EU Declaration of conformity

C€2/77

This declaration of conformity is issued under the sole responsibility of the manufacturer Ejendals AB. The object described
is in conformity with Union harmonization legislation Personal Protective Equipment (PPE) Regulation EU 2016/425.

TEGERA® 84901
High risk

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

REFERENCES TO HARMONIZED STANDARDS TO WHICH CONFORMITY IS DECLARED

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

The article meets relevant requirements in European Regulation 1935/2004 (Materials in contact with food) and European
Regulation 2023/2006 (GMP). The migration test performed according to EN 1186. The regulation 10/2011/EC excludes

rubber material, instead reference to Bfr (Bundesinstitut fiir Risikobewertung) which clarifies test conditions 10 min, 40°C for
gloves.

IDENTIFICATION/NUMBER OF CERTIFICATION
2777/10904-03/E03-01

CERTIFICATION DATE
2024-01-15

CERTIFICATION EXPIRY DATE
2028-08-21

EU-TYPE EXAMINATION (MODULE B) ISSUED BY NOTIFIED BODY:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

ONGOING CONFORMITY MODULE C2, UNDER SURVEILLANCE OF THE NOTIFIED BODY
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101

Leksand  2024-01-15

LenaPrytz
Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com




EU-forsakran om overensstammelse

C€2/77

Denna férsakran om dverensstammelse utfardas pa eget ansvar av tillverkaren Ejendals AB. Féremalet for férsakran
overensstammer med EU-harmoniserad lagstiftning for personlig skyddsutrustning (PPE), EU-férordning 2016/425.

TEGERA® 84901
Hog risk

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

HANVISNINGAR TILL DE HARMONISERADE STANDARDER SOM AVSES MED FORSAKRAN OM O VERENSSTAMMELSE
ENIS0 21420:2020, EN IS0 374-1:2016/A1:2018 Type B, EN IS0 374-5:2016 (VIRUS)

Artikeln uppfyller relevantakrav i EU-férordning 1935/2004 (Material i kontakt med livsmedel) och EU-férordning

2023/2006 (GMP). Migrationstestet utfért enligt EN 1186. Gummimaterial omfattas inte av EU-férdordning 10/2011, istéllet
refereras det till Bfr (Bundesinstitu fir Riskiobewertung) som anger testférhéllandena 10 min, 40 °C f6r handskar.

IDENTIFIERING/CERTIFIKATSNUMMER
2777/10904-03/E03-01

CERTIFIERINGSDATUM
2024-01-15

CERTIFIERINGENS UTGANGSDATUM
2028-08-21

EU-TYPKONTROLL (MODUL B) UTFORT AV ANMALT ORGAN:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

LOPANDE OVERENSSTAMMELSE ENLIGT MODUL C2, UNDER OVERVAKNING AV DET ANMALDA ORGANET
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com

Leksand  2024-01-15




EF-erklzeringen om overensstemmelse

C€2/77

Denne overensstemmelseserklzering udstedes alene pa Ejendal AB ansvar. De produkt, der er beskrevet eri
overensstemmelse med Europa-Parlamentets og Radets forordning (EU) 2016/425 2016 om personlige vaernemidler.

TEGERA® 84901

Hej risiko

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

HENVISNINGER TIL DE HARMONISEREDE STANDARDER TIL HVILKE OVERENSSTEMMELSE ER ERKLARET
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Produktet opfylder relevante krav i Europa-Parlamentets og R&dets forordning nr. 1935/2004; kommissionens forordning
(EF) nr.2023/2006. om god fremstillingsmaessig praksis for materialer og genstande bestemt til kontakt med fedevarer.
Prevningsbetingelser af total migration er udfert i henhold til EN1186. Forordning 10/2011/EC udelukker gummimateriale, i
stedet reference til Bfr (Bundesinstitut fiir Risikobewertung), der afklarer prevningsbetingelserne 10 min., 40 °C for handsker.

IDENTIFIKATION/CERTIFICERINGSNUMMER
2777/10904-03/E03-01

CERTIFICERINGSDATO
2024-01-15

UDLOB PA CERTIFICERING
2028-08-21

EU-TYPEAFPROVNING (MODUL B) UDFGRT AF BEMYNDIGET ORGAN:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

IGANGVARENDE OVERENSSTEMMELSESMODUL C2, UNDER UNDER OVERVAGNING AF DET BEMYNDIGEDE ORGAN
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com

Leksand  2024-01-15




EU-asetuksen
Vaatimustenmukaisuusvakuutus

C€2/77

Valmistaja Ejendals AB antaa tdman vaatimustenmukaisuusvakuutuksen omalla vastuullaan. Kuvattu vakuutuksen kohde
tayttaa Euroopan unionin yhdenmukaistamislainsdddannéssa henkildsuojaimia koskevan asetuksen EU 2016/425
vaatimukset.

