JIExaAPALIS [TPO BIAIOBIAHICTD
Declaration of Conformity

Ne MEC-06
No: MEC-06

Penakuis Ne()/
Revision #01

Jlata HabpaHHs
YHUHHOCTI
Lffective date

16.08.2024

Mu, npuBarHe nianpuemMcrso “Tanit”,
3HAXO0ZMMOCS 3a aAPeCoIo:
ByJ1. 15 kBitHs, 6€, c. BaiikiBui, TepHoninbcLKkui paioH,

We, Private Company «Galit»,
located at: 6E, 15 Kvitnya St., village Baikivtsi,
region Ternopil. 47711, Ukraine

TepHoninbcbka 00i., 47711, Ykpaina

LIMM CaMUM JICKJIAPYEMO TPO HACTYMHE!

herewith declare that:

MennuHi BUpoOu:
Medical devices

[Tepesnik BUpoOiB:
List of products:

BupoOHuk:
Manufacturer:

VNoBHOBaXXEHUI TMPENCTABHUK B
VkpaiHi:

Authorized representative in
Ukraine:

Knacudikais:
Classification:

[Tpouenypa OLLIHKH
BiAMOBIAHOCTI:

Compliance assessment procedure:

MPOBENEHHS

Jlamniu cromaroorivi st poronoivepusantii
Dental curing lights

JluB. noaarok (13 HaiiMeHyBaHb)
See Annex (13 items)

Mektpon C.r.A.

Mectron S.p.A.

Bia Jlopero, 15/A, 16042 Kapacko (I'E), Itanis
Via Loreto, 15/A4, 16042 Carasco (GE), Italy
Tel./Ten.: +39 0185 35361

Email/EsnekTpoHna notra: mectron@mectron.com

Ipusarne ﬂi[ll'lpl/l('MCTBO «amim

Bys1. 15 Kgitns. 6€, ¢. Baiikisiti, TepHorninbebkuii paiton, Teproriiibebka o0nact, 47711, ¥Ykpaina:
Ten.: 0 800 502 998; Enexrponna nowra: office@galit.te.ua; inteper: www.galit.te.ua

Private Company «Galit»

6E, 15 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine;

Phone: 0800502998, Email: office(@galit.te.ua; internet: www.galit.le.ua.

Kaac I, Jlonatok 2 TexHi4HOro periaMeHTy 11010 MEAUYHUX BUPOOiB. 3aTBep ukeHmit TTocTanoBoio
KMY Bin 02 xoBtHs 2013 poky Ne753

Class I, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 gn October 2nd, 2013

Toaarok Ne 8, nyukru 1-4 (ITopsiaok 3aificHeHH S BHYTPILLIHLOTO KOHTPOJIO BUPOOHHIITBA MEUHHUX
BUPOOGiB) - TeXHIUHMIT periaMeHT 010 MEARUHIX BUPOOIB (3aTBepuketnit [ocranosoro KMV Bin
02 xostHs 2013 poky No753)

Appendix No. 8, points 1-4 (Procedure for internal control of the production of medical devices) -
Technical regulations on medical devices (approved by Resolution of the CMU dated October 2, 2013
No. 753)

Buuieskaszani BUpoOM BIANOBIAAIOTE OCHOBHWUM BHMOTaM JUIs
MEAMYHUX BUPOOIB 3rifiHO TEXHIYHOrO perjiameHTy oo
MEAMYHUX BUPOOIB (3aTBepukennit [ToctanoBoio KMY i 02
xoBTHS 2013 poky Ne753)

TexuiuHa AOKYMEHTALis Ha MEAMYHI BUPOOW p03p06neHa Ta
BIMPOBAKEHA. Jexnapatis ckjlajieHa niz MOBHY
Bi/INOBIJaTbHICTh BUpOOHHUKA. BianosiganbHiCTb 3a
JIOCTOBIPHICTh HAJAHOT IOKYMEHTALlil HeCe BUPOOHHK.

Jaua neksapauis € unnua 10 03.10.2028 poky

The above products meet the essential requirements for medical
devices according to Technical regulations on medical devices
(approved by Resolution of the CMU dated October 2, 2013 No.
733}

The technical documentation for the medical device has been
developed and implemented. The declaration is made under the
full responsibility of the manufacturer. The manufacturer is
responsible for the authenticity of the provided documentation.

This declaration is valid until 03.10.2028
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[lpusatHe mianpuemcTso “Tanit”
Private Company “Galit”

3os0THit Bostoanmup [etposuy
Zolotyi Volodymyr Petrovych

Cmopinka 1 32



JEKJAPALIS ITPO BIAIIOBIAHICTH

Declaration of Conformity

Ne MEC-06 T Penakuis A2
No: MEC-06 Revision #01
Jlata HaOpaHHs

UHHHOCTI: 16.08.2024
Effective date: e

JlonaTtok 10 Aeknapadii
Annex to declaration

Ne# |Karanorosmuii Ha3zBa meanuHoro Bupo0y anriiiicbkoio | Hazsa MeanyHoro BUpo0y yKpaiHChKOI0 MOBOIO

HOMep MOBOIO Name of medical device in Ukrainian
REF # Name of medical device in English

1 05100003 STARLIGHT S X35 STARLIGHT S X5

2 05100098 STARLIGHT S+ STARLIGHT S+

3 05100092 STARLIGHT UNO STARLIGHT UNO

4. 05100093 STARLIGHT UNO STARLIGHT UNO

S 05100094 STARLIGHT UNO STARLIGHT UNO

6. 05100095 STARLIGHT UNO STARLIGHT UNO

i 05100096 STARLIGHT UNO STARLIGHT UNO

8. 05100097 STARLIGHT UNO STARLIGHT UNO

D, 05100083 STARLIGHT PRO STARLIGHT PRO

10. 05100085 STARLIGHT PRO STARLIGHT PRO

14 05100086 STARLIGHT PRO STARLIGHT PRO

12, 05100087 STARLIGHT PRO STARLIGHT PRO

13 05100100 STARLIGHT PRO STARLIGHT PRO

BinnoBizanabHUil 3a CKIaAaHHs | BUAAHHA

AeKapaii BiImoBiAHOCTI
Responsible for compiling and issuing (g
declaration of conformity

Iara Date 16.08.2024
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