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Mr.r, I-{upxousau C.p,tr

3HixoAr.rMocr 3a a.upecorc: Bia An ,(ep Aap 7 ,39030 fafis, Imnir
rlr.rM caMxM AeKnapy€Mo rrpo HacTy[He:

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

herewith declare that:

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 Bl dated 21.04.2026 and under the full responsibility
of the manufacturer.

This declaration is valid until 20.04.2031

TexHivua 4oxytrleHralris Ha I',le4uuuufi rupi6 pospo6leua ra
BrrpoBarxeHa.,(ernapauir siAnosiauocri crnaAeHa Ha

niac'rani ceprrzQixary sianoniAHocri Ne R3M 276 427 Bl sip'
21.04.2026 ra ni.[ nonny siAnoei,qanrHicrr nupo6unra,

,{aua lernapauiq e qIaHHa Ao 20.04.2031 p.

MeAuqni rupo6u:

Medical devices

flepenir nupo6in:

List ofproducts:

Bupo6Hur:
Manufacturer:

Agpeca:

Address'

YnosHosaxeHr.rft [pe.{craBHHK B

Yrpaihi ra aapeca:

Aut horize d re pre s e ntative in
Ulqaine and address:

Knacr.upirauia:

ClassiJication:

Bnqesxa3aui aupo6r,r siAnosi,(arctr

OCHOBHUM BI,IMOftIM AJI' MEA}IqHI,IX

aupo6in griAuo:

The above products meet the

essential requirements for nedical
devices according to:

OpnaH e ouiHxr.r siAnoer,unocri:

C onformity as s e s s me nt b ody :

Turar{oei lllrui[rn
Titanium Posts

Aun. AoAaror I (27 nafiveHynaur)
See. Annex I Q7 items)

I{upxoHean C.p.a
Zirkonzahn S.r.l.

Bia An,(ep Aap 7, 39030 faftg
Via An Der Ahr 7, 39030 Gais, Italy

flpunarHe niAupr.teucT no < la,rir>
ayn. l5 KsiTHs, 6e, c. Eafirisui, TepHonirucrrufi pafion, Tepuoninrcrxa o6lacrr, 4TTll,Yrpeiiua;
Ter.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64;e-mail: office@galit.te.ua; www.galit.te.ua

P riv ate C ompany < G al it t
68, 15 Kvitnya St., village Baikivtsi, district Ternopil, region Ternopil,47711, Ukraine; Phone:

0800502998; +380930818778; +380503381064; E-mail: ffice@galit.te.ua; www.galit.te-ua.

Knac 116, .{o4a.ror< 2 Texsiquoro pernaMeHry ulo.(o MeAIrqHux nrapo6ia, saraepAxenufi flocraHosolo

KMY gia 02 NosrHs 2013 pory Nr753

Class IIb, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N0753 on October 2nd, 2013

,[oaarry I TexHi.rHoro pernaMeHry uloro MeAr.rrrHnx nr.rpo6in, 3arBepAxeHilfi flocraHosoro KMY siA

02 xosruc 2013 poxy N753. 3acrocoaaHa npoueAypa ouinru siAnosi.uuocri sri.qno .(oAatry 3

Brirrle3ra.uaHoro pennaMeHry: 3a6esneqeHH, t[yHruiouynannrl KoMnJIeKcHoi cucreMu ynpanninnr

sricrp (la nuurrrou nyuxrin 8-1 1)

Annex I of Technical regulation on medical deyices, approved by Decree of Cabinet of Ministers of
Ukraine J',1b753 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-l l)
TOB "Yxpaiucrxufi Iucruryr Cran.qaprin", 6yAunox 1, ryruqr Onercan4pincbxa, Micro

Krair, 03062, Yxpaiua. Horrlep rpl,I3HaqeHoro opraHy UA.TR'137
LLC Ukrainian Standards Institution, address: building l, Oleksandrivska street, Kyiv,

03 062, Ukraine. Identification rytrnlg! dlle UA.TR.137

BiAnosiAa6Hril sa crra"(aHHs i flpurarue ni4npuevcrao <laair> (YnonuonaNeuuil npelc'rasuur n YxpaiHi)

Br,rragHrr aernapauii Priyate Company <Galitt (Authorized representative in Ukraine)

si,qnosirr{ocri:

Responsible for compiling and
issuing the declaration of
conformity:

Micqe i Aara Br.rAaHrur: nyn. 15 xui:rm 6e ,c. Eailxisui, Tepnonilrcrrrafi pafion, Tepnoninrcrxa oolac, r, 477 1 1 ' Yrpziiua;

Place and date issue: -.rr;Uh94.2026 ', village Baikivtsi, district Ternopil, region Ternopil, 4771 1, Ul',taine; 21.04.2026

,{npexrop ^..tyz fruil 3yg'1'Y:Hi.YlLT:T..-".1f
Zol o tyy Vol o dymyr P e tr ovyc h
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Declaration of Cr 'orm
No ZZN-13 Revision 02

,Il,araua6pauurqussocri: 21.04.2026

AoAarox Ao AexJlapauii siArosiAHocri
Annex to the Declaration of Conformity

# Harsa uc:Jtql t0ro arrpodv yrpaittcl,xoro rtoloto
Name of nrcdical device in Ukrainian

I TIAAOlOl 3er3er Trrauosuft lIIrnQt 1.2 S (3 ur) ZZTitanitm Post 1.2 S (3 Pieces)

