INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

EN — English (3
DECLARATION OF CONFORMITY FOR SUNGLASSES
This declaration of conformity is issued under the sole responsibility of the manufacturer:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Single Registration Number): GB-MF-000003388
EU Authorised Representative:
On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Single Registration Number): PT-AR-000002821
Basic UDI-DI: 50550226RXSUNGLASSESLX RX-able Sunglasses (GMDN Code 32816/ EMDN XXXX)

Product Name/ model: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standard or Technical Reference: ~ BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Applicable Regulation: 2017/745/EEC Medical Devices Regulation- Class 1
PPE Regulation (EU) 2016/425- Category 1
REACH Regulation (EC) 1907/2006

This declaration will be translated into a language appropriate to the country destination of the
product, copies can be obtained online, following the link: https://inspecs.com/conformity-
declaration/ or request from compliance@inspecs.com . We declared that given information on
the above statement and attached documents/records are true and correct to the best of our
knowledge. All supporting documentation is retained at the premises of the manufacturer.

Signed for and on behalf of Inspecs Limited
Bath, United Kingdom, Date of signing: 10 July 2023

| (
& \"‘\ Ek “ U ,/’\ ‘.(-'4’
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK
T: +44 (0) 1225 717000  E: info@inspecs.com | W: www.inspecs.com

UK
cA

DECLARATION OF CONFORMITY FOR SUNGLASSES
This declaration of conformity is issued under the sole responsibility of the manufacturer:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

MHRA Account Number: 6914

SRN (Single Registration Number): GB-MF-000003388

Basic UDI-DI: 50550226RXSUNGLASSESLX Sunglasses (GMDN Code 32816/ EMDN XXXX)

Product Name/ model: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standard or Technical Reference: ~ BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BSEN 16128:2015
Applicable Regulation: UK SI 2002/618 (2019/791 EU Exit) Medical Devices Regulation- Class 1
UK SI 2018/390 Personal Protective Equipment Regulation-Category 1

This declaration will be translated into a language appropriate to the country destination of the
product, copies can be obtained online, following the link: https://inspecs.com/conformity-
declaration/ or request from compliance@inspecs.com . We declared that given information on
the above statement and attached documents/records are true and correct to the best of our
knowledge. All supporting documentation is retained at the premises of the manufacturer.

Signed for and on behalf of Inspecs Limited
Bath, United Kingdom, Date of signing: 10 July 2023

r e
A e —— A VWYSCh/
< i-‘,'.-.l,. N ‘QL [ ’,‘ (0
Mr Robin Totterman Mrs Amy Steen
CEO Product Compliance Manager
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

BG — Bulgarian C E
OEKNTAPALUNA 3A CbOTBETCTBUE C UISUCKBAHUATA HA EC 3A C/IbHYEBU OYUJIA

HactoawaTa aeknapauma 3a CbOTBETCTBME € N3ha4eHA HAa OTFOBOPHOCTTA Ha NPOU3BOAUTENA:
Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
eAUHHMUA perncrTpaymoHeH Homep: GB-MF-000003388

YMb/IHOMOLLLEHUAT NpeacTaBUTenN:
On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
eAUHHMUA perncTtpaymoHeH Homep: PT-AR-000002821

Basos UDI-DI: 50550226RXSUNGLASSESLX CnbHueBu ounna (GMDN Code 32816/ EMDN XXXX)

HaumeHoBaHue Ha NpogyKTa: CKnagoBa eguHuULa:
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

lMo3oBaBaHe Ha CTaHAapT UK TexHUYecKa cneumndukauma: BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
MpUNoOXXMM HOPMATUBEH aKT:
2017/745/EEC PernameHT 3a MeANLMHCKUTE n3agenuna- knac 1
PernameHT (EC) 2016/425 OTHOCHO NMYHUTE NpeanasHu cpeacTsa — Kateropuma 1
REACH Regulation (EC) 1907/2006
Tasn geknapauma we 6bae NnpesBefeHa Ha e3MK, NOAX04AL, 33 AbPrKaBaTa HA MeCTOHa3HayeHne
Ha npoaykTa. Konua morat ga 6b4at nosy4yeHu oHNaMH, KaTo M3MNo013BaTe Bpb3KaTa:
https://inspecs.com/conformity-declaration/ nnu uckaHe ot compliance@inspecs.com
Hue peknapupame, ye npeoCcTaBeHUTE JAHHM OTHOCHO M3/10XKEHOTO NO-TOpe U3ABJIEHUE U

npunoxeHumte ,CI,OKYMGHTVI/ 3anncum Ca BeEpPHU U TOYHU, JOKOJZIKOTO HU € N3BECTHO. U,FU'IaTa
nogkpenAawa AOKYMEHTaUUA Ce CbXpaHABa B NOMeELWLEHNATA Ha MPOU3IBOAUTENA.