TEGERA® 84901

Suuririski

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

VIITTAUKSET YHDENMUKAISTETTUIHIN STANDARDEIHIN, JOITA VAATIMUSTENMUKAISUUSVAKUUTUS KOSKEE
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Tuote tayttaa Euroopan unionin asetuksen 1935/2004 (elintarvikkeiden kanssa kosketuksiin joutuvat materiaalit) ja
Euroopan unionin asetuksen 2023/2006 (GMP) vaatimukset. Migraatiotestaus on tehty EN 1186 -standardin mukaisesti.
Asetus 10/2011/EU eikoske kumimateriaalia, vaan siind viitataan suositukseen (Bundesinstitut fiir Risikobewertung), jossa
kdsineiden testausolosuhteet ovat 10 minuuttiaja 40 °C.

SERTIFIKAATIN NUMERO
2777/10904-03/E03-01

SERTIFIOINTIPAIVAMAARA
2024-01-15

SERTIFIKAATIN VIIMEINEN VOIMASSAOLOPAIVA
2028-08-21

EU-TYYPPITARKASTUS (MODUULI B) ILMOITETUN LAITOKSEN SUORITTAMA:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

MENEILLAAN OLEVA VAATIMUSTENMUKAISUUSMODUULI C2, ILMOITETUN LAITOKSEN VALVONNASSA
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com

Leksand  2024-01-15




Déclaration de conformite de 'Union
Europeenne

C€2/77

La présente déclaration de conformité est établie sous la seule responsabilité du fabricant, Ejendals AB. L'objet décrit est
conforme a la Réglementation 2016/425 de ['Union Européenne sur 'harmonisation des législations de 'Union Européenne
relatives aux équipements de protection individuelle (EPI).

TEGERA® 84901

Risque eleve

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

REFERENCES AUX NORMES HARMONISEES PAR RAPPORT AUXQUELLES LA CONFORMITE EST DECLAREE

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Cetarticle satisfait les exigences de laRéglementation européenne 1935/2004 (matériaux en contact avec les denrées
alimentaires) et de laréglementation européenne 2023/2006 (GMP). Le test de migration a été effectué conformément

alanorme EN 1186.Laréglementation 10/2011/CE exclut le caoutchouc, se référer plutdt au Bfr (Bundesinstitut fur
Risikobewertung) quiprécise les conditions du test: 10 minutes, 40 °C pour les gants.

IDENTIFICATION/NUMERO DE CERTIFICATION
2777/10904-03/E03-01

DATE DE CERTIFICATION
2024-01-15

DATE D'EXPIRATION DU CERTIFICAT
2028-08-21

EXAMEN UE DE TYPE (MODULE B) EFFECTUE PAR L'ORGANISME NOTIFIE:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

MODULE DE CONFORMITE C2 EN COURS, SOUS LA SURVEILLANCE D'UN ORGANISME NOTIFIE
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

Leksand  2024-01-15

N R

LenaPrytz
Supplier Quality Engineering Director
Ejendals AB

EJENDALS AB

Limavagen 28
793 21 Leksand, Sweden

Phone +46 (0) 247 360 00
VAT-No: SE556221841101

info@ejendals.com
order@ejendals.com




EU-Konformitatserklarung

C€2/77

Diese Konformitétserklarung wurde unter der alleinigen Verantwortung des Herstellers Ejendals AB ausgestellt. Das
beschriebene Objekt stimmt mit den Harmonisierungsrechtsvorschriften zu personlicher Schutzausristung (PSA)
Verordnung EU 2016/425 iiberein.

TEGERA® 84901
Hohes Risiko

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

VERWEIST AUF HARMONISIERTE NORMEN, FUR DIE KONFORMITAT ERKLART WIRD
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Der Artikel entspricht den maRgeblichen Anforderungen der Verordnung (EG) 1935/2004 (Lebensmittelkontaktmaterialien)
und der Verordnung (EG) 2023/2006 (gute Herstellungspraxis). Die Migrationsprifung wurde gemaR EN 1186 durchgefiihrt.
Die Verordnung 10/2011/EU schlieRt Gummi aus, stattdessen Verweis auf Bfr (Bundesinstitut fiir Risikobewertung), das
Testbedingungen 10 min. 40°C fiir Handschuhe prazisiert.

KENNZEICHNUNG/ZERTIFIZIERUNGSNUMMER
2777/10904-03/E03-01

DATUM DER ZERTIFIZIERUNG
2024-01-15

ABLAUFDATUM DES ZERTIFIKATES
2028-08-21

EG-BAUMUSTERPRUFUNG (MODUL B) DURCHGEFUHRT DURCH BENANNTE STELLE:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

FORTDAUERNDE KONFORMITAT MODUL C2, UNTER AUFSICHT DER BENANNTEN STELLE
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com

Leksand  2024-01-15




EU-samsvarserklzering

C€2/77

Denne samsvarserklaeringen er gitt ut ene og alene under ansvaret til produsenten Ejendals AB. Objektet som er beskrevet,
er i samsvar med EUs harmoniseringsregelverk EU-forskrift for personlig verneutstyr (PVU) EU 2016/425.

TEGERA® 84901
Hay risiko

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

REFERANSER TIL HARMONISERTE STANDARDER MED ERKL ART OVERENSSTEMMELSE
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Artikkelen tilfredsstiller relevante krav i EF-forordning 1935/2004 (materialer som kommer i kontakt med naringsmidler)

og EF-forordning 2023/2006 (GMP). Migrasjonstest utfertihenhold til EN 1186. Forskrift 10/2011/EF ekskluderer
gummimaterialer, se i stedet Bfr (Bundesinstitut fur Risikobewertung) somklargjer testforhold 10 min, 40 °C for hansker.

