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septodont

(1)EU DECLARATION OF CONFORMITY
(according to Annex 1V of REGULATION (EU) 2017/745)

(2) |Manufacturer Name SEPTODONT
(3) |Single Registration Number FR-MF-000016992
(4) |Manufacturer Address 58 rue du Pont de Créteil
94100 Saint-Maur-des-Fossés
France
(5) |Authorized Representative details NA
(6) |Category of the device(s) MDN 1103: Non-active dental implants and dental

materials.

MDS 1007: Devices incorporating or consisting of
nanomaterial.

MDT 2011: Devices which require packaging,
including labelling

sole responsibility that the medical
device(s) specified in the attachment is
(are) in compliance with:

(7) |Notified Body Name BSI Group The Netherlands

(8) |Notified Body Identification number 2797

(9) |Conformity assessment procedure Annex IX

(10) |Certificate(s) of conformity EC Certificate n° MDR 755112 R000 of approval of
fully Quality Assurance System (valid until 2029-05-
15)
EC Certificate n° MDR 755127 R000 of approval of
design examination (valid until 2029-05-15)

(11) |We, Septodont, hereby declare under our | Regulation (EU) 2017/745

Paris (France),

(12) Date: 2024-05-21

BUI — VAN Kimty
(13) Person Responsible for Regulatory Compliance
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(14) Attachment to EU Declaration of Conformity

1/ BioRoot™ Flow

(15) Regulatory status X Medical Device (16)
J Accessory (17)
(18) Basic UDI-DI 37601407000005GB
(19) EMDN code and description Q01010202 - Root canal filling dental cements
(20) GMDN code and description 60510 — Hygroscopic dental cement
(21) Risk class (as per Annex VIII) Class Il
(22) Rule(s) applied (as per Annex Rule 8 & rule 19
Vi)
(23) Intended purpose Permanent root canal sealer
(24) Reference of the Technical Doc. | EUTF0009
(25) Applicable Common NA - No list of common specification has yet
Specifications been published.

(26) Reference number

(27) Description

340S/0.5g

Device presentation:

1 syringe of 0.5 g of paste in a foil
5 tips in a sachet

1 finger-grip in a sachet

340S/2g

Device presentation:

1 syringe of 2 g of paste in a foil
20 tips in a sachet

1 finger-grip in a sachet
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