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Declaration of Conformity — EU

Maxter Glove Manufacturing Sdn Bhd hereby confirms that the product mentioned below complies
with EU Regulations and Standards and is manufactured according to 1SO9001 & 1SO13485 standard
requirements.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Size Product Code Barcode
X-Small 29225 955-500210-1404
Small 29226 955-500210-1411
Medium 29227 955-500210-1428
Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Classification of the product:

e Class | Medical Device based on Rule 5 transient use, Annex VIII of Medical Device Regulation (EU)
2017/745
e CAT Il PPE (EU) 2016/425

Product mentioned above complies with:

e The General Safety and Performance requirements of Annex |, Medical Regulation (EU)2017/745 for
Class | Medical Devices and with the Article 19 requirements

e The provisions of Personal Protective Equipment (PPE) Regulation (EU) 2016/425, including the
General Safety Requirements (Annex Il), Module B EU-Type Examination Certification and Module D,
Conformity to type, based on Quality Assurance of the production process.

e EEC regulations concerning the conformity of materials and products that are allowed to come into
contact with food. In accordance with Regulation EEC 1935/2004, Regulation EC 10/2011 &
Regulation EC 2023/2006.

e Medical Device Regulation 2002 for Class | Medical Devices

Certification:

e Module B, EU Type Examination Certificate issued by Notified Body : Satra (2777) — Certificate No.
2777/12719-01/E00-00

e Module D, Regulation EU 2016/425, Examination Certificate issued by Notified Body : SGS FIMKO OY,
Notified Body CE0598 — Certificate No. MY19/1811030073

e 1S09001:2015

e 1SO13485:2016

Gloves tested according to Harmonised Standards:

e EN374-1-chemical resistance

e EN374-5 microbiological resistance

e EN455-1,2,3, 4 — medical devices

e EN21420- physical attributes or EN420 during the transition period
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User Information:

e The gloves are suitable for contact with dry, fatty, alcoholic, and aqueous food for short term contact
based on the outcome of the overall migration test on the food simulants.

e The product contains natural rubber latex which may cause allergic reactions. Please retain the
packaging for reference.

e  Store below 40°C/104°F in dry, clean condition and away from direct sunlight.

Responsibility

e This Declaration of Conformity is issued under the responsibility of the Manufacturer as indicated
below:

Manufacturer:

e  Maxter Glove Manufacturing Sdn Bhd, located at Lot 6070, Jalan Haji Abdul Manam, 6" Miles off Jalan
Meru, 41050 Klang, Selangor, Malaysia
e  SRN: MY-MF-000016719

Importer & Authorised Representatives:

e EU Representative is Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67
EOA2, Ireland
4+ SRN: IE-AR-000013888

e UK Representative is Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN, Peterborough,
United Kingdom

Maxter Glove Manufacturing Sdn Bhd, Malaysia

Authorised by:

Yap Peak Geeh
Senior Manager
QA & Regulatory Affairs

Date: 27-May-2022

*This declaration is valid for period of 2 years from the date of issue or until any changes to regulations or
products are applicable.
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Declaration of Conformity — UK

Maxter Glove Manufacturing Sdn Bhd hereby confirms that the product mentioned below complies
with EU Regulations and Standards and is manufactured according to 1SO9001 & 1SO13485 standard
requirements.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Size Product Code Barcode UDI Code
X-Small 29225 955-500210-1404 1955-500210-1401
Small 29226 955-500210-1411 1955-500210-1418
Medium 29227 955-500210-1428 1955-500210-1425
Large 29228 955-500210-1435 1955-500210-1432
X-Large 29229 955-500210-1442 1955-500210-1449

Classification of the product:

e Class | Medical Device based on Rule 5 transient use, Annex IX of COUNCIL DIRECTIVE 93/42/EEC
of 14 June 1993 concerning medical devices, which is implemented into UK law by the Medical
Device Regulations 2002, as amended.

e Class | Medical Device based on Rule 5 transient use, Annex VIl of Medical Device Regulation (EU)
2017/745

e CAT Il PPE (EU) 2016/425, which is directly implemented into UK law.

Product mentioned above complies with:

e Medical Device Regulation 2002 for Class | Medical Devices, implementing COUNCIL DIRECTIVE
93/42/EEC

e The General Safety and Performance requirements of Annex |, Medical Regulation (EU) 2017/745 for
Class | Medical Devices and with the Article 19 requirements.

e The provisions of Personal Protective Equipment (PPE) Regulation (EU) 2016/425, including the
General Safety Requirements (Annex Il), Module B EU-Type Examination Certification and Module D,
Conformity to type, based on Quality Assurance of the production process.

e EEC regulations concerning the conformity of materials and products that are allowed to come into
contact with food. In accordance with Regulation EEC 1935/2004, Regulation EC 10/2011 &
Regulation EC 2023/2006.

Certification:

e Module B, UKCA Type Examination Certificate issued by Approved Body : Satra (0321) — Certificate
No. AB0321/19869-01/E00-00

e Module D, Regulation 2016/425 as brought into the UK Law, Examination Certificate issued by
Approved Body : SGS UK, Approved Body UKCA0120 — Certificate No. MY21/1811030640

e 1S09001:2015

e 1SO13485:2016
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Gloves tested according to Harmonised Standards:

e EN374-1-chemical resistance

e  EN374-5 microbiological resistance

e EN455-1,2,3, 4 — medical devices

e EN21420- physical attributes or EN420 during the transition period

User Information:

e The gloves are suitable for contact with dry, fatty, alcoholic, and aqueous food for short term contact
based on the outcome of the overall migration test on the food simulants.

e The product contains natural rubber latex which may cause allergic reactions. Please retain the
packaging for reference.

e Store below 40°C/104°F in dry, clean condition and away from direct sunlight.

Responsibility

e This Declaration of Conformity is issued under the responsibility of the Manufacturer, as indicated
below:

Manufacturer:

e  Maxter Glove Manufacturing Sdn. Bhd, located at Lot 6070, Jalan Haji Abdul Manam, 6" Miles off
Jalan Meru, 41050 Klang, Selangor, Malaysia

Authorised Representatives:

e EU Representative is Supermax Healthcare Europe Limited, 38 Main Street, Swords Co. Dublin, K67
EOA2, Ireland

e UK Representative is Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN, Peterborough,
United Kingdom

Yap Peak Geeh
Senior Manager
QA & Regulatory Affairs

Date: 25-Jun-2022

*This declaration is valid for period of 2 years from the date of issue or until any changes to regulations or
products are applicable.



TRANSLATIONS

Supermax Healthcare Ltd has had the Original Declaration
of Conformity for this product translated for ease of use.
The signed English version is considered the official
Declaration of Conformity.