MoanucaHo 3a 1 oT umeTo Ha: Inspecs Limited
Bath, United Kingdom, pgata Ha nognucsaHe: 10 July 2023

Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person

Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 3



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

HR — Croatian C €
EU IZJAVA O SUKLADNOSTI ZA SUNCANE NAOCALE

Ova izjava o sukladnosti izdaje se pod isklju¢ivom odgovorno$cu proizvodaca:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (jedinstveni registracijski broj): GB-MF-000003388
EU ovlasteni zastupnik:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (jedinstveni registracijski broj): PT-AR-000002821

Osnovni UDI-DI: 50550226RXSUNGLASSESLX  Suncane naocale (GMDN Code 32816/ EMDN XXXX)

Naziv proizvoda: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Norma ili tehnicka referenca: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Primjenjiva uredba: 2017/745/EEC Uredbe medicinskim proizvodim - klasa 1
Uredba (EU) 2016/425 o osobnoj zastitnoj opremi — Kategorija 1
REACH Regulation (EC) 1907/2006

Ova izjava bit ée prevedena na jezik primjeren drzavi odredisSta proizvoda, kopije se mogu dobiti na
internetu na sljedecéoj poveznici: https://inspecs.com/conformity-declaration/ ili zahtjev od
_compliance@inspecs.com . Izjavili smo da su dani podaci o gornjoj izjavi i priloZzeni dokumenti/
zapisi istiniti i tocni prema nasim najboljim saznanjima. Sva prate¢a dokumentacija ¢uva se u
prostorijama proizvodaca.

Potpisano za i u ime Inspecs Limited
Bath, United Kingdom, datum potpisa 10 July 2023

r e
AR S ANV WD /
£ t.}\\ ‘»Qrm “ v Lﬁ/[&@w
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

CS — Czech C€
EU PROHLASENiI O SHODE PRO SLUNECNi BRYLE

Toto prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (jediné registracni ¢islo): GB-MF-000003388
EU zplnomocnénym zastupcem:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (jediné registracni Cislo): PT-AR-000002821

Zakladni UDI-DI: 50550226RXSUNGLASSESLX Sluneéni bryle (GMDN Code 32816/ EMDN XXXX)

Nazev vyrobku: Cislo EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Norma nebo technicky odkaz: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Platné nafizeni: 2017/745/EEC Nafizeni o zdravotnickych prostfedcich- tfidé 1
Natizeni (EU) 2016/425 o OOP — Kategorie 1
REACH Regulation (EC) 1907/2006

Toto prohlaseni bude preloZzeno do jazyka pfislusejiciho zemi uréeni produktu, kopie Ize ziskat
online pomoci odkazu: https://inspecs.com/conformity-declaration/ nebo Zadost od
compliance@inspecs.com . Prohlasili jsme, Ze informace uvedené v prohlaseni vyse a pfipojenych
dokumentech/ zaznamech jsou podle naseho nejlepsiho védomi pravdivé a spravné. Veskera
podplirna dokumentace je uloZena v prostorach vyrobce.

Podepsano za a jménem Inspecs Limited
Bath, United Kingdom, datum podpisu 10 July 2023

D o [ 1/‘,\((,&,
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

DA — Danish C €
EU-OVERENSSTEMMELSESERKLZARING FOR SOLBRILLER

Denne overensstemmelseserklaering udstedes udelukkende pa producentens ansvar:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (individuelt registreringsnummer): GB-MF-000003388
EU Autoriserede Aepraesentant :

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (individuelt registreringsnummer): PT-AR-000002821

Grundlaggende UDI-DI: 50550226RXSUNGLASSESLX Solbriller (GMDN Code 32816/ EMDN XXXX)

Produktets navn: Varenummer / EAN:
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standard eller teknisk reference: BS EN I1SO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Gzldende forordning: 2017/745/EEC Forordning om medicinsk udstyr- klasse 1
PV-forordning (EU) 2016/425 — Kategori 1
REACH Regulation (EC) 1907/2006

Denne erklzering vil blive oversat til et sprog, der passer til produktets bestemmelsesland, kopier
kan fas online pa fglgende link: https://inspecs.com/conformity-declaration/ eller anmodning fra
compliance@inspecs.com . Vi erklaerede, at de givne oplysninger pa ovenstaende erklaering og
vedhaftede dokumenter/optegnelser efter vores bedste overbevisning er sande og korrekte.

Al understgttende dokumentation opbevares hos producenten.

