Declaration of Conformity

No/Homep: UA-GLT-04

[leknapalis-npo BiAMNOBIAHICTL VeErsign/Pedaiaa: 02

Effective date/flaTa: 31.10.2023

DECLARATION OF CONFORMITY
No. UA-GLT-04/02
of the medical devices - Dental Unit «Gallant»

listed in the Annex 1 to this Declaration of
conformity, to the requirements of Technical regulation
concerning medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine on 02 October, 2013 under No. 753)

Manufacturer:

name: PRIVATE COMPANY «GALIT»
address: 6E, 15 Kvitnya St., village Baikivtsi,
region Ternopil, 47711, Ukraine
Phone: 0800502998; +380930818778; +380503381064
E-mail: office@galit.te.ua; www.galitte.ua

Medical devices classification: Class Ila, according to, point 13 of
Annex 2 of Technical regulation concerning medical devices.

The Products is accompanied by the mark of conformity to the
requirements of Technical regulation:

a»

UATR.099

According to the point 17 of Technical regulation concerning
medical devices, for abovementioned marking, conformity
assessment PROcedures was performed according to the
PROcedure for ensuring performance of the comprehensive
quality management systemto in Annex 3 (with the exception of
paragraphs 8-11) to Technical regulation concerning medical
devices and Certified Conformity Assessment Body of Ecohyntox
CAB, accredited by the National Accreditation Agency of Ukraine
Certificates No. 80047 dated 15.11.2022 and No. 10240 dated
19.11.2022, designated by the Ministry of Economic Development
and Trade of Ukraine, under the identification number UA.TR.099,
address: 1-A Drahomanova str., of. 2, Kyiv, 02059, Ukraine.

Certificate of conformity with requirements of Technical Regulation
on Medical Devices N UA.MD.355-21 valid from 27.04.2021 till

26.04.2026.

The abovementioned devices comply with the requirements of the
national, European and international regulations and standards
which are listed in the Annex 2 to this Declaration of conformity.

Declaration of Conformity valid from to 26.04.2026.

Further Annexes are an integral part of this Declaration of

conformity:

Annex 1 with the list of the medical devices
Annex 2 with the list of national, European and international

regulations and standards.

This declaration of conformity is issued under the sole responsibili
LI TP

of the manufacturer.

JEEKJIAPALLIA PO BIAMOBIAHICTD
No. UA-GLT-04/02

Medu1Hux supobie - Cmomamo.ioeiyHi ycmanoeku
«Farranm»

32i0H0 nepenixy 8 [Jodamxky 1 do [exnapayii npo eidnogidnicme
sumozam TexHiunozo pezaamenmy wodo meduvHux s8upobis (axull
3ameepdiicenuli [locmarogoio Ka6inemy Minicmpie Ykpainu eid 02
HoemHusa 2013 p. Ne 753).

BupobHuk:

HatimenysauHs: IPUBATHE MIATIPUEMCTBO «AJIIT»

adpeca: By1. 15 kBiTHA 6€, c. BalikisLi,

TepHoniAbCbKHIA paiioH, TepHONiNbcbka 06/1acTh, 47711, YKpaiHa
Ten.: 0800502998; +380930818778; +380503381064

E-nowma: office@galit.te.ua; www.galitte.ua

Kaacugpikayin 3asnavenux meduunux eupobie. Knac Ila 3rigHo 3
nyHkramMH 13 JlogaTky 2 TexHiYHOro perjaMeHTy mI0A0 MeJH4YHHX
BHpPOOIB-

Tpodykyito cynpoeodsicye 3Hax gidnogidHocmi eumozam TexHiuHo20

pezaamenmy:

UA.TR.099

3rigHo n. 17 TexHi4HOro pernaMeHTy WOAO MeJUYHUX BUPOGiB, Asif
3a3HaYeHOro MapKyBaHHs 6y/n0 3abe3leyeHO NpOBefeHHS
npoueAypH OWIHKH BianoBiAHOCTI, BignoBigHO po TlopAaky
npoBeleHHA  npoileAypH  3abe3neyeHHd  QYHKUiOHAJBHOCTI
KOMIJIEKCHOT CHCTEMH yNPaBIiHHA AKICTIO, AK BUKAaAeHO B JloAaTKy
3 (3a BUKIIOYEHHAM NYHKTIB 8-11) A0 TeXHiYHOrO perjaMeHTy U040
MeAHYHHUX BUpOO6iB Ta 3acBigueHo OpraHoM 3 OliHKH BiANOBiAHOCTI
«YxpMenCepT», akpeautoBaHWM HallioHa/lbHHM areHTCTBOM 3
akpeauTauii Ykpaid, aTecratu Ne 80047 Big 1511.2022 ma
Ne 10240 mip 19.11.2022, npusHayeHUM MiHEKOHOMPO3BHUTKY
Ykpainu 3a inenTHOIKaniinuM HomepoM UA.TR.099, YkpaiHa, 02059,
M. Kuis, By [IparoManoBa, 6yauHokK 1-A, odic 2.

