Bepcin 4

Jlekapauist npo BiANOBiAHICTH Ne ST-UL-032 Bin 03.03.2026

My,
3HAXO0AUMOCh
3a aJipecoro

TosapucTso 3 00MexReHOI0 BignoBizaIbHiCcTIO «CTaMiim
103, xopn. A, Byn. Civosux Crpunsins, Kuis, 04050, Vkpaina.
Ten. (095)33-77-353, (067)33-77-323; e-mail: info@stamil.ua http:// www.stamil.ua

Bix imMeHi Ta i1 BiINOBIJAIbHICTS BUPOOHHKA AEKIAPYEMO PO HACTYITHE:

Ha3ea meuuHOro BUpoOy/
Name of Medical Device:

Anmasna nojipysaabna nacra / Diamond Polish

Kon Ta na3ssa BUpoOIB BIATIOBIIHO A0 HALIOHABHOTO

knacupikaropa HK 024:2023 «Knacugikatop MeauaHuX 11168 3acib ana uvmenns 3yois / Dentifrice

Bupo0iB» / Code and name of products according to the national
classifier NC 024: 2023 "Classifier of medical devices"

[Nponyxkuisi, nepesnik BUpoOis/ JuBuck nonarok 1 no nexnapaiyi/
Product name, List of products See annex 1 to the Declaration

Anzniticoxoro mosoro/ English language Vrpaincerkoro moeoro/ Ukrainian language
quag

Bupo6ruk / Producer | Ultradent Products Inc. Yasrpanent [popaxe Tuk.
Micue BupoOuuurBa | 505 West Ultradent Drive (10200 South), 505 Becr Yistpanent [paiis, (10200 Cayc),

Place of production South Jordan, Utah 84095, USA Cayc HMopnan, FOra 84095, CIIIA
YrnoBHoBaxeHui npeacTaBHMK B Ykpaini/ | Limited liability company ToBapHcTBO 3 00MeKEHOIO
Authorized representative in Ukraine “STAMIL” BimnoBinansHicTio «Cramion
AJipeca yTOBHOBa/KEHOTO TIPEACTAB- bldg. 103, korp.A, str.Sichovykh | 103, kopn.A, syn. Ciuosux
HMKa Ta Micue 30epiraHHs TeXHIYHOI Striltsiv, Kyiv, 04050, Ukraine Crpinsiis, Kuis, 04050, Ykpaina.
noxymenraigi/ Authorized repre- Tel. (095)33-77-353, Ten.(095)33-77-353,
sentative's address and storage location | (067)33-77-323 (067)33-77-323
of the technical documentation e-mail: info@stamil.ua e-mail: info@stamil.ua
http:// www.stamil.ua http:// www._stamil.ua

Knacwdixains / | Knae I (3rinso onarky 2 TexHMHOTO periaMeHTy MIOA0 MEAWIHHX BHPOOIB,
The product 3arsepmixenoro [locranosoro Kabinery Minictpis Ykpainu No753 Bin 2 sostas 2013 poky)
relates to class I (According to Annex 2 to “The Technical Regulation for Medical Devices” %

(approved by the decision of the Cabinet of Ministers of Ukraine dated 02 October

2013 No. 753)
HaioHansHi - ACTY EN ISO 13485:2018 «Meauani Bupo6n. Crcremu ynpasiisss skicTio. Bumors mozao perymosanns.» (EN
CTAHIAPTH SIKi 1SO 13485:2016, IDT; 1SO 13485:2016, IDT) . _

n - JICTY EN ISO 14971:2015 «Bupo6u meanysi. Hactanosu moao ynpasninas pusukom» (EN ISO 14971:2012)
3aCTOCOBa'm'/ - ACTY EN ISO 15223-1:2018 «3acobn MeauuHO0i TeXHIKH. Y MOBHI TO3HAKH HA €THKETKaX 3ac001B MEAHIHOT
Standards TEXHIKH, MapKyBaHHA Ta 0008'13k081 BigomocTi. Yactuna 1. 3aramsui sumormy (EN [SO 15223-1:2016)
applied: - ICTY EN 1041:2015 «Bupo6u memxuani. [ndopmanis, aky Hazae BupoOuuk» (EN 1041:2008)

- ICTY EN ISO 10993-1:2015 «bionoriase omintoBanss MeanaHux Bupo6is. Yactuna 1. QuinoBanus Ta
TECTYBAHHA B PAMKaX TIpoLecy ynpasminasa pusakavi» (EN ISO 10993-1:2010)

