OEKINAPALIA NPO BIANOBIAHICTL
DECLARATION OF CONFORMITY
(Pedakuis / Version 1)

No. 3105-19 31.05.2019

Bupo6Huk: AMTEHA KNIHIKAT, 83 Asento ®ow, 75116 Mapwx, Opanuis,
Manufacturer: ITENA CLINICAL, 83 Avenue Foch, 75116 Paris, France,

NPeAcCTaBneHMd  YyNOBHOBaXEHMM NpeACTaBHMKOM B YkpaiHi: TOB  «DAPMA
KOHCAJTTUHIM», Byn. [lopoxHa, 25, M. Ogeca, 65055, Ykpaina, kon €APMOY 41209050, Ten.
+38-048-734-34-00, B ocobi aupekTopa CasaHckkoro C.B., wo aie 3a AosipeHicTio Ne 6/H Bin
17.09.2018,
represented by the authorized representative in Ukraine: PHARMA CONSULTING LLC.,
25 Dorozhna str., Odesa 65055, Ukraine, Code EDRPOU 41209050, tel. +38-048-734-34-00, in
the person of the Director Mr. S.V. Sazanskyi acting under Power of Attorney No. w/o dtd
17.09.2018,
niaTeepaxye, Wo meauyHi supobu: CromaronoriuHi maTepianu, HasegeHi 8 [oaarky Ne 1
Ao uiei [eknapauii npo signosigHicTb, Toprosoi mapku ITENA, knac lla, Ta knac lib,
HEeCTepUnbHi, AKi BUTOTOBJSIAOTLCA:
confirms that medical devices: Dental materials, indicated in Annex No.1 to this Declaration of
Conformity, of ITENA brand, class lla and IIb, non-sterile, produced by:

ITENA CLINICAL, located at: 83 Avenue Foch, 75116 Paris, France,
BignoeigaloTe BUMoOram TexHIHHOro pernameHTy WOAO MeauyHUX BupobGis, 3aTBepaKeHOro
MoctaHosolo KMY Ne 753 sig 02.10.2013 p., Ha ertanax npoeKTyBaHHs, BUPOGHULITBA,
3bepiraHHa Ta peanisadii. Mpoueaypa OUiHKK BiANOBIAHOCTI NpoBefeHa 3riHO 3 3a3HaYeHUM
TexHiYyHUM pernaMeHToM LWoAO MeauyHux BupoBis, pgopatok Ne 3  3abeaneyeHHs
PyHKLIOHYBaHHS KOMMNMEKCHOT CUCTeMM YNpaBniHHA AKICTIO (3@ BUHATKOM Nepesipkv NpoexTy).

meet the requirements of the Technical Regulation on medical devices approved by the
Resolution of Cabinet of Ministers of Ukraine No. 753 dtd 02.10.2013 at the stages of design,
manufacturing, storage and realization. Conformity assessment procedure has been conducted
according to the mentioned Technical Regulation on medical devices under Annex N 3
application of the full quality assurance system (except for the design examination).

Ceprudpikat signosigHocti Ne UA.TR.101-408.508-2019 Big 31.05.2019, BnaanHunin opraHom 3 OLiHKM
Bignosigxocti [1YO "TMonitexmen" (Ne UA.TR.101, atecrar akpeauTauii HAAY 10174).

Certificate of Conformity No. UA.TR.101-408.508-2019 of 31.05.2019 issued by the notified body
Ukrainian State Association "Politechmed"” (Ne UA.TR.101, NAAU accreditation certificate N 10174).

TepmiH aii ao / Valid till 30.05.2024.
[leknapadjio cknageHo nig BUKNKYHY BiAnosigansHicTe BUpobHuKa.
This Declaration is made under the sole responsibility of the ma,

C.B. CasaHcokui/ S.V. Sazanskyi -
Avpektop TOB «®APMA KOHCANTUHM /T / A
Director of PHARMA CONSULTING LLC -~ ‘[).
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