TOB “OonomorA —I1”

www.dopomogal.com

e-mail: medicare@dopomogal .com

MEDICARE ©

Z

KoHTakTHWii HoMep:
Odic: + 380 44 463 77 75

—_—

Hasga Bupo6y:
Poamip:
Bupobuux:
Homep naprif:

Hata BurotoBnenns:
TepMin npuygataoCTi:

CEPTH®IKAT AKOCTI

Karerep ®osesn JIaTeKCHMI, 2-xonoenii “MEDICARE”

Fr20; Fr22; Fr24; Fr26

TOB «[Toromora-I», na BupoGHITHX TIOTYXHOCTAX
2404010754

2024.04

2029.03

“Well Lead Medical Co., Ltd.”

[ . Pesyabrat Teety T
T innsirae
N Iapamerp, 1o n'n Bamori
nepeeipui
1 Hoepxus Tpy6Kn, HAaKOHEYHHKa, GanoHy Ta Biuka
I TMoBepxna NOBMHHA ©OyTH rhagkor Ta Oes CTOPOHHIX Binnosinae umoram
SOBHILIH] PCYOBHH.
H BHEREL QiTki  HamHcWw,  BincyTHiCTS TIOTIKOKeHE
Takysanns . . ? ey ¥ Binnosinae sumoram
BUICYTHICTE 3abpy/iHeHH S,
2 Bupot e (poaipw) Fr20 Fr22 Fr24 Fr26
HPobU uio mecmyomses (poamipu
ponew Y ez Gomn) | (30mn) | (30mn) | (30mn)
ST
SemuI 6,77 7,40 8,06 8,75
AlaMe [
Kopucrn 289 288 287 286
JIOBKHHA KaHam . .
m——i— Mac Binnosinatn sumoram
. 4 338 339 338 338
Posmipr JOBXHHA
TaJIEH
=S g 398 399 399 399
JOBKHHA
" Hanyiite 6amon BIAMOBIIHO g0 iioro 06’ emy.
CumerprunicTs . 6 . Bi X
Ganorry Cumerpuyanicts UTOHY B HALYTOMY BHTJUIAI Mae 1([I0BI/1a€ BUMOTaM
OyTH B Mexax 3:1
. CHAKHHH KaHan 1115 1510 2100 2690
3. IBuakicts notoxy (mn/xs) Ap = l T |
3pourysanbauii kanan He sacrocoByerses
Ipu  npomexenni TeCTYBaHHA BiANOBINHO fo
- METOLy, BKa3aHOTO B J0JaTKy A, KIamal Ta Tiro . .
4. MiunicTs ay, . H Il 7=y e Binnosigae sumoranm
KaTeTepa He NOBHHHI BIIINATHCE, HA TiNi Ta KaHaT
Xarerepa He HOBHHHO GYTH 03HAK NOMIKOKEHD,
llpn  npomepenni Tectysanma BiIMOBiAHO f0
3. Minnicte KOHEKTOpa METOLY, BKa3aHOro B Aogatky B, npenaxmmpii Binnosinae sumoram
K4HATT HE TIOBHHEH BiPHBATHCE Bix Tina KareTepa,
Ipu mnpowepenni TECTYBAHHA BifNOBIiAHO n0
METOAY, BKazaHOro B gojatky C/D, Gamon e
6. Miunicts Ganony TOBMHCH NpOTIKATH Ta 3aKpHBaTH APeHaKHI Binnosinae Bumoram
OTBOPH, BiACOTOK BOAH, L0 NOBEpHYJIaca He
MEHIIC MOKa3HUKIB, BKA3aHUX B TaGmui 3.
Peakiia 6amony B naxyTo
i~ y SO Becy Ganon KaTeTepy He MOBHHEH OYTH B abo : 2
78 CTaHIi BIJHOCHO CHIM ABORBT Tenes s Binnosigae BuMoram
TSOKIHHA P peshl g
Ipu TectyBanni wacruau abo Besoro KaTeTepa,
8. Minricts Ha pospus MILHICTE Ha PO3PHB He NOBMHHA OyTH MeHue Bianorinae eumoram
BU3HAYEHO] BENTHYHHE
Ilpu TECTYBaHHI IOAO BiANOBIAHOCTI BHMOTAM,
_— . WBHAKICTE [IOTOKY He MOBMHHA 6yTH MenmTe 50% ; .
9. Criiikicts go MEpErtHiB .. 3 : Binnosinae Bumoranm
BEIMIHHH, BU3HAUCHOT IPH TECTYBAHHI WIBH/IKOCT
TIOTOKY
10 CrepunsHicTs Mae Binnosigaru suMoram EN 556 Binnosigae susoram
11. | 3amumkosa KinekicTe EO Mae Bifinosigatu sumoran ISO 10993-7 Binuosigae sumoram
BucHoBoOK: veduury SUPILO 6idnogidae eumozam cmandapmy ISO 20696:2018
Howmep rexniunoro taiiry Ta nexnapamii BigmosingocTi Ne 9w
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TaHJAPTY

Onvza JOPOTYHI[OBA

ISO 13485:2016
ACTY EN ISO 13485:2018