- ACTY EN ISO 10993-5:2015 «bionoriune ouiHoBaHHs MeAHTHHX BUPOOiB. YacTura 5. BunpoOyBanHs Ha
OUTOTOKCHYHICTE In vitroy (EN ISO 10993-5:2009)

-2013ICTVY ISO 10993-10:2004 «bionoriase ouiHIOBaHHA MeaudHux BupoOiB. YacTuna 10. Bunpo6ysanus Ha
noapasHerns Ta ceneubimsamion (1SO 10993-10:1995, IDT) (EN ISO 10993-10)

- TexnivHHI pernaMeHT moA0 MeaHaHIX BHPOOiB (3aTBepmkentii [loctanosoto KMV Bix 02 xoetha 2013 poky
Ne753) — Nonatok Ne 8, myukrn 2,3.4. [Topsaaok 3A1HCHEHHA BHY TPILIHBOTO KOHTPOIO BUPOOHHIITBA MEIHYHHX
BupoGIB

BumeBkaszani Bupo6u gianosigawre: HopMaTHBHHM BUMOram uisi MeaU4HHX BUPOOIB 3rigHO TeXHIYHOrO pernameHTy
moA0 MeauuHuX BUpOOiB (3aTBepmkenoro ITocranosoro KMV Bim 02 sxoetHs 2013 poky Ne753) - Jlomatok Ne 3
3abe3nedyeHHst QyHKLIOHYBaHHSA KOMIUIEKCHOI CHCTEMH YIPaBIiHHS AKICTHO (3a BUHATKOM NepeBipkH npoekty). - [lonaTok Ne 8
IMopsanok 3ailiCHEHHs BHYTPILIHBOTO KOHTPOIO BHPOOHHLITBA MeAHYHUX BHPOOiB myHKTH 2,3,4.

Tepmin aii aexaapanii: 1o 03.03.2031 poky
Micue i xara saganaa: M. Kuis

VYnoBHOBaKEHMUH MPEACTABHUK B Y KpaiHi, ToBapucrso 3 0omexeno0 BignoBiganbaicTI0 «CTamin
BI/IMOB1TATbHH 33 BBEJEHHS B iB8, 001"

VYnosHOBaxkeHa ocoda:
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Bepciu 4

Hexnapauis npo signoBignicrs Ne ST-UL-032 Bix 03.03.2026

aonarok 1
Knac: 1
Hassa moandikauii meauunoro Hassa moandikauii meausnoro Bupody
Ne Koa 3a BHPOOY aHIJIiHCBKO0I0 MOBOID YKPATHCHKO0 MOBOIO
e KATANOTOM | Name of medical device in English Name of medical device in Ukrainian
I 5540 | Diamond Polish Mint 0.5um; 2 - 1.2m| | /AIMa3Ha noripysankia nacta, Maria 0,5 Mk
(um); 2 mnpuum no 1,2 ma (ml)
2 5541 | Diamond Polish Mint 1.0um; 2 - 1.2m| | /\"Ma3Ha nonipyBankHa macra, M'srha 1,0 miw
(um); 2 wnpuuw no 1,2 ma (ml)
UltradentTM Diamond Polish Mint 0.5 | Anmasna nonipysasnbHa nacra Y ibTpazieHt,
3 5540-1 um, 10-1.2ml (2.3 g), 20 - delivery m'atHa 0,5 mksm (um); 10 mwnpuuis no 1,2 ma (ml)
tips (2.3r (g)), 20 - noCTABOYHHX HACAMOK
UltradentTM Diamond Polish Mint 0.5 | ‘ATMA3Ha IOMIpyBalba nacta VisTpanenr,
4 5540-1 - 121 (23 g),2- dedivecy tips m'aTHa 0,5 Mkm (um); 1 wnpui no 1,2 mn (ml)
um, ’ B ey fp (2.3r (g)), 2 - nocTaBOYHI HaCaaKH
UltradentTM Diamond Polish Mint 1 AnmasHa nonipysaibHa nacta YibTpajieHT,
5 5541-1 pm, 10-1.2ml (2.3 g), 20 - delivery s'sTHa 1 Mxm (um); 10 mmpauie mo 1,2 Mo (mli)
tips (2.3r (g)), 20 - 1OCTAaBOYHHX HACAIOK
’ : " AnvasHa monipyBajibHa nacta YIIbTpajieHT,
6 5541-1 Ultrald ?T%Elza?o;dzp_og:gv?‘mﬁ] s m'atHa | mxm (um); 1 wnpun no 1,2 mu (ml)
Ham, ’ =& vy up (2.3r (g)), 2 - nocraBovHI HaCaaKu
Hupexrop TOB, bopsosa .M.
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