
Ann"[.q.pArlrfl IIpo Br4nouAHICTb
Ns MZD-04
No MZD-04
Crauov xa:
Eflective date:

Peaaxqir 02

Revision 02

08.06 2026
D e cl ar at i on of C onfor mity

MeAu.rHi wrpo6n:

Medical devices

llepenin nr.Ipo6ia:

List ofproducts:

Brapo6uur:

Manufacturer: 
_

A.qpeca:

Address'

VnosHosaxeHr.rfi

[pe,qcraBHxK B

VrpaiHi ra a,qpeca:

Authorized
representative in
Ukraine and
address:

Klacvtpixauir:
Classifcation:

flpoueaypa
npoBeAeHHq oulHKr4

BrAnoBuHocTl:

Compliance
assessment
procedure:

Marepia-ru croN.r arorori..l
Dental materials

Mepr,{eura,'r fu6X
Merz Dental GmbH

KiQepaer l, 24321, Jhoren6ypr, Hiveq.IuHa
Kieferweg 1, 24321 Liltjenburg, Germany
Ter./Tel.: +49 (0)4381 403-0
Ererrpouna norura / Email: info@merz-dental.de

flpusarue ni4npuevcrro <fanir>
ayn. l5 KsirHr, 6e, c. Bailxieqi, Tepuoni,rrcsrcafi pafton, Tepuoni:rtcrrca o6lacrr, 477ll,Yxpaina]'
Ten.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64; E:rexrpoHHa rorxra: office@galit.te.ua; inrepHer:
www.galit.te.ua
Private Company <Galit >

6E, l5 Ktitnya St., village Baikivtsi, district Ternopil, region Ternopil, 477I I, Uktaine;
Phone: 0800502998; +380930818778; +i80503381064; Email: ffice@galit.te.ua; internet: www.galit.te.ua.

K:rac I, ,{o1aror 2 Texuiqnoro pernaMeHry ilIoAo MeArlqHrlx nNpo6in, raruepAxealtft flocraHosorc KMY sia 02 xoBrHr

2013 pory Ne753

Class I, Annex 2 of Technical relulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
Np753 on October 2nd, 2013

Ao.qaror J\! 8, nynrra 1-4 (Iopqaor sIiIcHeHHq euyrpiruuroro KoHrponrc nupo6nuqrua MeAvr{HI4x uapo6in) -

Texniqnufi perlaMeHT [roAo Me.{r.rr{H]4x ar.lpo6in (oarsepANeuni flocraHosorc KMV sia 02 xoerH.fl 2013 pory N0753)

Appendix No. 8, points l-4 (Procedurefor internal controLbfthe production ofmedical devices) - Technical regulations

on medical devices (approved by Resolution of the CMU dated October 2, 2013 No. 753)

Ih
No

Houep :a xaruorou /
REF

Ha:aa erpo6y yxpaincrxoo vogorc
Producl name in Ukrainian

Ha:aa arpo6y auuiicsroro voaom
Producl nane in Enslish

1084035 Piara cyuiu arpr,raris M-PRINT Tray, loxra xolropy
axaa. 1000 r

Liquid acrylate mixture M-PRINT Tray
aoua- 1000 s

2 1084036 Pi4racyuiuaxprraris M-PRINT Tray, roxxa raprvo-
DoxeBoro rorroov- 1000 r

Liquid acrylate rnixture M-PRINT Tray hot-

oink. 1000 e

3 108404 l Pi4racyuiu axpularia M-PRINT Xipyprivnufi ua6loH
HT. rorip aecsrro-sereuNi. 1000 r

Liquid acrylate rnixture M-PRINT Surgical
suide HT sorine-seen- 1000 s

4 1084045 Pi4ra cyuiu axpruaria M-PRINT Trayin, roaip caoHoaa

xicra- 500 r
Liquid acrylate mixture M-PRNT Tryln ivory,
SOOo

5 1084046 Pi,qra cyuiu axpruaria M-PRINT Trayin, roaip cloHoaa
ricrxa- 1000 r

Liquid acrylate mixture M-PRINT Tryh ivory,
I 000s

6 1084047 Pi,qxa cyuiu axpmaria M-PRINT Trayin, xolip
qcsa.500 r

Liquid acrylate mixture M-PRINT TryIn gurn,
s00o

7 1084048 Piara cyuiu axpuarie M-PRINT Trayin, rolip
rcna. 1000 r

Liquid acrylate mixture M-PRINT Tryh gum,
I 0OOo

Mu, npnnarue ni4npuevcrno "f alir",
3HaXOAHMOC.S 3a aApecorc:

Byn. l5 rnirm, 6e, c. Dafirieui, TepHoninrcrxufr pairolr,
Tepuonimcrra o6t., 4771l, Yxpaiha

ur,rM caMlrM AeKJIapyeMo flpo HacTynHe:

Briuesxa3aHi eapo6N sianoeiAarorr, ocHoBHnM Bl.rMoraM anq N{eal4qHhx nr,rpo6io
:riaHo Texui.rloro pernaMeHTy utoao MeAH'{HHx rapo6ia (:areep,uKeHai
flocraHosoro KMV eia 02 rcoorur,20l3 pory J',{!753)

Texxi,lHa 4oxyveu'raqir Ha veAn'{xi er.rpo6a po:po6nega ra BnpoBa.DKeHa

,{ercnapaqir cxJraaeHa nia noBHy sjanosiaansHicrs anpo6Hnra
BianosiAa,'nxicr6 :a aocroeipHicrr uaAauoi aor<yueuraqii uece nnpo6Hnr

laHa 4erurapaqir e uuuHa Ao 22 BepecHq 2028 pory

We, Private Company <Gali$,
located at:

6E, 15 Kvitnya St., village Baikivtsi, district Temopil,
region Ternop il, 47 7 | I, Ukraine

herewith declare that:

The above products meet the essenlial requiremenls Jor medical devices
according to Technical regulalions on medical devices (approved by
Resolution oJ the CMU dated October 2, 201j No 753)
The technical documentalion/or the medical device has been developed and
implemented. The declaralion is made under the full responsibility of the
manufacturer. The manulacturer is responsible for lhe authenticity of the
p r ov i de d do cume nta t i on.

This declaration is valid until 22'd of September, 2028.

BiAnosiAanrHnft ga cKra.qanH-s i IpI4BarHe ni.{npl4eMcrBo <falir> (VnonuonaNeuufi [peAcraBHLIr< r Vrpaiui)
BxIaHHt AeKlapauii ni.qnoni4nocri: Private Company <Galitt (Authorized representative in Ukraine)

Responsible for compiling and
issuing the declaratio n of c onformity :

Micqe i ,qara Br.uaHHr: ^116^ uq 6e,c. Bafinieui, Tepuoni,rscsnni4 pai4oH, Tepuoni,rrcrra o6nacrb, Yrpaina;
Place and date issue;

St, yjllage Baikivtsi, district Ternopil, region Ternopil, 477 11, Ulcraine;

,{upexrop if*foftff 3ororzft Borosrzuup rlerponuv

Director t4\ soo{r"Jlwt Zolotvv volodvmvr Petovvch
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