Hexnapania npo riamoriamicre Ne M-UKR-12
Declaration of conformity No.: M-UKR-12

Mu, BapoGauk: MIOEPIYM C.n.A., Bia K. Mapxoni, 83, 16036 Agremno (I'E), Itania
We, Muanufacturer: MICERIUM S.p.A., Via G. Marconi, 83, 16036 Avegno (GE), ftaly

TEEPIKYEMO, o | CromMaTonoriugi Marepiamm;

BHPOOGH MegAIHi: Ena IIEM ¢ikcyBansnuit KOMIO3HT

confirms that medical Dental materials:

products; Ena CEM Luting composite

nepenik BUPoGiB:

Jue. Monarox 1 mo miel Jexnapanii mpo sixnoBingicts

list of products: See Annex 1 to the Declaration of conformity

Kiaac: Kunac Ila srimmo [onarxy 2 TexmiuHoro perNaMeHTY OO MeIMYHHX BUPOOiE,
zareepmkeHoro Tlocranoporo Kadinery MinicTpie Vkpainm Ne 753 eig 2 skorTHS 2013
p-

class: Class Ila according to Annex 2 of Technical Regulation on Medical Devices approved

by the Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013

AKi BATOTORIAIOTLCA !
place of production:

MILOEPTYM C.n.A., Bia K. Mapxkomi, 83, 16036 Apenro (I'E), Iranisn
MICERIUM S.p.A., Via G. Marconi, 83, 16036 Avegno (GE), Italy

BIANOBIA2X0TH BEAMOTaM:

complies the
requivements.

TexH{UHOr0 permaMeHTy NIONO MeIHYHHX BHpoOiE, 3aTeepmxeHOro [ToCTaHOEOO
Kabinery MinicTpis Vipaiau 8iz 02.10.2013 Ne 753

Technical Regulation on Medical Devices approved by the Cabinet of Ministers of
Ukraine Resolution No. 753 of October 2, 2013

Ilponenypa OIiHKHA

BigOOBIHOCT:

Conformity — Assessment
Route:

Honarox 3 (3a BukmrousHAIM BYHKTIE 8-11) Texmiugoro permaMenTy 1070 METUTHHX
BHpoOiB, 3arBepmKernoro [loctaHoBor Kadiwmery MimicTpiz Vipalmm Ne 753 Big 2
skoBTHA 2013 p.

Annex 3 (except for items §-11) of Technical Regulation on Medical Devices approved
by the Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013

Hexnapaniro
Ha migcrTagi:
The declaration is made
on the basis of:

CRIAAACHO

Ceprudikar immopigrocTti Ne PR.705-25, Bnmanrns Nel, Big 22.08.2025 p.
Certificate of conformity Ae.: PR.705-25, edition No. 1, dated 22.08.2025
Tepmin nii cepradikary pinnorinHocTi o 04.12.2029 p.

Certificate of conformity is valid until: 04.12.2029

IpuzHadcHmii opran 3
OIliHKE  BigmoBigHOCTI
Ta iloro
igerrndixaniiianii Koa:

Conformity  assessment
hody with its
identification number:

TorapueTBo 3 odMexenolo sipnopinanericTio «IMIIPYB METAKED»
IOpumrana appeca: Yrpaina, 01042, m. Kuie, Gynerap M. Tpuiivavuenio, 1/27 kiMuara 506-4
(DaxTrHa anpeca: Ykpaina, M. Kuig, 04112, syn. Puseka, 8-A, od. 110

Ten.: (044) 355 50 30, E-mail: info@improvemed.com.ua

TnerTrdvxariidamit kon: UA.TR.120

Limited Liability Company "IMPROVE MEDICAL"

Legal address: Ukraine, 01042, Kytv, M. Pryimachenko Boulevard, 1/27, room 506-4
Actual address: Ukraine, 04112, Kyiv, Ryzska str. 8-a, office 110

Tel.: (044) 355 50 30, E-mail: info@improvemed.com.ua

Identification mumber: UA.TR. 120

VnoenoBa:xeHUii
NPeACTABHHAK B YKpaiHni:

Authorized
represemtative in
Ukraine:

dizuana ocola — mignpuemens Pemrg Jhonvuna Tapacisua

Anppeca: Byn. Topceroi, OyaunoK 3, kB. 9, M. JIeBiB, JIeBiBcBKA Ofmacts, 79018,
VYipaioa

PHOKTIIT: 2151819022

Ten.: +38 (067) 674 36 26

E-mail: lmartin@ulkr.net

Physical entity — entrepreneur Fetsych Lindmyla Tarasivaa
Address: Gorskoi str., 3, app. 9, Lviv, Lviv vegion, 79018, Ukraine
Individual code: 2151819022