IDENTIFISERING/SERTIFISERINGSNUMMER
2777/10904-03/E03-01

SERTIFISERINGSDATO
2024-01-15

UTLOPSDATO SERTIFISERING
2028-08-21

UNDERS@KELSE EU-TYPE (MODUL B) UTFORT AV TEKNISK KONTROLLORGAN:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

PAGAENDE KONFORMITETSMODUL C2, UNDER OVERVAKNING AV KONTROLLORGANET
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com

Leksand  2024-01-15




EC Aeknapauus cooTBeTCTBUA

ce2r777

JTa AeKnapauust COOTBETCTBUS BbiNyLWEeHa N0A OTBETCTBEHHOCTbIO Npon3BoamTens Ejendals AB. 06bekT
COOTBETCTBYET 3aKOHOAATENAbHbIM Tpe6oBaHMAM EC, yka3aHHbIM B PernaMeHTe 0 CpeACTBaX MHAMBUAYANbHOM
3awmThl (CN3) 2016/425.

TEGERA= 84901

Bbicokuin puck

Cat. Il EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B 1]
ENIS021420:2020 = ﬁ JKOPT

FDA compliant material

CCbINKU HA TAPMOHU3UPOBAHHbIE CTAHAAPTbI, COOTBETCTBUE KOTOPbLIM 3AAIBNEHO
EN SO 21420:2020, EN ISO 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

06beKkT YAOBNETBOPSIET COOTBETCTBYOWMNM TpeboBaHMAM pernamMeHTa EC 1935/2004 (MaTepuanbl, KOHTaKTUpyrwune
c nuwen) n pernamenTa EC 2023/2006 (Haanexauwas Nnpou3BoACTBEHHAA NpakTuka). McnbiTaHMe Ha CKOPOCTb
MUrpaumto BeinoAHeHo B cooTBeTcTBUM € EN 1186. PernameHT 10/2011/EC ncknto4aeT MCNOAb30BaHMe Pe3unHbI,
MUCNbiTaHMe BbINOAHEHO B COOTBETCTBMM C Tpe6oBaHusaMu Bfr (Bundesinstitut fir Risikobewertung), koTopble
yCTaHaBAMBalOT napaMeTpbl 10 MUHYT, 40 °C AnS nepyaTok.

WAEHTUPUKAUMNOHHBLIA HOMEP / HOMEP CEPTUDPUKATA
2777/10904-03/€03-01

AATA BblAAYU CEPTUPUKATA
2024-01-15

AATA OKOHUYAHUSA CPOKA AEACTBUA CEPTUDUKATA
2028-08-21

TECTUPOBAHME NO CTAHAAPTY EC (MODULUL B) EFECTUAT DE ORGANISMUL NOTIFICAT:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

TEKYWMWNA MOAYAbL COOTBETCTBUA €2, NOA HABAOAEHUEM OPrAHA NO CEPTUDPUKAUUK
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
ng \é’)\ Phone +46 (0) 247 360 00
Lena Prytz VAT-No: SE556221841101

Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com

Leksand 2024-01-15




EU-verklaring van conformiteit

C€2/77

Deze conformiteitsverklaring wordt verstrekt onder volledige verantwoordelijkheid van de fabrikant Ejendals AB. Het
beschreven doel is in overeenstemming met de harmonisatiewetgeving van de Unie Persoonlijke beschermingsmiddelen
(PBM) Verordening 2016/425.

TEGERA® 84901

Hoog risico

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

VERWIZINGEN NAAR GEHARMONISEERDE NORMEN WAAROP DE CONFORMITEITSVERKLARING BETREKKING HEEFT
EN1S021420:2020,EN IS0 374-1:2016/A1:2018 Type B, EN IS0 374-5:2016 (VIRUS)

Het artikel voldoet aan de relevante eisen van de Europese Verordening 1935/2004 (materialen in contact met voedsel) en
de Europese Verordening 2023/2006 (GMP). De migratietest uitgevoerd volgens EN 1186. De verordening 10/2011/EG sluit

rubbermateriaal uit, maar verwijst naar naar Bfr (Bundesinstitut fir Risikobewertung) die testomstandigheden verduidelijkt
10 min, 40°C voor handschoenen.

IDENTIFICATIE/NUMMER CERTIFICERING
2777/10904-03/E03-01

CERTIFICERINGSDATUM
2024-01-15

VERVALDATUM CERTIFICERING
2028-08-21

EU-TYPEONDERZOEK (MODULE B) UITGEVOERD DOOR AANGEMELDE INSTANTIE:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

LOPENDE OVEREENSTEMMING MODULE C2, ONDER TOEZICHT VAN DE AANGEMELDE INSTANTIE
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101

Leksand  2024-01-15

LenaPrytz
Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com




Dichiarazione UE di conformita

C€2/77

La presente dichiarazione di conformita e rilasciata sotto l'esclusiva responsabilita del fabbricante Ejendals AB. L'oggetto
descritto & conforme alla normativa di armonizzazione dell'Unione in materia di Dispositivi di Protezione Individuale (DPI)
Regolamento UE 2016/425.

