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= SHANGHAI Technical Document RMSH CE-05-05
Declaration of Conformity Effective date: 2021-08-12 Ver: 3B

EC Declaration of conformity

Manufacture: Whose single Authorized Representative:
Reliance Medical (Shanghai) Co.,Ltd. Reliance Medical (Ireland)
Building 94, Lane 328, Hengyong Road, Jiading Unit17, Wgstlink Industrial Estate, Kylemore
District, Shanghai, China. Road,Dublin10,Ireland
vve, tneé manuracturer, nerewitn aeciare tnatine p

Plasters

GMDN-Code: 44990
meet the provisions of Directive 93/42/EEC (amended by 2007/47/EC) which apply
to them.

The medical device has been assigned to class | sterile according to Annex I1X of the
Directive 93/42/EEC. It bears the mark

C €o197

The product concerned has been designed and manufactured under a quality
management system according to Annex V of Directive 93/42/EEC (amended by
2007/47/EC).

Compliance of the designated product with the Directive 93/42/EEC(amended by
2007/47/EC) has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Nurnberg, Germany
Certificate No.: 15051275013
Issue date: 2020-10-09
Expiry date: 2024-05-26

Following the procedure relating to the EC Declaration of Conformity set out in Annex V
of Directive 93/42/EEC(amended by 2007/47/EC).

Application of the abovementioned Annexes and the intervention by the Notified
Body is limited to:
the aspects of manufacture concerned with securing and maintaining sterile conditions.

The above mentioned declaration of conformity is exclusively under the responsibility of
Reliance Medical (Shanghai) Co., Ltd
Address: Reliance Medical (Shanghai) Co.,Ltd. Building 94, Lane 328,
Hengyong Road, Jiading District, 201806 Shanghai, P.R. China.

Place,date Legally binding signature, Function

Shanghai  2021/08/12 ]ﬂy]rm szﬁ _/ﬂm%e%_
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Z<1A SHANGHA] Technical Document RMSH CE-05-05

Declaration of Conformity Effective date: 2021-08- 12 Ver: 3B

EC Declaration of conformity

Manufacture: Whose single Authorized Representative:
Reliance Medical (Shanghai) Co.,Ltd. Reliance Medical (Ireland)
Building 94, Lane 328, Hengyong Road, Jiading Unit17, Westlink Industrial Estate, Kylemore

District, Shanghai, China. Road,Dublin10,Ireland

We, the manufacturer, herewith declare that the products
Sterile Saline wipe
GMDN-Code:61695
meet the provisions of Directive 93/42/EEC (amended by 2007/47/EC) which apply
to them.

The medical device has been assigned to class | sterile according to Annex IX of the
Directive 93/42/EEC. It bears the mark

C €o197

The product concerned has been designed and manufactured under a quality
management system according to Annex V of Directive 93/42/EEC (amended by
2007/47/EC).

Compliance of the designated product with the Directive 93/42/EEC(amended by
2007/47/EC) has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15051275013
Issue date: 2020-10-09
Expiry date: 2024-05-26
Following the procedure relating to the EC Declaration of Conformity set out in Annex V
of Directive 93/42/EEC(amended by 2007/47/EC).

Application of the abovementioned Annexes and the intervention by the Notified
Body is limited to:
the aspects of manufacture concerned with securing and maintaining sterile conditions.

The above mentioned declaration of conformity is exclusively under the responsibility of
Reliance Medical (Shanghai) Co., Ltd
Address: Reliance Medical (Shanghai) Co.,Ltd. Building 94, Lane 328,
Hengyong Road, Jiading District, 201806 Shanghai, P.R. China.

Place, date Legally binding signature, Function

Shanghai 2021/08/12 j@]m QM{(? /ﬂﬂ/r’mﬁ,@r

< Migomiao. [ >
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r_:;""t >~ RELIANCE MEDICAL

<17 SHANGHA| Technical Document RMSH CE-05-05
Declaration of Conformity Effective date: 2021-08-12 Ver: 3B

EC Declaration of conformity

Manufacture: Whose single Authorized Representative:
Reliance Medical (Shanghai) Co.,Ltd. Reliance Medical (lreland)

Building 94, Lane 328, Hengyong Road, Jiading Unit17, Westlink Industrial Estate, Kylemore
District, Shanghai, China. Road,Dublin10,Ireland

We, the manufacturer, herewith declare that the products
Sterile Wound Dressing and Sterile Eye Pad
Sterile Wound Dressing GMDN-Code: 46854
Sterile Eye Pad GMDN-Code: 11661

meet the provisions of Directive 93/42/EEC (amended by 2007/47/EC) which apply to
them.

