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MAVIG

EU-Konformitatserklarung
EU Declaration of Conformity

Name und Anschrift des Herstellers/
Name and Address of Manufacturer:

MAVIG GmbH
Stahlgruberring 5
81829 Munich
Germany

Fiir die Ausstellung dieser EU-Konformitatserklarung tragt MAVIG GmbH die alleinige Verantwortung
und bestétigt, dass die nachfolgend genannten Produkte die Anforderungen der Verordnung (EU)
2016/425 fur Persénliche Schutzausriistung erfillen.

This EU declaration of conformity is issued under the sole responsibility of MAVIG GmbH who confirms
that the products mentioned below meet the provision of the Regulation (EU) 2016/425 on personal
protective equipment.

Produktgruppe/
Product group:

RA Rontgenschutzkleidung Anwender
RA Radiation Protective Clothing Medical

Strahlenschutz-Haube
Radiation Protective Headband/ Cap

Produktbezeichnung/
Product name:

Modell/ Model: RA610

RA611-STD (Standard/standard)

RA611-SON (Sonderanfertigung/custom made)
RA612-STD (Standard/standard)

RA612-SON (Sonderanfertigung/custom made)

Angewandte Normen/
Applied standards:

IEC61331-1:2014
IEC 61331-3:2014

Die benannte Stelle ANCCP Certification Agency srl., Via dello Struggino, 6 — 57121 Livorno (LI) — Italy hat
die EU-Baumusterprifung durchgefiihrt und die EU-Baumusterpriifbescheinigung PPE-2582-23303-Cert
ausgestellt.

The notified body ANCCP Certification Agency srl., Via dello Struggino, 6 — 57121 Livorno (LI) — Italy
performed the EU type-examination and issued the EU type-examination certificate PPE-2582-23303-Cert.

Die PSA unterliegt dem in Anhang VIII (Modul D) der Verordnung (EU) 2016/425 vorgesehenen Verfahren
der regelméaRigen Uberwachung unter der Aufsicht der folgenden Benannten Stelle:

The PPE is subject to the scheduled periodic surveillance procedure set out in Annex VIl (Module D) of
Regulation (EU) 2016/425 under the supervision of the following Notified Body:

ANCCP Certification Agency srl., Via dello Struggino, 6 — 57121 Livorno (LI) — Italy — CE0302
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X-Ray Protection and Medical Suspension Systems

MAVIG GmbH
X-Ray Protection and
Medical Suspension Systems

Company Address:
Stahlgruberring 5
81829 Munich
Germany

Post Box:
Postfach 820362
81803 Munich
Germany

Phone:
+49 (0) 89 /420 96 - 0

Fax:
+49 (0) 89 / 420 96 - 200

e-Mail:
info@mavig.com

Web:

www.mavig.com

Bank Accounts:
HypoVereinsbank Munich
IBAN: DE80 7002 0270
1620 2253 00
SWIFT-BIC: HYVEDEMMXXX

Postbank Munich

IBAN: DE12 7001 0080
0071 3748 07

SWIFT-BIC: PBNKDEFFXXX

Trade-Register Munich
HRB-No. 76 403

Managing Directors:
Christian Stoian

Alexia Stoian-Lepeére
Philip Milbredt

VAT-ID No.:
DE 811268845

FO-028/00
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Diese Erkldrung wurde ausgestellt von/ Irene Mad| — Head of Regulatory Management

This statement was issued by:
Ort und Datum der Ausstellung/

Place and date of issue: Munich, 2024-10-02

Modellvarianten/ Model versions:

Beispielhafte Zusammensetzung des Artikelcodes/
Example for the formation of the article code:

RA610/RA611/RA612 2 2> 1 3

@ @ ® ® 6
@
Modell/ Model
Code
Strahlenschutz-Stirnband/ Radiation Protective Headband RA610
Strahlenschutz-Haube mit Einsatz/ Head Cap with Airflow Strip RA611
Strahlenschutzhaube/ Enclosed Head Cap RA612
@ ©)
Bleigleichwert/ Lead Equivalent Farbauswahl/ Colours
Code Code Code

0.25 mm Pb 2 Curacao 22 Titan 29
0.35 mm Pb 3 Lagoon 25 Mandarin 30
0.50 mm Pb 5 Orchidee 27 Blue Admiral 31

Regatta 28 Baccara 32
@ ®
AuBenmaterial — Hiille/ Outer Material - Cover Strahlenschutzmaterial — Innen/

X-Ray Protective Material - Inlay

Code Code

ComforTex HPMF 1 Novalite Plus; 0.25 mm Pb, 1
ComforTex HPMF Hybrid 2 0.35 mm Pb and 0.50 mm Pb

Leadfree 2.0; 0.25 mm Pb, 0.35 mm Pb 3

and 0.50 mm Pb

2/2

X-Ray Protection and Medical Suspension Systems

MAVIG GmbH
X-Ray Protection and
Medical Suspension Systems

Trade-Register Munich
HRB-No. 76 403

Managing Directors:
Christian Stoian

Alexia Stoian-Lepeére
Philip Milbredt

VAT-ID No.:
DE 811268845




RA611
with breathable
insert

RA612

closed cap

Temperature regulation

=)

Included Outlast
Temperature regulation

=)

Included Outlast

Models: RA611 Radiation protection cap, with breathable insert ensuring very good heat dissipation

RA612 Radiation protection cap, closed cap shielding the cranium frontally, on the sides and
completely from above (limits heat dissipation)

Radiation Protection Head Wear - RA611 & RA612

Working in interventional radiology can entail risks. Currently, the likelihood of medical personnel being
exposed to radiation and developing a brain tumour is the subject of lively debate among experts.

Without effective on-site upper table scatter radiation protection, the cranium may well be exposed to high
levels of radiation, depending on the procedure and fluoroscopy time.

MAVIG, therefore, has developed two different radiation protective head coverings to meet the individual needs
of the user. The respective models differ in the matching of the desired protection area and heat elimination.

Effective protection for the cranium (optional: 0.25 mm Pb, 0.35 mm Pb, or Q:505mmIPB)
Inner material: Novalite® Plus or Leadfree 2.0

Outer material: ComforTex® HPMF

Corresponds to work-related physiological aspects

Perfect balance of radiation protection, weight and comfort

Always with Outlast® material

Design-protected, universal-size cuts

Optimal adjustment to the respective head circumference and head shape

Sizes: suitable for head circumferences from 54 - 63 cm

© 2024 - MAVIG GmbH - Subject to changes. Rev.: DS_RA-Head_en_0824-1

MAVIG

Made in Germany

MAVIG GmbH
X-Ray Protection and
Medical Suspension Systems

Stahlgruberring 5
81829 Munich
Germany

PO Box 82 03 62
81803 Munich
Germany

Phone +49 (0) 89/ 420 96 - 0

Fax +49 (0) 89 / 420 96 - 200
e-Mail info@mavig.com

www.mavig.com


cristina.gutu
Highlight

cristina.gutu
Highlight

cristina.gutu
Highlight

cristina.gutu
Highlight


		2024-12-09T09:39:01+0200
	Moldova
	MoldSign Signature