TEGERA® 84901

Rischio elevato

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

RIFERIMENTI ALLE NORME ARMONIZZATE ALLE QUALI SI DICHIARA LA CONFORMITA

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

L'articolo soddisfairequisitiprevisti dal Regolamento europeo 1935/2004 (Materiali a contatto con alimenti) e dal
Regolamento europeo 2023/2006 (GMP). Test di migrazione eseguito ai sensidi EN 1186. [l regolamento 10/2011/CE esclude

imaterialiin gomma, si fa dunque riferimento invece al Bfr (Bundesinstitut fir Risikobewertung) che specifica come condizioni
diprova 10 min.e 40 °C periguanti.

IDENTIFICAZIONE/NUMERO DI CERTIFICAZIONE
2777/10904-03/E03-01

DATA DI CERTIFICAZIONE
2024-01-15

DATA DI SCADENZA DELLA CERTIFICAZIONE
2028-08-21

ESAME TIPO UE (MODULO B) ESEGUITO DALL'ORGANISMO NOTIFICATO:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

MODULO DI CONFORMITA C2 IN CORSO, SOTTO LA VIGILANZA DELL'ORGANISMO NOTIFICATO
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101

Leksand  2024-01-15

LenaPrytz
Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com




Deklaracja zgodnosci UE

C€2/77

Niniejsza deklaracja zgodnosci zostata wydana na wytgczng odpowiedzialnos¢ producenta, firmy Ejendals AB. Przedmiot
opisany w niniejszej deklaracji jest zgodny z wymaganiami unijnego prawodawstwa harmonizacyjnego, zawartymi w
rozporzadzeniu EU 2016/425 w sprawie srodkéw ochrony indywidualnej.

TEGERA® 84901
Wysokie ryzyko

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

ODWOLANIA DO NORM ZHARMONIZOWANYCH, W ODNIESIENIU DO KTORYCH DEKLAROWANA JEST ZGODNOS(

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Artykut spetnia odpowiednie wymagania zawarte w rozporzadzeniu UE 1935/2004 (Materiaty i wyroby przeznaczone

do kontaktu z zywnoscia) oraz w rozporzadzeniu UE 2023/2006 (Dobre praktykiprodukcyjne). Test migracji zostat
przeprowadzony zgodnie znormg EN 1186. Rozporzadzenie 10/2011/EC wyklucza materiaty gumowe. W zamian nalezy
odnies¢ sie do dokumentu wydanego przez Bfr (Bundesinstitut fir Risikobewertung), ktdry okresla warunki testu rekawic na
10mini40°C.

IDENTYFIKACJA/NUMER CERTYFIKATU

2777/10904-03/E03-01

DATA WYSTAWIENIA CERTYFIKATU
2024-01-15

DATA WAZNOSCI CERTYFIKATU
2028-08-21

BADANIE TYPU UE (MODUL B) WYKONYWANY PRZEZ JEDNOSTKE, NOTYFIKOWANA:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

STALY MODUL ZGODNOSCI C2, POD NADZOREM JEDNOSTKI NOTYFIKOWANE)J
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101

Leksand  2024-01-15

LenaPrytz
Supplier Quality Engineering Director info@ejendals.com
Ejendals AB order@ejendals.com




Declaracion UE de conformidad

C€2/77

Esta declaracién de conformidad se publica bajo la responsabilidad exclusiva del fabricante Ejendals AB. El objeto descrito
esta en conformidad con la legislacion de armonizacion europea sobre equipos de proteccidn personal (PPE) Reglamento UE
2016/425.

TEGERA® 84901

Riesgo alto

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

REFERENCIAS A LAS NORMAS ARMONIZADAS A LAS CUALES SE DECLARA LA CONFORMIDAD
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Elarticulo cumple los requisitos pertinentes del Reglamento europeo 1935/2004 (Materiales en contacto con alimentos) y
del Reglamento europeo 2023/2006 (GMP). El test de migracion se ha realizado conforme a lanorma EN 1186. El Reglamento
10/2011/CE excluye el material de goma; en su lugar se hace referencia a Bfr (Bundesinstitut fiir Risikobewertung), que aclara
las condiciones del test de 10 min, 40 °C para los guantes.

IDENTIFICACION/NUMERO DE CERTIFICACION
2777/10904-03/E03-01

FECHA DE CERTIFICACION
2024-01-15

FECHA DE CADUCIDAD DE LA CERTIFICACION
2028-08-21

ANALISIS DE TIPO UE (MODULO B) CERTIFICADO POR ORGANISMO NOTIFICADO:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

CONFORMIDAD EN CURSO MODULO C2, BAJO VIGILANCIA DEL ORGANISMO NOTIFICADOR
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
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Prohlasen{ EU o shodé vyrobku

C€2/77

Toto prohldsent o shodé se vydava na vyhradni odpovédnost vyrobce, kterym je Ejendals AB. Popsany predmét je ve shodé s
harmoniza¢n{mi pravnimi predpisy Unie: nafizenim EU 2016/425 o osobnich ochrannych prostredcich (OOP).