Supermax Healthcare Ltd undertook this translation with a
ISO 9001:2015 third party translation company, and accepts
no responsibility for any errors or phrasing issues as this
process was undertaken in good faith.
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EU-Konformitatserklarung

Maxter Glove Manufacturing Sdn Bhd bestatigt hiermit, dass das unten genannte Produkt den EU-
Vorschriften und -Normen entspricht und gemafll den Anforderungen der Normen 1SO9001 und
1SO13485 hergestellt wird.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

GroRe Produktcode Barcode
X-Small 29225 955-500210-1404

Small 29226 955-500210-1411
Medium 29227 955-500210-1428

Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Kennzeichnung des Produkts:

e Medizinprodukt der Klasse | auf der Grundlage von Regel 5 zur voriibergehenden Verwendung,
Anhang VIl der Medizinprodukteverordnung (EU) 2017/745
e KAT Il PPE (EU) 2016/425

Das oben genannte Produkt entspricht den Anforderungen:

e Die allgemeinen Sicherheits- und Leistungsanforderungen von Anhang | der
Medizinprodukteverordnung (EU) 2017/745 fir Medizinprodukte der Klasse | und die Anforderungen
von Artikel 19

e Die Bestimmungen der Verordnung (EU) 2016/425 tiber personliche Schutzausriistungen (PSA),
einschlieRlich der allgemeinen Sicherheitsanforderungen (Anhang 1), Modul B EU-
Baumusterpriifbescheinigung und Modul D, Konformitat mit der Bauart, basierend auf der
Qualitatssicherung des Produktionsprozesses.

e EWG-Verordnungen lber die Konformitdt von Materialien und Produkten, die mit Lebensmitteln in
Beriihrung kommen diirfen. In Ubereinstimmung mit der Verordnung EWG 1935/2004, der
Verordnung EG 10/2011 und der Verordnung EG 2023/2006.

e Medizinprodukteverordnung 2002 fiir Medizinprodukte der Klasse |

Zertifizierung:

e  Modul B, EU-Baumusterprifbescheinigung, ausgestellt von einer benannten Stelle: Satra (2777) -
Bescheinigung Nr. 2777/12719-01/E00-00

e Modul D, Verordnung EU 2016/425, Priifungsbescheinigung der Benannten Stelle-: SGS FIMKO OY,
Benannte Stelle CE0598 - Zertifikat Nr. MY19/1811030073

e 1S09001:2015

e 1SO13485:2016

Handschuhe, die gemal} den harmonisierten Normen getestet wurden:
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e EN374-1 - chemische Bestandigkeit

e EN374-5 mikrobiologische Bestandigkeit

e ENA455-1,2,3, 4 - Medizinprodukte

e EN21420 - physikalische Eigenschaften oder EN420 wéhrend der Ubergangszeit

Benutzerinformationen:

e Die Handschuhe sind fur den kurzfristigen Kontakt mit trockenen, fettigen, alkoholischen und
wassrigen Lebensmitteln geeignet, basierend auf dem Ergebnis des Gesamtmigrationstests mit den
Lebensmittelsimulanzien.

e Das Produkt enthalt kein Naturkautschuklatex. Enthélt Beschleuniger, die allergische Reaktionen
hervorrufen kénnen. Bitte bewahren Sie die Verpackung zu Referenzzwecken auf.

e Bewahren Sie das Produkt unter 40 °C/104 °F in trockenem, sauberem Zustand und vor direktem
Sonnenlicht geschiitzt auf.

Haftung

o Diese Konformitatserklarung wird unter der Verantwortung des unten angegebenen Herstellers
ausgestellt:

Hersteller:

e  Maxter Glove Manufacturing Sdn Bhd, mit Sitz in Lot 6070, Jalan Haji Abdul Manam, 6" Miles off Jalan
Meru, 41050 Klang, Selangor, Malaysia
e  SRN: MY-MF-000016719

Importeur und bevollméachtigte Vertreter:

e  EU-Vertreter ist Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67 E0A2,
Irland

e SRN:IE-AR-000013888

e Der Vertreter fur das Vereinigte Konigreich ist Supermax Healthcare Limited, 12-16 Titan Drive,
Fengate, PE1 5XN, Peterborough, Vereinigtes Kénigreich

*Diese Erklarung gilt fiir einen Zeitraum von 2 Jahren ab dem Ausstellungsdatum oder bis zu dem Zeitpunkt,
an dem etwaige Anderungen der Vorschriften oder Produkte in Kraft treten.
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Déclaration de conformité — UE

Maxter Glove Manufacturing Sdn Bhd déclare par la présente que le produit mentionné ci-dessous est
conforme aux reglements et aux normes de I’UE et qu’il est fabriqué dans le respect des normes ISO9001 et
1SO13485.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Taille Code produit Code-barres
X-Small 29225 955-500210-1404

Small 29226 955-500210-1411
Medium 29227 955-500210-1428

Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Classification du produit :

e Dispositif médical de classe | tel que défini par la régle 5 de I’annexe VIII du réglement (UE) 2017/745
e  Catégorie Ill selon le réglement (UE) 2016/425 relatif aux équipements de protection individuelle

Le produit mentionné ci-dessus est conforme :

e Aux exigences générales de sécurité et de performance de I’annexe | du reglement médical
(UE)2017/745 pour les dispositifs médicaux de classe | et aux les exigences de I’article 19.

e Auxdispositions du réglement (UE) 2016/425 relatif aux équipements de protection individuelle, y
compris les exigences générales de sécurité (annexe Il), a ’'examen UE de type ou Module B et
Module D, Conformité au type, sur la base de I’assurance qualité du processus de production.

e Auréglement (CE) n° 1935/2004 concernant les matériaux destinés a entrer en contact avec des
denrées alimentaires. Conformément au réglement (CE) 1935/2004, reéglement (CE) 10/2011 &
réglement (CE) 2023/2006.

e Auréglement sur les dispositifs médicaux de 2002 pour les dispositifs médicaux de classe |

Certification :

e  Module B, Certificat d’examen de type UE délivré par I'organisme notifié : Satra (2777) - Certificat n°
2777/12719-01/E00-00

e Module D, réeglement UE 2016/425, Certificat d’examen délivré par I’Organisme Notifié : SGS FIMKO
QY, Organisme Notifié CE0598 - Certificat No. MY19/1811030073

e 1SO9001:2015

e 1S013485:2016

Gants testés selon les normes harmonisées :

e EN374-1 - protection chimique
e EN374-5 — protection contre les virus et bactéries
e EN455-1,2,3, 4 — dispositifs médicaux
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e EN21420 —exigences générales et méthodes d’essai ou EN420 durant la période de transition

Informations d’utilisateur :

e Les gants sont adaptés au contact avec des aliments secs, gras, alcoolisés et aqueux pour un contact
de courte durée, d’aprés les résultats de I’essai de migration globale sur les simulateurs d’aliments.

e Le produit ne contient pas de latex de caoutchouc naturel. Contient des accélérateurs qui peuvent
provoquer des réactions allergiques. Veuillez conserver I'emballage pour référence.

e Conserver en dessous de 40°C/104°F dans un endroit sec, propre et a I’abri de la lumiére directe du
soleil.

Responsabilité

e La présente déclaration de conformité est délivrée sous la responsabilité du fabricant comme indiqué
ci-dessous :

Fabricant :

e  Maxter Glove Manufacturing Sdn Bhd, situé au Lot 6070, Jalan Haji Abdul Manam, 6 th Miles off Jalan
Meru, 41050 Klang, Selangor, Malaisie.
e  SRN (numéro d’enregistrement unique) : MY-MF-000016719

Importateur et représentants autorisés :
e Lereprésentant pour I'UE est Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co.
Dublin, K67 EOA2, Irlande
e SRN:IE-AR-000013888
e Lereprésentant du Royaume-Uni est Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1
5XN, Peterborough, Royaume-Uni.

