Bepcin 6

Hexnapanisa npo Bianosignicte  Ne ST-UL-059 Bix 03.03.2026

Mpu, ToBapucTBO 3 00MexKeHOI0 BigmoBiAaIBHICTIO «CTamMim
3HAXOAHMOCh 103, kopn.A, Byn. Ciyosux Ctputsiis, Kuis, 04050, Ykpaina.
3a aapecoio Ten. (095)33-77-353, (067)33-77-323; e-mail: info@stamil.ua http:// www.stamil.ua
Biz iMeHi Ta mij BiANOBIIAMBHICTh BUPOOHHMKA NEKIapyEMO MPO HACTYTIHE:

Hazpa memuHOTO BUpOOY/ Jlamna mosriMepu3aniiina cromaroJioriuga csirsiozionna BAJIO
Name of Medical Device: / VVALO® LED Curing Lights
Koz Ta nagsa Bipobis BianosiaHo 10 HawmioHasHOTO Knack(ikaropa HK 35775 - Jlamna noaimepusauiiina
024:2023 «Knacudixarop MeaAHIHHX mp?&li» / l ',r'kt'c mrd‘ name of prm}ucf,g | cromaronoriuna /xipypriuna
according to the national classifier NC 024: 2023 "Classifier of medical devices | Dental/surgical polymerization lamp
INponyxkuis, nepenik BUpoOis/ JluBuchk nopatok 1 no nexnapauii/
Product name, List of products See annex 1 to the Declaration

Anezniiicexoro mosoro/ English language Vrpaincerow mosor/ Ukrainian language
BupoOunk / Producer Ultradent Products Inc. Vavrpanenr [Iponakc Ink.
Micre BupoOHHIITBA 505 West Ultradent Drive (10200 South), South | 505 Bect Yastpanent [paiis, (10200 Cayc), Cayc
Place of production Jordan, Utah 84095, USA ﬁopnaﬂ, 1Ora 84095, CIIIA
VnoBHOBakeHHMi NpeACcTaBHUK B Ykpaini/ | Limited liability company | ToBapucTBo 3 00MexeHOI0
Authorized representative in Ukraine “STAMIL” BianoBiganeHicTio «CTamim
Anpeca yNOBHOBKEHOTO TMPEICTaB- bldg.103, korp.A, str.Sichovykh | 103, kopn.A, Byn. CidoBux
HMKA Ta Miclie 30epiraHHs TEXHIYHOL Striltsiv, Kyiv, 04050, Ukraine | Crpunbiuig, Kuis, 04050, Ykpaina.
nokymeHratgi/ Authorized repre- Tel. (095)33-77-353, Temn.(095)33-77-353,
sentative's address and storage location | (067)33-77-323 (067)33-77-323
of the technical documentation e-mail: info@stamil.ua e-mail: info@stamil.ua

http:// www.stamil.ua http:// www.stamil.ua
Knacudixawis/ | Knac I 3rimmo Jlonarky 2 TeXHIYHONO pernaMeHTy 1OA0 MEAHIHIX BUPOOIB, 3aTBEPIDKEHOrO
The product Tlocranosoro Kabinery Minictpis Ykpaian Ne753 pin 2 »xoetHst 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)

HaroHanbHi - ACTY EN ISO 13485:2018 «Meauani supodu. Cuctemu ynpasiises skicTio. Bumoru mozo perymosanns.» (EN
CTaHIAPTH AKi ISO 13485:2016, IDT; ISO 13485:2016, IDT) ' -

. - ACTY EN ISO 14971:2015 «Bupotu meauani. Hactanosu mono ynpasninna prsukoa» (EN ISO 14971:2012)
3aCTOCOBaHI/ - ICTY EN ISO 15223-1:2018 «3acobm Meamanoi Texuikn, Y MOBHI NO3HAKH HA STHKETKAX 3ac0BIB MEAMMHO
Standards TEXHIKH, MapKy BaHHs Ta 000B'13K0BI BiZoMocTi. Yactuna 1. 3aranbhi Bumorny» (EN ISO 15223-1:2016)
applied: -JACTY EN 1041:2015 «Bupo6u meamani. [Hpopmaris, aky Hagae supobuuk» (EN 1041:2008)