The medical device has been assigned to class | sterile according to Annex IX of the
Directive 93/42/EEC. It bears the mark

C e 0197

The product concerned has been designed and manufactured under a quality
management system according to Annex V of Directive 93/42/EEC (amended by
2007/47/EC).

Compliance of the designated product with the Directive 93/42/EEC(amended by
2007/47/EC) has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraRe 2, 90431, Nirnberg, Germany
Certificate No.: 15051275013
Issue date: 2020-10-09
Expiry date: 2024-05-26
Following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC(amended by 2007/47/EC).

Application of the abovementioned Annexes and the intervention by the Notified Body is
limited to:the aspects of manufacture concerned with securing and maintaining sterile
conditions. The above mentioned declaration of conformity is exclusively under the
responsibility of
Reliance Medical (Shanghai) Co., Ltd
Address: Reliance Medical (Shanghai) Co.,Ltd. Building 94, Lane 328,
Hengyong Road, Jiading District, 201806 Shanghai, P.R. China.

Place,date Legally binding signature, Function

Shanghai 2021/08/12 (]ﬁj]M mefiﬁ_ /wa@, |

< Miaomito. Jin >



EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60150860 0001

Report No.: 15051275 013
Manufacturer: Reliance Medical (Shanghai)
Co., Ltd.

Building 94, Lane 328,
Hengyong Road, Jiading District,
201806 Shanghai

P.R. China

Products: Medical Devices

(see attachment for products included)

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Notified Baogd
Effective Date: 2020-10-09

Date: 2020-10-09

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

0020d 0206 &  TUV. TUEV and TUY are registered trad:




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to
Certificate

Registration No.: DD 60150860 0001

Report No.: 15051275 013

Manufacturer: Reliance Medical (Shanghai)
Co., Ltd.

Building 94, Lane 328,
Hengyong Road, Jiading District,
201806 Shanghai

P.R. China

Products:

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Sterile Wound Dressings

- Sterile Eye Pads

- Sterile Saline Wipes

- Plasters

Date: 2020-10-09

Doe.

i) ®
TUVRheinland

1/1 Rev. 0

10/020d 04.08 @

TUV, TUEY and TUY are registered irademarks. Utilisation and apolication requires prior approval




EN EC Declaration of Conformity

DA EF—overenss!emmelseserklarlng

DE EC-Kon'onnllﬁtserklb’rung

ES Declaracién UE de conformidad

Fl EU-vaatlmustenmukaisuusvakuutus
FR Déclaration de conformité UE

T Dichiarazione di conformita CE

NL EU-Con(onnlteltsverklarlng

NO EU-samsvarserklarlng

PL Deklaracja Zgodnosci UE
EG-forsdkran om Sverensstimmelse

EN -We hereby declare that the medical de

Y Vice(s) specified below
provision ef the Regulation (EU) MDR 2017/745 for medical devices, .n:\:‘v -
classified as a Class | medical device under rule no.1 ’ .

This declaration of conformity Is Issued under th,

@ sole responsibility of Reliance
Mgﬂn(’al Ltd. (EUDAMED SRN GB-MF-000004799), the Manuhcllmx located (ll
the West Avenue, Talke, Stoke-On-Trent Staffordshire, England, ST7 1’1 L

We have appointed Reliance Medical (Ireland) |

EUDAMED SRN IE-AR
000003675), located at Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin
10, Ireland, as our EU Authorized Representative for these products,

This declaration applies to all batches released und,
er the con
s Secaation apalens trol of the technical

ES - Por la presente, se certifica que el(los) producto(s)

DA - Vi erklmrer hermed, at det medicinske udstyr, der er specificeret nedenfor,
opfylder bestemmelserne | rogulativet (EU) MDR 2017/745 for medicinsk udstyr,
o atde er Klassificeret som medicinsk udstyr | klasse | 1 henhold til regel nr, 1.

Denne under Reliance

RELIANCE MEDICA(
‘Leading First Aid’

Reliance Medical Limited,

West Avenue, Talke, Stoke-On-Trent

staffordshire, ST/ 17L

T+44  (0)8456 448808

F444 (08456 448809
wwiwi.reliancemedical.co.uk

as/die unten angegebene(n) Madizinprodukt(e)

ung (EU) MR 2017/745 flir Madainprodukte
Regel Nir. 1. als Medizinprodukt dar Qasse |

DE - Wir erkliren hisrmit, dass d
den Bestimmungen der Verordn
entspricht/entsprechen und nach

Klassifizlert Ist/sind,
rung wird In allainiger Verantwortung vom Herstaller

s ring er
Medical Ltd’s ansvar (EUDAMED SRN GB-MF-000004799), 2
beliggende West Avenue, Talke, Stoke-on-Trent, Staffordshire, ST7 1TL, England.
Vi har udpeget Rellance Medical (Irland) (EUDAMED SRN IE-AR-000003675),
beliggende Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Irland,
s0m vores autoriserede EU-reprasentant for disse produkter,

Denne erklring galder for alle batches, der er frigivet under kontrol af teknisk
filnummer RMUK-TF-29 revision B.

e 1 esp
a continuacién cumple(n) lo previsto en el Reglamento (UE) 2017/745 sobre los
productos sanitarios y que se como i

clase | conforme a la regla® 1.