Underskrevet for og pa vegne af Inspecs Limited
Bath, United Kingdom, dato for underskrift 10 July 2023

r e
v B VWYL
AV ¢ vem [k
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

NL - Dutch C€

EU-CONFORMITEITSVERKLARING VOOR ZONNEBRILLEN
Deze conformiteitsverklaring wordt afgegeven onder de exclusieve verantwoordelijkheid van de
fabrikant: Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

SRN (uniek registratienummer): GB-MF-000003388
EU Gemachtigde:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (uniek registratienummer): PT-AR-000002821

Basic UDI-DI: 50550226RXSUNGLASSESLX ~ Zonnebril (GMDN Code 32816/ EMDN XXXX)

Productnaam / model: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standaard of technische referentie: BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Toepasselijke regelgeving: 2017/745/EEC Regeling medische hulpmiddelen- Klasse 1
PBM-verordening (EU) 2016/425 — Categorie 1
REACH Regulation (EC) 1907/2006
Deze verklaring zal worden vertaald in een taal die past bij het land van bestemming van het
product; kopieén zijn online beschikbaar via de link: https://inspecs.com/conformity-declaration/
of verzoek van compliance@inspecs.com . We verklaren dat de gegeven informatie over de

bovenstaande verklaring en bijgevoegde documenten / records naar ons beste weten waar en
correct is. Alle ondersteunende documentatie wordt bewaard in de gebouwen van de fabrikant.

Ondertekend voor en namens Inspecs Limited
Bath, United Kingdom, datum van de handtekening 10 July 2023

A T T ‘L ¥,
< ‘_I",':-:,-\ g ‘»Dr\~ s \‘ L l—/,h‘('"/
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 7



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

ET — Estonian C €
EL-I VASTAVUSDEKLARATSIOON PAIKESEPRILLIDELE
See vastavusdeklaratsioon on valja antud tootja ainuvastutusel:
Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

SRN (Unikaalne Registreerimisnumber): GB-MF-000003388
EU Volitatud Esindaja:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Unikaalne Registreerimisnumber): PT-AR-000002821

PGhi-UDI-DI: 50550226RXSUNGLASSESLX paikeseprillid (GMDN Code 32816/ EMDN XXXX)

Toote nimi: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standard or Technical Reference: ~ BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Applicable Regulation: 2017/745/EEC kasitletakse meditsiiniseadmeid - riskiklassi 1
Isikukaitsevahendite maarus (EL) 2016/425 — Kategooria 1
REACH Regulation (EC) 1907/2006

See deklaratsioon tolgitakse toote sihtriigile sobivasse keelde, jaljendeid saab vorgust -
https://inspecs.com/conformity-declaration/ v&i taotlus compliance@inspecs.com . Kuulutasime,
et Glaltoodud avalduses ja lisatud dokumentides/salvestustes esitatud teave on meie parima
teadmise kohaselt téene ja dige. Kogu toendavat dokumentatsiooni hoitakse tootja juures.

Kellele ja kelle nimel allkirjastatud Inspecs Limited
Bath, United Kingdom, allkirjastamise kuupaev 10 July 2023

~ A

PT — ‘L Ben,
& (ll",‘_:r; X Er\ ‘| \/ UI,D‘(CJW
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

Fl — Finnish C €

EU:N VAATIMUSTENMUKAISUUSVAKUUTUS AURINKOLASEILLE
Tama vaatimustenmukaisuusvakuutus annetaan yksin valmistajan vastuulla:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

SRN (Jarjestelmasta Rekisterinumero): GB-MF-000003388
EU Valtuutetulla Edustajalla:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Jarjestelmasta Rekisterinumero): PT-AR-000002821

UDI-DI-tunniste: 50550226RXSUNGLASSESLX Aurinkolasit (GMDN Code 32816/ EMDN XXXX)

Tuotteen nimi / Malli: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Vakio- tai tekninen viite: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Sovellettava asetus: 2017/745/EEC la3dkinnallisista laitteista - riskiluokka 1
Henkilonsuojainasetus (EU) 2016/425 — Luokka 1
REACH Regulation (EC) 1907/2006

Tama vakuutus kddnnetaan tuotteen kohdemaan kielelle, kopiot saa verkosta linkin kautta:
https://inspecs.com/conformity-declaration/ tai pyytaja compliance@inspecs.com . lImoitimme,
ettd ylla olevassa lausunnossa ja liitteena olevissa asiakirjoissa annetut tiedot / tietueisiin annetut
tiedot ovat parhaan tietamyksemme mukaan todenmukaisia ja virheettomia. Kaikki asiakirjat
sailytetdaan valmistajan toimitiloissa.

