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Aeknapauin npo signosigHicte NCUA006

h Declaration of conformity N°UAOOG
TexHiuHOMY pernaMeHTy W0A0 MeaHYHUX BHpoGIB, 3aTBepaiceHomy Mocranosoto Ka6iveTy MiuicTpia
: : Ykpainu N2753 Bia 2 wosTHs 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2
° October 2013
lNMepenixk meguuHnx Bnpobis: Awvs. JoaaTtok 1 Ao uiel Jeknapauii npo sianoBiAHICTL
b List of medical devices: See Annex 1 to the Declaration of conformity
Bupo6Huk: CENTOAOHT
Manufacturer: 58, Pio aw MNoH ae Kpeteit 94100 CenT-Mop-ae-®occe
h - OpaHuin
SEPTODONT
Q 58, rue du Pont de Créteil 94100 Saint-Maur-des-
Fossés - France
m YnoBHOBaXxeHU NpeacTaBHUK B TOB «KpaTia MeaTexHika»,
VKPaI_HH o ) 04107, M. Kuis, Byn. barrosyTiscbka, 6ya.17-21,
Authorized representative in Ukraine.: Ykpaina. Ten.: 0 800 21-52-32
EnextpoHHa nowra: uarep@cratia.ua, EAPMOY:
38670845
LLC "Cratia Medtekhnika"
04107, Kyiv, Baggovutivs'ka Str. 17-21, Ukraine
Tel.: 0 800 21-52-32
Knagv_|¢>ikauiﬂ: Knac I (fopatok 2, TexHi4HOrO pernaMeHTy wWOA0
Classification: mMeanyHux BupobiB, 3aTBepaxeHoro [locTaHoBO
KabineTy MiHicTpis Ykpaiin N°753 Big 2 »oeTHs 2013
poky)
Class I ( Annex 2, of Technical regulation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine
N°753 on 2 October 2013)
MNpoueaypa ouiHku BignosigHoOCTI: AopaTok 8 TexHiuHOro pernamenTy LIOAO MEAUYHMX
Conformity Assessment Route: BupobiB, 3aTBepaxeHoro [ocTtaHosow  KaBiHeTy
MiHicTpie YkpaiHn N°753 8ia 2 »oBTHa 2013 p,
Annex 8 of Technical regulation on Medical devices approved
by Decree of Cabinet of Ministers of Ukraine N°753 on 2
October 2013
MpuvanauyeHuii opraH 3 oyiHku ToBapvcTBo 3 o6MexeHolo BigNoBifanbHicTO
BianoBigHoCTiI Ta ioro «YkpaiHchknii Haykosuii IncrutyT
inenTndikauifinmii kog C'eprmp_magu», UA.TFS.IIS_ _ -y .
Conformity assessment body with its identification L/mltfe_d L{abll'ity Company " Ukrainian Scientific Institute of
number: Certification ", UA.TR.116
Tepmin aif pexmapauii Hiiicua o 10.03.2027
Term of validity of the Declaration Valid till 5o 10.03.2027
CEMNTOAQOHT aexnapye suKOHarHH OCHOBHUX BUMOr LOAO MEAUYHOIO Bupoby, 3rigrHo fogarky 1 TexHiuHoro
PErnamenTy Woao MeANYHIX BUPO6IB, 3aTBepaxeHoro Mocranoso Ka6inery MinicTpia Yxpaitm N° 753 Big 2
xoBTHSA 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.
Micue supaui: CenT-Mop-ae-®occe - ®paHuis  Crpok aii ao: 10.03.2027 p.
Place of issue; Saint-Maur-des-Fossés - France Valid until: 10.03.2027
Aarta nignucy | Mianuc ynosHoBaxeHoi ocobu  17.03.2022
Date of signing | Signature of Authorized person
NIB ynosHoBaweHoi oco6u | Hazea nocagu Ynpasnstounit anpekTop
Full Name of Authorized person | Position Kimty Bui-Van | Regulatory Affairs Director
D
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[ SET Aopgatok 1 go fleknapauii npo signosigHictb NeUA0OO6
: Annex 1 to Declaration of conformity No. UAOO6
Homep 3a Haisa meanuxoro supotGy HasBa meauynoro Bupoly
Ne n/n KaTaJI0rom: AHTiHCBKOI MOBOIO YKPAiHCBKOI0 MOBOIO
° Catalogue number. Name of medical device in English Name of medical device in Ukrainian
Jletappun, cromaronoriyna 3y6ua
“ 1 323S/45 Detartine a0pasuBHA 1acTa AN OUYMLICHHS T4
Q (01ipyBaHHs
Hetaptpnu, cromarosoriuna 3y6Ha
m 2 3238/150 Detartine abpasMBHA NMACTA JUIS OYUIIEHHS Ta
noJlipyBaHHs
m Heraprpun  Z,  cromartonoriyna
3 324S/45 Detartine Z 3y6ua abpasviBHa nacta JuIA
OYMUICHAA Ta NONipyBaHHA
HetapTpun Z, cromatonoriuxa
4 3248/150 Detartine Z 3ybuna  abpasusHa nacta s
OUYHUIEHHA TA TIONIPYREHHS

Micue snpavi: Cent-Mop-ge-docce — PDpaHyia

Place of issue:

Saint-Maur-des-Fossés - France

fara nianucy | Nianuc ynosHoBaxeHoi ocobu 17.02.2022
Date of signing | Signature of Authorized person

Crpok aii go: 10.03.2027

Valid until:  10.03.2027
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NIB ynosHoBaxeHoi oco6u | Hassa nocagn

Full Name of Authorized person | Position

’{‘d‘,ﬁl;\ Chambre de Commerce et
{ I‘r’ A R\ d'industrie de région Paris
4 |i lle-de-France
' ¢ &
\{_':%E,‘h'?j{‘/ Pour le président,
LE MANAC'H Christéle,
Vu exclusivement
pour cerlification matérielle de la
signature de (Seen exclusively to

ceriify the above signature) Kimty

BUI-VAN

yn Wi gupexTop
Kimty Bul¥an | Regulatory Affairs Director

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

fara: 17.03.2022
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APOSTILLE

(Convention de 1.4 Haye du 5 octopre 1961)

L Répudlique Jfrangaise - UK-RAIN E

Le présent acte public

2.2 ét¢ signé par. . ..Cﬁm‘-‘.ﬂ.‘éﬁ:.. LE MPNACH
3. agissant en qualjté de... Attachée.

...........................................................

5. a Paris

7. par le Procurey géﬁé)'aWMarm
8. sous n° 5279:13"_
Sceau ; M'Chel LERMQMgmmre:
.. BREUI AVOGAT GENERAL

1]
=DM pdsiille confirme seulemeny lauthenticité d g signature, du sceay on
?"

e Fos
i _‘é}r re furle documeny, Elle ye signifie pas que le contenn du documeny esy
’;:ﬁ'_ réetlon que la République Sfrangaise approuve son conteny "