) de la

La presente declaracion de conformidad se emite bajo la

Fl - taten, etti jalj laite (laitteet)
tayttas Euroopan ja neuvoston 3 laitteista annetun
asetuksen (EU) (MDR) 2017/745 vaatimukset, Ja se on luokiteltu luokan |
laakinnalliseksi laitteeks| saannan nro 1 mukaisesti.

and kuvattu 13

Téama on annettu Reliance Medical

exclusiva de Reliance Medical Ltd. (nimero de regi v

gistro Unico de Eudamed: GB-
MF-000004799), el Fabricante, con domicilio en West Avenue, Talke, Stoke-On-
Trent Staffordshire, ST7 1TL, Inglaterra. i

Hemos designado a Reliance Medical (Ireland) (nimero de registro Gnico de
Eudamed: IE-AR-000003675), con domicilio en Unit 17, Westiink Industrial Estate,
Kylemore Road, Dublin 10, Irlanda, como nuestro representante autorizado en fa
UE para el(los) producto(s) indicado(s).

La presente declaracién se aplica a todos los Iotes liberados bajo el control del
expediente técnico n.* RMUK-TF-29, revisién B.

IT- Con la presente si dichiara che il dispositivo medico o dispositivi medici sotto
indicati alle di: i i del (UE) 2017/745 del
Parlamento europeo e del Consiglio relativo ai dispositivi medici, e rientrano nella
Classe | dei dispositivi medici a norma della regola N. 1.

Ltd. (EUDAMED SRN GB-MF-000004799), West Avenue, Talke, Stoke-On-Trent,
Staffordshire, ST7 1TL, Englanti, yksinomaisella vastuulla.

Olemme nimittaneet Reliance Medicalin (Irlanti) (EUDAMED SRN IE-AR-
000003675), Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Irlanti,
valtuutetuksi EU-edustajaksemme niille tuotteille.

Tama vakuutus koskee kalkkia eris, jotka lasketaan liikkeelle teknisen tiedoston
nro RMUK-TF-29 version B vaatimusten mukalsesti.

NL - Wij verklaren hierbij dat het/de medisch hulpmiddel(en) zoals hieronder
aangegeven voldoet/voldoen aan de bepaling van Verordening (EU) MDR
2017/745 voor medische hulpmiddelen en is/zijn geclassificeerd als Klasse |
medisch hulpmiddel regel nr. 1.

Diese v
Rellance Medical Ltd, (EUDAMED SRN GB-MF-000004799) mit Sitz West Avenus,

Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, England, ausgesteflt.

Wir haben Reliance Medical (Irfand) (EUDAMED SRN |E-AR-000003675) mit Sitz
Unit 17, Westlink Industrial Estate, Kylemore Road, Dubfin 10, Ifland, zu unsersm
autorislerten EU-Vertreter fir diese Produkte ernannt.

Diese Erklarung gilt far alle Chargen, die nach Kontrolle gemaf, der technischen
Unterlage Nr. RMUK-TF-29 Revision B freigegeben werden.

ER - Nous attestons par la présente que le ou les dispositifs médicaux stipulés ci-
dessous sont conformes au Réglement (UE) 2017/745 du Parlement européen et
du Consell relatif aux dispositifs médicaux et, le cas échéant, toute autre
législation de 'Union applicable prévoyant I'établissement d’une déclaration de
conformité UE, lesdits dispositifs médicaux relevant de fa classe | conformément
4 la régle numéro 1.

Cette déclaration de conformité UE est établie sous la seule responsabilité du
fabricant, Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799) établi a West
Avenue, Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, Angleterre.

le fabricant a désigné Reliance Medical (Ireland) (EUDAMED SRN IE-AR-
000003675) établie 3 Unit 17, Westlink Industrial Estate, Kylemore Road,
Dublin 10, Irlande, comme son représentant légal UE eu égard 3 ces produits.
Cette déclaration est valide pour tous les lots libérés conformément au dossier
technique RMUK-TF-29, révision B.

