No ZZN-13 Penakuis 01
JEKJIAPALS [TPO BLINOBUIHICTD No ZZN-13  Revision01
Declaration of Conformity ﬂ;:j,?i,ﬁ gl 26.07.2624

Mu. Hupkonsan C.p.n
3HaxoaMMocs 3a anpecoro: Bia Au Jlep Aap 7. 39030 IMaiis, Iranis
LIMM CaMHUM JICKJIapy€eMO PO HACTYIHE:

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

Memuni BupoOu:
Medical devices

Ilepenik BUpOOiB:
List of products:

BupoOHuk:
Manufacturer:
Anpeca:
Address’

Y 10BHOBaKECHHUH
Vkpaini Ta aapeca:
Authorized representative in
Ukraine and address:

MPCACTABHUK B

Knacudixauis:
Classification:

Buieskasani BUpoOM BLLNOBIIAIOTH
OCHOBHHM BHMMOTaM Ul MEIMHYHMX
BUPOOIB 3riHO:

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

OpraH 3 OLiHKK BiATNOBIAHOCTI:
Conformity assessment body:

Turanosi LITupT
Titanium Posts

Jlus. nonarok | (28 HaiiMeHyBaHb)
See. Annex | (28 items)

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

Bia An Jlep Aap 7. 39030 I"aii3
Via An Der Ahr 7, 39030 Gais, Italy

[MpusarHe niznpuemctso «l anim

Bya. 15 Ksitus, 6€, c. baiikisui, TepHoninbchkuit paiton, Teproninscbka obnacts, 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 Kvitnya St, village Baikivisi, region Ternopil, 47711,  Ukraine;
0800502998: +380930818778; +380503381064; E-mail: office(@galit.te.ua; www.galit.te.ua.
Knac Ila, Jlogarok 2 TexHiqHOro periaMenTy 1040 MeAMUHUX BUPOOIB. saTepukenuii [locTanoBoto
KMY Bia 02 xostHs 2013 poky Ne753

Class 1la, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine No753 on October 2nd, 2013

Jlogarky | TexHiuHOro periavMenTy o0 MeAMuHUX BUpOGiB, 3aTBepukennii [Tocranosoio KMV Bin
02 skosTHs 2013 poxy Ne753. 3acrocosaHa npoueiypa ouiHk BianosiaHocti 3riano Jloaarky 3
BULIE3rJAHOr0 periamMenty: 3abesnedcHHs (DyHKUIOHYBAHHS KOMIIIEKCHOT CHCTEMH yNpaBJliHHs
SKICTIO (32 BUHSTKOM IMyHKTIB 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

Phone:

mentioned technical regulation: Ensuring the functioning of a comprehensive quality management
system (excluding points 8-11)

Topapuerso 3 o6Mmeskenolo Bianosizamshicrio «YKPMEICEPT», anpeca: 02059, m. Kuis, By
Jlparomanosa. la, od. 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

TexHiuHa JI0KyMeHTaLlis Ha MeAMUHUit BUpIO pospobacHa ta
BrpoBakeHa. Jlekiapaitist BiAMOBIAHOCTI CKIA/ICHa Ha 11ACTaBI
ceprudikary sianosianoceri Ne UA.MD.337-21 penaxuis 02 it

26.07.2024 ra 1i/l NOBHY BiANOBIAANLHICTL BUPOOHMKA. [lana

Jekaapattis € umnna 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

BinosinaibHuii 3a ckiaaaHHs i
BU/LAHHS JIeKJ1apaitii BIANOBIAHOCTI:

Responsible for compiling and

[pusarue nignpuemerso «[anit» (Y oBHOBaXEHUH MPEJCTABHUK B YKpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

issuing the declaration of con/brr;z"ty.'"'

Micue i 1ata BUAAHHS: .‘?:Qi‘“
Place and date issue: .Q’*QQ
Jupekrop
Director

s,
E mﬂllpé’p,ls KBiTHS 6€.¢. BaiikiBLLi

‘epHONiALCHKII paiton, TepHomniibebka 001acTb, Y kpaina; 26.07.2024
aikivisi, region Ternopil, 47711, Ukraine; 26.07.2024

3onotuit Bonoaumup IetpoBuy
Zolotyy Volodymyr Petrovych

Kvitnya St.,

o
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%
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Cmopinka/ Page 1 3 2




