Noe ZZN-13 Penakuis 02
HEKIAPALST ITPO BUITOBIIHICTH No ZZN-13 ~ Revision 02
Declaration of Conformity E};ﬁ,ﬁ’feﬁ s 21.04.2026

My, Hupxonsan C.p.a
3HaxoxuMocs 3a aipecoro: Bia Au lep Aap 7, 39030 IMaifs, Itanis
LM CaMUM JIEKJIapy€EMO PO HACTYIIHE:

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

MenuyHi BUpoOu:
Medical devices

ITepenik BUpoOiB:
List of products:

Bupobuuk:
Manufacturer:

Anpeca:
Address’

VY 10BHOBa)KEHHUH
VkpaiHi Ta agpeca:
Authorized representative in
Ukraine and address:

peACTaBHUK B

Knacudikaris:
Classification:

Buieskasani BMpOOM BiATOBiZalOTH
OCHOBHUM BHMOraM g MCIHYHUX
BUPOOIB 3riIHO:

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

OpraH 3 OL[HKY BiANOBiHOCTI:
Conformity assessment body:

Turanosi Lltudru
Titanium Posts

JluB. nonarox 1 (27 HaliMeHyBaHb)
See. Annex 1 (27 items)

Llupxonsan C.p.1
Zirkonzahn S.r.1.

Bia An Jlep Aap 7, 39030 TI'aii3
Via An Der Ahr 7, 39030 Gais, Italy

[TpuBaTHe niAnpueMcTBO «I'amiT»

Byn. 15 Kgitns, 6€, c. Baiikisui, Tepuomninschkuit paiton, TepHominbchka 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 Kvitnya St., village Baikivtsi, district Ternopil, region Ternopil, 47711, Ukraine; Phone:
0800502998; +380930818778; +380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.

Kuac 116, Jlonatok 2 TexHiYHOro peraaMeHTy II0J10 MEAMYHUX BUPOOiB, 3aTBepkennii [ToctanoBowo
KMY Bix 02 xoBTHs 2013 poky Ne753

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

Jlomarky 1 TeXHiYHOTO periaMenTy 1oa0 MeAndHHX BUpoGiB, 3aTBepukenuii [Tocranosoro KMY Bix
02 xosrHs 2013 poky Ne753. 3acrocosana mpoueiypa OLiHKM BimmosiaHocti srimno [omatky 3
BHILE3rafaHOro pernamenty: 3aGesneuenHs (yHKLIOHYBAHHS KOMILIEKCHOT CHCTEMH YNpPaBIIiHHS
AKICTIO (3@ BUHATKOM IMyHKTiB 8-11)

Annex 1 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)

TOB "Vkpaiuchknii Inctutyt Cranpapris", O6yauHok 1, Bymuis OnekcaHAapiBCbKa, MiCTO
Kuis, 03062, Ykpaina. Homep npusHauenoro oprany UA.TR.137

LLC Ulkrainian Standards Institution, address: building 1, Oleksandrivska street, Kyiv,
03062, Ukraine. Identification number of the notified body UA.TR.137

TexHiuHa JOKyMEHTALisl Ha MeIMYHHUI BUPIO po3poliiena Ta
BrIpoBapkeHa. Jlekapaiiis BiAMOBiAHOCTI CKajleHa Ha
nizxcrasi ceprudikary Bianosinnocti Ne R3M 276 427 B1 sin
21.04.2026 Ta mija NoBHY BiANOBiANBEHICTH BUPOOHHKA.

Jlana nexnapaiis € unaHa 10 20.04.2031 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. R3M
276 427 B1 dated 21.04.2026 and under the full responsibility
of the manufacturer.

This declaration is valid until 20.04.2031

BinnosinanbHuii 3a CKIagaHHs i
BHIAHHS JeKJIapauii
BiAMOBIAHOCTI:

Responsible for compiling and
issuing the declaration of
conformity:

Micrie i nata BUIAHHS:

Place and date issue:

W
Q
Hupexrop
Director

4.2026
|Il'%9
.‘.“'V:‘“E mﬁﬂ

INpuBathe nianpuemctso «ait» (YOBHOBaXEHUH NPEACTABHUK B YKpaiHi)
Private Company «Gality (Authorized representative in Ukraine)

Bys. 15 kBitHs 6€,c. Baiikiui, TepHoninbchkuil paioH, TepHomninsebka o6aacts, 47711, Ykpaina;

itnyaST, village Baikivtsi, district Ternopil, region Ternopil, 47711, Ukraine; 21.04.2026

3osnotuit Bonoxumup Ilerposuy
Zolotyy Volodymyr Petrovych
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Ne ZZN-13 Penakuis 02
JEKJIAPALS ITPO BIATIOBIAHICTD No ZZN-13 ~ Revision 02
Declaration of Conformity ﬁ;;i;‘ff e hESIE