*Cette déclaration est valable pour une période de 2 ans a partir de la date d’émission ou jusqu’a ce que des
modifications des réglements ou des produits soient applicables.
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Conformiteitsverklaring - EU

Maxter Glove Manufacturing Sdn Bhd bevestigt hierbij dat het hieronder vermelde product voldoet
aan de EU-regelgeving en -normen en is vervaardigd volgens de ISO9001- en 1SO13485-
normvereisten.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Maat Productcode Barcode
X-Small 29225 955-500210-1404

Small 29226 955-500210-1411
Medium 29227 955-500210-1428

Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Indeling van het product:

o Klasse I medisch hulpmiddel op basis van regel 5 voor tijdelijk gebruik, bijlage VIII van Verordening
(EU) 2017/745 betreffende medische hulpmiddelen
e CATIII PPE (EU) 2016/425

Bovengenoemd product voldoet aan:

e De algemene veiligheids- en prestatievoorschriften van bijlage I, medische verordening (EU)2017/745
voor medische hulpmiddelen van klasse | en de voorschriften van artikel 19

e De bepalingen van Verordening (EU) 2016/425 betreffende persoonlijke beschermingsmiddelen, met
inbegrip van de algemene veiligheidseisen (bijlage 11), module B certificering EU-typeonderzoek en
module D, conformiteit met het type, op basis van kwaliteitsborging van het productieproces.

e EEG-voorschriften betreffende de conformiteit van materialen en produkten die met levensmiddelen
in aanraking mogen komen. Overeenkomstig Verordening (EG) nr. 1935/2004, Verordening (EG) nr.
10/2011 en Verordening (EG) nr. 2023/2006.

e Regeling medische hulpmiddelen 2002 voor medische hulpmiddelen van klasse |

Certificatie:

e Module B, EU-typeonderzoek certificaat afgegeven door de aangemelde instantie : Satra (2777) —
Certificaatnr. 2777/12719-01/E00-00

e Module D, Verordening EU 2016/425, certificaat uitgegeven door aangemelde instantie: SGS FIMKO
QY, aangemelde instantie CE0598 — certificaatnr. MY19/1811030073

e 1SO9001:2015

e 1SO13485:2016

Handschoenen getest volgens geharmoniseerde normen:

e EN374-1 - chemische weerstand
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e EN374-5 microbiologische weerstand
e EN455-1,2,3, 4 —medische hulpmiddelen
e EN21420- fysische eigenschappen of EN420 tijdens de overgangsperiode

Gebruikersinformatie:

e De handschoenen zijn geschikt voor contact met droog, vet, alcoholisch en waterig voedsel voor
kortstondig contact op basis van de resultaten van de algehele migratietest op de
levensmiddelsimulanten.

e Bevat geen natuurrubberlatex. Bevat versnellers die allergische reacties kunnen veroorzaken. Deze
instructies behouden voor de toekomst.

e Indroge, schone staat en uit de buurt van direct zonlicht bewaren bij temperaturen lager dan
40°C/104°F.

Verantwoordelijkheid

e Deze conformiteitsverklaring wordt verstrekt onder volledige verantwoordelijkheid van de fabrikant
zoals hieronder aangegeven:

Fabrikant:

e  Maxter Glove Manufacturing Sdn Bhd, gelegen aan Lot 6070, Jalan Haji Abdul Manam, 6" Miles off
Jalan Meru, 41050 Klang, Selangor, Maleisié
e SRN: MY-MF-000016719

Importeur en gemachtigde vertegenwoordigers:

e EU-vertegenwoordiger is Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin,
K67 EOA2, lerland

e SRN:IE-AR-000013888

e VK-vertegenwoordiger is Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN,
Peterborough, Verenigd Koninkrijk

* Deze verklaring is geldig voor een periode van 2 jaar vanaf de datum van afgifte of totdat eventuele
wijzigingen in de regelgeving of producten van toepassing zijn.
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deknapauua 3a cboreetrcreue — EC

Maxter Glove Manufacturing Sdn Bhd noTebpk4aBa, 4e NpoAyKTbT, NOCOYEH NO-A0/Y, OTFOBaps Ha
HOpMUTE M cTaHaapTUTe Ha EC 1 e NnponsBeaeH B CbOTBETCTBME CbC CTAHAAPTHUTE U3UCKBAHWUSA HA
ISO9001 un 1S013485.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Pasmep Kopa Ha npoayKTa bapkopg
X-Small 29225 955-500210-1404
Small 29226 955-500210-1411
Medium 29227 955-500210-1428
Large 29228 955-500210-1435
X - Large 29229 955-500210-1442

Knacudumkauma Ha npoayKTa

e MeamumHCcKo n3genve ot knac | Bb3 ocHoBa Ha npasusio 5 3a BpemeHHa ynotpeba, npunoxenue VIl
Kbm PernameHT (EC) 2017/745 3a MeANLMHCKATE U34eNU1s
e  KATEFOPMA Il NNC (EC) 2016/425

MpoAyKTHT, cNOMEHAT No-rope, OTroBapsa Ha:

e  O6wuTe M3NCKBaHMA 3a 6e30MaCHOCT 1 AeicTBMe OT NpuaoXkeHue |, MeanUMHCKU pernameHT
(EC)2017/745 3a meANUMHCKN M3A4enu1A OT Knac | U Ha U3NCKBaHMATa No YieH 19

e Pasnopeabute Ha PernamenT (EC) 2016/425 oTHOCHO NIMYHUTE NpeanasHu cpeacTsa (/1MC),
BKAOUMTENHO O6LWMTE N3MCKBaHMA 3a 6e3onacHocT (npunoxeHue 1), Moayn B Ceptudukat 3a EC
uscneaBaHe Ha Tna u Moayn D CboTBeTCTBME C TUMNA Bb3 OCHOBA Ha OCUTYPABaHE Ha Ka4yecTBOTO Ha
Npou3BOACTBOTO.

e  PernameHTn Ha EMO OTHOCHO CbOTBETCTBMETO Ha MaTepuanuTe U NPOAYKTUTE, KOUTO MMAT NPaBo Aa
B/IN3aT B KOHTAKT C XpaHu. B cboTtseTtcteue ¢ PernameHT (EMO) 1935/2004, PernamenT (EO) 10/2011 n
PernameHT (EO) 2023/2006.

