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Jexyiapanisi npo BiiNoBixHICTH Ne ST-UL-044 Bin 03.03.2026

Mu, ToBapucrso 3 00Mexeno0 BignosigansHicTio «Cramin
3HAXOUMOCH 103, kopn. A, Byn. CivoBux Ctpinbiis, Kui, 04050, Ykpaina.
3a a[Pecoro Ten. (095)33-77-353, (067)33-77-323; e-mail: infoistamil.ua http:// www.stamil.ua

Bix imMeHi Ta i BiANOBIJAIbHICTS BHPOOHMKA AEKJIAPYEMO PO HACTYITHE:

Hasga meauaHOro BUpoOy/

Mma Pkl Dol LWnpuuu cromaronoriuni / Dental syringes

35970
InpHy s cTOMATONON YHOrO MPOMHBAHHA /acipaii
Dental irrigation/aspiration syringe

Kon Ta Hassa BHpo6iB BiANOBIIHO 1O HALIOHATBHOIO
knacugikaropa HK 024:2023 «KnacupikaTop MexHaHIX
BUpO6IB» / Code and name of products according to the national
classifier NC 024: 2023 "Classifier of medical devices"

[poaykuiis, nepemk BUpoOiB/ JuBuck nopatok 1 o mexmapaiii/
Product name, List of products See annex 1 to the Declaration

Aueniticbroro mosor’ English language Vpaincokoro mosow/ Ukrainian language

Bupobuuk / Producer
Micue BUpoOHHMLTBA
Place of production

Ultradent Products Inc. Yasrpanenr [ponaxc Inx.
505 West Ultradent Drive (10200 South), 505 Bect Ymwstpanent [paiis, (10200 Cayc),

South Jordan, Utah 84095, USA Cayc Mopman, FOra 84095, CIIIA

Limited liability company ToBapucTBo 3 00MeKeHOIO
“STAMIL” BianoBizaabHicTIO «CTamMipy

VYnoBHOBa)KeHHMH MPEACTaBHUK B Y KpaiHi/
Authorized representative in Ukraine

Anpeca yNoBHOBAXKEHOTO MPE/ICTaB-
HHUKA Ta Micue 30epiraHHs TeXHIMHOI
nokymenrarii/ Authorized repre-
sentative's address and storage location
of the technical documentation

bldg.103, korp.A, str.Sichovykh
Striltsiv, Kyiv, 04050, Ukraine
Tel. (095)33-77-353,
(067)33-77-323

e-mail: info@stamil.ua

http:// www.stamil.ua

103, kopr. A, Byn. CiuoBux
Crpinbuis, Kuis, 04050, Ykpaina.
Ten.(095)33-77-353,
(067)33-77-323

e-mail: info@stamil.ua

http:// www.stamil.ua

Knacudikaws / | Knac I (3rinno Jlonarky 2 TexnivHOro pernamMenTy Woao MEIHIHHX BUPOOIB, 3aTBEPIDKEHOTO
The product Iocranosoto Kabinery Minictpis Yipainu Ne753 Bin 2 sxosthst 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)
HauioHansHi - JICTY EN ISO 13485:2018 «Meauusi pupo6u. Cuctemu ynpaBniHHs SkicTio. BUMory mozo perymosaHHs.» (EN
CTAaHAApTH SKi 1SO 13485:2016, IDT; ISO 13485:2016, IDT)

. - ACTY EN ISO 14971:2015 «Bapo6n meanwani. Hacranosu moao ynpasmzns pusukom» (EN 1SO 14971:2012)
3acTocosani/ - JCTY EN ISO 15223-1:2018 «3acobu MeanyHOI TeXHIKH. YMOBHI TIO3HAKH HA ETHKETKAX 3ac001B MeIHIHOI
Standards TEXHIKH, MapKy BaHHs Ta 000B'13k0B1 BizoMocTi. Yactuna 1. 3aranssi Bumorm» (EN ISO 15223-1:2016)
applied: -JACTY EN 1041:2015 «Bupotu meauuni. [ndopmatns, sky Hagae sBupoOuux» (EN 1041:2008)

- ACTY EN ISO 10993-1:2015 «bBionorise ouinioBanHa MeauaHux BEpodis. Yactuna 1. OuisioBanHa Ta
TECTYBaHHS B paMKax npouecy vipaemaHg pusiakamm (EN ISO 10993-1:2010)

- ACTY EN ISO 10993-5:2015 «bionorgse orgHoBaHHs MeandHHX upoOis. Yactuna 5. BunpoOysanus Ha
LHTOTOKCHYHICTS in vitro» (EN 1SO 10993-5:2009)

-2013/ICTY ISO 10993-10:2004 «Bionoriuse ouiHroBaHHs MeAnaHHX BHpoOiB. YacThna 10. Bunpo6yBanns Ha
nioapasHeHHs ta cencubimizauio» (ISO 10993-10:1995, IDT) (EN ISO 10993-10)

- TexHIYHHIT PErIAMEHT LIOAO MeAHHX BHPoOiB (3aTBepmkeHui [Toctanosoro KMY sia 02 xostha 2013 poky
Ne753) — Jloaatok Ne 8, nyukru 2.3.4. [Nopsaaok 341HCHCHHS BHY TPILIHBOTO KOHTPOIHO BHPOOHHIITBA MCAHYHHX
BHpPOOIB

Bumeska3ani BUpoOu BianosinawrTs: HopMaTHBHIM BUMOraM Ui MEIHYHHX BHPOOIB 3rinHO TeXHIYHOrO pernameHTy
mono Menauysux BHpoOiB (3arBepmikenoro ITocranosoro KMY Bim 02 sxoBrhs 2013 poky Ne753) - Jomarok Ne 3
3abe3neveHHs QyHKUIOHYBaHHs KOMILUIEKCHOI CHCTEMH YIPABIiHHS AKICTIO (38 BUHATKOM NepeBipkH npoekTy). - [lonatok Ne 8
[Topsinok 30iHCHEHHS BHYTPILHBOrO KOHTPOIIK BUPOOHHIITBA MEIHYHHX BUPOOiB MyHKTH 2,3,4.

Tepmin xii aexaapamii: 10 03.03.2031 poky
Micue i nara supannsi: M. Kuis

VNoBHOBaXkKEHHI NPEACTABHUK B Y KPaiHI, ToBapucTBO 3 00MexeHOI0 BianoBinaabHicTIO «CTamin

BIAMOBIIATHHHH 3@ BBEJIEHHI BUPOOIB B 00Ir
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Bepcis 4

Jexnapauist npo BianosiaHicTs Ne ST-UL-044 Bix 03.03.2026

nonarok 1
Knac: 1
= Ha3sa moaudixauii MmeanaHOro Ha3sa moaudikaunii MeaHIHOro BHPoGY yKpaiHCHKOI0
Ne sk BHPOOY aHIificbKO0I0 MOBOIO MOBOIO
S Kara-
AOTOM | Name of medical device in English Name of medical device in Ukrainian
1 124 | Ultradent® 1,2 ml Syringes, 20 pk Vasrpagent - 1.2 mu wmpuw, 20 w.
2 157 Ultradent® 1,2 ml Syringes, 100 pk YabrpagenT - 1.2 ma mnpuy, 100 wmT.
3 201 Ultradent® 5 ml Syringes, 10 pk Vabrpager - 5 mn winpuy, 10 wr.
4 1680 | Skini Syringes, 20 pk HInpuuun Ckini, 20 wT.
5 1681 | Skini Syringes, 50 pk MInpuon Ckisi, 50 wr.

bop3zosa .M.

CropiHka 232