Ne ZZN-13 Penaxuis 01
JEKJAPALIS [TPO BUIIOBUIHICTD No ZZN-13 Revision 01
’ s Jlata HaGpaHH$ YUHHOCTI: 26.07.2024
Declaration of Conformity Effective date:
Jlonarok
Annex
Ne Karanorosui Haszpa MeanuHOro BUpoOy aHMIIHCLKOIO MOBOIO Hassa meanunoro Bupoly yKpaiHCbKOK MOBOIO
HOMEpP
1. EXAA8011 Sealing Screw Extractor BukpyTKa /Ulsl BIULUICHHS YILIIbHIOIOHOrO rBHHTA
2, TIAA0101 77 Titanium Post 1.2 S (3 pieces) Turanosuii wrndr 1.2°S (3 wr.)
3, TIAAO12] 7Z Titanium Post 1.2 M (3 pieces) Twranosnii wrudr 1.2 M (3 wr.)
4. TIAA0131 77 Titanium Post 1.2 L (3 pieces) Turanosnii wrndr 1.2 L (3 wr.)
5. TIAAO15] 7.7 Titanium Post 1.2 XL (3 pieces) Turanosuii wrngr 1.2 XL (3 wr)
0. TIAA0201 77 Titanium Post 1.3 S (3 pieces) Turanosuit wrngr 1.3 S (3 wr)
7 TIAA022] 27 Titanium Post 1.3 M (3 pieces) Turanosnii wrudr 1.3 M (3 wr.)
8. TIAA023] 77 Titanium Post 1.3 L (3 pieces) Turanosnii wrngr 1.3 L (3 wr.)
9. TIAA0251 77 Titanium Post 1.3 XL (3 pieces) Turanosuii wrudr 1.3 XL (3 wr)

10. | TIAA0301

77 Titanium Post 1.4 S (3 pieces)

Turanosuii wrndr 1.4 S (3 wr.)

11. | TIAA0321

77 Titanium Post 1.4 M (3 pieces)

Turanosuii wrudr 1.4 M (3 wr.)

12. TIAA0331 77 Titanium Post 1.4 L (3 pieces) Turanosuii wrudr 1.4 L (3 wr.)
13. TIAA0351 77 Titanium Post 1.4 XL (3 pieces) Turanosuii wrndr 1.4 XL (3 wr.)
14. TIAA0401 77 Titanium Post 1.5 S (3 pieces) Turanosuii wrudr 1.5 S (3 wr.)
13 TIAA0421 77 Titanium Post 1.5 M (3 pieces) Turanosuii wrudr 1.5 M (3 wr.)
16. | TIAA0431 7Z Titanium Post 1.5 L (3 pieces) Turanosuii wrudr 1.5 L (3 wr)
17. TIAA0451 77 Titanium Post 1.5 XL (3 pieces) Turanosuii wrudr 1.5 XL (3 wr.)
18. | TIAA0501 77 Titanium Post 1.6 S (3 pieces) Turanosuii wradt 1.6 S (3 wr.)
19. TIAA0521 77 Titanium Post 1.6 M (3 pieces) Turanosuii wrudt 1.6 M (3 wr.)
20 TIAA0531 77 Titanium Post 1.6 L (3 pieces) Twranosuii wrudr 1.6 L (3 wr)
21. | TIAA0S51 77 Titanium Post 1.6 XL (3 pieces) Twranosuii wrudr 1.6 XL (3 wr.)
22, TIAA0601 77 Titanium Post 1.7 S (3 pieces) Turanosuii wrudr 1.7 S (3 wit.)
23. TIAA0621 77 Titanium Post 1.7 M (3 pieces) Turanosuii wrudr 1.7 M (3 wr.)
24. TIAA0631 77 Titanium Post 1.7 L (3 pieces) Twranosnii wrudr 1.7 L (3 wr.)
25. | TIAA0651 27 Titanium Post 1.7 XL (3 pieces) Turanosuii wrudr 1.7 XL (3 wr.)
26. TIAAS00I ZZ Titanium Post attachment (5 pieces) Twranose Kpirienns uis wudra (5 wr.)

27. TIAAS501

27 Titanium Post attachment PEEK (5 pieces)

Kpinaenns ans wrngra PEEK (5 wr.)

28. TIAA6001

Set Titanium Posts (27 titainum posts. $ post attachments)

Habip ruranosux Wi (27 THTaHOBMX WTHATIB, 5 KpITJIEHb)

BianoinaabHuii 3a CKIaiaHHs i

[pusarue nignpuemcrso «lamit (Y NOBHOBaKEHNH MPEACTABHHK B Ykpaiti)

BIIAHHS JIeK1apaltii BIANOBIIHOCTI: Private Company «Gality (Authorized representative in Ukraine)

Responsible for compiling and
issuing the declaration of conformgunssaseg,
o"f.fwe MWlinp,%e,

>

Micue 1 1ata BUAaHHs
Place and date issue:
Jlnpekrop
Director

3ostotuit Bonoaumup Iletposuy
Zolotyy Volodymyr Petrovych
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