Declaration of Conformity Hyicuag: UA-GLT-04

Heknapauis npo BianNoOBIgHICTD Version/Pegakuisi: 05

Effective date/[laTa: 27.04.2026

DECLARATION OF CONFORMITY
No. UA-GLT-04/05

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.galit.te.ua

Medical devices classification: Class Ila, according to, point 17 of
Annex 2 of Technical regulation concerning medical devices.

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

g

UA.TR.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 of the medical device with the
requirements of the Technical Regulation on Medical Devices No.
UA.MD.355-21 revision 3, entered into force on 04.27.2026 with a
validity period until 04.26.2031.

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 26.04.2031.

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 responsibility
of the manufacturer.

AEKJIAPALIIA ITPO BIANIOBIAHICTH
No. UA-GLT-04/05

MeduyHux eupobie - CmomamonozivHi ycmaHoexku
«laananm»

32idHo nepesiky e lodamky 1 do [leknapayii npo eidnogidHicme
eumozam TexHIUHO20 peanameHmy ujodo meduvHuUx 8upob6is (sKuii
3ameepadiceHutl [locmaHosow Ka6inemy Minicmpie Ykpaitu €id 02
HoemHs 2013 p. Ne 753).

Bupo6Huk:

HaiimeHysarHs: TIPUBATHE MIIIPUEMCTBO «TAJIIT»

adpeca: ByJ1. 15 KBiTH# 6€, c. BalikiBLj,

TepHonizibcbKUM paiioH, TepHoniJibcbka 06s1acTh, 47711, Ykpaina
Ten.: 0800502998; +380930818778; +380503381064

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

Kaacugikayis 3a3HayeHux meduvHux eupobie: Knac Ila 3rigHo 3
nyHkTamu 17 JlogaTKy 2 TexHiYHOro persiaMeHTy IOAO MeJAHYHHUX
BUpPOOGIB:

Tpodykyiro cynpoeodicye 3Hak eidnogidHocmi eumozam TexHIYHO20

pezaamenmy:

UA.TR.099

3riHo n. 17 TexHIYHOTrO perJiaMeHTy W00 MeJUIHUX BUPOOIB, A/
3a3HayeHOro MapkKyBaHHsi 6ysio 3a6e3neyeHO NpPOBeAEHHS
npoueAypu OLiHKW BiAnoBiAHocTi, BignoBigHO a0 [lopsaaky
npoBeJieHHs  mpoueAypd  3abe3nedyeHHs  QYHKLIOHAJIbHOCTI
KOMIJIEKCHOT CUCTEMHM yNpaBJliHHA AKICTI0, IK BUK/IaieHo B JloIaTKy
3 (3a BUKJIIOYEHHSIM NYHKTIB 8-11) 0 TeXHIYHOro perjiaMeHTy 100
MeJMYHHX BUpPOO6iB Ta 3acBigyeHo OpraHoM 3 OLiHKH BiAMOBIJHOCTI
«YkpMeaCepT», akpeAUTOBaHUM HaljioHaIbHUM areHTCTBOM 3
akpeauTauii Ykpainu, atecratd Ne 80047 Big 1511.2022 ma
Ne 10240 Bip 19.11.2022, npu3HayeHUM MIiHEKOHOMPO3BHUTKY
Ykpainu 3a izenTudikaniiinum HomepoM UA.TR.099, Ykpaina, 02059,
m. KuiB, By.J1. [[paroMaHoBa, 6yAUHOK 1-A, odic 2.

Cepmugbikam npo 8idnogioHicmb Medu4HO20 8UPOBY BUMO2aM
TexHiuH020 peznameHmy ujodo meduyHux eupo6ie Ne UA.MD.355-21
pedakyin 3, Ha6ys uunHocmi 27.04.2026 p. 3 mepminoM 0ii do
26.04.2031 p.

3a3HayeHi BHpo6M  BiANMOBiAAOTL BMMOraM  Hal[iOHaJIbHHUX,
€BpONENChbKUX Ta MDKHApPOJAHUX HOPMaTHBHO-NPaBOBMX aKTiB Ta
CTaHpaapTiB, ski HasedeHi @ /lodamky 2 do dawoi [eknapayii npo
gidnosgidHicmb.

Jleksiapallisi po BiANOBIAHICTD AikicHa 0o 26.04.2031 p.

HeBiz’eMHOI0 YacTHHOK JaHol Jleksaapauii npo BiJNOBiAHICTb €
HacTynHi lojaTku:

Jlodamok 1 3 nepenikom meduvHUX eupoois,

Jlodamok 2 3 nepenikoM HAQYiOHA/IbHUX, €8ponelicbKux ma
MiHCHAPOGHUX HOPMAMUBHO-NPABOBUX AKMié ma cmaxdapmis.

I[a Odeknapayis npo eidnogidHicmb eudaHa nid  BUKAHUHY

gidnoeidaibHicmb BUPOGHUKA.

