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Wir (Name & Adresse der Firma)

We (Name and address of manufacturer) | Nous (Nom et adresse du fabricant) | Noi (Nome e indirizzo del fabbricante) |
Nosotros (Nombre y direccién del fabricante) | N6s (Nome e endereco do fabricante) | Wij (Naam en adres van de fabrikant)
| Epeig (Ovopa kai SielBuvon Tou kataokeuaoTr) | Vi (Fabrikantens navn og adresse) | Vi (Navn og adresse til produsent) |
Me (Valmistajan nimi ja osoite) | Mi (A gyart6 neve és cime) | Hue (Mme n agpec Ha npoussogutens) | Noi (Numele si
adresa producatorului) | My (Jméno a adresa vyrobce) | My (Nazwa i adres producenta) | My (Meno a adresa vyrobcu) | Mi
(Ime in naslov proizvajalca) | Mi (Naziv i adresa proizvodaca) | Més (RaZotaja nosaukums un adrese) | Mes (Gamintojo
pavadinimas ir adresas) | Me (Tootja nimi ja aadress) | Biz (Ureticinin adi ve adresi)

erklaren in alleiniger Verantwortung, dass das Medizinprodukt

TRI® Dental Implants Int. AG
Bosch 80A

CH-6331 Hunenberg
Switzerland

SRN: CH-MF-000034885
CHRN: CHRN-MF-20000977

declare under our sole responsibility that the medical devices | déclarons sous notre seule responsabilité que les dispositifs médicaux | dichiariamo sotto la nostra esclusiva responsabilita
che i dispositivi medici | declaramos bajo nuestra exclusiva responsabilidad que los productos sanitarios | declarar sob a nossa exclusiva responsabilidade que os dispositivos médicos |
verklaren onder onze uitsluitende verantwoordelijkheid dat de medische hulpmiddelen | SnAwvoupe pe aTTOKAEIOTIKA Hag uBOvn OTI Ta IATPOTEXVOAOYIKG TTpoidvTa | erklaerer pé vores eget
ansvar, at det medicinske udstyr | pa vart eget ansvar forklara att de medicintekniska produkterna | ilmoitamme yksinomaisella vastuullamme, etté laakinnélliset laitteet ovat | kijelentjik,
hogy kizarolagos felelésségiinkre az orvostechnikai eszkdzoket | aeknapupame Ha cBOsi OTFTOBOPHOCT, Ye MeauLMHckuTe uaaenus | declaram pe propria raspundere céa dispozitivele
medicale | prohlaSujeme na vlastni odpovédnost, Ze zdravotnické prostfedky | oéwiadczamy na naszg wytaczng odpowiedzialno$¢, ze wyroby medyczne | vyhlasujeme na vlastn
zodpovednost, Ze zdravotnicke pomécky | na lastno odgovornost izjavljamo, da so medicinski pripomocki | proglasite pod naSom jedinom odgovorno$éu da medicinski proizvodi | pazinojam
uz savu atbildibu, ka mediciniskas ierices | iSimtinai savo atsakomybe pareiskiame, kad medicinos prietaisai | deklareerida meie ainuvastutusel, et meditsiiniseadmed | tibbi cihazlarin

tamamen bizim sorumluluumuz altinda

Name
Name | Nom | Nome | Nombre | Nome | Naam | Ovopa | Navn | Namn | Nimi | Név | Mime | Nume | Jméno | Nazwa | Meno |
Ime | Ime | Vards | Vardas, pavadinimas | Nimi | Ad

Artikel & bestimmungsgemalie Verwendung

Article and intended use | Article et usage prévu | Articolo e uso previsto | Articulo y uso previsto| Artigo e utilizagéo prevista
| Artikel en beoogd gebruik | ApBpo kai TTpoBAeTTopevn Xprion | Artikel og anvendelsesformal | Artikel och avsedd
anvandning | Artikkeli ja kayttotarkoitus | Cikk és rendeltetés szerinti hasznalat | uspenve n npegrasHadenue | Articolul si
utilizarea prevazuta | Clanek a zamyslené pouziti | Artykut i przeznaczenie | Vyrobok a zamyslané pouzitie | Clen in
predvidena uporaba | Clanak i namjena | Izstradajums un paredzétais lietojums | Straipsnis ir paskirtis | Artikkel ja
Sihtotstarve | Uriin ve kullanim amaci

alle Anforderungen der Verordnung (EU) 2017/745 erfillen

TRI® Dental Implants Int. AG

Siehe Anhang 1

See annex 1 | Voir 'annexe 1 | Cfr. allegato 1 | Ver anexo 1
| Ver anexo 1 | Zie bijlage 1 | BAétre Tapdaptnua 1 | Se bilag
1| Se bilaga 1 | Katso liite 1 | Lasd az 1. mellékletet | Bx.
npunoxexue 1 | Vezi anexa 1 | Viz pfiloha 1 | Patrz
zatgcznik 1 | Pozri prilohu 1 | Glej Prilogo 1 | Vidi prilog 1 |
Skatit 1. pielikumu | Zr. 1 priedas | Vt 1. lisa | Bkz. ek 1

comply with all requirements of regulation (EU) 2017/745 | se conformer a toutes les exigences du réglement (UE) 2017/745 | rispettano tutti i requisiti del regolamento (UE) 2017/745 |

cumplir todos los requisitos del Reglamento (UE) 2017/745 | cumprir todos os requisitos de regulamentagdo (UE) 2017/745 | voldoen aan alle vereisten van Verordening (EU) 2017/745 |
ouppopeuvovTal Je OAEG TIG aTTaITAOEIG Tou KavoviopoU (EE) 2017/745 | opfylder alle krav i forordning (EU) 2017/745 | uppfylla alla krav i férordning (EU) 2017/745 | noudatettava kaikkia
asetuksen (EU) 2017/745 vaatimuksia | megfelel az (EU) 2017/745 rendelet valamennyi kdvetelményének | oTroBapsT Ha Bcuyku usncksaHus Ha PernamenT (EC) 2017/745 | sa respecte

toate cerintele Regulamentului (UE) 2017/745 | spliovat vSechny poZzadavky nafizeni (EU) 2017/745 | spetniajg wszystkie wymogi rozporzadzenia (UE) 2017/745 | spifiat v8etky
poziadavky nariadenia (EU) 2017/745 | izpolnjevati vse zahteve uredbe (EU) 2017/745 | u skladu sa svim zahtjevima uredbe (EU) 2017/745 | atbilst visam Regulas (ES) 2017/745
prasibam, | laikytis visy Reglamento (ES) 2017/745 reikalavimy | vastavad kdigile maaruse (EL) 2017/745 nduetele | 2017/745 sayil yonetmeligin tim gerekliliklerine uymak

EU Bevollméchtigter

EU Authorized Representative | Représentant autorisé de I'UE | Rappresentante autorizzato UE | Representante autorizado
de la UE | Representante autorizado da UE | Gemachtigde vertegenwoordiger van de EU | E§ouciodoTtnuévog
AvtipéowTtrog TnG EE | EU-repreesentant | EU:s representant | EU:n valtuutettu edustaja | Az EU meghatalmazott
képviselbje | YnbnHomoleH npeactasuten Ha EC | Reprezentantul autorizat al UE | Zplnomocnény zastupce EU |
Upowazniony przedstawiciel UE | Spinomocneny zastupca EU | Pooblad&eni predstavnik EU | Ovlasteni predstavnik EU-a |
ES pilnvarotais parstavis | ES jgaliotasis atstovas | ELi volitatud esindaja | AB Yetkili Temsilcisi