Tel.: +38 (067) 674 36 26

E-mail: Imartin@ukr.net

MIINEPTYM C.n.A., Aekmapye BHMKOHaHHA BAMOT TexXHITHOTO permaMeHTyY WIOM0 MEIHYHHX BHpPOOIE,
zareepukeHoro llocranoporo Kabimery Vkpaimm Ne 753 eim 2 wortHa 2013 p. Jleknapaniio CKIajeHO nif

Hexnapanis npo signoeigaicrs Ne M-UKR-12 mificHa 3 29-08-2025 Pegaxuia: 01

Declaration of conformity No.: M-UKR-12 is valid from Version: 01

Hexmapauia mpo gigmorigmicts Ne M-UKR-12 mificHa no 04-12-2029 Cropinxa 1 i3 3
Declaration of conformity No.: M-UKR-12 is yalid until Page 1of 3




LiTKOBUTY BiAnoBigansHicTs BupodHuka MILIEPIYM C.n.A.

under full responsibility of the manufacturer MICERIUM S.p.A.

MICERIUM S.p.A., declares compliance with the requirements of the Technical Regulation on Medical Devices
approved by the Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013. The declaration is issued

CERIUM S.p.A.

- Marconi 83 - 16036 AVEGNO (GE)
.F. e Partita IVA 01199870104
85.7887870 - Fax 0185.7887970

Micue Bugadi: ABEHBO
Place of issue: Avegno
ITignuc ynosHOBaskeHOT 0cobH /

Signature of Authorized person / i

Hasga nocamu, I116 [TpencraBHuK Kommnanii, 1-p Eykenio Migeni
Paiitian Full Nerie Company Representative, Dott. Eugenio Miceli

Hara mignucy: 29.08.2025

Date of signing:

ML.IT.
Stamp

UA.TR.120

Texnapauis npo signoeignicts Ne M-UKR-12 nificHa 3 29-08-2025 Penascuis: 01

Declaration of conformity No.: M-UKR-12 is valid from Version: 01

Jlexnmapanis npo eignosiguicte Ne M-UKR-12 nificHa no 04-12-2029 Cropiuka 2 i3 3
Declaration of conformity No.: M-UKR-12 is valid until Page 20of 3




Hexnapanis npo BinnoBignicts Ne M-UKR-12
Declaration of conformity No.: M-UKR-12

Honarok 1
Annex 1

CromaToJioriuni MaTepiaiu:
Ena HEM dixcyBaibHuii KOMNO3ZHT
Dental materials:

Ena CEM Luting composite

Ne Homep 3a Hazea meauuHoro BUpody Hazea Megu4HOro BHpody
No. KATAaJIOroM aHrificb Kol MOBOKO YKpaiHCHKOI0 MOBOIO
Catalogue Name of medical device in English Name of medical device in Ukrainian
number
1. | CPC DUAL CEMENT ENACEM EHALIEM mHabip uemeHTIB moaBifiHoro
3aTBEPLiHHSA
2. | CPCUDI ENACEM HF UD1 DUAL EHALIEM I'® V]I1 ueMenT noasifHoro
CEMENT 8 g 3aTBepiHHs § I (g)
3. | CPCUD2 ENACEM HF UD2 DUAL EHAIIEM I'd V]I2 uemenT noasiiinoro
CEMENT 8§ g 3aTBepHiHAg 8 T (g)
4. | CPCUD3 ENACEM HF UD3 DUAL EHAILIEM I'® V]I3 ueMeHT noABiHHOrO
CEMENT 8 g 3aTBepAinng 8 r (g)
5. | CPCUD4 ENACEM HF UD4 DUAL EHALIEM I'® V14 uemeHT nozgiliHoro
CEMENT 8 g 3aTBepAiHHA 8 T (g)

Micie Buiagi: ABeHLO
Place of issue: Avegno

[Tignuc ynoBHoBaXkeHOT 0cobu

Signature of Authorized person

Hazga nocagu, I1Ib
Position, Full Name

JHara nignucy: 29.08.2025

Date of signing:

M.IL

MICERIUM S.p.A,

i%)Z[CTaBHHK kommaHii, a-p Eymxenio Miueui
Company Representative, Dott. Eugenio Miceli

Stamp

¥

UA.TR.120

Via G. Marconi 83 - 16036 AVEGNO (GE)

CF.e Partita IVA 01199870104

Tel. 0185.7887870 - Fax 0185.7887970

Hexnapauis npo Bignosinxicte Ne M-UKR-12 niiicha 3
Declaration of conformity No.: M-UKR-12 is valid from

29-08-2025

Pepaknin: 01
Version: 01

Hexnapauis npo BignosigHicts Ne M-UKR-12 nificna no
Declaration of conformity No.: M-UKR-12 is valid until

04-12-2029

Cropinka 3 i3 3
Page 3of 3




