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Circular Informativa

N.© 048/CD/550.20.001
Data: 19/05/2023

Assunto: Recolha de dispositivos médicos do fabricante Dérig Indlstria e Comércio de
Materiais Médico-Odontologicos LTDA. EPP com marcacao CE indevida
Para: Divulgacgdo geral

Contacto: Centro de Informagdo do Medicamento e dos Produtos de Saude (CIMI); Tel. 21 798 7373;
E-mail: cimi@infarmed.pt; Linha do Medicamento: 800 222 444

No ambito de uma acdo de fiscalizacdo, realizada pelo INFARMED, I.P., dirigida aos dispositivos
médicos do fabricante Dérig Industria e Comércio de Materiais Médico-Odontoldgicos LTDA. EPP, foi
identificada a disponibilizacdo no mercado de alguns dispositivos médicos que ndo se encontravam
em conformidade com a legislacdo europeia aplicavel, apresentando marcacdo CE indevida, em
virtude de ndo terem sido sujeitos ao respetivo procedimento de avaliagdo da conformidade por

parte de um organismo notificado, nomeadamente:

1. Os dispositivos médicos que ostentem marcacdo CE 0120 e cuja data de fabrico seja
posterior a 01 de janeiro de 2015, e

2. Os dispositivos médicos que ostentem marcacdo CE 2460 que ndo estejam incluidos no
ambito do certificado de conformidade 250861-2017-CE-BRA-NA-PS (incluindo os seus
respetivos apéndices) emitido pelo organismo notificado DNV Product Assurance AS, em

anexo.

Neste sentido, o INFARMED, I.P., em cumprimento do principio da precaucdo e zelo pela salude
publica e do principio da legalidade, ordena a imediata suspensdao da comercializagdo e recolha do

mercado dos dispositivos médicos identificados em 1. e 2..

Nesta sequéncia, o importador, distribuidor e atual mandatario, a entidade Exaktus - Material de

Reabilitacdo Oral Lda, procedera a recolha dos dispositivos médicos afetados.

Assim, as entidades que disponham de unidades dos dispositivos médicos em causa ndo as podem
dispensar ou utilizar, devendo proceder a sua devolucdo. Para obter informagdes adicionais,

contactar a entidade Exaktus - Material de Reabilitagao Oral Lda.
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Adicionalmente, no ambito da cooperacdo administrativa entre autoridades competentes congéneres
e organismos notificados, O INFARMED, I.P. teve conhecimento de que o certificado de
conformidade acima identificado foi suspenso no dia 08/05/2023, ndo tendo sido neste ambito

identificada nenhuma questao de seguranca relativa aos dispositivos.

Assim, e ndo obstante o facto de o mandatario, importador e distribuidor dos dispositivos em
apreco, ter declarado ndo ter disponibilizado no mercado nenhuma unidade de dispositivos médicos
do fabricante Dérig Industria e Comércio de Materiais Médico-Odontoldgicos LTDA. EPP com data de
fabrico posterior a 08/05/2023, o INFARMED, I.P., em cumprimento do principio da precaugao e zelo
pela saude publica e do principio da legalidade, ordena a suspensdao da comercializagdo dos referidos
dispositivos médicos.

A Vogal do Conselho Diretivo

E . R d . Assinado de forma digital
rica ho rlgues por Erica Rodrigues Viegas

H Dados: 2023.05.19 11:51:25
Viegas g
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ANEXO

Certificado de conformidade 250861-2017-CE-BRA-NA-PS (incluindo os seus respetivos apéndices)

emitido pelo organismo notificado DNV Product Assurance AS (2460)

EC Certificate
Full Quality Assurance System _

Cartdicae No: Prejoct No. Wakey Uril \/

250861-2017-CE-BRA-NA-PS Rev. 0.0 PRJC-552950-2016-MSL-BRA 15 November 2023

A DV B0 COMYY

This is to certify that the quality system of:

DERIG INDUSTRIA E COMERCIO DE MATERIAIS MEDICO-
ODONTOLOGICOS LTDA. EPP

Rua Lapa, 479 — Chacaras Marco
06419-020
Barueri/SP - Brazil

For design, production and final product inspection‘testing of:
Dental Implants

Has been assessed with respect to:

The conformity assessment procedure described in Annex Il
excluding section 4 of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further details of the productis) and conditions for cenification are given overleal

Place ard Dane: For:
Hovik, 18 November 2018 i DNV GL PRESAFE AS
mma.m Tone Kolpus
PROD 021
Notified Body No.: 2360 The Cathiom 'us Serr 6328 poio

Con wwr o batte COPTIAQLE_LGA M b raiey o

Mot The Cortieam be satioct 10 wows avl ooriiors &2 tel 2 01 e Cativmes Agrnrare Talsw © ey Sag st tu Catiars sesi)

DNV G PREJAFT Af Vitlasverer LT8G Mev Morawy - Mugleneed Evtane . NO BT INT 2D MYA Fago ' '8
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EC Certificate

Y (5, LY

Full Quality Assurance System

250861-2017-CE-BRA-NA-PS Rev, 0.0

Jurisdiction

—

Vales Urisi: \/

Proyest No -
PRJC-552060-2016-MSL-BRA 15 November 2023

Application of Council Directive 93/42/EEC of 14 Juna 1993, adoptad as “Forskrift om
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services,

Certiticate history:

Revision | Description
0.0 Original Certificate

Issue Date

Products covered by this Certificate:

Product Description

Product Name

Imptant

Cylindrical Biodent HEX NP 3.3 x 8.5mm
Cylindrical Biodent HEX NP 3.3 x 10mm
Cylindrical Biodent HEX NP 3.3 x 11.5mm
Cylindrical Biodent HEX NP 3.3 x 13mm
Cylindrical Biodent HEX NP 3.3 x 15mm
Cylindrical Biodent HEX RP 3.75 x 8.5mm
Cylindrical Bindent HEX RP 3.75 x 10mm
Cylindrical Biodent HEX RP 3.75 x 11.5mm
Cylindrical Biodent HEX RP 3.75 x 13mm
Cylindrical Biodent HEX RP 3.75 x 15mm
Cylindrical Biodent HEX RP 4,0 x 8, 5mm
Cylindrical Biodent HEX RP 4,0 x 10mm
Cylindrical Biodent HEX AP 4,0 x 11,5mm
Cylindrical Biodent HEX RP 4,0 x 13mm
Cylindrical Biodent HEX RP 4.0 x 15mm
Cylindrical Biodent HEX RP 4.0 x 177mm
Cylindrical Biodent HEX UP 5.0 x 8.5mm
Cylindrical Biodent HEX UP 5.0 x 10mm
Cylindrical Biodent HEX UP 5.0 x 11.5mm
Cylindrical Biodent HEX UP 5.0 x 13mm
Cylindrical Biodent HEX UP 5.0 x 1Smm
Tapered Bionack TRI NP 3.5 x 8mm
Tapered Bioneck TRI NP 3.5 x 10mm
Tapered Bioneck TRINP 3.5 x 11.5mm

DNV OL PRESAFE AN - Vartuswwien 3, M O Mave Stersary « Megeiersd Enmpren o NO 557 067 401 MVA

INFARMED - Autoridade Nacional do Medicamento e Produtos de Salde, I.P.

Parque de Saude de Lisboa - Av. do Brasil, 53

1749-004 Lisboa

2018-11-16
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I
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Carthicale No..
250861-2017-CE-BRA-NA-PS Rev. 0.0

NV GL AL RARE AD

Valg Ueat:

Tapered Bioneck TRI NP 3.5 x 13mm
Tapered Bioneck TRI NP 3.5 x 16mm
Tapered Bloneck TRI NP 4.3 x Bmm
Tapered Bioneck TRI NP 4.3 x 10mm
Tapered Bioneck TRINP 4.3 x 11.5mm
Tapered Bioneck TRINP 4.3 x 13mm
Taperad Bioneck TRI NP 4.3 x 16mm
Tapered Bioneck TRI RP 4.3 x 8mm
Tapered Bioneck TRI RP 4.3 x 10mm
Tapered Bioneck TRI RP 4.3 x 11.6mm
Tapered Bioneck TRI AP 4.3 x 13mm
Tapered Bioneck TRI RP 4.3 x 16mm
Tapered Bioneck TRI UP 5.0 x 8mm
Tapered Bioneck TRI UP 5.0 x 10mm
Taperad Bioneck TRI UP 5.0 x 11.5mm
Tapered Bioneck TRI UP 5.0 x 13mm
Tapered Bioneck TRI UP 5.0 x 16mm
Tapered Bioneck TRI WP 5.0 x 8mm
Tapered Bioneck TRI WP 5.0 x 10mm
Tapered Bioneck TRI WP 5.0 x 13mm
Tapered Bioneck TRI WP 5.0 x 16mm
Cylindrical Dynamic CMI NP 3.5 x 8.5mm
Cylindrical Dynamic CMI NP 3.5 x 10mm
Cylindrical Dynamic CMI NP 3.5 x 11.5mm
Cylindrical Dynamic CMI NP 3.5 x 13mm
Cylindrical Dynamic CMI NP 3.5 x 15mm
Cylindrical Dynamic CMI RP 4.3 x 8.5mm
Cylindrical Dynamic CMI RP 4.3 x 10mm
Cylindrical Dynamic CMI RP 4.3 x 11.5mm
Cylindrical Dynamic CMI RP 4.3 x 13mm
Cylindrical Dynamic CMI RP 4.3 x 15mm
Cylindrical Dynamic CMI RP 5.0 x 8.5mm
Cylindrical Dynamic CMI RP 5.0 x 10mm
Cylindrical Dynamic CMI RP 5.0 x 11.5mm
Cyfindrical Dynamic CMI RP 5.0 x 13mm
Cylindrical Dynamic CMI RP 5.0 x 15mm
Tapered Single CMI NP 3.5 x 8mm
Tapered Single CMI NP 3.5 x 10mm
Tapered Single CMI NP 3.5 x 11,5mm
Tapered Single CMI NP 3.5 x 13mm
Tapered Single CMI NP 3.5 x 16mm
Tapered Single CMI RP 4.3 x 8mm
Tapered Single CMI RP 4.3 x 10mm

INFARMED - Autoridade Nacional do Medicamento e Produtos de Salde, I.P.

Parque de Saude de Lisboa - Av. do Brasil, 53

1749-004 Lisboa
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EC Certificate
Full Quality Assurance System

w0 No. Vakd Urti): \/

Canic o2 Project No,
250851-2017-CE-BRA-NA-PS Rev. 0.0 PRJC-552850-2016-MSL-8BRA 15 November 2023

