Ne DURR-17 Penaxuis 02
JEKJIAPALIS [TPO BIANOBIIHICTH No DURR-17 Heviion 2
CranoMm Ha:

Declaration of Conformity

Effective date.

Mu, Tiopp Henran Lcl
3HAXOMMMOCS 32 aJPECOI0:
Xongirxeiimep LlTpacce 17, Berinrxetim-biccitren 74321,
HiMeuuuna,
JIEKNAPYEMO NPO HACTYIHIE:

We, DURR DENTAL SE,
located at:
Hopfigheimer Strasse 17,
D-74321 Bietigheim-Bissingen, Germany
herewith declare that:

Hazssa kareropii BUpoOiB:
Product category name

TMepenix BUpobiB:
List of products:

BupoOHuk:
Manufacturer:
Anpeca:
Address

Y noBHOBamEHHH
NpeAcTaBHUK B YKpaiHi Ta
aapeca:

Authorized representative
in Ukraine and address:

Knacudikauis:

Classification:

Buuieskasani BUPOOH
BiAMOBIAAIOTH OCHOBHHM
BUMOram 18 MEAWYIUX

BUPOGIB 3rijaHoO:
The above products meel
the essential requirements

Jor medical devices
according to:
Oprax 3 OLliHKH

BIAMOBIAHOCTI:

Conformity assessment
body:

[pucrpoi ans nonipyBaHHs
Air polishing devices

JluB. A01aTOK
See annex

Juopp Hentan Ecl

DURR DENTAL SE

Xongirxeiimep Iltpacce 17, Berinrxeiim-biccinren 74321, Himewunna
Hépfigheimer Strasse 17, D-74321 Bietigheim-Bissingen, Germany

Ten./Phone: 07142-705190; Fax: 07142-705190;
Enexmponna nowma / Email: info@duerr.com; lumeprem/WEB: www.duerrdental.com

Mpusarne nianpuemcrso «ani™

By 15 Kgitns, 6€, . bajikisui, Teproninbcobkuii paiio, Tepuoninschka o6nacts, 47711, Ykpaina; Ten.: 0 800
502 998; +38 093 081 87 78; +38 050 338 10 64; e-mail: office@galit.te.ua; www.galit.te.ua

Private Company «Galit»

6E, 15 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine; Phone: 0800502998; +380930818778:
+380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.

Knac 1la Jlonarok 2 TexniuHoro peraaMeHTy UI0A0 MeAWtHUX BHPoGin. 3aTnepikennit [Toctanosoto KMY
Bin 02 wonTHs 2013 poky Ne753

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

JNoaatrky | Texiiviioro pernamenty oo MeauuIMX Brupodis. 3aTBepLKkenni Mocranosoio KMVY ain 02
sonrits 2013 poky Ne753. 3actoconalia mpolieslypa OHiHkH BiAmoBianOCTI 3rigHo Jloaarky 3 RuuLe3ranaHoro
pernamenTy: 3aGesncuenis (hy HKLIOUY BAHHS KOMIUICKCHOT CHCTEMM YTIPARIHHS AKICTIO (32 BUHATKOM MYHKTIB
8-11)

Annex | of Technical regulation on medical devices, approved by Decree of Cabinel of Ministers of Ukraine
No753 on October 2nd, 2013. Conformity assessment procedure followed: Annex 3 above mentioned technical
regulation: Ensuring the functioning of a comprehensive quality management system (excluding points 8-11)

ToBapHcTBO 3 06Mexenol0 BianosianslicTio « YKPMEJCEPT», aapeca: 02059, m. Kwis, Byn. JlparomaHosa.
la. o. 2; Ten. (067) 595 02 30; Homep npusraucioro oprany NeUA . TR.099

UKRMEDCERT, Limited Liability Company; address: 02059, Kyiv, la Drahomanova street, of. 2;

Tel. (067) 595 02 30; Conformity assessment body No. UA.TR.099

TexHiuna nokymeHnTallis Ha MeAHYHIH BUpi6 pospolnena Ta
BNpoBaLKeHa. Jleknapailis BiANOBIAHOCTI cijlalena Ha NiACTaBi
ceprudikary sinnosinnocti Ne UA.MD.207-19 peaaxuis 02 Ta nin
MOBHY BiANOBiaNbHICTL BUpOGHKKa. [lana Aeknapauis € 4uHHa 10
17.03.2029 p.

