
AEKJIAPALIA TIPO BIATOBLIHICTh Ne 1C/TP 753/2020
BHMOTAM TEXHIYHOLO PETLIAMEHTY MEAM4HHX BHPOBIB

CTomaToJori4ni 1HcTH 3 WaTeKcy AM 1301AHii 3y6iB
«VORTEXdent» - siqnosigarors Bumoram Texuisnoro perlaMeHTy Wloz0

MCM4HHX BUpOOiB,sku 3aTBepy>KeHUuMTocraHoBoro KaOinety Minictpis
Yxpainn Big 02 xoBTHa 2013 p. Ne 753 — Hanami no TekcTy TexHi4vHnit

persiaMeHt.

Bupo6uuk: Flexomatic Sdn Bhd

fopHqH4Ha agpeca: 38, Jalan Meru Indah 20, Taman Perindustrian Meru Indah,
Off Persiaran Hamzah Alang, 42200 Klang, Selangor, Malaysia

Kuacuikallia 3a3Ha4eHHXx MeNMYHHX BUpObiB: Kac | HeCTepHJIbHi,6e3 yHKIii
BAMIprOBaHHA,3riqHO yHKTy 9 Jlonarky 2 Texniynoro perslaMeHTy.

[IpogzykuliscympoBozKye HallionanbHuit 3Hak BiANOBiHOCTITeXHiWHUM pe-
rlaMeHTaM:

/UIM 3a3Ha4eHOrO MapkKyBaHHa ienTudikaniiiHui Homep Oprany 3 ouiHKN Bil-
NOBIJHOCTI He BKa3YeTECH, OCKiNbKH 3a3HayeHi MeqHUHI Bupoou I xKwacy
HecTepHJIbHi, 6e3 yHKUii BUMiproBaHHsA,nisararoTs OWIHUi BiMOBINHOCTI
BuMoraM TexHi4Horo perlaMeHTy WWIAXOM CaMOJeKiapyBaHHs 3a Mpoyeypor,
3a3HAYeHOIO B AoMaTKy 8 TexuiyHoro permamenty.

Jlekiapallito 1po BiAMOBIAHICcTSCKaqeHO Bia iMeHi Ta nig WWIKOBUTYBIAMOBIL-
AJIbHICTb YMOBHOBaXKeHOFO MpeCTaBHUka.

YHOBHOBaxKeHHM TpeCTaBHHKOM pospoOeHa TexHi¥Ha JOKyMeHTallis, 3riqHO
NYHKTy 2 Ta WyHKTy 3 yonatky 8 TexHiyHoro permamexty
Ta 30epiracTacs 3a HHKYe BKa3aHOHO alpecor:

TOB «Cenctpeiia»

ByMua Bonuncpka, 6yqHHOK60

MicTo Kuis, 03151, Ykpaina
Tesemou/dakc: (044) 353-23-84

Teepou MOO.: (093)5544616
senstrade2011@email.ua



Jlata cklaqaHHa Nexnapauit: 28.07.2020 p.

Jlekilapallis Ipo BiqMoBiqHicTs Ailicna 3 28.07.2020 p. Ho 08.05.2025 p.
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Hepiz’emnoro vactuHor anol Jlexnapauit MpO BINNOBITHICTb€ HacTyHi
JlonarKu:

- Jlogzatox Nel 3 nepenixom mogudikauiit Mequ4nnx BUpOoiB
- lozarox Ne 2 3 nepenikom HanionambHnx, €BPONeHCBKHXTa MiKHApOTHUX

HOPMaTHBHO-IIpaBOBHX aKTIB Ta CTaHapTis.



/lonatox | yo Jlexnapauii npo Bignosignicts Ne 1C/TP 753/2020
Tepenik Moqudikaniii Mequ4HHx Bupobis, 3arambHOLO KiTBKicTIO 30 NO3HUH:

he Ha3Ba Megqu4Horo Bupoby Ha3Ba MeqMuHoro BUpoby
Kurac

Ne
.

sess

.