EC Declaration of conformity class |_01

Doc ID: 06a79¢c26710c7744485ce101a9a74e3b1d70128f

TRI® Dental Implants Direct
GmbH

Merzhauser Strasse 183
79110 Freiburg

Germany

SRN: DE-AR-000005806

Page 1 of 5



(DE) EU-Konformitatserklarung

(EN) EU Declaration of conformity | (FR) Déclaration de conformité UE | (IT) Dichiarazione di conformita UE |

(ES) Declaracién UE de conformidad | (PT) Declaracéo de conformidade da UE | (NL) EU-conformiteitsverklaring |

(EL) AAwon oupudépewong EE | (DA) EU overensstemmelseserkleering | (SV) EU-férsakran om éverensstammelse |

(F1) EU-vaatimustenmukaisuusvakuutus | (HU) EU megfelel&ségi nyilatkozat | (BG) EC Jeknapauus 3a cboTBeTcTBME |
(RO) Declaratia de conformitate UE | (CS) EU Prohlageni o shodé | (PL) Deklaracja zgodno$ci UE | (SK) EU Vyhlasenie o
zhode | (SL) Izjava EU o skladnosti | (HR) Izjava EU o sukladnosti | (LV) ES atbilstibas deklaracija | (LT) ES atitikties

deklaracija | (ET) ELi vastavusdeklaratsioon | (TR) AB Uygunluk Bildirgesi

>{TRI

DENTAL IMPLANTS

Klassifizierung nach Anhang VIl (EU) 2017/745

Classification according to Annex VIII (EU) 2017/745 | Classification selon I'annexe VIII (UE)
2017/745 | Classificazione secondo l'allegato VIII (UE) 2017/745 | Clasificacién segin el anexo VIII
(UE) 2017/745 | Classificacéo de acordo com o anexo VIII (UE) 2017/745 | Indeling volgens bijlage
VIII (EU) 2017/745 | Tagivounon oUpgwva pe 1o Trapdptnua VI (EE) 2017/745 | Klassificering i
henhold til bilag VIII (EU) 2017/745 | Klassificering enligt bilaga VIII (EU) 2017/745 | Luokitus liitteen
VIII (EU) 2017/745 mukaisesti | Besorolas a VIII. melléklet (EU) 2017/745 szerint | Knacudpukaums
cbrnacHo npunoxenue VIl (EC) 2017/745 | Clasificarea Tn conformitate cu anexa VIl (UE)
2017/745 | Zarazeni podle prilohy VIl (EU) 2017/745 | Klasyfikacja zgodnie z zatgcznikiem VIII (UE)
2017/745 | Klasifikacia podla prilohy VIII (EU) 2017/745 | Razvrstitev v skladu s Prilogo VIII (EU)
2017/745 | Razvrstavanje prema Prilogu VIII. (EU) 2017/745 | Klasifikacija saskana ar VIII pielikumu
(ES) 2017/745 | Klasifikavimas pagal VIII priedg (ES) 2017/745 | Klassifikatsioon vastavalt VIII lisale
(EL) 2017/745 | Ek VIII (AB) 2017/745'e gore siniflandirma

Konformitatsbewertungsverfahren nach (EU) 2017/745
Conformity assessment procedure according EU 2017/745 | Procédure d'évaluation de la
conformité selon I'UE 2017/745 | Procedura di valutazione della conformita secondo I'UE 2017/745 |
Procedimiento de evaluacion de la conformidad segtn la UE 2017/745 | Procedimento de avaliacdo
da conformidade de acordo com a UE 2017/745 | Conformiteitsbeoordelingsprocedure volgens EU
2017/745 | Aiodikacia agioAdynong TNG cuppopPwaong ouuewva pe Tnv EE 2017/745 | Procedure
for overensstemmelsesvurdering i henhold til EU 2017/745 | Férfarande for bedémning av
Overensstammelse enligt EU 2017/745 | EU:n 2017/745 mukainen vaatimustenmukaisuuden
arviointimenettely | Az EU 2017/745 szerinti megfeleléségértékelési eljaras | Mpoueaypa 3a
oueHsBaHe Ha CboTBEeTCTBMETO cbrnacHo EC 2017/745 | Procedura de evaluare a conformitatii in
conformitate cu UE 2017/745 | Postup posuzovani shody podle EU 2017/745 | Procedura oceny
zgodnosci wedtug UE 2017/745 | Postup posudzovania zhody podfa EU 2017/745 | Postopek
ugotavljanja skladnosti v skladu z EU 2017/745 | Postupak ocjenjivanja sukladnosti prema EU
2017/745| Atbilstibas novértésSanas procedira saskana ar ES 2017/745 | Atitikties vertinimo
proceddra pagal ES 2017/745 | Vastavushindamismenetlus vastavalt EL 2017/745 | AB 2017/745'e
g6re uygunluk degerlendirme prosediri

Klasse Regel
Class Rule
Classe Regle
Classe Regola
Clase Regla
Classe Regra
Klas Regel
KAdon Kavévag
Klasse Regel .
Klass Regel 5 (f| rst
Luokka Saantd i
Osztaly Szabaly ! d en t)
Knaca Mpasuno
Clasa Regula
Trida Pravidlo
Klasa Reguta
Trieda Pravidlo
Razred Pravilo
Klasa Pravilo
Klase Noteikums
Klasé Taisyklé
Klass Reegel
Sinif Kural
Anhang

Annex

Annexe

Allegato

Anexo

Anexo

Bijlage

MapdpTnua

Bilag

Bilaga

Liite

Melléklet

Mpunoxexne

Anexa

Pfiloha

Zatgcznik

Priloha

Priloga

Prilog

Pielikums

Priedas

Lisa

Ek

Angewandte harmonisierte Normen

applied harmonised standards | normes harmonisées appliquées | norme
armonizzate applicate | normas armonizadas aplicadas | padrées harmonizados
aplicados | toegepaste geharmoniseerde normen | EQpapPUOCHEVA EVOPUOVIOUEVT
TpoéTUTTa | anvendte harmoniserede standarder | tillampade harmoniserade
standarder | sovelletuista yhdenmukaistetuista standardeista | harmonizalt
szabvanyok alkalmazésa | npunaraHv xapMoHM3upaHu ctaHaapTy | standarde
armonizate aplicate | uplatfiované harmonizované normy | stosowane normy
zharmonizowane | uplatfiované harmonizované normy | uporabljenih usklajenih
standardov | primijenjene uskladene norme | piemérotie saskanotie standarti |
taikomi darnieji standartai | kohaldatud harmoneeritud standardid | uygulanan
uyumlastiriimis standartlar

Hinenberg, 20/06 /2023

Ort, Datum

Place, Date | L’endroit, Date | Luogo, Data | Place, Fecha | Lugar, Data | Plaats,
Datum | Tétrog, Huepopnvia | Sted, Dato | Plats, Datum | Paikka, Paivamaara |
Hely, Datum | Msicto, laTa | Loc, Data | Misto, Rande | Miejsce, Data | Miesto,

Déatum | Mesto, Datelj | Mjesto, Datum | Vieta, Datums | Vieta, Data | Koht, Kuupaev

| Yer, Tarih
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See document | Voir le document | Cfr. documento |

REC_Regulatory

Ver document | Ver documento | Zie document | B
BAémre éyypago | Se dokument | Se dokumentet | LISt_TR' Dental
Katso asiakirja] Lasd a dokumentumot| Bx.