Kenen puolesta allekirjoitettu Inspecs Limited
Bath, United Kingdom, allekirjoituspaiva 10 July 2023

H o A,
AL, o= (g
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

FR - French C €
DECLARATION UE DE CONFORMITE POUR DES LUNETTES DE SOLEIL

La présente déclaration de conformité est établie sous la seule responsabilité du fabricant:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Numéro d'enregistrement unique): GB-MF-000003388
EU Mandataire:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Numéro d'enregistrement unique): PT-AR-000002821

L'lUD-ID de base: 50550226RXSUNGLASSESLX Lunettes de soleil (GMDN Code 32816/ EMDN
XXXX)

Nom du produit: Code produit /EAN:

BIS-7020-102 5055022657867

BIS-7020-104 5055022657874

BIS-7020-105 5055022657881

BIS-7020-108 5055022657898
Norme ou référence technique: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Réglementation applicable: 2017/745/EEC réglementation des dispositifs médicaux- Classe 1
Réglement EPI (UE) 2016/425 — Catégorie 1
REACH Regulation (EC) 1907/2006
Cette déclaration sera traduite dans la langue du pays de destination du produit, des copies
peuvent étre obtenues en ligne, en suivant le lien: https://inspecs.com/conformity-declaration/
ou demande de compliance@inspecs.com . Nous déclarons que les informations mentionnées sur
la déclaration ci-dessus et les documents et les dossiers ci-joints sont correctes et véridiques a
notre connaissance. Toutes les pieces justificatives sont conservées dans les locaux du fabricant.

Signé par et au nom de Inspecs Limited
Bath, United Kingdom, date de signature 10 July 2023

A = 1AM,
L i"r,":.'\ . ‘-Or\ = “ v l/’\ ‘_(-“’
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 10



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

DE — German C €
EU-KONFORMITATSERKLARUNG FUR SONNENBRILLE

Diese Konformitatserklarung wird in der alleinigen Verantwortung des Herstellers ausgestellt:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Einmalige Registrierungsnummer): GB-MF-000003388
EU Bevollmachtigter:
On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Einmalige Registrierungsnummer): PT-AR-000002821

Basis UDI-DI: 50550226RXSUNGLASSESLX Sonnenbrille (GMDN Code 32816/ EMDN XXXX)

Produktname: Artikelnummer:
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Norm oder Technische Referenz: BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Anwendbare Verordnung:  2017/745/EEC Vorschriften fur Medizinprodukte - Risikoklasse 1
PSA-Verordnung (EU) 2016/425 — Kategorie 1
REACH Regulation (EC) 1907/2006

Diese Erklarung wird in eine Sprache Ubersetzt, die dem Bestimmungsland des Produkts
entspricht. Kopien kénnen online tiber den folgenden Link bezogen werden:
https://inspecs.com/conformity-declaration/ oder Anfrage von compliance@inspecs.com . Wir
haben erklart, dass die Angaben in der obigen Erklarung und den beigefligten Dokumenten/
Aufzeichnungen nach unserem bestem Wissen und Gewissen wahrheitsgemaf und richtig sind.
Alle unterstiitzenden Unterlagen werden beim Hersteller aufbewahrt.

Unterzeichnet fir und im Auftrag von Inspecs Limited
Bath, United Kingdom, Datum der Unterschrift 10 July 2023

r e
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Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 11



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

EL — Greek C€
AHAQSH SYMMOP®QSHS THS EE 1A TA [YAAIA HAIOY

H mapouoa dnAwaon cuppdpdpwong ekSidetal pe amokAELOTIK euBUVN TOU KATOOKEUAOTA:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (eviaio aplBuo kataxwplong): GB-MF-000003388
EU e€oualodotnuévog aviumpoowrog:
On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (eviaio aplBuo kataxwplong): PT-AR-000002821

Baowkd UDI-DI: 50550226RXSUNGLASSESLX TuaAwd nAiou (GMDN Code 32816/ EMDN XXXX)

Ovopoaoia npoidvtog: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Mpotumo f Texvikn avadopad: BS EN ISO 12870:2018

BS EN I1SO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BSEN 16128:2015
loxUwWV KOVOVIOUOG: 2017/745/EEC watpotexvoloyikad mpoiovta - katnyopia kwvduvou 1
Kavoviopdg PPE (MAN) (EE) 2016/425 — Katnyopia 1
REACH Regulation (EC) 1907/2006
Autn n 6nAwon Ba petadpaotel oe YAwooo KATAAANAN yla T xwpa yla Tnv omnola npoopiletal 1o
nipolov. Avtiypada SiatiBevtat nAektpovikad otn StevBuvon: https://inspecs.com/conformity-
declaration/ ) {ntriote ano compliance@inspecs.com . AnAwaoape OtL oL TAnpodopieg Tou
napacx£Onkav otnv mapandvw SHAwon Kal ta cuvnupéva eyypada / apxeia sivat aAndn kot
owotad € 6owv yvwpilovpe. OAa ta SikatoAoyntikd ¢uAACOOVTAL OTLG EYKATAOTACELS TOU
KOTOLOKEUQLOTH.
Yroypadnke amo kat yla Aoyaplacpo ¢ Inspecs Limited
Bath, United Kingdom, nuepounvia untoypadnc 10 July 2023

e |
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person

Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 12



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

HU — Hungarian C E
EU-MEGFELELGSEGI NYILATKOZAT NAPSZEMUVEGEKHEZ

Ezt a megfelelGségi nyilatkozatot az alabbi gyartd kizardlagos felelGssége alatt allitottak ki:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Egyedi Regisztracids Szamot): GB-MF-000003388
EU Meghatalmazott Képvisel6:
On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Egyedi Regisztraciés Szamot): PT-AR-000002821

