TOB “[Oonomora —I”

KoHTakTHMIA HOMep:

®
www.dopemogal .com MEDICARE Odic - 380 44 463 7775

e-mail; medicare@dopomogal.com

CEPTUDIKAT AKOCTI
Hazga eupofy: Katerep ®oses cunikoHoBuii, 2-xogoeuii “MEDICARE”
Posmip: Fr22; Fr24
Bupobuuk: TOB «Jlonomora-I», Ha BupooHHunx noryxHocrsax “Well Lead Medical Co., Ltd.”
Homep maprii: 2312013127
JlaTa BUTOTOB/IEHHA: 2023.12
Tepmin nmpunatHOCTI: 2028.11
. L Pe3yabTaT TecTy
No IMapamerp, mo miaasrae nepesipui Bunorn
1. TToBepxHs TpyOKH, HAKOHETHHKaA, OATOHY Ta BiuKa
... | TloBepxHs nopuHHa OyTH rimagkoro Ta Oe3  CTOPOHHIX Binnosijgae BUMoram
3oBHiwHI
PEYOBHH
Sl Yitki HamHCH, BIACYTHICTb  IIOLIKOJKEHb
[MaxyBanHs . . ! ACYT HRCHE, Bianosizae BUMoram
BiICYTHiCTh 3a0pyiHEHHS
Bupobu wio mecmywomuca (posmipu) e K24
p y p (30mn) (30mn)
PO3MIP Fr22 Fr24 Binmnosinae BUMoraM
3oBHIIIHIHA giaMeTp 7:33 8,06
KopucHa JioBxuH
3. e " . 286 286
IMapameTpu | KaHany Mae BiAIOBIZaTH BHMOTaM
(MM) KopHcHa 10BKHHA 339 339
3aranbHa JOBXKHHA 405 405
Haayiite Oanon  Bigmosigwo o  Horo  00’emy.
CuMeTpHuHiCT Gatomy CruMeTpHYHicTh Gallony B HaLy TOMY BHTJIII Mae GyTH B Binnosizae siuMoram
Mexkax 3:1
4 CHaKHHUIT KaHan 2258 2570
3. Teuakicts MOTOKY (MN/XB) Ap =
3pourysankHui KaHan / /
Ilpn npoBefieHHi TeCTyBaHHA BIJMOBIJHO 0 METONY,
4 Miwicts BKA3AHOFO B AONATKY A, KIaman Ta Tino Karerepa He BimoBizae BHMoTaM
MOBMHHI BIZIiIATHCE, HA TN Ta KaHaj KaTeTepa He
HOBMHHO GYTH 03HAK MOLIKO/KEHE.
TIpH npoBeACHHI TCCTYBAaHHS BiZMOBIZAHO 0 McTOay,
5. MiunicTs KOHEKTOpa BKA3aHOTO B IofaTKy B, ApeHaxHMii kaHaNl He MOBHHEH Bianoeizae BUMoram
BIAPHBATHCH BiJ Tijla KaTeTepa.
Ips npoBegeHHI TecTyBaHHA BiAMOBIJHO 0 MCTOAY,
BKa3aHoro B gofatky C/D, Gaon He IOBHHEH NPOTIKATH
6. Miunicts Ganony Ta 3aKPHBATH JIPCHAXHI OTBOPH, BiICOTOK BOJM, LIO Binnoeizae sumoram
MoBepHy/lacs He MEHUIC TOKA3HWKIB, BKA3aHUX B
Tabnuui 3.
i i BHHCH OytH B ao . .
7 P‘ca;cum Oanony B HaltyToMy crani Beck Ganon KaTeTepy He TORHHC Y T
BiZIHOCHO CHJIH TAXKiHHS HPOXOAMTH Yepe3 HIHIp
[lpu TecTyBanHi YacTHHH 200 BCHOTO KaTeTepa, MillHICTh
8. MiuHicTs Ha po3puB HA pPO3PHB He TOBHHHA OyTH MeHIUIe BH3HAUYeHO! Binnosinae sumoram
BEIHYHHU
Ilpu TecTyBaHHi 1100 BiAMOBIAHOCTI BHMOraMm,
S5 . i Ky He TIOBHHHA O MeHme 50% 5 5
9. CriiiKicTb 10 MepernHin e o ymt ] ° Bianosizae sumoram
BEJIMYHHH, BH3HAYeHOI TIPH TECTYBaHHI IIBHIKOCTI
[OTOKY
10. | Crepuisticts Mae signosinath sumoram EN 556 Bignosigae BuMoram
11. | 3ammukosa kimskicte EO Mae sianosigatn Bumoram ISO 10993-7 Binnoeinae sumoram

BucHoBok: MenuuHuii BUpid Binmoeigae Bumoram cranaapty I1SO 20696:2018
Homep texnivynoro dainy Ta meknaparii BiamoBiaHocTi Ne 9-W
CVY/ BimnoBinae M>XHApOJAHOMY CTaHIAPTY ISO 13485:2016

CV 4 Bignosinae CTaB/ADLY. chpa'l'ﬂn
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