dokymeHma | Vezi documentul | Viz dokument | Patrz Im p l ant

dokument | Pozri document | Glej dokument | Vidi System 07
document | Skatit dokumentu | Zr. dokumentg | Vt -

document | Belgeye bakin

VMP CcTO

Name & Funktion

Name and function | Nom et fonction | Nome e funzione | Nombre y funcién | Nome e
funcéo | Naam en functie | Ovopa kai Aerroupyia | Navn og funktion | Namn och
funktion | Nimi ja funktio | Név és funkcio | ime n dyrkums | Nume si functie | Nazev a
funkce | Nazwa i funkcja | Nazov a funkcia | Ime in funkcija | Naziv i funkcija |
Nosaukums un amats | Pavadinimas ir funkcija | Nimi ja funktsioon | Ad ve islev

Page 2 of 5

Doc ID: 06a79¢c26710c7744485ce101a9a74e3b1d70128f



(DE) EU-Konformitatserklarung S¢TRI

(EN) EU Declaration of conformity | (FR) Déclaration de conformité UE | (IT) Dichiarazione di conformita UE |

(ES) Declaracién UE de conformidad | (PT) Declaracéo de conformidade da UE | (NL) EU-conformiteitsverklaring |

(EL) AAwon oupudépewong EE | (DA) EU overensstemmelseserkleering | (SV) EU-férsakran om éverensstammelse |

(F1) EU-vaatimustenmukaisuusvakuutus | (HU) EU megfelel&ségi nyilatkozat | (BG) EC Jeknapauus 3a cboTBeTcTBME |
(RO) Declaratia de conformitate UE | (CS) EU Prohlageni o shodé | (PL) Deklaracja zgodno$ci UE | (SK) EU Vyhlasenie o
zhode | (SL) Izjava EU o skladnosti | (HR) Izjava EU o sukladnosti | (LV) ES atbilstibas deklaracija | (LT) ES atitikties
deklaracija | (ET) ELi vastavusdeklaratsioon | (TR) AB Uygunluk Bildirgesi

DENTAL IMPLANTS

Anhang 1

Annex 1| Annexe 1 | Allegato 1 | Anexo 1 | Anexo 1 | Bijlage 1 | Mapdptnua 1 | Bilag 1 | Bilaga 1 | Liite 1 | 1. Melléklet | Mpunoxexue 1 | Anexa 1 | Pfiloha 1 | Zatgcznik 1 |
Priloha 1 | Priloga 1 | Prilog 1 | 1. Pielikums | 1 Priedas | 1. Lisa | Ek 1

DE | TRI® Dental Implant-Instrumente dienen zur Planung und Platzierung von
Bestimmungsge L T f
mARe 95g Implantaten des TRI® Dental Implant Systems. Die jeweiligen Kassetten dienen
Verwendung zur Aufbewahrung und Sterilisation der Instrumente.
The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Intended use P
IE System. The c are used to store and sterilize instruments.
u . Les instruments TRI® sont destinés a la planification et & la mise en place d'implants du TRI® Dental Implant System. Les cassettes sont
sage prévu > P :
FR utilisées pour ranger et stériliser les instruments.
Uso previsto Los instrumentos TRI® Dental Implant estan disefiados para ser usados en la planificacion y colocacion de implantes del TRI® Dental
P IT Implant System. Las cajas se utilizan para almacenar y esterilizar los instrumentos.
U . Los taladros quirtrgicos son manufacturados de acero inoxidable 1.4614 incluyendo una capa de DLC. Los drivers de implantes se
S0 previsto >
ES manufacturan de acero inoxidable 1.034.
S . Os TRI® Instrumentos de Implantes Dental s&o destinados a serem utilizados para planejar e colocar os implantes do TRI® Sistema de
Utilizag&o Prevista PR P
PT Implante Dental. As gavetas séo utilizadas para armazenar e esterilizar instrumentos.
. De chirurgische boren zijn gemaakt van roestvrij staal 1.4614 inclusief DLC-coating. De implantaat drivers zijn gemaakt van roestvrij staal
Beoogd gebruik NL 1.4034
MpoBAeTTOpEVN OI XEIPOUPYIKEG PPECES EiVal KATOOKEUOOHEVEG OTTO aVOgEidwTo atodh 1.4614 ue emiotpwon DLC. O1 0dnyoi epguTelparog givai
Xpnon GR KOTAOKEUAOPEVOI aTTO avogeidwTto atadAl 1.4034.
2 The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Anvendelsesformal P
DK System. The ¢ are used to store and sterilize instruments.
. . The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Avsedd anvéndning N
SE System. The c are used to store and sterilize instruments.
s e . The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Kéyttotarkoitus P
Fl System. The c are used to store and sterilize instruments.
Rendeltetés szerinti The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
hasznalat HU System. The ¢ are used to store and sterilize instruments.
The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
MpepHasHayeHne P
BG System. The c are used to store and sterilize instruments.
Utilizare prevazuts The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
P RO System. The ¢ are used to store and sterilize instruments.
e e The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Zamyslené pouziti P
cz System. The ¢ are used to store and sterilize instruments.
Przeznaczenie The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
PL System. The ¢ are used to store and sterilize instruments.
Zamyalané pousitie The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Y P SK System. The c are used to store and sterilize instruments.
. The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Predvidena uporaba P
SI System. The c are used to store and sterilize instruments.
Nami The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
amjena A
HR System. The ¢ are used to store and sterilize instruments.
Paredzétais The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
lietojums LV System. The c are used to store and sterilize instruments.
- The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Paskirtis A
LT System. The ¢ are used to store and sterilize instruments.
. The TRI® Dental Implants Instruments are intended to be used for planning and placement of the implants from the TRI® Dental Implant
Sihtotstarve P
EE System. The c are used to store and sterilize instruments.
Kullanim Amaci TRI® aletleri, implantlarin TRI Dental Implant Sistemine gére planlanmasi ve yerlestiriimesi amaciyla kullaniimak (izere tasarlanmigtir.
TR Kasetler, aletleri saklamak ve sterilize etmek igin kullanilir
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Artikelnummer Basis UDI-DI Beschreibung GMDN Klasse Regel Hinzugefligt am
Article number
Numeéro d’article Basic UDI-DI Description GMDN Class Rule Date added
Numero Base UDI-DI Description GMDN Classe Régle Date d’ajout
dell'articolo Base UDI-DI Descrizione GMDN Classe Regola Aggiunto in data
Niamero de Base UDI-DI Descripcion GMDN Clase Regla Fecha de adcion
articulo Base UDI-DI Description GMDN Classe Regra Date added
NUmero do artigo Basis UDI-DI Beschrijving GMDN Klas Regel Datum toegevoegd
Artikelnummer Bdon UDI-DI Mepiypagn GMDN KAaon Kavévag MpoaBrikn nuepounviag
ApiBudg dpbpou Basis UDI-DI Beskrivelse GMDN Klasse Regel Dato tilfajet
Artikkelnummer Bas UDI-DI Beskrivning GMDN Klass Regel Datum tillagt
Artikelnummer Perusta UDI-DI Kuvaus GMDN Luokka Saanto Lisatty paivamaara
Artikkelin numero Alap UDI-DI Leiras GMDN Osztaly Szabaly Hozzaadas datuma
Cikkszam OcHosa UDI-DI OnucaHve GMDN Knaca MpaBuno [ata Ha nob6aesHe
Homep Ha cTaTusi Baza UDI-DI Descriere GMDN Clasa Regula Data adaugarii
Numarul articolului Zéaklad UDI-DI Popis GMDN Tida Pravidlo Datum pfidaného
Cislo &lanku Kod UDI-DI podstawy Opis GMDN Klasa Reguta Data dodania
Numer artykutu Z&klad UDI-DI Popis GMDN Trieda Pravidlo Déatum pridania
Cislo ¢lanku Osnova UDI-DI Opis GMDN Razred Pravilo Dodan datum
Stevilka izdelka Osnova UDI-DI Opis GMDN Klasa Pravilo Datum dodavanja
Broj ¢lanka Pamats UDI-DI Apraksts GMDN Klase Noteikums PievienoSanas datums
Raksta numurs Pagrindas UDI-DI Apibadinimas GMDN Klasé Taisyklé Pridéta data
Straipsnio numeris Alus UDI-DI Kirjeldus GMDN Klass Reegel Lisamise kuupaev
Artikli number Temel UDI-DI Tarif GMDN Sinif Kural Eklenme tarihi
Makale numarasi
Matrix®-Direct Transfer 5 (first
M-IMPR-L-37-P37 764014988IMPRKC Component-Long-@ 3.7mm-P37 55847 ident) 20/06/2023
Matrix®-Direct Transfer 5 (first 20/06/2023
M-IMPR-L-50-P45 764014988IMPRKC Component-Long-@ 5mm-P45 55847 ident)
TV Direct Transfer Component incl. 5 (first 20/06/2023
TV05-35 764014988IMPRKC DTRS - @ 3.5 mm 55847 ident)
TV Direct Transfer Component incl. 5 (first 20/06/2023
TV05-50 764014988IMPRKC DTRS - @ 5 mm 55847 ident)
DTRS-TVO5 764014988IMPRKC Direct Transfer Retaining Screw for 55847 5 (first 20/06/2023
TV05 ident)
M-RS-IMPR-L 764014988IMPRKC Matrix®-Direct Transfer Retaining 55847 5 (first 20/06/2023
Screw - Long ident)
TN Direct Transfer Component incl. 5 (first 20/06/2023
TNO5-35 764014988IMPRKC DTRS - @ 3.5mm 55847 ident)
TN10-35-1TC 764014988IMPRKC TN 2in1 Impression Abutment - @ 55847 5 (first 20/06/2023
3.5mm ident)
DTRS-TNOS 764014988IMPRKC Direct Transfer Retaining Screw for 55847 5 (first 20/06/2023
TNO05-35 ident)
Matrix®-Direct Transfer 5 (first 20/06/2023
M-IMPR-S-37-P37 | 764014988IMPRKC Component-Short-33.7mm-P37 55847 ident)
Matrix®-Direct Transfer 5 (first 20/06/2023
M-IMPR-S-50-P45 | 764014988IMPRKC Component-Short-g 5mm-P4s 55847 ident)
TO Direct Transfer Component incl. 5 (first 20/06/2023
TOO05-51 764014988IMPRKC DTRS - @ 5.1 mm 55847 ident)
DTRS-TOO5 764014988IMPRKC Direct Transfer Reatining Screw for 55847 5 (first 20/06/2023
TOO05-51 ident)
M-RS-IMPR-S 764014988IMPRKC Matrix®-Direct Transfer Retaining 55847 5 (first 20/06/2023
Screw - Short ident)
PD-L 764014988INANS TRI® Prosthetic Driver - Long 55847 %g:;‘ 20/06/2023
PD-S 764014988INANS TRI® Prosthetic Driver - Short 55847 zg:;t 20/06/2023
TORT 764014988INANS Rgm_oval Tool for TRI®-Octa 55847 5 (first 20/06/2023
Friction Abutments ident)
TRT 764014988INANS Removal Togl for TRI®-Vent & 55847 5 (first 20/06/2023
Narrow Friction Abut. ident)
™w 764014988INANS Torque Wrench - 10-45 Ncm 55847 i‘zgﬁ 20/06/2023
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DENTAL IMPLANTS

