Ne ZZN-10 Pepaxuis 01
JEKJAPALIS [TPO BUIIIOBIIHICTD No ZZ-10 ~ Revision01
Declaration of Conformity [El;fz,’,*‘af g mnan B

Mu, Lupkonszan C.p.a
3HAX0AMMOCH 3a anpecoto: Bia Au [lep Aap 7, 39030 [aii3, Itanis
LM CaMKM JICKJIapy€EMO [P0 HACTYITHE!

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

Mennuni BUpoOH:
Medical devices

[Mepesnik BUpOOGiB:
List of products:

Bupobuuk:
Manufacturer:
Anpeca:
Address’

Y OBHOBaKEHHH
Vkpaiui Ta ajpeca:
Authorized representative in
Ukraine and address:

MpeACTaBHUK B

Knacudikautis:
Classification:

Buuieskasani BUpOOM BIAMNOBIAAIOTH
OCHOBHHM BHMOTam /Ul MEAMUYHMX
BUPOOIB 3IiAHO:

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

Opran 3 OLIHKH BiAMNOBIAHOCTI:
Conformity assessment body:

[Tporpamue 3a0e3reueHHs
Software

Jlus. nonarok | (4 HalimMeHyBaHb)
See. Annex | (4 items)

Ilnpkonsan C.p.a
Zirkonzahn S.r.1.

Bia Au Jlep Aap 7, 39030 I"aii3
Via An Der Ahr 7, 39030 Gais, [taly

ITpusarte nianpuemerso «lanim»

Bys. 15 Ksitnsi. 6€, c. Baiikisui, Teproninbebkuii paion, Teprorinbsebka o6aacts, 47711, Vipaina:
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 Kvitnya St, village Baikivisi, region Ternopil, 47711,  Ukraine;
0800502998; +380930818778; +380503381064; E-mail: office(@galit.te.ua; www.galit.te.ua.
Knac lla, Jlogarok 2 TexHiqHOro periaMeHTy 1oA0 MeAMYHHX BUPoGiB, 3aTBepwketnii [TocranoBoio
KMY Bin 02 xoBrHst 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

Jlozarky 1 TexHIYHOIO periaMeHTy o0 MeMuHuX BUpoOiB, 3aTBep UkeHHit [TocTaHoBOIO KMYV Bin
02 xostHs 2013 poky Ne753.
BULLE3FAIAHOr0 periamenty: 3abesneuctins (yHKLLOHYBAHHS KOMIJIEKCHOT CHCTEMHM yNpaBiliHHs

Phone:

3acTocoBaHa npoteiypa ouiHku Bianosianocti sriano Jlonarky 3

SKICTIO (32 BUHATKOM 1IYHKTIB 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)

ToBapuctBo 3 obMexeHolo BianosizanbHicrio «YKPMEJICEPT», ampeca: 02059, m. Kuis, By
Jlparomanosa, la, oy. 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

Texuiuna 10Ky MeHTaLlis Ha MEMUHUI BUPIO po3poliieHa Ta
BripoBapkena. Jlekapaitis BIANOBIAHOCTI CKiaeHa Ha MiACTaBi
ceprudikary sianosiznocti Ne UAMD.337-21 penakuis 02 Bin

26.07.2024 Ta nija noBHy BiANOBiAAALHICTL BUpoOHMKa. [lana

aeknapattist € untna 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

BianosizaisHuii 3a ckaaianus i
BUAAHHS JeKknapaiti BIANOBIAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:
L

; ; \J
Micuie i nata BUAAHHS: ‘.0'%';‘\‘5
Place and date issue: .’QQ*

Ipusarie nianpuemcrso «lanity (YnosHoBakeHuit npeacTaBiuk B Ykpaini)
Private Company «Galit» (Authorized representative in Ukraine)
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aiikisi. Teproninbenkuit paiton, Tepromniibebka odnacTb, Ykpaina; 26.07.2024
e Baikivisi, region Ternopil, 47711, Ukraine; 26.07.2024
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Ne ZZN-10 Penakuis 01
JEKJAPALSE [TPO BLAIOBIAHICTD No ZZN-10 Revision 01
. . Jlata HaGpaHHs YUHHOCTI: 26.07.2024
Declaration of Conformity Effective date:
Jloaatok
Annex
No Katanorosuii Homep | Haza meanunoro Bupoby aHr1iicbKOI0 MOBOIO Ha3pa mMeAn4HOro BUpoOy YKPaiHChbKOIO MOBOIO
1. SY 1600 ZIRKONZAHN.Implant-Planner Ilporpave 3aGesneuerns ZIRKONZAHN Implant-Planner
2, SY1610 CAD/CAM STL Converter Module [porpavite 3a6e3neuerns CAD/CAM STL Converter Module
3 SY1620 ZIRKONZAHN Implant-Planner Practice Tporpamie 3abesneuenna ZIRKONZAHN Implant-Planner
Practice
4. SY1630 CAD/CAM Z-Tray Module Mporpame 3ade3neuenns CAD/CAM Z-Tray Module

BianoBizanbHuid 3a CKilaiants i
BMJIaHHs JIeKIapaLlii Bi/lNOBIAHOCTI:

[MpusarHe nianpuemcTBo «l'ajtit (YoBHOBAKEHHUH NPEACTABHUK B Ykpaiti)
Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and
issuing the declaration of 'L-()W 8oy,
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Micue i aata sunanns: &%e8 S KBITHS 6 isui. Teproninbebkuii paiton, Teproninbebka oGnactb, Ykpaiia; 26.07.2024
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Place and date issue: ..’ > e Baikivisi, region Ternopil, 47711, Ukraine; 26.07.2024

Jupexrop .‘E 3onoruii Bonoaumup Iletposuy

Dlirector !": Zolotyy Volodymyr Petrovych
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