Cepmugpikam npo eidnosidnicmb MeduuHoz20 8UPO6Y 6UMO2aM
Texniunozo peanamenmy wjodo meduvHux supobie Ne UA.MD.355-21,
mepMinoM 0ii 8id 27.04.2021 p. do 26.04.2026 p.

3asHayeHi BHpoOM BiANMOBiJAWTL BWUMOraM HaljiOHANbHHUX,
€BpPONEACbKUX Ta MiKHApPOAHMX HOPMAaTHBHO-NMPABOBHX aKTiB Ta
CTaHAaapTie, Aki Haeedeni e Jlodamky 2 do daHoi Jekaapayii npo
gidnosidHicms.

Jeksapauis npo BignoBigHicTD AilicHa do 26.04.2026 p.

Hesig’eMHol0 yacTHHOl JaHoi [lekiapauii npo BignoBigHiCTh €
HacTynHi JopaTku:

Jodamox 1 3 nepenikom meduuHux aupobis,

Jodamox 2 3 nepenikom HayioHaabHux, e€sponeiicbkux ma
MINCHAPOGHUX HOPMAMUBHO-NPABOBUX AKMIiE ma cmandapmie.

g *sdexnapayis npo eidnogionicmb eudaHa nid  GUKAOUHY

Place and Date:

X
6E, 15 Kvitnya St, village Baikivtsi, region Ternopif?l’

Ukraine

31.10.2023

GMaALHICTb BUPOGHUKA.
% WaTa BHAAHHN:
=KBiTHH 6€, c. bBaikiByi, TepHonuibChbkHit paifoH,

YKpaiHa

31.10.2023




Declaration of Conformity
[lexnapalisi Npo BiANOBIAHICTE

No/Homep: UA-GLT-04
Version/Peaakuisi: 02
Effective date/[lara: 31.10.2023

Annex 1 to Declaration of conformity No UA-GLT-04/02
Jlodamox I do [lexnapayii npo 6i0nosioHicms N UA-GLT-04/02

List of the medical devices / IlepeJtik Mequ4HHUX BAPOGIB

Ne | Name of the device in Ukrainian /
Ha3sBa BUpoGy yKpaiHCbKO010 MOBOIO

Name of the device in English /
Ha3Ba BUpOGY aHTJ1ilCbKOI0O MOBOIO

1. | YcraHoBka cTroMaTonoriyHa "[aniaHT
OmnuinpaTik" FU

Dental Unit "Gallant Omnipratique” FU

2. | YcraHoBka ctomaToJioriyHa "TannaHT
Omuinpatik" FL

Dental Unit "Gallant Omnipratique” FL

3. | YcTaHOBKa cTtoMmaTosioriyHa "TannaHT
OwmHinpaTtik" HU

Dental Unit "Gallant Omnipratique” HU

4. | YcTaHOBKa cToMaToJioriyHa "TannanTt
OMuinpaTik" HL

Dental Unit "Gallant Omnipratique” HL

5. | YcranoBka cromaTosioriyHa "[anjsaHT
Ambigekcrep” Am U

Dental Unit "Gallant Ambidextre" Am U

6. | YcTaHOBKa cToMaToJioridHa "lannaHT
Ambigexcrep” Am L

Dental Unit "Gallant Ambidextre” Am L

7. | YcraHoBKa cToMaToJsioriyHa "lannaHT
[Ipo" TU

Dental Unit "Gallant PRO" TU

8. | YcraHoBKa cromaToJioriuHa "TananaHT
Mpo" TL

Dental Unit "Gallant PRO" TL

9. | YcraHoBKa cromaToJioriyda "TansaHT
Mpo" DU

Dental Unit "Gallant PRO" DU

10.| YcTaHOBKa cToMaToJioriyHa "[annaHT
[ipo"” DL

Dental Unit "Gallant PRO" DL

11.| YcTadoBKa cTtoMaToJioriyHa "['anaHT
ABTOHOMHA" AU

Dental Unit "Gallant Autonome" AU

12.| YcTaHoBKa cTtoMaTosoriyHa "[annaHT
ABTOoHOMHA" AL

Dental Unit "Gallant Autonome" AL

13.| YcTa”noBka croMaTtoJioriyda "lasnaHT
ABToHoMHa KoHcoup" ACU

Dental Unit "Gallant Autonome Console"
ACU

14.| YcTaHoBKa cToMaToJioriyHa "lasnaHT
ApToHoMHa Koucoab" ACL

Dental Unit "Gallant Autonome Console"
ACL

15.| YcraHoBka croMaToJsioriyHa "laanaHT
Koucosn" CU

Dental Unit "Gallant Console" CU

16.| YcTaHoBka cTtoMaToJioridyHa "[ansaHT
KoHcons" CL

Dental Unit "Gallant Console" CL

17.| YcraHoBka croMmaTosoriyHa "TannaHT

Dental Unit "Gallant Light" LL

JlaiiT" LL

18.| YcranoBka cromaTtosioriyHa "[aaiaHT Dental Unit "Gallant Orhto" O
OpTto" O

19.| YcTaHoBKa cToMaTosioriyda "TannaHT Dental Unit "Gallant Cart-5" K-5
Kapt-5" K-5

