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Aexnapauin npo signosignicte N2UAOO1
Declaration of conformity N®UA0O1

TexHiuHOMY pernaMeHTy Woao meanuHux Bupo6is, 3aTeepaxeHoMy MNMoctaHosoto KaGineTy MinicTpiB Ykpaiun )
N2753 sin 2 xoBTHR 2013 p.

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

2013

Mepenik meguuHUx Aus. Jopatok 1 Ao ui€i Aeknapadii npo BiagnosiaHicThL

Bupobip: See Annex 1 to the Declaration of conformity

List of medical devices:

Bupo6Huk: CENTOAOHT

Manufacturer: 58, Pio po Mo pe Kpeteih 94107 CeHT-Mop-ae-docce - dpanuisa
SEPTODONT
58, rue du Pont de Créteil 94107 Saint-Maur-des-fossés Cedex - France

YnoBHOBaMeHUn TOB «KpaTtia MegrexHika»,

npeacraBHUK B YKpaiHi: 04107, M. Kuis, Byn. barrosyTiscbka, 6ya.17-21, Ykpaina. Ten.:

3Ll$hc.1rized representative in 0 800 21-52-32

aine.

EnexTpoHHa nowrTa: uarep@cratia.ua, €E4PMOY: 38670845
LLC "Cratia Medtekhnika"

04107, Kyiv, Baggovutivs’ka Str. 17-21, Ukraine

Tel.: 0 800 21-52-32

Knacudikauia: Knac IIa (dopatok 2, TexHiYHOro perfnaMeHTy LWoA0 MeauuHWUX
Classification: Bupobis, 3aTBepaxeHOro MocTaHopoto KabiHeTy MinicTpis YkpaiHm N2753
Big 2 »oBTHA 2013 poky)

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

Mpoueaypa owiHku Oopatok 6+8 TexHiYHOro pernaMeHTy WOAO MEAUYHMX BUPOGIB,
BignoBvigHOCTI: 3aTtBepaxeHoro [MoctaHoBoto KabiHeTy MiHicTpiB Ykpainu N9753 Big 2
Conformity Assessment Route: >»KOBTHA 2013 p.

Annex 6+8 of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine N2753 on 2 October 2013

Homep ceprudikara N? PR.866-20
Binqpainuocri:
Certificate assessment of 3 03.07.2024 p. no 31.12.2027 p.

conformity number:

Crpok pii cepTudgrikara
BignoBigHOCTI:
Certificate assessment of
conformity is valid until:

since 03.07.2024 until 31.12.2027

NMpuaHaveHuit oprax 3 ToBapMcTBO 2 06MEXXEeHOI0 BignNoBigasbHicTIO

OUiHKW BignoBigHOCTI Ta | “YkpaiHcbkuii Haykosuii Incrutyr Ceprudikauii», UA.TR.116
jioro i ACHTH dJiKauiﬁHMﬁ Limited Liability Company " Ukrainian Scientific Institute of Certification ",
KoR UA.TR. 116

Conformity assessment body with
its identification number:

CEMNTOAOHT pexnapye sukoHaHHs OCHOBHUX BUMOI WOAO MEAUYHOro BMPOGy, 3rigHo [ogatky 1 TexHiuHoro
PErnaMeHTy WoaAo MeaNYHNX BUPoGIs, 3aTsepaxeroro floctaHosow Kabinery MinicTpis Yxpaitn N° 753 Big 2 XoBTHS!
2013 p.

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

Micuye suaaui: CenT-Mop-pge-@occe — ®panyis  CTpok aii go: 31.12.2027 p.

Place of issue: Saint-Maur-des-fossés - France Valid untit: 31.12.2027 B
Oara nignucy | Nignuc ynoBHOBa»eHoOi ocobu 03.07.2024

Date of signing | Signature of Authorized person

NIb ynosHoBaxeHoi ocobu | Hazsa nocaau , - asnaoUmii ANpeKkTop

Kimty Bui-Van | Regulatory Affairs Vice-President o Faid \ Mahaging Director

Tilld SAINT i
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94107 Saint-Maur-des-Fossés Cedex
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Fax : +33 (0) 148 855401

691728
28.08.2024

Aopatok 1 ao [leknapauii npo signosigHictb NeUA0OO1
Annex 1 to Declaration of conformity NeUA0O1

Homep 3a Hassa meauunoro BupoGy Ha3spa mean4noro supoby
Ne n/n KaTanorom: anrJifictko0 MOBOIO yKpaiHchKoi0 MOBOIO
Catalogue number: Name af medical device in English Name of medical device in Ukrainian
BB a

1 283s Alveogyl Anspoxt, nacta A
34CTOCYBAaHHA B CTOMATONOT

H imuHa s XiMivn

2 2795 Endosolv Engocons, piguna nis ximiugoro
PO3UHMHEHHA MIoM0

Micue supavi: Cenr-Mop-ge-®occe — ®paHuin
Place of issue: Saint-Maur-des-fossés - France

Aara nignucy | Nignuc ynoBHosaxeHoi oco6u 03.07.2024
Date of signing | Signature of Authorized person

Crpox gii go: 31.12.2027
Valid until:31.12.2027

~

el

MNIB ynosHosa)eHoi ocobu | Haszsa nocagu y A0YUA aMpekTop
Kimty Bui-Van | Regulatory Affairs Vice-President aging Director
- '_'f‘_i_g;‘ Clyambre de Comimerce et
/i :“,r" e !{l‘ Windustiie ce téglun Parls
. ( | @ | le.de-France
K Ji A ,{:"a’

“\‘;‘lf‘u:‘;mé'_é__/ Pout b prevident,

BAILLY Brice,

Vu exclusivement pour

certification matérielle de la signature
de (Seen exclusively to cerlify the
above signature) KIMTY BUI-VAN
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Date: 03.07.2024 Number: N°UADOD1 Version: 2 Page 2 of 2




APOSTILLE

(Convention de La Have du 5 octebre 1961)

I République frangaise - UKRAINE

Le présent acre public .
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