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is made
on the basis of certificate of conformity No. UA.MD.207-19 revision
02 and under the full responsibility of the manufacturer. This
declaration is valid until 17.03.2029

BianopiaaneHuii 3a cknanaHHs i BUAAHHS

aeknapauii BiinoBiAHOCTI:

Tpueatiie MianpuemcTao «anit (Ynoslosakenii NpeacTariyk B Ykpaiti)
Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and issuing the

declaration of conformity:

Miciie | nata BUAAHHS:
Place and date issue:

[upekTop

Direcior

Byl |5 keiTus 6C.C Bal“ncinl1i)_1"ep||0ninhcr,mu“1 pation. Teproninncbka obnacTs, Ykpaina: 18.03 2024
si, region Ternopil, 47711, Ukraine 18 03.2024

3onotuil Bonoanmup MeTposuy
Zolotyy Volodymyr Petrovych
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No DURR-17 Penaxiis 02

JNEKAAPALUSE [TPO BUITTOBIAHICTD No DURR-17 Revision 02
Declaration of Conformity i b 18032000

JloaaTok A0 Acknapauii

Ne KaTtanorosuii Karanorosmii HoMep ans Hazpa MEANUIIOr0 BUPOOY alraifichkolo Ha3pa MeAHMYHOTo BUPODY YKpPaiHCLKOKO
HOMED nponax MOBOIO MOBOIO
1 2034610000 2034900050. 2034910050, MyLUNOS Body KaVo MpucTpiii ana nonipysaHis MyLUNOS
2034100200 Body KaVo
P 2034611000 2034910051, 2034900051 MyLUNOS Body Sirona MpucTpiit Ana NONpyBaHKs MyLUNOS
Body Sirona
3. 2034612000 2034900052, 2034910052 MyLUNOS Body Wt Mpuctpiit s nonipysaHHa MyLUNOS
Body W&H
4 2034614000 2034900053. 2034910053 MyLUNOS Body Bien Air MpucTpiii mwa nonipyBanHs MyLUNOS
— = B ) Body Bien Air
5. 2034613000 2034900054, 2034910054 Myl.UNOS Body NSK [pucTpiit Ana nonipyBatiHa MyLUNOS
W VN Body NSK B
6. 2034440000 2034900050, 2034900051. Myl UNOS Supra nozzie Hacanka ans nonipysakhs MyLUNOS
2034900052, 2034900053, Supra nozzle

2034900054, 2034910050,
2034910051, 2034910052,
2034910053, 2034910054

2034100200
7 2034430000 2034910050, 2034910051, MyLUNOS Perio nozzle Hacanka ana noaipysania MyLUNOS
2034910052, 2034910053, Perio nozzle
2034910054, 2034100200 =
8 2034100038 2034100020 LUNOS Peno Tips Hacaaku TIEPIOAOHTONOTiM 14} ans
nonipybanis LUNOS Perio Tips
9 2034310000 2034100196, 2034100104, MyL.UNOS container blue KownTeiinep MyLUNOS cuniit
2034100200, 2034900050,
2034900051, 2034900052,
2034900053, 2034900054,
2034100104, 2034100196,
2034910030, 2034910051,
2034910052, 2034910053,
| 2034910054 )
10. | 2034320000 2034100105, 2034100197. MyLUNOS container orange Konteiinep MyLUNOS opatkesuit
2034910050, 2034910051,
2034910052, 20349 10053.
2034910054
11 2034100244 2034100245 | MyLUNOS container mint Konteitnep MyLUNOS m’sThuii
12. | 2034100260 2034100261 MyLUNOS container cherry red Kourerinep MVLUNOS ueppoHa BUWIHA |
13. | 2034100287 2034100289 MyLUNOS container violct ] Konreiitep MyLUNOS dioneToBnit
BianosigansHuii 3a cknaaahg 1 BHAAHIIA IMpusarne PANPHEMCTRO wlanits (Ynosnosamennii npeicTasHik B pra‘I'IIi)

AeKnapaLii BiANOBIANOCTi:

Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and issuing the

declaration of conformity:

Micue i aaTa BHAAHLIS:
Place and date issue:

Hupextop
Director

yJ. 15 kpitha 6€,c. Baiikisui, Teprlc ninkceknit paiion, TepHoninbeLra 061acTh, Yipaina: 18.03.2024
6E, 15 Kvitnya St., village Ladkiv --grmn Ternopil, 47711, Ukraine 18.03.2024
. ,’ 3onoTuit Bonoaumup etposuy
S )\ / Zolotyy Volodymyr Petrovych
. JA
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