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Location: Moldova

| MOLDOVA EUROPEARA

Manufacturer: ZARYS International Group

Vyrobce: spoétka z ograniczong odpowiedzialnoscig spétka komandytowa
/’ Address: ul. Pod Borem 18, 41-808 Zabrze, Poland

Adresa: tel. +48 32 271 69 91, fax +48 32 274 72 84, e-mail: zarys@zarys.pl

ZARYS SRN: PL-MF-000000410

We declare under our sole responsibility that the medical device/personal protective equipment:
Prohlasujeme na svou vyluénou zodpovédnost, Ze zdravotnicky prostfedek/osobni ochranné prostredky:

sterile surgical gloves / sterilni chirurgické rukavice
of class lla, rule 7 / tiidy lla, smérnice 7

safeCARE Latex surgical gloves, powdered, sterile /

model/ model:
/ safeCARE Latexové chirurgické rukavice, pudrované, sterilni

size / velikost: from/od 5.5 to/do 9.0

(detailed list of products covered by this declaration is available in technical documentation no. TD-49, point 1, subpoint 1.1, appendix no. 5 Identification of the
product /podrobny seznam vyrobk, na které se vztahuje toto prohldseni o shodé, naleznete v TD-49 bod 1 pp. 1.1. pfiloha & 5 Identifikace produktu)

according to Annex IX of the Directive 93/42/EEC and Regulation (EU) 2016/425 of the European Parliament and of
the Council of 9 March 2016 on personal protective equipment

v souladu s pfilohou IX Smérnice 93/42/EEC a Nafizeni Evropského parlamentu a Rady (EU) 2016/425 ze dne 9. brfezna 2016 o osobnich
ochrannych prostredcich

covered by the Technical Files TD-49 — certificate of analysis of production batch DZDO-01, which is considered as a
part of this declaration
zahrnuty v technické dokumentaci TD-49 — certifikdt analyzy vyrobni 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),
Act of Medical Devices of 20 May 2010 (Officiel of 2020, position 186, 1493, of 2021, position 255, as amended),
which apply to it as well as of the Regulation (EU) 2016/425 of the European Parliament and of the Council of 9 March
2016 on personal protective equipment

splriuje vsechny pouZitelné poZadavky smérnice 93/42/EEC (procedura hodnoceni shody priloha V + VII), Zdkonu o Zdravotnickych prostredcich ze

dne 20. kvétna 2010 (Sbirka zdkond ¢. 107, poz. 679 ve znéni pozdéjsich predpist) a Narizeni Evropského parlamentu a Rady (EU) 2016/425 ze
dne 9. brezna 2016 o osobnich ochrannych prostredcich

The device covered by this declaration complies with the list of supervised harmonised standards specified in the
technical documentation of the device TD-49.

Vyrobek uvedeny v tomto prohldseni je v souladu se seznamem kontrolovanych harmonizovanych norem uvedenych v technické dokumentaci
vyrobku TD-49.

For the personal protective equipment the notified body SATRA Technology Europe Limited (2777) performed the EU

type-examination (Module B) and issued the EU type-examination certificate.
U osobnich ochrannych prostredkt proved! ozndmeny subjekt SATRA Technology Europe Limited (2777) EU prezkouseni typu (modul B) a vydal
certifikat EU prezkouseni typu.

TUV Rheinland LGA SATRA Technology Europe
Notified Body MDD Products GmbH Notified Body PPE: Limited Bracetown
OJF" |ev ,,O Y ' TillystraRe 2, 90431 OJ,E'A |ev ,,O Y ' Business Park, Clonee,
Notifikacni jednotka MDD: . Notifikacni jednotka OOP:
Nlrnberg, Germany D15 YN2P, Ireland
(0197) (2777)

EC Certificate/ EU Certifikdt DD 1023663-1 PPE Certificate/ 0OP certifikdt 2777/11101-03/E02-01



The PPE is subject to the conformity assessment procedure conformity to type based on internal production control
plus supervised product checks at random intervals (Module C2) under surveillance of the notified body SATRA
Technology Europe Limited (2777).