NO - Vi erklzrer herved at det medisinske utstyret spesifisert nedenfor oppfyller
kravene | Europaparlaments- og radsforordning (EU) nr. 2017/745 om medisinsk
utstyr (MDR), og at det er klassifisert som medisinsk utstyr | klasse |i henhold til
regelnr. 1.

Denne ingen er utstedt pd eneansvar av produsenten Reliance

La presente dichiarazione di conformita é rilasciata sotto la
esclusiva di Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799), il
fabbricante, con sede in West Avenue, Talke, Stoke-On-Trent, Staffordshire, ST7
1TL, Inghilterra.

Reliance Medical (Ireland) (EUDAMED SRN IE-AR-000003675), con sede in Unit
17, Westlink Industrial Estate, Kylemore Road, Dublino 10, Irlanda, & stata
nominata come nostro mandatario per questi prodotti.

Questa dichiarazione si applica a tutti i lotti rilasciati sotto il controllo del fascicolo
tecnico N. RMUK-TF-29 revisione B.

PL - Oswiadczamy, ze wyroby medyczne, ktérych dotyczy ta deklaracja sq zgodne
7 i Parlar Eur i i Rady (UE) 2017/745 oraz w

Deze g wordt ui onder de
verantwoordelijkheid van Reliance Medical Ltd. (EUDAMED SRN GB-MF-
000004799), de fabrikant, gevestigd op het adres West Avenue, Talke, Stoke-On-
Trent, Staffordshire, ST7 1TL, Engeland.

Wij hebben Reliance Medical (lerland) (EUDAMED SRN IE-AR-000003675),
gevestigd op het adres Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin
10, lerland, benoemd als onze gemachtigde in de EU voor deze producten.

Deze verklaring is van toepassing op alle batches vrijgegeven onder de controle
van technisch dossier RMUK-TF-29 revisie B.

SV - Vi intygar harmed att de i som speci
nedan uppfyller bestimmelserna | férordning (EU) MDR 2017/745 om
iska produkter, och de klassificeras som medicintekniska produkter |

2 imi innymi
unijnymi, ktére przewidujq wydanie deklaracji 2godnosci UE.
Ponitsze wyroby medyczne naleiq do lasy | oraz podiegaja regule 1.
Niniejsza deklaracja 2godnosci UE, zostala wydana na wylaczna odpowiedzialnosé
producenta, Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799), z siedziba
przy West Avenue, Talke, Stoke-On-Trent Staffordshire, England, ST7 1TL
Oéwiadczamy, e Reliance Medical (Ireland) (EUDAMED SRN IE-AR-000003675), 2
siedziba w Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Ireland,
jest upowazniony do wystepowania w imieniu Reliance Medical z siedziba W
Wielkiej Brytanii, w zakresie okreslonych zadari w odniesieniu do iazké
producenta wynikajacych z Rozporzadzenia (UE) 2017/745.

Niniejsza deklaracja dotyczy wszystkich partii produktu wykonanych pod
nadzorem Dokumentacji Technicznej RMUK-TF-29 Rev B.

EN - Signed:
Person Responsible for Regulatory Compliance

DA - Underskrevet:
Person, der er ansvarlig for af regulering

Klass | enligt regel nr. 1.

Denna férsikran om Gverensstaimmelse utfirdas pa eget ansvar av Reliance
Medical Ltd. (EUDAMED SRN GB-MF-000004799), tillverkaren, med adress West
Avenue, Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, England.

Vi har utsett Reliance Medical (Ireland) (EUDAMED SRN IE-AR-000003675), med
adress Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Irland, till
vér auktoriserade EU-representant for dessa produkter.

Denna forsikran galler for alla partier som slipps under kontroll av tekniskt
filnummer RMUK-TF-29 revision B.

DE - Unterschrift:

Person fir die Ei

On behalf of Reliance Medical Ltd

ES - Fdo.:
de Ci
Por: Reliance Medical Ltd
IT - Firmato:
Persona responsabile del rispetto della normativa

Pa vegne af Reliance Medical Ltd

Fl - Allekirjoittaja: FR - Signature :

dela

Medical Ltd. (EUDAMED SRN GB-MF-000004799), med adresse West Avenue,

Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, England.

