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EU DECLARATION OF CONFORMITY
EU VYHLASENIE O ZHODE

Designation: / Oznaéenie: SMARTDOT (see Appendix / Priloha)
Model number: / Cislo modelu: EF36
Product technical file : / Technickd dokumentdcia vyrobku: TF_OXO

Name and address of the manufacturer: / Meno a adresa vyrobca:

BIOCORP PRODUCTION
Zl de Lavaur — La Béchade
63500 ISSOIRE, France

This declaration of conformity is issued under the sole responsibility of the manufacturer. / Toto vyhldsenie o
zhode sa vyddva na vyhradnu zodpovednost vyrobcu.

Object of the declaration : / Predmet vyhidsenia:

See table in appendix : Product(s) identification / Pozri tabulku v prilohe: Identifikdcia vyrobku (vyrobkov)

The object of the declaration described above is in conformity with the relevant Union harmonisation
legislation: / Predmet vyssie uvedeného vyhldsenia je v sulade s platnymi harmonizaénymi pravnymi predpismi
EU:

The products(s) listed in appendix, covered by the present declaration, is(are) in conformity with

DIRECTIVE 2014/53/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (RED) of 16 April 2014 on the
harmonisation of the laws of the Member States relating to the making available on the market of radio
equipment and repealing Directive 1999/5/EC

DIRECTIVE 2014/30/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (EMC) of 26 February 2014
on the harmonisation of the laws of the Member States relating to electromagnetic compatibility

DIRECTIVE 2014/35/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (LVD) of 26 February 2014 on
the harmonisation of the laws of the Member States relating to the making available on the market of
electrical equipment designed for use within certain voltage limits

DIRECTIVE 2011/65/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (RoHS) of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment

REGULATION (EU) (CRA) 2024/2847 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 23 October
2024 on horizontal cybersecurity requirements for products with digital elements and amending Regulations
(EU) No 168/2013 and (EU) No 2019/1020 and Directive (EU) 2020/1828 (Cyber Resilience Act) (Module A)
REGULATION (EU) (PPWR) 2025/40 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 19 December
2024 on packaging and packaging waste, amending Regulation {(EU) 2019/1020 and Directive (EU) 2019/904,
and repealing Directive 94/62/EC article 5 including transition measures

Vyrobok(y) uvedeny(é) v prilohe, na ktory(é) sa vztahuje toto vyhldsenie, je(su) v sulade s tymito predpismi:

-SMERNICA EUROPSKEHO PARLAMENTU A RADY 2014/53/EU (RED) zo 16. aprila 20140 harmonizdcii prévnych
predpisov clenskych Statov tykajucich sa spristupfiovania radiovych zariadeni na trhu, ktorou sa zrusuje
smernica 1999/5/ES

- SMERNICA EUROPSKEHO PARLAMENTU A RADY 2014/30/EU (EMC) z 26. februdra 2014 o harmonizdcii
prdvnych predpisov ¢lenskych $tdtov vztahujucich sa na elektromagneticku kompatibilitu (prepracované
Znenie)

- SMERNICA EUROPSKEHO PARLAMENTU A RADY 2014/35/EU (LVD) z 26. februdra 2014 o harmonizdcii
prdvnych predpisov clenskych statov tykajtcich sa spristupnenia elektrického zariadenia uréeného na
pouZivanie v ramci urcitych limitov napdtia na trhu
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- SMERNICA EUROPSKEHO PARLAMENTU A RADY 2011/65/EU (RoHS) z 8. jiina 2011 o obmedzeni pouZivania
urcitych nebezpecnych latok v elektrickych a elektronickych zariadeniach
NARIADENIE EUROPSKEHO PARLAMENTU A RADY (EU) 2024/2847 (CRA) z 23. oktobra 2024 o horizontdinych
poZiadavkdch kybernetickej bezpeénosti pre produkty s digitdinymi prvkemi a o zmene nariadeni (EU) ¢,
168/2013 a (EU) 2019/1020 a smernice (EU) 2020/1828 (akt o kybernetickej odolnosti) (Modul A)
NARIADENIE EUROPSKEHO PARLAMENTU A RADY (EU) 2025/40 (PPWR) z 19. decembra 2024 o obaloch a
odpade z obalov, o zmene nariadenia (EU) 2019/1020 a smernice (EU) 2019/904 a o zruseni smernice
94/62/ES ¢lanok 5 vratane prechodnych opatreni