e  PernameHTt 3a meguumHckute nsgenma ot 2002 r. 3a MegUUUHCKN u3genna oT Knac |

Ceptudpuumpare:

e  Mogayn BB, CeptuduKat Ha EC 3a n3cneaBaHe Ha TMNa, U34a4eH OT HOTUOMLMpPAHMA opraH: Satra
(2777) — Ceptudumrar Ne 2777/12719-01/E00-00

e  Mogayn D, PernameHT (EC) 2016/425, cepTudmkaT 3a NnpoBepka, n3gaaeH ot HoTudULMPaHUA OpraH:
SGS FIMKO QY, HoTudumumpaH opraH CE0598 — CepTtudmkat Ne MY19/1811030073

e [SO9001:2015

e [SO13485:2016

PbKaBuuUMTE Ca U3NUTAHU CHIZIACHO XapMOHU3UPAHUTE CTaHAAPTU:

e EN374-1 — XMuMWn4YHa YCTOMUYMBOCT
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e EN374-5 mnkpoburonornyHa pesncTteHTHOCT
e EN455-1,2,3, 4 — meguLUMNHCKM n3gennsa
e  EN21420 - pusnyeckun xapaktepuctmkm nnm EN420 no Bpeme Ha npexogHua nepuos,

UHdopmauums 3a notpebutens:

e  PbKaBuUUTE Ca NOAXOAALLM 33 KOHTAKT CbC CyXa, Ma3Ha, a/IKOXOJIHA M BOAHUCTA XpaHa 3a
KpPaTKOTPaeH KOHTAKT, Bb3 OCHOBA HAa pe3y/aTaTuTe OT U3NUTBAHETO Ha 0bLaTa MUrpauus NnposeaeHo
BbPXY XPAHUTE/IHUTE CUMYNAHTU.

e  To3M NPOAYKT HE CbAbPKa NATEKC OT eCTeCTBeH KayyyK. CbabpiKa YCKOPUTEIM, KOUTO MoraT Aa
NPUYUHAT aIeprMyHn peakumn. Moss, 3anaseTe OMakoBKaTa 3a CNpaBKa.

e  CoubxpaHsasaite nog 40°C/104°F B cyxo, YACTO CbCTOAHME U Aaniey OT NpsKa C/TbHYEBa CBET/INHA.

OT1roBopHocT

o HacToAwaTta geknapaumsa 3a CbOTBETCTBME € U3[aJeHa B CbOTBETCTBME C OTTOBOPHOCTTA Ha
nponsBognTeNAa Kakto € N0CoO4YeHO No-A0ny:

Mpoussoauren:

e  Maxter Glove Manufacturing Sdn Bhd, c agpec: Lot 6070, Jalan Haji Abdul Manam, 6™ Miles off Jalan
Meru, 41050 Klang, Selangor, Malaysia
e SRN: MY-MF-000016719

BHOCUTEN M YNTBIHOMOLLLEHU NPeACTaBUTENN &

e [peacrasuten 3a EC e Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67
EOA2, Ireland

e SRN:IE-AR-000013888

e [peacTtasuTten 3a O6eanHeHOTO Kpancteo e Supermax Healthcare Limited, 12-16 Titan Drive, Fengate,
PE1 5XN, Peterborough, United Kingdom

*Ta3u geknapauma e BaIMAHa 3a CPOK OT 2 FOAUHM OT AaTaTa Ha U3AaBaHe WK A0 HACTbNBaHe Ha NPOMEHU B
HopmaTuBHaTa ypeaba uam npoaykTure.



Hrvatski
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EVU izjava o sukladnosti

Maxter Glove Manufacturing Sdn Bhd ovime potvrduje da je proizvod naveden u nastavku uskladen s
propisima i normama EU te da se proizvodi prema zahtjevima normi ISO9001 te 1S013485.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Veli¢ina Sifra proizvoda Crti¢ni kod
X-Small (vrlo mala) 29225 955-500210-1404
Small (mala) 29226 955-500210-1411
Medium (srednja) 29227 955-500210-1428
Large (velika) 29228 955-500210-1435
X-Large (vrlo velika) 292259 955-500210-1442

Klasifikacija proizvoda:

e Medicinski proizvod I. klase namijenjen prolaznoj uporabi koji se temelji na pravilu 5. Priloga VIII.
Uredbe (EU) 2017/745 o medicinskim proizvodima
e Kategorija lll. OZO (EU) 2016/425

Prethodno navedeni proizvod uskladen je s:

e  Opcim zahtjevima sigurnosti i u¢inkovitosti Priloga I. Uredbe (EU) 2017/745 o medicinskim
proizvodima za medicinske proizvode I. klase te sa zahtjevima ¢lanka 19,

e Odredbama Uredbe (EU) o osobnoj zastitnoj opremi (0Z0), ukljuCujuci bitne zdravstvene i sigurnosne
zahtjeve (Prilog Il.), potvrdu o EU ispitivanju tipa (Modul B) te sukladnost s tipom na temelju
osiguranja kvalitete proizvodnog postupka (Modul D),

e Uredbama EEZ-a o sukladnosti materijala i proizvoda koji dolaze u dodir s hranom. U skladu s
Uredbom (EZ) 1935/2004, Uredbom (EZ) 10/2011 i Uredbom (EZ) 2023/2006,

e Uredbom o medicinskim proizvodima 2002. za medicinske proizvode I. klase.

Certifikati:

e Modul B, potvrda o EU ispitivanju tipa koju je izdalo prijavljeno tijelo: Satra (2777) — potvrda br.
2777/12719-01/E00-00

e Modul D, Uredba (EU) 2016/425, potvrda o ispitivanju tipa koju je izdalo prijavljeno tijelo: SGS FIMKO
QY, prijavljeno tijelo CE0598 — potvrda br. MY19/1811030073

e 1SO9001:2015

e 1S013485:2016

Rukavice ispitane prema uskladenim normama:

e  EN374-1 - kemijska otpornost

e  EN374-5— mikrobioloSka otpornost

e EN455-1, 2, 3,4 — medicinski proizvodi

e EN21420 —fizi¢ka svojstva ili EN420 tijekom prijelaznog razdoblja
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Informacije za korisnike:

e Rukavice su prikladne za kontakt sa suhom, masnom, alkoholnom i vodenom hranom za kratkoro¢ni
kontakt na temelju ishoda ispitivanja globalne migracije s modelnom otopinom.

e Proizvod ne sadrzi lateks od prirodne gume. Sadrzi ubrzivace koji mogu izazvati alergijske reakcije.
Molimo vas da zadrZite ambalaZu za referencu.

o  Cuvati na temperaturi do 40 °C / 104 °F na suhom i ¢istom mjestu, daleko od izravnog sunéevog
svjetla.