TEGERA® 84901
Vysoke riziko

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

ODKAZY NA HARMONIZOVANE NORMY, NA JEJICHZ ZAKLADE SE SHODA PROHLASUJE

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

ZboZispliuje prislusné pozadavky evropského narizeni 1935/2004 (o materidlech uréenych pro styk s potravinami) a
evropského narizen{ 2023/2006 (o spravné vyrobn{praxipro materialy a predmé&ty uréené pro styk s potravinami). Zkouska

migrace byla provedena podle normy EN 1186. NaFizen{ 10/2011/ES vylu€uje gumovy materidl a misto toho odkazuje na
pr'edpis Bfr (Bundesinstitut fir Risikobewertung), ktery objastiuje podminky pro zkouZenirukavic po dobu 10 min p¥i40 °C.

OZNACENI/CiSLO CERTIFIKACE
2777/10904-03/E03-01

DATUM CERTIFIKACE
2024-01-15

DATUM KONCE PLATNOSTI CERTIFIKACE
2028-08-21

TYPOVA ZKOUSKA EU (MODUL B) PROVEDENY OZNAMENYM SUBJEKTEM:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

PRUBEZNY MODUL SHODY C2 POD DOHLEDEM OZNAMENEHO SUBJEKTU
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101

Supplier Quality Engineering Director info@ejendals.com
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EU-megfeleldseginyilatkozat

C€2/77

Ezt amegfeleldséginyilatkozatot a gyartd, az Ejendals AB kizardlagos felel6sségvallalasa mellett bocsatjak ki. A leirt targy
megfelel az egyéni védéeszkszokre vonatkozd tagallamijogszabalyok harmonizasardl szdlé (EU) 2016/425-6s rendelet

rendelkezéseinek.

TEGERA® 84901
Magas kockazat

Cat. EN1S0 374-5:2016 EN SO 374-1:2016/A1:2018/ Type B
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

X

HIVATKOZVA A HARMONIZALT SZABVANYOKRA, AMELYEKRE A MEGFELELOSEGI NYILATKOZAT VONATKOZIK

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Az termék megfelel az élelmiszerekkel érintkezésbe keriild anyagokrol és targyakrdl szold 1935/04/EK-rendelet és a
helyes gyartasigyakorlatrol (Good Manufacturing Practices - GMP) sz4lo, 2023/2006/EK szamd rendelet vonatkozo
kovetelményeinek. A migracids tesztet az EN 1186-0s szdmi szabvanynak megfelel8en elvégezték. A 10/2011/EK-
rendelet nem vonatkozik a gumianyagokra, ehelyett mérvadé a Bfr (Bundesinstitut fur Risikobewertung, Szévetségi
KockazatértékelésiIntézet), amely akesztylikre egyértelmien 10 percet és 40 °C-t ad meg tesztfeltételként.

TANUSITAS AZONOSITO-/SORSZAMA
2777/10904-03/E03-01

TANUSITAS DATUMA
2024-01-15

TANUSITAS LEJARATA
2028-08-21

EU-TiPUSU VIZSGALAT (B. MODUL), AMELYET A BEJELENTETT SZERVEZET VEGEZ:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

C2 FOLYAMATOS MEGFELELOSEGI MODUL, A KIJELOLT SZERVEZET FELUGYELETE ALATT
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

Leksand  2024-01-15
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EL vastavusdeklaratsiooni kohta

C€2/77

See vastavusdeklaratsioon on valja antud tootja Ejendals AB ainuvastutusel. Kirjeldatud toode vastab liidu
thtlustamisdigusaktide isikukaitsevahendite (PPE) maarusele EU 2016/425.

TEGERA® 84901

Korge riskitase

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

VITED UHTLUSTATUD STANDARDITELE, MILLE SUHTES KOHALDATAKSE VASTAVUSDEKLARATSIOONI

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Toode vastab ELim&éruse 1935/2004 (toiduga kokkupuutuvad materjalid) ja ELi m&aruse 2023/2006 (GMP) vastavatele
nduetele. Migratsioonikatse tehtivastavalt standardile EN 1186. Maarus 10/2011/EU valistab kummimaterjali, selle asemel

viidatakse asutuse Bundesinstitut fiir Risikobewertung uuringule, milles kinnaste katse tehti temperatuuril 40 °C 10 minuti
jooksul.

SERTIFIKAADI ID/NUMBER
2777/10904-03/E03-01

SERTIFITSEERIMISKUUPAEV
2024-01-15

SERTIFIKAADI AEGUMISKUUPAEV
2028-08-21

ELI TOUBIHINDAMINE (MOODUL B) TEAVITATUD ASUTUSE POOLT:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

PIDEV VASTAVUSMOODUL C2, TEAVITATUD ASUTUSE JARELEVALVE ALL
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101

Leksand  2024-01-15
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Declaracao UE de conformidade

C€2/77

Esta declaracdo de conformidade é emitida sob a exclusiva responsabilidade do fabricante, a Ejendals AB. O objeto descrito
encontra-se em conformidade com a legislagdo de harmonizagdo da Unido, o Regulamento da UE 2016/425 relativo a
Equipamento de Protecdo Individual (EPI).