ATW G

Tapered Single CMI RP 4.3 x 11.5mm
Tapered Single CMI RP 4.3 x 13mm
Tapered Single CMI RP 4.3 x 16mm
: Tapered Single CMI RP 5.0 x 8mm
\ Tapered Single CMI RP 5.0 x 10mm
‘ Tapered Single CMI RP 5.0 x 11.5mm
! Tapered Single CMI BP 5.0 x 13mm
\ Tapered Single CMI RP 5.0 x 16mm
w Kort HEX NP 4.0 x 5.5mm
| Kort HEX NP 4.0 x 7.0mm
Kort HEX RP 5.0 x 5.5mm
Kort HEX RP 5.0 x 7.0mm
Kort CMI Plus NP 3.5 x 5.5mm
Kort CMI Plus NP 3.5 x 7.0mm
Kort CMI Plus NP 4.3 x 5.5mm
Kort CMI Plus NP 4.3 x 7.0mm
Kort CMI Plus NP 5.0 x 5.5mm
Kort CMI Plus NP 5.0 x 7.0mm
Cylindrical Exakort HI 3.3 x Bmm
Cylindrical Exakort HI 3.3 x 10mm
Cylindrical Exakort HI 3.3 x 11.5mm
Cylindrical Exakort HI 3.3 x 13mm
Cylindrical Exakort HI 3.3 x 15mm
Cylindrical Exakort HI 3.8 x 8mm
Cylindrical Exakort HI 3.8 x 10mm
Cylindrical Exakort HI 3.8 x 11.5mm
Cylindrical Exakort HI 3.8 x 13mm
Cylindrical Exakort Ml 3.8 x 15mm
Cylindrical Exakort HI 4,2 x Bmm
Cylindrical Exakort HI 4.2 x 10mm
Cylindrical Exakort HI 4.2 x 11.5mm
Cylindrical Exakort HI 4.2 x 13mm
Cylindrical Exakort HI 4.2 x 15mm

The complete list of devices is filed with the Notified Body

ONVY 00 PVIRSASR AS « Verlmsveen I e 1382 Have, Norway + Pegersesl Erveriemse M 80 297 0857 Q09 MvA Pagmaoh
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Cortticate o, Pruject Mo : Vasd Uite \/

250861-2017-CE-BRA-NA-PS Rev, 0.0 PRJC-552950-2016-MSL-BRA 15 November 2023
Sltes covered by this cerlificale
Site Name Address
DERIG INDUSTRIA E Rua Lapa, 479 - Chdewas Marco

COMERCIO DE MATERIAIS  06419-020
MEDICO-ODONTOLOGICOS  Baruer/SP - Brazi)
LTDA. EPP

EU Representative
EXAKTUS-Oral Rehabilitation Material Ltda.
Address: Rua de Laborim, 68, Vila Nova Gaia, Porto, Portugal-CEP 4430-128

WiV Gl PRESATE AS - Vartacvmen 1 N-VIAT Mavie Nerwdy - Reghsrad Fromgens Vi NOEET DET 400 MYA Fagn 2ol
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250861-2017-CE-BRA-NA-PS Rev. 0.0 PRJC-552950-2016-MSL-BRA 15 November 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/85/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended,
concerning liability of defective products.

« The certificate iz only valid for the products and/or manufacturing premises listed above.

* The Manufacturer shall tulfil the obligations arising out of the quality system as approved
and uphold it so that it remains adequate and efficient,

= The Manufacturer shall inform Presafe of any intended updating of the quality system
and Presafe will assess the changes and decide if the certificate remalns valid.

* Periodical audits will be held, in order 1o verify that the Manufacturer maintains and
apphes the quality system. Presafe reserves the right, on a spot basis or based on
suspicion, to pay unannounced visits,

The following may render this Centificate invalid:
= Changes in the quality system affecting production.
= Penodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC
dedaration of conformity and legally affix the CE mark followed by the Notified Body
|dentification number of Presafe,

End of Cortificate

WY L FRESASE AS « yniisaywen 155 1280 Mavh, farway - Mg amed Entenmes Ma: ST 06T &) MVA Fagn ol b
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Cantlonts ro Vb Un)
O TCEREANALS R L 1) 15 Mowembes 200)

This Is an Appendix issued to EC Cerlificate issued for manufacturer:
DERIG INDUSTRIA E COMERCIO DE MATERIAIS MEDICO-
ODONTOLOGICOS LTDA. EPP

originally issued in compliance with:
the Council Directive 93/42/EEC on Medical Devices, as amended

Based on assessment and/or audit performed, the following changes fo the cedification has been
accepted as compliance with Council Directive 83/42/EEC on Medical Devices has been
established

Editorial changes - typo In EU Represantative,
| EU Representative

| EXAKTUS-Oral Rehabilitation Material Lida.
Address: Rua de Laborim, 68, Vila Nova Gaia, Porto, Portugal-CEP 4430-128

Appondb( History il |
Revision | Description | Issued Date
0.0 Editorial changes - typo in EU Represeniative. \ 01 Decamber 2021
Plece ond datw For (e aauseyg offor:
Horvk, &1 Docembar 2021 DNV Product Assurance AS « Notifies Rody 3460
Varitaevalon 3, €363 Mavik, Norway
r’,‘:gy‘, :._ /
S e —
Ttk Neviewst

Netfed! Body 2650 DNV Proouct Assirance AS, Verstarssien 3 1303 Harvie, Norwy, Tol #4787 57 28 00, www Oy com
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Cotrons Yo Progest No Vs Une

220881201 T B BMANSPE Y. 1.0 PRIC-227920-0016-N2 L -BRA 13 Nosarebat 2023

This is to certify that the quality system of.

DERIG INDUSTRIA E COMERCIO DE MATERIAIS
MEDICO-ODONTOLOGICOS LTDA. EPP

Rua Lapa, 478 -~ Chécaras Marco - 06419-020 ~ Barueri - SP - Brazil

For design, production and final product inspectionftesting of:
DENTAL IMPLANTS AND COMPONENTS

Has been assessed with respect to:

The conformity assessment procedure described in Annex Il
excluding section 4 of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply
Fmder detatn t wrefions b o Fver powne
Placo ol tete: Fov e Bauing offce.
Hwale, 24 May 3021 Notthed Body 2460
DIV Procucs Assirsnis AS
Mariann Jeremessen
Prnciosl Asvsossce

Mosce: Ths Corfcate % et 10 arme and coadors 3¢ ant 5 1 2w Cotioator AQreevet Tullaw 10 comply My iender s Corfluste rasnl
WGTIFED SO0V 2680 DAY Faahact Avtesarnn A8 Visteveme 1 CNEE Mavl, Marmiry Tol 447 &7 12 8808 11 P A0
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Application of Council Directive 93/42/EEC of 14 June 1993, adopted as "Forskrift om Medisinsk
Utstyr® by the Norwegian Ministry of Health and Care Services,

