Bepcin 4

Jexyapauisi npo BiANOBIAHICTH Ne ST-UL-039 Bin 03.03.2026

Mpn, TosBapucTBo 3 00MekeHO10 BiANoBiAaabHicTIO «CTaMia»
3HAX0IHMOCH 103, kopr. A, Byn. CiuoBux Ctputsuis, Kuis, 04050, YVkpaina.
3a aapecor Ten. (095)33-77-353, (067)33-77-323; e-mail: info@stamil ua http:// www.stamil.ua

Big iMeH1 Ta ni BIANOBIAANEHICTE BAPOOHUKA IEKIapyEMO PO HACTYIIHE:

Homep 3a Hassa moaudixkanii meanunoro Bxpody Hazea moaudikanii Mequusoro Bupody yKpaiHCbKOH0
KATAJIOrOM AHTJIHCHKOI0 MOBOIO MOBOIO

STARbrush® Intercoronal Bristle CTAPGOpaw - Mis>KKOPOHKOBI MKOPCTKI IIITOUKH,

a2 Brushes, 50 50 T

STARbrush® Intercoronal Bristle CTAPGpaw - MisKKOPOHKOBI KOPCTKI WITOUKH,

1093 Brushes, 100 100 wr

Bupobnuk / Producer | Awzniiicexor mosgoro/ English language Vxpaiucerkow mosorw/ Ukrainian language
Micue Bupobunnrea | Ultradent Products Inc. Yasrpanent lpoaakc Ink.

Place of production | 505 West Ultradent Drive (10200 South), 505 Bect Ynwrpanent [paiis, (10200 Cayc),
South Jordan, Utah 84095, USA Cayc Wopnan, 107ta 84095, CIIIA

YIOBHOBXKEHMH MPEACTABHUK B Y KpaiHi/ Limited liability company ToBapucreo 3 oGMeskeHO10
Authorized representative in Ukraine “STAMIL” BianoeizaabHicTio «CTamiam

Azpeca ynoBHOBaxkeHOTO npeacTas-auka ta | bldg. 103, korp. A, str.Sichovykh | 103, kopn.A, Byn. CiuoBux
Micue 30epiranns TexHqHol gokymentauii/ | Stnltstv, Kyiv, 04050, Ukraine | Ctpinbui, Kuis, 04050, Ykpaina.

Authorized repre-sentative's address and Tel. (095)33-77-353, Ten (095)33-77-353, !
storage location of the technical (067)33-77-323 (067)33-77-323 '
documentation e-mail: mfo@stamil.ua e-mail: info@stamil.ua

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

Knacagikamisa / | Knae I (3rigro Honarky 2 TexHIYHOM PEriaMeHTy OO MEIHYHHX BHPOOIB,

The product 3arBepmxkenoro Ilocranosoro Kabmery Mmictpis Yipainn Ne753 Bin 2 sxostas 2013

relates to POoKy) $
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)

HanjioraneHi - JICTY EN ISO 13485:2018 «Mexuuri Bupobu. Cuctems y paBiiHH:A AKICTIO. BHMOTH 00 pery IFOBaHHA»
CTAHNApTH AKi (EN ISO 13485:2016, IDT; ISO 13485:2016, 1DT)

5 - JCTY EN ISO 149712015 «Bupo6u meanuni. Hacranosu mozo ynpasninuas pusukonm» (EN ISO 14971:2012)
S?CTOCOBaHl,/ - ACTY EN ISO 15223-1:2018 «3acobu MeauuHOi TEXHIKH. Y MOBHI TIO3HAKM HA ETHKETKAX 3ac00iB MeIMUHOT
Standards TEXHiKH, MapKyBaHHs Ta 0608'13K081 BitomocTi. YacTtusa 1. 3aranshi sumormy (EN ISO 15223-1:2016)
applied: - JICTY EN 1041:2015 «Bupo6u meanuni. Indopmauis, sixy Hazae Bupobuux» (EN 1041:2008)

- ACTY EN ISO 10993-1:2015 «Bionoriuse owrosanta Meauurux supobis. Yactuna 1. Owiriosanss ta
TECTYBaHHs B pAMKax rpouecy yrpasnisas pusukamiy (EN ISO 10993-1:2010)

- ACTY EN ISO 10993-5:2015 «bionoriske ol HiOBaHHA MeanudHMX Bupo0iB. YacTuuHa 5. BunpoOyBanus Ha
LHMTOTOKCHYHICTS In vitroy (EN I1SO 10993-5:2009)

-2013ACTY 1SO 10993-10:2004 «Bionoriyxe ouiHOBaHH MeAuIHUX BUpoGiB. YacTrra 10. BunpoOysannsa Ha
noapasHeHHs Ta cencubinizauiroy» (ISO 10993-10:1995, IDT) (EN ISO 10993-10)

- TexHiuHMIA pernamMeHT mwoa0 MeausHux BupobiB (sareppiernid [loctanosoro KMY Bix 02 xostaa 2013 poxy
Ne753) — Jlomatok Ne 8, nyuxri 2.3,4. Topsasok 34 ACHEHHA BHY TPIIHBOTO KOHTPOJIIO BHPOOHMIITBA MEIHYHHX
BUPOOIB

Bumeskasani Bupo6u BignosizawTs: HopmMaTuBHuM BHMOraM isi MEIHYHHX BHPOOIB 3rimHo TexHiuHOro pernaMeHTty
o0 MemMuHux BHpoOIB (3aTBepmxenoro Ilocranoeoro KMV Bin 02 sxoetas 2013 poky Ne753) - Jlomatox Ne 3
3abe3neuenHs (GpyHKUIOHYBAHHS KOMILIEKCHOI CHCTEMH YIIPABIIHHS AKICTIO (33 BUHATKOM TepeBIpKH poexTy). - lonatok Ne 8
TMopsinok 3aificCHEHHs BHYTPILIHBOrO KOHTPOIKO BUPOOHHIITBA MEIHYHHX BUPOOIB MyHKTH 2,3,4.

Tepmin aii nexaapauii: 1o 03.03.2031 poky

Micue i naTa Buganus: M. Kuis
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