Odgovornost
e Ova izjava o sukladnosti izdaje se pod isklju¢ivom odgovornos$cu proizvodaca navedenog u nastavku.
Proizvodac:

e Maxter Glove Manufacturing Sdn Bhd, na adresi Lot 6070, Jalan Haji Abdul Manam, 6t Miles off Jalan
Meru, 41050 Klang, Selangor, Malezija
e  SRN: MY-MF-000016719

Uvoznik i ovlasteni predstavnici:

e  Predstavnik u Europskoj uniji je Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co.
Dublin, K67 EOA2, Irska

e SRN:IE-AR-000013888

e Predstavnik u Ujedinjenoj Kraljevini je Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1
5XN, Peterborough, Ujedinjena Kraljevina

*Ova izjava vrijedi tijekom razdoblja od dvije godine od datuma izdavanja ili dok ne dode do izmjena propisa
ili proizvoda.
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EU prohlaseni o shodé

Spole¢nost Maxter Glove Manufacturing Sdn Bhd timto potvrzuje, Ze niZze uvedeny vyrobek splfuje
predpisy a normy EU a je vyroben v souladu s pozadavky norem 1SO 9001 a ISO 13485.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Velikost Ké6d vyrobku Carovy kéd
XS 29225 955-500210-1404
S 29226 955-500210-1411
M 29227 955-500210-1428
L 29228 955-500210-1435
XL 29229 955-500210-1442

Klasifikace vyrobku:

e  Zdravotnicky prostfedek k pfechodnému pouziti téidy | (pravidlo 5), pfiloha VIII nafizeni Evropského
parlamentu a Rady (EU) 2017/745 o zdravotnickych prostfedcich

e  OOP kategorie Il nafizeni Evropského parlamentu a Rady (EU) 2016/425 o osobnich ochrannych
prostiedcich

Vyse uvedeny vyrobek je v souladu s:

e obecnymi poZadavky na bezpecnost a funkéni zplUsobilost podle pfilohy | nafizeni Evropského
parlamentu a Rady (EU) 2017/745 o zdravotnickych prostfedcich tfidy | a poZadavky €lanku 19.

e ustanovenimi nafizeni o osobnich ochrannych prostfedcich (EU) 2016/425, véetné vseobecnych
bezpecnostnich pozadavk (pfiloha Il); certifikaci EU prezkouseni typu (modul B) a shodou s typem
zaloZenou na zabezpecovani kvality vyrobniho procesu (modul D).

e nafizenim Evropského parlamentu a Rady (ES) ¢. 1935/2004 o materialech a pfedmétech uréenych
pro styk s potravinami, s nafizenim Komise (EU) 10/2011 a nafizenim Komise (EU) 2023/2006.

e nafizenim Evropského parlamentu a Rady (EU) o zdravotnickych prostfedcich z roku 2002 pro
zdravotnické prostredky tridy I.

Certifikace:

e Modul B, certifikat EU prfezkouseni typu vydany ozndmenym subjektem: Satra (2777) — certifikat €.
2777/12719-01/E00-00

e Modul D, natizeni Evropského parlamentu a Rady (EU) 2016/425, certifikat o pfezkouseni typu vydany
ozndmenym subjektem: SGS FIMKO QY, oznameny subjekt CE0598 — certifikat ¢. MY19/1811030073
ISO 9001:2015

e |SO 13485:2016

Rukavice testované podle harmonizovanych norem:

e (SN EN 374-1 — chemicka odolnost
e (SN EN 374-5 — mikrobiologicka odolnost
e (SN EN 455 -1,2,3, 4 — zdravotnické prostiedky



M A X T E R Lot 6070, Jalan Haji Abdul Manan

6th Miles Off Jalan Meru

GLOVE MANUFACTURING SDN BHD 41050 Klang, Selangor, Malaysia
(229862-H) Tel: 603-33929888 (8 lines) Fax: 603-33923328

E-MAIL: maxter @tm.net.my

www.maxter.com.my

e (SN EN 21420 — fyzikaIni atributy nebo CSN EN 420 b&hem ptechodného obdobi

Informace pro uzZivatele:

e Rukavice jsou vhodné pro kratkodoby kontakt se suchymi, mastnymi, alkoholickymi a tekutymi
potravinami na zdkladé vysledkid celkového migracniho testu na potravinovych simulantech.

e Vyrobek neobsahuje pfirodni kaucuk (latex). Vyrobek obsahuje urychlovace, které mohou vyvolat
alergické reakce. Obal si prosim uschovejte pro budouci pouf?iti, obsahuje dilezZité informace.

e  Skladujte pfi teploté do 40 °C/104 °F na suchém a Cistém misté mimo dosah pfimého slunecniho
svétla.

Odpovédnost:
e Toto prohlaseni o shodé je vydano na odpovédnost vyrobce, jak je uvedeno nize:
Vyrobce:

e  Maxter Glove Manufacturing Sdn Bhd, located at Lot 6070, Jalan Haji Abdul Manam, 6" Miles off Jalan
Meru, 41050 Klang, Selangor, Malaysia
e SRN: MY-MF-000016719

Dovozce a autorizovani zastupci:

e  Zastupce pro EU je Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67
EOA2, Irsko

e SRN:IE-AR-000013888

e  Zastupce pro Spojené kralovstvi je Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN,
Peterborough, Spojené kralovstvi

*Toto prohlaseni je platné po dobu 2 let od data vydani nebo do doby, nez dojde ke zménam v predpisech
nebo u vyrobki.
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Overensstemmelseserklzering — EU

Maxter Glove Manufacturing Sdn Bhd bekrzfter hermed, at produktet naevnt nedenfor overholder
EU-forordninger og -standarder og er fremstillet i henhold til ISO9001 & 15013485 standardkrav.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Storrelse Produktkode Stregkode
X-Small 29225 955-500210-1404
Small 29226 955-500210-1411
Medium 29227 955-500210-1428
Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Klassificering af produktet:

e Klasse | medicinsk udstyr baseret pa regel 5 forbigaende brug, bilag VIII til forordning om medicinsk
udstyr (EU) 2017/745
e CATIII PPE (EU) 2016/425

Ovennzvnte produkt overholder:

e De generelle sikkerheds- og ydeevnekrav i bilag I, medicinsk forordning (EU)2017/745 for klasse |
medicinsk udstyr og med artikel 19-kravene

e Bestemmelserne i forordningen om personlige vaernemidler (PPE) (EU) 2016/425, herunder de
generelle sikkerhedskrav (bilag Il), modul B EU-typeafprgvningscertificering og modul D,
typeoverensstemmelse, baseret pa kvalitetssikring af produktionsprocessen.

e E@F-bestemmelser vedrgrende overensstemmelse af materialer og produkter, der ma komme i
kontakt med fgdevarer. | overensstemmelse med forordning E@F 1935/2004, forordning
EC 10/2011 & forordning EC 2023/2006.

e  Forordningen om medicinsk udstyr 2002 for Klasse | medicinsk udstyr

Certificering:

e  Modul B, EU-typeafprgvningscertifikat udstedt af bemyndiget organ: Satra (2777) —
Certifikat nr. 2777/12719-01/E00-00

e  Modul D, Forordning EU 2016/425, eksaminationsbevis udstedt af bemyndiget organ: SGS FIMKO QY,
bemyndiget organ CE0598 — certifikat nr. MY19/1811030073

e 1SO9001:2015

e 1S013485:2016

Handsker testet i henhold til harmoniserede standarder:

e EN374-1 — kemikalieresistens
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e EN374-5 mikrobiologisk resistens
e EN455-1,2,3, 4 —medicinsk udstyr
e EN21420- fysiske attributter eller EN420 i overgangsperioden

Brugeroplysninger:

e Handskerne er egnede til kontakt med tgrre, fede, alkoholholdige og vandige fgdevarer til kortvarig
kontakt baseret pa resultatet af den samlede migrationstest pa fgdevaresimulanterne.

e  Produktet indeholder ikke naturgummilatex. Indeholder acceleratorer, som kan forarsage allergiske
reaktioner. Gem venligst emballagen for reference.

e  Opbevares under 40°C/104°F i tgr, ren tilstand og ude af direkte sollys.