TEGERA® 84901

Altorisco

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

REFERENCIAS A NORMAS HARMONIZADAS COM AS QUAIS SE DECLARA CONFORMIDADE

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

O artigo cumpre requisitos relevantes no Regulamento Europeu 1935/2004 (Materiais em contacto com alimentos) e no
Regulamento Europeu 2023/2006 (BPF). O teste de migragdo foirealizado de acordo com anorma EN 1186. O regulamento

10/2011/CE excluimaterial de borracha. Em alternativa, consultar a legislacdo do Bfr (Bundesinstitut fir Risikobewertung)
que clarifica as condicdes do teste para luvas: 10 min., 40 °C.

IDENTIFICACAO/NUMERO DA CERTIFICACAO
2777/10904-03/E03-01

DATA DA CERTIFICAGAO
2024-01-15

DATA DE EXPIRACAO DA CERTIFICACAO
2028-08-21

EXAME UE DE TIPO (MODULO B) DESEMPENHADO POR UM ORGANISMO NOTIFICADO:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

CONFORMIDADE CONTINUA DO MODULO C2, SOB FISCALIZAGCAO DO ORGANISMO NOTIFICADOR
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101
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Declaratie UE privind conformitatea

C€2/77

Aceastd declaratie de conformitate este emisd Tn conditiile responsabilitatii exclusive a producdtorului Ejendals AB.
Obiectul descris este in conformitate cu Regulamentul PPE UE 2016/425, referitor la echipamentele de protectie personald
(Personal Protective Equipment - PPE), din cadrul legislatiei de armonizare a Uniunii.

TEGERA® 84901

Riscridicat

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

TRIMITERI LA STANDARDELE ARMONIZATE CU CARE ESTE DECLARATA CONFORMITATEA
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Articolulindeplineste cerintele relevante din Regulamentul european 1935/2004 (Materiale tn contact cu alimentele) si din
Regulamentul european 2023/2006 (GMP). Testul de migrare a fost efectuatin conformitate cu EN 1186. Regulamentul
10/2011/CE exclude materialul din cauciuc, in schimb, referinta la Bfr (Bundesinstitut fur Risikobewertung) clarificd conditiile
de test de 10 minute, la 40 °C pentru manusi.

IDENTIFICARE/NUMAR DE CERTIFICARE
2777/10904-03/E03-01

DATA CERTIFICARII
2024-01-15

DATA DE EXPIRARE A CERTIFICARII
2028-08-21

EXAMINARE TIP UE (MODULUL B) EFECTUAT DE ORGANISMUL NOTIFICAT:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

MODUL DE CONFORMITATE C2 iN CURS, SUB SUPRAVEGHEREA ORGANISMULUI AUTORIZAT
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28

\ /P 793 21 Leksand, Sweden
QLM \é)\ Phone +46 (0) 247 360 00
LenaPrytz VAT-No: SES56221841101
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AB Uygunluk beyant

C€2/77

Bu uygunluk beyany, iiretici Ejendals AB'nin yegane sorumlulugu altinda yayimlanir. Agtklanan Grdin, Birlik uyum yasast Kisisel
Koruyucu Donanim (KKD) Direktifi EU 2016/425 sayilt AB Yonetmeligi ile uyumludur.

TEGERA® 84901
Yiksek risk

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

UYGUNLUGUN BEYAN EDILDIGI UYUMLU STANDARTLAR ICIN REFERANSLAR

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Dokiiman, 1935/2004 sayilt Avrupa Yénetmeligi (Gidalarla temas eden maddeler) ve 2023/2006 (GMP) sayilt Avrupa
Yénetmeligindeki ilgili gereksinimlerikarsilamaktadir. Giig testi, EN 1186'ya gore gerceklestirildi. 10/2011/EC sayilt

yonetmelik, eldivenler i¢in 10 dak, 40°C test kosullarintnetlestiren Bfr (Bundesinstitut fir Risikobewertung) referansina
karstlik kauguk malzemeleriharic tutar.

KIMLIK/SERTIFIKA NUMARASI
2777/10904-03/E03-01

SERTIFIKA TARIHI
2024-01-15

SERTIFIKA BITIS TARIHI
2028-08-21

AB TIP INCELEMESI (B MODULU) ONAYLI KURULUS TARAFINDAN GERCEKLESTIRILIR:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

ONAYLI KURULUSUN GOZETIMINDE DEVAM EDEN UYGUNLUK MODULU €2
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101
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Vyhldsenie o zhode EU

C€2/77

Toto vyhlasenie o zhode sa vydava vylu€ne na zodpovednost vyrobcu Ejendals AB. Uvedeny predmet vyhlasenia je v
zhode s prislunymi harmoniza&nymi pravnymi predpismi Unie Nariadenie EU 2016/425 o ochrane osobnych ochrannych
prostriedkov (OOP).

