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3a agpecor

Tosapucrso 3 o6mexenow BianoBiaanbuicTI0 «CTaMim
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Bin imMeHi Ta min BiANOBIAATBHICTE BUPOOHHMKA IEKIAPY€EMO MPO HACTYITHE:

Hassa meuuHOro BHpoOy/
Name of Medical Device:

Howmep 3a
KaTaJorom

Enpo-Eze® Jlioep Bakyymamii aganrep, 10 mr

230 / Endo-Eze® Luer Vacuum Adapter, 10

Aueniticoxoio mosoro/ English language Yipaincekoro mosoro/ Ukrainian language

Bupo6nuk / Producer | Ultradent Products Inc. Yaetpanent lponake Inx.
Micue BupobuumrBa | 505 West Ultradent Drive (10200 South), 505 Becr Ynbtpanenr [lpaiis, (10200 Cayc),
Place of production South Jordan, Utah 84095, USA Cayc Hopnaw, Or1a 84095, CILIA

YnoBHOBaKeHHH NpecTaBHUK B YKpaini/ | Limited liability company ToBapucTBO 3 00MeXKEHOIO
Authorized representative in Ukraine “STAMIL” BimosigaabHicTI0 «CTamMim

Anpeca ynopHoBaskeHoro npezicras-uuka | bldg.103, korp. A, str.Sichovykh | 103, kopr.A, syn. Ciuosux

Ta MicLie 30epiraHHs TeXHIYHOT Striltsiv, Kyiv, 04050, Ukraine Crpinbuis, Kuis, 04050, Ykpaina.
nokymenrauii/ Authorized repre- Tel. (095)33-77-353, Ten.(095)33-77-353,

sentative's address and storage location of | (067)33-77-323 (067)33-77-323

the technical documentation e-mail: info@stamil.ua e-mail: info@stamil.ua

http:// www.stamil.ua http:// www.stamil.ua

Knacugikargs /
The product
relates to

Knac I (3rimno Jlonatky 2 TexHIMHOrO pernamMeHTy HoA0 MEIHYHHX BHPOOIB,

3arsepmxeroro [Tocranosoro Kabinery Minictpis Yxpaitm Ne753 Bia 2 sxostHs 2013 poky)

class I (According to Annex 2 to “The Technical Regulation for Medical Devices” #y
(approved by the decision of the Cabinet of Ministers of Ukraine dated 02 October

2013 No. 753)

HawgonansH1
CTaHJapTH AKi
3aCTOCOBAHI:/
Standards
applied:

- ICTY EN ISO 13485:2018 «Meauani BupoGu. Crucremu yrpasiiHHs akicTiO. Bumorn moao perymosanns.» (EN
[SO 13485:2016. IDT; ISO 13485:2016, IDT)

- ACTY EN ISO 14971:2015 «Bupobn meamani. Hacrasopu moao ynpasminss pusukom» (EN I1SO 14971:2012)

- JICTY EN ISO 15223-1:2018 «3acobn meauaH0i TeXHIKHA. Y MOBHI NMO3HAKH HA €THKCTKAX 3aCO0IB MEAHIHOL
TEXHIKH, MAPKYBaHHs Ta 000B'a3k0Bi BiaoMocTi. Yactuna 1. 3arameni sumorwy (EN SO 15223-1:2016)

- ACTY EN 1041:2015 «Bupobu meawani. [ndopmania, sxy nanae supoduux» (EN 1041:2008)

- ICTY EN ISO 10993-1:2015 «Bionoriune oninroBanrHs Mequaaux Bupo0dis. Yactaaa 1. OuisroBaHus Ta
TECTYBAHHS B PAMKax npoiiecy yrpasninss pusukamMuy (EN 1SO 10993-1:2010)

- ACTY EN ISO 10993-5:2015 «Bionoriuse owiHOBaHHS MeAWYHUX BUpoOiB. UacTuna 5. Bunpobysanus Ha
LMTOTOKCHYHICTS in vitro» (EN I1SO 10993-5:2009)

-2013ACTY ISO 10993-10:2004 «bionoriuse owiHOBaHH MegHdHHX BHpo6iB. YactuHa 10. BunpobyBanHs Ha
noapasHeHHa Ta cencubimsauiro» (1SO 10993-10:1995, IDT) (EN ISO 10993-10)

- Texniunmii pernaMeHT mWoA0 MeauaHMX BHpOOIB (3aTteepmxenHii [loctanosow KMY Bia 02 xosras 2013 poky
Ne753) —- Homatok Ne 8, mynkTu 2,3.4. [Topsanok 3aifiCHEHHS BHY TPILIHBOTO KOHTPOMO BHPOOHHLITBA MEIMYHHX
BHPOOIB

Bumeska3ani Bupo6u BianosizawTs: HopmaTHBHHUM BUMOraMm JUisi MeIn4HHUX BUPOOIB 3rinHO TeXHIYHOro periameHTy
mono MemuuHux BupoOiB (3aTBepmkenoro Ilocranosoro KMV Bim 02 sxoBrhs 2013 poky Ne753) - Jlomatok Ne 3
3abe3nedenns QyHKLIOHYBaHHS KOMILIEKCHOI CHCTEMH YIPaBIiHHS SKiCTIO (32 BUHSTKOM nepeBipkH npoexty). - lonatok Ne 8
[Mopsnok 3nilicHeHHs BHYTPIIHBOTO KOHTPOJIO BUPOOHHMIITBA MEMYHUX BUPOOIB MyHKTH 2,3,4.

Tepmin aii aexaapauii: 10 03.03.2031 poky
Micue i JaTa supannas: M. Kuis

VOBHOBAXKEHHI NPEICTABHUK B Y KpaiHi, ToBapHCTBO 3 00MexeH010 BianoBinanbHicTIO «CTamMim)

BiINOBINANLHUH 32 BBEIEHHA BUPOOiB B 00Ir

VnosHOBakeHa ocoba:
[Mocana, mianue, mrami: ¢

Cropika 131
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