YKPATHCHKIAA
IHCTUTYT
CTAHAAPTIB

Ceprudikar BianmoBigHocTi
[IOBHA CHCTEMaA 3a0e3neueHHs sIKOCTi

Certificate of conformity

Sull quality assurance system

Ne R3M 250 112 B2

BHpoGHHUK: AWTEHA KJITHIKAJT

Manufacturer: ITENA CLINICAL
188 asento Bikropa I'toro, 75016 IMapwxk, @paHitis
188 Avenue Victor Hugo, 75016 Paris, France

YnoBHoeaxxeHuii npecTaBHuk:  ToBapHcTBO 3 00MeskeH010 BianosinanbHicTio «®APMA
Authorised representative: KOHCAJITHHI »
PHARMA CONSULTING Limited Liability Company
ByJ1. loposkna 25, M. Opneca, 65031, Ykpaina, kog €JIPTIOY 41209050
25, Dorozhna str., Odesa, 65031, Ukraine, EDRPOU code: 41209050 .

[ponyxkuis: CromaroJioriuHi MaTepiann Ta iHcTpymMeHTH
Production: Dental materials and instruments

TOB «YIC» sk Opran 3 OUIHKM BiAMOBiIHOCTI 3asBif€, IO 3a3HAYCHUH BUPOGHHMK BIIPOBAAMB CHCTEMY
YNpPaBJIiHHA AKICTIO Ha eTanaX po3poOKH, BUPOOHHIITBA | OCTATOYHOI NepeBipky BUPOGIB BiANoBiaHO 10 JloaaTky
3 (euxmouaroun IlepeBipky mnpoekty) TexHiuHOro pernameHTy IOAO MEAWYHHMX BHpOGIB (3aTBEpIIKEHHMIT
[Tocranosoro KMY Bia 02 sxoBTHs 2013 poky Ne 753)

LLC «USI» as the Conformity Assessment Body declares, that mentioned manufacturer has implemented a quality
management system for design, manufacture and final inspection of the products in accordance with Annex 3
(without Design Examination) of the Technical regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne 753 dated October 02, 2013)

Ceprudikar Bumano ToeapuctBoM 3 obMexkeHOl0 Bimnosinanbhictio «YKPATHCBKHMKM IHCTUTYT
CTAHIIAPTIB», micuesnaxomkenHs: 6yannok 1, Bynuus Onexcanapiscobka, micto Kuis, 03062, Ykpaina.
Homep npusnauenoro oprany UA.TR.137

Certificate is issued by Limited Liability Company «UKRAINIAN STANDARDS INSTITUTE», location:
building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR.137

Pitenns Ne 112-001 Jara nepsunHol ceptudikauii:  30.06.2022
Decision No. Date of initial certification:
Jara Bupaui: 10.09.2024 - HificHuit no: 17.05.2027
Issue date: a4 Expiry date:
Jupextop / /- \ Haranis CTEINAHKIBCbKA
Director ' - % i/ Natalia STEPANKIVSKA

10372
Ceprudikauis npoaykuii

YunnicTh cepThdikaTy BianosiaHocti HeoGxinno nepesiputu Ha odiuifinoMmy Be6-caiiTi

www.usi.biz.ua a6o 3a Tenedonom: +38-050- 818-7-333

The validity of the Certificate of Conformity shall be checked on the official website www.usi.biz.ua or by tel.: +38-050- 818-7-333
Cmopinka | 33




Icropist 3min:

TOB «YIC», micuesnaxomkenns: 6yaunok 1, syanug Onckcanapisenka, micro Kuis, 03062, Ykpaina.
Homep npuznayseroro oprany UA.TR.137
LLC «USI», location: building I, Oleksandrivska street, Kyiv, 03062, Ukraine.
Identification number of the notified body UA.TR. 137

History of changes:

Buayuenns supobis/ Removal of devices

Buksmouetins supobuuuoi ainauxu/ Exclusion of production site

Penaxuis Onuc Jarta

Editorial Description Date
Bl Ilepie Bunauus / First edition 30.06.2022
B2 Hpyre sunanus/Second edition 10.09.2024

Ilepenik BHpoGHHYNX AiIAHOK:
List of manufacturing sites:

1.  AWTEHA KJIIHIKAJI

ITENA CLINICAL

LenTpanbHuii napk, 6yaunok «By», Amne-pe-na-Jlys 97, 93420 Binsnent, @panuis
Central Parc, Bat B, 97 Allée de la Louve, 93420 Villepinte, France
Ipoaykuin: CromaTosioriuni MaTepiaian Ta inCTPyMeHTH

Product:

Dental materials and instruments

IMepenik megnaHHX BHPOGIB:
List of medical devices:

