septodont

Septodont letterhead.

Oexknapauis npo BignosigHicTe N2UAOD2
Decfaration of conformity NeUAOD2

TexHiMHOMY perfnaMenTy Woaa MeguuHUX BUpo6iB, 3aTeepmxeHomy MNoctaHoBo KaGiHety MinicTpis Ykpainw
N2753 sig 2 oBTHA 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N2753 on 2 Qctober 2013

MNepenik MeauyHUX BUpOSiB:
List of medical devices:

Aue. Joaatok 1 go uiei Aeknapadii npo BiAnNoBigHICTL
See Annex 1 to the Declaration of conformity

BHpoGHUK:
Manufacturer:

CENTOAOHT

58, P gt lNoH ae Kpeteir 94107 CeHT-Mop-ae-docce -
OpaHuyis

SEPTODONT

58, rue du Pont de Créteil 94107 Saint-Maur-des-fossés
Cedex - France

YnoBHoBaXeHWH NpeacTaBHMK B YKpaiHi:
Authorized representative in Ukraine:

TOB «Kparia MegrexHika»,

04107, m. KuiB, Byn. barrosyTiecbka, 6yn.17-21,
Ykpaiua. Ten.: 0 800 21-52-32

EnekTpoHHa nowTa: uarep@cratia.ua, EAPNQY:

38670845

LLC "Cratia Medtekhnika"

04107, Kyiv, Baggovutivs'ka Str. 17-21, Ukraine
Tel.: O B0 21-52-32

Knacudgikauin:
Classification::

Knac III (flonatok 2, TexHiYHOro pernaMmeHTy Woao
MeauyHUuxX  BWUpobiB, 3areepaxeHoro  [locTaHoBok
KabiHeTy MinicTpie ¥Ykpainn N°753 Big 2 »xosTHa 2013
POKY)

Class IIT (Annex 2, of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of
Ukraine N°753 on 2 October 2013)

Mpouenypa oUiHKK BiANOBIAHOCTI:
Conformity Assessment Route:

AoaaToKk 3 TexHiYHOro pernaMmeHTy WoaAo MeAuuHWX
eupoGie, aaTeepaxeHoro [MoctaHosow KabiHeTy MinHicTpis
YrpaiHu N9753 Big 2 xoBTHR 2013 p.

Annex 3 of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013

Homep cepTudbikaTta sianosigHocCTi:
Certificate assessment of conformity number:
CTpok pii cepTudrikaTa BignosigHoCTI:
Certificate assessment of conformity is valid untif:

N? PR.865-20

3 20.01.2020 p. no 26.05.2024 p..
since 20.01.2020 p until 26.05.2024 p.

Homep ceprndrikata nepeBipkn npoexry:
Prgject Verification Certificate Number:

N? PR.BG4-20

3 15.01.2020 p. no 26.05.2024 p.
since 15.01,2020 until 26.05.2024

Mpwv3aHaueHWd opraH 3 ouiHKK
BignosigHocTi Ta Horo
ineHTdikauifHmMii kop

Conformity assessment body with its identification
number:

ToBapwucTeo 3 0GMexeHolo BiaNoBiAaNbHICTIO
«¥YKpaiHcbknidi HaykoBuid IHCTUTYT Ceprudiikadii»,
UA.TR.116

timited Liability Company " Ukrainian Scientific Institute of
Certification ", UA.TR.116

CETTTOAOCHT AeKN3PYE BNKOHAHHS OCHOBRUX BUMOI OO MEANYHOO BUpOBY, 3rigro Aoaatky 1 TeXHIYHOro pernaMeHTy
HOAG MEAMUHMX BUPOGIB, 3aTaepameroro floctarosoio Kabinety Minictpia Yipainn N2 753 i 2 w0BTHA 2013 p.
SEPTODONT deciares the fulfilfment of basic requirements for medical devices, according to Annex 1 of Technical
reguiations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013.

Micue Bupgauvi: CenT-Mop-ge-®occe — ®paHuin

Crpok aii po: 26.05.2024 p.

Place of issue; Saint-Maur-des-fossés - France Valid untif:  26.05.2024
Rara: 22.01.2020 Homep: N2UADD2 Pepaxkyin: 1 Cropinka 13 2
Date:r 22.01.202( Number: NCUADD2 Version: 1 Page 1 of 2
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Fuif Mame of Authorized person | Position

Aata nianucy | Nianuc ynoeHoBa)xeHOT ocobu
Date of signing | Signature of Authorized person

NIb ynoBHoBameHoi ocobu | Hazea nocaam

22.01.2020

Aopatok 1 po Aexnapauii npo BignosigHicte NeNeUA0D2

Annex 1 to Declaration of conformity No. NeUAQO2

Homep 32 Ha3zea Meaunuiioro supoby Hazsa Mean4ytoro Bapoty
M n/n KATATOrom: anrAiiicbko0 MoBOIO YKpaiHCLKO MOBOXO
Catalogue number: Name of medical device in English Name of medical device in Ulrainian
BiogentH, 6i0oakTHEHNY 3aMiHHHEK
1 2458-2468/5 Biodentine TEHTHHY
biogeuTHH, GioakTHBIR 3aMiHHMK
2 2458-24658/15 Biodentine JEITHITY

Place of issue:

Micue BMaauyi: CeHT-Mop-ae-docce — dpanLLin

Saint-Maur-des-fossés - France

Crpok fii go: 26.05.2024 p.

valfid untii:

fAata nianucy | Mignuc ynosHoBaxeHoi ocobu 22.01.2020

Date of signing | Signature of Authorized person

MNIB ynoBHoBa)XeHoi ocobu | Hazepa nocaau

Fulf Marme of Authorized person | Position

26.05.2024
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signer ce document.

Fait le 9-/,{/ 4=

Aara: 22.01.2020 Homep: N2UADD2
Date: 22.01.2020 Number: MOUAGOZ

Pepakuin: 1
Varsion: I

CropiHka 2 i3 2
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