medicx @@

EC DECLARATION OF CONFORMITY

The declaration of conformity is issued solely under the responsibility of the manufacturer.
[[eKnapauHﬂTa 3a CbOTBETCTBUEC CC U3J]aBa CAMHCTBCHO I10J OTTOBOPHOCTTA HA ITPOU3BOAUTECIIA.
The undersigned, representing the manufacturer

[[OJ'IYHOI[HI/ICELHI/I}IT, mpeacTasiisiBall IIPOU3BOAUTEIIA

MEDTEX SWISS LTD., Bulgaria, Gabrovo 5300, 15 Konservna Str.

Menrex Cyuc OO/, bearapus, ['abposo 5300, yin. KoncepBua 15

Manufacturing address: Bulgaria, Gabrovo 5300, Svishtovska 9 str.

Anpec Ha nmpousBoicTBO: bearapus, 'abposo 5300, yi. CBurioBcka 9

Hereby declares that the product covered by this Declaration,

C Hact OjAI0TO ACKIapupa, 4€ IMPOAYKTBHT, 00XBaHaT OT HacTosdlIaTa ACKjIapanus,
THREE-LAYER DISPOSABLE MEDICAL MASK M 0202 Dr.Frei

Tpucnolina MeMIIMHCKA Macka 3a eqHOKpaTHa ynorpeda M0202 [I-p.Ppeii

UDI-DI code: 03800232484718 (earloops - pack with 10 pcs);

UDI-DI code: 03800232484664 (earloops - box with 50 pcs);

UDI-DI code: 03800232484725 (with ties - box with 50 pcs)

UMDNS code 12447, Category 10 — Single-use devices, Class I, type IIR; EMDN code T0206
UMDNS kon 12447, kateropus 10 - YcTpoiicTBa 3a efHOKpaTHA ynoTpeoda, kiaac |, tum IR

are in full compliance with the relevant provisions of EGULATION (EU) 2017/745 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL and corresponded standards, national
standards or other regulatory documents.

ca B IIbJIHO ChOTBETCTBUE ChC ChOTBeTHUTE pasnopenou Ha PETJTAMEHT (EC) 2017/745 HA
EBPOITEMCKNS [TAPJIAMEHT U HA CHBETA 1 chOTBETHHTE CTAHAAPTH, HALIHOHATHH
CTaHAApTHU WKW APYI' HOPMATUBHU JOKYMCHTHU.

Classification with rule number: Class |

Kiac Ha n3nenusra : Knac |

Harmonized Standarts: EN 1SO 13485:2016; EN 14683:2019 + AC:2019

Xapmonusupanu Crangaptu: EN 1SO 13485:2016; EN 14683:2019 + AC:2019

This declaration of conformity is issued under the sole responsibility of the manufacturer.
Shelf life/ Storage life: 5 years from the date of manufacture (when stored properly). Service life/
Period of use: For one use only.

Cpok Ha cbXpaHEHHE: 5 TOAMHU OT JlaTaTa Ha MPOU3BOJCTBO (IIPU MPABHIIHO chbXpaHeHue). Cpok Ha
CKCILJ10aTaluA. 3a CAHOKpAaTHa yHOTpeGa.

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

Tazu ACKJIapanuvs € BaJIMAHA 3a TOCOYCHUS MMO-TOPC MPOAYKT C CE-MapKa.

The following person is authorized to compile the technical file.

CJ'ICI[HOTO JIMIEC € YII'bJIHOMOMICHO JIda CbCTaBU TCXHUYCCKATA JOKYMCHTALUA.

Gabrovo, Bulgaria, Biser Sharkoy,(Director)
rp. ['a6poo, beirapus, Bueep Lapkos (Y nipaguten)
Gabrovo L, Y&\
10.01.2026 s - extefl)
(place and date of issue) (signature.ef authorized;person)

(mstcTo U nara Ha U3/aBaHe) (nourm\c Ha VIBJIHOMOIICHOTO JIUIIE)
L \