V| har oppnevnt Reliance Medical (Irland) (EUDAMED SRN IE-AR-000003675),

med adresse Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Irland,
J: for disse

som var autoriserte EU-
Denne erklringen gjelder for alle partier som frigis under teknisk filnr. RMUK-
TF-29, revidert utgave B.

von

Vorschriften Im Namen der Reliance Medical Ltd

saannésten noudattamisesta vastaava henkild Le
Reliance Medical Ltd:n puolesta

NL - Ondertekend:

Persoon verantwoordelijk voor naleving van de

NO - Signert:

Pour le compte de Reliance Medical Ltd

Person med ansvar for overholdelse av regelverk

regelgeving namens Reliance Medical Ltd pé vegne av Reliance Medical Ltd

SV - Underskrift:
Person ansvarig for regelefterlevnad
pé uppdrag av Reliance Medical Ltd

Per conto di Reliance Medical Ltd
PL- Podpisano:

Stanowisko:

Z upowainienia:

ﬂacuw %00/&0&0/
AL 6.-O5- L
(Toice, Moke onlreat

DE - Ort und Datum:
FR - Lieu et date de délivrance :
NO - Sted og dato:

DA - Sted og dato:
F1 - Paikka ja alka:

NL- Plaats en datum:
SV - Ort och datu

EN - Place and Date:
ES - Lugar y fecha:
IT- Luogo e data:
PL- Data i miejsce:

‘ Page 1 of 2

C=

Registered in England No. 5701697




product REF__ | Basic UDI-DI UDI-DI Product Description B A .l 7 Gy, e
a11 506013188TF2942 05060131884110 Single Use Triangular Bandage 90x127¢m TAORE——

413 506013188TF2942 05060131884134 Calico Triangular Bandage 90x127¢m — S
415 S06013188TF2942 05060131884158 Triangular Bandage 95x135cm hemmed

420 5060131887F2942 05060131884202 Single Use Trlangular Bandage Boxed 90cm x 127¢m ———)
941 S06013188TF2942 05060131889412 Single Use Trlangular Bandage Blue 90 x127¢m \J
9494-5 506013188TF2942 05060738579044 Businesscare Trlangular Bandage Box of 2

€090 S06013188TF2942 05060738578832 Lifemarque Trlangular Bandage Cotton 90cm x 90¢m x 127¢rm S
X1180 S06013188TF2942 05060738578900 BCB Calico Triangular Bandage 90cm x 127¢m

X1198 506013188TF2942 05060738578917 BCB Non-woven Trlangular Bandage 90cm x 127¢m

X1335 506013188TF2942 05060497998834 Red Cross NZ Single Use Triangular Bandage 90 x 127¢m —
X1655 506013188TF2942 05060186994482 Arasca Single use Triangular Bandage 90 x 127¢m (410:AR)

X1926 506013188TF2942 05060131889412 Ash Medical single use triangular bandage 90 ¥ 127¢m —
X2925 506013188TF2942 05060497993662 1SS Single Use Triangular Bandage 90 x 127¢m —
X2926 506013188TF2942 05060497993679 Single Use Triangular Bandage 90 x 127cm - Box of 2 |
X4412 506013188TF2942 05060497997264 Single Use Calico Triangular Bandage (113cm x 113xm x 160cm) *J‘
X4413 506013188TF2942 05060497993396 Single Use Triangular Bandage 30g 90cm x 127cm {
X7411 506013188TF2942 05060186996042 Single use triangular bandage 90 x 127cm - Pack of 12 (FST69022) 2]
X7415 506013188TF2942 05060738578993 St Andrews Calico triangular bandage 95 x 135cm hemmed j

page 2 of 2



Variable information: Do not send this page

Device Class I

MDR Classification Rule 5

Technical File Reference RMUK-TF-30
Technical File Revision B




EN EC Declaration of Conformity

DA EF-overensstemmelseserklsering

DE EC-Konformitdtserkldrung

ES Declaracién UE de conformidad

Fl EU-vaatimustenmukaisuusvakuutus
FR Déclaration de conformité UE

T Dichiarazione di conformita CE

NL EU-Conformiteitsverklaring

NO EU-samsvarserklaering

PL Deklaracja Zgodnosci UE

sV EG-fSrsiikran om Sverensstimmelse

EN “We heredy declare that the medical device(s) specified below meet the
provision of the Regulation (EU) MDR 2017/74S for medical devices, and they are
classified as a Class | medical device under rule no.5.

This declaration of conformity s issued under the sole responsibility of Rellance
Medical Ltd. (EUDAMED SRN GB-MF-000004799), the Manufacturer, located at
the West Avenue, Talke, Stoke-On-Trent Staffordshire, England, ST7 1TL

We have appointed Reliance Medical (Ireland) (EUDAMED SRN IE-AR-
000003675), located at Unit17, w«&tl Industrial Estate, Kylemore Road, Dublin
10, Ireland, as our EU pr for these prod:

This declaration applies to all batches released under the control of the technical
file RMUK-TF-30 revision B.

DA - Vi erldaerer hermed, at det medicinske udstyr, der er specificeret nedenfor,
opfylder bestemmelserne | regulativet (EU) MDR 2017/74S for medicinsk udstyr,
og at de er klassificeret som medicinsk udstyr | klasse || henhold til regel nr. S.