20.| YcraHoBKa cToMaToJioriyHa "laniaaHT
Kapt-5 ABToHOMHH" KA-5

Dental Unit "Gallant Cart-5
Autonome" KA-5




No/Homep: UA-GLT-04

‘ Declaration of Conformity

Jeknapalis npo- BiANOBIAHICTb Vit P SIarNa: 02
‘ Effective date/Qata: | 31.10.2023

Annex 2 to Declaration of conformity No UA-GLT-04/02
Jlodamok 2 do [lekaapayii npo eidnosidnicmv Ne UA-GLT-04/02

List of national, European and international regulations and standards /
Mepenik HauioHa/IbHUX, EBPONEHCHKUX Ta MXKHAPOJAHHX HOPMAaTHBHO-NPaBOBUX aKTiB
Ta CTaHJapTiB

e  TexHiYHHUIi perJaMeHT 00 MeJUIHHX BHPOOiB, IKHH 3aTBep/KkeHHH [locTaHOBOIO KaGineTy
MiuicTpiB Ykpaiuu ig 02 xoBTHs 2013 p. N2 753/ (Council Directive 93/42 /EEC of 14 June 1993
concerning medical devices and Article 120 Regulation (EU) 2017/745 of the European Parliament
and of the Council of 5 April 20170on medical devices,)

e JICTY ENISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)/3mina Ne 11:2022 (EN
1SO 13485:2016/A11:2021, IDT) Meguuni Bupo6u. CucTeMa ynpasJliHHs skicTio. Bumoru fo
peryatoBanHs/Medical devices - Quality management systems - Requirements for regulatory
purposes

e JICTY ENISO 14971:2022 (EN ISO 14971:2019, IDT; ISO 14971:2019, IDT) Bupo6u MenHi.
HacTaHoBH 100 yIPaBAiHHS pU3UKOM 1040 MeAuYHHX BUpoGiB/ Medical devices Application of
risk management to medical devices

e JICTY ENISO 15223-1:2022 (EN ISO 15223-1:2021, IDT; ISO 15223-1:2021, IDT) Ilpuctpoi
MeuyHi. CHMBOJIH, IKi BAKOPUCTOBYIOThCS Ha IPJIMKaX MeJMYHUX IPUCTPOIB NpH MapKyBaHHi i B
indopmaniii, mo HagaeTbes. YactuHa 1. 3aranbHi Bumorn/ Medical devices Symbols to be used with
information to be supplied by the manufacturer Part 1: General requirements;

e JICTY EN 1640:2015, ( EN 1640: 2009 ) CromaTo10Tis - MeguuHi Ipuaaau And cTOMaTOoJIoTii -
o6magnannd/ Dentistry - Medical devices for dentistry - Equipment

e JICTY EN 60601-1:2019 (EN 60601-1:2006, IDT; IEC 60601-1:2005, IDT)/Mlonpaska Ne 3:2023 (EN
60601-1:2006/AC:2022-12, IDT; IEC 60601-1:2005/COR3:2022, IDT) BupoGu MeauyHi
enekTpuuHi. YacTuHa 1. 3arasbHi BUMOTH 040 6€3NeKH Ta OCHOBHHX po6ouHx
xapakTepucTHK./Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance

e JICTY EN 60601-1-2:2018 (EN 60601-1-2:2015, IDT; IEC 60601-1-2:2014, IDT) /3mina N°1:2022
(EN 60601-1-2:2015/A1:2021, IDT; IEC 60601-1-2:2014/A1:2020, IDT) Bupo6u MeHUHi
eJleKTpHYHi. YacTuHa 1-2. 3araipbHi BUMOTH 1040 Ge3MeKH Ta OCHOBHHX po60YHX XapaKTepHUCTHK.
JlofaTKoBHii cTaHAapT. EnekTpoMarHiTHa cyMicHicTb. BuMory Ta BUIIpOGyBaHHsL. /Medical
electrical equipment - Part 1-2: General requirements for basic safety and essential performance -
Collateral Standard: Electromagnetic disturbances - Requirements and tests

e JICTY EN 62304:2014/3mina Ne 1:2019 (EN 62304:2006/A1:2015, IDT; IEC 62304:2006/A1:2015,
IDT) Meguune nporpaMHe 3a6GesnedeHHs NPUCTPOIO - [IpoLiecH )KUTTEBOLO LUK/IY NPOrpaMHoOro
saGe3neyenHs,/ Medical device software Software life cycle processes

e JICTY ENISO 20417:2022 (EN ISO 20417:2021, IDT; ISO 20417:2021, Corrected version 2021-12,
IDT)Bupo6u MeguuHi. [HdpopManis, iky Hagae BUpo6HuK./ Medical devices Information to be

supplied by the manufacturer guENEES g,
pp y 0"‘;‘“‘ nmm,;
®

Director PC «Galit»/JupekTop IIIT «§@ ” Zolotyy Volodymyr/3onotu# B.Il
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