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Hexnapupyem ¢ monuoi nameis OTBETCTBEHHOCTBIO, M3/Ie/Hs IPUHAIEKAT K | Kj1accy, MapKMpoBaHbI
3HakoMm CE:
Meaununckue snacrnunsie OuHTEI (pasamuHbIX BH0B, pasmepoB) moxean ELAST:

Declare under our sole responsibility that the CE marked Class | products:
Elastic medical bandages (any modifications and any sizes) model ELAST:

ELAST 9512 Bunr MEIMUMHCKHH 2)1aCTHY HBIH, JICHTOYHBIH, KOMIIpECCHOHHbBI

ELAST 9512 Aloe Vera BunT MequmuHckuii SJIACTUYHBIH, JIEHTOUHBIIA, KOMITPECCHOHHBI I

ELAST 9512 Two in one Bunt MEAMUMHCKMI IacTHYHbI, JICHTOUHbLH, KOMIPECCHOHHBII, ¢ TIOBBILICHHBIM COAEPIKAHIEM
XJIOnKa M KpenoBbIM s(dekrom B cpeaneit wacTy Ounra

ELAST 9512 Lycra Bunr MEAMUMHCKUH S11acTHY HEIf, JIEHTOYHBIH, KOMIIPECCHOHHBIH, HOBBIILIEHHO] KoM(opTHOCTH M
H3HOCOCTOMKOCTH ’

ELAST 9512 Rehabilitation Busr MEAMUHHCKHH SJIaCTHYHBIH, NeHTOHE1H, PeabuMTalHOHHbIH, yBeTnueHHOMN ITMPHHBI
ELAST 9512 Strong Bunt MeamumHcKpii OJIACTHYHbIHA, JIEHTOYHBIH, KOMNPECCHOHHBLi, NOBBILIEHHOMN WIOTHOCTH

ELAST 9605 Bunt meauuunckuii SMACTHHbIH TPYGUATHIH, KOMIpPeCCHOH DI

ELAST 9605 Buur MEMUUMHCKHE dN1acTHYHBIH TpyGUaThHIii, bukcupyromuit

ELAST 9605-01 Bunr MEIMLUMHCKAIH 311aCTHY HBIH TPy GuaThii, KOMIpPECCHOHHBIH, 1151 pukcaLmu okTeBoro cycraBa
ELAST 9605-02 Buur MEIMUMHCKHI S1aCTHY HBIN TPy GUaThI, /15 {ukcanuu konensoro cycrapa

ELAST 9605-03 Buur MEAMLUMHCKUI 31aCTHY HBI i Tpy6uaTsIii, KOMIPECCHOHHBIN, 1t (hukcauuu FOJICHOCTOTIHOTO CycTaBa
ELAST 9610 Buur MEMMLUMHCK1E DUKCHpYIOmuUit snacTH B T'OJICHOCTOITHBIi

ELAST 0005 Bunr MEIMLMHCKUH PUKCHPYIOWMI SacTHY Hb1i POJICHOCTONHBIMN, JICHTOUHBI

ELAST 9512 Elastic medical bandage ribbon compressive

ELAST 9512 Aloe Vera Elastic medical bandage ribbon compressive
ELAST 9512 Two in one Elastic medical bandage ribbon compressive
ELAST 9512 Lycra Elastic medical bandage ribbon compressive with increased comfort and quality
ELAST 9512 Rehabilitation Elastic medical bandage ribbon, rehabilitation, with increased widy
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ELAST 9512 Strong Elastic medical bandage ribbon compressive, with increased surface density
ELAST 9512 Bamboo  Elastic medical bandage ribbon compressive, with bamboo filaments
ELAST 9512 Crepe CO Elastic medical bandage ribbon compressive, with crepe effect
ELAST 9512 Crepe PA Elastic medical bandage ribbon compressive, with crepe effect
ELAST 9512 Fixing  Elastic medical bandage ribbon, fixing, low

ELAST 9701 Elastic medical reticular bandage, tubular fiving, non-sterile,

ELAST 9605 Elastic medical multipurpose tubular bandage, compressive

ELAST 9605-01 Elastic medical multipurpose tubular bandage, elbow band,

ELAST 9603-02 Elastic medical multipurpose tubular bandage knee band

ELAST 9605-03 Elastic medical multipurpose tubular bandage, ankle band

ELAST 9610 Elastic medical foot bandage

ELAST 0005 Elastic medical foot bandage

COOTBETCBYIOT CJIC/LYIOILMM CTAHAAPTAM M HOPMATHBHBIM JIOKYMEHTaM:

- upexrupbr 93/42/EC «O Meauumunerux usaeansax» Hpuioskenus [, ynomsHyTbie Bbilie NpoayKThl
umetor mapkuposky CE cornacto Jupexruse 93/42 EEC 11 nynxry u VII npuioxennio;

-Ilpasnna kabunera Munucrpos Jlarsuiickoii pecnyGankun or 2017.11.28. Nr.689 ,, Ipoueaypoi
PErueTpalm, OLUCHKK COOTBETCTBHS, PACIIPOCTPAHEHHMS, IKCIUIYATALMH U TEXHHUECKOTO Hajl30pa 3a
MEIMUMHCKUMU npubopamu’;

- Perysne Esponapnamenra u Espocosera 2017/745 111 rnase VIII npunoxenus;

- TN LR 210301165-12-1996 Texuuueckue yenosus: BUHTbI MEJIMLIMHCKUE DJIACTUYHBIE
Mopenu “ELAST

-LVS ENISO 15223-1:2016 Wspenus meauinckue. CMMBOJIBI, NPUMEHSIEMBIC IIPH MAPKMPOBAHHH
Ha MEAMUMHCKHUX M3JEIHUSX, 9THKETKAX M B CONPOBOAMTENLHON JIOKYMEHTALH.;

to which this declaration relates are in conformity with the following standard or normative
documents:

-Medical Device Directive 93/42 EEC Annex I and CE marked following the provisions of Directive
Article 11 & Annex VII;

- Regulations of Minister Cabinet dd. 2017.11.28. Nr.689 “Procedures for Registration, Conformity
Assessment, Distribution, Operation and Technical Supervision of Medical Devices”;

- On Medical Devices REGULATION (EU)2017/745 Annex VI & CHAPTER 111

-IN LR 210301165-12-1996 Requirements for Medical elastic bandages;

- LVS EN ISO 15223-1:2016 Medical devices Symbols to be used with medical device labels, labelling
and information to be supplied;

GMDN ko 63279, 61653, 30999
Code GMDN 63279, 61653, 30999

“IMuncranun”

“Pilskalni” Abedeeti pe/icelarelib npaBieHus
15.01.2020 TONUS ELAST Ltd, Chairwoman of the Board
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