Ne MZD-04 Penaxuis 02

JEKJIAPAIIIA ITPO BIAIIOBITHICTH No MZD-04 RElSHTI0D

o o CraHoM Ha: 08.06.2026
Declaration of Conformity Effective date:
Mpu, nipusatHe mignpremcrso “Tamit”, We, Private Company «Galit»,
3HaxX04UMOCH 3a aapecolo: located at:
ByJI. 15 kBitHS, 6€, c. balikisui, TepHoninscekuii paion, 6E, 15 Kvitnya St., village Baikivtsi, district Ternopil,
TepHominsckka 0011., 47711, Ykpaina region Ternopil, 47711, Ukraine
LIMM CaAMHM JEK/Iapy€EMO TIPO HACTYITHE: herewith declare that:

MenuyHi BUpoOH:
Medical devices
[epenik BUpobiB:
List of products:

Bupobuuxk:
Manufacturer:

Anpeca:
Address’

YoBHOBaXEHUH
MPE/ICTAaBHMK B
VYxpaini Ta anpeca:
Authorized
representative in
Ukraine and
address:
Knacudikauis:
Classification:

ITpouenypa
MPOBCACHHS OL[HKH
BIANOBIAHOCTI:
Compliance
assessment
procedure:

Marepiaiu cTOMaTONOrYHI
Dental materials

Ne Homep 3a katanorom / | Ha3sea Bupoby ykpaiHCbKOK MOBOIO Haz3ea supoGy aHrIIificbkolo MOBOO
No REF Product name in Ukrainian Product name in English
1 1084035 Piaxa cymiw akpunarise M-PRINT Tray, noxxa komsopy Liquid acrylate mixture M-PRINT Tray
akea, 1000 r aqua, 1000 g
2, 1084036 Pinka cymiw axkpwiatis M-PRINT Tray, noxxa rapaqo- Liquid acrylate mixture M-PRINT Tray hot-
poxesoro konvopy, 1000 r pink, 1000 g
& 1084041 Piaka cymim akpunatis M-PRINT  Xipypriunuit wa6non Liquid acrylate mixture M-PRINT Surgical
HT, konip Becuano-3eneuuii, 1000 guide HT spring-green, 1000 g
4, 1084045 Pinka cymim axpuiaris M-PRINT Trayin, konip cnonosa Liquid acrylate mixture M-PRINT TryIn ivory,
Kictka, 500 © 500g
5. 1084046 Piaka cymimn axpuiatis M-PRINT Trayin, konip cioHopa Liquid acrylate mixture M-PRINT TryIn ivory,
kicrka, 1000 r 1000g
6 1084047 Pinxa cymiw akpwnaris  M-PRINT  Trayin, KoItip Liquid acrylate mixture M-PRINT TryIn gum,
sicha, 500 r 500g
7 1084048 Piaka cymimr axpunatrie M-PRINT Trayin, Komip Liquid acrylate mixture M-PRINT TryIn gum,
acHa, 1000 r 10002
Mep3 denran I'm6X
Merz Dental GmbH

Kidepser 1, 24321, Jioren6ypr, Hiveuunna
Kieferweg 1, 24321 Liitjenburg, Germany
Ten./Tel.: +49 (0)4381 403-0

Enextponna nowta / Email: info@merz-dental.de

I[TpuarHe niAnpreMcTBo «aiT»

Byl1. 15 KsitHs, 6€, c. Baiikisui, TepHONiNbChkAii paitor, TepHoninechka 06aacts, 47711, Vkpaina,

Ten.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64; Enexrpouna mowra: office@galit.te.ua; inrepHer:
www.galit.te.ua

Private Company «Galit»

6F, 15 Kvitnya St., village Baikivtsi, district Ternopil, region Ternopil, 47711, Ukraine;

Phone: 0800502998; +380930818778; +380503381064; Email: office@galit.te.ua; internet: www.galit.te.ua.

Knac I, logatox 2 TexHi4HOTO pEerinaMenTy Hoa0 MeaAHYHUX BUPoGiB, 3aTBepmkeHui [ToctanoBoro KMV Bin 02 sx0BTHA
2013 poky Ne753

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

Jonarok Ne 8, nynkta 1-4 (Ilopsanok 3AiACHEHHS BHYTpILIHBOTO KOHTPONIO BUPOOHMULUTBA MEJMYHUX BUpOOIB) -
Texuiuuu pernaMeHT IOA0 MeaudHIX BHpoOiB (3aTBepmxenuit [Tocranosoro KMY Bix 02 xoertas 2013 poky Ne753)
Appendix No. 8, points 1-4 (Procedure for internal control of the production of medical devices) - Technical regulations
on medical devices (approved by Resolution of the CMU dated October 2, 2013 No. 753)

Buineskazani BUpOOU BiANMOBIAOTE OCHOBHHM BUMOTaM [UTS MEAWMUHKUX BUpoGiB  The above products meet the essential requirements for medical devices
3rigHo TexHIYHOrO pernameHty 1ON0 MEAMYHUX BHpOOIB (3aTBepkenuii  according to Technical regulations on medical devices (approved by
[Toctanosoio KMY Bia 02 »c0BTHs,2013 poky Ne753) Resolution of the CMU dated October 2, 2013 No. 753)

TexHigna AOKyMeHTaLis HAa MeauuHi BMpoGM pospobnena Ta snposamkena.  The technical documentation for the medical device has been developed and

eknapawisa  ckiageHa

Mia  NOBHY  BjAnoBijaneHicTe  BUpoOHuKa.  implemented. The declaration is made under the full responsibility of the

BianosiganeHicTs 3a JOCTOBIPHICTh HAAAHOT AOKYMEHTALIT HECE BUPOOHHMK. manufacturer. The manufacturer is responsible for the authenticity of the

provided documentation.

Jana nexkaapauis € unHHa 00 22 BepecHn 2028 poky This declaration is valid until 22"¢ of September, 2028.

BignoBiganeHuii 3a cKIagaHH i ITpuBatHe ninnpueMctBo «[ami™ (YIOBHOBaXKEHUN MPEICTABHUK B Y KpaiHi)
BUIAHHA AcKIapaLii BiNMoBiTHOCTI: Private Company «Gality (Authorized representative in Ukraine)
Responsible for compiling and

issuing the declaration of conformity:

Micue i nara Bunanns:
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3 08.06.2026 \ 2
N 2 y
JlupexTop NE[ n Cyin f Vi 3onotnit Bonogumup [etpoBuy
ol ; -
W et %% 309df 4 : 5 Zolotyy Volodymyr Petrovych
“f%q w ‘,;\ t.’.‘
- 0 b g
¢.~:f,,__ ,rmmnl_;::i’,ﬂ Cmopiuka/ Page 1 3/of 1




