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dexnapauis npo signoeignicrs NPUAQD7
Declaration of conformity N°UA0O7

TexHiuHOMY pernaMeHTy WOAC MegMUHUX BUpoBiB, JaTeepmkeHomy MocraHorow Kabinery MivicTpis Yipainun
N2753 pin 2 woeTHA 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013

Nepenik meguuHMx snpobinp: Aue. Joaartok 1 Ao uiel deknapauii npo BianoBigHicTb
List of medical devices: See Annex 1 to the Declaration of conformity
BHUpoOHMK: CERTOOOHT
Manufacturer: 58, Pio aw lMNoH ae Kpeten 94107 CenT-Mop-ae-Mocce —
OpaHLLis
SEPTODONT
58, rue du Pont de Créteil 94107 Saint-Maur-des-fossés Cedex -
France
YnosHoBaXeHNii npeactaBHUK B TOB «Kpatina MegaTexHika»,
Ykpaini: 04107, M. Kuie, Byn. BarropyTischka, 6ya.17-21,
Authorized representative In Ukraine: YKkpaiHa. Ten.: 0 800 21-52-32
EnekTpoHHa nowTa: uarep@cratia.ua, EfPMNOY:
38670845

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

Kracudikauin: Knac III (flonatok 2, TeXHiYHOr0 pernaMeHTy LWGoAC
Classification: MeanyHuX BMpOGIB, 3aTBepAXeHOro MNoctaHosolo KabiHeTy
MiHicTpis YkpaiHn N2753 pia 2 soBTHa 2013 poky)

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

Mpoueaypa ouivkn signosigHocTi: AopaTtok 6+4 TexHiYHOrO pernaMeHTy o4O MEaWdNMX
Conformity Assessment Route: Bupobis, 3arBepameHoro [locTaHosolo  KaGinery MiHicTpie
¥ikpaiHu N2753 gig 2 woBTHA 2013 p.

Annex 6+4 of Technical reguiation on Medical devices approved by
Decree of Cabinet of Ministe 3 i 2753 0on 2 October 2013

Homep ceprudikara BignosigHoCTi: N° PR.866-20 iz 0 ) < e iyl Pus =
Certificate assessment of conformity number; 26.05.20 L 7 - )

N no 26.05.2024 p. Nz -2 Pour le présidnnt -
Crpox aii ceprudrikaTta until 26.05.2024 palig SR &=
eianoBsinHocTi: ) DAUGERON Romain,
Certificate assessment of conformity is valid until: Vu exclusivement pour
Homep cepTudixaTa nepesipkn Tuny: N2 PR.1097-21 cerliication maténelle de la_mgnature
Project Verification Certificate Number: no 26.05.2024 p. de (Seen exclusively to cerlify the

until 26.05.2024 p. above signature) Kimty Bui-Van

Mpu3HaueHwii Oprad 3 oLiHKH ToeapucTeo 3 n6MexeMor0 BignosiganbHicTio
BiAnoBigHOCTI Ta Horo «¥kpaiHcbkni HaykoBuii IHcTuTyT Ceprudiikauii»,
i i FTr PP UA.TR.116
inenTudrikawinHuii Ko
Cao nform F-g’,} e el;lsm ent body ﬁfth its identification | Limited Liabitity Company " Ukrainian Scientific Institute of Certification
number: ", UA.TR. 116

Cenrtogonr ACKAIPYE BUKOHIHHA OCHOBHUX SHMOT WOAD MEQHUROIC eMpoby, 3rigHO Aoaarxy 1 TexniuHoro pernaMenTy
WoAac Meguutnx Bupobis, sateepAweoro Mocranosoie Kabinery Mivictpia Yipainu Ne 753 Bif 2 woarHr 2013 p.
SEPTODONT deciares the fulfillment of basic requirements for medical devices, according to Annex I of Technical
regudations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013.

Micue Bupaui: Cenr-Mop-ge-®occe ~ dpaHuin Crpok aii Ao: 26.05.2024 p.
Place of issue: Saint-Maur-des-fossés - France Valid until: 26.05.2024

Aara nianucy | Nianuc ynosHoBa)keHoi ocofin 05.08.2021
Date of signing | Signature of Authorized person )N

NIb ynoaHobameHo! ocobu | Hassa nocagn
Full Mama of Authorized person | Fosition

ulatory Affairs Director

' HAara: 05.08.2021 Homep: NeUAOD? Pepnaxuin: 2 Cropinxa 1 ia 2
Date: 05.08.2021 Number: NeLIAGDT Version: 2 Page I of 2°




204004
11.08.2021

Aoaatox 1 o Aeknapayii npo signoeianicrs NeUAOD7
Annex 1 to Declaration of conformity No. UAOO7

Homep 12 Hasea meanunoro supofy Hazaa meaanoro enpoly
Ne n/m KaTAJI0roM: AHLTIACEKOI0 MOBOIO YKpaiHCh KO MOBOIO
Catalogue nuniber: Name of medical device in English Nume of medical device in Ulrainian

Endomethasone N, matepian mna
1 1498/14 Endomethasone N, 14 g nocTiiteoro nromGysanus
KOpPeHEBUX KaHANIB, 14 g (r)

Endomethasone N, marepian ana
2 1495/42 Endomethasone N, 42 g noeTiffHOro unomGyBanus
KOpEHEBHX Kasanis, 42 g (1)

/,é‘?‘{; Chaimbra de Cemmerce et
/ :/ G drindustrie de riglor Parls e
|

i Lt 18 le-de Francs 5
“\'\'%,;_ﬁ,fg’f/ Pour e président, f )
DAUGERCQN Romain,

Vu exclusivement pour
certification maténelle de la signature
de {Seen exclusively to cerlify the
above signature) Kimty Bui-Van

—

Micue snpaui: Cenr-Mop-pe-®occe - OpaHuin CTpok aii ao: 26.05.2024 p.

Place of issue: Saint-Maur-des-fossés - France Valid untit:  26.05.2024
Aarta nianucy | Nianuc ynosHosa>keHoi ocobu 05.08.2021
Date of signing | Signature of Authorized person 9<

MNIB ynosHoBaxenoi ocobu | Haasa nocagu
Fuft ftame of Authorized person | Position

egulatory Affairs Direcltor

SEPTODON”{ “
58, Rue du Pont de Crétei
94107 SAINT-MAUR-DES-FOSSES CEDEX
FRANCE

fAara: 05.08.2021 Homep: N2UAOD?7 Pepaxyin: 2 CroplHka 213 2
Date: 05.08.2021 Number: NPUAQDT Version: 2 Page 2 of 27




