TOB “Aonomora —1"

e-mail: info@dopomogal.com

www.dopomogal.com

(WEDICARE

CEPTH®IKAT AKOCTI

Y,
KoHTakTHMK HOMep:
Odic: + 380 44 463 74 88

Ha3sga Bupoby: Karterep ®ones natekcHmii, 2-xoposnii “MEDICARE”

Poamip: Fr12; Fri4; Fr16; Fr18

Bupobuuk: TOB «[lonomora-I», va BupoburumX moTyxkHOCTAX “Well Lead Medical Co., Ltd.”
Homep naprii: 2404010754

JlaTa BArOTOBNEHHA: 2024.04

TepMiH IpHAATHOCTI: 2029.03

Tlapametp, mo niganrae

Ne & Bumorn PesyasTar Tecty
nepegipui
1 IloBepxns TpyOky, HaxoHeUHHKa, BaOHY Ta Biuka
.. | Iosepxus noBHHHA OyTH rnajkol Ta 0e3  cTopoHHix Binnosigac Bumoram
3oBHiwAL
% pPEYOBHH.
# BuTIIAN e - -
HiTki  HamucH,  BiACYTHICTE  NONIKOZKEH, . .
ITaxyBanus . . Bianosijae BuMoram
BIACYTHICTb 3a0pyAHEHHS.
2 Bupotu ujo mecmyrwmsca (pozmipu) i il iy Feld
P ¢ Y RIIED (3021) (300 (300mn) (30m1)
3oBHIWHIH
: 4,13 4,82 5,39 6,05
JAlaMeTp
Kopucna
P 293 292 291 290
JIOBXKHHA Ka Hay N i
KopucHa Mae BIIAMOBIOATH BUMOTaM
. u 338 338 339 339
Posmipy | fOB¥HHA
3araneHa
398 399 398 398
JOBAHHA
. Hapyiite Ganon sipnosigpo mo iHoro 06’emy.
CumerprunicTs ; . ; 5
Ganory CumeTpuuHicTs GaliOHy B HANYTOMY BHIULLII Ma€ Bianosigae BuMoram
OyTH B Mexax 3:1
; SHAMKHHH Kanan 122 229 434 705
3 MIruaxicTs moToky (Mn/xs) Jp = |
3polryBansEuil Kanaa He sacrocoByetscs
Ilpu nposemeHHi TecTyBaHHA BIAMOBiAHO o
5 MeTOAY, BKA3aHOTO B JIOAATKY A, KJIanaH Ta Tijlo ? ;
4. MiunicTs AYs B ROmATKY A, " Bianopigae BuMoram
KaTeTepa He NOBHHHI BI/IINATHCE, Ha Tilli Ta kaHa
kaTerepa He MOBMHHO GYTH 03HAK IIOMIKOJKEHE.
Ilpy mpoBemeHHI TecTyBaHHA BiMOBiOHO MO
= MimnicTs KoHeKTOpa METONly, BKA3aHOTO B Joaarky B, apeHaxuui Bianosigae BuMoram
KaHAT He NOBHHEH BiIPHBATHCEH BiJl Tina KareTepa.
[Tpn mnposenenni TecTyBaums BiAMOBiAHO mo
MeTOLoy, BKkaszaHoro B jomatky C/D, 6amoun e
6. Minuicts banony TMOBHHEH MPOTIKATH T4 3aKPHBATH [JpEHaKHI Bignosigae BuMoram
OTBODPH, BiZICOTOK BOJM, W0 TOBEpHyTacid He
MEHIIIE NOKA3HHKIB, BKka3anux B Tabmumi 3.
Peakuis Ganony B HagyTOM
o y IRONY. | miee, Ganon karerepy He NOBMHEH 6yTH B abo 5 :
7. CTaHi BITHOCHO CHIIH d Binnosinae umoram
. TIPOXO/IMTH YEPE3 UHIiHAD
TSKIHHA
Ilpu TecTyBauni vactwHu abc BCHOTO KaTeTepa,
8. MiumicTs Ha po3pus MilHICTE Ha PO3PHB He NOBMHHA OyTH MeHIUe Binnoeigae uMoram
BH3HA4YEHO{ BETHUKMHH
IIpr TecTyBaHHi MO0 BiANOBIDHOCTI BHMOraM,
o . LUBMAKICTh HOTOKY HE MOBHHHA OyTH MeHmre 50% . .
9. CrijikicTb g0 neperunis ; : : Bignosinae BumMoram
BEJIHYHHH, BU3HAYEHOI IPH TECTYBAHHI MIBHAKOCTI
IIOTOKY
10 | CrepunsHicts Mae signorigati BuMoram EN 556 Bianosigac Bumoram
11. | 3anumxopa Kinpkicts EQ Mae BiamoBigaTH BuMoram ISO 10993-7 Bianosigae sBumoram
BucnoBok: meduunuii eupi6 sionosioac eunozan cmandapmy ISO 20696:2018
Howmep Texniunoro ¢aiiny ta gexnapanii rignosiguocti Ne 9-W

CVY A sinnopinae MixuapogHomy cTaHgapTy

CVY 1 Binnosinae cranmapry Ykpainu =
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Onvza JOPOI'YHI[OBA

1SO 13485:2016
ACTY EN ISO 13485:2018




