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Bix iMeHi Ta mix BIATOBIIANbHICTh BUPOOHHKA AEKAaPY€EMO MPO HACTYTIHE!

Hassa meawaHOro BHUpoOy: CroMaToJIori9Ha NpoayKIis
Tponyxius CromaTonoriusi KOMIO3HTHI pecTaBpaniiiHi MaTepiain, mo
3aTBEPIKYIOThCH CBITJIOM
Ilepernix BUpOOIB: | luBuck nomarok 1 g0 aexnapanii
Anzniticekoro M08010 Ykpaincokoio m060i10
Bupobrx: Ultradent Products Inc. apTpagent lIpogaxc Isx.
505 West Ultradent Drive (10200 South), 505 Bect Yastpanenrt [paiis, (10200
South Jordan, Utah 84095, USA Cayc), Cayc Mopnan, IOta 84095, CIIIA
Iepenix Bupobuuaux ainsnok /List of manufacturing sites: :
No Hasga Ta anpeca JisabHICTD
o Name and address Activity
Vasrpanent [ponakc uk. / {liradent Products Inc. ITpoexTtyBanHs 1 po3podneHHs, BHPOOHHIITBO,
505 Becr Yastpazent Jpaiis, (10200 Cayc), Cayc Mopnan, | makysanHs, 36epiranHs i po3noBCHOIKEHHS
1 FOra 84095, CIIIA CTOMATOJIOTi9HOI MPOAYKLIi
© | 505 West Ultradent Drive (10200 South), South Jordan, Utah | Design and development, manufacturing,
84095, USA packaging, storage and distribution of Dental
Products
Vasrpanenr [ponaxc Ink. / {iradent Products Inc. Bupobuuurso, nakysanus, 30epiranns i
2 10075 Cayc Hopnan Teittyeii, Cayc Hopnan, FOra 84095, | po3nOBCIOIKEHHS CTOMATONOM MHOI PO KLii
- | CIIA Manufacturing, packaging, storage and
10075 South Jordan Gateway, South Jordan, Utah 840935, USA distribution of Dental Products
Yﬂmpa,ueﬂr Tponaxc Ink. / Ultradent Products Inc.
10235 Cayc Mopaan Teitiyeii, Cayc Mopaas, FOta 84095, | IT niarpuska
3. T o .
CHIA IT supports
10235 South Jordan Gateway, South Jordan, Utah 84095, USA
Vawtpanent [lponakc Ink. / Uliradent Products Inc. BupoOHHITBO Ta PO3MOBCIOIKEHHS
& 10193 Cayc Mopnau Teitryeii, Cayc Hopnman, FOra 84095, | cTomaronoriuHoi npoayKuii
’ CIIA Manufacturing and distribution of Dental
10193 South Jordan Gateway, South Jordan, Utah 84095, USA | Products

VIOBHOBaXKEHH MPEACTABHUK B Y KpaiHi:

| ToBapucTBO 3 06MeskeH0I0 BiNOBiTATBbHICTIO «CTamMim

JAIMCHUM 10: 30.04.2031

AJpeca yrioBHOBaXKEHOTO 103, xopr. A, Byn. CivoBux Crpinsuis, Kuis, 04050, Ykpaina.
TIPE/ICTABHHUKA Ta micue 30epirans | Ten./pakc 095-33-77-353,
TeXHIYHOI IOKVMEHTALI 067-33-77-323
| e-mail: info@stamil ua http:// www.stamil.ua
Knacubikarus Knac I (srigso Jonarky 2 TeXHIYHOrO pernamMeHTy moAo0 MeIUYHUX BUPOOiB,
3atBepkeHoro [locranosoro Kabinery Minictpis Vkpainu Ne753 Bin 2 OBTHA
2013 poky
Ceprudikar simnosimaocti: | Ne R3M 840 429 B1 six 01.05.2026

¥

UA.TR.137

Ceprudixar nepenipxH NpoexTy:
Design Examination Certificate

Ne D3M 840 429 B1 pig 01.05.2026
miticuuii go: 30.04.2031

Hamionamwai | JCTY ENISO 13485:2018 «Memini BrpoGH. CHcTemH yripaiiiHHs SKiCTIO. BiMoru 10
CTAHJAPTH SIKi perymosanus» / EN ISO 13485:2016, IDT; ISO 13485:2016, IDT Medical devices - Quality management
32CTOCOBAHI: systems - Requirements for regulatory purposes

