Ne ZZN-03 Penaxuis 01

JlexaarArys [epo BUIoOBIHICTH No ZZN-03 o Rewsono)
Declaration OfCory’ormily IEI}Z?I:I‘Zﬁz?’;{eHﬂ YHHHOCTI: 26.07.2024

Mu. Lupkonsan C.p.a
3HAX0AMMOCH 3a aapecoto: Bia An Jlep Aap 7. 39030 [aiis. Itanis
LM CAMUM JICKITAPYEMO [P0 HACTYITHE:

We. Zirkonzahn S.r.l.
located at: Via An Der Ahr 7. 39030 Gais, Italy
herewith declare that:

Mestmuni BUpoOu:
Medical devices

Ilepenik BupoOis:
List of products:

BupoOHuk:
Manufacturer:
Anpeca:
Address’

Y OBHOBaKEHUH
Ykpaini Ta agpeca:

Authorized representative in
Ukraine and address:

MPEJICTABHUK B

Knacudikauis:
Classification:

Buueskasani BUpoOM  BiANoBinaoTh
OCHOBHMM BUMOraM JUIsSl MEIMUYHHX
BUPOOIB 3riHO:

The above products meet the
essential requirements for medical
devices according to:

OpraH 3 OLIHKK BIUTOBIAHOCTI:
Conformity assessment body:

[Tonip ctomaronoriunmii
Dental polisher

Jlus. nonarox 1 (17 HaiimeHyBaHb)
See. Annex 1 (17 items)

Llupkonsan C.p.1

Zirkonzahn S.r.l.

Bia An Jlep Aap 7, 39030 IMaii3

Via An Der Ahr 7, 39030 Gais, Italy

ITpusarue nianpuemcrso «lanit»

By 15 Kasiths. 6€. ¢. baiikisui. Teproninbenkuii paifon. Teproninbenka o6nacts, 47711, Ykpaina:
Ten.: 0800 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 Kvimva St village  Baikivisi,  region  Ternopil, 47711,  Ukraine;
0800502998 +380930818778: +380503381064: L-mail: officei@galit.te.ua; www.galit.te.ua.
Knac Ila, Jlonarok 2 TexHiuHOro periamenTy 1010 MeAYHUX BUpOoOiB, 3aTBepkenuit [ToctanoBoio
KMY Bia 02 xostHs 2013 poky Ne753

Class lla, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine No753 on October 2nd, 2013

Jlonarky 1 TexHivHOro pernameHTy 1oao MeIM4HUX BUpoOiB, 3arBepukenuii [Toctanosoto KMY Bin
02 xosrus 2013 poky Ne753. 3acrocoBana npouedypa OLIHKK BiANOBiAHOCTI 3riaHo Jloaarky 3
BHLLE3IIAHOIO  periiaMenTy: 3abesnedeHns (DYHKIIOHYBAHHS KOMIJICKCHOT CHCTEMH  YIpaBIiHHS

Phone:

SIKICTIO (38 BUHSITKOM NYHKTIB 8-11)
Annex | of Technical regulation on medical devices, approved by Decree of Cabinet 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)

Tosapucteo 3 obmexenowo Bianosinaibuictio «YKPMEJICEPT», anpeca: 02059, m. Kuis, Byi.
Jparomanosa, la. ody. 2: Ten. (067) 595 02 30: Homep npusnauenoro 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. U.A.TR.099

Texuiuna joxkymeHTaltist Ha MeuHUIE BUPIO po3podieHa Ta
BrpoBaukeHa. Jlekaapaltis BUIMTOBIAHOCTI CKJQICHA Ha MiJACTaBi
ceprudikary Bianosiznoceri Ne UA.MD.337-21 pesakitis 02 i

26.07.2024 ra nit NOBHY BIANOBLAALHICTL BUpOOHKKa. Jlana

Jlekiapattis ¢ unnHa 10 14.03.2026 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.337-21 revision
02 dated 26.07.2024 and under the full responsibility of the
manufacturer. This declaration is valid until 14.03.2026

BianosijanbHuii 3a ckianants i
BWJIaHHS JIeK1apaLlil BiANMOBIAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:
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Hpusarue ninpuemcrso «lanim» (Y10BHOBOKEHUI PEACTABHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

iBui. Teproninberknii paiton, TepHoninbebka o6nacts, Ykpaina; 26.07.2024
Y aikivtsi, region Ternopil, 47711, Ukraine; 26.07.2024

