
Declaration of Conformity
,Qernapaqis npo ei4noai4xicru

No/Hor'irep: UA.GLT.O4

Version/Peparqir: 05

Effective datefiara: 27.04.2026

DECLARATION OF CONFORMITY
No. UA-GLT-o4/OS

of the medicql devices - DentnlllnitKcollant,

listed in the Annex 7 to this Decloration of
conformity, to the requirements of Technical regulation

concerning medical devices (approved by the Decree ofthe Cabinet
of Ministers of Ukraine on 02 October, 2073 under No. 753)

Manufacturen
nama PRIVATE COMPANY (GALITD

address:6E, 15 Kvitnya SL, village Baikivtsi,
region Ternop il, 47 7 ll, Ukraine
Phone: 08005 02998; +380930818778; +38050338 1064
E-mail: office@galitte.ua; www.galiLte.ua

Medicol devices clossification: Class IIa according to, point 17 of
Annex 2 ofTechnical regulation concerning medical devices.

The Products is

requirements of
mark of conformity to the

According to the point 17 of Technical regulation concerning
medical devices, for abovementioned marking, conformity
assessment PRocedures was performed according to the
PR0cedure for ensuring performance of tlre 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. 8O047 dqted 15.11.2022 and No. 1O240 dated
19.17.2022, designated by the Ministry of Economic Development
and Trade of Ukraine, under the identification number UATR.099,
address: 1 -A Drahomanova str., of . 2, Kytv, 0 2 0 59, 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 o

v a lidity period until 04. 2 6. 2 0 3 1.

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 26.04.2431.

Further Annexes are an integral part of this Declaration of
conformity:
Annex 7 with the list of the medical devices

Annex 2 with the list of national, European qnd internationsl
r e g u lations and stand ard s.

This declaration of conformity is tssued under the sole responsibility
ofthe manufacturer.

accompanied by the
Technical regulation:g

UA.TR.O99

AEIUIAPAIIIfl NPO BIAIIO BIAHICTb
No. UA-GLT-04/05

.nteduwux eupodie - Cmouamo,noeiqHi ycmouoanu
<<fotutaamn

saidno nepefiryr e fiodamtry 1 do fiexaapa4it npo eidnoeiiuicmo
euiloeail Texuiuuoeo peuta;ueumy t4odo me)uuuux eupo6ie (axuil
sameepduceuuil llocmauoeoru Kadinemy Minicmpie J/xpa'iuu eid 02

ilcoemHfl 2013 p. Ne 753).

Bupa6uux:
uaiiueuyeo uuar IIPIIBATHE IIIAIIPI4€MCTBO (IA,IIIT>
adpeca: nya. 15 xrirns 6e, c. Eafixiaqi,
TepHoniarcrxxfi pafi or, TepHorrirrbcbKa o6nacra, 47 7 Ll, YxpaiHa
Tea. : 0800502998; +3809308t87 7 8; +3805 03 38 1 064
E-nowma: office@galiLte.ua; www.galiLte.ua

KnacuQixa4ia 3a3HavreHtx aeduquux eupo6ie: Kaac IIa ari4Ho a

rryrrraufi 17 flo4arr<y 2 Texniqnoro pernaMeHry [IoAo MeAr.rqHHx

nupo6ia.

Ilpoilyxqin cynpoeodxye
peenQJvreHmy:

auax eidnoeiduocmi euuoeau Texuiquoeo

3riAHo n. 17 Texuiqnoro perraMeHTy uloAo MeAHqHHx uupo6ia, gaa
3a3naqeHoro MapKyBaHHc 6yao sa6esneqeflo npoBeAeHHs

npoqeAJrpn oqitrxr.r ui4noai4nocri, ni4noei4no .qo llopn4ry
[poBeAeHHr npoqeAyplr sa6esneqeHHc QyHxtlionalrnocri
rouuercuoi cHCTeMH ytlpasaiHxs qxicrrc, flK B HKJIa,qeHo s ,{o4arry
3 (aa nnxarc.reHHflM nyHKTis 8-11) ,qo TexHitlHoro pernaMeHTy IIIoAo
MeAfiv.Hilx supo6ie ra sacai4lexo Opranou s oqiHxtt siAnosiAnocri
<YxpMe4Cepr), arpeAHToraHnru Ha4ioHanbHI,tM areHTcrBoM 3