6. References to the relevant harmonised standards used or references to the other technical specifications in
relation to which conformity is declared :/ Odkazy na prisiusné harmonizované normy alebo iné technické
Specifikdcie, podla ktorych sa vyhlasuje zhoda.

—  2014/53/EU : The Essential Requirements for the product(s) in appendix are assessed by the following
standards and regulations / Hlavné poZiadavky na priloZeny vyrobok (vyrobky) sa posudzuji podfa tychto
noriem:

o ETSIEN 300328 vV2.2.2;
o 2014/30/EU : ETSI EN 301 489-1 V2.2.3 ETSI EN 301489-17 v3.2.4; EN 55035:2017/A11:2020
o 2014/35/EU: CEN EN 62311:2008 ; IEC 62368-1:2018 ; EN 62368-1 :2020;

— 2011/65/EU : The obligations for the product(s) in appendix are assessed by the following standards and
regulations / PoZiadavky na vyrobok(-y) uvedené v prilohe sa posudzuji podla tychto noriem:
EN IEC 63000:2018

— 2024/2847/EU : The Essential Cybersecurity Requirements (ECR) for the product(s) in appendix are assessed
by the following standards / Zdkladné poZiadavky na kyberneticki bezpeénost (ECR) pre vyrobok/vyrobky
uvedeny/uvedené v prilohe sa posudzujii podla tychto noriem : IEC 81001-5-1 :2021

7. The following notified body is involved in the certification process : / Do certifika¢ného procesu je zapojeny
tento notifikovany orgdn:
LCIE (CE 0081) for RED
Certified by manufacturer for CRA / Certifikované vyrobcom (non listed)

8. Where applicable, description of accessories and components, including software, which aliow the radio
equipment to operate as intended and covered by the EU declaration of conformity: / V pripade potreby
uvedte opis prislusenstva a komponentov (vrdtane softvéru), ktoré umozriuju fungovanie radiového zariadenia
na uréené miesto uréenia a na ktoré sa vztahuje EU vyhldsenie o zhode:

Not applicable / Neuplatiiuje sa

9. Additional information: /Dodatocné informdcie

Signed for and on behalf of: / Podpisané za a v mene: BIOCORP PRODUCTION i
Place and date of issue: / Miesto a ddtum vydania: Issoire, 2026-09-01 i \!Q'Lk

Name, function & signature : / Meno, funkcia a podpis: Alexia GARIN, QARA Director™

QUALITY ASSURANCE
BIOCORP PRODUCTION
Zlde Lavaur- La Béchade
63500 ISSOIRE - FRANCE

Tél. +33(0)4 7355 70 50 - fax +33(0)4 73 55
] 01 86
SAS ou capital de 2.505.454 € - RCS (1 g
SIRET 453 541 054 00012 - (OQSEMA;'E%:W "

Valid starting with the above date until product change or five years.
Plati od uvedeného ddtumu aZ do zmeny vyrobku alebo pdt rokov.
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Appendix: Product(s) identification: / Priloha: Identifikdcia vyrobku (vyrobkov) :

Pr;gﬁﬂ;:;;ﬁ / Model(s) /| Reference(s)/ Product(s) GTIN / Picture(s) /
{vyrobkov) Model(y) Odkaz(y) produktu(oy) (GTIN) Fotografie
0174076 03701409140768
0174337 03701409143370
SMARTDOT EF36 0174357 03701409143578
0174358 03701409143585
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