Ne Haiimenysanust megnunoro supody HaiiMmenyBaHHsI MeAHYHOr0 BHPOOY e
No YKpaTHCHKOI0 MOBOIO AN CHKO0I0 MOBOIO Class
) Name of medical device in Ukrainian Name of medical device in English
| JEHTOKJIIK, DENTOCLIC, lla
' CKJIOBOJIOKOHHI IITH(TH Fiber glass posts
5 JEHTOKIJIIK, DENTOCLIC, 1la
' Habopu kits
3 JIEEHTOKIIIK, DENTOCLIC, lla
' PO3rOPTKM ApaiiBep Driver drills
4 JIEHTOKJIIK, DENTOCLIC, la
' LIWJTiHAPO-KOHIYHI PO3TOPTKH Cylindro-conical drills
JEHTOKOP, ‘ . DENTOCORE,
55 marepial AJist CTBOPEHIIsl KyKCH, Core build-up material, Ila
HabopH sets
JEHTOKOP BO/II, DENTOCORE BODY,
6. marepias A CTBOPEHHSI KYKCH, Core build-up material, Ia
HaGopu / 3pa3ku sets / samples
JEHTOKPAYH Eiiu/l, DENTOCROWN HD,
7. KOMIIO3HT [L15l THMUYACOBIIX KOPOHOK | MOCTIB, Composite for temporary crowns and Ila
Habopu bridges, sets
JEHTOTEMII, DENTOTEMP,
8. LIeMEeHT IJ1sl THMYAcOBOT (pikcaulii, Temporary cement, Ila
Habopu / 3pa3ku sets / samples
HYMEPUC I'D, NUMERYS GF,
9. | 6noku CAD/CAM 3i CKJIOBOJIOKOHHOTO Glass fiber composite CAD/CAM Ila
KOMIIO3UTY ' blocks
HYMEPUC I'D, NUMERYS GF,
10. | nuck CAD/CAM 3i CriloBOJIOKOHHOTO Glass fiber composite CAD/CAM disk lla
KOMIO3HUTY

Jonarkosa iHdopmanis no Ceprudiikary sisnosianocti Ne
Supplementary information to the Certificate of Conformity No.

R3M 250 112 B2
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TOB «VYIC», micuesnaxoasenns: 6yaunox 1, Byanus Onekcanapiscbka, micro Kuie, 03062, Ykpaita.

Homep npusnauenoro oprany UA.TR.137

LLC «USI», location: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR.137

e HajlimenyBanusi meauunoro supooy HaiimenyBanust Mmeauunoro supo0y e
No pra'l'.HCbK(}l(? MOEBOIO ANTJiHCBKOI0 MoBol0 Class
' Name of medical device in Ukrainian Name of medical device in English
1 HYMEPHC EituC, NUMERYS HC, lla
" | 6moku CAD/CAM 3 ribpuaHoi kepamiku Hybrid ceramic CAD/CAM blocks
12 HYMEPHC EiiuC, NUMERYS HC, lla
" | auck CAD/CAM 3 ribpuaHoi kepamiku Hybrid ceramic CAD/CAM disk
[MPOBITEMIT, PROVITEMP,

13. | uemeHT TUMuacoBoi dikcauil, Temporary cement, Ila
Habop# / 3pas3ku sets / samples
PEDJIEKTHUC, REFLECTYS,

14. | yHiBepcanbHUii pecTaBpalliiiini KOMNO3HT, Universal restorative composite, Ila
HabopH / 3pasku sets / samples
PE®DJIEKTHUC DJIOY, REFLECTYS FLOW,

15. | TexyumH yHiBepcanbHHI KOMNO3UT, HAbOpH Flowable universal composite, Ila

sets
TOTAIJILIEM, TOTALCEM,

16. | camonpoTpaBnioBabHUI/ caMOaAre3UBHHIA Self-etch/ self-adhesive composite Ila
KOMIO3HTHHH LieMeHT, HabopH / 3pasku cement, sets / samples ' :
TOTAJI LI-PAM, TOTAL C-RAM,

17. | anre3uBHMI KOMMO3UTHHN LIEMEHT NOCTIHHOT Permanent adhesive resin cement, Ila
¢ikcauii, Habop# / 3pa3ku sets / samples
MTA BIOPEIT, MTA BIOREP,

18. | OiokepaMiuHUi penapaTUBHHI LIEMEHT, Bioceramic reparative cement, ITb
HabopH ' sets
MTA BIOCIJI, MTA BIOSEAL,

19. | GiokepamiuHuii cunep 1s KopeHeBMX KaHanie, | Bioceramic root canal sealer, IIb
Habopu sets

Honatkosa inopmauis 1o Ceprudikary Bianosinnocri Ne
Supplementary information to the Certificate of Conformity No.

Jupexrop
- Director

Harania CTEITAHKIBCBKA
Natalia STEPANKIVSKA
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