JlomaTok 0 Aekjapauil BiAnoBigHOCTi
Annex to the Declaration of Conformity

1. IAA0101 3er3et Turanosuii tudr 1.2 S (3 wr) 77 Titanium Post 1.2 S (3 plcce;)

2. TIAAO0121 3er3er TuraHouii LItudr 1.2 M (3 ) 77 Titanium Post 1.2 M (3 pieces)

3. TIAA0131 3er3er Turanoswuit ltudr 1.2 L (3 wr) 77 Titanium Post 1.2 L (3 pieces)

4. TIAAO0151 3er3et Turanosuii Itudt 1.2 XL (3 wr) 77 Titanium Post 1.2 XL (3 pieces)

5. TIAA0201 3er3et Turanosuii [Tt 1.3 S (3 wT) 77 Titanium Post 1.3 S (3 pieces)

6. TIAA0221 3er3et Turanosuii lLtudr 1.3 M (3 w) 77 Titanium Post 1.3 M (3 pieces)

7. TIAA0231 3er3er Turanosuit [tudr 1.3 L (3 wr) 77 Titanium Post 1.3 L (3 pieces)

8. TIAA0251 3er3er Turanouit tudr 1.3 XL (3 wr) 77 Titanium Post 1.3 XL (3 pieces)

9. TIAA0301 3er3er Turanosuii Itudr 1.4 S (3 wr) 7.7 Titanium Post 1.4 S (3 pieces)

10. TIAA0321 3er3et Turanosuii LLItudt 1.4 M (3 ) 77 Titanium Post 1.4 M (3 pieces)

11. TIAA0331 3er3et Turanosuit [tudr 1.4 L (3 mT) 77 Titanium Post 1.4 L (3 pieces)

12, TIAA0351 3er3er Turanosuii Ltudr 1.4 XL (3 wr) 77 Titanium Post 1.4 XL (3 pieces)

13. TIAA0401 3er3er Turanosuit [LItudr 1.5 S (3 wT) 77 Titanium Post 1.5 S (3 pieces)

14. TIAA0421 3er3et Turanosuii gt 1.5 M (3 wT) 77 Titanium Post 1.5 M (3 pieces)

15. TIAA0431 3er3et Turanosuit [lItudr 1.5 L (3 ) 77 Titanium Post 1.5 L (3 pieces)

16. TIAA0451 3er3et Turanosuii Itudr 1.5 XL (3 wT) 77 Titanium Post 1.5 XL (3 pieces)

17 TIAA0501 3er3er Turanosuit [LItudr 1.6 S (3 wT) 7.7 Titanium Post 1.6 S (3 pieces)

18. TIAA0521 3er3et Turanosuii LItudr 1.6 M (3 ) 77 Titanium Post 1.6 M (3 pieces)

19. TIAA0531 3er3er Turanoswuii LlItudr 1.6 L (3 mT) ZZ Titanium Post 1.6 L (3 pieces)

20. TIAA0551 3er3et Turanosuii LItudr 1.6 XL (3 wT) 7.7 Titanium Post 1.6 XL (3 pieces)

21. TIAA0601 3er3et Turanosuii LItudr 1.7 S (3 wr) 77 Titanium Post 1.7 S (3 pieces)

22. TIAA0621 3er3er Turanosuit LItudr 1.7 M (3 wr) 77 Titanium Post 1.7 M (3 pieces)

23. TIAA0631 3er3et Turanosuii [Itudt 1.7 L (3 wr) 77 Titanium Post 1.7 L (3 pieces)

24. TIAA0651 3er3er Turanosuit Itudr 1.7 XL (3 wr) 77 Titanium Post 1.7 XL (3 pieces)

25. TIAAS5001 3er3er TuraHosuit [ITudt attachment (5 wr) 77 Titanium Post attachment (5 pieces)

26. TIAAS5501 3er3et Turanoswuit LTudt attachment ITIK (5 wr) 77 Titanium Post attachment PEEK (5 pieces)

27. TIAA6001 Ha6ip Turanosux LItndris (27 TnTaHoBUX WTHQTIB, 5 Set Titanium Posts (27 titainum posts, 5 post attachments)
aTauMEHiB JUI WTHTIB)

Tpusarse nianpuemctso «anity (YOBHOBAKEHHIA MPEACTABHUK B YKpaiHi)
Private Company «Gality (Authorized representative in Ukraine)

BinnosinansHuii 3a ckiananus i
BUJIAHHS JeKiapatii
BiANOBIAHOCTI:

Responsible for compiling and
issuing the declaration of
conformity:

Micue i nara BUunaHHs:

Place and date issue:

By 15 kBiTHa 6€,c. By
21.04.2026

kiBui, TepHominberkuit paiton, TepHominecbka obnacts, 47711, Ykpaina;

3onotuit Bonogumup Ilerposuy

JupexTop
Zolotyy Volodymyr Petrovych

Director
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