Alapvet6 UDI-DI: 50550226RXSUNGLASSESLX Napszemiiveg (GMDN Code 32816/ EMDN XXXX)

Termék neve: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Szabvanyos vagy mUszaki hivatkozas: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Hatalyos rendelet: 2017/745/EEC Orvosi eszk6zok rendelete- kockazati osztalya 1
(EU) 2016/425 Személyi Véddsfelszerelésre vonatkozd — Kategdria 1
REACH Regulation (EC) 1907/2006

Ez a nyilatkozat a termék rendeltetési orszaganak megfelel nyelvre keril forditasra, a masolatok
az alabbi internetes linken érheték el: https://inspecs.com/conformity-declaration/ vagy kérés t6l
compliance@inspecs.com . Kijelentjlik, hogy a fenti nyilatkozatban megadott informaciok és a
csatolt dokumentumok/ feljegyzések a legjobb tudomasunk szerint igazak és helyesek. Minden
igazolé dokumentaciot a gyarté telephelyén 6riznek.

Aldirva és nevében Inspecs Limited
Bath, United Kingdom, az aldiras datuma 10 July 2023

r e
A = 1AM,
S = o
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 13



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

IT - Italian C€

DICHIARAZIONE DI CONFORMITA UE PER GLI OCCHIALI DA SOLE
La presente dichiarazione di conformita viene rilasciata sotto I'esclusiva responsabilita del
produttore: Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

SRN (Numero Di Registrazione Unico): GB-MF-000003388
EU Mandatario:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Numero Di Registrazione Unico): PT-AR-000002821

UDI-DI di base: 50550226RXSUNGLASSESLX occhiali da sole (GMDN Code 32816/ EMDN XXXX)

Nome del prodotto: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Riferimento standard o tecnico: BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Regolamento applicabile: 2017/745/EEC Regolamento sui dispositivi medici - Classe 1
Regolamento DPI (UE) 2016/425 - Categoria 1
REACH Regulation (EC) 1907/2006

Questa dichiarazione sara tradotta in una lingua appropriata al Paese di destinazione del prodotto,
le copie possono essere ottenute online, seguendo il link: https://inspecs.com/conformity-
declaration/ o richiesta da compliance@inspecs.com . Dichiariamo che le informazioni fornite
nella dichiarazione di cui sopra e nei documenti/ registrazioni allegati sono veritiere e corrette al
meglio delle nostre conoscenze. Tutta la documentazione di supporto € conservata presso la sede
del produttore.

Firmato a nome e per conto di Inspecs Limited

Bath, United Kingdom, data della firma 10 July 2023

r e
AT E——— 1AW h/
‘ t"lr = ‘-Dr\\ \‘ / -;,‘» \{.
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 14



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

LV — Latvian C E
ES SAULESBRILLU ATBILSTIBAS DEKLARACIJA

Si atbilstibas deklaracija ir izsniegta vienigi uz razotaja atbildibu:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
VRN (Vienotu Registracijas Numuru): GB-MF-000003388
EU Pilnvarotais Parstavis:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
VRN (Vienotu Registracijas Numuru): PT-AR-000002821

Pamata UDI-DI: 50550226RXSUNGLASSESLX Saulesbrilles (GMDN Code 32816/ EMDN XXXX)

Produkta nosaukums: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Standarta vai tehniska atsauce: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Piemérojama regula: 2017/745/EEC Medicinisko iericu regulésana — klase 1
IAL regula (ES) 2016/425 — Kategorijas 1
REACH Regulation (EC) 1907/2006

St deklaracija tiks tulkota valoda, kas atbilst produkta galamérka valstij, kopijas var iegiit tie$saisté,
izmantojot saiti: https://inspecs.com/conformity-declaration/ vai pieprasijums no
compliance@inspecs.com . Més pazinojam, ka informacija, kas noradita iepriek$ minétaja
pazinojuma un pievienotajos dokumentos/ ierakstos, cik mums zinams, ir patiesa un pareiza. Visa
apliecinosa dokumentacija tiek glabata razotaja telpas.

