Bulgaria, Bisergharkay,(pirector)
rp. ['a6poso, beirapus, Buegp Hapkos (Ynpakuten)
Gabrovo ¥t modra2
31.08.2020 2 0 G
(place and date of issue) (signatdre.of authorized:person)

(mstcTo U nara Ha U3/aBaHe) _(moATiiC Ha YIbIHOMOIIEHOTO JHLie)

~