Certificate history:

Revision Description
0.0 Original Certificate

[luuo Date

| 16 November 2018

1.0

Pmmwmc«mw

Format change of certificate template, ‘
(Extension in scope - new products (in bold) added. [

24 May 2021

lProducl D..cﬂpﬂoﬂ

Product Nm

DENTAL IMPLANT

Cylindeica Biodent HEX NP 3.3 x B.5mm
Cylndecal Bodenl HEX NP 3.3 x 10mm
Cytndsical Brodent HEX NP 3.3 x 11.6mm
Cybndricsl Biosent HEX NP 1.3 x 13mm
Cytndecal Bioderm MEX NP 3.3 x 16mm
Cydndocal Bioden! HEX RP 3.75 x B.5mm
O/imeEXRPaJ!Km
'onmuomvcxnnnxnsm
Blodert MEX RP 3.75 x 13mm
cmuamrawsnnsmn
Waw&xv-mxm
| Cyfinancal Bicoent HEX AP 4.0 x 10mm
| Cyfirdrical Blodost HEX P 4.0 x 11 5mm
Cytirdrical Bledont HEX RP 4.0 x $3em
Cytiedrical Biodwd HEX 79 4.0 & 15em
Cytindrical Bicdend HEX R 4.0 x 17mm
Cyfindrical Bicdent HEX UP 50 x 8.5mm
Cytndrical Blodent HEX UP 5.0 < 10mm
Cytindrical Biodent MEX UP 5.0 x 11.5mm
Cybodeical Biodent HEX UP 5.0 2 13mm
Cyfndricas Bodent HEX UP 5.0 x 15mm
Tapered Bioneck TRINS 35 x 8wm
Tagered Bionecs TRINP 35 x 10mm
Tapoted Bionwck TRINP 35 x 11.5mm
Tapored Dioneck TIRINP 2.5 & 120nm
Topered Bioneck TRINP 2.6 x 16mm
Taparad Biormcx TRINP 4,3 x fmm
Taperad Bloneck TIINP 4.3 x 10mm
Tagered Bloneck TRINP 4.3 ¢ 11.5mm
Tapernd Blormik TRINP 4.5 x 13me
Tagered Bloneck THI NP 4,3 % 10mm
Tapored Blorack TRE RP 4.3 x 8mm
Taparnd Bioonck TRIRP 4.5 x 10me
| Tapered Bloneck TRI RF 4.3 x 11.5mm
Teperod Bioreck TRI RP 4.3 x 13mm
Tapernd Boack TRI RP 4.3 x 16me
Taperod Snoeck TRI UP 5.0 x 8mm
| Tapasod Booack TRI UF 5.0 x 10mm
| Tapewed Buoace TRIUP 5.0 x 11 Smm

b

Noboe: The Ceticas e scgect o Jervm and OTlons s s el B 2 e o Cotlam wesid
NOTHIEL BCOY 103 D0V Sraiat dtaaiwns AR Wor'timamant 1 1989 Havk, My b 4P 42 08 0090 oy 100 o)

CPALN D00 ree

Page 240

INFARMED - Autoridade Nacional do Medicamento e Produtos de Salde, I.P.
Parque de Saude de Lisboa - Av. do Brasil, 53

1749-004 Lisboa

Tel.: +351 217 987 100 Fax: +351 217 987 316 Website: www.infarmed.pt E-mail: infarmed@infarmed.pt



M-ATEND-008/009

REPUBLICA
PORTUGUESA

SAUDE

DNV

Cortcate Mo ; ZAT4 10 TS-CEERANARE A 10
Prace aret date: Howh, 24 May 221

SNS

SERVIGD NACIONAL
DE SAUDE

dp Infarmed &

Agyrdede Nadonyl do Mad camerio
& Produses de Sadde LP:

DENTAL IMPLANT

Tapeced honeck TRIUP 5.0 x 13me
Tapeced Boneck THI UP 5.0 x 16mm
Tapeced Boneck TRI WP 50 « Brm
Tapered Moonck TR WP 50 » 10mm
Tapeced Bicneck TRI WP 5.0 x t3mm
Tapersd Boneck TR WP 50 x ‘6mm
Cytindrical Dymsmic CMI NP 3.5 x B Smm
Dymamic CMINP 3.6 x 10mm
Cytndtcal Dyrarmic CMI NP 3.5 x 11.5mm
Cytndricai Dymamic CMI NP 3.5 = 13mm
Cyfntdcw Dyramic CMI NP 3.5 x 15mm
Cytndrical Dyramic CMIRP 4.3 x 8 Smm
Dyfinddcai Dyramic CMIRP 4.3 x 10mm
CMIFP 43 x 11.5mm
Cytindrical Dyrarmic CMI P 4.3 = 1 3mm
Cytnddcat Dynaria CIMI RS 4.3 x 15mm
Cyindécs Dyramic CMI P 5.0 x 8.5mm
COytndron Dyramic CMI P 5.0 x 1omm
Cyndsea Dynamic CMISP 5.0 x 11.5mm
Cyind=cat Dynemic CMIRP 5.0 x 13mm
CyIndecal Dynamic CMIRP S0 x 1$mm
Tacwred Singe TAM NP 3.5 x Smm
Tapered Singe CMINP 3.5 x 10mm
Tagarad Singe CMIENP 3.5 x 11.5vm
Taoered Singe CMENP 3.5 % 12mm
Tasered Single CMINP 3.5 x 18mm
Tagarod Singlo CMI RP 4.3 x Bmm
Tapored Single CMIRP 4,3 x 10mm
Tagerod Singlo CMIRF 4.3x 11.5%m
Topered Singe CMIRP 4,3 x 13mm.
Tagered Single CMI RP 4.3 x 18mm
Tagared Single CMI RP 6.0 x Smm
Taparod Singlo CMI RP 5,0 x 10mm
Tapered Single CMI RP 5.0 x 11.5mm
Tapared Single CMIRP 6.0 x 12mm
Tapeced Single CMIRP 5.0 x 18mm
Kort HEX NP 4.0 x §.5mm
Kort HEX NP 4.0 x 7.0mm
Kort HEX RP 5.0 x 5.5mm
Kot HEX RP 3.0 x 7 Dme
Kort CW Pls NP 3.5 x 0.6mm
Kort CM Pl NP 35 x 7.0mm
Kort GV Plos AP 4.3 x § 5
Ko CVE Plas NP 4.3 x 7.0mm
Kot A Ples NP 5.0 x 5 6mm
Kort CMI Plus NP 5.0 5 7.0mm
Cyfndica Exoxon HI 2.3 x Beem
Cytndrica Expton HI 3.3 x 10mm
Cytndrca Exavort HI 3.3 x 11.5mm
Cyfinddc Exaron HI 3.3 x 13mm
Cybindrical Exprort HI 3,3 2 15em