Artikelnummer Basis UDI-DI Beschreibung GMDN Klasse Regel Hinzugefligt am
Article number
Numéro d’article Basic UDI-DI Description GMDN Class Rule Date added
Numero Base UDI-DI Description GMDN Classe Régle Date d’ajout
dell'articolo Base UDI-DI Descrizione GMDN Classe Regola Aggiunto in data
Niamero de Base UDI-DI Descripcion GMDN Clase Regla Fecha de adci6n
articulo Base UDI-DI Description GMDN Classe Regra Date added
NUmero do artigo Basis UDI-DI Beschrijving GMDN Klas Regel Datum toegevoegd
Artikelnummer Bdon UDI-DI Mepiypagn GMDN KAdon Kavévag MpooBikn nuepounviag
ApiBuog dpbpou Basis UDI-DI Beskrivelse GMDN Klasse Regel Dato tilfajet
Artikkelnummer Bas UDI-DI Beskrivning GMDN Klass Regel Datum tillagt
Artikelnummer Perusta UDI-DI Kuvaus GMDN Luokka Saanto Lisatty paivamaara
Artikkelin numero Alap UDI-DI Leiras GMDN Osztaly Szabdly Hozzaadéas datuma
Cikkszam OcHosa UDI-DI OnucaHve GMDN Knaca Mpasuno [ata Ha nob6aesHe
Homep Ha craTus Baza UDI-DI Descriere GMDN Clasa Regula Data adaugarii
Numarul articolului Zéaklad UDI-DI Popis GMDN Trida Pravidlo Datum pfidaného
Cislo ¢lanku Kod UDI-DI podstawy Opis GMDN Klasa Reguta Data dodania
Numer artykutu Zé&klad UDI-DI Popis GMDN Trieda Pravidlo Déatum pridania
Cislo &lanku Osnova UDI-DI Opis GMDN Razred Pravilo Dodan datum
Stevilka izdelka Osnova UDI-DI Opis GMDN Klasa Pravilo Datum dodavanja
Broj ¢lanka Pamats UDI-DI Apraksts GMDN Klase Noteikums Pievienosanas datums
Raksta numurs Pagrindas UDI-DI Apibadinimas GMDN Klasé Taisyklé Pridéta data
Straipsnio numeris Alus UDI-DI Kirjeldus GMDN Klass Reegel Lisamise kuupaev
Artikli number Temel UDI-DI Tarif GMDN Sinif Kural Eklenme tarihi
Makale numarasi
TW-Adapter 764014988INAN8 Torque Wrench Adapter 55847 Zg:;t 20/06/2023
GFP 764014988INANS Guided Fixation Pin 55847 ;g:;t 20/06/2023
GFP-Sleeve 764014988INAN8 Guided Fixation Pin Sleeve 55847 Zg:;t 20/06/2023
GIM-BLM 764014988INANS qued Implant Mount-Bone Level 55847 5 (first 20/06/2023
matrix® ident)
GIM-Narrow 764014988INANS Guided Implant Mount-Narrow 55847 iﬁg:ts)t 20/06/2023
GIM-Octa 764014988INANS Guided Implant Mount-Octa 55847 Zg:;t 20/06/2023
GIM-TLM 764014988INANS qued Implant Mount-Tissue Level 55847 §(f|rst 20/06/2023
matrix® ident)
GIM-Vent 764014988INANS Guided Implant Mount-Vent 55847 Zg:;‘ 20/06/2023
Gs 764014988INANS Guided Sleeve 55847 ZS:S‘ 20/06/2023
MD-L-TW 764014988INANS Matrix® Implant Driver - Long - for 55847 5 (first 20/06/2023
™ ident)
MD-S-TW 764014988INANS Matrix® Implant Driver - Short - for 55847 5 (first 20/06/2023
™ ident)
PP-L 764014988INANS Parallel Pins - Long 55847 Zg:;‘ 20/06/2023
TPDS 764014988INANS Guided Surgery Sleeve for TPD (3 55847 5 (first 20/06/2023
pcs.) ident)
VD-L-TW 764014988INANS TRI®-Vent Implant Driver - Long - 55847 5 (first 20/06/2023
for TW ident)
VD-S-TW 764014988INANS TRI®-Vent Implant Driver - Short - 55847 5 (first 20/06/2023
for TW ident)
DTC-SRA 764014988IMPRKC DlrectTransfer Component for 55847 §(flrst 20/06/2023
Screw-Retained Abut ident)
DTRS-SRA 764014988IMPRKC Direct Transfer Retaining Screw 55847 I‘Zg:st 20/06/2023
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TRI

dental implants

EC Declaration of Conformity
EC Directive 93/42/EEC Annex Il, excluded point 4
Full Quality Assurance System
Medical Devices

Registration No.: 535987 MR2
Certification No.: 170739372 (issued 2019-12-01)

Manufacturer: TRI® Dental Implants Int. AG
Bosch 80A
CH-6331 Hiinenberg
Switzerland

Scope: TRI® Dental Implant System:

e TRI® Dental Implants
e TRI® Dental Abutment

This declaration of conformity is valid until 2024-05-26 and remains valid subject to
satisfactory surveillance audits.

