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D e c I ar at io n of C o nformity

.ll! ZZN-05 Pe,qaxqir 02

No ZZN-05 Revision 02

,{arana6pannrqlt*rocri: 21.04.2026
date:

Mr.r, {uprousan C,p.rr

3HaxoAr,rMocc aa arpecorc: Bia An Aep Aap 7, 39030 fafis, Irarir
ur,rM caMrrM AeKnapyeMo npo HacTynHe:

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 tull responsibility
of the manufacturer.

This declaration is valid until 20.04.203 I

Texuivna.qoryiaeHraqic sa ueruquufi unpi6 polpo6,leua ra
BnpoBaAxeHa.,{ernapauir siAnosiaHocri cKJIaAeHa Ha

ni.(crasi ceprra{ixaty sianoni.{Hocri Ne R3M 276 427 Bl sil.
21.04.2026 ra nig nonuy nianoniaaarnicrr nupo6uura.

,(ana gernapaqir e vuuua.4o 20.04.2031 p.

Me.quqni urpo6a:

Medical devices

Ileperix aupo6in:

List ofproducts:

Bupo6uur:
Manufacturer:

Agpeca:

Address'

YnosHosaxeHufi [pe,qcraBHLIK B

Yxpaihi ra aApeca:

Authorized representative in
Ulvaine and address:

Knacrar[irauir:

Classification:

Buuesra3aHi rupo6u siAnosi,(alot
OCHOBHI,IM BI,IMOftIM AIC MEAI,IqHUX

rr,rpo6in sri.uno:

The above products meet the

essential requirements for medical
devices according to:

Opran r oqiHru si,qnosi.qnoc"ri:

C o nfor mity as s e s s me nt b o dy :

lsfiHrosa cucreMa
Screw Tec

AEs. AoAarox I (5 Haftuenynanr)
See. Annex I (5 items)

I{upronsau C.p..rt
Zirkonzahn S.r.l.

Bia An ,{ep Aap 7, 39030 fafig
Via An Der Ahr 7, 39030 Gais, Italy

flpuna, ue nignpueucrno <laair>
ryr. l5 KsirHg, 6e, c. Eafirisui, Tepuonimcrrr.rft pafton, Tepuoninrcrra o6racru, 477ll,Yrpaiaa;
Ter.: 0 800 502998: +38 093 081 87 78;+38 050 338 l0 64;e-mail: office@galit.te.ua; www.galit.te.ua

P r iv ate C ompany < G a I it st

68, 15 Kvitnya St., village Baikivtsi, district Ternopil, region Ternopil,477ll, Ulqaine; Phone:

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

Knac 116, Aoaaror 2 TexHi.rHoro perJraMeHry [Ioao Me,uur{Hux nnpo6io, satuep.{xeuufi floc, axosolo

KMY siA 02 xosrHs 2013 poxy N753
Class IIb, Annex 2 of Technical regulation on medical devices, approved by Deuee of Cabinet of
Ministers of Ukraine N0753 on October 2nd, 2013

.(oaarxy I TexHi.{Horo pernrueHry uroAo Me.qutlHr,Ix wrpo6ir, sa, aepAxeHuft flocranosorc KMV siA

02 xosrHq 2013 pory J1!753. 3ac'rocosaHa npoueAypa ouiHKr.r sianoshHocri gri.qHo Aoaatry 3

Br.rule3ra.qaHoro pernzrMeHry: 3a6egueqesHr r[ynruioHyaaHn, KoMruIeKcHoi cllgreMn ynpan.niHnr

cricrrc (sa nurr rxorra nyurrin 8-l l)
Annex I of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ulqaine lttb753 on October 2nd,2013. Conformity assessment procedurefollowed: Annex 3 above

mentioned technical regulation: Ensuring the functioning of a comprehensive quality management

system (excluding points 8-1 l)
TOB "Yxpaiucbrufi IHcrl,tTyr Crau4apria", 6yAnuox l, aynuqr OlexcaHApincbxa, Micro

Kr.rin, 03062, Yxpaiha. Houep npl,I3HaqeHoro opmlry UA.TR.l37
LLC Ukrainian Standards Institution, address: building l, Oleluandrivska street, Kyiv,

0 3062, Ukraine. Identil number of the UA,TR,I37

BianosiaanrHllfi ga cKaa[aHuc i
Br4raHH, aexnapauii
si.(nosiAHocri:

Responsible for compiling and
issuing the declaration of
conformity:

Micue i aara BH.[aHHc:

llpruatre nilnpllencrno <fanir> (Ynonuonaxenufi npe.4crannux n YrpaiHi)

Private Company <Galit> (Authorized representative in Ukraine)

Eafi xisui, TepHonimcrrcufr pafiou, Tepuonilr,crxa o6,nactr, 47 7 1 l, Y xpaiua;

Baikivtsi, district Ternopil, region Ternopil, 477 I I , Ul<taine; 21.04.2026

3onorr.rfi Bologttl,tttp flerponnu
Zo I o tyy Vo I odymyr P e tr ovYc h

,..$tr
FY..rtr
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flex"narArlrfl rlpo BqnonrAHrcrb .Il! ZZN-05 Pe,qarqir 02
No ZZN-05 Revision 02

,{araHa6panurqsnnoqri: 21.04.2026Declaration of date:

tcul u€vtLe ilt \ f ne<lical device in English

I SSAAO02O Pi:l6osa Bcrasxa Thread insert

2 SSAAO04O fsuHr M1,4x6,7 Screw M1,4x6,7

3 SSAAOO4I fslmr M1,4x6,2 Screw M1,4x6,2

4. ssAAl00l fsuur M 1,4x6,7 : pi:r6oeon BcraBKolo Screw MI,4x6,7 with thread insert

5 SSAAI lOI faHnr M1,4x6,2 : pi:r6onoro BcraBKoro Screw M1,4x6,2 with thread insert

Aoaaror Ao AeKnapauii niluosiaHocri
Annex to the Declaration of Conformity

BianosiAanrHlrfi ga crna,qaHHc i flpuaatue niAnpLI€Mc'rBo (farirD (Yuonnonaxeu[tr upe.ucraBHux n Yrpalni)
BqAaHrur aexrapaqii Private Company <Galitt (Authorized representative in Ulvaine)
siAnosi,qHocri:

Responsible for compiling and
issuing the declaration of
conformity:

Micue i Aara BilAaHHfl: ayn, 15 rairru 6e,c. Eafirisqi, TepHoniarcsxuh pafiou, Tepnonimcrra o6aactr, 477 I I, Yrpdiaa;
Place and date issue: 21.04.2026

6E, l5 Kyilrya St., vi]kge Baikivtsi, district Ternopil, region Ternopil, 4771 1, Ukraine; 21.04.2026

,{upexrop "ot$ffi[fl 
3ororufi Bonoluuup flerpoBlrrr

Director ..tly- / ,/Ef&-- Zolotyy Volodymyr Petrovych
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