MeyIMYYKpalHCbKOW MOBOW, aAHTILHCBKOIO MOBOLO,3/T
HOTO

Bupooy
i 2 3 4

l. Jlentan Jlam(c), Dental Dam(s),
Tosa: TouKi Thickness: Light (Thin)
Konip: Yopuui Colour: Black

.

Cmak: be3 cmaky Flavour: Plain I

bpeuaz: VORTEXdent Brand: VORTEXdent

2. 7leutan JIam(c), Dental Dam(s),
Topiuua: TouKi Thickness: Light (Thin)
Konip: 3enennit Colour: Green

ICmax: be3 cmaky Flavour: Plain

bpeny: VORTEXdent Brand: VORTEXdent

3, Jlentan JJam(c), Dental Dam(s),
Tosuana: Tonki Thickness: Light (Thin)
Konip: Cuniit Colour: Blue

ICmak: be3 cmaxy Flavour: Plain

Bpeag: VORTEXdent Brand: VORTEXdent

4. Hlentan JJam(c), Dental Dam(s), I
Tosuquua: TouKi Thickness: Light (Thin)
Kosip: Poxesnit Colour: Pink
Cmak: be3 cmaxy Flavour: Plain

Bpeua: VORTEXdent Brand: VORTEXdent

5. Jlentan JIam(c), Dental Dam(s), I
Topuua: ToukKi Thickness: Light (Thin)
Konip: Pioneropuii Colour: Purple
Cmak: Be3 cmaky Flavour: Plain

bpenaz: VORTEXdent Brand: VORTEXdent

6. Jleutan Jlam(c), Dental Dam(s), I
Topuwua: TouKi Thickness: Light (Thin)
Konip: Gopanit Colour: Black
Cmax: M’ ata Flavour: Mint

Bpeuax: VORTEXdent Brand: VORTEXdent

7. Jientan JIam(c), Dental Dam(s), I
Topuua: Tonki Thickness: Light (Thin)
Konip: 3enennii Colour: Green

Cmax: M’ata Flavour: Mint

Bpenaz: VORTEXdent Brand: VORTEXdent

8. Jlentan JIam(c), Dental Dam(s). I
TosutuHa: Touki Thickness: Light (Thin)



Ha3Ba MequuHoro Bupoby Ha3Ba MeguuHoro Bupoby
Kuatac

YKPaiHCbKOIOMOBOL, AHTNHCbKOKOMOBOIO
—__

3/T °

Horo

Bupoby
I 2 3 4

Komip:Cuniit Colour: Blue
Cmax: M’ata VORTEXdent Flavour: Mint

Brand: VORTEXdent

9, Jlentan Jlam(c), Dental Dam(s), I
Topuimua: TouKi Thickness: Light (Thin)
Konip: Poxesuit Colour: Pink
Cmax: M’ sata Flavour: Mint

bpeuaz: VORTEXdent Brand: VORTEXdent

10.

|

Hexnran Jlam(c), Dental Dam(s), ]
Tosuaua: TorKi Thickness: Light (Thin)
Konip: Dionerosuit Colour: Purple
Cmax: M’sta Flavour: Mint

Bpeun: VORTEXdent Brand: VORTEXdent

11.

|

Jlewran Jlam(c), Dental Dam(s), I
Tosuquna: Cepegui Thickness: Medium

Komip:Vopr Colour: Black
Cmak: be3 cmaxy Flavour: Plain

bpenaz: VORTEXdent Brand: VORTEXdent

12.

|

Hewran JJam(c), Dental Dam(s), I
TopuiwHa: Cepeaui Thickness: Medium

Konip: 3enennit Colour: Green
Cmax: be3 cmaky Flavour: Plain

Bpena: VORTEXdent Brand: VORTEXdent

13.

|

Henran JIam(c), Dental Dam(s), I
Tosa: Cepegui Thickness: Medium

Konip: Cuniii Colour: Blue
Cmax: be3 cmMaky Flavour: Plain

bpexa: VORTEXdent Brand: VORTEXdent

14.

