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CEPTU®IKAT SIKOCTI
Hazpa BupoOy: KateTtep ®osen narexcumii, 2-xogosnii “MEDICARE”
Posmip: Fr20; Fr22; Fr24
Bupobuunk: TOB «Jlonomora-I», Ha BUpoBHHuKX 10TYx)HOCTAX “Well Lead Medical Co., Ltd.”
Homep naprii: 2406011776
Jlara suroroBneHHs: 2024.06
Tepmin rpuaaTHoOCTI: 2029.05
4 H 9 Pesyabrar Tecr
N Iapamerp, o miprsrac Bumorn y M
nepesipui
| ITopepxus Tpy6ku, HaKOHEUHHKA, GANOHY Ta Biuka
Josmiwmi ITosepxHs noBMHHa OyTM rAafkoio Ta 0e3  CTOPOHHIX Bianosinac sumoram
SOBHiL PEHOBMH,
i Burmsn, — - -
Uitki  HanMucH,  BICYTHICTh  MOWIKOIKEHD, . .
[TakyBaHHs . . Bianosizae BuMoram
BLACYTHICTE 3a0py/AHEHNS.
2 Bupobu uio mecmywomoca (poMipu) Fr20 Fr22 Fr24
podl V Po3MIp (30m1) (30s1) (30s1)
SopHiLuwiit
iameTp 6,78 7,38 8,04
Ao aany . 286 286 286
% Mae Binnosigarti BUMOram
opucHa
. 338 338 338
Po3mipu J10BIKUHA
Saransiia 399 399 399

A0BXKHTIA

. Hapyiite Ganon Bianosiko 1o ioro o6’emy.
CHUMETPHUHICTL

ooy CuMeTpHHUHICTD GANOHY B HALYTOMY BHULNAAI MaE Bignosigae BUMOram
i 6yTi B Mexax 3:1
. CSHAXHWI KaHan 1120 1564 2020
3. W suakicTs notoky (MA/XB) Alp — | I
3poiuyBanbHUH KaHa He 3acTtocoByeThes

Mpu nposesenui TeCTYBAHHS BiANOBiAHO J10
METOAY, BKa3aHOTO B AOAATKY A, KAamaH Ta Tijio
KaTeTepa He NOBMHHI BLULMSTHCH, Ha TiNi Ta kaHa
KareTepa He N0BHHHO GYTH O3HAK NOUIKOKEHD.

4, MilicTs Bianosinae pumMoram

[lpy nposeaeHHi TeCTyBaHHS BiANOBIIHO 10
5. | Miunicts KoHeKkTOpa METOJly, BKA3aHOr0 B AONAaTKYy B, Apenaxnuii Biagnosisac sumoram
KaHan He NOBHHEH BIAPHBATHCH Bij Tina KaTeTepa.

TIpH npoBefeHHi TECTYBAHHA BIMMOBIAHO 10
meTody, BkasaHoro B jojarky C/D, Ganou we
0. Miunicrs 6anoHy NMOBHHEH TMpPOTiKaTH Ta 3aKpHBATH JPEHKHI Bianosisae BuMoram
OTBOpH, BIACOTOK BOJAM, WO TOBEPHYRAacs He
MeHUIe MOKA3HMKIB, BKazaHUX B Tabnui 3.

Peaxuist GanoHy B HAAyTOMY
7. CTaHi BiTHOCHO CHAK
TSKIHHS

Bech GanoH katetepy He nopuHeH Gytu B abo

. Bignosigac puMoram
NPOXOAHTH Uepe3 UHHHAP

[Tpu recrysauui yacTuHK abo BCLOrO KareTepa,
8. Miunicth Ha po3pHs MIUHICTL HAa pO3pHB He NOBUHHA OyTH MeHLie Binnosinae sumoram
BH3HAUCHOT BENUUMHH

[Mpu TecTyranHi WOAO BIANOBIMHOCTI BHMOraM,
WBKHAKICTL TOTOKY He nosuuHa 6yTn menue 50%

9. CTifiKicThb 10 NeperuHis : . ) . . Bianosigac pumoram
BENHUMHHHM, BU3HAYEHOT TPH TECTYBAHHI IWBHAKOCTI
OTOKY
10 | CrepubHicTn Mag signosinatu pumoram EN 556 Bignosinac BUMOras
11. | 3anmukosa kinskicts EQ Mae signosigatu sumoram 1SO 10993-7 Bianosigac Bumoram

BucHOBOK: MeduyHuii GUpi6 sidnosioae eumoeam cmandapmy I1SO 20696:201 8

HoMep TexHiunoro ¢aiiny Ta lexapalii BianosiaHocri Ne 9-W
CV 4l sinnosinae Mi>kHapOAHOMY CTaAHIAPTY . ISO 13485:2016
CY 3l sianosinac cranjapty Yxpalup o {{} JCTY EN ISO 13485:2018
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