TEGERA® 84901
Vysoke riziko

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

ODKAZY NA HARMONIZOVANE NORMY, NA ZAKLADE KTORYCH BOLA VYHLASENA ZHODA
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Tento vyrobok spifia prislugné poZiadavky uvedené v nariaden{ EU 1935/2004 (Materialy prichadzajice do styku s
potravinami) a nariaden{ EU 2023/2006 (SVP). Test migracie bol vykonany podla EN 1186. Nariadenie 10/2011/ES vylu€uje
gumovy material, namiesto toho uvadza odkaz na institut Bfr (Bundesinstitut fiir Risikobewertung), ktory objasiiuje podmienky
testu 10 min, 40 °C pre rukavice.

IDENTIFIKACIA/CiSLO CERTIFIKACIE
2777/10904-03/E03-01

DATUM CERTIFIKACIE
2024-01-15

DATUM UPLYNUTIA PLATNOSTI CERTIFIKATU
2028-08-21

SKUSKA TYPU EU (MODUL B) VYKONANY NOTIFIKOVANYM ORGANOM:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

PRIEBEZNY MODUL ZHODY C2, POD DOHLADOM NOTIFIKOVANEHO ORGANU
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28
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Izjava ES o skladnostiizdelka

C€2/77

Taizjava o skladnosti je izdana z izklju€no odgovornostjo proizvajalca Ejendals AB. Opisani izdelek je skladen z usklajeno
zakonodajo Unije na podlagi Uredbe o osebni varovalni opremi (OVO) EU 2016/425.

TEGERA® 84901

Visoko tveganje

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

NAVEDBA USKLAJENEGA STANDARDA, NA KATEREGA SE NANASA I1ZJAVA 0 SKLADNOSTI

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Izdelek ustreza bistvenim zahtevam evropske Uredbe 1935/2004 (materialiv stiku z Zivili) in evropske Uredbe 2023/2006
(dobra proizvodna praksa). Migracijski preskus je bil izveden skladno s standardom EN 1186. Uredba 10/2011/ES izklju€uje
material iz gume, namesto tega je biuporabljen preskus intituta Bfr (Bundesinstitut fir Risikobewertung), ki za rokavice
opredeljuje preskusnipogoj 10 min, 40 °C.

IDENTIFIKACIJA/STEVILKA POTRDILA

2777/10904-03/E03-01

DATUM IZDAJE POTRDILA
2024-01-15

ROK VELJAVNOSTI POTRDILA
2028-08-21

PRESKUS TIPA EU (MODUL B), KI GA 1IZVAJA PRIGLASENI ORGAN:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

MODUL STALNEGA PREVERJANJA SKLADNOSTI C2 POD NADZOROM PRIGLASENEGA ORGANA
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00
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ES atitikties deklaracija

C€2/77

Siatitikties deklaracija pateikiama tik gamintojo ,Ejendals AB" atsakomybe. Nurodytas objektas atitinka Sajungos
derinamuyjy teisés akty asmeniniy apsaugos priemoniy reglamentg ES 2016/425.

TEGERA® 84901

Didelé rizika

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

NUORODOS ] SUDERINTUS STANDARTUS, KURIAIS REMIANTIS DEKLARUOJAMA ATITIKTIS

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Sis produktas atitinka taikomus reikalavimus, nustatytus Europos reglamente 1935/2004 (MedZiagos, turinios salytj su
maistu) ir Europos reglamente 2023/2006 (GMP). I5siskyrimo bandymas atliktas pagal EN 1186. Reglamentas 10/2011/EB

neapima guminiy medZiagy, vietoje to Zr. Bfr (Bundesinstitut fiir Risikobewertung), paaiskinantj pirstinéms bandymo salygas
kaip 10 min., 40°C.

IDENTIFIKAVIMAS / SERTIFIKAVIMO NUMERIS
2777/10904-03/E03-01

SERTIFIKAVIMO DATA
2024-01-15

SERTIFIKATO GALIOJIMO PABAIGOS DATA
2028-08-21

ES TIPO PATIKRINIMAS (B MODULIS), KUR] ATLIEKA NOTIFIKUOTOJI |STAIGA:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

NUOLATINES ATITIKTIES MODULIS C2, NOTIFIKUOTAJAI JSTAIGAI PRIZIORINT
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
ng \&’)\ Phone +46 (0) 247 360 00

VAT-No: SE556221841101

Leksand  2024-01-15
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ES deklaracija par atbilstibu

C€2/77

Par 3ts atbilstibas deklaracijas izsniegSanu pilniba ir atbildigs raZzotajs Ejendals AB. Aprakstitais objekts atbilst vienotas
likumu saskano3anas regulai ES 2016/425 par individualajiem aizsardzibas lidzekliem (IAL).

TEGERA® 84901

Liels risks

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

ATSAUCES UZ HARMONIZETAJIEM STANDARTIEM, ATBILSTIBA KURIEM TIEK APLIECINATA

ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Siprece atbilst attiecigajam Eiropas regulas 1935/2004 (par materialiem un izstradajumiem, kas paredzéti saskareiar
partikas produktiem) un Eiropas regulas 2023/2006 (par materialu un izstradajumu, kam paredzéta saskare ar partiku,
labu raZo%anas praksi) prasibam. Migrésanas tests veikts saskana ar EN 1186. Regula 10/2011/EK neattiecas uz gumijas

materialiem, bet ta vieta ir atsauce uz Bfr (Bundesinstitut fiir Risikobewertung), kas cimdiem noskaidro testésanas apstak|us
— 10min 40 °Ctemperatara.