- TexHiuHMiT perIaMeHT OO0 MeIHYHHX BHPOOIB (3aTBepmkennii [Toctanosoro KMY Bin 02 sxoBTHS
2013 poky Ne753) — Jonarok Ne 33a0esniesientst (yHKLHOHYBAHHS KOMILIEKCHO! CHCTEMH YIDaBJii HHS
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sKicTio (3 nepesipkoio npoexty). /The Technical Regulation for Medical Devices (approved by
the decision of the Cabinet of Ministers of Ukraine dated 02 October 2013 No. 753) Annex

No. 3 to ensure the fimctioning of a comprehensive quality management system (with design

examination).
OpraH 3 TOB «Vxpaincekuii InctutyT CTaHIapTiBY, MiCLIE3HAXODKEHHS: Oy AMHOK 1, By MIa
OLIHKHU Onexkcannpiscpka, micto Kui, 03062, Ykpaina. Homep npusHaueHoro oprany

signosigHoct/ | UA.TR.137

Conformity Ukrainian Standards Institution, LLC, location: building 1, Oleksandrivska street, Kyiv,
assessment 3062, Ukraine. Identification number of the notified body UA. TR.137

body

Bumesxa3ani Bupo0u BianosizaoTs: HopMaTHBHHM BUMOraM 1Jis MEMYHUX BUPOOIB 3riTHO
TexHIYHOTO periaMeHTy MO0 MeIMYHHX BUpP0OiB (3aTBepmkeHoro [Noctanosoo KMY Bin 02 xkoBTHS
2013 poky Ne753) - Jlonatok Ne 3 3abesneucHns (yHKIIOHYBAHHA KOMIUIEKCHOT CHCTEMH yTIPABIiHHA
SKICTIO (3 MEPEBIPKOIO MPOEKTY).

Tepmin aii nexnapauii: 1o _ 30.04.2031_ poky
Micue i 7ara suganns: M. Kuis, 01.()5.2026
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Jexnapauis npo sianosigHicts Ne ST-UL-096 Bix 01.05.2026

nozatok 1

Homep 3a | HazBa mogudikauii MeauaHoro Ha3zsa moaudikauii meauuHoro Bupooy
KAaTaJI0romM | BHpo0y YKpaiHCbKOI0 MOBOIO AHTJIIHCHKOI MOBOK)

Ca’tz’l’z%eli Name of medical device in Ukrainian | Name of medical device in English
Croua'lon?P bedesnesiia Light Cured Composite Restorative
pecraBpaLliiHi MaTepianH, mo Migharsals
3aTBEPIKYIOTHCS CBITIIOM
1-11111;221{)1 );:?:pcanbz:i;ﬁﬁ;m Peak® Universal Bond Econo Refill,

1 4552 Ynaxopka, 3aTeepivicy Light-Cured Adhesive with Chlorhexidine
anresus 3 xjpoprekcuanHom (0,2%) (029%) 20 -12 ml
20 wnpwis o 1,2 mu (mi) S R e
g’:;:oml )’;1;:1;[ CBi;:g;:' I Peak® Universal Bond Refill, Light-Cured
2 4553 PHPEY AN Adhesive with Chlorhexidine (0.2%), 4 -
xnoprexcuauaoM (0,2%), ynakoska 4 12 ml
wmpui o 1,2 mu (ml) )
Tix Born yf{méwbﬂﬂﬂ Peak® Universal Bond, ight-Cured
3 4543 3ATBEPIDKYEMUH CBITIIOM &IME3HB 3 | 4 4hesive with Chlorhexidine (0.2%), 1 - 4
xyoprexkcuauaom (0,2%) 1 -4 mn ml
(ml)
i bonn yuivepeansiii, | peak® Universal Bond, Light-Cured
4 5006 S e e Adhesive with Chlorhexidine (0.2%), 50 -
xmoprekcuauaoM (0,2%) 50 yHinos 02 ml
110 0,2 misi (inl) e
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