Cyindrcal Exakort HI 3.8 x 11 5me
Cyindsical Evakort HE 3.8 x 13%mm
Cyfindrics! Exabont HI 3.8 x 15mm
Cylindrcal Exahort I 4,2 x fieren
Exphort Hi 4.2 x t0mm
Cytindrics! Exsbort HI 4.2 x 11 5mm
Cyindrcal Exakort 11 4.2 x 13mm
Cylindicat Exakort HI 4.2 x Y8emm

Povien P Corticans I sultiact 10 tarves arwe comcibionn it Set sl W B Saibnin Agrmarert Pt o somply g fedee s Cortiicui ekl
INDTIVRD SO 20D TR Sradat Avitwres AL Wortaseen 3, 303 vk, Morway, Far #8767 88 M08 o d0n
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Place aent dete: Howie, 24 May 2021

DENTAL COMPONENT - CoCr Ucla TRI NP R b

Profile Abutment TRI NP 3
Prafile Abutment TRI NP C4
Profile Abutment TRI RP-UP C0,5
Profile Abetment TRI RP.UP C1
Profiie Abctment TR! RP-UP C2
Profile Abutmens TR RP.UP C3
Profiie Abutment THI RP.UP C4
Profile Abutment TRI WP C2
Profile Abutment TRI WP C3

S Prodils Abctment CMINP C 1,0
DENTAL COMPONENT - Ti Profile Abutment CMI NP C 23 b
Profile Abutrment CMI NP C 2.0
Profile Abutiment CMI NP C 4,0
Profile Abutment CMIRP C 1,0
Profile Absutment CMIRP C 2,0
| Proflie Abutment CMI RP C 3,0
Profile Abutment CMIRP C 49
Profile Abutment CMI 30 C 0.5
Profilo Abutment CMI 3,0 C 1,0
Profile Abutment CWI 3,0 C 2,0
Profile Abutment CWI 3,0 € 3,0
Profiie Abutment CMI30C 4,0
Fixing Scrow MEX K@ / hex 1,2
Fixing Screw HEX NP ) hex 1,28
Flung Screw HEX RP.UP / hex 1,2
Fleing Screw MEX RP-UP | hex 1,28
Fixing Sorew HEX RP-UP | grip
Fixing Scrow HEX WP / bax 1.2
Fixing Screw TRINP J hax 1,2
Fixing Screw TRINP ) hex 1,25
Flxlag Screw TRI NP / grip
Flaimg Scrow TRI RP-UPWP / hex 12

Wsoe Mw.mu“-nmnnuhnmm Takew © Catily ey wrow 0 Cafcde yweld
NOTIEEE SODY 2000 DNV Produst A awe AZ, Yesnuwan ) AEES Mo Mommmy, Tat +42 6F 67 8500, o 1 4 ERALNN00-5. v b
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CortSoeow Nu. ZETM 130 10-CE HHANASS v * 0
Place aent dete: Howie, 24 May 2021

DENTAL COMPONENT - CoCr Ucla TRI NP R b

Profile Abutment TRI NP 3
Prafile Abutment TRI NP C4
Profile Abutment TRI RP-UP C0,5
Profile Abetment TRI RP.UP C1
Profiie Abctment TR! RP-UP C2
Profile Abutmens TR RP.UP C3
Profiie Abutment THI RP.UP C4
Profile Abutment TRI WP C2
Profile Abutment TRI WP C3

S Prodils Abctment CMINP C 1,0
DENTAL COMPONENT - Ti Profile Abutment CMI NP C 23 b
Profile Abutrment CMI NP C 2.0
Profile Abutiment CMI NP C 4,0
Profile Abutment CMIRP C 1,0
Profile Absutment CMIRP C 2,0
| Proflie Abutment CMI RP C 3,0
Profile Abutment CMIRP C 49
Profile Abutment CMI 30 C 0.5
Profilo Abutment CMI 3,0 C 1,0
Profile Abutment CWI 3,0 C 2,0
Profile Abutment CWI 3,0 € 3,0
Profiie Abutment CMI30C 4,0
Fixing Scrow MEX K@ / hex 1,2
Fixing Screw HEX NP ) hex 1,28
Flung Screw HEX RP.UP / hex 1,2
Fleing Screw MEX RP-UP | hex 1,28
Fixing Sorew HEX RP-UP | grip
Fixing Scrow HEX WP / bax 1.2
Fixing Screw TRINP J hax 1,2
Fixing Screw TRINP ) hex 1,25
Flxlag Screw TRI NP / grip
Flaimg Scrow TRI RP-UPWP / hex 12

Wsoe Mw.mu“-nmnnuhnmm Takew © Catily ey wrow 0 Cafcde yweld
NOTIEEE SODY 2000 DNV Produst A awe AZ, Yesnuwan ) AEES Mo Mommmy, Tat +42 6F 67 8500, o 1 4 ERALNN00-5. v b

