EU DECLARATION OF CONFORMITY

manufacturer:  ZARYS International Group sp. z 0.0. sp.k.

address: ul. Pod Borem 18, 41-808 Zabrze, Poland
/’ contact: tel. +48 32 271 69 91, fax +48 32 274 72 84,

e-mail: zarys@zarys.pl, website: www.zarys.com

ZARYS SRN: PL-MF-000000410

We declare under our sole responsibility that a medical device/personal protective equipment:

easyCARE latex PF Latex examination gloves, powder-free, non-sterile

sizes*: from XS to XL
(*detailed list of products covered by this declaration is available in document TD-49-1.1.1.b-1.2 — Identification — Annex 1, batch code - certificate of analysis of
production batch DZDO-01—- Annex 2)

classification:
= medical device: class |, rule 5 (in accordance with Annex VIII of Regulation (EU) 2017/745)
= personal protective equipment: category Il

Basic UDI-DI: 59079968T010201GM

intended purpose: The device is intended for patient diagnostics, providing a barrier to the transmission of microorganisms
between the operator and the patient, minimizing the risk of cross-contamination.

is in conformity with:

—  Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices;

—  Regulation (EU) 2016/425 of the European Parliament and of the Council of 9 March 2016 on personal protective equipment;

—  Commission Regulation (EU) No. 10/2011 of 14 January 2011 on plastic materials and articles intended to come into contact with
food;

—  Regulation (EC) No. 1935/2004 of the European Parliament and of the Council of 27 October 2004 on materials and articles
intended to come into contact with food.

The medical device described above meets all applicable provisions of the Annex | of Regulation (EU) 2017/745.
Conformity assessment procedure has been performed in accordance with Article 52 (7).

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:

notified body: SATRA Technology Europe Limited Bracetown Business Park, number: 2777
Clonee, D15 YN2P, Ireland

certificate no.: 2777/10467-05/E21-01 expiry date: 2027-01-10

The PPE is subject to the conformity assessment procedure conformity to type based on quality assurance of the production process
(Module D) under surveillance of the notified body SATRA Technology Europe Limited (2777).

The medical device covered by this declaration complies with standards EN 455-1:2020+A2:2024, EN 455-2:2024, EN 455-3:2023, EN 455-
4:2009, EN I1SO 13485:2016, EN I1SO 13485:2016/A11:2021, EN ISO 9001:2015, EN ISO 9001:2015/A1:2024, EN 1SO 14001:2015, EN I1SO
14001:2015/A1:2024, EN 1SO 14971:2019, EN ISO 14971:2019/A11:2021, EN 62366-1:2015, EN 62366-1:2015/A1:2020, EN ISO 15223-
1:2021, EN ISO 20417:2021, EN ISO 10993-1:2020, EN ISO 10993-5:2009/A11:2025, EN I1SO 10993-10:2023, EN I1SO 10993-23:2021, EN ISO
11737-1:2018, EN ISO 11737-1:2018/A1:2021, the personal protective equipment complies with standards EN 1SO 21420:2020+A1:2024, EN
ISO374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016, ASTM F1671, ASTM D3578.

The device intended for food contact meets the requirements specified in Annex 3.

QUALITY MANAGER BU

place and date of issue: Zabrze, 30.09.2025 2ARYS International Group sp. 2 0.8. $p.k

name: Aleksandra Stec ,t ec
-
position: Quality ManagerBU ] torivorivmirbons SOOI
signature

(on behalf of the President of the General Partner's
Management Board)

TD-49-1V-1.2


mailto:zarys@zarys.pl

DOPUSZCZENIE WYROBU DO KONTAKTU Z ZYWNOSCIA | TD-49-1.3.b.3-1.1-49
DEVICE FOOD SAFETY DECLARATION rewizja / revision 4

/ wyréb/device:
( A easyCARE latex data / date: 2021-05-10

Rekawice diagnostyczne, lateksowe, pudrowane, niesterylne / Latex

ZARYS examination gloves, powdered, non-sterile
generalna nazwa grupy/ general group name: zmiana / amendment:
niesterylne rekawice diagnostyczne / non-sterile examination gloves 2026-03-31

|Zaiacznik nr 3 do deklaracji zgodnosci/ Annex No. 3 to declaration od conformity

1. Podstawa prawna / Legal bases:

Wyréb spetnia wymagania ponizszych przepiséw prawnych /
The product meets the requirements of the following legal regulations:

- Rozporzadzenie Komisji (WE) nr 10/2011 z dnia 14 stycznia 2011 r. w sprawie materiatéw i wyrobdw z tworzyw sztucznych
przeznaczonych do kontaktu z zywnoscig /
Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and articles intended to come into contact with food

- Rozporzadzenie (WE) nr 1935/2004 Parlamentu Europejskiego | Rady z dnia 27 pazdziernika 2004 r. w sprawie materiatow i
wyrobow przeznaczonych do kontaktu z zywnoscig /

Regulation (EC) No 1935/2004 of the European Parliament and of the Council of 27 October 2004 on materials and articles intended
to come into contact with food

Badania zostaty przeprowadzone zgodnie z obowigzujgcymi przepisami prawnymi. /
The following test have been carried out in compliance with the legal regulations.

2. Migracja globalna / Overall migration:

Prdbka zostata poddana nastepujgcym badaniom zgodnie z rozporzadzeniem Komisji (UE) nr 10/2011

1. Przygotowanie prébki do badania:

Badaniu poddano wytgcznie zewnetrzng powierzchnie probki rekawicy.

2. Catkowita migracja do symulanta ttustej zywnosci (oliwa z oliwek):

Zgodnie z normg BS EN 1186-8:2002 — Metody badania catkowitej migracji do oliwy z oliwek przez wypetnienie
artykutow.

3. Catkowita migracja do wodnego symulanta zywnosci (10% etanolu, 20% etanolu, 50% etanolu)

Zgodnie z normg BS EN 1186-9:2002 — Metody badania catkowitej migracji do wodnych symulantéw zywnosci

metoda badania/ e )
przez wypetnienie artykutéw./

test method: The sample was analysed for the following tests according to Commission Regulation (EU) No 10/2011
1. Preparation of Test Specimen:
Only the exterior of the glove sample was performed for the test.
2. Overall Migration Content with Fatty Food Simulant (Olive Oil):
According to BS EN 1186-8:2002 — Test Methods for overall migration into olive oil by article filling.
3. Overall Migration Content with Aqueous Food Simulant (10% Ethanol, 20% Ethanol, 50% Ethanol)
According to BS EN 1186-9:2002 - Test Methods for overall migration into aqueous food simulants by article
filling.
temperatura/ | max. dopuszczalny limit./ wynik catkowite] wiosek/
ptyn modelowy / simulant czas/ time P - aop .. y | migracji/ result of )
temperature | max. permissible limit L conclusion
overall migration
. o 2 . s , ZGODNY/
olej roslinny / vegetable oil (olive oil) godziny/ hours 40°C <10 mg/dm <1.0 mg/dm PASS
R . 2 R R R ZGODNY/
10% Etanol / 10% Ethanol godziny/ hours 40°C <10 mg/dm 2.8 mg/dm PASS
2 ZGODNY/
0, 0, 0 2 2
20% Etanol / 20% Ethanol godziny/ hours 40°C <10 mg/dm 3.0 mg/dm PASS
R . 2 R R R ZGODNY/
50% Etanol / 50% Ethanol godziny/ hours 40°C <10 mg/dm 3.7 mg/dm PASS

W oparciu o powyzsze wyniki, rekawice spetniajg wymogi migracji globalnej zgodnie z Rozporzadzeniem Komisji (UE) Nr 10/2011 — ,Materiaty i
wyroby z tworzyw sztucznych nie powinny przenosi¢ swoich sktadnikow do produktéw zywnosciowych w ilosciach przekraczajgcych 10 miligramow
catkowitej ilosci sktadnikdw uwalnianych na dm?2 powierzchni pozostajgcej w kontakcie w zywnoscig (mg/dm?) (limit migracji globalnej)”.

Based on the above results, gloves met the overall migration requirement under Commission Regulation (EU) No 10/2011 —,, Plastic materials and
articles shall not transfer their constituents to foodstuffs in quantities exceeding 10 miligrams of total constituents per dm? of food contact surface
(mg/dm?) (overall migration limit)”. ZARYS International sp. z 0.0.

JLecC
QUALITY MANAGER BU

Aloksandra-Stec
3IDPC

Opracowanie/ Prepared by: A.S. — Quality Manager BU ZARYS International sp. z o.0. strona/ page1/1

Zadna czes¢ dokumentu nie moze by¢ zmieniana lub kopiowana bez zgody ZARYS International sp. z 0.0. /
No part of the document may be changed or copied without the consent of ZARYS International sp. z o.o. rev.02