- JICTY EN ISO 10993-1:2015 «Bionoriuse owiHOBaHHA MeAHIHHX BHpoOiB. Yactuna 1. OuiHroBanHHs Ta
TECTYBAHHS B PaMKax mporecy ynpasminns pusuxamm (EN 1SO 10993-1:2010)

- JICTY EN ISO 10993-5:2015 «Bionoriuxe owiHOBaHHA Me HaHHX BHPoGis. YacThra 5. BumpoOysanHs Ha
pHTOTOKCHIHICTS I vitron (EN ISO 10993-5:2009)

-2013J1CTY ISO 10993-10:2004 «BiosoriuHe OLiHIOBaHHS MeIHIHUX BUPoOis. Yactuna 10. BunpoOysaHHs Ha
noapasHeHHs Ta ceHeubimisauiroy» (ISO 10993-10:1995, IDT) (EN ISO 10993-10)

- TexHiuHHi pernaMeHT o0 MeamaHux Bupobis (3aTsepuxennii [Toctanosoro KMY six 02 sxosthst 2013 poxy
Ne753) — Jloaarok Ne 8, nyuktu 2,3,4. [Topsaaok 3aiHcHEHHS BHY TPIHBOTO KOHTPOIIO BHPOOHHIITBA MEAHIHHX
BHpOOIB

Bumesxa3ani Bupo6u BiAnosiaawTs: HopMaTHBHUM BHMOTaM Ui MEAMYHHX BHPOOIB 3ri1HO TeXHIMHOrO PernameHTy oo
memuuHux Bupobis (3arBepmkeroro [locranosowo KMY six 02 xostha 2013 poky Ne753) - [lonatox Ne 3 3abesneuenns
YHKLIOHYBaHHA KOMIIEKCHOI CHCTEMM YIPABNiHHS SKICTIO (33 BMHATKOM mepeBipku npoekty). - Jlonarok Ne 8 Tlopsnox
3/iHCHEHHs BHYTPILIHBOTO KOHTPOJIKO BAPOOHHULTBA MEXHYHHX BHPOOIB myHKTH 2,3,4.

Tepmin aii pexnapauii: 10 03.03.2031 poky
Micue i nara puaannsi: M. Kuis
VNoBHOBaskKEHHH NPEACTaBHUK B Y KpaiHi, ToBapucTBO 3 00MexKeH0I0 BinoBizanbHicTio «CramMmim

BiANOBI AT HHH 32 BRBEIACHHS 8@061 B Q
mop-_lgo‘g‘.}\ Bopsosa [.M.

VnosHoBaskeHa ocoba:
ITocana, miamme, mWTaMIT:




Bepcis 6

Hexnapauist npo Biamosignicte Ne ST-UL-059 Bix 03.03.2026
noxarok 1

Knac:

I

Ha3zsa moau@ixkauii MeqHyHOro BHpoby

Haspa moaudikauii meguuHoro BHpo0y yKpaiHCbKOI0

Ne I:;ET: AHCAIHCHKOI0 MOBOIO MOBOIO
e aorom| Name of medical device in English Name of medical device in Ukrainian
VALO Grand Cordless Kit Black CeiTioniogna no.ﬂimepmau_iiiﬂa aamna BAJIO
I'pana Kopasec wopua, HaGip.

Included: Cruan Habopy:
1 x VALO Grand Cordless LED curing light 1 1wt - CeiTnoaionxa noniMepusauiiina namna BAJIO
Black I'pann Kopnnec wopha;

1 | 5972 | 4 x Rechargeable batteries 4wt - akyMynsaTOpHI GaTapei;
1 x Battery charger 1wt - 3apsinHuii NpHCTPI;
1 x Power supply with universal plugs for Tt - 610K JKUBJIEHHSA 3 YHIBEPCATbHUMHU HITEKEPAMH
battery charger TS 3apANHOTO NPHCTPOIO;
1 x Blue light blocking light shield 11T - 3aXMCHUH [WHUTOK, WO OJIOKY€E CHHE CBITIIO;
1 x Handpiece bracket holder 11T - TPMMaY KPOHINTEITHA HAKOHEYHHKA;
1 x Barrier sleeve sample pack 1wt - ynakoBka 6ap’ €epHHX YOXJIB.
VALO Grand Cordless Kit Midnight Ceitnogioana noaimepu3sauiiina Jamna BAJIO

I'pann Kopanec remuo-cuns, Habip.