Paw Aoy
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SERVICO NACICNAL

DENTAL COMPONENT -Ti

| Esthatic Abutemant CMI NP C2,0
| Esthetic Abuteant CNI NP C1,0
| Esthetic Abutsant CME NP C4.0
| Esthotic Abcamart CNE RP C1,0
Esthetic Abvement CNI RP C2,0
Esthetic Abvanent CNI RP C1,0
Esthetic Abutment CNI RP C40
Esthetic Abutment CMI 2.0 C1.0
Esthetia Asutment CWI 3,0 C2.0
Enthetic Abutment CMI 2,0 C30
| Ewthetic Asutment CMI 3,0 C&0
| Esshatic Abutmant 15° HEX NP C1
Eathatic Abutment 15° MEX NP CZ
Exthatic Abutment 15" HEX NP €3
Esthatic Abutment 15 HEX RP-UP C1Y
Esthetic Abutmant 15° HEX RP-UP C2
Esthetic Abutmant 18° HEX RP-UP C3
Esthetic Abstrant 15° THI NP C0,5
| Esthetic Absterent 15° TR NP CY
Esthetis Abutesart 15° TRINP C2
Esthetic Abutsent 15" TR RP-UP C1
Esthetic Abutmest 15° TR RP-UP C2
Esthetic Abutment 15" CMI NP C1,0
Esthetic Adutment 15 CMINP C2.0
Esthetio Abutment 15 CMENP C3.0
Esthetic Abutmeot 15° CVE NP C40
Esthetic Abutment 15* CHIRP C1.0
19" CMI RP C20
Esthetic Abutment 15" ORI R® C3.0 | b
| Exthatic Abutmaent 13" CNI RP C40
| Esthetic Abutment 13° CMI 3,0 C1,0
|Esthatic Abutment 13" CMI 3,0 2,0
Exthatic Abutment 15 CMI 3,0 C3.0
Exthutic Abutment 15* CM1 3,0 C4,0

X e R

Coping Scrow MPC  bax 1,2

Coping Sceow NPC | hex 1,78

Coping Scrow NPC ) grip

Impression Copings HEX N° Opon Traoy / hex 1,2

Imprassion Copings HEX R®.UP Open Tray / hex 1,2

improssion Coplngs HEX WP Ogen Tray { hex 12

Imprassion Coplags TRIN® Open Tray / hex 1,2

Mewmm Open Tray ( hex 1.2
Impression Coplags MPC Open Truy | bex 1,2

Impression Copings PC Open Tray / hex 1.2

Impresaion Copings HEX NP Closed Tray (bex 1.2

Motos The Curtuste & wdpect W WVNL 400 CORIBE B8 46l Bl ¥ Pa Curtianes Agnenent Faloe & Gl sy e o Corifane sl

NOTIRD SO0Y 2400 ONY Pracict Sasrmee AL Vemassaies | 13050 Mo, Moreny Ter ofF GF 67 8820, s 000 ERARINOON, e )
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' impression Copings HEX RP-UP Closod Tray / hex 1,2
Impression Copings HEX WP Closed Tray / hex 1,2
Imgrassion Coplngs TRI NP Clesed Tray / hex 1,2
Improssion Copings TRI RP-UP Closed Tray / hex 1.2
Impeossion Copings PC Closed Tray / hex 1,2
Howling Cop MPC I hex 1,2

Heaiing Cap MPC SM

| Healing Cap PC / hex 12

| Abutment Simple CMI NP £ C 1,0 5M
‘Abutment Simple CMINP 4 C 20 SM
Abutmant Simple CMINP 4 C 3,0 SM
Abutment Skmple CMINP 4 C 4,0 SM

| Abutment Simple CMINP 6 C 1,0 SM

| Abutment Skmple CMINP 0 C 2,0 SM |

< Impeession Copings CMI NP OPEN TRAY
DENTAL COMPONENT -Ti | impression Copings CMIRP OFEM TRAY b
Impeession Copings CMI 3.0 OPEN TRAY
Impression Copings CMI NP Closed Tray
Impression Copings CMI RP Closad Tray
Impresaion Copings CMI 3.0 Closed Tray
| Profie Abutmant HI C1
| Profile Abutmant HI C2
| Profle Abutment HI C3
| Tamporary Abutment HI AR
|7mw¢ymlll
|¥mpression Copings Wwgéant HI Open Tray
Impression Copings Implant Hi Clossd Tray
Flxing Scraw Hi hex 1.2
Profile Abutmonti5* HI C1
Profile ASutment25® HI C1
Profile Abutment18* MI €2
Profile Abutment25® HI C2
Profile Abutmont15* HI C3
Profile Abutment25” HI C3 ‘

| Esthetic Abutment 15° I CY
| Esthetic Abutment 15* HI €2
| Exthetic Atutment 19" HI €3

Tha completa list of davices is filad with he Notified Body

Sites covered by this certificate
Site Name Address

' DERIG INDUSTRIA E COMERCIO DE MATERIAIS | Rua Lapa, 479 — Chécaras Marco -
MEDICO-ODONTOLOGICOS LTDA. EPP 06419-020 ~ Barueri - SP - Brazil

EU Representative
Cinterqual LDA. Travessa da Anunciada, 10 - 2 Esg-F. 2900-238.
Setibal ~ Portugal, Phone: +351 265 238 237

Mibar The Cotaate & sluned 10 rmms 00 Gimiians o0 401 nd I e Cortfumns Agramserd Fatee b aiepdy Sty vied B Cotifuns el
NOTWID DOGY 248 DWY Product Assscarca AL Verkamasen 1, {383 Heok, Noraay, Tol 44767 S 800, vee 20 oy At MOl e
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Phmsn wrdd date’ Howk, 24 May 202

Terms and conditions

The certificate is subject to the following terms and conditions:

= Any producer (see 2001/95/EC for a precise definition) Is kable for damage cavsed by a
defect in his product(s}, in accordance with directive 85/374/EEC, as amended, concerning
liabdity of defective products.

