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Septodont

58 rue du Pont de Créteil

94107 Saint-Maur-des-Fossés Cedex
Tél. +33 (0) 149 76 70 00
Fax:+33(0)148855401

691726
28.08.2024

dexnapayisa npo signoBigHictb N2UAOO7
Declaration of conformity N°UAQO7

TexHiYHOMY pernaMeHTy WoAo MeauuHUX BHpo6iB, 3aTeepameHoMy MocTaHoBolo Ka6iHeTy MiHicTpiB Ykpainn

N2753 min 2 woBTHA 2013 p.

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

Nepenik megnuHux snpobise:
List of medical devices:

[Ove. flogaTok 1 Ao uiei Aeknapauii Npo BiAnoBigHICTL
See Annex 1 to the Declaration of conformity

BupobHunk:
Manufacturer:

CENTOAOHT

58, Pio ato MoH pge Kpeteit 94107 CeHT-Mop-ae-docce —
OpaHuin

SEPTODONT

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

septoaont

YnoBHOBaXKeHN NpeacTaBHUK B
YkpaiHi:
Authorized representative in Ukraine:

TOB «KpaTin MearexHika»,

04107, m. Kuis, Byn. barrosyTiscbka, 6ya.17-21,
YKpaiHa. Ten.: 0 800 21-52-32

EnekTpoHHa nowrTa: uarep@cratia.ua, €APNOY:
38670845

LLC "Cratia Medtekhnika"

04107, Kyiv, Baggovutivs’ka Str. 17-21, Ukraine
Tel.: 0 800 21-52-32

Knacudikauin:
Classification:

Knac III ([oajatok 2, TexHiYHOro pernameHTy LIoA0
MeRUYHUX BUPOBIB, 3aTBepAXeHOro MNoctaHoso KabineTy
MiHicTpiB YkpaiHu N2753 siga 2 woBTHs 2013 poky)

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

Mpoueaypa ouiHkKn
BianoBigHOCTI:
Conformity Assessment Route:

Aonatok 6+4 TexHiYHOrO pernaMeHTy WOAC MeauyHUX
sBupo6is, 3arBepaxeHoro [locTaHoBol KabiHeTy MinicTpis
Ykpainn N2753 Big 2 wosTtha 2013 p.

Annex 6+4 of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine N9753 on 2 October 2013

Homep ceptudpikara BignosigHocTi:
Certificate assessment of conformity
number:

CTpok pii ceptudikaTta
BignosigHoOCTI:

Certificate assessment of conformity is valid
until:

N® PR.866-20
3 03.07.2024 p. no 31.12.2027 p.
since 03.07.2024 until 31.12.2027

Homep ceprudikata nepesipku
T™NY:
Project Verification Certificate Number:

N° PR.1097-21
3 03.07.2024 p. no 31.12.2027 p.
since 03.07.2024 until 31.12.2027

MpuaHaueHnt opraH 3 oOLLiHKK
BianosiaHoOCTI Ta Horo
ineHTUdIKaLItHKMA koA
Conformity assessment body with its
identification number:

TosapucTBo 3 06MeXeHo BignosiganbHicTIO
«Yupaincoknit Haykosunit InctuTyT Ceprudikauii»,
UA.TR.116

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

CenToRoHT JEKNaPYE BUKOHHHS OCHOBHUX BUMOT WOAO meaunyHoro Bmpoby, arigHo foaartky 1 TexHiyHoro
PernaMeHTy Wono MeauyHnx BipobiB, 3aTeepaxeHoro flocranosoo Kabinety MiticTpis Yipaitmn N® 753 gig 2 XoBTHS

2013 p.

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

Micue supavi: CeHT-Mop-ae-®occe - @paHuin

Crpok pii go: 31.12.2027 p.

Place of issue:

Saint-Maur-des-fossés - France

Valid untif: 31,12.2027 p

Aarta: 03.07.2024

Date:03.07.2024

Number: N2UAQO7

Homep: N°UAOQO7

Pepakuin:3 Cropinka 1i3 2
Version: 3 Page t of 2
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58 rue du Pont de Créteil

94107 Saint-Maur-des-Fossés Cedex

Tél.+33(0) 149767000
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Aarta nianucy | Nignuc ynosHoBaMeHoi 0cobun 03.07.2024 '
Date of signing | Signature of Authorized person ~
NIb ynosHoBaxeHoi ocobu | Haaema nocagmn _——Vapasnsoumni ANPEKTOP
Kimty Bui-Van | Regulatory Affairs Vice-President Mapriging Director

Hdoaatok 1 ao feknapauii npo BignosigHictb NeUA0O7
Annex 1 to Declaration of conformity No. UAOO7

Homep 3a Hazsa meanunoro Bupody Haima meauuHoro Bupody
Ne n/n KaT1a/10rom: aHTiICHKOI0 MOBOIO YKpaiHCEKOK MOBOIO
Catalogue number: Name of medical device in English Name of medical device in Ukrainian

Endomethasone N, marepian s
1 149S/14 Endomethasone N, 14 g noctiiHoro njuomMOypanus
KOpeHeBMX kaHauis, 14 g (r)

Endomethasone N, marepian nns
2 149S/42 Endomethasone N, 42 g MOCTiIAHOrO MIOMGYBaHHA
KOPEHEBHX kanania, 42 g (1)

,\q;';"",_‘ty\ Chamnbre de Commerce et
I{Ff!‘ "*\"j‘\ dindustrie de région Paris
18

]i Ile-de France
B\ b

"‘N!‘,z.-_‘;’ﬂ}/ Pour le président,
BAILLY Brice, W
Vu exclusivement pour
certification matérielle de la signature

de (Seen exclusively to certify the
above signature) KIMTY BUI-VAN

Micue Bupaui: Cent-Mop-ae-®occe - dpaHuia  CTpok aii go: 31.12.2027 p.

Place of issue: Saint-Maur-des-fossés - France Valid until:  31.12.2027
Aata nianucy | Miganuc ynoBHoBaeHoi ocobu 03.07.2024 &—/,
Date of signing | Signature of Authorized person
NIb ynosHoBaxeHoi ocobn | Haasa nocagn /rﬁ‘aanmouwﬁ AvpekTop
Kimty Bui-Van | Regulatory Affairs Vice-President Managing Director
M I
Aata: 03.07.2024 Ho_n;ep: N2UAO0O7 Pepakuin:3 CropiHka 2 i3 2

Date:03.07.2024 Number: NPUAOO7 Version. 3 Page 2 of 2
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Commerce et d'Industrie de Paris.

5. 4 Panis

. République frangaise UKRAINE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

Le présent acte public
a été signé par... Brice BAILLY. ... ... .
agissant en qualité de. Attaché . ...
Chambre de

ast revétn du sceatimbre de.. CRAMPre de

Atfesté

1 7 SEP. 2024

ocurenr général pros Jutem Tl de Paris

" Syivie SCHLANGD;@ s{amnue

Avocat general

savsasnsany carvan

T T T ST T T