Denne klaering er under Rellance

darbeid: d

RELIANCE MEDICAL
‘Leading First Aid’

Reliance Medical Limited,
West Avenue, Talke, Stoke-On-Trent

Staffordshire, ST7 1TL
T+44 (0)8456 448808
F+44  (0)8456 448809

www.rellancemedical.co.uk

DE - Wir erkliren hiermit, dass das/die unten angegebene(n) Medizinprodukt(e)
den Bestimmungen der Verordnung (EU) MOR 2017/745 fGr Medizinprodukte
entspricht/entsprechen und nach Regel Nr. 5. als Medizinprodukt der Klasse |
klassifiziert Ist/sind.

Medical Ltd's ansvar (EUDAMED SRN GB-MF-000004799),
beliggende West Avenue, Talke, Stoke-on-Trent, Staffordshire, ST7 1TL, England.

Vi har udpeget Reliance Medical (Irland) ( SRN [E-AR
beliggende Unit 17 Westlink Industrial Estate, Kylemore Road, Dublin 10, m-»d,
som vores EU. for disse p k

Denne erklaering gaeider for alle batches, der er frigivet under kontrol af teknisk
filnummer RMUK-TF-30 revision B.

3 kuvattu laite (laitteet)
tiyttdd Euroopan laitteista annetun

ja
(EV) (MDR) 2017/745 vaatimukset, ja se on luokiteltu luokan |

titen, ettd

ES- Por la presente, se certifica que el(los) producto( ficado(s) Fl - Vak
a continuacién cumple(n) lo previsto en el Reglamento (UE) 2017/745 sobre los
0s y que se dasi como io(s) de la
clase | conforme a la regla® 5.
L d ién de conformidad se emite bajo la bilidad Témd

laskinnalliseksi laitteeksi s38nndn nro S mukaisesti.
on annettu Reliance Medical

exclusiva de Reflance Medical Ltd. (ndmm de registro unico de Eudamed: GB-

ME-

Ltd. (EUDAMED SRN GB-MF-000004799), West Avenue, Talke, Stoke-On-Trent,

799), o i :ﬂ en West Avenue, Talke, Stoke-On- Staffordshire, ST7 1TL, Englanti, yksinomaisella vastuulla.
Trent Staffordshire, 1 terra.
g g i Olemme ni Reliance {irlant) ( SRN 1E-AR-
Hu:os designado a Reliance Medical (ireland) (nimero de registro unico de ooooosus), Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Irlanti,
1E-AR: 75), con domidi Unit 17, Westlink Estate, ndille

Kylemore Road, Dublin 10, IHanda, como nuestro representante autorizado en la

UE para el(los) producto(s) indicado(s).

La presente declaracion se aplica a todos los lotes liberados bajo el control del
técnico n.” RMUK-TF-30, revisién B.

m- lel presente si dichiara che il dispositivo medico o dispositivi medid sotto
indicati alle di ioni del Regol (UE) 2017/745 del
Parlamento europeo e del Consiglio relativo ai dispositivi medidi, e rientrano nella
Classe | dei dispositivi medic a norma della regola N. 5.

Téma vakuutus koskee kaikkia erid, jotka lasketaan liikkeelle teknisen tiedoston
nro RMUK-TF30 version B vaatimusten mukaisesti.

NL - Wij verklaren hierbij dat het/de medisch hulpmiddel{en) zoals hieronder
aangegeven voldoet/voldoen aan de bepaling van Verordening (EU) MDR
2017/745 voor disch en is/zijn i als Klasse |
medisch hulpmiddel regel nr. 5.

[F] iarazi di ita & sotto la
esclusiva di Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799), il
fabbricante, con sede in West Avenue, Talke, Stoke-On-Trent, Staffordshire, ST7
1TL, Inghilterra.

Reliance Medical (Ireland) (EUDAMED SRN IE-AR-000003675), con sede in Unit
17, w:ﬁﬁnk Industrial Estate, Kylemore Road, Dublino 10, Idanda, & stata

come d per questi prodotti.

Questa dichiarazione si applica a tutti i lotti rilasciati sotto il controllo del fascicolo
tecnico N. RMUK-TF-30 revisione B.

Deze klaring wordt  uitgeg onder de
verantwoordelijkheid van Reliance Medical Ltd. (EUDAMED SRN GB-MF
000004799), de fabrikant, gevestigd op het adres West Avenue, Talke, Stoke-On-
Trent, Staffordshire, ST7 1TL, Engeland.