* The certificate is only vakd for the products and/or manufacturing premises listod above.

*  The Manufacturer shall fulfil the obligations arising out of the quality system as approved
and uphoic It 8o that it remains adequate and efficient.

* The Manufacturer shall inform the Notfied Body of any intended updating of the quality
system and the Notified Body will assess the changes and decide If the certificate remains
valid,

= Periodical audits will be held, in order to verify that the Manufacturer mantains and applies
the quality system, the Notlified Body resarves the right, on & spot basss or based on
suspicion, to pay unannouncad visits.

The following may render this Certificate Invalid:
» Changes in the quality system affecting production.
» Perlodical audits not held within the allowed time window,

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration
of conformity and legally affix the CE mark followed by the Notified Body Identification number.

Eod o Cothonss
Nitcm Thow Covtluss b st b lnens ol e e F ot w ey oy rwnier b Catficate inakd
NITIRD DUDY 2480 DAY Praduct Astaancs A% Aeiasen 1 1303 Hewie, Moy, Tol »67 &7 9T 8000, s 150 000 CRLENMI0% e d

Page Suig
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APPENDIX TO EC CERTIFICATE

Cuiicate Vet Usad
15066720170 SFAMAPS 1%y 1 0 1 Noverrteer 2323

This is an Appegdlx issued to EC Certificate issued for manufacturar:
DERIG INDUSTRIA E COMERCIO DE MATERIAIS MEDICO-
ODONTOLOGICOS LTDA. EPP

originally issued in compliance with:
the Council Directive 93/42/EEC on Medical Devices, as amended

Based on assessment performed, the following changes 1o the certification has been accepled as
¢ompliance with Councll Directive 93/42/EEC on Medical Devices has been established.

Scope Reduction of Ti Components
‘Pmducu covered by this Certificate: (Qphcu lmwon on certificate) 5
Product Description : Product Nm!o Class
PLA | Cytingricsi Biodent HEX NP 33 x 8.6mm
DENTAL IMPLANT |c:‘mmmrﬂn¢ :’«a: 10mm el
| Cytndecal Biedest MEX NP 33 ¥ 11 Smem
| Oytndrical Biodent HEX NP 3.3 x 13mm
Cylnancal Bodsnt HEX N2 3,3 x 15mm

| Cytiearical Bodent MEX 22 3,75 x 8. 8mm
Cytndrica Bioten! HEX AP 3 76 x #0mm
Cytndrical Biodart MEX RP 375 2 11.8mm
CySodecal Biodent HEX RP 3 78 x 13mm
{Cydncdnca! Biodent HEX R 3.75 x 15mm
| Cyndrical Bloden! HEX 5P 4.0 x & Sme
Cyindrical Blodent HEX RP 4.0 x 10mm
Cytndrical Biodant MEX RP 4.0 x 11 5mm
Cytndsics Biodort HEX RP 4,0 = 13»m
Cylndrcal Blodert HEX RP 4,0 x 15mm
{Cydnarical Biodent HEX R 5,0 x 17mm
| Cythadrical fodent HEX UP 50 x 8.5mm
| Cyfindrica! Ecogent HEX U 5.0 x 10mm
Cytndrical Biodent HEX UP 50 x 11 Smm
Cyindrcal Biodent HEX UP 5.0 » 13mm

| Cytnzncal Blodent HEX L2 8.0 x 15mm
Tapernd Bonecs TRI NS 3.5 x fiam
Tapeced Bloneck TRIN® 35 x 10mm
Tapersd Eionack TRINP 36 x 14.5mm
Tapetad Blarack TR NP 3.5 x 13mm
Tapered Bizneck TRI NP 3.8 x 160m

Prece wd date: For the eung oftor
Hovik, 11 May 2022 DNV Preduct Assuranes AS - Notifled Body 248
mummw

P
1R
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Cordicatie no - 5086 1-J01 /UL BMA NA-FS ey, |
Plate and Satm Mk, £ May 2022

| DENTAL IMPLANT Tapered Bionsck TRING 4.3 fmm Tio —l
Topered Bionack TRINP 4.3 x $0mm

Tagered Bloreck TRINP 4.3% 11.9mm
Topernd Bicnock TR NP 4.3 x 13mm
Tapered Booack TRI NP 4.3 x 18mm
Tapered Boneck TRI AP 4.3 x mm
Tapered Blonsck TRI AP &2 x 10mm
Tapered oneck TRIRP 431 11 Smm
Tapeced Blonack TRY RP 4.9 x 1amm
Topared Bicenck TR RP 4.3 x 18mm
Tapered Bloneck TRI UP 5.0 x Smm
Taporod Bloneck TRI P 5.0 x 10mm
Tapeesd Boneck TRI VR 60 11 5mm
Tapered Bionack TRIUP 50 x 13mm
Topered Biarmck TRIUP 80 x t8mm
Tuzwred Bloneck TRI WP 5.0 x 8mm
Taperod Bloneck TRI WP 5.0 x $0mm
Tagered Bieneck THI WP 5.0x 13nm
{Taperme Boneck TRIWP £.0 x 18mm
(Cytindrical Dynamic CWI NP 3.6 x B.5mm
Cylnddes Dymamic CME NP 3.5 x 10mm
Cytindrical Dynamiz CMI NP 3.5 x 115w
Cytndrical Dynemic OMI NP 38 x 13mem
CySndncal Dynamic SMI NP 35 x 15mm
Cyhnancal Dyramic CMI 7P 4.3 x 0 am
Cyfednical Dysamic CW! RP 4.3 x 10mm
Cyfindrics Dyramic CMIRP 4.3 & 11.5mm
Cyindncat Dynamic CMI RP 4.5 x 13mm
Crinddcal Dymamic CMi RP 4.3 x 15mm
Cyindscl Dynamic CMI RP 50 x 2, 5me
Cytndrical Dynamic CMI P 5.0 x 10mes
Cyfindrical Dysamic CMIRP 5.0 x 41 Sevm
Cylearical Dyramic CMI RP 50 » 13mm
Cyindrical Dynamic CM RP 8,0 x 18mm
Tapered Singie CMI NS 1.5 x 8mm
Taperad Single CMI AP 35 & $0mm
Tapered Skgle CMINP 3.5 x 11.5mm
Tagared Single CMINP 2.6 x 13mm
Topormd Sngle CMINP 3.5 x 16mm
Tapewed Soge CAM RP 4.3 x Smm