axpegrraqii Vrpainr.r, arecrarr Ne 80047 siry 15.11.2022 ma
Ne70240 BiA 19.11.2022, [plr3HaqeHI,tM Mixerououpo3BHTIqy
Yrpa'inr,l aa igeHtuQiraqifiHHM HoMepoM UA.TR099, YrpaiHa 02059,
u. Knis, ayn. flparor"raHosa 6yAHHor 1-A, oQic 2.

CepmuSixam npo eidnoeiduicmu meiuquoeo eupo6y euiloaa.r4

Texuiquoeo peerra.MeHmy t4odo ueduuuux eupo6ie Ne UA.MD,355-21

pedan4ia 3, ua6ye \uuuocmi 27.04.2026 p. s mepminou dit do

26.04.2031p.

3asHaqeHi ar.Ipo6r.r ai4noui4arctu BHMoraM HallioHa.nrnux,
erponeficrxux ra nixnapo.qHflx HopMaruBHo-npaBosNx axris ra
cran4aprir, axi uaeedeni e ,{odomryt 2 do danot ,{ettnapa4ii npo

eidnoeiduicmt.

,{eunpaqia npo ai4noni4nicrr 4ificHa do 26.04.2031 p.

Hesiq'euxop qacrnHolo 4auoi {ex.napaqii npo si4nori4Hicru e

racrynni AoAarxr:
noilamox 7 t nepeaixon meduuuux eupo6ie,

,Qodamor 2 s nepeairon uatliouaaauux, esponeilcbnux mct

nixnapoduux HopuqmueHo-npaeoeux axmie ma cmau1apmie"

Un dewtapa4ia npo eiinoeiduicma euilaua nii euKrlruqHy

eidnoeidanouicma

G
UA.TR,O99

Hf:
6€, c, Eaftrisqi, Tepnoniarctxnfi pailoH,

Place and Date:
5E, 15 Kvitnya St, village Baikivtsi, region Ternopil,47711',
Ukraine

27.A4.2426

{

IIII <l'arir>Director PC Galit/flHpeKrop Volodymyr/3onorufi B.[I.

[^,,]