Ka varda parakstits Inspecs Limited
Bath, United Kingdom, paraksta datums 10 July 2023

r L
4 ;' ‘Bk -*_ ‘\ | Ll%/’a‘(a,-
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536

Registered address: Venture House ' 27-29 Glasshouse Street London WIB 5DF UK Page | 15



INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

LT - Lithuanian C E
AKINIY NUO SAULES ES ATITIKTIES DEKLARACIJA

Si atitikties deklaracija i§duota iS§imtine gamintojo atsakomybe:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Unikalyjj Registracijos Numerj GB-MF-000003388
EU jgaliotasis atstovas:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Unikalyjj Registracijos Numerj: PT-AR-000002821

Bazinis UDI-DI: 50550226RXSUNGLASSESLX Akiniai nuo saulés (GMDN Code 32816/ EMDN XXXX)

Produkto pavadinimas: SKU numeris / EAN:
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standartas arba techninis pamatinis dokumentas: BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Taikomas reglamentas: 2017/745/EEC Medicinos prietaisy reguliavimas - klasé 1
AAP reglamentas (ES) 2016/425 — Kategorijos 1
REACH Regulation (EC) 1907/2006

Si deklaracija bus i$versta j produkto paskirties $alies kalba. Jos kopijos yra prieinamos internete
adresu: https://inspecs.com/conformity-declaration/ arba prasymas i compliance@inspecs.com .
Pareiskéme, kad su pirmiau pateiktu pareiskimu susijusi informacija ir pridedami dokumentai
(jrasai) masy Ziniomis yra tikri ir teisingi. Visi patvirtinantys dokumentai saugomi gamintojo
patalpose.

PasiraSyta uz ir vardu Inspecs Limited
Bath, United Kingdom, pasirasymo data 10 July 2023

~ i
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Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

MT — Maltese C €
DIKJARAZZJONI TA' KONFORMITA TAL-UE GHAL NUCCALUIET TAX-XEM

Din id-dikjarazzjoni ta' konformita qed tinhareg taht ir-responsabbilta unika tal-manifattur:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (numru ta' registrazzjoni uniku): GB-MF-000003388
EU Rapprezentant Awtorizzat:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (numru ta' registrazzjoni uniku): PT-AR-000002821

Baziku UDI-DI: 50550226RXSUNGLASSESLX Nuccalijiet tax-xemx (GMDN Code 32816/
EMDN XXXX)

Isem tal-Prodott: EAN (SKU):

BIS-7020-102 5055022657867

BIS-7020-104 5055022657874

BIS-7020-105 5055022657881

BIS-7020-108 5055022657898

Standard jew Referenza Teknika: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015

BS EN 12472:2020 & BS EN 16128:2015
Regolament Applikabbli: 2017/745/EEC Regolament dwar |-Apparat Mediku - Klassi 1

Regolament tal-PPE (UE) 2016/425 — Kategorija 1

REACH Regulation (EC) 1907/2006
Din id-dikjarazzjoni ser tigi tradotta f'lingwa xierga ghall-pajjiz ta' destinazzjoni tal-prodott, kopji
jistghu jinkisbu onlajn, bil-holga: https://inspecs.com/conformity-declaration/ jew talba minghand
compliance@inspecs.com . Ahna ddikjarajna li informazzjoni moghtija fid-dikjarazzjoni ta' hawn
fuq u d-dokumenti/ rekords mehmuza huma veri u korretti sa fejn nafu ahna. Id-dokumentazzjoni
kollha ta 'sostenn tinzamm fil-bini tal-manifattur.

Iffirmat ghal u f'isem Inspecs Limited
Bath, United Kingdom, data tal-firma: 10 July 2023

r e
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Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

PL — Polish C€
DEKLARACJA ZGODNOSCI UE DLA OKULAROW PRZECIWStONECZNYCH

Niniejsza deklaracja zgodnosci zostata wydana na wytgczng odpowiedzialnos¢ producenta:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Niepowtarzalny Numer Rejestracyjny): GB-MF-000003388
EU Upowazniony Przedstawiciel:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Niepowtarzalny Numer Rejestracyjny): PT-AR-000002821

Basic UDI-DI: 50550226RXSUNGLASSESLX Okulary przeciwstoneczne (GMDN Code 32816/ EMDN
XXXX)

Nazwa produktu: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Norma lub dokument techniczny:  BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Obowigzujace rozporzadzenie: 2017/745/EEC Przepisy dotyczgce wyrobow medycznych -klasa 1
Rozporzadzenie (UE) 2016/425 w sprawie SOI - Kategorii 1

REACH Regulation (EC) 1907/2006
Niniejsza deklaracja zostanie przettumaczona na jezyk odpowiedni dla kraju przeznaczenia
produktu, jej kopie mozna uzyskac online, korzystajac z linku: https://inspecs.com/conformity-
declaration/ lub prosbe od compliance@inspecs.com . Oswiadczamy, ze podane informacje
zawarte w powyzszym os$wiadczeniu i zatgczonych dokumentach / zapisach sg prawdziwe i
poprawne zgodnie z naszg najlepszg wiedzgy. Cata dokumentacja pomocnicza jest przechowywana
w siedzibie producenta.
Podpisano w imieniu Inspecs Limited
Bath, United Kingdom, data podpisu 10 July 2023