|

Heuran Jlam(c), Dental Dam(s), I
Tosa: Cepegui Thickness: Medium

Konip: Poxesnit Colour: Pink

Cmak: be3 cmMaky Flavour: Plain

Bpeuaz: VORTEXdent Brand: VORTEXdent

15.

|

Jlentan Jlam(c), Dental Dam(s), I
Topumna: Cepeani Thickness: Medium

Kosip: Dionerosuit Colour: Purple
Cmax: be3 cmaky Flavour: Plain

Bpeua: VORTEXdent Brand: VORTEXdent

16.

|

Jlewtan Jlam(c), Dental Dam(s), I
ToputuHa: Cepeaui
Konip: YopHuit
Cmax: M’ata

Thickness: Medium

Colour: Black

Flavour: Mint



Ha3Ba Megqu4Horo Bupoby Ha3Ba Mequ4Horo Bupoby
Kuarac

fo
j

~
YKpalHCbKOWMOBOW, AHTIHCbKOKOMOBOIO,

oped
3/1

HOrO

Bupoby
1 2 3 4

bpengy: VORTEXdent Brand: VORTEXdent

17.

|

Hewran Jam(c), Dental Dam(s), I
Topuiua: Cepeaui Thickness: Medium

Konip: 3enennit Colour: Green
Cmax: M’sata Flavour: Mint

bpeua: VORTEXdent Brand: VORTEXdent

18.

|

Jlenran JIam(c), Dental Dam(s), I
Tosuyuna: Cepeaui Thickness: Medium

Konip: Cuniit Colour: Blue
Cmax: M’ata Flavour: Mint
VORTEXdent Brand: VORTEXdent

19.

|

Heuran Jlam(c), Dental Dam(s), I
Topmuna: Cepenui Thickness: Medium

Komip:Poxesnit Colour: Pink
Cmax: M’stra Flavour: Mint

bpeuaz: VORTEXdent Brand: VORTEXdent

20.

|

Jlentan Jlam(c), Dental Dam(s), I
Tosuyuua: Cepeani Thickness: Medium

Komp: Dionerosuit Colour: Purple
Cmax: M’sta Flavour: Mint

bpenaz: VORTEXdent Brand: VORTEXdent

21.

|

Heunran JJam(c), Dental Dam(s), |
TopmaHa: Toscti Thickness: Heavy
Konip: Yopuuii Colour: Black
Cmax: be3 cmaky Flavour: Plain

bpeua: VORTEXdent Brand: VORTEXdent

22 J\entan Jlam(c), Dental Dam(s), I
TopuiaHa: Toscri Thickness: Heavy
Konip: 3enennii Colour: Green

Cmak: be3 cmaky Flavour: Plain

bpeuy: VORTEXdent Brand: VORTEXdent

23.

|

Heutan Jlam(c), Dental Dam(s), ]
Tospuiuna: Toscti Thickness: Heavy
Komip:Cunii Colour: Blue
Cmak: be3 cmaky Flavour: Plain

bpeua: VORTEXdent Brand: VORTEXdent

24.

|

Jlentan Jlam(c), Dental Dam(s), I
Tosa: Toscri

Konip: Poxesnit

Cmak: be3 cmaky

Bpena:VORTEXdent

Thickness: Heavy
Colour: Pink

Flavour: Plain

Brand: VORTEXdent



Ha3Ba Mequ4Horo Bupoby Ha3Ba MeaH4uHOrO BUpoOby
Kutac

a
peut Mone MeqH4YKpalHCbKOW MOBOL, aHTMCbKOWO MOBOK,3/M

HOTO

Bupooby
] 2 3 4

25.

|

Jlentran JIam(c), Dental Dam(s), ]
Tosuquua: Toscri Thickness: Heavy
Konip: Dionerosuit Colour: Purple
Cmak: be3 cmaxy Flavour: Plain

bpeuaz: VORTEXdent Brand: VORTEXdent

26.

|

AHexntanJlam(c), Dental Dam(s), I
Topuaua: Torcti Thickness: Heavy
Konip: Uopunit Colour: Black
Cmak: M’sta Flavour: Mint