Yrpaiua

27.0+.2026



Declaration of Conformity
flexnapaqie npo eiAnoaiAHicru

No/HoMep: UA-GLT-04

Version/Pe4axqin: 05

Effective date/fiara: 27.04.2026

Annex I to Declaration of conformity No (/A-GLT-04/05

flodamox I do fieruapaqit npo eidnoeiduicmu JVs LIA-GLT-04/05

List of the medical devices / Ilepenin Merrrrurx rupodin

Ne Name of the device in Ukrainian /
Hassa nnpo6y yrcpaincrxoro MoBoro

Name of the device in English /
Hasna rnpo6y anraif,csxolo MoBoK,

1. YcraHos xa croMaroJroriqHa "f ar,[anr 0u ui npari r"
FU

Dental Unit "Gallant 0mnipratique" FU

2. YcraHo g ra croMaroJlori.{Ha "farra HT Ou ui npari r"
FL

Dental Unit "Gallant Omnipratique" FL

3. Veranoe ra croMaroJrori.{Ha "farraur Ou Hi npari r"
HU

Dental Unit "Gallant Omnipratique" HU

4. Yc-ran os ra croMaron oriqna "fallaur Ou Hi npaT i x"
HL

Dental Unit "Gallant 0mnipratique" HL

5. YcraHoaxa croMaroJlori.{Ha "l-arulaur Ouninparim
Eroxomir" HU

Dental Unit "Gallant Omnipratique Economic"
HU

6. Ycra Hos ra croMaroJloriqHa "farranr Ontui npari r
Erououix " HL

Dental Unit "Gallant Omnipratique Economic"
HL

7. Ycra Hos xa croMaroJloriqua "fallaur Au6 i4e xcrep"
AmU

Dental Unit "GallantAmbidextre" Am U

B. Yc'raHos xa croMaroloriqHa "fa.naaur Au6i4e rcrep"
AmL

Dental Unit "Gallant Ambidextre" Am L

L YcT aH os xa croMaro.Il oriqHa " faa.naur Au6 i4encrep"
AmC U

Dental Unit "GallantAmbidextre" AmC U

10. YcraHosI€ croMaroJlori.tHa "far,[aur Ar,16i4excrep"
AmC L

Dental Unit "GallantAmbidextre" AmC L

11. YgraHoera croMaroJrori.Iua "farran'r Au6igexctep"
AmF U

Dental Unit "GallantAmbidextre" AmF U

L2. YcrauoB xa croMaroJroriqua "faaaaHr Au6i4ercrep"
AmF L

Dental Unit "Gallant Ambidextre" AmF L

13. YcraHoeKa croMaroJloriqua "faaaaur [Ipo" TU Dental Unit "Gallant PRO" TU

L4, Yc'raHos xa croMaro"flotiqua "fanaant [Ip o" TL Dental Unit "Gallant PRO" TL

15. YcraHoera croMaroJloriqsa "Iarraur [Ipo" DU Dental Unit "Gallant PRO" DU

L6. YcraHos Ka croMaroJloriq ua "f a,naan'r llp o " DL Dental Unit "Gallant PRO" DL

t7. YcraHoe Ka croMaroJloriqHa "l-a.nlaHr AgtoHoI.{Ha"
AU

Dental Unit "GallantAutonome" AU

18. Yc'ranosxa croMaroJlori.{Ha "falaaHT ABToHoMHa"

AL
Dental Unit "Gallant Autonome" AL

19. YctaHos rca croMaroJlori.lua "farlaHr Anrouorur ga

Koscoal" ACU

Dental Unit "GallantAutonome Console" ACU

20. YctaHogxa croMaroJlori.{Ha "l-arragr Aarogouua
Koscoar" ACL

Dental Unit "GallantAutonome Console" ACL

2L. YcraHos xa croMaroJl oriqHa "l-arraur Kott co'nn" CU Dental Unit "Gallant Console" CU

22. YcraHoaxa croMaroJloriqua "IallaHr KoHcoau" CL Dental Unit "Gallant Console" CL

23. Yc'raHos xa croMaroJloriqHa "f alaau'r JIaft r" LL Dental Unit "Gallant Light" LL

24. Ycrauon ma croMaroJlorit{Ha "farraH'r JIafi 'r" LU Dental Unit "Gallant Light" LU

25. YcraHosra croMaroJloriqHa "farraur 0pro" O Dental Unit "Gallant 0rhto" 0

26. Vc'raHosra croMaroJloriqga "IalaaHr KapT -5" K-5 Dental Unit "Gallant Cart-5" K-5

27. Yctanon ra croMaroJl ori'IHa "I'aaranr Kapr-S
TenecroniqHuil " K-5

Dental Unit "Gallant Cart-5 Telescopic" K-5

28. Yc'raHogI<a croMaroJlori'{sa "Ia,naanr Kapr-S
As'roHo!"{HI,Ifi" KA-5

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

29. Yc'ra H os I€ croM aroJ-I o riq Ha " f ar.tra u'r Ka p'r - 5

AsroHol"IHI,Ift ACn " KA-s
Dental Unit "Gallant Cart-5
Autonome ASP " KA-s

7-\
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Declaration of Conformity
,[ernapaqic npo ai4noei4xicru

No/Hotvtep: UA-GLT.O4

Version/Pe4axqin: 05

Effective dateflara: 27.O4.?026

Annex Z to Declaration of conformiry No UA-GLT-04/05

,{odamox 2 do ,4exttapaqit npo aidnoeidxicma Ns UA-GLT'04/05

tist of national, European and international regulations and standards /
llepenir HarlioHaJrbrrr{x, enponeficbrc}rxra MixHapoAH}tx Hopuar[rBHo-[paBoBnx aKTiB

