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TosapucTBo 3 00MexxeHO010 BignosinanbHicTio «CTaminy
103, xopm.A, Byn. Ciuosux Ctpunbii, Kuis, 04050, Vkpaina.
Ten. (095)33-77-353, (067)33-77-323; e-mail: mnfo@stamil ua http:// www_stamil.ua

Bin imMeHi Ta mix BiANOBIZAIBHICT BADOOHKKA JEKIAPY€EMO PO HACTYTHE:

Koo ma nazea eupobie 610nosiono 0o HayioHarbHO20
rnacugpixamopa HK 024:2023 «Knacughivamop meduyunux
6upobie» / Code and name of products according to the national

63315 — CromaTonoriuamuii perpakrop
0/IHOPA30BOI0 BUKOPUCTAHHS

classifier NC 024: 2023 "Classifier of medical devices” / Dentall retractor, single-use

Hassa menuunoro supody/ | Perpaxrop cromatonoriunuii «Ilapaconbka»
Name of Medical Device: | / Umbrella™ Cheek Retractor

TIponyxauiisi, nepesnix BupoGis/ Jusuce nonartok 1 no nexnapanii/
Product name, List of products See annex 1 to the Declaration

Aneniiicoxoro mosoio/ English language Yupaincexoro mosoro/ Ukrainian language
Bupobuuk / Producer Ultradent Products Inc. Yastpagent Iposakce Inxk.
Miciie BupoOHUIITBA 505 West Ultradent Drive (10200 South), South | 505 Becr Yasrpanent [paiis, (10200 Cayc), Cayc
Place of production Jordan, Utah 84095, USA ﬁopuaﬂ, TOra 84095, CIIIA
YIOBHOBa)KEHHH MPEACTABHUK B YKpaiHi/ Limited liability company ToBapHCTBO 3 00MENKEH 010
Authorized representative in Ukraine “STAMIL” BianoBigaabHicTI0 «Cramim

Anpeca YMOBHOBRKEHOro npezcTas-Huka 12 | bldg. 103, korp.A, str.Sichovykh | 103, xopn.A, Byn. CiuoBnx
micue 30epiraHHs TexHI4HOI fokymenTauii/ | Striltsiv, Kyiv, 04050, Ukraine Crpunsuis, Kuis, 04050, Ykpaina.

Authorized repre-sentative’s address and Tel. (095)33-77-353, Ten.(095)33-77-353,
storage locapon of the technical (067)33_77_323 (067)33-77-323
Socamentation e-mail: mfo@stamil.ua e-mail: mfo@stamil.ua
http:// www._stamil.ua http:// www.stamil.ua

Knacudixaris / l Kanac I (3rinpo Jlonatky 2 TeXHIYHOrO perjiaMeHTy 010 MEMUHHX BUPOOIB, 3ATBEP/DKEHOr0
The product | Tocranosoio Kabmery Minictpis Vipainn Ne753 Bin 2 xoetHs 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)
Hamionambai - ACTY EN ISO 13485:2018 «Meauuni Bupo6u. Cuctemu ynpasninus sxicTio. Buvoru momo perymoranns.» (EN
CTaHxapTH aKi ISO 13485:2016, IDT; ISO 13485:2016, IDT)

. - ACTY EN ISO 14971:2015 «Bupo6u Meawuni. Hactanosu mono ynpasnizns pusuxom» (EN ISO 14971:2012)
3acToCcoBaH1:/ - AICTY EN ISO 15223-1:2018 «3aco6u MeanuuHoi TeXHIKK. YMOBHI NO3HAKHM HAa ETHKETKAX 3aC00iB MEIMYHOT
Standards TEXHIKH, MapKyBanHA Ta 0008'13K08i Bizomoct. Uactuna 1. 3aramssi sumorw (EN 1SO 15223-1:2016)
applied: - AICTY EN 1041:2015 «Bupo6u meanuni. Indopmauis, sxy Hagae supobrui» (EN 1041:2008)

- ACTY EN ISO 10993-1:2015 «bBionoriuse ouiHi0BaHHI MeauuHuX Bupo6is. Yactuna 1. OuiHroBanHs Ta
TECTyBaHHA B PaMKax Npouecy ynpasniHusg puskkammy (EN ISO 10993-1:2010)

- AICTY EN ISO 10993-5:2015 «Bionoriyse ouiHiOBaHHs MeAMuHMx Bupo6is. Yactuna 5. BunpoGysanns Ha
UMTOTOKCHYHICTS in vitroy (EN ISO 10993-5:2009)

- 2013ICTY ISO 10993-10:2004 «bionoriuxe oniHioBanHs MeanuaHux Bupo6is. Yactuna 10. Bunpo6ysanns Ha
noApasHeHHA Ta cexcuOuTisao» (1SO 10993-10:1995, IDT) (EN 1SO 10993-10)

- TexHiyHuMI PErIaMEHT MO0 MeAMMHUX BUPOGiB (3aTBepwKenuii [Toctanosoro KMY Bia 02 sxostHa 2013 poxy
Ne753) —- Honarox Ne 8, nyrxru 2,3,4. Tlopsaok 3 MiMCHEHHS BHY TPIIUHBOTO KOHTPOJIIO BUPOOHHLITBA MEIMYHUX
BHpPOOiB

Bumesxasani BHpoOH BigmoBizaTs: HopMaTHBHEM BHMOraM Ut MEIMUHUX BHPOOIB 3rimHo TEXHIYHOrO perjaMeHTy
ON0 MeuuYHHX BHpOOIB (3aTBepmkenoro ITocranosolo KMV Bim 02 skostas 2013 poky Ne753) - Ilomatox Ne 3
3abe3neyenHs QyHKIIOHYBAHHSA KOMILIEKCHOI CHCTEMH YIIPABIIHHS AKICTIO (32 BUHSTKOM nepesipku npoexty). - Jlomatox Ne 8
Iopsimok 3aifiCHEHHsI BHY TPILIHBOrO KOHTPOJIO BHPOOHUIITBA MEAUYHUX BUPOOIB nyHKTH 2,3,4.

Tepmin aii nexaapauii: xo 03.03.2031 poxy

Micue i naTa Buaanns: M. Kuip
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Jonatok 1
Knac: 1
; Al Hassa moandixanii meananoro Bupody Hassa monugikanii mexuusOro BHpoGy
| Ne AHI I CH KO0 MOBOK YKPaTHCh KO0 MOBOI)
| Karaio
- rom | Name of medical device in English Name of medical device in Ukrainian

i 4870 | Umbrella™ Cheek Retractor medium, 5 pk Fex N CHRRIOERHAY Spems pacoibia,
cepenHii 5 mt.

2 4871 | Umbrella™ Cheek Retractor medium, 20 pk Derpis TOp CTOMATONOCIHHHH b pacosbia,
cepemniii 20 .

3 5162 | Umbrella™ Cheek Retractor medium, 40 pk PeTpaK’.rf) p cromatosoriuit Am6penna/Tlapaconska,
cepenHii 40 wr.

4 5256 | Umbrella™ Cheek Retractor Large, 5 pk Pe'rpaictop crosarosiorad AmGpenma/lapacamssa,
BEJIMKHH 5 T

5 5257 | Umbrella™ Cheek Retractor Large, 20 pk Ferg K0P CTOMATONIOTIHHH ey pacorbia,
senukui 20 wr,

6 5258 | Umbrella™ Cheek Retractor Large, 40 pk PeTpaKT.,OP crongronovtsmait AmGpenna/dlapacomsa,
Beskuit 40 .

Hupexrop TOB = ‘\ s - Bopsosa I.M.
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