OOP podléha postupu posuzovdni shody typu zaloZenému na interni kontrole vyroby a kontroldch produktu pod dohledem v ndhodnych
intervalech (modul C2) pod dohledem ozndmeného subjektu SATRA Technology Europe Limited (2777).

The personal protective equipment complies with standards: EN ISO 21420:2020+A1:2024, EN ISO 374-

1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.
Osobni ochranné prostredky spliiuji normy: EN SO 21420:2020+A1:2024, EN SO 374-1:2016+A1:2018, EN ISO 374-2:2014, EN 16523-
1:2015+A1:2018, EN SO 374-4:2019, EN ISO 374-5:2016.

The medical device covered by this declaration of conformity complies with the standards:

EN 455-1:2020+A2:2024, EN 455-2:2024, EN 455-3:2023, EN 455-4:20009,

EN ISO 10993-1:2020, EN ISO 10993-5:2009, EN ISO 10993-10:2023, EN ISO 10993-23:2021,

EN ISO 11607-1:2020/A11:2022, EN ISO 11607-1:2020/A1:2023, EN ISO 11607-2:2020/A11:2022,

EN 1SO 11607-2:2020/A1:2023, EN ISO 11737-1:2018+ EN ISO 11737-1:2018/A1:2021, EN I1SO 11737-2:2020,
EN ISO 11137-1:2015, EN ISO 11137-2:2015+A1:2023, EN ISO 11137-3:2017, EN 556-1:2024, EN ISO 14971:2019+EN
ISO 14971:2019/A11:2021, EN ISO 15223-1:2021, EN I1SO 20417:2021,

EN 62366-1:2015+EN 62366-1:2015/A1:2020, ISO 10282:2023, ISO 2859-1:1999/Amd 1:2011,

ASTM D5712, ASTM D5151, ASTM D6124, ASTM D7161, ASTM D3577, ASTM D6978,

ASTM F1671, EN I1SO 21171:2006, EN ISO 13485:2016, EN 1SO 13485:2016/A11:2021, EN 1SO 9001:2015,
EN ISO 9001:2015/A1:2024, EN ISO 14001:2015, EN ISO 14001:2015/A1:2024

Zdravotnicky prostfedek, na ktery se vztahuje toto prohlaseni o shodé, je v souladu s normami:

EN 455-1:2020+A2:2024, EN 455-2:2024, EN 455-3:2023, EN 455-4:2009,

EN ISO 10993-1:2020, EN 1SO 10993-5:2009, EN ISO 10993-10:2023, EN ISO 10993-23:2021,

EN ISO 11607-1:2020/A11:2022, EN ISO 11607-1:2020/A1:2023, EN ISO 11607-2:2020/A11:2022,

EN ISO 11607-2:2020/A1:2023, EN ISO 11737-1:2018+ EN ISO 11737-1:2018/A1:2021, EN ISO 11737-2:2020,

ENISO 11137-1:2015, EN ISO 11137-2:2015+A1:2023, EN ISO 11137-3:2017, EN 556-1:2024,

EN ISO 14971:2019+EN ISO 14971:2019/A11:2021, EN ISO 15223-1:2021, EN ISO 20417:2021,

EN 62366-1:2015+EN 62366-1:2015/A1:2020, ISO 10282:2023, 1SO 2859-1:1999/Amd 1:2011,

ASTM D5712, ASTM D5151, ASTM D6124, ASTM D7161, ASTM D3577, ASTM D6978,

ASTM F1671, EN ISO 21171:2006, EN ISO 13485:2016, EN ISO 13485:2016/A11:2021, EN 1SO 9001:2015,

EN ISO 9001:2015/A1:2024, EN ISO 14001:2015, EN ISO 14001:2015/A1:2024
SPECJALISTA DS. JAKOSC
| ZGODNOSCH REGULACYINEJ
ZARYS International Group sp. z 0.0. sp.k.

(podpis/signature)

imie i nazwisko/name: Aleksandra Stec
stanowisko/position: Quality and Regulatory Compliance Specialist /
Referent pro kvalitu a dodrzovani predpis(

Place and date of issue/Misto a datum vyddni:
Zabrze, 31.03.2025
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