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MEDICARE °

CEPTH®IKAT AKOCTI
Hazga BupoDy: Karterep ®onesn aatexcuunii, 2-xonopuii “MEDICARE”
PosmMip: Fré; Fr.
Bupobnuk: TOB «/lonomora-I», Ha BupoSHuIuX noTyxkHOCcTX “Well Lead Medical Co., Ltd.”
Homep naprii: 2312013127
JlaTa BHTOTOBICHHA: 2023.12
Tepmin npupaTHOCTI: 2028.11
N [MapameTp, mo n_i,zmarac Buntors Pesyanrar Tecry
nepenipui
| IloBepxnsa TpyOkM, HakoHeyHHka, OanoHy Ta Biuka . ’
o w TToBepxua : Bianoginae BuMoram
3oBHimHIH IMOBHHHA OYTH r1ajikolo Ta 6e3 CTOPOHHIX PEUOBHH
BUTTIAL Fiakysaing Yitki HarmmMcH, BICYTHICTE MOIIKOIUKCHL, BigCyTHICTH B
3abpyAHEHHA
Bupobu wo mecmytomoscs (pozmipu) Lre fir
(3mn) (Smn)
PO3MIP Fré Fr8 Binnosinae Bumoram
BQBI—IlmHm 218 2,84
JiaMeTp
Kopucua
5 JIOBXKHHA 180 179
" | IMapamerpn | KaHamy Mae Bigmosizati BHMOTaM
(Mm) Kopucua 207 206
JIOBXKHHA
3aranpHa 268 268
JIOB)XHHA
o P— Hapyiire §an03 BIANOBIHO ~ Jo  HOTO ob’emy. . ’
CuUMeTpHYHICTL DanoHy B HANYTOMY BHIIIAAI Mae OyTH B Bianosinae BuMoram
cTh Daslony
Mexax 3:1
3 [IBHAKICTE TOTOKY (MI/XB) . Jpetia iuit Ka.l,HaJI L s
3pomyBanbHui KaHa / /

Ilpn nposeseHHI TecTyBaHHA BIAINOBIZHO A0 METOAY,
BK23aHOTO B JIOJATKY A, KIamaH Ta TilNo Karerepa He
MOBHHHI BIAAUIATHCH, Ha TiM Ta KaHAN KarcTepa HE
NOBHHHO 6yTH 03HAK NONIKOIKEHE.

IIpu nposenenni TecTyBaHHA BIANOBiAHO OO Merony,
3. MituicTe KOHEKTOpa BKa3aHOTO B JIONATKy B, ApeHaXkHMl KaHan He NMOBMHEH Bianosijae BUMOram
BIJIDHBATHCH BiJ Tila KaTerepa.

TIpy DpoBeZEHHI TecTyBaHHA BiANOBIAHO OO METOMY,
BKazaHoro B nopatky C/D, 0aloH He IOBHHEH IPOTIKATH

4, MiuHicTh Binnoeijnae Bumoram

6. MimnicTs Ganony Ta 3aKpHBAaTH JPEHAKHI OTBOPH, BIACOTOK BOOM, MIC Bianosijgac BuMoram
TNOBEpHYNAca He MEHIIE NOKA3HHKIB, BKa3aHUX B Tabmuii
3.

Peaxiis GanoHy B HadyTOM
o y AYTOMY | Becr, Ganon KaTeTepy He NOBHHEH OyTH B aG0 MPOXOAHTH

7. CTaHl BIJ{HOCHO CHIH . Binmosigac BUMoraM
; Yepes LMIIHAP
TSDKIHHA
. ITpu Tectyranni yacTHHM ab0 BCHOrO KaTeTepa, MillHICTh : ;

8. MIiLHICTE Ha PO3PHUB . Bianosijae BuMoram
Ha pO3pHB HE NOBHHHA 6yTH MCHIIE BH3HAYUCHOL BCJIHIHIH
Ilpy TectyBaHHI IIOAO0  BIANOBIAHOCTI  BHMOTAM,

9. CrifixicTh 10 neperudis IIBMJKICTE TOTOKY HE MNOBMHHA OyTH wmenme 50% Bianosigae BuMoram
BEJIHUHHM, BU3HAUEHO1 IPU TECTYBaHHI MIBHJKOCTI IOTOKY

10. | Crepunpuicts Mae Bigmorigat Bumoram EN 556 Binmosinae Bumoram

11, | 3ammmkosa kinexictes EQ Mae eignosigatu Bumoram ISO 10993-7 Binmosifae BumMoram

BucHoBoK: meduunuil supi6 eidnoeioae sumozam cmandapmy ISO 20696:2018

Homep Texniunoro dhainy Ta aexiapaiii BlaIoBIiqHOCTI Ne 9-W

CV 31 piANORINAE MDKHAPOJHOMY CTAHAAPTY ISO 13485:2016

CV I sinnoeinae cranpapTy Yrpainu JACTY EN ISO 13485:2018

Menemxep EHCTBPM STKQ
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