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Aexnapauia npo signosigHicte NCUAO14
Declaration of conformity N¢ UAO14

TexHiYUHOMY pernaMenTy WOAO MEAUUHNX Bupo6is, sateepaykeHomy MocraHosoro KaG6inery Minicrpia Ykpaium

N2753 Bin 2 aoBTHA 2013 p.

Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013

Mepenik meanuHnx BupoGis:
List of medical devices:

Oue. [onatok 1 o wiei Aexnapadii npo signosigHicTb
See Annex 1 to the Declaration of conformity

BupobHuk:
Manufacturer:

CENTOAOHT
58, Pio aio MoH ae Kpeteii 94100 CeHT-Mop-ge-docce -
®paHuis

SEPTODONT
58, rue du Pont de Créteil 94100 Saint-Maur-des-Fossés -
France

YnosBHoBaXXeHMii NpeacTaBHUK B
YkpaiHi: .
Authorized representative in Ukraine:

TOB «Kpartin MegrexHika»,

04107, M. Kuis, Byn, BarrosyTiscbka, 6ya.17-21,
Ykpaina. Ten.: 0 800 21-52-32

EnekTpoHHa nowTa: uarep@cratia.ua, EQPMNOY:
38670845

LLC "Cratia Medtekhnika"
04107, Kyiv, Baggovutivs’ka Str, 17-21, Ukraine
Tel.: 0 800 21-52-32 i

Knacudikayin:
Classification:

Knac III (Jopatok 2, TexHiuHOro pernaMeHTy woao
MeauuHux Bupob6iB, 3aTBepaxeHoro [lOCTaHOBOWO
Kabinety MiHicTpis Ykpainm N°753 Bi 2 %O0BTHA 2013
poky)

Class IIT (Annex 2, of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of
Ukraine N9753 on 2 October 2013)

Mpoueaypa ouinkun
BignoBigHoOCTI:
Conformity Assessment Route:

Donartok 3 TexHiuHoro pernameHTy WoOAO MeAWYHUX
BUpo6iB, 3aTBepaxeHoro [oCTaHOBOK Kabinety MiHicTpia
Ykpainu N2753 Bia 2 xoBTHS 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 ceprudikara signosigHocri:
Certificate assessment of conformity
number:

Crpok gii cepTugikara
BignosigHoCTI:

Certificate assessment of conformity is valid
until:

N? PR.1378-24

3 22.03.2024 p. no 06.03.2028 p.
since 22.03.2024 until 06.03.2028 p.

Homep cepTudikaTa nepesipku

npoeKTy:
Project Verification Certificate Number:

N2 PR.1377-24

3 22.03.2024 p. no 21.03.2029 p.
since 22.03.2024 until 21.03.2029

MpuanayeHnit opraH 3 oLiHKN
sianosigHOCTI Ta ioro
ineHTudikauiiiHnii ko
Conformity assessment body with its
identification number:

Tosapucrao 3 06MexeHoI0 BinnosiganbHicTo
«YkpaiHcbknii Haykosuii InctutyT Ceprundikaunii»,
UA.TR.116

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

Aara: 22.03.2024

Date: 22.03.2024

Number: N°UAO14

Homep: N2 UAO14

Pepaxuyis: 1

Version: 1

Cropinka 1 i3 3 J
Page 1 of 3
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CETMTOLOHT aexknapye BUKOHaHHS OCHOBHUX BUMOT L{OA0 MEAUNHOIO BUpoBy, 3rigHo foaatky 1 TexHidHoro
pernamenTy wono meauytnx supobis, 3arsepaxeroro floctanosoio Kabinety Minictpis Yipaitu N° 753 sig 2 woBTHS

ieptodont 2013 p.
U SEPTODONT declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical
T regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013.

Micue sBuaaui: CeHT-Mop-ge-@®occe - ®panuia  Crpok gii go: 06.03.2028 p.

Place of issue:  Saint-Maur-des-fosseés - France Valid until: 06.03.2028
| fAata nignucy | Mianuc ynoBHoBaxeHoi ocobn 22.03.2024
Date of signing | Signature of Authorized person
NIB ynosHoBsaxeHoi ocobn | Haasa nocagwn
Laurent ARTAUD | Deputy Qualified Person L\n_
SEPTODONT

gtail
58, Rue du Pont de Crétail
94100 SAlNT-MAUR-DES-FOSSES
FRANCE

;f.;:&";"‘:&” Chambre de Comimerce et
Ki( N ) :‘H;:U:U-e de région Paris

é. g g | Ne-de-France
\{WT‘LXf-JM le pagsident, ﬁ 5
RUIMY Celia,
Vu exclusivement pour
certification matérielle de la signature
de (Seen exclusively to certify the
above signature) Laurent ARTAUD

Date: 22.03.2024 Number: N°UAQ14 Version: 1 Page 2 of 3

Aata: 22.03.2024 Homep: N2 UAO14 Pepakuyin: 1 CropiHka 2i3 3 J
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foaarok 1 no fleknapauii npo signosigHictb Ne UA0O14

Annex 1 to Declaration of conformity No. UA014

Howmep 3a Hassa meanunoro BupoGy Ha3sa meguuaHoro Bupody
N n/n KATA/10rom: aHrJifichKo0 MOBOIO YKpaltchikoi0 MOBOIO
Caialogue number: Name of medical device in English Name of medical device in Ukrainian
2465-338S/200 | Biodentine XP Biogentun XP, 6ioakTHBHMIi
1 3aMiHHHUK JCHTHHY
2468-338S/500 | Biodentine XP Biogentun XP, 6ioakruBHHKi
2 3aMiHHHK ICHTUHY
2458-246S/5 Biodentine™ BioxeHTHH, 610aKTHBHHMIA
3 3aMiHHUK JICHTHHY
2458-246S5/15 Biodentine™ Biogenrtun, 6ioaxTHBHHIA
4 3aMiHHUK IEHTHHY
Micue supaui: CeHT-Mop-ae-®occe — ®paHuin CTpok aii po: 06.03.2028 p.
Place of issue: Saint-Maur-des-fossés - France Valid until:  06.03.2028
Aata nianucy | Nianuc ynosHoBaxeHoi oco6u 22.03.2024

Date of signing | Signature of Authorized person
NIB ynosHoBa)keHoi ocobu | Hazsa nocagu

Laurent ARTAUD | Deputy Qualified Person i

SEPTODONT

58, Rue du Pont de Créteil
94100 SAINT-MAUR-DES-FOSSES
FRANCE

Oarva: 22.03.2024 Homep: N2 UAO14 Pepakuyin: 1 Cropinka 3 i3 3 ‘I
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