Wij hebben Reliance Medical (lerland) (EUDAMED SRN IE-AR-000003675),
gevestigd op het adres Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin
10, lerland, benoemd als onze gemachtigde in de EU voor deze producten,

Deze verklaring is van toepassing op alle batches vrijgegeven onder de controle
van technisch dossier RMUK-TF-30 revisie B.

PL-0: 1e wyroby medy ktérych dotyczy ta deklaracja s zgodne SV - Vi intygar hirmed att de
2 dzeni i jskit i Rady (UE) 2017/745 oru w nedm uppfyller bestimmelserna | férordning (EU) MDR 2017/7‘5 om
2 imi innymi odj dnimi och de klassifi som i

unijnymi, ktére przewiduja wydanie deklaracji zgodnoici UE.
Poniisze wyroby medyczne naleiq do Kasy | oraz podlegaj regule 5.

Niniejsza deklaracja zgodnosci UE, zostata wydana na wylaazng odpowiedzialnoé
producenta, Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799), z siedziba
przy West Avenue, Talke, Stoke-On-Trent Staffordshire, England, ST7 1TL.

klass | enligt regel nr. 5.

Denna forsikran om &verensstimmelse utfirdas pd eget ansvar av Reliance
Medical Ltd. (EUDAMED SRN GB-MF-000004799), tillverkaren, med adress West
Avenue, Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, England.

Vi har utsett Reliance Medical (ireland) (EUDAMED SRN IE-AR-000003675), med
adress Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Irfand, till

Dlese g wird in vom
Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799) mit Sitz West Avenue,
Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, England, ausgestelit.

Wir haben Reliance Medical (Irland) ED SRN IE-AR ) mit Sitz
Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Ifand, zu unserem

EU fdr diese Produkte ernannt.

Diese Erkidrung gilt fOr alle Chargen, die nach Kontrolle gemi8 der technischen
Unterlage Nr. RMUK-TF-30 Revision B freigegeben werden.

< vife b

FR - Nous parlap que le ou les di stipulés o-
dessous sont conformes au Réglement (UE) 2017/745 du Parlement européen et
du Consell relatif aux dispositifs mddlaul e!. le cas échéant, toute autre
de I'Union ble p y d’une dédaration de
€ UE, lesdits itifs médi nlevnm de la dasse | conformément
@ la régle numéro 5.
Cette déclaration de conformité UE est établie sous la seule responsabilité du
fabricant, Reliance Medical Ltd. (EUDAMED SRN GB-MF-000004799) étabii 3 West
Avenue, Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, Angleterre.
Le fabricant a désigné Reliance Medical (ireland) (EUDAMED SRN IE-AR-
000003675) établie & Unit17, Westlink Industrial Estate, Kylemore Road,
Dublin 10, Irlande, comme son représentant légal UE eu égard & ces produits.
Cette déclaration est valide pour tous les lots libérés conformément au dossier
technique RMUK-TF-30, révision B.

oppfyller

NO - Vi erklaerer herved at det utstyret
kravene i dsf dning (EV) nr. 2017/745 om medisinsk

og
utstyr (MDR), og at det er klassifisert som medisinsk utstyr | klasse I i henhold til
regelnr. 5.

Denne samsvarserklaeringen er utstedt pd eneansvar av produsenten Reliance
Medical Ltd. (EUDAMED SRN GB-MF-000004799), med adresse West Avenue,
Talke, Stoke-On-Trent, Staffordshire, ST7 1TL, England.

Vi har oppnevnt Reliance Medical (Irland) (| SRN IE-AR:
med adresse Unit 17, Westlink industrial Estate, Kylemore Road, Dubfin 10, Mand
som vir autoriserte EU. for disse p

Denne erklaeringen gjelder for alle partier som frigis under teknisk filnr. RMUK-
TF-30, revidert utgave B.

Oiwiadczamy, 1e Reliance Medical (Ireland) (EUDAMED SRN IE-AR-000003675), 2 vir de EU 16 dessa
siedziba w Unit 17, Westlink Industrial Estate, Kylemore Road, Dublin 10, Ireland,
jest upowainiony do wystepowania w imieniu Reliance Medical z siedzil Denna férsikran giller for alla partier som slipps under kontroll av tekniskt
Wielkiej Brytanii, w zakresie ych zadan w do ob ké RMUK-TF30 revision B.
d hz dzenia (UE) 2017/745.
partii k ch pod
dz ku cji Techninej RMUK-TF-30 Rev B.
EN - Signed: DA - Underskrevet: DE - Unterschrift:
Person ible for y Ce Person, der er ansvarlig for overholdelse af reguleringen Verantwortliche Person fir die Einhaltung von
On behalf of Refiance Medical Ltd Pa vegne af Rellance Medical Ltd Vorschriften Im Namen der Rellance Medical Ltd
ES - Fdo.: Fi - Allekirjoittaja: FR - Signature :
ble de C1 sdinndsten noudattamisesta vastaava henkils Le ble de la conf é régl
Por: Refiance Medical Ltd Refiance Medical Ltd:n puolesta Pour le compte de Reliance Medial Ld
IT - Firmato: NL - Ondertekend: NO - Signert:

