EU DECLARATION OF CONFORMITY

EU PROHLASENI O SHODE

> Manufacturer:  ZARYS International Group spdtka z ograniczong odpowiedzialnoscig
Vyrobce: spdtka komandytowa
/f Address: ul. Pod Borem 18, 41-808 Zabrze, Poland
ZARYS Adresa: tel. +48 32 271 69 91, fax +48 32 274 72 84, e-mail: zarys@zarys.pl
SRN: PL-MF-000000410

We declare under our sole responsibility that the medical device:
Prohlasujeme na svou vylu¢nou zodpovédnost, Ze zdravotnicky prostredek:

dicoSULIN
sterile insulin syringes / sterilni inzulinové strikacky
of class lla, rule 6 / tfidy lia, smérnice 6

capacity/ kapacita: 1ml/U-40,1 ml/ U-100
accessories/ aditiva:  by-packed needle/ pribalend jehla 0,4 x 13 mm

(detailed list of products covered by this declaration is available in technical documentation no. TD-41, point 1, subpoint 1.1, appendix no. 5 Identification of the
product /podrobny seznam vyrobkd, na které se vztahuje toto prohldseni o shodé, naleznete v TD-41 bod 1 pp. 1.1. pfiloha & 5 Identifikace produktu)

according to Annex IX of the Directive 93/42/EEC
v souladu s prilohou IX Smérnice 93/42/EEC

covered by the Technical Files TD-41- certificate of analysis of production batch DZDO-01, which is considered as

a part of this declaration
zahrnuty v technické dokumentaci TD-41 — certifikdt o kontrole SarZe DZDO-01, ktery je povaZovdn za soucdst tohoto prohldseni

meets all applicable provisions of the Directive 93/42/EEC (assessment of the conformity procedure Annex V + VII)
which apply to it as well as of the Act of medical devices of 7 April 2022 (Officiel of 2022, position 974).

splriuje vSechny pouZitelné poZadavky smérnice 93/42/EEC (procedura hodnoceni shody priloha V + VII) a Zdkonu o Zdravotnickych prostredcich ze
dne 7. dubna 2022 (Sbirka zdkont 2022, poz. 974).

The device covered by this declaration complies with the list of supervised harmonised standards specified in the

technical documentation of the device TD-41.
Vyrobek uvedeny v tomto prohldseni je v souladu se seznamem kontrolovanych harmonizovanych norem uvedenych v technické dokumentaci
vyrobku TD-41.

Notified Body: TUV Rheinland LGA Products GmbH
Notifikacni jednotka: TillystraRe 2, 90431 Niirnberg, Germany C € 0197
EC Certificate/ certifikdt: DD 1023663-1
(signature/ podpis)
name/jméno a piijmeni: Bozena Smolnik
position/ pozice: Product Manager

Place and date of issue/ Misto a datum vyddni:
Zabrze, 24.05.2024


mailto:zarys@zarys.pl

Nazwa marketingowa/

REF Brand name

IN-U40-1-BL dicoSULIN

IN-U100-1-BL dicoSULIN

C €0

Data/Date: 14.05.2021
Zmiana z dnia/Amendment of- -

DOKUMENTACJA TECHNICZNA / TECHNICAL DOCUMENTATION

TD-41

Identyfikacja wyrobu / /dentification of the product

Punkt 1 pp. 1.1 Zat. nr 5 / Point 1, subpoint 1.1, appendix no.5

Opis wyrobu

Strzykawka insulinowa

Strzykawka insulinowa

Product description

Insulin syringe

Insulin syringe

Pojemnos¢ / ilos¢ jednostek 'Dodatki /
Capacity / number of units | Accessories

dopakowana igta /

1ml/U-40j bypacked needle 0,4 x 13 mm

dopakowana igta /
bypacked needlle 0,4 x 13 mm

1ml/U-100].
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