Hexnapanis npo eignosigaicrs Ne M-UKR-09
Declaration of conformity No.: M-UKR-09

Mmn, Bapodnuk: MINEPIYM Ca.A., Bia K. Mapxoni, 83, 16036 Aremso (I'E), Itanis
We, Marnufacturer: MICERIUM S.p.A., Via G. Marconi, 83, 16036 Avegno (GE), Italy
NigTBEpPIKYEMO, mo | CromaToxorigai MaTepiami:’

BHpOOH MeHIHI:
confirms that medical
products:

Ena BoHjJ agre3nBHa CHCTEMA
Dental materials: o
Ena Bond Adhesive system

Neperik BAPoGiB:

Jus. Homarok 1 a0 niei Jexnapaii mpo BiomosiggicTs

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

Knac: Knac Ila sriggo Jomatky 2 TexHiUHOTO perlaMeHTY WIONO MEIWYHMX BHpPOOIB,
saTsepmikenoro Ilocragosore Kabinery MinicTpis Yrpaiam Ne 753 ig 2 xoetHs 2013
P

class: Class Ia according io Annex 2 of Technical Regulation on Medical Devices approved
by the Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013

fIKi BATOTOBJIAIOTLCA: MILEPIVM C.n.A., Bia JK. Mapxomi, 83, 16036 Apenro (I'E), Itamis

place of production; MICERIUM S.p.4., Via G. Marconi, 83, 16036 dvegno (GE), ftaly

BIIMOBIA2IOTE BHMOTAM:

complies the

TexmiuHoro pernaMeHTy MOAC MeTHIHAX BREpPOOIE, zaTEepkerory IlocTaHOROMK
Kabinery Minictpis Yrpaium gig 02.10.2013 Ne 753
Technical Regulation on Medical Devices approved by the Cabinet of Ministers of

requirements: Ukraine Resolution No. 753 of October 2, 2013
Tiponexypa ouinxn | Mogatok 3 (3a euxmouyeHHEIM TyHKTIE 8-11) Texmitnuoro pemamenTty OQ0 MeAUIHHIX
RinmoRinHOCTI: BHpoOiB, 3aTRepmkenore IMocTanorow Kabimery Mimicrpie Vipalnu Ne 753 Big 2

Conformity  Assessment
Route:

#oBTHT 2013 p.
Annex 3 (except for items 8-11} of Technical Regulation on Medical Devices approved
by the Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013

HJexaapamiro
Ha miacTaBi:
The declaration is made
on the basis of:

CKIATeHO

Cepmugikar simnorizaocti Ne PR.705-25, punanns Nel, eig 22.08.2025 p.
Certificate of conformity Ne.: PR.7035-23, edition No. 1, dated 22.08.2025
Tepmin mif cepradixary Bignosizpocti go 04.12.2029 p.

Certificate of conformity is valid until: 04.12.2029

IpuzHagenui opram 3
OIMKHA  BigmoRigHocTi
Ta lioro
inenmadicaniiinnii xon:

Conformity  assessment
body with its
identification number:

TorapucTeo 3 06Mexenowo BignoesigarsnicTio <IMIIPYB MEAUKE»

YOpupauna anpeca: Vipaina, 01042, m. Kule, Gynseap M. Ipuitvagerxo, 1/27 ximuara 506-4
Daxrrana afpeca: Yrpaina, M. Kuie, (4112, Bym. Puzska, 8-A, od. 110

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

Inenidikaniiaui xoo: UA.TR.120

Limited Liability Company "IMPROVE MEDICAL"

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

Tel.: (044) 335 30 30, E-mail: info@improvemed.com.ua

Identification mumber: UA.TR 120

‘YHnoeHOBaKeHAH
TpeacTaBHPK B YKpaini:

Authorized
representalive in
Ukraine:

®Pizngaa ocoda — mignpaeMens Penpy Jlrogvmna Tapaciena

Appeca: Byn. loporroi, Oymmaox 3, xB. 9, M. JIeeiB, JIopiecpka obmacts, 79018,
Vkpaina

PHOKTIIT: 2151819022

Ten.: +38 (067} 674 36 26

E-mail: Imartin/@ukr.net

Physical entity — entrepreneur Fetsych Liudmyla Tarasivana
Address: Gorskoi str, 3, app. 9, Lviv, Lviv region, 79018, Ukraine
Individual code: 2151819022

Tel.: +38 (067} 674 36 26

E-mail: Imartinf@ukrnet

MINEPIYVM CarA., pgexnapye BHKOHAHHS BHMOr TeXHIUYHOTO PeriaMeHTy IIOM0 MEIHIHHX BHPOOIB,
sareepienoro Ilocranosow Kabinery Vikpainm Ne 753 gig 2 moptas 2013 p. Jlexnapamito CKIameHo Mif
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Declaration of conformity No.: M-UEKR-09 is valid from Version: (1
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UiNKOBUTY BifnosifaneHicTs BUupodHuka MILEPIVM C.nLA.
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
under full responsibility of the manufacturer MICERIUM S.p.A.

Miciie BHaui: ABEHBO

IMignuc ynoBHOBaXKeHOT 0COOH

MICERIUM S.p.A.
rconi 83 - 16036 AVEGNO (GE)

7887870 - Fax 0185.7887970

Via & Ma
Pl issue: A "
ace of issue: Avegno /% ’ﬁ;%ﬂm IVA 01199870104
v i ‘ .

Signature of Authorized person

Hazea nocanu, I [pencraBauk komnadii, 1-p Eymxenio Miueni
Company Representative, Dott. Eugenio Miceli

Position, Full Name

Hara mignucy: 29.08.2025

Date of signing:

M.IL.
Stamp

UA.TR.120
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Hexnapanis npo signosiguicrs Ne M-UKR-09
Declaration of conformity No.: M-UKR-09

Honatox 1
Annex 1

CromaroJioriuni maTepiaan:
Ena Bouja aaresmBHa cucreMa

Dental m

aterials:

Ena Bond Adhesive system

Ne Homep 32 Ha3ea Meau4yHOr0 BHpOOY Hazea mean4uHoro BHpooy
No. KATAJOTOM AHIIiHCLKOI0 MOBOIO YKpaiHebKO0I0 MOBOIO
Catalogue Name of medical device in English Name of medical device in Ukrainian
number
1. | COSM300A ENA-BOND ONE COMPONENT EHA-BOH/JI oaHO xOMITOHEHTHHI GOHIIHT
BONDING
2. | COSM300A2 ENA-BOND ONE COMPONENT EHA-BOH/] oaHo kOMNOHEHTHHH GOHIIHT 2 M1
BONDING 2 ml (ml)
3. | COSM300D ENA-BOND CATALYST EHA-BOH]I karanizatop
Micue BHIaui: ABeHBO ) Hata migmacy: 29.08.2025
Place of issue: Avegno Mé{) Date of signing:
[Tiagnuc ymosHOBaXkeHOT 0cOOM M.IT.
Signature of Authorized person / Stamp
Hasea nocanu, [M1B eICTaBHUK KoMmaHil, a-p Eymkenio Miveni
Puasition Full Newe ompany Representative, Dotl. Eugenio Miceli

MICERIUM S.p A,
Via G. Marconi 83 - 16036 AVEGNO (6E)

CF. e Partita IVA 011998

70104

Tel. 0185.7887870 - Fax 0185.7887970

UA.TR.120
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