Persona responsabile del rispetto della normativa
Per conto di Reliance Medical Ltd

PL - Podpisano:

Stanowisko:

Z upowainienia:

SV - Underskrift:

EN - Place and Date:
ES - Lugar y fecha:
IT - Luogo e data:
PL- Data i miejsce:

Persoon verantwoordelijk voor naleving van de
regelgeving namens Reliance Medical Ltd

DA - Sted og dato:

FI - Paikka ja aika:

NL - Plaats en datum:
SV - Ort och datum:

pd vegne av Reliance Medical Ltd

Person ansvarig for regelefterlevnad
ph uppdrag av Rellance Medical Ltd

DE - Ort und Datum:
FR- Ueu et date de délivrance :
NO - Sted og dato:

©

Person med ansvar for overholdelse av regelverk

ntee, State on toent
 9B.05 0]

P
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Product REF Basic UDI-DI UDI-DI Product Description

022 506013188TF303K 05060131880228 Vinyl Powder-Free Gloves Box of 100

023 506013188TF303K 05060131880235 Vinyl Powder-Free Gloves Box of 100

024 506013188TF303K 05060131880242 Vinyl Powder-Free Gloves Box of 100

025 506013188TF303K 05060131880259 Vinyl Powder-Free Gloves Box of 100

029 506013188TF303K 05060131880297 Religlove vinyl powder-free medium single pair

049 506013188TF303K 05060131880495 Religlove latex powder-free medium/large single pair

042 506013188TF303K 05060131880426 Latex Powder-Free Gloves Box of 100

043 506013188TF303K 05060131880433 Latex Powder-Free Gloves Box of 100

044 506013188TF303K 05060131880440 Latex Powder-Free Gloves Box of 100

045 506013188TF303K 05060131880457 Latex Powder-Free Gloves Box of 100

059 506013188TF303K 05060131880594 Religlove nitrile powder-free medium/large single pair

052 506013188TF303K 05060131880525 Nitrile Powder-Free Gloves Box of 100

053 506013188TF303K 05060131880532 Nitrile Powder-Free Gloves Box of 100

054 506013188TF303K 05060131880549 Nitrile Powder-Free Gloves Box of 100

055 506013188TF303K 05060131880556 Nitrile Powder-Free Gloves Box of 100

2949 506013188TF303K 05060497994218 Religlove Nitrile Gloves Boxed 12 Pairs

705 506013188TF303K 05060131887050 Retail cotton gloves white

706 506013188TF303K 05060131887067 Retail cotton gloves white

707 506013188TF303K 05060131887074 Retall cotton gloves white

947 506013188TF303K 05060131889474 Nitrile Gloves boxed 6 pairs (for BS8599-1 kits)

949 506013188TF303K 05060131889498 Nitrile Gloves boxed 9 pairs (for BS8599-1 kits)

94675 506013188TF303K 05060738579051 Businesscare Nitrile Gloves Pairs

C100 506013188TF303K 05060738578849 Lifemarque Nitrile Gloves Large (Pair)

LP947 506013188TF303K 05060497997899 Nitrile Gloves Pack of 12 (6 Pairs)

LP949 506013188TF303K 05060497997929 Nitrile Gloves Pack of 18 (9 Pairs)

X1395 506013188TF303K 05060497998957 Red Cross NZ Nitrile Gloves Boxed 6 Pairs

X1396 506013188TF303K 05060497999046 Red Cross NZ Nitrile Gloves Powder Free - Pair

X1568 506013188TF303K 05060497999640 Red Cross NZ Nitrile Gloves Boxed 9 Pairs

X1670 506013188TF303K 05060186994352 Arasca Nitrile Powder-free Medium gloves - single pair (059-AR-M)
X1671 506013188TF303K 05060497997011 Arasca Nitrile Powder-free Large Gloves - single pair (059-AR-L)
X3022 506013188TF303K 05060738579105 Religlove vinyl powder-free small - pack of 20 (GLO639065ML)
X3023 506013188TF303K 05060186997155 Religlove vinyl powder-free medium - pack of 20 (GLO63906MED)
X3024 506013188TF303K 05060738579112 Religlove vinyl powder-free large- pack of 20 (GLO63906LRG)
X3025 506013188TF303K 05060738579129 Religlove vinyl powder-free extra large - pack of 20 (GLO63906XL)
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