This is to certify that

Tupel Optics Ltd

has achieved the requirements of

Part 2: REGULATION (EU) 2017/745 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5

April 2017 on medical devices,

amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No
1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC

enabling Self-Certification as a Class 1 CE Marking Medical Device

For the products registered as:

Implant Scanner
ScanTracks

Certificate No: M1003
Date of Issue: 03" July 2024

Date of Expiry 9t December 2026

For further information, please contact: N
Spedan Ltd

14-3, Linford Forum
Rockingham Drive
Milton Keynes, MK14 6LY

01908 041 464 Sp@dO
\_

This certification is based on the outcomes of an audit programme carried out by Spedan Ltd, an external third party and on the
basis of Self-Declaration by the Organisation.



Ovéreny preklad z anglického jazyka

Timto se osvedcuje, ze

Tupel Optics Ltd
splnila pozadavky

Casti 2: NARIZENI EVROPSKEHO PARLAMENTU A
RADY (EU) 2017/745 ze dne 5. dubna 2017 o
zdravotnickych prostredcich,

0 zméné smérnice 2001/83/ES, narizeni (ES) ¢. 178/2002 a natizeni (ES) ¢. 1223/2009 a o
zruseni smérnic Rady 90/385/EHS a 93/42/EHS

umoznujici vlastni certifikaci zdravotnického prostredku tridy | za icelem oznaceni CE

pro vyrobky registrované jako:

Implant Scanner (skener implantati)
ScanTracks

Cislo osvédéeni: M1003
Datum vydani: 3. ¢ervence 2024

Datum skonceni platnosti: 9. prosince 2026

Dalsi informace poskytne:
Spedan Ltd

14-3, Linford Forum
Rockingham Drive

Milton Keynes, MK14 6LY

01908 041 464 Lo go

Toto osvédceni je zaloZeno na vysledcich programu auditl provedeného spolec¢nosti Spedan Ltd jako nezavislou externi treti
stranou a na vlastnim prohlaseni organizace.



PREKLADATELSKA DOLOZKA

J4, Mgr. Sarka Martinkova, IC: 65093712, soudni tlumocnice a prekladatelka jazyka ¢eského a
anglického a némeckého zapsana v seznamu tlumocnikl a prekladatelll vedeném Ministerstvem
spravedInosti Ceské republiky, timto stvrzuji, 7e jsem osobné provedla pFeklad pfipojené listiny, a
Ze tento preklad souhlasi s textem predmétné listiny. Pfi provadéni prekladu nebyl pfibran
konzultant.

Se souhlasem zadavatele byl tento Ukon proveden v elektronické podobé v souladu s
ustanovenimi § 27 zakona ¢. 354/2019 Sb., o soudnich tlumocnicich a soudnich prekladatelich, ve
znéni pozdéjsich predpisa.

Tento Ukon je zapsan v centralni evidenci tkont pod cislem polozky: 225007/2026 a v evidenci
ukon( prekladatele pod ¢islem 2773/2026

V Ceskych Budé&jovicich dne 15.09.2026

TRANSLATOR’S CLAUSE

|, Mgr. Sarka Martinkova, ID: 65093712, a sworn interpreter and translator of Czech, English and
German languages registered in the list of interpreters and translators maintained by the
Ministry of Justice of the Czech Republic, hereby confirm that | have personally translated the
attached document and that this translation agrees with the text of the document concerned. No
consultant was recruited when carrying out the translation

With the consent of the contracting authority, this act was performed in electronic form in
accordance with the provisions of Section 27 of Act No. 354/2019 Sb., on Court Interpreters and
Court Translators, as amended.

This act is entered in the central register of acts under item number: 225007/2026 and in the
translator's register of acts under item number 2773/2026

In Ceské Budéjovice, dated: 15t September 2026

Digitalné podepsal/a Mgr. Sarka

Martinkova

Diivod: Soudni tlumognice a prekladatelka

anglického a némeckého jazyka

Kontakt: sarce.martinkove@gmail.com
X Datum: Gtery 15. zaF 2026 16:35:04

Mgr. Sarka Martinkovéa
soudni prekladatelka - sworn translator
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