Bpenaz: VORTEXdent Brand: VORTEXdent

27.

|

Jexnran JIam(c). Dental Dam(s), I
Tosuyuna: Toscri Thickness: Heavy
Komip:3enennii Colour: Green
Cmax: M’sta Flavour: Mint

Bpera: VORTEXdent Brand: VORTEXdent

28.

|

Heuran Jlam(c), Dental Dam(s), I
TosuiaHa: Toscti Thickness: Heavy
Konip: Cuniit Colour: Blue
Cmax: M’sta VORTEXdent Flavour: Mint

Brand: VORTEXdent

29.

|

Jlentan JIam(c), Dental Dam(s), I
Tosmiuna: Toscri Thickness: Heavy
Konip: Poxesuii Colour: Pink
Cmax: M’ ata Flavour: Mint

bpenaz: VORTEXdent Brand: VORTEXdent

30.

|

Jlenran Jlam(c), Dental Dam(s),
Topummua: Toscti

Komip:Dionerosnit

Cmax: M’ ata

Bpeua: VORTEXdent

Thickness: Heavy
Colour: Purple
Flavour: Mint

Brand: VORTEXdent
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Jlogatox 2 no Jlexnapauii mpo Bigmopignicrs Ne 1C/TP 753/2020

Hepenik HalioHambHnx, epponeiicbKux Ta MixkHApOdHHXHOPMaTHBHO-IIpaBOBHXx
aKTIB Ta CTaHAapTiB

No Jloxymeut Ne Penakuis Ha3pa AOKyMeHTa
lL. JICTY EN ISO 13485 2015 Meauuni Bupo6u. Cucrema ynpapninHa saKicrio.

Bumoru 40 perymopanua.
2: JICTY EN ISO 14971 2015 Bupo6u mMeguuni. Hacranosu miogo ynpaBiiHHa

p¥3HKoM.
3. JICTY EN 980 2007 CumBoln rpaivHi Aa MapkyBaHHa MeaqMUHHX

BHpoois.
4, JICTY EN ISO 10993-1 2015 Bionoriane

=

OuiHIOBaHHA =MezM4HUX BUpOOis.
Yactuna |. OuiniopaHHa Ta TecTyBaHHA B paMKax

TIpouecy yipaBiHHA pH3vKamu.
5. JICTY EN ISO 10993-5 2015 bionoriune ouiHIOBaHHA =MeAM4HUX

§

BUpobiB.
Yactuna 5. Bunpo6ypanHsa Ha LHTOTOKCH4HICTE
in vitro

6. JICTY EN ISO 10993-10 2004 Bionorivwa ouiHKa MeqM4HOro Mpyiagga
—

Yactuna 10: Tecr Ha nogpa3sHeHHa ta

4YTIIMBICTb.
7. JICTY EN ISO 10993-18 2015 bionoriune OUiHIOBAHHA =MeAM4HUX BHpoOis.

UactuHa 18. BrysHayeHHa XIMIYHHX
BlaCTHBOCTeli MaTepiais.

8. JICTY ISO/IEC 17050-1 2006 OujiHropaHHa BiQMOBITJHOCTI. Jieknapauia
TOCTavasIbHHKa Tipo BignoBigHicTs. Uactuna 1.

3arambui BuMoru (ISO/IEC 17050-1:2004, IDT).
9. HICTY ISO/IEC 17050-2 2006 OuiniopaHHa BIINOBIAHOCTI. Jleknapauia

NOCTavasIbBHHKa MPO BiANOBiAHicTb.Uacruna 2.

IliarBepmkyBaibHa gokyMentauia (ISO/IEC

17050-2:2004, IDT).
10. JICTY 4659-1 2006 Kainivni QocaiKeHHa MeqM4HHX BupOobiBAA

Joye. Uactuna |. 3aranbHi BuMoru.

LI. LICTY 4659-2 2006 Kainivni focnizKedHa Mequ4Hux Bupobin ws

JuogweH. UYacruna 2. Tlnanwa  kiainiunoro

AOCHIIDKCHHA.
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