Place and Date:
6E, 15 Kvitnya St,, village Baikivtsi, region Ternopil, 47711,
Ukraine

27.04.2026

7
Director PC Galit/ZJupexTtop I «TaxiT»

, ¢ bBaiikiBii, TepHOMiJbCbKMH paMOH,
b, YKpaiHa

27.04.2026




Declaration of Conformity
[eknapauis npo BiANOBIAHICTb

No/Homep: UA-GLT-04
Version/Peaakuis: 05
Effective date/[aTa: 27.04.2026

Annex 1 to Declaration of conformity No UA-GLT-04/05
Jooamox 1 0o Jlexnapayii npo gionogionicme Ne UA-GLT-04/05

List of the medical devices / Ilepesik MmeanuHnx BupoOiB

Name of the device in Ukrainian /
HasBa BUp0GY yKpaiHCbKOI0 MOBOIO

Name of the device in English /
HasBa BupoG6y aHTIJ/IiHCbKOI0 MOBOIO

1. | YcraHoBka ctoMaTosioriyHa "lassanT OMHinpaTik” Dental Unit "Gallant Omnipratique" FU
FU

2. | YcranoBka cromaroJoriyda "TamiantT OMHinpaTik” Dental Unit "Gallant Omnipratique" FL
FL

3. | YcraHoBka ctomaTtoJioriyHa "TasmanT OMHinpaTik” Dental Unit "Gallant Omnipratique” HU
HU

4. | YcraHoBka cTromartoJoriyda "TasianT OMHinpaTik" Dental Unit "Gallant Omnipratique" HL
HL

5. | YcranoBka cromatosioriuna "T'ansanT OMHinpaTik Dental Unit "Gallant Omnipratique Economic"
ExoHomik “ HU HU

6. | YcraHoBka cTromaToJioriyHa "TasianT OMHinpaTik Dental Unit "Gallant Omnipratique Economic”
EkoHomik " HL HL

7. | Ycrauoska cromatosioriuna "Tannant Am6igekcrep” | Dental Unit "Gallant Ambidextre” Am U
Am U

8. | YcranoBka cromaToJioriuna "TasianT AM6igexcrep” | Dental Unit "Gallant Ambidextre” Am L
Am L

9. | YcranoBka cromaToJioriuna "TamnanT AM6igexkcrep” | Dental Unit "Gallant Ambidextre” AmCU
AmCU

10.| Ycranoska cromaTosioriyna "Tannant AmGiekcrep” | Dental Unit “"Gallant Ambidextre” AmC L
AmC L

11.| YcraHoBKka cTomaTosioriuna “TauianT AMGisekcrep” | Dental Unit “Gallant Ambidextre” AmF U
AmF U

12.| YcraHoBka cromarosioriuna “TamianT AM6igekcrep” | Dental Unit "Gallant Ambidextre” AmF L
AmF L

13.| YcranoBka cromarosioriysa "TasnasT [po” TU Dental Unit "Gallant PRO" TU

14.| YcranoBka cromaTosioriyHa "TasmanT Ilpo” TL Dental Unit "Gallant PRO" TL

15.| Ycrasoska cromaTostoriyna "TasmanT [lpo” DU Dental Unit "Gallant PRO" DU

16.| YcranoBka cromarosioriuna "Tasnant I[lpo” DL Dental Unit "Gallant PRO" DL

17.| YcraHnoBka cTomaToJioriuna "lassaHT ABTOHOMHA" Dental Unit "Gallant Autonome" AU
AU

18.| YcraHoBka cromaTtosioriyia "Ta/siauT ABTOHOMHA" Dental Unit "Gallant Autonome" AL
AL

19.| YcraHoBKa cTromaTosioriyHa "[asianT ABTOHOMHA Dental Unit "Gallant Autonome Console” ACU
Koncosp" ACU

20.| YcraHoBKka croMaToJioriyHa "l'ansiaHT ABTOHOMHA Dental Unit "Gallant Autonome Console" ACL
Koncoap" ACL

21.| YcranoBka cromaToJoriyba "Taanant Koncoan” CU Dental Unit "Gallant Console" CU

22.| YcranoBka cromaToJoriyba "Taanant Koncoan" CL Dental Unit "Gallant Console" CL

23.| YcraHoBKa cTromaTostoriyna "TamianT Jladt" LL Dental Unit "Gallant Light" LL

24.| YcraHoBka croMaToJoriyna "TamianT Jlaint" LU Dental Unit "Gallant Light" LU

25.| YcraHoBka cromaroJioriyna "Tasnant Opro” O Dental Unit "Gallant Orhto" O

26.| Ycranoska cromaTosioriyna "Tamnant Kapt-5" K-5 Dental Unit "Gallant Cart-5" K-5

27.| YcranoBka cromaroJoriyna "Taanant Kapt-5 Dental Unit "Gallant Cart-5 Telescopic" K-5
TeneckoniuHun " K-5