3onoruit Bonoaumup Ietposuuy
Zolotyy Volodymyr Petrovych
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Ne ZZN-03 Penakuis 01

JEKJAPALIS [TPO BUIITOBIIHICTD No ZZN-03 Revision 01

. e . . Ta HaOpaHHs YMHHOCTI 26.07.2024
Declaration of Conformity f;l:]g(-”\,-fz?”e; .
Jlonarok
Annex

Ne Karanorosuii Homep Ha3ssa MeAMUHOro BUPOOY aHrIicbKO MOBOIO Hassa MeaHOro sBMpody YKpaiHChKOKD MOBOKO

| ZPAA1001 Set dental polishers tips Ha6ip CToMaTonoriunux noaipyBaibHunx Gypis roctpux

2. ZPAAIOI Set dental polishers tips small HaGip CTOMaTONOrHHUX MOJIPYBaibHUX OypIB rOCTPUX MaInX

3 ZPAA1021 Set dental polisher cone Ha6ip CTomMaTonoriaHux nogipyBajibHuX GypiB KOHIYHHX

4 ZPAAI031 Set dental polishers lens Habip CToMaTosioriunux nojipysaibiux Oypis Ma0ckux

5 ZPAA1101 Set dental polishers Ha6ip Cromatonoriunux nofipysansinx 6ypis

6 ZPAAO101 Dental polishers tips blue (5 pieces) CromMaTo/oriti noaipyBaabHi HacaaKkn cuui (5 wr.)

7, ZPAAOL] Dental polisher tips small blue (5 pieces) CromaTonoritti noaipyBasbHi HACAAKH Mali CHHI (5 wT.)

8. ZPAAO121 Dental polisher cone blue (5 pieces) CTOMATONONHHAHA NOJIPYBAIbHHI KOHYC CHHIF (5 wT.)

9, ZPAAO131 Dental polisher lens blue (5 pieces) CToMaToI0rivHa noJipyBajibHa JiH3a cuHa (5 wT.)

10 ZPAA0201 Dental polishers tips pink (5 pieces) CToMaToNOriuHi NOJIPYBAILHI HACAJIKK POKEBI (5 WIT.)

1. ZPAAO211 Dental polisher tips small pink (5 pieces) CToMaToNOriuHI NoJpyBaIbHI HACALKK MAJI POIKEBI (5 wT.)

12. | ZPAA0221 Dental polisher cone pink (5 pieces) CTOMATONOrYHUIA N0ipyBaIbHAH KOHYC POKEBHH (5 wiT.)

13, ZPAA0231 Dental polisher lens pink (5 pieces) CToMaTosI0riuHa NoAipy BajibHa JIiH3a pokesa (5 wT.)

14 ZPAA0301 Dental polisher tips grey (5 pieces) CToMaTo0riuHI NonipyBajibHi HACAAKHM Cipi (5 wT.)

15 ZPAAO31] Dental polisher tips small grey (5 pieces) CTomMaTo0riuHi noipyBaibHi Hacaakn Maji ¢ipi (5 wr.)

16 ZPAA0321 Dental polisher cone grey (5 pieces) CToMaToIor uH1i N0AIPYBabHHH KOHYC CIpHit (S uiT.)

17. ZPAA0331 Dental polisher lens grey (5 pieces) Cromartooriuna nonipysasibha Jiksa cipa (5 wr.)
BianosiaaibHUii 3a ckiaganus i [pusarne niAnpuemero «lanit (YosHoBaKeHui NpeicTaBHuK B Ykpaini)
BHJIAHHS JICKapaltii BIANOBLIHOCTI: Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and

issuing the declaration of 'con/b/*r:zi/'xi..,'.".
"“Q““E Nigne .

Micue i 1ara BUaaHHS: 5 £y i, Teproniabebkuit paiion, Teproniibebka 06nacTh, Ykpaina; 26.07.2024
Place and date issue: & 5 kivisi, region Ternopil, 47711, Ukraine; 26.07.2024
& o
JlupexTop s 3o0tuit Bosoaumup Ilerposuu
Directer E Zolotyy Volodymyr Petrovych
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