Ta craHAapTiB

o TexHi.{Hufi pernaueHT rrloAo MeAuqHr,rx nnpo6in, sxI,tfi sarsep4xeuufi llocraHosorc Ka6iHery
Minicrpin Yxpainu siA 02 xoBrHn 2013 p. Na 753/ (Council Directive 93142/EEC of 14 fune 1993
concerning medical devices)

ACTy EN ISO 13485:2018 (EN ISO 13485:2016,IDT; ISO L3485:20l6,lDT)/3r'riHa Ns 11:2022 (EN

ISO 13485:20t6/A7t:202L, IDT) Meanvni rupo6u. Cucreua ynpanainus qxicrlo. Buuoru 4o
peryrrroBaHna/Medical devices - Quality management systems - Requirements for regulatory
purposes

o {CTY EN ISO t497t:2022 IEN ISO 1497L:20L9, IDT; ISO 14971:20L9,lDT) Bupo6u tuegNvni.

Hacranona qoAo ynpaoaiuHfl pH3HKoM IIIoAo MeAHqHHx aupo6in/ Medical devices Application of
risk managementto medical devices

o {CTY EN ISO 75223-t:2022 IEN ISO 15223-1:202l,lDT; ISO 15223-1:2O21, IDT) llptrcrpoi ue4uvHi.

Cnunoau, nxi euxoplrcroBylorbcr Ha rpJlurax MeAI,IqHnx npucrpoin npn MapKyBaHHi i s

inrfopr.aaqii, ulo HaAaerrcR. t{acruna 1. 3aralsni euuoru/ Medical devices Symbols to be used with
information to be supplied by the manufac[trer Part 1: General requirements;

o flCTy EN 1640:2015 , I EN 1540: 2009 ) C'rouaroaorin - Me4uuHi upula4y. AnA crouarolorii -
o6ra4uauHn/ Dentistry - Medical devices for dentistry - Equipment

o ICTY EN 60601-1:20L9 (EN 60601-l:2006,1DT; IEC 60601-7:2005,IDT)/IIorpaBKa Ns 3:2023 (EN

6t060L-t:2006/ AC:2022-L2,lDT;lEC 50601-1:2005/COR3:2022,1DT) Brpo6u ue4uvui eaexrpuvni.
gac1usa 1. 3araarsi suMorx qoAo 6eanexx ra ocHoBHxx po6ovxx xapaxrepucrnr./Medical

electrical equipment - Part 1: General requirements for basic safety and essential performance

o {CTy EN 60601-1 -2:2018 (EN 60601- L-2:20l5,lDT; IEC 60607-1-2:2014,lDT)/3r"rina Ne1:2022 (EN

6,060L-t-Z:?015/AL:202L,lDT; IEC 60601-1-Z:20L4/AL:2O20,lDT) Bupo6u ue4uvui eaeKrpuvHi.
gacruua 1-2.3aranurri s1Morr,r qoAo 6eaneru ra ocHoBHI,Ix po6outlx xapaKTepI'IcT ux. ,{,o4arxosufi

craH.qapr. Elexrpouaruirsa cyMicHicrb. Bsuors ra nunpo6yYanur,.fMedical electrical equipment -

part 1-.-Z: Generai requiremen-tr for basic safety and essential performance ' Collateral Standard:

Electromagnetic disturbances - Requirements and tests
o ICTY EN 52304:2 014/3uitaNs 1:2019 (EN 52304:2005/A7:2015, IDT;

o IEC 62304:2006/A1:2015, IDT) MeAxvue nporpaMHe aa6esneqeHHs rpHcrporc - llpoqecu

x[TTeBoro qr{KJry nporpaMHoro sa6esneueuwf Medical device software Software life cycle

processes
. 4CrV EN ISO 204L7:2022 IEN ISO 20417:202t,lDT; ISO 20417:202L, Corrected version 202L-1?'

IDT)Bnpo6tt tvle4uvni. InQopuaqin, n<y HaAae Medical devices Information to be

supplied by the manufacturer

Director PC Galit/{HpeKrop [IlI <farir> Volodymyr/3onorHfi B, [I'
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