; Tapwaa Single CMI R= 4.3 x 10mm
Taperea Single CMI AP 4.3 x 11 8mm
Tapered Sitrge CMI RP 4.2 x 13mm
Tapared Single CMI RP 4.3 x tewm
Toperod Single CMIRP 5.0 » tmm
Tagared Single CMI RP 8.0 x 10mm
Topares Sngle CW RP 5.0 X 11,5wm
Tapered Single CMI RP 5.0 x 13mm
Tapered Singm CMI RP 5.0 x 16mm
Kort WEX NP 2.0 x 55mm

Kort HEX NP 4.0 x 7 Umm

Kot HEX R 8.0 x 8.5mm

Kort HEX RP 5.0 x 7.0mm

Kort CMI Plus NP 3.6 x 8. tienn

(Kot CMI Plus NP 2.5 x 7.0mm

Kort CMI Phus NP 43 2 5 Smm

Wort CMI Phas NP 4.9 x 7 0mm

Kort CMI Pius NP 5.0 x 5 Smen

Kort W PUs NP S0 x 7 Gmm

ol Body A6 DRV Pretuct Anttan AS Fwrtainnen | ST Mo, Moremy T <47 67 67 88 00, ww g cow
Pae 24
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| DENTAL IMPLANT [Cysnancal Exavont 1 3.3 x & b
Cyfindrical Exaiort H 3.3 x 10rmm
Cyindrical Exakert M1 33 x 11.5mm
Cynsrical Exakort HI 3.3 5 13em
Cyinancal Exakort H1 3,3 x 18mm
Cytindrical Exneort HE 3.8 x 2mm

CySnarical Exakort Hi 3.8 x 15mm
Cyinarical Exakort H 4.2 x 8mm
Cytindrical Exattort 4 4.2 x 10ms
Cytindricw’ Exabort 1 4 2 x 11 Smm
Cytndrical Exabort M1 4.2 x 13mm
Oyl Exakon HI4.2 x 15mm

DENTAL COMPONENT - CoCr  Una HEXNP R s
Utla HEX NP AR

Utls HEX RPAP R
Ucts HEX RP-UP AR
Uck HEX WP R
(Ut MEX WP AR
Uca CMI NP R
Ucka CMI NP AR
Ucts TRI NP R
Uck TRI NP AR
Ucta TRI&P.UP R
{Uda TR RP-UP AR
Utla TR WH' R
Ucls THRI WP AR
s HI AR

Ucls HIR

Coping MPC

DENTAL COMPONENT - Ti Profile Abuiment HEX NP C1 =

Profle Atutment TRI RP-UP C2
Profle Azutment THRI RP-UP C3
Profile Abutman! TRI RP-LP C4
Ficrig Scrow HEX NP ) be 1,2
Fheng Scraw HEX RE-UP | hex 1,2
Faing Scrow HEX RP-UP / gnp
Fixing Scrow TRINP / hex 1.2
Fixiog Scrow TR NP / grip

Fldng Screw TRI RP-UP-WP / hax 1,2
Fieng Scrow TRI RP-UP-WP / grip
Faong Screw BRI NS / hex 12
;M\pﬁcnmu’w

Pk By 3400 BAY Prosuct Asmemrse 2. Yadkswvmen &, T2 Mavk. Warwer, T ~47 47 7 58 00, wws dvr swm
Fage 4
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‘ - Estoli: Abutment HEX RP-UF C1
DENTAL COMPONENT - Ti (g . o lib

Esthatic Abutrant HEX RP-UP C3
Cethetic Abutment TRI NP CD,5
Esthetic Abutwant THI NP €1
Exthalic Abutwant TRE NP C2

| Evthetic Abutment TR NP €3
Esthatic Abutwant TRI RP.UP GOS8
Esthotic Aburwent TRI RP-UP C1
IEMAWNRFWC:
|Esthetic Abutsent TR RP-UF C3
,!MAW 15" HEX NP CY
|Esthetic Abusment 167 MEX NP C2
Exthulic Abutrant 15° HEX NP C3

| Esthetc Abuiment 16" MEX RP-UP C1f
| Esthetic Abiamant 15" HEX RP.UP C2
' Esthetic Abumant 15° HEX RF-UP C3
Esthoto Abument 15° TRI N® C0.5

Tomaoesry Coping MPC
Coging Scrow MPC | hex 1.2
Coping Screw MPC 1 gip
Impresskon Copngs HEX NP Open Tray / hex 1,2
Imgression Copings MEX REUP Open Teay / hax 1.2
Imgreasion Copings TRI AP Open Tray / hax 1,2
Impressicn Copngs TRI AP-UP Open Tewy / hax 12
Imgresaion Copings MPC Opan Troy | hex 1,2
Itrgressien Capings HEX NP Clased Tray / hax 1.2
IMCWOEIWPMTmlMU
Copings THRI NP Closed Tray / vex 1.2
lmc»mmvupmrmlmu
Heaking Cap MPC (hex 1.2

Appendix History

Revision Dcmipﬁon Issued Date

0 |EMI’M&! typohEURaproeenhm 09 November 2021
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