JEKJIAPALSA [TPO BUUTOBIHICTD

Declaration of Conformity

No ZZN-04

No ZZN-04

Jlara naGpaHus YMHHOCTI
Effective date:

Penakuis 01
Revision 01
26.07.2024

Mu. Lupronsan C.p.a
3HaxoAMMocs 3a aapecolo: Bia Au Jlep Aap 7, 39030 TMaiis, Itanis
MM CaMKUM JICKJIApYEMO TIPO HACTYITHE!

We. Zirkonzahn S.r.1.
located at: Via An Der Ahr 7, 39030 Gais, Italy
herewith declare that:

Meuuni BupoOu:
Medical devices

[lepenix BupoOis:
List of products:

BupoOHuk:
Manufacturer:
Anpeca:
Address

VNOBHOBAKEHHI  NPEACTABHUK B
Ykpaini Ta anpeca:

Authorized representative in

Ukraine and address:

Knacudixauis:
Classification:

Buuieskasani BUpoOH BiANOBIIAIOTH
OCHOBHHM BHMOTam JUISl MEIMUYHMX
BUPOOGIB 3riHO:

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

Opran 3 OLiHKK BULIOBIHOCTI:
Conformity assessment body:

KoMmo3uTu croMaTosnoriumi
Dental composite

Jlus, nonarok 1 (21 HaiimeHyBaHHS)
See. Annex 1 (21 items)

Llnpkonsan C.p.ni

Zirkonzahn S.r.1.

Bia An Jlep Aap 7. 39030 Iaii3

Via An Der Ahr 7, 39030 Gais, ltaly

[Tpusarne nijnpuemcrso «l anit

gy, 15 Kpitns, 6C. ¢ baiikisui. Teproniibenknit paiton, Teproninbebka oOnacts, 47711, Ykpaina;
Te: 0800502 998: +38 093 081 87 78: +38 050 338 10 64: e-mail: office(@galit.te.ua; www.galit.te.ua
Private Company «Galit»

6L, 15 Kvimva St, village Baikivisi, region  Ternopil, 47711,  Ukraine;
0800502998; +380930818778; +380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.
Kuac [la. Jloarok 2 TeXHIYHOrO periaMenTy 11010 MeAMuHMX BUPOOIB, 3aTBepukenuii [loctaHoBoo
KMY Bia 02 xkosrus 2013 poky Ne753

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

Jloaarky | TexHIUHOrO perjlaMenTy 1010 MeAYHIX BUpOOiB, 3aTBepukennii [locranosoio KMV Bin
02 sxoprust 2013 poky Ne753. 3acrocoBana mnpoleaypa OLIHKK BianosiaHocti 3rizHo Jlonatky 3
BHILE3ralaHOr0 pernaMenty: 3abesneucHus (YHKLIOHYBAHHS KOMIUIEKCHOT CHCTEMH YNpaB/iHHsA

Phone:

SKICTIO (38 BUHATKOM TYHKTIB 8-11)

Annex | of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine Ne753 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)

Tosapucrso 3 00MekeHol0 Bianositaabhictio «YKPMEJICEPT». aapeca: 02059, m. Kuis, By
Jlparomanosa. la. of. 2: Ten. (067) 595 02 30: Homep npusnauenoro oprany NeUA.TR.099
UKRMEDCERT, Limited Liability Company; address: 02059, Kyiv, 1a Drahomanova street, of. 2; Tel.
(067) 595 02 30; Conformity assessment body No. U.A.TR.099

TexHiuHa JOKyMEHTaLLis Ha MeJAndHUi BUpIO pospodaena ta
BHpOBa/KeHa. JleKkapartis BIAMOBIAHOCTI CKlaeHa Ha MACTaBi
ceprudikary sianosianocri Ne UA.MD.337-21 penaxkuis 02 it

26.07.2024 ta nia noBHy BiAnosizanbLHiCTL BUpoOHUKa. Jlana

Jieknapattisi € unnna 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

Binnosinajabuuii 3a criaananus i
BHJIAHHS JICKJapaltil BiINOBIAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:

[MpusarHe nianpuemctso «l anit (Y NOBHOBAKEHUH NPEACTABHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)
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Micuie i jata BUIaHHS!: "“}\\‘\E MParp o115 6C.c. baiidBiii. Teproninnenkuii paiion. Teproniibenka obnacts, Ykpaina; 26.07.2024
Place and date issue: ’q’é“& OF, | ?@;@1 St., vilg aikivisi, region Ternopil, 47711, Ukraine; 26.07.2024
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No ZZN-04

Penakuis 01

JERAPALst [TPo BUIIOBIIHICTH No ZZN-04 Revision 01
§ ~ . ¢ Jlata HabpaHHs HHHHOCTI 26.07.2024
Declaration of Conformity Efcuve date:
Jlonarok
Annex
Ne Karanorosuii Hassa MeanuHoro BUpoOy aHriliiichbKolo MOBOIO Hazga MeinuHoro BHpo0y yKpaiHChKOK MOBOIO
HoMep
1. CPAA0010 Composite Paste Tissue 4 (4 g) Komnosur nacrononi6uuii Tiwy 4 4 rp
2 CPAA0020 Composite Paste Tissue 5 (4 g) Komnosut nacrononi6uuii Tiwy S 4 rp
3, CPAA0030 Composite Paste Tissue 6 (4 g) Komnosut nacrononibuuii Tiwy 6 4 rp
4. CPAA0040 Composite Paste Tissue 0 (4 g) Komnosut nacrononiouui Tiwy 04 rp
3. CPAA0050 Composite Paste Tissue | (4 g) Komnosut nacronoaionuni Tiwy 14 rp
6. CPAAI1010 Composite Fluid Tissue 4 (3 g) Komnosut piaknii Timy 4 3 rp
% CPAA1020 Composite Fluid Tissue 5 (3 g) Komnosur piaknii Tiwy 5 3 rp
8. CPAA1030 Composite Fluid Tissue 6 (3g) Komnosut piakuii Tiwy 6 3 rp
9. CPAA1040 Composite Fluid Tissue 0 (3 g) Komnosut piaknii Tiwy 0 3 rp
10. CPAA1050 Composite Fluid Tissue 1 (3 g) Komnosut piakuii Tiwy 1 3 rp
13 CPAA2010 Composite Bonding Liquid (7 ml) 3’ eaHyBAIbHA PIAMHA JUIS KOMIO3KHTY 7 MJ1
12 CPAA2020 Composite Non-Stick Liquid (5 ml) PijiMHa Juisi NJACTHHHOCTI KOMIO3NTY 5 Ml
13 CPAA2030 Composite Cleaning Liquid (10 ml) Oumcnnk s komnosuty 10 ma
14. CPAA2060 Composite Bonding Liquid for TECNO MED 7 ml 3’ canysaibHa pianHa s komnosuty s Tekno Mea 7 ma
15 CPAA3010 Slet Composite Paste HaGip Komiosut nacronoaionmii
16. CPAA3020 Set Composite Fluid HaGip Komnosut piakuii
17. CPACO101 Metal Opaquer Dentine A3 (2 g) | Komnosut Meran Onakosuii [lentun A3 2 rp
18, CPACOI11 Metal Opaquer Dentine BI (2¢) Komnosut Meran Onakosnii Jlentun Bl 2 rp
19. CPACO0501 Metal Opagquer Tissue Light (3 g) Komnosut Meran Onakosuii Tiwy esitiuii 3 rp
20. CPACOS511 Metal Opaquer Tissue Dark (3 g) Komnosur Meran Onakosuii Tiwy Temunit 3 rp
21, CPADO101 Polibond 30 ml Piguna [Monidona 30 mn

BianoinanbHuii 3a ckaasiadHs i

BHJIaHHS JeKapallii B

Responsible for compiling and

JUTOBIZIHOCTI:

[Tpusarue nianpuemerso «[anit (YnoBHOBakKeHUH npeacTaBHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

issuing the declaration of c:):ﬁ::“!\fgﬁ";;:;...
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Place and date issue: :§¢‘ Kvitnya St., i, iikivesi, region Ternopil, 47711, Ukraine; 26.07.2024
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