Ansvar:

o Denne overensstemmelseserklaering er udstedt under producentens ansvar, som angivet nedenfor:

Producent:

e  Maxter Glove Manufacturing Sdn Bhd, beliggende pa Lot 6070, Jalan Haji Abdul Manam, 9,5 km fra
Jalan Meru, 41050 Klang, Selangor, Malaysia
e SRN: MY-MF-000016719

Importgr og autoriserede reprasentanter:

e EU-repraesentant er Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67
EOA2, Irland

e SRN:IE-AR-000013888

e  Storbritanniens repraesentant er Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN,
Peterborough, Storbritannien

* Denne erklaering er gyldig i en periode pa 2 ar fra udstedelsesdatoen eller indtil eventuelle sendringer i
regler eller produkter er geeldende.
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ELi vastavusdeklaratsioon

Maxter Glove Manufacturing Sdn Bhd kinnitab kdesolevaga, et allpool nimetatud toode vastab ELi
madrustele ja standarditele ning on toodetud vastavalt ISO9001 ning 1SO13485 standardi nGuetele.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Suurus Tootekood Vootkood
X-Small 29225 955-500210-1404
Small 29226 955-500210-1411
Medium 29227 955-500210-1428
Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Toote klassifitseerimine:

e | klassi meditsiiniseade p&gusaks kasutamiseks vastavalt meditsiiniseadmeid kasitleva maaruse (EL)
2017/745 VI lisa 5. reeglile.
e |l kategooria isikukaitsevahend (EL) 2016/425

Eespool nimetatud toode vastab:

e madruse (EU)2017/745 | lisas satestatud | klassi meditsiiniseadmete Uldistele ohutus- ja
toimivusnduetele ning artiklis 19 esitatud nduetele;

e isikukaitsevahendeid kasitleva maaruse (EL) 2016/425 satetele, sh tldised ohutusnduded (Il lisa), ELi
titbihindamisesertifikaat (moodul B) ja tootmiskvaliteedi tagamisel pdhinev tilbivastavus
(moodul D);

e EMU maéirustele toiduga kokkupuutumiseks ettendhtud materjalide ja toodete kohta. Vastab
maarusele EMU 1935/2004, mairusele EU 10/2011 ja maarusele EU 2023/2006;

e meditsiiniseadmeid kasitlevale maarusele 2002 | klassi meditsiiniseadmete kohta.

Sertifitseerimine:

e moodul B, teavitatud asutuse poolt valjastatud tiilibihindamissertifikaat: Satra (2777), sertifikaadi nr
2777/12719-01/E00-00;

e moodul D, maarus (EL) 2016/425, teavitatud asutuse poolt valjastatud tulbihindamissertifikaat: SGS
FIMKO OY, teavitatud asutus CE0598, sertifikaadi nr MY19/1811030073;

e 1SO9001:2015

e 1S013485:2016

Kindad on testitud vastavalt harmoneeritud standarditele:

e EN374-1, keemiline vastupidavus

e EN374-5, mikrobioloogiline vastupidavus

e EN455, 1,2,3, 4, meditsiiniseadmed

e EN21420, fuusilised naitajad voi EN420, Gleminekuperioodil
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Kasutajateave:

e toidu mudelainetega tehtud lildise migratsioonikatse tulemuste p&hjal sobivad kindad liihiajaliseks
kokkupuuteks kuiva, rasvase, alkohoolse ja vesise toiduga;

e toode eisisalda looduslikku kummit (lateksit). Sisaldab kiirendeid, mis vdivad pdhjustada allergilisi
reaktsioone. Palun hoidke pakend alles, et seda vajadusel uuesti konsulteerida.

e Hoida kuivas ja puhtas kohas ning otsese piikesevalguse eest kaitstult temperatuuril alla 40°C/104°F.

Tootjavastutus
e Selle vastavusdeklaratsiooni vdljaandmise eest vastutab allpool nimetatud tootja.
Tootja:

e  Maxter Glove Manufacturing Sdn Bhd. Aadress: Lot 6070, Jalan Haji Abdul Manam, 6" Miles off Jalan
Meru, 41050 Klang, Selangor, Malaisia
e Unikaalne registreerimisnumber: MY-MF-000016719

Importija ja volitatud esindajad:

e Esindaja ELis: Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67 EOA2,
lirimaa

e Unikaalne registreerimisnumber: IE-AR-000013888

e Esindaja Uhendkuningriigis: Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN,
Peterborough, Uhendkuningriik

* Kaesolev vastavusdeklaratsioon kehtib 2 aastat alates véljaandmise kuupaevast voi kuni asjakohaste
eeskirjade voi toodete muutmiseni.
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Vaatimustenmukaisuustodistus — EU

Maxter Glove Manufacturing Sdn Bhd tdten vahvistaa, etta alla mainittu tuote noudattaa EU:n
saddoksia ja standardeja ja on valmistettu standardien 1ISO9001 & 1SO13485 vaatimusten mukaisesti.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Koko Tuotekoodi Viivakoodi
XS 29225 955-500210-1404
S 29226 955-500210-1411
M 29227 955-500210-1428
L 29228 955-500210-1435
XL 29229 955-500210-1442

Tuotteen luokitus:

e Luokan I ladkinnallinen laite, perusteena saanto 5 tilapaisesta kaytosta, liite VIII, 1adkinnallisia laitteita
koskeva asetus (EU) 2017/745
e CATIII PPE (EU) 2016/425

Ylla mainittu tuote noudattaa seuraavia vaatimuksia:

e Yleiset turvallisuus- ja suorituskykyvaatimukset liitteessa I, 1adkinnallisia laitteita koskeva asetus (EU)
2017/745 luokan | ldakinnallisille laitteille, joita koskevat artiklan 19 vaatimukset

e Asetuksen henkilénsuojaimista (EU) 2016/425 saataméat ehdot, mukaan lukien yleiset
turvallisuusvaatimukset (liite Il), EU-tyyppitarkastus (moduuli B) ja tuotantoprosessin
laadunvarmistukseen perustuva tyypinmukaisuus (moduuli D).

e ETY-asetukset koskien niiden materiaalien ja tuotteiden vaatimustenmukaisuutta, joiden annetaan
joutua kosketuksiin ruoan kanssa. Asetuksen ETY 1935/2004, asetuksen EY 10/2011 & asetuksen EY
2023/2006 mukainen.

e Laakinnallisia laitteita koskeva asetus 2002, luokan | laakinnalliset laitteet

Sertifiointi:

e  Moduuli B, EU-tyyppitarkastus — sertifikaatin on myontanyt ilmoitettu laitos: Satra (2777) —
sertifikaatin numero 2777/12719-01/E00-00

e  Moduuli D, asetus EU 2016/425, sertifikaatin on myontdnyt ilmoitettu laitos: SGS FIMKO QY,
ilmoitettu laitos CE0598 — sertifikaatin numero MY19/1811030073

e [SO9001:2015

e [SO13485:2016

Kdsineet on testattu seuraavien yhdenmukaistettujen standardien mukaisesti:

e EN374-1 - kemiallinen kestavyys
e EN374-5 mikrobiologinen kestavyys
e EN455-1,2,3, 4 —|ddkinnalliset laitteet
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e EN21420 - fyysiset ominaisuudet tai EN420 siirtymd&aikana

Tietoa kayttdjdlle:

e  Kasineet soveltuvat kaytettavaksi kuivan, rasvaisen, alkoholia sisdltavan seka vesipitoisen ruoan
kanssa lyhytaikaisesti kokonaisvaltaisten elintarvikesimulanttien siirtymaa koskevien testien tulosten
perusteella.

e Tuote eisisdlla luonnonkumilateksia. Sisdltaa katalyytteja, jotka voivat aiheuttaa allergisia reaktioita.
Sdilyta pakkaus myohempaa kayttda varten.

e Sailyta alle 40 °C lampétilassa kuivassa ja puhtaassa paikassa suojattuna auringonvalolta.

