JTEKIAPALS [TPO BUIOBIAHICTD No 22005  Revison2
Declaration of Conformity ﬁ;‘;;;i;‘ff el ELAENS

Mu, Hupkonsan C.p.n
3HaxoauMocs 3a anpecoro: Bia An lep Aap 7, 39030 I'aiis, Itanis
LUM CaMUM JIEKJIapy€EMO NP0 HACTYIIHE:

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

Menuuni Bupobu:
Medical devices

[Tepenik B1poOiB:
List of products:

BupoGuuk:
Manufacturer:

Anpeca:
Address’

VYTOBHOBaKEHHUH
VkpaiHi Ta anpeca:
Authorized representative in
Ukraine and address:

NpeACTaBHUK B

Knacudixartis:
Classification:

BuieBkaszani BMpoOM BiANOBiNalOTH
OCHOBHHM BHMOTaM JUIsl MEIMYHHX
BUPOOIB 3riJHO:

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

OpraH 3 OL[HKH BiMOBiZHOCTI:
Conformity assessment body:

I'BuHTOBA cHUcTEMA
Screw Tec

Jus. noxarok 1 (5 HaliMeHyBaHb)
See. Annex 1 (5 items)

[upkon3zan C.p.1
Zirkonzahn S.r.1.

Bia An Jlep Aap 7, 39030 I'ait3
Via An Der Ahr 7, 39030 Gais, Italy

ITpuBaTHe nianpuemMcTBo «I"ayiT»

By.1. 15 Kitns, 6€, c. Baiikisui, Teproninschkuit pation, TepHomninsceka o6nacts, 47711, Ykpaina;
Tem.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64; e-mail: office@galit.te.ua; www.galit.te.ua
Private Company «Gality

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.

Knac 116, Jlonarok 2 TeXHi4HOTO perjiaMeHTy II0A0 MeAUYHUX BUPOOGiB, 3aTBepkenuii [ToctanoBoo
KMY iz 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 TexHi4HOrO periamMenty Moa0 MEAMYHHX BUPOGIB, 3aTBepakenuii [locranosoro KMV Bin
02 sxosras 2013 poky Ne753. 3acrocosana mpoleaypa OLIHKH BimmosimHocti srimHo [domatky 3
BHILE3TafaHOr0 periamenty: 3abesneveHHs (yHKLIOHYBAHHS KOMILIEKCHOT CHCTEMH yNpaBIIiHHS
AKICTIO (3@ BUHATKOM IyHKTIB 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 "Ykpaincbkuit Incturyt Ctanpapris", GyauHok 1, Bynmus OnekcanapiBebka, MicTO
Kuis, 03062, Ykpaina. Homep npusHadenoro oprany UA.TR.137

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

TexuiuHa H0KyMEHTALlis HA MEAMYHHUI BUPiO po3poliieHa Ta
BrpoBapkeHa. Jlekapallis BiAMOBiAHOCTI CKIa1eHa Ha
niacrasi ceprudikary sianosignocri Ne R3M 276 427 B1 Bin
21.04.2026 Ta nix MOBHY BiAMOBifaIbHICTH BUPOOHHMKA.

Jlana nexnapatis € unnHa 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

BianosizansHuii 3a ckiiafaHHs i
BHUJIaHHA AeKapauii
BiIMOBIAHOCTI:

Responsible for compiling and

Tpusare miznpuemctso «[amit» (Y 1oBHOBaXeHHU} MpeaCcTaBHUK B Y KpaiHi)
Private Company «Gality (Authorized representative in Ukraine)

issuing the declaration of T LI
conformity: .“‘F‘“E nlﬂﬂp,,;’...
Micue i nara BUAaHHs: .Q‘Qq*g’ Bynl 15 K'Fhé‘g,c. Baiikisui, TepHoninseokuii paion, TepHominbchka obnacts, 47711, Ykpaina;
Place and date issue: & * %
5 wge Baikivisi, district Ternopil, region Ternopil, 47711, Ukraine; 21.04.2026
n
Jupexrop E 3onoruit Bonogumup Ilerposuy
Diacicr S Zolotyy Volodymyr Petrovych

Cropinka 132
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JEKIAPALS TTPO BIIOBIAHICTH No 22005  Rewson0
Declaration of Conformity E_;;i,',’ff e S

B,

Jlomarok 10 neksapauii BiamoBigHoCT
Annex to the Declaration of Conformity

SAA0020 Pi3b6oBa Beraska Thread insert
2. SSAA0040 I'Bunt M1,4%6,7 Screw M1,4x6,7
3 SSAA0041 I'Bunt M1,4%6,2 Screw M1,4x6,2
4. SSAA1001 ['BuHT M1,4%6,7 3 pi3s60BOIO BCTABKOIO Screw M1,4x6,7 with thread insert
3 SSAA1101 I'Bunt M1,4%6,2 3 pi3b60BOIO BCTABKOIO Screw M1,4x6,2 with thread insert

BianosinansHuit 3a ckiagaHys i
BUJIAHHS JeKapauil
BiAnoBigHOCTI:

Responsible for compiling and
issuing the declaration of
conformity:

Micue i 1ata BUIaHHS:

Place and date issue:

Jupekrop
Director

[Mpusarue mignpuemctso «Iamit (YoBHOBaXEHHI NPEICTABHUK B Y KpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

Byl 15 xBitHa 6€,c. Baiikiui, TepHominbebkuii paiion, TepHominbceka oGnacte, 47711, Ykpaina;
21.04.2026

6F, 15 Kv;tn a St., vi age Baikivtsi, district Ternopil, region Ternopil, 47711, Ukraine; 21.04.2026
2,
ot/

3onotuii Bonoaumup IletpoBuy
Zolotyy Volodymyr Petrovych
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