28.| YcraHoBKa cromaTostoriyna "Tamnant Kapr-5 Dental Unit "Gallant Cart-5
AsToHomumi" KA-5 Autonome” KA-5

29.| YcranoBka cromaroJoriyna "Tamiant Kapt-5 Dental Unit "Gallant Cart-5

AstonoMuu# ACI " KA-5

Autonome ASP " KA-5




Declaration of Conformity NolF o MAOLTee

[leknapalisi Npo BiANOBIAHICTb Version/Pepakujis: 05

Effective date/[ara: 27.04.2026

Annex 2 to Declaration of conformity No UA-GLT-04/05
Jlodamok 2 do Jleknapayii npo gidnogidnicms Ne UA-GLT-04/05

List of national, European and international regulations and standards /
llepeiik HallioHA/IbHUX, €EBPONEHCHKUX Ta Mi>KHapOJHHUX HOPMAaTHBHO-NIPAaBOBUX AKTIiB
Ta CTaHAapTiB

TexHiYyHMI perjaMeHT IOJ0 MeAMYHHMX BHUpPOOGiB, AKMI 3aTBep/pkeHuid [locraHoBow KabiHety
MinictpiB Ykpaiuu Big 02 xoBTHsa 2013 p. Ne 753/ (Council Directive 93 /42 /EEC of 14 June 1993
concerning medical devices)

JICTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; I1SO 13485:2016, IDT)/3mina Ne 11:2022 (EN
ISO 13485:2016/A11:2021, IDT) Meaguuni Bupo6u. CucTeMa ynpaBiiHHs sKicTio. Bumoru 1o
perynoBanns/Medical devices - Quality management systems - Requirements for regulatory
purposes

JICTY EN ISO 14971:2022 (EN ISO 14971:2019, IDT; ISO 14971:2019, IDT) BupoGu MeanyHi.
HacTaHOBH II0/i0 yNpaB/IiHHA PU3HKOM 100 MeAHYHHX BHpPo6iB/ Medical devices Application of
risk management to medical devices

JICTY EN IS0 15223-1:2022 (EN ISO 15223-1:2021, IDT; ISO 15223-1:2021, IDT) [IpucTpoi Megu4HI
CHUMBO/IM, SIKi BHKOPHCTOBYIOTbCA Ha fIpJMKaX MeJMYHHMX MNPUCTPOiB NpH MapKyBaHHI i B
inpopmanii, mo HagaeTbest. YacTuHa 1. 3aranpui Bumoru/ Medical devices Symbols to be used with
information to be supplied by the manufacturer Part 1: General requirements;

JICTY EN 1640:2015 , ( EN 1640: 2009 ) CromaroJioris - Meau4Hi npuiagu Ans cToMartoJiorii -
o6naguanns/ Dentistry - Medical devices for dentistry - Equipment

JICTY EN 60601-1:2019 (EN 60601-1:2006, IDT; IEC 60601-1:2005, IDT)/Tlonpaska Ne 3:2023 (EN
60601-1:2006/AC:2022-12,IDT; IEC 60601-1:2005/COR3:2022, IDT) Bupo6u Meju4Hi e/leKTpHHi.
YacruHa 1. 3araibHi BUMOTH L{O/{0 Ge3MeKH Ta OCHOBHHMX pobo4mx xapakTepHcTHK./Medical
electrical equipment - Part 1: General requirements for basic safety and essential performance
JICTY EN 60601-1-2:2018 (EN 60601-1-2:2015,IDT; IEC 60601-1-2:2014, IDT) /3mina Ne1:2022 (EN
60601-1-2:2015/A1:2021, IDT; IEC 60601-1-2:2014/A1:2020, IDT) BupoGu meanHi e/IeKTPHYHI.
YacTuna 1-2. 3ara/ibHi BUMOTH 1[0/10 6e3MeKH Ta OCHOBHUX PO6OYMX XapaKTepUCTHK. /loAaTKOBHH
craHAapT. EnexTpoMarHiTHa cyMicHicTb. BUMOrH Ta BUIIPOGYBaHHS. /Medical electrical equipment -
Part 1-2: General requirements for basic safety and essential performance - Collateral Standard:
Electromagnetic disturbances - Requirements and tests

JICTY EN 62304:2014/3mina Ne 1:2019 (EN 62304:2006/A1:2015, IDT;

IEC 62304:2006/A1:2015, IDT) MeauyHe nporpamHe 3aGesneyeHHs INpPUCTPOIO - [Ipouecu
JMTTEBOr0 LHK/Iy NporpamHoro 3aGesneyenHs/ Medical device software Software life cycle
processes

JICTY EN ISO 20417:2022 (EN ISO 20417:2021, IDT; ISO 20417:2021, Corrected version 2021-12,
IDT)B.HpoﬁPl mMeauyHi. [Hpopmalis, AKy Haaae. y:m;L.yedical devices Information to be
supplied by the manufacturer RS 6‘4,0:.“

Director PC Galit//Jupextop Ml «TamiT»