We, the company TRI® Dental Implants Int. AG, hereby declare, that we are
exclusively responsible for the declaration of conformity and that the distributed CE
marked products, specified in the annex 1 product list, are in compliance with the
Essential Requirements as defined by the provisions of Council Directive 93/42/EEC
Annex I.

The medical devices listed above have been classified according to the classification
rules according to Council Directive 93/42/EEC Annex IX and have met all the
applicable conformity assessment elements. The conformity assessment procedure
has been applied according to Council Directive 93/42/EEC Annex Il, excluded point
4.

Notified Body:
DQS 0297
DQS Medizinprodukte GmbH
August-Schanz-Str. 21
60433 Frankfurt am Main,
Germany

As part of the conformity the norms of the CE registration are fulfilled:
REC_Regulatory List_TRI Dental Implant System_08.

Sandro Venanzoni \W/U"P

Hunenberg, 2023-07-21 Sandro Venanzoni - CTO
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TRI

dental implants

EC Declaration of Conformity

Annex 1: Product List

Class According to Annex IX of

Article No. Name directive 93/42/EEC

TRI® Dental Implants - TRI®-Vent

TV37M08 TRI® Vent Implant @ 3.75mm - L 8mm 2b

TV37M10 TRI® Vent Implant @ 3.75mm - L 10mm 2b

TV37M11 TRI® Vent Implant @ 3.75mm - L 11.5mm 2b

TV37M13 TRI® Vent Implant @ 3.75mm - L 13mm 2b

TV37M16 TRI® Vent Implant @ 3.75mm - L 16mm 2b

TV41MO06 TRI® Vent Implant @ 4.1mm, L6.5mm 2b

TV41M08 TRI® Vent Implant @ 4.1mm - L 8mm 2b

TV41M10 TRI® Vent Implant @ 4.1mm - L 10mm 2b

TV41M11 TRI® Vent Implant @ 4.1mm - L 11.5mm 2b

TV41M13 TRI® Vent Implant @ 4.1mm - L 13mm 2b

TV41M16 TRI® Vent Implant @ 4.1mm - L 16mm 2b

TV47M06 TRI® Vent Implant @ 4.7mm - L 6.5mm 2b

TV47M08 TRI® Vent Implant @ 4.7mm - L 8mm 2b

TV47M10 TRI® Vent Implant @ 4.7mm - L 10mm 2b

TV47M11 TRI® Vent Implant @ 4.7mm - L 11.5mm 2b

TV47M13 TRI® Vent Implant @ 4.7mm - L 13mm 2b

TV47M16 TRI® Vent Implant @ 4.7mm - L 16mm 2b

TRI® Dental Implants - TRI®-Narrow

TN33M10 TRI® Narrow Implant @ 3.3mm - L 10mm 2b

TN33M11 TRI® Narrow Implant @ 3.3mm - L 11.5mm 2b

TN33M13 TRI® Narrow Implant @ 3.3mm - L 13mm 2b

TN33M16 TRI® Narrow Implant @ 3.3mm - L 16mm 2b

TRI® Dental Implants - TRI®-Octa
TO Implant - g 3.75mm - 4.8mmP - L 8mm - incl.

TO37M08 TOSCS 2b
TO Implant - g 3.75mm - 4.8mmP - L 10mm - incl.

TO37M10 TOSCS 2b
TO Implant - @ 3.75mm - 4.8mmP - L 11.5mm - incl.

TO37M11 TOSCS 2b
TO Implant - g 3.75mm - 4.8mmP - L 13mm - incl.

TO37M13 TOSCS 2b
TO Implant - @ 4.1mm - 4.8mmP - L 6.5mm - incl.

TO41M06 TOSCS 2b
TO Implant - @ 4.1mm - 4.8mmP - L 8mm - incl.

TO41M08 TOSCS 2b
TO Implant - @ 4.1mm - 4.8mmP - L 10mm - incl.

TO41M10 TOSCS 2b
TO Implant - @ 4.1mm - 4.8mmP - L 11.5mm - incl.

TO41M11 TOSCS 2b
TO Implant - @ 4.1mm - 4.8mmP - L 13mm - incl.

TO41M13 TOSCS 2b
TO Implant - @ 4.7mm - 4.8mmP - L 6.5mm - incl.

TO47M06 TOSCS 2b
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TRI

dental implants

Class According to Annex IX of

Article No. Name directive 93/42/EEC
TO Implant - @ 4.7mm - 4.8mmP - L 8mm - incl.

TO47M08 TOSCS 2b
TO Implant - @ 4.7mm - 4.8mmP - L 10mm - incl.

TO47M10 TOSCS 2b
TO Implant - @ 4.7mm - 4.8mmP - L 11.5mm - incl.

TO47M11 TOSCS 2b
TO Implant - @ 4.7mm - 4.8mmP - L 13mm - incl.

TO47M13 TOSCS 2b

TRI® Dental Implants — TRI®-matrix®

BLM-37-08-P37 Bone Level Matrix® Implant @ 3.75mm - L 8mm-P37 2b

BLM-37-10-P37 Bone Level Matrix® Implant @ 3.75mm - L 10mm-P37 2b
Bone Level Matrix® Implant @ 3.75mm - L 11.5mm-

BLM-37-11-P37 P37 2b

BLM-37-13-P37 Bone Level Matrix® Implant @ 3.75mm - L 13mm-P37 2b

BLM-37-16-P37 Bone Level Matrix® Implant @ 3.75mm - L 16mm-P37 2b

BLM-41-06-P37 Bone Level Matrix® Implant @ 4.1mm - L 6.5mm-P37 2b

BLM-41-08-P37 Bone Level Matrix® Implant @ 4.1mm - L 8mm-P37 2b

BLM-41-10-P37 Bone Level Matrix® Implant @ 4.1mm - L 10mm-P37 2b
Bone Level Matrix® Implant @ 4.1mm - L 11.5mm-

BLM-41-11-P37 P37 2b

BLM-41-13-P37 Bone Level Matrix® Implant @ 4.1mm - L 13mm-P37 2b

BLM-41-16-P37 Bone Level Matrix® Implant @ 4.1mm - L 16mm-P37 2b

BLM-47-06-P45 Bone Level Matrix® Implant @ 4.7mm - L 6.5mm-P45 2b

BLM-47-08-P45 Bone Level Matrix® Implant @ 4.7mm - L 8mm-P45 2b

BLM-47-10-P45 Bone Level Matrix® Implant @ 4.7mm - L 10mm-P45 2b
Bone Level Matrix® Implant @ 4.7mm - L 11.5mm-

