This EU DECLARATION OF CONFORMITY

Taswn [eknapauus 3a cboteeTcTBME Ha EC

is issued in accordance with Annex IV of Regulation (EU) 2017/745

€ u3gageHa B cboTBETCTBYUE C npunoxerune IV kbm Pernament (EC) 2017/745

We/Hwe,

MEDTEX SWISS Ltd

SRN: BG-MF-000023453

Address: 15 Konservna str., Gabrovo, Bulgaria 5300

phone: +359 888059356, +359887203787, e-mail: info@medtex-swiss.ch, medtex-swiss.ch
MEOTEX CYUC 00[

(EPH) Ha npoussogutens:  BG-MF-000023453

Anpec: yn.KoHcepsHa 15 , rp.labposo, bbnrapus 5300

Ten: +359 888059356, +359887203787, e-mail: info@medtex-swiss.ch, medtex-swiss.ch

declare that the following medical devices:
feknapupame, 4e cnegHuTe MeanUUHCKN U3aenuns:

Mpousxon
No. ltem/ Ane Products / MpoaykTtn Brand/ / country UDI UMDNS
no. Mapka -
of origin

S3041/ | Back brace with power straps Bilasto | Bulgaria

1 151011 KonaH ¢ nogcuneawm neHTun UNO Bvnrapus 7640162324595 11024
S6035/ | Stabilized knee support adjustable Bilasto | Bulgaria

2 151007 | Opresa 3a KonsiHo UNO Bbnrapws 7640162324601 12837
S6058/ | Stabilized knee support with 4 spiral stays Bilasto | Bulgaria

3 151008 | OpTtesa 3a konsHO ¢ 46p cnMpanHu WyHW UNO | Bbrrapus 7640162324618 12837
S7028/ | Ankle support adjustable Bilasto | Bulgaria

4 151010 baHgax 3a rneseH ¢ 4ONbIIHUTENHO NPUCTAraHe UNO Bvnrapus 7640162324625 12837
S8321/ | Elbow brace with additional fixation Bilasto | Bulgaria

5 151005 BaHgax 3a nakbT ¢ AOMBNHUTENHO (bMKCUpaLy, peMbK UNO Bvnrapua 7640162324588 12837
S8322/ | Tennis / Golf elbow brace fixative Bilasto | Bulgaria

6 151006 | Banpgax 3a nakbT rond/TeHnc UNO Bvnrapua 7640162324571 13858
S8514/ | Wrist band adjustable Bilasto | Bulgaria

7 151004 BaHpax 3a kuTKa UNO Bvnrapus 7640162324540 13858
S8551L/ | Stabilizing wrist brace adjustable Bilasto | Bulgaria

8 151001 OpTesa 3a knTka ¢ hmkcupalla WrHa 3a nsiea pbka UNO Bvnrapus 7640162324830 12837
S8551R/ | Stabilizing wrist brace adjustable Bilasto | Bulgaria

9 151000 | Oprtesa 3a KnTKa C hMKCMpaLLa WKHA 3a AACHA pbka UNO Bvnrapua 7640162324557 12837

Medical elastic bandage with medium tensility (width

S12x80x1/| 80mm) Bilasto | Bulgaria

10 151012 BWHT enacTuyeH MeguLMHCKM cpedHa pasTernmBocT UNO Bvnrapus 7640162325677 10274

(wmpoymHa 80mm)

are in compliance with Regulation (EU) 2017/745 of the European Parliament and of the Council and applicable harmonised standards.

ca B cboTBeTcTBue ¢ PernamenT (EC) 2017/745 Ha EBponeiickus napnameHT 1 Ha CbBeTa 1 NpUNoXMMIUTE XapMOHU3MpaH CTaHAaPTM.

Classification with rule number: The above listed products are Class | medical devices (non-sterile, without measuring function, non-invasive and
intended for contact with intact skin) according to Annex VIll, Chapter lll, Rule 1 of Regulation (EU) 2017/745.

Knac Ha nsgenusta : fopenocoyeHnTe NpoayKTh ca MeanLMHCKY uanenus ot knac | (Hectepuntu, 6e3 namepeaTtenHa yHKUWS, HEMHBA3WBHYU U NPEAHA3HAYEHM 3@
KOHTaKT C HemokbTHaTa koxa) cbrnacHo npunoxeHue VI, rnasa Ill, npasuno 1 ot Pernament (EC) 2017/745.

Conformity assessment procedure according to Article 52(7) of Regulation (EU) 2017/745 has been applied.

MpunoxeHa e npoLeaypa 3a OLeHsIBaHe Ha CbOTBETCTBMETO CbIIacHO uneH 52, naparpad 7 ot PernamenTt (EC) 2017/745.

Harmonized Standards: EN ISO 13485:2016; EN ISO 14971:2019; EN SO 15223-1:2021; EN ISO 10993-1:2020

Xapmonuanpanu Ctangaptu: EN I1SO 13485:2016; EN ISO 14971:2019; EN I1SO 15223-1:2021; EN I1SO 10993-1:2020

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: 3 months from first use, or from the date
of sale to the end user.

Cpok Ha CbXpaHeHue: 5 roauHu OT AaTaTta Ha NPOWU3BOACTBO (MPY NPaBMIHO CbXxpaHeHue). Cpok Ha ekcnnoatauus: 3 Mecela OT MbpBa ynotpeba unm ot AaTata Ha
npopax6a Ha kpaitHus noTpebuTen.

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

Taav geknapaums 3a CbOTBETCTBUE Ce M3AaBa NOL, U3KMKOYMTENHaTa OTTOBOPHOCT HA MPOU3BOAUTENS.

The following person is authorized to compile the technical file.

CrneaHOTO NLe e YMbIHOMOLLEHO Aa CbCTaBM TeXHUYecKaTa AOKyMEHTaLus. .
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