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CHIRANAT. Injecta, a.s.

Nam. Dr. Schweitzera 194

916 01 StaraTura

Slovensxa republika / Slovak Republic

EU DECLARATION OF CONFORMITY
(no. EC 27-2024)

We, CHIRANA T. Injecta a.s.,
Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

Single registration number (SRN): SK-MF-000003702
manufacturer of: SINGLE USE MEDICAL DEVICES

declare in our own responsibility, that the product:

BLOOD COLLECTION NEEDLE HOLDER FOR SINGLE USE
(NON-STERILE)

brand name: CHIRAVAC™

versions: various types

intended purpose: blood collection in connection with blood collection needle
and vacuum tube

classified as Class: I according to classification set out in Annex VIII, Rule 1
of the EU Medical Device Regulation (MDR) 2017/745

is in compliance:

- with provisions of Annex I of the Regulation (EU) 2017/745 of the European parliament and
of the council of 5t April 2017 on medical devices which apply to them

- with provisions of Regulation (EU) 2017/745, Article 52 (7) relating to the Technical
Documentation set out in Annex II and Annex III

- with provisions of specification PS 310-0718-02, EN ISO 14971:2019, EN ISO
13485:2016/AC:2018 standards selected from the group EN ISO 14644 and EN ISO 10993
and other relevant ISO/EN standards mentioned in specification and list of standards for

product

Product models are marked with CE.

EU declaration of conformity is issued under the sole responsibility of the manufacturer.
Signed for and on behalf of manufacturer.

in Stara Tura, date 02.02.2024

Tel.: +421 32 7709 991 - Fax: +421 32 7709 956 - www.t-injecta.sk
Zapisané do Obchodného registra Okresného sudu Trenéin oddiel: Sa viozka ¢.: 10528/R
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EU DECLARATION OF CONFORMITY

Product:

BLOOD COLLECTION NEEDLE HOLDER - CHIRAVAC™
(NON-STERILE)

Product variants - CHIRAVAC™:

Product REF code Product model Basic UDI-DI (GMN)
CHBCNHO01 Standard

CHBCNHSO01 Safety 858601504HOLDER272L
CHBCNHQO1 Quick release
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