BLM-47-11-P45 P45 2b

BLM-47-13-P45 Bone Level Matrix® Implant @ 4.7mm - L 13mm-P45 2b

BLM-47-16-P45 Bone Level Matrix® Implant @ 4.7mm - L 16mm-P45 2b
Tissue Level Matrix® Implant @ 3.3mm - L 10mm -

TLM-33-10-P37 P37 2b
Tissue Level Matrix® Implant @ 3.3mm - L 11.5mm -

TLM-33-11-P37 P37 2b
Tissue Level Matrix® Implant @ 3.3mm - L 13mm -

TLM-33-13-P37 P37 2b
Tissue Level Matrix® Implant g 3.75mm - L 8mm -

TLM-37-08-P37 P37 2b
Tissue Level Matrix® Implant g 3.75mm - L 10mm -

TLM-37-10-P37 P37 2b
Tissue Level Matrix® Implant @ 3.75mm - L 11.5mm -

TLM-37-11-P37 P37 2b
Tissue Level Matrix® Implant @ 3.75mm - L 13mm -

TLM-37-13-P37 P37 2b
Tissue Level Matrix® Implant @ 3.75mm - L 16mm -

TLM-37-16-P37 P37 2b
Tissue Level Matrix® Implant @ 4.1mm - L 6.5mm -

TLM-41-06-P37 P37 2b

TLM-41-08-P37 Tissue Level Matrix® Implant @ 4.1mm - L 8mm -P37 2b
Tissue Level Matrix® Implant @ 4.1mm - L 10mm -

TLM-41-10-P37 P37 2b
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TRI

dental implants

Class According to Annex IX of

Article No. Name directive 93/42/EEC
Tissue Level Matrix® Implant @ 4.1mm - L 11.5mm -

TLM-41-11-P37 P37 2b
Tissue Level Matrix® Implant @ 4.1mm - L 13mm -

TLM-41-13-P37 P37 2b
Tissue Level Matrix® Implant @ 4.1mm - L 16mm -

TLM-41-16-P37 P37 2b
Tissue Level Matrix® Implant @ 3.75mm - L 8mm -

TLM-37-08-P45 P45 2b
Tissue Level Matrix® Implant @ 3.75mm - L 10mm -

TLM-37-10-P45 P45 2b
Tissue Level Matrix® Implant @ 3.75mm - L 11.5mm -

TLM-37-11-P45 P45 2b
Tissue Level Matrix® Implant @ 3.75mm - L 13mm -

TLM-37-13-P45 P45 2b
Tissue Level Matrix® Implant @ 3.75mm - L 16mm -

TLM-37-16-P45 P45 2b
Tissue Level Matrix® Implant @ 4.1mm - L 6.5mm -

TLM-41-06-P45 P45 2b

TLM-41-08-P45 Tissue Level Matrix® Implant @ 4.1mm - L 8mm -P45 2b
Tissue Level Matrix® Implant @ 4.1mm - L 10mm -

TLM-41-10-P45 P45 2b
Tissue Level Matrix® Implant @ 4.1mm - L 11.5mm -

TLM-41-11-P45 P45 2b
Tissue Level Matrix® Implant @ 4.1mm - L 13mm -

TLM-41-13-P45 P45 2b
Tissue Level Matrix® Implant @ 4.1mm - L 16mm -

TLM-41-16-P45 P45 2b
Tissue Level Matrix® Implant @ 4.7mm - L 6.5mm -

TLM-47-06-P45 P45 2b

TLM-47-08-P45 Tissue Level Matrix® Implant @ 4.7mm - L 8mm -P45 2b
Tissue Level Matrix® Implant @ 4.7mm - L 10mm -

TLM-47-10-P45 P45 2b
Tissue Level Matrix® Implant @ 4.7mm - L 11.5mm -

TLM-47-11-P45 P45 2b
Tissue Level Matrix® Implant @ 4.7mm - L 13mm -

TLM-47-13-P45 P45 2b
Tissue Level Matrix® Implant @ 4.7mm - L 16mm -

TLM-47-16-P45 P45 2b

TRI® Dental Abutment - TRI®-Vent

TVHC35-30 Healing Collar - @ 3.5mm - 3mm 2b

TVHC35-45 Healing Collar - @ 3.5mm - 4.5mm 2b

TVHC35-60 Healing Collar - @ 3.5mm - 6mm 2b

TVHC35-60-A Healing Collar - Aesthetic - @ 3.5mm - 6mm 2b

TVHC50-30 Healing Collar - g 5mm - 3mm 2b

TVHC50-45 Healing Collar - @ 5mm - 4.5mm 2b

TVHC50-60 Healing Collar - @ 5mm - 6mm 2b

TVHC50-60-A Healing Collar - Aesthetic - @ 5mm - 6mm 2b

TV10-35-ITC 2inl Impression Abutment - @ 3.5mm 2b

TV10-50-ITC 2inl Impression Abutment - @ 5.0mm 2b

TV10-EHA-50 Esthetic Healing Abutment 5.0mm 2b

TV10-EHA-70 Esthetic Healing Abutment 7.0mm 2b
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dental implants

Class According to Annex IX of

Article No. Name directive 93/42/EEC

TV10-PTA Temporary Abutment Straight 2b

TV10-TTA Temporary Abutment Straight, @ 4.5mm 2b

TV10-35-F Straight Abutment - Friction incl. RS-TV10 - @ 3.5mm | 2b
Contour Abutment - Straight - Friction incl. RS-TV10 -

TV10-41-F @ 4.5mm - Imm 2b
Contour Abutment - Straight - Friction incl. RS-TV10 -

TV10-43-F @ 4.5mm - 3mm 2b

TV10-50-F Straight Abutment - Friction incl. RS-TV10 - @ 5mm 2b
Contour Abutment - Angled - Friction incl. RS-TV10 -

TV20-41-F @ 4.5mm - 1mm - 17° 2b
Contour Abutment - Angled - Friction incl. RS-TV10 -

TV20-43-F @ 4.5mm -3mm -17° 2b
Angled Abutment - Standard - Friction incl. RS-TV20 -

TV20-50-F @ 5mm - 20° 2b
Gold Castable Abutment - Friction incl. RS-TV10 - @

TV30-50-F 5mm 2b

TV35-50 NEM Castable Abutment incl. RS-TV20 - @ 5mm 2b
Screw Retained Abutment - Straigth - @ 4.5mm -

TV40-01 lmm 2b
Screw Retained Abutment - Straigth - @ 4.5mm -

TV40-02 2mm 2b
Screw Retained Abutment - Straigth - @ 4.5mm -

TV40-04 4mm 2b
Screw Retained Abutment - Straigth - @ 4.5mm -

TV40-06 6mm 2b
Screw Retained Abutment - Angulated 17° - @ 4.5mm

TV50-17 -4.7mm 2b
Screw Retained Abutment - Angulated 30° - @ 4.5mm

TV50-30 -4.7mm 2b
Screw Retained Abutment - Angulated 30°-Short —

TV50-30-S @ 4.5mm 2b

TV60-02 Ball Abutmentincl. CAHL - @ 4.5mm - 2mm 2b

TV60-04 Ball Abutment incl. CAHL - @ 4.5mm - 4mm 2b
TRI®-Vent TRI®-Base Engaging, 4.5mmD, 0.7mm