Included: Cknan Habopy:
1 x VALO Grand Cordless LED curing light 1 wT - CeiTnopionHa nonimepusauiiina namna BAJIO
Black I'pann Kopanec TeMHO-CHHS,

2 | 4866 | 4 x Rechargeable batteries 4wt - akymynsaTOpHi GaTapei,
1 x Battery charger 1T - 3apsAHEI NPHCTPIH,
1 x Power supply with universal plugs for 1T - 610K XUBNEHHS 3 YHIBEPCAILHUMH LITEKEPAMH
battery charger IUIs 3apSIHOTO MPHUCTPOIO,
1 x Blue light blocking light shield 1T - 3aXMCHHUIT IUTOK, 10 OIOKY€E CHHE CBITIO,
1 x Handpiece bracket holder 1T - TpEMay KPOHIITeHHA HAKOHEUHHKA,
1 x Barrier sleeve sample pack lwT - ynakoska 6ap’epHUX YOXIIB.
VALO Grand Cordless Kit Sapphire ‘r:""""“"’m"‘ sEAbepuTtie s adl)

paua Kopanec candip, naGip.

Included: Ckunan Habopy:
1 x VALO Grand Cordless LED curing light 1 wr - CeiTnonionHa nonimepusauiiina namna BAJIO
Black I'pann Kopanec candip;,

3 | 4864 | 4 x Rechargeable batteries 4wt - akyMySTOpHI Dartapei;
1 x Battery charger 1T - 3apsaHHiE MPUCTPIi;
1 x Power supply with universal plugs for LT - 670K XKUBAEHHS 3 YHIBEPCATBHUMH IUTEKEPaMH
battery charger U1 3aPSITHOTO MPHCTPOIO;
1 x Blue light blocking light shield 11T - 3aXUCHHI WKTOK, 10 OJOKYE CHHE CBITIO;
1 x Handpiece bracket holder 11T - TpHMay KPOHLUTEHHA HAKOHEUHHKA,
1 x Barrier sleeve sample pack LT - ynakoBka 6ap’epHHUX HOXJIIB.

: Csitsioniogna nonimepusauniiina namna BAJIO

VALO Grand Cordless Kit Red Rock I'pana Kopanec uepsona, HaGip.
Included: Cxuian Habopy:
1 x VALO Grand Cordless LED curing light 1 w - CeiTnogiogHa nonimMepusadiiina namna BAJIO
Black I'panx Kopanec 4epBoHa;

4 | 4865 | 4 x Rechargeable batteries 4urt - akyMyasTopsi Oarapei;

1 x Battery charger

1 x Power supply with universal plugs for
battery charger

1 x Blue light blocking light shield

1 x Handpiece bracket holder

1 x Barrier sleeve sample pack

11T - 3apAgHUI TPHCTPI;

11T - 610K KMBJIEHHS 3 YHI BepCAIbHHMH ITEKepaMH
JUIst 3aPSAHOMO MPHCTPOIO;

11T - 3aXMCHHMIT IINTOK, 1O 610KY€E CHHE CBITIO,
LT - TpUMaY KPOHINTEHHA HAKOHEYHUKA,

11T - ynakoBka 0ap’€pHHX YOXJIB.

CropiHka 233
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VALG: Crand Coviled Kii Ceitsogionna no.ninflepmauiifma aamna BAJIO
I'pann Kopaen, uabip

Included: Cxnaz Habopy:

1 x VALO Grand Corded LED curing light 1 wrr - CBiTnogioasa noniMepusauiiina namna BAJIO

Black — 7' cord. I'pann Kopnen wopHa 3i mHypom - osxuna 7 yTis

5 | 8971 (2,13m).

1 x Power supply with international plugs — ¢’ 1 T - 610K JKHBJIEHHS 3 MKHAPOIHUMH BUIIKAMH —

cord. wHyp 6 dyTis (1,83m).

1 x Handpiece bracket holder. 1 WT - TPUMaY KPOHIUTEHHA HAKOHEYHHKA.

1 x Blue light blocking glasses. 1 Wt - OKyNIApH, WO OGNOKYIOTh CHHE CBITHO.

1 x Barrier sleeve sample pack. 1 1T - ynakoBka 0ap’ €pHHX 4OXJIB.
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CropiHka 333




