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CEPTH®IKAT SIKOCTI
Hazga Bupo6y: Karerep Monen cunixonoruii, 2-xonosuit “MEDICARE”
Poamip: Fr22; Fr24
e “ i ”
Bupo6uux: TOB «JTonomora-I», na BupoGununx noryxHocTax “Well Lead Medical Co., Ltd,
Homep naprir: 2307011809
Hara BurotosneHns: 2023.07
Tepmin npuparnocti: 2028.06
. Pesynnrar Tecty
Ne Iapamerp, mo nignsrae nepesipui Bumorn
1. Mosepxus Tpy6xu, HakoHeHHKa, OanmoHy Ta Biuka
Sopmitk TosepxHs MOBMHHA OYyTH rIamgkor Ta 6Ge3 CTOpOHHIX Binnoeinae suMoram
BHIILH
PCYOBHH
BHEILAL Yitki Hanwucu BiICYTHICTE  mOwWKOmKEHD
ITakyBanna " ; ) Y 2 Bigmorigae sumoram
BIICYTHICTE 3a0pyaHEHHS
Bupooi mecmylomsca (po3mipu) a2 e
“poon ia W poMip (30mn) (30mn)
PO3MIP Fr22 Fr24 Binnosinae Bumoram
3oBHilHii giameTp 7,34 8,08
2 Kopucha nosxunna ! ) 287 286
[Tapamerpn | kanamv Mae Bianoinath BuMoram
(Mm) Kopncua gorxuna 339 339
3araibHa NOBKHHA 405 405
Hanyiite Ganow mimnosinno mo Horo 06’emy.
CrmeTpuunicts Ganony CumetpHunicts 6anony B HAOyTOMY BATTIANI Mae GyTH B Bianosigae susmoram
Medxkax 3:1
; EHAKHHI kKaHan 2270 2580
3. Isuaxicts notoxy (Mn/xs) Zp =
3pouryBsaneHuii KaHan / /
Tlpn npobesenHi TecTyBamHA BiANOBINHO -0 MeToxy,
4 Misnicis BK232HOTO B JONATKy A, KNallai Ta TiNo KaTeTepa He B e et
TNOBHHH1 BIAAUIATHCL, HA TN Ta KaHan KareTepa He
TIOBHHHO GYTH 03HAK NOMIKOKEHE.
Tpu nposesenni TecTysanHs BignosigHo 10 MeTojy,
L Miunicts xonekTopa BKa3aHOro B A0zaTky B, Apenakunit kanan ue nosunen Binnoginae sumoram
BiIpHBATHCH BiA Tina KaTeTepa.
Ilpu nposenesni TectysanHs BIANOBIAHO 10 MeTony,
BKazaHoro B fogatky C/D, Ganou He moBuKen npoTikatH
6. Miunicts Ganony Ta 3aKPUBATH NPeHAKHI OTBOPH, BIZCOTOK BOAM, 1o Bianosinac sumoram
MOBEPHYJIACA He MeHIe HOKaBHHKiB, BKa3aHUX B
TabmAwi 3.
Peakuin Ganouy B HamyToMy ctani Becs Ganon karetepy He mnosmmen Oymn B abo I :
T : : 1 Binnosinae sumoram
BiJIHOCHO CHJIH TSKIHHA MPOXOMIATY Yepes UMITinAp
Ipu recTyBanui yacTHHE aBo Behoro KaTeTepa, MILHICTh
8. Miukicts Ha pospus Ha pO3pHB HE TNOBHHHA OYTH MeHINE BH3HAYEHOI Binnosinae sumoram
BEJIHYHHH
Ilpu  TectyBanmi womo BIANOBIAHOCTI BHMOTaM,
1 0,
9. CrilikicTs 10 nepernuin S SABICTE TOTORY HE FHGRUiHG: OyTy MEHIIE SOA.’ Bianosinae Bumoram
BEMHYHHH, BH3HAYEHOI NPH TECTYRAHHI IBHAKOCTI
MOTOKY
10. Crepunthicts Mae Binnosizatu sumoram EN 556 Binnosinae sumoram
11. 3anurkopa kinsxicts EO Mae Binnogigati pumoram ISO 10993-7 Bianosinae Bumoram
BrcHOBOK: Meauunmit BUPI6 Binnmosinae puMoram crannapry ISO 20696:2018

Howmep Texnivnoro daitny ta HAexnapatii BignosigHocTi
CV A signorigae MiXKHapOgHOMY CTaHAapTy
CV 31 Binnorinae CTaHaapTy.- Vkpainu
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ISO 13485:2016
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