Vastuu
e  Tama vaatimustenmukaisuustodistus annetaan valmistajan vastuulla. Valmistajan tiedot alla:

Valmistaja:

e  Maxter Glove Manufacturing Sdn Bhd, osoite Lot 6070, Jalan Haji Abdul Manam, 6™ Miles off Jalan
Meru, 41050 Klang, Selangor, Malesia
e SRN: MY-MF-000016719

Maahantuoja ja valtuutetut edustajat:

e EU-edustaja on Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin, K67 EOA2,
Irlanti

e SRN:IE-AR-000013888

e Yhdistyneen kuningaskunnan edustaja on Supermax Healthcare Limited, 12-16 Titan Drive, Fengate,
PE1 5XN, Peterborough, Yhdistynyt kuningaskunta

*Tama todistus on voimassa kaksi vuotta julkaisupdivasta tai kunnes saadoksiin tai tuotteisiin tulee
muutoksia.
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AnAwon cuppopdwong - EE

H Maxter Glove Manufacturing Sdn Bhd emiBeBatwvel pe to mapov OTL To mpoidv nmou
avadEpeTaL TAPAKATW TNPEL TOUG KAVOVLOUOUG KOl Ta TPOTUTIA TNG EE Kal kataokeudletal
clUbWVA PE TIG ATIALTAOELG TWV TPoTUTTWY 1ISO9001 Kat 1ISO13485.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Méye00og Kwbkag poiovrog pappwtog Kwdkag (Barcode)
X-Small 29225 955-500210-1404
Muwpo 29226 955-500210-1411
Meoaio 29227 955-500210-1428
MeyaAo 29228 955-500210-1435
X-Large 29229 955-500210-1442

Tagvounon tTou npoiovtog:

e latpotexvoloyiko Mpoiodv katnyopiag | Bacel tou Kavova 5 yia mapodikr xprion, Napdptnua
VIl tou Kavoviopou (EE) 2017/745 yia ta latpotexvohoyikd Mpoidvta
e CATIII PPE (EU) 2016/425

To npoidv nou avadEpetol mopandvw sival cUUGwWvo pe:

o  Tig Mevikég amattioelg Aodalelag kat Emddoswv tou Mapaptriparog | Tou latpkou
Kavoviopou (EE)2017/745 yia ta latpotexvoloyikd Mpoidvta thg Katnyopiag | kot pe Tig
anattioelg tou ApBpou 19.

e Tig dlatdlelg tou Kavoviopou (EE) 2016/425 yia ta Méoa Atoutkr¢ Npoaotaciag (MAN),
ocupnepAapuBavopévwy Twy Mevikwv Anattoewyv Aopaldeiag (Mapaptnua ll), Tng Evotntag B
¢ Miwotomnoinong E€€taong Tumou EE kat tng Evétntag A, ZUHopdwaon mpog Tov TUTOo, JE
Baon tn Ataoddlion MoldTNTAG TN MAPAYWYLIKAS Sladikaoiag.

e  Toug Kavoviopoug tng EOK oxeTikd pe TN CUUUOPdWON UALKWV Kal T(POlOVTWY TTou
ETUTPEMETAL VO £pYOvTal of emtadr] LE TPodLua. ZUpdwva pe tov Kavoviopod EOK 1935/2004,
tov Kavoviouo EK 10/2011 & tov Kavoviopuo EK 2023/2006.

e  Tov Kavoviouo yla ta latpotexvoloyika Mpotdvta tou 2002 yla ta latpotexvoloyikd
Mpoidvta tng Katnyoplag |

Mwotonoinon:

e Evotnta B, Muotomotntikd E€Etaong tumou EE mou ekd60nke and Kowvomoinuévo Opyaviopuo
: Satra (2777) - Ap. Mwotomotntikot 2777/12719-01/E00-00

e Evotnta A, Kavoviopog EE 2016/425, Miotonotntikd E€Etaong mou ek86ONKe amd
Kowomotnpévo Opyaviopo : SGS FIMKO OY, Kowvomotnuévog Opyaviopog CE0598 - Ap.
Muotomotntikoy MY19/1811030073

e [SO9001:2015

e |SO13485:2016

Favrio SoKipaopéva cUUPWVA LLE TOL EVOPLOVIOUEVA TTPOTUTIOL

e  EN374-1 - xnuwkn avtoxn
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e MuwpofBLohoyikr avtoyxr) EN374-5
e EN455-1,2,3, 4 - LATPOTEXVOAOYLKA TTPOIOVTQ
e EN21420- puokd xapaktnpLoTika 1] EN420 katd tn SLapKela tng LETABATLKAG TTEPLOSOU

NAnpodopieg xpriotn:

e Tayavta eival katdAAnAa yia emadn pe Enpd, Autapd, alkooloUxa Kot USATIKA TPOdLLA
yla BpaxunpdBeopn emadn Ue BAon TO AMOTEAECUA TNG CUVOALKAG SOKLUAG LETOVACTEUGNG
OTOUG MTPOCOUOLWTEG TPODIHWV.

e Tompoidv dev nepléxel puolko AATe amod KaouTtooUK. MNMEPLEXEL ETUTAXUVTEG TTOU UIMOpPEL va
TIPOKOAETOUV AAANEPYLKEG QVTLOPAOELG. MapakaleloTe va SLATNPHOETE T CUOKEUAOLA yLaL
avadopa.

e  Ouldooetal kAtw amd toug 40°C/104°F og Enpo kat kabapo TepBEAAOV Kal HaKpLA Ao To
Apeco NALOKO dwe.

EuBuvn

e Hmnapovoa AnAwon Zupuopdwonc ekdibetal e euBuvn Tou Kataokeu oot Omwg
avadEpeTal mapaKATW:

KaTtaoKEVAOTHG:

e  Maxter Glove Manufacturing Sdn Bhd, mou Bpioketat oto Lot 6070, Jalan Haji Abdul Manam,
6™ Miles off Jalan Meru, 41050 Klang, Selangor, Malaysia (MoAatoia)
e  SRN: MY-MF-000016719

Eloaywy£ac Kot £0ucLo50TNUEVOL AVTLITPOCWTTOL:

e Avuupoownog otnv EE elval n Supermax Healthcare (Europe) Limited, 38 Main Street, Swords
Co. Dublin, K67 EOAZ2, Ireland (IpAavéia)

e  SRN:IE-AR-000013888

e Avtutpéownog oto Hvwpévo Baoilelo eival n Supermax Healthcare Limited, 12-16 Titan Drive,
Fengate, PE1 5XN, Peterborough, United Kingdom (Hvwpévo BaciAelo).