2 e »—5r e ‘\ \f MS((/
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

PT — Portuguese C €
DECLARACAO UE DE CONFORMIDADE PARA OCULOS DE SOL

Esta declara¢do de conformidade é emitida sob a responsabilidade exclusiva do fabricante:
Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

SRN (NUmero unico de registo): GB-MF-000003388
EU Mandatario:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Numero uUnico de registo): PT-AR-000002821

UDI-DI basico: 50550226RXSUNGLASSESLX  Oculos de sol (GMDN Code 32816/ EMDN XXXX)

Nome do Produto: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Referéncia Padrao ou Técnica: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Regulamento Aplicavel: 2017/745/EEC Regulamento de Dispositivos Médicos - Classe 1
Regulamento EPI (UE) 2016/425 — Categoria 1
REACH Regulation (EC) 1907/2006

Esta declaracdo serd traduzida para um idioma adequado ao pais de destino do produto, as copias
podem ser obtidas online, através do link: https://inspecs.com/conformity-declaration/ ou pedido
de compliance@inspecs.com . Declaramos que as informacdes fornecidas na declaracdo acima e
nos documentos / registos em anexo sdo verdadeiras e corretas, de acordo com o melhor do
nosso conhecimento. Toda a documentacdo de apoio é retida nas instalacdes do fabricante.

Assinado por e em nome de Inspecs Limited
Bath, United Kingdom, data da assinatura 10 July 2023

| {
A o= finepo

Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person

Registered in England and Wales  Reg No: 2245818 | VAT No: GB 504858536
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INSPEC

LIMITED——

7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

RO — Romanian C €
DECLARATIA UE DE CONFORMITATE PENTRU OCHELARI DE SOARE

Aceasta declaratie de conformitate este emisa sub responsabilitatea exclusiva a producatorului:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (numar unic de inregistrare): GB-MF-000003388
EU Reprezentant Autorizat:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (numar unic de inregistrare): PT-AR-000002821

UDI-DI de baza: 50550226RXSUNGLASSESLX Ochelari de soare (GMDN Code 32816/ EMDN XXXX)

Denumirea produsului: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Standard sau referinta tehnica: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Regulament aplicabil: 2017/745/EEC Regulamentul dispozitivelor medicale - Clasa 1
Regulamentul EIP (UE) 2016/425 — Categoria 1
REACH Regulation (EC) 1907/2006

Aceasta declaratie va fi tradusa intr-o limba adecvata tarii de destinatie a produsului, copii pot fi
obtinute online, urmand linkul: https://inspecs.com/conformity-declaration/ sau cerere de la
compliance@inspecs.com . Am declarat ca informatiile furnizate in declaratia de mai sus si
documentele/ inregistrdrile atasate sunt adevarate si corecte, din datele pe care le detinem. Toata
documentatia justificativa este pastrata la sediul producatorului.

Semnat pentru si in numele Inspecs Limited
Bath, United Kingdom, data semnarii 10 July 2023

! g ———— e ‘L“\U(/.' 0,
Tkn ‘.Qf\\ [V 1 o
Mr Robin Totterman Mrs Amy Steen
CEO MDR Responsible Person
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7-10 Kelso Place  Upper Bristol Road Bath Somerset  BA1 3AU UK

T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

SK — Slovak C€
EU VYHLASENIE O ZHODE PRE SLNECNE OKULIARE

Toto vyhlasenie o zhode sa vydava na vyhradnd zodpovednost vyrobcu:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Jediné Registraéné Cislo): GB-MF-000003388
EU Splnomocneny Zastupca:
On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Jediné Registra¢né Cislo): PT-AR-000002821

Zakladny UDI-DI: 50550226RXSUNGLASSESLX SInecné okuliare (GMDN Code 32816/ EMDN XXXX)

Nazov vyrobku: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standard or Technical Reference: ~ BS EN I1SO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Applicable Regulation: 2017/745/EEC Nariadenie o zdravotnickych poméckach - trieda 1
Nariadenie o OOP (EU) 2016/425 - Kategorie 1
REACH Regulation (EC) 1907/2006

Toto vyhlasenie bude preloZzené do vhodného jazyka zodpovedajluceho krajine uréenia vyrobku,
kdpie je mozné ziskat online po kliknuti na odkaz: https://inspecs.com/conformity-declaration/
alebo Ziadost od compliance@inspecs.com . Vyhlasili sme, Ze uvedené informacie o vyssie
uvedenom vyhlaseni a pripojenych dokumentoch/ zaznamoch su podla nasich najlepsich
vedomosti pravdivé a spravne.Vsetka podporna dokumentacia sa uchovava u vyrobcu.