TV70-07-F Cuff 2b
TRI®-Vent TRI-Base Non Engaging, 4,5mmD, 0.7mm

TV70-07-NE Cuff 2b
TRI®-Vent TRI®-Base Engaging, 4.5mmD, 2.0 mm

TV70-20-F Cuff 2b
TRI®-Vent TRI-Base Non-Engaging, 4.5mmbD, 2.0

TV70-20-NE mm Cuff 2b

TV70-Blank-F TRI®-Vent Milling Blank, 11.5mmD, 0.7mm Cuff 2b

TV70-SCAN Scan Abutment 3G 2b

RS-TV10 Replacement Retaining Screw 2b

TVSCS Surgical Cover Screw - @ 3.5mm 2b

TVSCS-01 Surgical Cover Screw - @ 3.5mm-1mm 2b

TVSCS-02 Surgical Cover Screw - @ 3.5mm-2mm 2b

TVSCS-SL Surgical Cover Screw for Sinus Lift - @ 5.2mm 2b

RS-TV20 Replacement Retaining Screw 2b

TV40-Scan Multi Unit Scan Body 2b
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TRI

dental implants

. Class According to Annex IX of
Article No. Name directive 93/42/EEC
RS-PCC Replacement Retaining Screw for PCC 2b
RS-TTA Replacement Retaining Screw for TTA 2b
TTA Titanium Temporary Abutment incl. RS-TTA 2b
RS-MUA-D-4 Replacement Retaining Screw for MUA - 4 2b
TRI® Dental Abutment - TRI®-Narrow
TNHC35-30 Healing Collar - @ 3,5mm - 3mm - blue 2b
TNHC35-45 Healing Collar - @ 3,5mm - 4.5mm - blue 2b
TNHC35-60 Healing Collar - @ 3,5mm - 6mm - blue 2b
TNHC35-60-A Healing Collar - Aesthetic - @ 3,5mm - 6mm - blue 2b
TNHC45-30 Healing Collar - @ 4,5mm - 3mm - blue 2b
TNHC45-50 Healing Collar - @ 4,5mm - 5mm - blue 2b
TN10-PTA Temporary Abutment, Straight 2b
TN10-35-F Straight Abutment - Friction incl. RS-TN10 - @ 3,5mm 2b
TN10-41-F Narrow Contour Abutment, Straight TRI-Friction 1mm 2b
TN10-43-F Narrow Contour Abutment, Straight TRI-Friction 3mm 2b
Contour Abutment - Angled - Friction incl. RS-TN10 -

TN20-41-F @ 4.0mm - 1mm - 17° 2b
Contour Abutment - Angled - Friction incl. RS-TN10 -

TN20-43-F 2 4.0mm - 3mm - 17° 2b
Angled Abutment - Standard - Friction incl. RS-TN10 -

TN20-45-F @ 4.5mm - 20° 2b
Gold Castable Abutment -Friction incl. RS-TN10 - @

TN30-45-F 4.5mm 2b
Screw Retained Abutment - Straigth - & 4,5mm -

TN40-02 2mm 2b
Screw Retained Abutment - Straigth - & 4,5mm -

TN40-04 4mm 2b

TN60-02 Ball Abutment incl. CAHL - @ 4.5mm - 2mm 2b

TN60-04 Ball Abutment incl. CAHL - @ 4.5mm - 4mm 2b
TRI®-Narrow TRI®-Base Engaging, 4.2mmD, 0.7mm

TN70-07-F Cuff 2b
TRI®-Narrow TRI®-Base Non-Engaging, 4.2mmbD,

TN70-07-NE 0.7 mm Cuff 2b

TN70-Blank-F TRI®-Narrow Milling Blank, 11.5mmD, 0.7mm Cuff 2b

TN70-Scan TRI®-Narrow Scan Body 2b

HC-SRAS Healing Cap for Screw-Retained Abutment - Straight 2b

RS-TN10 Replacement Retaining Screw - blue 2b

RS-TN20 Replacement Retaining Screw for TN20 for TN20 2b

RS-TTAL Replacement Retaining Screw for TTA - long 2b

TNSCS Surgical Cover Screw - @ 3.2mm 2b
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TRI
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Class According to Annex IX of

Article No. Name directive 93/42/EEC
Healing Cap for Screw-Retained Abutment-High -
HC-SRAS-H Straight 2b
TRI® Dental Abutment - TRI®-Octa
TOHC51-15 TO Healing Collar - @ 5.1mm - Height 1.5mm 2b
TOHC51-30 TO Healing Collar - @ 5.1mm - Height 3mm 2b
TO10-51-ITC TRI® Octa 2inl Impression Abutment - @ 5.1mm 2b
TO10-PTA TO Temporary Abutment - @ 5,1mm incl. RS-TO 2b
TO Straight Abutment - Friction incl. RS-TO - @
TO10-35-F 3.5mm 2b
TO Straight Abutment - Friction incl. RS-TO - @
TO10-51-F 5.1mm 2b
TO Angled Abutment - Standard - Friction incl. RS-TO
TO20-51-F -@5.1mm - 20° 2b
TO Screw Retained Abutment - Straigth - @ 4.5mm -
TO40-16 1.6mm 2b
TO Screw Retained Abutment - Straigth - & 4.5mm -
TO40-30 3mm 2b
TO60-16 Ball Abutmentincl. CAHL - @ 4.5mm - 1.6mm 2b
TO60-30 Ball Abutment incl. CAHL - @ 4.5mm - 3mm 2b
TO70-07-F TRI®-Octa TRI®-Base Engaging, 5.1 mmD 2b
TO70-07-NE TRI®-Octa TRI®-Base Non-Engaging, 5.1 mmD 2b
TO70-Blank-F TRI®-Octa Milling Blank, 11.5mmD 2b
TO70-Scan TO Scan Abutment 2b
RS-TO TO Replacement Retaining Screw 2b
TOSCS TO Surgical Cover Screw 2b
TRI® Dental Abutment - TRI®-matrix®
M-HC-37-15-P37 Matrix®-Healing Collar - @ 3.7mm - 1.5mm-P37 2b
M-HC-37-30-P37 Matrix®-Healing Collar - @ 3.7mm - 3mm-P37 2b
M-HC-37-45-P37 Matrix®-Healing Collar - @ 3.7mm - 4.5mm-P37 2b
M-HC-37-60-P37 Matrix®-Healing Collar - @ 3.7mm - 6mm-P37 2b
M-HC-50-30-P37 Matrix®-Healing Collar - @ 5mm - 3mm-P37 2b
M-HC-50-45-P37 Matrix®-Healing Collar - @ 5mm - 4.5mm-P37 2b
M-HC-50-60-P37 Matrix®-Healing Collar - @ 5mm - 6mm-P37 2b
M-HC-45-15-P45 Matrix®-Healing Collar - @ 4.5mm - 1.5mm-P45 2b
M-HC-45-30-P45 Matrix®-Healing Collar - @ 4.5mm - 3mm-P45 2b
M-HC-45-45-P45 Matrix®-Healing Collar - @ 4.5mm - 4.5mm -P45 2b
M-HC-45-60-P45 Matrix®-Healing Collar - @ 4.5mm - 6mm-P45 2b
glég/l-Prov-EN- BL-Temporary Abutment Straight, @ 4.9mm-EN-P37 b
E;y'PrOV'NE' BL-Temporary Abutment Straight, @ 4.9mm-NE-P37 b
EEEA-PFOV-EN- BL-Temporary Abutment Straight, @ 4.9mm-EN-P45 b
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Class According to Annex IX of

Article No. Name directive 93/42/EEC

IEZEA'PrOV'NE' BL-Temporary Abutment Straight, @ 4.9mm-NE-P45 ob
BL-Direct Transfer Component incl. RS-BLM-05 -

