Ne ZZN-05 Penakuis 01
JIEKJIAPAILLS TTPO BULTOBIIHICTD No ZZN-05 Revisioa 01
s ~ g . Jlara HaGpaHHs YUMHHOCTI: 26.07.2024

Declaration of Conformity Effective date:

Mu, Linpronsan C.p.a
3HAXOAMMOCH 3a aapecoio: Bia Au Jlep Aap 7. 39030 Taiis. Itanis
MM CAMUM JIGKJIAPYEMO MPO HACTYITHC:

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

Meanuni Bupobu:
Medical devices

[lepenix BUpoOiB:
List of products:

BupoOHuk:
Manufacturer:
Azpeca:
Address

Y noBHOBa)KECHUH
Ykpaini Ta aapeca:
Authorized representative in
Ukraine and address:

MPEACTaBHUK B

Knacudikartis:
Classification:

Buieskasani BUpoOM BIAIOBIAAIOTH
OCHOBHMM BHUMOTaM Ul MEAMYHHX
BUPOOIB 3riAHO:

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

Oprat 3 OLIHKH BiAMOBIAHOCTI:
Conformity assessment body:

I'BUHTOBA CHCTEMA

Screw Tec

JluB. noxarok 1 (5 HaliMeHyBaHb)
See. Annex | (5 items)

Linpkonsan C.p.a

Zirkonzahn S.r.l.

Bia An Jlep Aap 7. 39030 Iaii3

Via An Der Ahr 7, 39030 Gais, ltaly

[Mpusarne nianpuemctso «laniT»

Bysi. 15 Kaitnsi, 6€, c. BaiikiBui, TepHoninsehkuii paiion, TepHoninbsenka o0nacts, 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»

6FE, 15  Kvinya St, village  Baikivisi,  region  Ternopil, 47711, Ukraine;
0800502998 +380930818778: +380503381064; E-mail: officetwgalit.te.ua; www.galit.te.ua.
Knac Ha. Jloaarok 2 TeXHIMHOIO periavenTy o0 MeMYHUX BUpoOiB. saTBepkennid [locranoBoto
KMY i 02 wosths 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

Jlonarky 1 TexHiuHOro perjaMenTy 1o/10 MeHYHIX BUpoOiB, 3arBepukennit [Toctanosoro KMV Bin
02 xostHs 2013 poky No753.
BULIE3raaHOr0 periamenty: 3abesrnedeHHs (YHKIIOHYBAHHA KOMIICKCHOT CHCTEMH YyNpaBliHHs

Phone:

3actocoBaHa Mpoleaypa OuUiHKMA BianosiaHocti 3rigHo Jlonatky 3

SIKICTIO (32 BUHSTKOM NYHKTIB 8-11)

Annex | of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine No753 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)

Tosapuctso 3 oOmexenoto Bianosinanbhictio «YKPMEJICEPT», 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, 1a Drahomanova street, of. 2; Tel.
(067) 595 02 30; Conformity assessment body No. U.A.TR.099

TexHivuHa A0KyMeHTallis Ha MeAnUHUid BUpi0 pospodicHa Ta
BripoBa/ukena. Jlekaapaitis BIANOBIHOCTI CKIIALCHA HA TACTaBI
cepruikary sianosianocti Ne UA.MD.337-21 penaxuis 02 Bin

26.07.2024 ra iz noBHY BULNOBiAALHICTL BUpoOHKKa. [/laHa

Jieknapattis € unnna 10 14.03.2026 p.

I'he 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

BianosiganbHuii 3a cKaasanHs i
BUJIAHHS JIeKIapaLlii Bi/INOBIAHOCTI:

Responsible for compiling and

issuing the declaration of conforn junassmy,
o WE Ninp, %,

\J
Micue i s1ata BUjaHHs: ’g‘:*&"
Place and date issue: i*Q
RS
Jupekrop s
Director - 4t

g «TAGIT»

[pusatre nianpuemerso «lamim (Y noBHOBaXkKeHHWH NpeacTaBHUK B Y KkpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

aiikiBii, TepHoniabebkuii paito, Teprorniibebka o0aacTs, Ykpaina; 26.07.2024
ge Baikivtsi, region Ternopil, 47711, Ukraine; 26.07.2024

3onotuii Bonoaumup Ilerposuy
Zolotyy Volodymyr Petrovych
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‘ No ZZN-05 Penakuis 01
JIEKJAPALIS [TPO BUIITOBIIHICTD No ZZN-05 Revision 01
[ . n . s Jlara HaGpaHHs YUMHHOCTI 26.07.2024
Declaration of Conformity Effective dote:
Jlonarok
Annex
Ne Karanorosuii HOM\,p Ha3sa MeAHUYHOIO BUPOOY aHIIIACHKOI MOBOKO Ha3sa menuHoro BUpoOdy yKpaiHChbKOK MOBOK
1. SSAA0020 Thread insert Pi3sboBa THTAHOBA OCHOBA
2 SSAA0040 | Screw M1,4x6,7 Il [ BHHT 3 WHATHAPHUHOIO rosioBKOK M1,4x6,7
3 SSAA0041 Serew M1 4x6,2 | TennT 3 uninaprunoio ronoskoo M1,4x6,2
4. SSAA1001 Screw M1.4x06,7 with thread msert I b1 ["BHHT 3 UHATHAPHUHOIO TOIOBKOK Ta BeTaskoio M1,4x6,7
5. SSAAL10] [ Screw M1,4x6.2 with thread insert | ["BMHT 3 UMAIHAPHUUHOIO FOJIOBKOIO Ta BeTaBkoto M1,4x6,2
BianosinanbHuii 3a mnaﬂaHHa i Ipusarue nianpuemcrso «l anity (Y noBHOBaXKEHHI Npe/IcTaBHUK B Y KpaiHi)
BU/AHHSI JleK1apauii Bhﬂnoemnoc ri: Private Company «Galit» (Authorized representative in Ukraine)
Responsible for compiling and
issuing the declaration of conformity:
g n of conf Spsnnren,,
Miclie i 1aTa BUiaHHs: ‘O‘Q swe A0 "d‘fwl Hsi 6€.¢. bathapui. Teproninbesknii paion, Teproninbebka o6nacts, Ykpaina: 26.07.2024
Place and date issue: | ’.QQ* 6L. R va St., Baikivtsi, region Ternopil, 47711, Ukraine; 26.07.2024
Jlupextop : 3os0T1uit Bosoaumup Ilerposuu
- (raars -
Director i [ € Zolotyy Volodymyr Petrovych
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