BIG.ORP

a novo nordisk company DOC_OXO_EN_SK_20240320

EU DECLARATION OF CONFORMITY
EU VYHLASENIE O ZHODE

1. Product Range : / Produktovd linia: SMARTDOT
Product technical file : / Technickd dokumentdcia vyrobku: TF_OXO

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

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

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

4. Object of the declaration : / Predmet vyhldsenia:
See table in appendix : Product(s) identification / Pozri tabulku v prilohe: Identifikdcia vyrobku (vyrobkov)

5. The object of the declaration described above is in conformity with the relevant Union harmonisation
legislation: / Predmet vysSie uvedeného vyhldsenia je v stlade s platnymi harmonizaénymi prévnymi
predpismi EU:

The products(s) listed in appendix, covered by the present declaration, is(are) in conformity with
- The Radio Equipment Directive (RED) 2014/53/EU
- The Electromagnetic compatibility directive (EMC) 2014/30/EU
- The Low Voltage Directive (LVD) 2014/35/EU
- The Restriction of Hazardous Substances directive (RoHS) 2011/65/EU
Vyrobok(y) uvedeny(é) v prilohe, na ktory(é) sa vztahuje toto vyhldsenie, Jje(su) v sulade s tymito predpismi:
- Smernica RED 2014/53/EU
- Smernica o elektromagnetickej kompatibilite 2014/30/EU
- Smernica o nizkom napiiti 2014/35/EU
- Smernica RoHS 2011/65/EU
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6. References to the relevant harmonised standards used or references to the other technical specifications
in relation to which conformity is declared :/ Odkazy na prisiu$né harmonizované normy alebo iné
technické Specifikdcie, podfa 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,;
2014/30/EU : ETSI EN 301 489-1 V1.9.2 ; EN 55035:2017/A11:2020
o 2014/35/€EU: CEN EN 62311:2008 ; EN 62368-1:2014/AC:2015

- 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 podfa tychto noriem:
IEC 63000:2016/A1:2022

7. The following notified body is involved in the certification process : / Do certifikaéného procesu je
zapojeny tento notifikovany organ:
LCIE (CE 0081) for RED

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

Not applicable / Neuplatriuje sa

9. Additional information: /Dodatocéné informdcie
Signed for and on behalf of: / Podpisané za a v mene: BIOCORP PRODUCTION
Place and date of issue: / Miesto a détum vydania: Issoire, 20/03/2024
Name, function & signature : / Meno, funkcia a podpis: Alexia GARIN, VP QA&RA

e

Valid starting with the above date until product change or five years.
Plati od uvedeného détumu aZ do zmeny vyrobku alebo pdt rokov.

QC-34-REG Révision D BIOCORP Page 2 sur 3



BIG.ORP

a nove nordisk company DOC_OXO_EN_SK_20240320

Appendix : Product(s) identification : / Priloha: Identifikdcia vyrobku (vyrobkov) :

Product(s) Name
(Countries bigram) /
Nazov vyrobku Model(s) /| Reference(s)/ ng’g ;:t{rsj;:‘zﬁ:’i ) Picture(s) /
(vyrobkov) Modelly) |  Odkaz(y) g Fotografie
(Bigram krajiny (GTIN)
(krajin)
0174076 03701409140768
0174337 03701409143370
A
SHARGIDGL =38 0174357 03701409143578
0174358 03701409143585
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