Podpisané za, a v mene Inspecs Limited
Bath, United Kingdom, ddtum podpisu 10 July 2023
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Mr Robin Totterman Mrs Amy Steen
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T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

SL — Slovenian C €
I1ZJAVA EU O SKLADNOSTI SONCNIH OCAL

Ta izjava o skladnosti je izdana na izklju¢no odgovornost proizvajalca:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Enotno Registrsko stevilko): GB-MF-000003388
EU Pooblasc¢eni Predstavnik:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Enotno Registrsko Stevilko): PT-AR-000002821

Osnovni UDI-DI: 50550226RXSUNGLASSESLX Soncna ocala (GMDN Code 32816/ EMDN XXXX)

Ime izdelka/ Model: EAN (SKU):

BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898

Standard ali tehni¢na referenca: BS EN ISO 12870:2018
BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Veljavna uredba: 2017/745/EEC medicinskih pripomockih - razred tveganja 1
Uredba (EU) o osebni varovalni opremi 2016/425 - Kategorijo 1
REACH Regulation (EC) 1907/2006

Ta izjava bo prevedena v jezik, ki ustreza namembni drzavi izdelka, kopije pa je mogoce pridobiti
na spletu na povezavi: https://inspecs.com/conformity-declaration/ ali zahteva od
compliance@inspecs.com . Izjavljamo, da so podatki, podani v zgornji izjavi, in priloZenih
dokumentih/zapisih po nasem znanju resni¢ni in pravilni. Vsa dokazila se hranijo v prostorih
proizvajalca.

Podpisano za in vimenu Inspecs Limited
Bath, United Kingdom, datum podpisa 10 July 2023
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ES — Spanish C €
DECLARACION DE CONFORMIDAD DE LA UE PARA GAFAS DE SOL

Esta declaracion de conformidad se emite bajo la exclusiva responsabilidad del fabricante:
Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK

SRN (numero de registro Unico): GB-MF-000003388
EU Representante Autorizado:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (numero de registro Unico): PT-AR-000002821

UDI-DI basico: 50550226RXSUNGLASSESLX gafas de sol  (GMDN Code 32816/ EMDN XXXX)

Nombre del producto: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Referencia estandar o técnica: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Reglamento aplicable: 2017/745/EEC Regulacion de dispositivos médicos - Clase 1
Reglamento EPI (UE) 2016/425 — Categoria 1
REACH Regulation (EC) 1907/2006

Esta declaracidn se traducira a un idioma apropiado para el pais de destino del producto, las
copias se pueden obtener en linea, siguiendo el enlace: https://inspecs.com/conformity-
declaration/ o solicitud de compliance@inspecs.com . Declaramos que la informacién
proporcionada en la declaracion anterior y los documentos/ registros adjuntos son verdaderos y
correctos a nuestro leal saber y entender. Toda la documentacién de respaldo se conserva en las
instalaciones del fabricante.

Firmado para y en representacion de Inspecs Limited

Bath, United Kingdom, fecha de la firma 10 July 2023
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T: +44 (0) 1225 717000 E: info@inspecs.com | W: www.inspecs.com

SV — Swedish C €
EU-FORSAKRAN OM OVERENSSTAMMELSE FOR SOLGLASOGON

Denna forsakran om dverensstammelse utfardas pa tillverkarens eget ansvar:

Inspecs Limited, 7-10 Kelso Place, Upper Bristol Road, Bath, BA1 3AU, UK
SRN (Eudamed-registreringsnummer): GB-MF-000003388
EU Auktoriserad Representant:

On Sight Services, Sociedade Unipessoal Lda, Rua Soares de Passos n2 10A e 10B,
1300-537 LISBOA, Portugal
SRN (Eudamed-registreringsnummer): PT-AR-000002821

Grundldggande UDI-DI: 50550226RXSUNGLASSESLX Solglaségon (GMDN Code 32816/ EMDN
XXXX)

Produktnamn: EAN (SKU):
BIS-7020-102 5055022657867
BIS-7020-104 5055022657874
BIS-7020-105 5055022657881
BIS-7020-108 5055022657898
Standard eller teknisk referens: BS EN ISO 12870:2018

BS EN ISO 12312-1:2013 + A1:2015
BS EN 12472:2020 & BS EN 16128:2015
Tillamplig forordning: 2017/745/EEC Reglering av medicinsk utrustning - klass 1
PPE-férordningen (EU) 2016/425- kategori 1

REACH Regulation (EC) 1907/2006
Denna forsdakran kommer att dversattas till ett sprak som ar lampligt for produktens
destinationsland, kopior kan erhallas online, genom att klicka pa lanken:
https://inspecs.com/conformity-declaration/ eller begéaran fran compliance@inspecs.com . Vi
forsakrar att given information i ovanstaende uttalande och bifogade dokument/ register ar sann
och korrekt sa vitt vi vet. All stodjande dokumentation lagras hos tillverkaren.
Undertecknad for och pa uppdrag av Inspecs Limited
Bath, United Kingdom, datum for underskrift 10 July 2023
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