BLM-05-37-P37 @3.7mm-P37 2a
BL-Direct Transfer Component incl. RS-BLM-05 - @

BLM-05-50-P37 5mm-P37 2a
BL-Direct Transfer Component incl. RS-BLM-05 - @

BLM-05-45-P45 4.5mm-P45 2a

RS-BLM-05 BL-Direct Transfer Retaining Screw 2a

TLM-Prov-EN-P37 | TL-Temporary Abutment Straight, @ 4.2mm-EN-P37 2b

TLM-Prov-NE-P37 | TL-Temporary Abutment Straight, @ 4.2mm-NE-P37 2b

TLM-Prov-EN-P45 | TL-Temporary Abutment Straight, @ 5.1mm-EN-P45 2b

TLM-Prov-NE-P45 | TL-Temporary Abutment Straight, @ 5.1mm-NE-P45 2b
TL-Direct Transfer Component incl. RS-TLM-05 - &

TLM-05-37-P37 4.5mm-P37 2a
TL-Direct Transfer Component incl. RS-TLM-05 - @

TLM-05-45-P45 5mm-P45 2a

RS-TLM-05 TL-Direct Transfer Retaining Screw 2a
Matrix®-Base Engaging, 4.5mmD, 0.7mm Cuff-EN-

M-70-07-EN-P37 P37 2b
Matrix®-Base Non-Engaging, 4.5mmD, 0.7mm Cuff-

M-70-07-NE-P37 EN-P37 2b
Matrix®-Base Engaging, 4.8mmD, 0.7mm Cuff-EN-

M-70-07-EN-P45 P45 2b
Matrix®-Base Non-Engaging, 4.8mmbD, 0.7mm Cuff-

M-70-07-NE-P45 NE-P45 2b
Matrix®-Surgical Cover Screw for Sinus Lift - &

M-CS-P37 3.7mm-P37 2b
Matrix®-Surgical Cover Screw for Sinus Lift - @

M-CS-P45 4.6mm-P45 2b

SCRW-2.25 Replacement Retaining Screw 2b

SCRW-2.6 Replacement Retaining Screw 2b

SCRW-2.8 Replacement Retaining Screw 2b

SCRW-3.25 Replacement Retaining Screw 2b
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_ Name Class A_\cco'rding to Annex IX of
Article No. directive 93/42/EEC
M-SCRW-2.25 Replacement Retaining Screw 2b
M-SCRW-2.6 Replacement Retaining Screw 2b
M-SCRW-2.8 Replacement Retaining Screw 2b
M-SCRW-2.8-L Replacement Retaining Screw-Long 2b
M-SCRW-3.25 Replacement Retaining Screw 2b
M-MUA-P37 Matrix® Multiunit Abutment P37 2b
M-MUA-P45 Matrix® Multiunit Abutment P45 2b
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TRI
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EC Declaration of Conformity
EC Directive 93/42/EEC Annex I, excluded point 4
Full Quality Assurance System
Medical Devices

Registration No.: 535987 MR2
Certification No.: 170739372 (issued 2019-12-01)

Manufacturer: TRI® Dental Implants Int. AG
Bosch 80A
CH-6331 Hiunenberg
Switzerland

Scope: TRI® Dental Implant System:

e TRI® Dental Instruments

This declaration of conformity is valid until 2024-05-26 and remains valid subject to
satisfactory surveillance audits.

We, the company TRI® Dental Implants Int. AG, hereby declare, that we are
exclusively responsible for the declaration of conformity and that the distributed CE
marked products, specified in the annex 1 product list, are in compliance with the
Essential Requirements as defined by the provisions of Council Directive 93/42/EEC
Annex |.

The medical devices listed above have been classified according to the classification
rules according to Council Directive 93/42/EEC Annex IX and have met all the
applicable conformity assessment elements. The conformity assessment procedure
has been applied according to Council Directive 93/42/EEC Annex Il, excluded point
4.

Notified Body:
DQS 0297
DQS Medizinprodukte GmbH
August-Schanz-Str. 21
60433 Frankfurt am Main,
Germany

As part of the conformity the norms of the CE registration are fulfilled:

REC_Regulatory List_TRI Dental Implant System_08.

Sandro Venanzoni J\V/(""P

Hunenberg, 2023-07-21 Sandro Venanzoni - CTO
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Annex 1: Product List

TRI

dental implants

Article No.

Name

Class According to Annex I1X

of directive 93/42/EEC
PD-ISO-L TRI® 1SO Prosthetic Driver - Long 2a
PD-ISO-S TRI® ISO Prosthetic Driver - Short 2a
PD-1SO-L-Ang TRI® — Prosthetic Driver Angled-Long 2a
DBD-3.7L TV 3,75 Dense Bone Drill - Long - @ 2,9 - @ 3,6mm 2a
DBD-3.7M TV 3,75 Dense Bone Drill - Medium - @ 2,9 - @ 3,6mm 2a
DBD-4.1L TV 4,1 Dense Bone Dirill - Long - @ 3,2 - @ 3,9mm 2a
DBD-4.1M TV 4,1 Dense Bone Dirill - Medium - @ 3,2 - @ 3,9mm 2a
DBD-4.7L TV 4,7 Dense Bone Drill - Long - @ 3,8 - @ 4,5mm 2a
DBD-4.7M TV 4,7 Dense Bone Drill - Medium - @ 3,8 - @ 4,5mm 2a
LD Lance Drill 2a
ND-L TRI® Narrow Implant Driver Long 2a
ND-S TRI® Narrow Implant Driver Short 2a
OD-L TRI® Octa Implant Driver Long 2a
OD-S TRI® Octa Implant Driver Short 2a
SBD-3.7L TV 3,75 Soft Bone Drill - Long - @ 2,7 - @ 3,1mm 2a
SBD-3.7M TV 3,75 Soft Bone Drill - Medium - @ 2,7 - @ 3,1mm 2a
SBD-3.7S TV 3,75 Soft Bone Drill - Short - @ 2,7 - @ 3,1mm 2a
SBD-4.1L TV 4,1 Soft Bone Drill - Long - @ 3 - & 3,4mm 2a
SBD-4.1M TV 4,1 Soft Bone Drill - Medium - @ 3 - @ 3,4mm 2a
SBD-4.1S TV 4,1 Soft Bone Drill - Short - @ 3 - @ 3,4mm 2a
SBD-4.7L TV 4,7 Soft Bone Drill - Long - @ 3,6 - @ 4,0mm 2a
SBD-4.7M TV 4,7 Soft Bone Drill - Medium - @ 3,6 - @ 4,0mm 2a
SBD-4.7S TV 4,7 Soft Bone Drill - Short - @ 3,6 - @ 4,0mm 2a
TAP3.3 TRI-Narrow Tap Drill - @ 3.3mm 2a
TAP3.7 TRI-Vent TAP Drill - @ 3,75mm 2a
TAP4.1 TRI-Vent TAP Drill - @ 4,1mm 2a
TAP4.7 TRI-Vent Tap Drill - @ 4.7mm 2a
TND-3.3L TRI-Narrow Final Drill - @ 2.4 - @ 2.8mm 2a
TND-3.3M TRI-Narrow Final Drill - Medium - @ 2.4 - @ 2.8mm 2a
TPD-2.3L Pilot Drill - @ 2.3 - long 2a
TPD-2.3M Pilot Drill - @ 2.3 - Medium 2a
TPD-2.3S Pilot Drill - @ 2.3 - short 2a
VD-L TRI® Vent Implant Driver Long 2a
VD-S TRI® Vent Implant Driver Short 2a
MD-L-ISO Matrix® Implant Driver Long 2a
MD-S-I1SO Matrix® Implant Driver Short 2a
RB-2.3 Roundbur for Handpiece 2a
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