SERTIFIKATA IDENTIFIKATORS/NUMURS
2777/10904-03/E03-01

SERTIFIKATA DATUMS
2024-01-15

SERTIFIKATA DERIGUMA TERMINS
2028-08-21

ES TIPA PARBAUDE (B MODULIS) VEIC PILNVAROTA IESTADE:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

PASREIZEJAS ATBILSTIBAS MODULIS C2, PILNVAROTAS IESTADES UZRAUDZIBA
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB

Limavagen 28
\ /P 793 21 Leksand, Sweden
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EC pexnapauns 3a CbOTBETCTBUE

ce2r777

HacToswaTa Aeknapaums 3a CboTBETCTBME e U3AaAeHa Ha OTrOBOPHOCTTa Ha Npon3BoanTens Ejendals AB.
MNpeAMeTHT Ha AeKnapaumsaTa e B CbOTBETCTBME CbC 3aKOHOAATEACTBOTO Ha Cblo3a 32 XapMOHM3aumMs OTHOCHO
Am4YHUTe npeanasHu cpeactsa (ANC), PernamenT (EC) 2016/425.

TEGERA= 84901

Bucok puck

Cat. Il EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B 1]
ENIS021420:2020 = ﬁ JKOPT

FDA compliant material

NO30BABAHUA CE XAPMOHU3UPAHU CTAHAAPTH, 3A KOUTO CE AEKNAPUPA CbOTBETCTBUE
EN SO 21420:2020, EN ISO 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

MNpeAMeTbT OTroBapsi Ha CbOTBETHUTE U3NCKBaHMWA Ha eBponeiickn PernameHT (E0) 1935/2004 (0THOCHO
MaTepuanuTe, KOMTO BAM3AT B KOHTAKT C XpaHu) n eBponeickn PernameHT (E0) 2023/2006 (ANN). U3nuTBaHeTo 3a
MUrpaums 6ewe nsBbpweH cbraacHo EN 1186. PernaMmeHTbT 10/2011/E0 He ce 0THAcs A0 FTyYMeHW MaTepuanu, BMecTo
TOBa, 0TNPaBHA ToYKa e CTaHoBUWe Ha PepepanHMa MHCTUTYT 3a oueHka Ha pucka (BfR), koeTo nsacHsaBa ycnoBusta
Ha usnuTBaHe: 10 MuH, 40°C 3a pbKaBuUW.

WAEHTUPUKAUUA/HOMEP HA CEPTUDPUKATA
2777/10904-03/€03-01

AATA HA USAABAHE HA CEPTUDPUKATA
2024-01-15

AATA HA BANMAHOCT HA CEPTUDPUKATA
2028-08-21

EC-TUN U3CNEABAHE (MOAVA B), U3BbPWEH OT HOTUPUUUPAH OPrAH:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

TEKYWMUAT MOAVA 3A CbOTBETCTBUE C2 € NOA HAA30P HA HOTUPUUUPAHUA OPFAH
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

EJENDALS AB
Limavagen 28
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EZ izjava o sukladnosti

C€2/77

Zaizdavanje ove izjave o sukladnosti odgovoran je iskljucivo proizvodac Ejendals AB. Opisani proizvod u skladu je s Uredbom
(EU) 2016/425 o osobnoj zastitnoj opremi zakonodavstva Unije o uskladivanju.

TEGERA® 84901
Visok rizik

Cat. IIl EN150374-5:2016 EN SO 374-1:2016/A1:2018/ Type B I
ENISO21420:2020 ﬁ JKOPT

FDA compliant material

UPUTE NA USKLADENE NORME NA TEMELJU KOJIH SE DAJE IZJAVA O SUKLADNOSTI
ENIS0O 21420:2020,EN S0 374-1:2016/A1:2018 Type B, EN ISO 374-5:2016 (VIRUS)

Proizvod ispunjava odgovarajuce zahtjeve Uredbe (EZ) 1935/2004 (Materijali koji dolaze u dodir s hranom) i Uredbe (EZ)
2023/2006 o dobroj proizvodatkoj praksi za materijale. Ispitivanje migracije izvr3eno je u skladu s normom EN 1186.
Uredba Komisije 10/2011 ne obuhvaca gumene materijale, umjesto toga upucuje se na institut Bfr (Bundesinstitut fir
Risikobewertung) koji navodi uvjete ispitivanja u trajanju od 10 min na temperaturiod 40 °C za rukavice.

IDENTIFICATION/NUMERO DE CERTIFICATION
2777/10904-03/E03-01

DATUM IZDAVANJA CERTIFIKATA
2024-01-15

DATUM ISTEKA CERTIFIKATA
2028-08-21

EU PREGLED TIPA (MODUL B) PROVELO JE PRIJAVLJENO TIJELO:
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

MODUL SUKLADNOSTI C2 U TIJEKU POD NADZOROM PRIJAVLJENOG TIJELA
2777 Satra Technology Europe Ltd Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland
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