*H napovoa nAwon LoXUEeL ya tepiodo 2 ETWV Ao TNV NUeEPOUNVia EKS0ON G TG | Ewg OTOv
€dapooTOUV TUXOV aAAayEG OTOUG KAVOVLOHOUG | oTa poiovTa.
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Megfeleldségi nyilatkozat — EU
A Maxter Glove Manufacturing Sdn Bhd ezuton megerdésiti, hogy az aldbb emlitett termék megfelel az
eurdpai unios elGirdsoknak és szabvanyoknak, valamint az 1ISO9001 és 1SO13485 szabvanyok

kévetelményeinek megfelel6en gydartottak.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Méret Termékkod Vonalkéd
Extra kicsi 29225 955-500210-1404
Kicsi 29226 955-500210-1411
Kozepes 29227 955-500210-1428
Nagy 29228 955-500210-1435
Extra nagy 29229 955-500210-1442

A termék besorolasa:

e | osztalyl orvostechnikai eszk6z az orvostechnikai eszk6z6kr6l sz616 (EU) 2017/745 rendelet VIIL.
melléklete, 5. szabdlya (atmeneti hasznalatra szant eszk6z) alapjan
e Az egyénivédbeszkdzokrdl szol6 (EU) 2016/425 rendelet szerinti lll. kategdriaba tartozé védGeszkoz

A fent emlitett termék megfelel a kovetkez6knek:

e Az (EU) 2017/745 orvostechnikai eszk6zokrél szol6 rendelet I. mellékletének I. osztalyd orvostechnikai
eszkézokre vonatkozd altaldnos biztonsagi és teljesitménykovetelményeinek, valamint a 19. cikk
kévetelményeinek

e Az egyénivédGeszkozokrdl sz616 (EU) 2016/425 rendelet rendelkezéseinek, beleértve az altalanos
biztonsagi kovetelményeket (1l. melléklet), az EU-tipusvizsgalati tanlsitds B moduljat és a gyartasi
folyamat min&ségbiztositasan alapuld D modult, a tipusnak valé megfelelésrél

o Az élelmiszerekkel érintkezésbe keriil6é anyagok és termékek megfelelGségére vonatkozo EGK-
el6irdsoknak. Az 1935/2004/EGK rendelettel, a 10/2011/EK rendelettel és a 2023/2006/EK rendelettel
Osszhangban

o Az orvostechnikai eszk6zokrél sz6lé 2002. évi rendelet az I. osztalyu orvostechnikai eszkdzokrdl

Tanusitvany:

e B modul, bejelentett szervezet altal kidllitott EU-tipusvizsgalati tandsitvany: Satra (2777) —
2777/12719-01/E00-00 szamu tanusitvany

e D modul, EU 2016/425 rendelet, bejelentett szervezet altal kidllitott vizsgalati tanusitvany: SGS FIMKO
OY, CE0598 sz. bejelentett szervezet — MY19/1811030073 szamu tandsitvany.

e |SO9001:2015

e |SO13485:2016

A harmonizalt szabvanyok szerint vizsgalt keszty(ik:

e EN374-1-vegyszerdllosag
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e EN374-5-mikrobioldgiai rezisztencia
e EN455-1, 2, 3, 4 —orvostechnikai eszk6zok
e EN21420 - fizikai jellemz6k vagy EN420 az atmeneti id6szakban

Informacidk a felhasznalé szamara:

o Akesztyl alkalmas szaraz, zsiros, alkoholos és vizes élelmiszerekkel valo révid idejd érintkezésre az
élelmiszer-utanzo modellanyagokon végzett 6sszkioldddasi vizsgalat eredménye alapjan.

e Atermék nem tartalmaz természetes gumilatexet. Gyorsitdkat tartalmaz, amelyek allergias reakcidkat
valthatnak ki. Kérjik, 6rizze meg a csomagolast referenciaként.

e  Szaraz, tiszta allapotban és kdzvetlen napfénytél védve, 40 °C (104 °F) alatti h6mérsékleten tarolandd.

FelelGsség
e Ezt a megfelelGségi nyilatkozatot a gyarto felelGssége mellett bocsatjak ki az alabbiak szerint:
Gyarto:

e  Maxter Glove Manufacturing Sdn Bhd, székhelye: Lot 6070, Jalan Haji Abdul Manam, 6% Miles off
Jalan Meru, 41050 Klang, Selangor, Malajzia.
e SRN: MY-MF-000016719

Importdr és meghatalmazott képviselSk:

e  Eurdpai unids képvisel6je a Supermax Healthcare (Europe) Limited, 38 Main Street, Swords Co. Dublin,
K67 EOA2, irorszag

e SRN:IE-AR-000013888

e  Képvisel6 az Egyesiilt Kiralysagban: Supermax Healthcare Limited, 12-16 Titan Drive, Fengate, PE1 5XN,
Peterborough, Egyesiilt Kiralysag

77

*Ez a nyilatkozat a kidllitds datumatdl szamitott 2 évig érvényes, vagy addig, amig az elGirasokat vagy a
termékeket érint6 valtoztatasok hatalyba nem lépnek.
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Dichiarazione di conformita — UE

Con la presente Maxter Glove Manufacturing Sdn Bhd conferma che il prodotto sotto indicato &
conforme ai regolamenti e agli standard dell'Unione Europea ed & fabbricato secondo i requisiti degli
standard 1SO9001 e 1SO13485.

Aurelia Distinct 7.2g Latex Powder Free Examination Glove

Dimensioni Codice del prodotto Codice a barre
X-Small 29225 955-500210-1404
Small 29226 955-500210-1411
Media 29227 955-500210-1428
Large 29228 955-500210-1435
X-Large 29229 955-500210-1442

Classificazione del prodotto:

e Dispositivo medico di classe | basato sulla regola 5 uso transitorio, allegato VIII del regolamento (UE)
2017/745 sui dispositivi medici
e DPICAT Il (UE) 2016/425

Il prodotto di cui sopra &€ conforme a:

e | requisiti generali di sicurezza e prestazioni dell'Allegato | del Regolamento (UE) 2017/745 per i
dispositivi medici di Classe | e i requisiti dell'Articolo 19.

e Le disposizioni del Regolamento (UE) 2016/425 sui Dispositivi di Protezione Individuale (DPI), inclusi i
Requisiti Generali di Sicurezza (Allegato Il), Modulo B Certificazione di Esame UE del Tipo e Modulo D,
Conformita al tipo, basato sulla Garanzia della Qualita del processo produttivo.

e Regolamenti CEE sulla conformita dei materiali e dei prodotti che possono venire a contatto con gli
alimenti. In co