
JEKJIAPAUIA TPO BUITOBIHICTb Ne CBM/2022

BHMOTAM TEXHIYHOFO PENIAMEHTY MEAM4HUX BHPOBIB

«CromaTovoriuni akcecyapH: OAHOpa30BiMiKpoanikaTOpH»>

TopapHcTso 3 OOMeKeHOIO BIQNOBIZaIbHicTIO «CencTpeiia», ocobi

aupexropa Benrepa Maxcuma [lerposuya, m0 3apecctpopaHo 3a ampecor:

ByiHiia BosmuceKa, S6yaMHoK60, Micto Kunis, 03151, Ykpaina, ¢ ynoenosawcenum

npeocmaéyuKkom6upoduuxa 6 Yxpaini Ta Mie 3a opyseHHamM BHpOOHMKa
xomiauil JIakonr Megikan Jlepaiicec Ko. Jira 8 oco6i AomoHnman; wopugn4na

ampeca: Ne 13 Jbxanui Poya, WWunonr, Jlyaryans, Cyannyn, Kurait,

Ha3Ba MeQW4HHX BHpOoIB: cToMaTOOriNHi akcecyapH: ofHopa30Bi
MikpoarLiikaTopH.

Knacu@ikalid MeH4HHX BUpOOIB:KiIac NOTeHUiHOrO pusHky | (HecTepHIbHi,
6e3 byHKiWiiBAMiproBaHH4),3riMHONyHKTy 9 JJonarKy 2 TexHiyHoro persiaMeHTy

W010 MeNH4HHX BUPOOIB.

Mogudixauii Meqw4HHx BupoOiB3a3HadeHi B DoRaTKy Nel, aKvii € HeBid’eMHOIO

YaCTHHO!O AaHoi WeKapaliii BiAMOBIZHOCTI.

TIposykKila CyMpOBOsOKYye 3HaK BIATOBIAHOCTITEXHINHMM persiaMeHTaM:

+
Jia 3a3Ha4eHoro MapKyBaHHa ifsenTudikaiiHwi HOMep OpraHy 3 OliHKH

BiQNOBIMHOCTIHE BKa3y€TbCA, OCKIIBKH 3a3HaueHi MegqMuHi Bupobu I Kuacy

THQAa‘OT OHI BIZMOBIqHOCTIBuMOraM TexHiyHOoroO perlamMeHTy 00

MeAW4HHX BUpOOiB,ski saTBepAxKeHHH[locranoBoro KaOinery Minictpis

Yxpainw Big 02 *xoprHa 2013 p. Ne 753, uiaxoM camo JleKJIapyBaHHA 3a

npoueryporo, 3a3HayeHoIO B ofaTKy 8 TexHidHoro permamMeHTy loz0

M€M4HHX BAPOOIB.

Jleknapaiiio mpo BigmoBiqHicTh ckiaqeHo Bi iMeHi Ta Tid MWIKOBUTY
BiAMOBIAAIbHICThBAPOOHHKa.

TexHivHa JOKYMeHTalliapo3poGNeHa yNOBHOBMKEHHM IIpeACTaBHHKOM 3iJHO

nyHKry 2 Ta myHKry 3 momatky 8 TexHiuHoro permamenty Ta 36epiraeTbca 3a

HWKYE BKA3AHOHO alpecoro:



TOB «Cencrpeiis»

ByIMua BomMHcpka, 6yaHHOK60

micto Kuis, 03151, YkpaixHa
remedou/dakc: (044) 353-23-84

Tesedbou MoO.: (093)5544616

senstrade2011@email.ua

Jlata Ta Miclle cKlawaHHA JeKnapatii: 22.02.2022 p., micro Kuis, Bepcia Nel.p: p p

JlonarKu:

- Jlonarox Nel 3 nepenikom Mogudikauiii MequanHx BupodiB
- jlonarox Ne 2 3 nepenikoM HalliOHaIbHHX, EBpoMeiiceKHXTa MiKHAPOAHUX

HOPMATHBHO-IIpaBOBHX aKTIB Ta CTaHAapTiB.



Hlogarox Ne 1 yo Jlexnapauii npo Bignopiznicth Ne CBM/2022

Tlepesik MeqH4HHX BUPOGIB,3arasIbHOW KiIbKicTIO 7 MOgMdpiKauiit:

No
Ha3pa MegnuHoro Bupoby Ha3Ba Mey4unoro Bupoby aHmMiilichKoro

sree

os ykpaiHCbKoro MOBOK, MOBOKO),
Meawat

3/11 oro

Bupooy
1 2 3 4

1. OxHopa3osi Mikpoanmixatopu Disposable Micro Applicators,
Posmip: 2mm, Bemuxkuii size: 2mm, Big
Konip: 3enennii color: Green

I
KaTaJIOXKHHii HOMep: catalog number:

M6500R M6500R

7 OnHopa30Bi MikpoariikaTopu Disposable Micro Applicators,
Posmip: 2mm, Bennxuii size: 2mm, Big
Konip: Nomapanuesnii color: Orange I
KaTasioxKHHi HOMep: catalog number:

M6500R M6500R

3 OxHopa30Bi Mikpoammikatopu Disposable Micro Applicators.
Posmip: 1.5mm, Cepeguiii size: 1.5mm, Medium

Komip:Kostnii color: Yellow
I

KaTasIOxKHH HOMep: catalog number:

M6500F M6500F

4. OxHopa3oBi MikpoarulikaTopH Disposable Micro Applicators, I

Posmip: 1,5mm, Cepeguiti size: 1.5mm, Medium

Konip: Cuniit color: Blue

KaTasioxKHH HOMep: catalog number:

M6500F M6500F

5. Oxuopa30Bi MikpoanmikaTopH Disposable Micro Applicators, I

Posmip: Imm, Manuit size: 1mm, Small

Konip: binnii color: White

kaTaslO%KHH HOMep: catalog number:

M6500SF M6500SF

6. OnHopa3oBi MikpoarlikaTopH Disposable Micro Applicators, I

Po3mip: Imm, Manni size: 1mm, Small

Konip: Dionerosnit color: Purple
KaTasiOxkKHH HOMep: catalog number:

M6500SF M6500SF

7. OgHopa30BiMikpoarulikaTopH Disposable Micro Applicators, I

Posmip: 0.5mm, /losri Ta TOHKI

Kounip:Yopxuit
KaTasiOxKHH HOMep:
M6S00XS

size: 0,5mm, Spindly
color: Black

catalog number:

M6500XS



Jlara cxnaganHa HonaTKy Nel no qexnapauii: 22.02.2022 p.

Jlogatok Nel go Jlexnapauii mpo BignoBiguicts Ne CBM/2022

miiicnnit 3 22.02.2022 p. mo 16.02.2027 p.

Jtupextop TOB «Cexcrpeiia» \M. IT. Benrep



Jlonatox Ne 2 ao J,exnapaiii npo BignoBiguicts Ne CBM/2022

TlepemikHauioHabHHx, ¢BponeiicbKUXTa MDKHApOAHHXHOPMaTHBHO-lpaBOBAX
aKTIB Ta CTaHJapTiB

No Hoxymeut Ne Penaxkuia Ha3pa WOKyMeuTa
Bs JICTY EN ISO 13485 2015 Megu4Hi Bupobu. Cucrema ynpaBiiHHa

aKicTiO. Bumoru 40 peryrOBaHHA.

FAICTYEN ISO14971 2015 Bupo6u

=

meguu4ni. Hacranosn

YMpaBsiHHAPH3HKOM.

IO

ICTY EN 980 2007 Cumponu

=

rpadiuni
MeAMHHHX BUPOOIB.

quid

=

MapkyBaHHa

AICTY ISO 9001-2015 2015 Cuctema MeHesKMeHTY AKOCTI

ICTY EN ISO 10993-1 2015 Bionorivne ouiHtopanHa MeqMYHHX BHpOOis.
UYacruua |. OuiniopaHHa Ta TeCTyBaHHA B

paMkax mpouecy ypaBsinna pusukamn.

JICTY EN ISO 10993-5 2015 Bionorivne OuiHIOBAaHHAMeyM4HuXx BHpOOi.
Uacruna S BunpoodypaHHa Ha

UHTOTOKCHYHICTDin vitro

AICTY EN ISO 10993-10 2004 BionorivHa ouiHka Megu4HOro npianaa
—

Yacruna 10: Tecr Ha nogpa3HeHHA Ta

4YTIIMBICTb.
ICTY EN ISO 10993-18 2015 Bionoriune OnintoBaHHA MeaM4HHX BUPOOiB.

Uactuna 18. BusxayenHa  XiMI4HHX

BylaCTHBOCTell MarepiasiB.
JICTY ISO/IEC 17050-1 2006 Ouimosanha

=

BignoBiguocti. ,eknapania
MlocTayaibHuKa MpoO BigNMoBigHicTb.Uacruna

1. 3aranbui Bumorn (ISO/IEC 17050-1:2004,

IDT).

10. AICTY ISO/IEC 17050-2 2006 Ouintosanna

=

©Bignosiguocri. exnapauia
nocTayaibHuka npo BignoBinHicrh. Wacruna

2 TliarBepmkyBasibHa OKYMeHTAaLlA

(ISO/IEC 17050-2:2004, IDT).

1. ICTY 4659-1 2006 Kainiuni aocnigxenha Mequ4HHx BHpoois
quia moneli. Uacruna 1. 3aranbHi BHMOrH.

12. AICTY 4659-2 2006 Kninigni gocnimKenHa MequuHHx BupooiB
mia moneii. Uacruna 2. Tnann kainiuHoro

OC D9KeHHA.

Jara cknananna nomarky Ne 2 no meknapawii: 22.02.2022 p.

Tlogatox Ne 2 no Jlexnapanii mpo Bignosignicts Ne CBM/2022

ficun 3 22.02.2022 p. n0 16.02.2027 p.

Jiupextop TOB «Cencrpelia» If. Benrep


