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CEPTU®IKAT SIKOCTI
Haspa Bupo6y: Karerep ®onen CHIIKOHOBHI, 2-X010BHIi “MEDICARE”
Posmip: Fr16; Fr18; Fr20
BupoGuux: TOB «Zonomora-I», na BHPOOHHYHX HOTYXHOCTAX “Well Lead Medical Co., Ltd.”
Homep maprii: 2406011776
Hara Burotosnenns: 2024.06
Tepmin npugarrocri: 2029.05
i Pesyawrar rec
(‘NQ Hapamerp, 1o mignsrae Bumoru ' Y Ty ﬁl
nepesipui
1. i . .
L MosepxHs Hosepxus Tpy6ku, HAKOHEYHHKA, 6anpny Ta BiYKa Bianosigae Brmoran
3oBHiwHwiH TIOBHHHA OYTH IafKoio Ta Ges CTOPOHHIX pEYOBHH
BHTJIA Maxysass Hitki Hanmcy, BIACYTHICTb IIOMIKOMKEHB, BiCYTHICTL Bianosizac sivoran
3abpyaHeHHs
Bupob mec , ipu) Frl6 Fr18 Fr20
upoor wo mecmyiomecn (posmipy (30m) B0nr) (30nn)
PO3MIP Fri6 , Fr18 Fr20 Binnosinae sBumoram
Sosrimkj 5,39 6,10 6,78
diamerp
Kopucha
JOBXKHHA 288 287 287
2, Tapamerpu I;(aﬂa Mae Binnosigati sumoram
JOBXHHa
Saramsia 405 405 l 405
JOBXXHHA
Chuertpmyi Hanyitre §anoﬂ BUINOBITHO 1o Horo 06’emy. ' '
CumMerpuunicrs Ganony B HAZYTOMY BUTAANI Mae 6y Ty Bixnosinae sumoram
cTb Gaytony
B Mexax 3:1
3 Wsukicrs HoToKy (wr/xs) Jpenaxuuit K%iHﬁJ] 854 l 1112 1640
3pomyBajLEAH Kanan / f / /
Ilpu  nposenenni TECTyBaHHS BIANOBIZHO g0 MeToqy,
- BKa3aHOTO B JoAaTKy A, Kianas Ta tio KaTeTepa He MOBHHHI . .
4. MiunicTs R L. Bianosixae sumoram
BIMIMTHCB, Ha Tl Ta KaHan KaTeTepa He NOBHHHO 6y‘m
03HAK NOLUIKOMKCHb.,

Ilpu  nposenenni TECTYBAHHA  BIANOBIAHO jo MeToxy,
5. Minnicrs KOHeKTOpa BKA3aHOTO B Romatky B, npemaxumit xaman He [OBHHEH Binnosizae BuMoram
BilpUBaTHCH Bix Tina KaTeTepa.

Npn  nposenenni TECTYBaHHA  BinoBimHo g0 MeToxy,
BKa3akoro B nofatky C/D, 6anon He mosumen OpOTIKaTH Ta
SaKpUBATH  IpeHaXHi OTBOPH, Bimcorox BOOM, O
ITOBEpHYIACS He MEeHIIle NOKASHUKIB, BKARAHHX B Tabmuui 3.

Minnicts 6anony Binnosigae sumoram

S S N R N

Peakuis 6anony B HazyToMy Becs Ganon KaTeTepy He noBuHeH GyTu B abo IPOXOINTH . .
a . . Bianosizae BuMoram
CTaH1 BITHOCHO CHIIH TSOKIHHS 4epes Uumap
- Hpwu recrysanni vactuny ago BCBOI'0 KaTeTepa, MillHICTs Ha . ;
8 Miuwicts Ha pospus p 4 °pa, MiLy Bixnosixae sumoram
PO3PUB HE NOBHHHA GyTH McHIWE BH3HAYCHO] BCIIMYHHU
Mpu TECTYBaHHi 1(OJO0 BiXMOBiTHOCT] BUMOTaM, INBHAKICTE
9 Criiikicrs 1o neperumis IOTOKY He OBUHHa 6yTH MeHIIe 50% BEITHYHHH, BUIHAYCHOT Binnosinae sumoram
[PH TCCTYBAHHI WBKAKOCTI MoToKy
10. CTepunbHicTs Mae Bignosigary sumoram EN 556 Bixnosigae sumoram
i1 3anuuwkosa Kinskicts EO Mae pianosizaru sumoram I1SO 10993-7 Binnosizae sBumoram

BucnoBok: meduynuii 8UpIO 6idnosidae sumozam cmandapmy ISO 20696:2018

Howmep Texmiunoro aiiny ta nexnapanii BIAIIOBiAHOCTI Ne 9-W
CV 4 sinnosinace MDXHapoaHOMy CTauaapry ISO 13485:2016

CV4 Bignosigae CTaHZapTy YKpainu I HACTY EN ISO 13485:2018
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