) TIAAOI2I 3er3er TuraHoaufi lllrrlrlr 1.2 M (3 utt) ZZTitanium Post 1.2 M (3 pieces)

3. TIAAO13l 3er3er Turauosnfi lllrnrpr 1.2 L (3 ur) ZZTitanium Post 1.2 L (3 pieces)

4. TIAAOl5I 3er3er Turanosr.rii lUrr'rrpr 1.2 XL (3 u:r) ZZTitaniumPost 1.2 XL (3 pieces)

5. TIAAO2OI 3er3er TuraHosraft [IruQr 1.3 S (3 ur) ZZTitanium Post 1.3 S (3 pieces)

6 TIAAO22I 3er3er TriraHosuii lllrurpr 1.3 M (3 ur) ZZTitanitmPost 1.3 M (3 pieces)

7. TIAAO23l 3er3er Trranosuft IIIraQr 1.3 L (3 ur) ZZTitanium Post 1.3 L (3 pieces)

8. TIAAO25I 3er3er Turanosrlft [Jru$r 1.3 XL (3 ur) ZZTituiumPost 1.3 XL (3 Pieces)

9. TIAAO3OI 3er3er Ttmanosuft lllrurlt 1.4 S (3 utt) ZZTitanium Post 1.4 S (3 pieces)

10. TIAAO32I 3er3e'r Trlratroauft IIIrr.rQr 1.4 M (3 ur) ZZTitmitm Post 1.4 M (3 Pieces)

TIAAO33I 3er3e'r TtrraHosnfi [IIruQr 1.4 L (3 ur) ZZTitanium Post 1.4 L (3 Pieces)

2. TIAAO35I 3et3er Tnrauosufi lllrr.rtpr 1.4 XL (3 ur) ZZTitanitmPost 1.4 XL (3 Pieces)

3. TIAAO4Ol 3er3er TuraHonuft [Irur['r 1.5 S (3 ur) ZZTitanium Post 1.5 S (3 pieces)

4. TIAAO42l 3er3er TriraHogufi lIIruQr 1.5 M (3 u:r) ZZTitaniumPost 1.5 M (3 pieces)

5 TIAAO43I 3er3er TnraHosufi IIIrlrQr 1.5 L (3 ur) ZZTitaniumPost 1.5 L (3 pieces)

16. TIAAO45I 3er3er TrraHosufi IIIrU$r 1.5 XL (3 ur) ZZTitaniumPost 1.5 XL (3 Pieces)

t7. TIAAO5OI 3er3erTuraHosufi Illrurpr L6 S (3 ur) ZZTitanium Post 1.6 S (3 pieces)

18. TIAAO52I 3er3er Tu'ranosnft [Irra$r 1.6 M (3 ur) ZZ Titanium Post 6 M (3 pieces)

19. TIAAO53I 3er3er Trirauosufi lllrurpr 1.6 L (3 ur) ZZTitaniumPost 6 L (3 pieces)

20. TIAAO55I 3er3er Tnrauosuft lllrurpr 1.6 XL (3 ur) ZZ Titanium Post 6 XL (3 pieces)

21. TIAAO6OI 3er3erTHTaHonufi lllrlrrlr 1.7 S (3 ur) ZZTitanium Post 1.7 S (3 pieces)

22. T14A062I 3er3er TuraHosnfi IIIruQr 1.7 M (3 ur) ZZTitanium Post 1.7 M (3 pieces)

23. TIAA063I 3er3er TuraHoauft lllruQr 1.7 L (3 ur) ZZTitanium Post 1.7 L (3 pieces)

24. TIAA065I 3er3er Tltranosuft [Irur[r 1.7 XL (3 ur) ZZTitanium Post 1.7 XL (3 piec.es)

25. TIAA5OOI 3er3er Turasonnfi llIrH$r attachment (5 ur) ZZTitanium Post attachment (5 pieces)

26. TIAA55OI 3er3er TlrraHosui lIIruQr attachment fIIK (5 ur) ZZTitanium Post attachment PEEK (5 pieces)

11 TIAA6OOI Ha6ip Turanonro< tllrur[rin (27 rurauonux rururfdr, 5

araqMeHis lm urruQrin)
Set Titanium Posts (27 titainum posts, 5 post attachments)

Bi,qnosi.qanrHr,rft sa cxra{aHHg i flpnnarHe [iAnplr€McrBo <faair> (Ynonuoraxenufi npeAgraBHl4r n Yxpaini)

Br,rIaHHrr AexJraparlii Private Company <Galitt (Authorized representative in Ukraine)

si.qnosiAHocri:

Responsible for compiling and
issuing the declaration of
conformity:

Micue i Aara Br.rAaHHr: oyr. 15 xn

Place and date issue: 21.04.2026
6E, lTKvitnygsQillage Baikivtsi, district Ternopil, region Ternopil, 477 I I , Ut<raine; 21.04.2026

,(upexrop 
'.Xi;WW 

3onorlrfr Bonoararr,lup flerpoBllq

Director ^ro:92 [/ N€:-- Zolotyy Volodymyr Petrovych

oyr. l5 xnirus 6e,c. Elrcinui, TepHonimcrrufi paitol, Tepnonilrcrxa o6racrL, 47711, Yxpaiua;
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Kataqorosult
HOrfrep

Ha:sa N,reA[qHoro rupoOy aHuificbKolo MoBoto

Name oJmedical device in English

I l.


