MAVIG GmbH e Stahlgruberring 5 « 81829 Mun

MAVIG

ich e Germany

EU-Konformitadtserklarung/EU Declaration of Conformity

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

MAVIG GmbH
Stahlgruberring 5
81829 Munich
Germany

Fir die Ausstellung dieser EU-Konformitatserklarung tragt MAVIG GmbH die alleinige
Verantwortung und bestatigt, dass die nachfolgend genannten Produkte die Anforderungen
der Verordnung (EU) 2016/425 fiir Personliche Schutzausristung sowie der Verordnung (EU)
2017/745 fur Medizinprodukte erfiillen.
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 as well as of the Regulation (EU) 2017/745 on

medical devices.

Anforderungen an/ Requirements for:

Personliche Schutzausriistung/
Personal Protective Equipment

Medizinprodukte/
Medical Devices

Produktbezeichnung/ Product name:

Rontgensschutzkleidung Dental
Radiation Protective Clothing Dental

Modell/ Model:

RD614 + RD635 + RD642 + RD644

Angewandte Normen/
Applied standards:

IEC 61331-1:2014
IEC 61331-3:2014

Basis-UDI-DI/ Basic UDI-DI: 04251339900479WE

Einmalige Registrierungsnummer/ N/A DE-MF-

Single registration number (SRN): 000006207

Risikoklasse/ Risk class: Kategorie Ill Klasse |
Category Il Class |

EU-Baumusterprifung durch NB 0302

benannte Stelle/
EU type-examination by notified body:

ANCCP Certification Agency S.R.L.
Via dello Struggino, 6

57121 Livorno (LI) — Italy
PPE-1206-18319-Cert

Konformititsbewertungsverfahren/
Conformity assessment procedure:

Anhang | (Kategorie Ill, Punkt d); Anhang
VIIl (Modul D) durch

Annex | (Category I, point d); Annex VIl
(Module D) by ANCCP Certification
Agency S.R.L. Via dello Struggino, 6
57121 Livorno (LI) - Italy

MDR, Art 52 (7)

Digitally signed by Grabazei Alexandru
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¥-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

VAT-ID No.:
DE 811268845

FO-029/00




Diese Erklarung wurde ausgestellt von/

This statement was issued by:

Ort und Datum der Ausstellung/
Place and date of issue:

Modellvarianten/ Model versions:

J—

Lol

Iréhe Madl=

Head of Regulatory Management

Munich, 2021-07-01

RD6145K61KL32 | RD6145K62KL32  |RD6145K25AK13 | RD6145K29AK13 | RD6145E29AK12
RD6145K61AK32 | RD6145K62AK32  |RD6145K25MA13 | RD6145E25MA12 | RD6145E29MA12
RD6145K61MA32 | RD6145K62MA32 |RD6145K29KL13 | RD6145E29KL12 | RD6145E30KL12
RD6145E30AK12 | RD6145E22AK13  |RD6145E28KL13 | RD6145K30KL13 | RD6145E32MA12
RD6145E30MA12 |RD6145E22MA13 |RD6145E28AK13 | RD6145K30AK13 | RD6145E61KL32
RD6145E31KL12 | RD6145E27KL13  |RD6145E28MA13 | RD6145K30MA13 | RD6145E61AK32
RD6145E31AK12 | RD6145E27AK13  |RD6145E25KL13 | RD6145E32KL12 | RD6145E61MA32
RD6145E22KL13 | RD6145E27MA13 |RD6145K29MA13 |RD6145E32AK12 | RD6145E62KL32
RD6145E62AK32 | RD6145E29AK13  |RD6145E31KL13 | RD6145K32KL13 | RD6145K27MA12
RD6145E62MA32 | RD6145E29MA13 |RD6145E31AK13 | RD6145K22AK12 | RD6145K28KL12
RD6145E25AK13 | RD6145E30KL13  |RD6145K31KL13 | RD6145K22MA12 | RD6145K28AK12
RD6145E25MA13 | RD6145E30AK13  |RD6145K31AK13 | RD6145K27KL12 | RD6145K28MA12
RD6145E29KL13 | RD6145E30MA13 | Rpg145Kk31MAL3 | RD6145K27AK12 | RD6145K25KL12
RD6145E31MA13 | RD6145E61MA33 |RD6145K61KL33 | RD6145K30KL12 | RD6145K22AK13
RD6145E32KL13 | RD6145E62KL33  |RD6145K61AK33 | RD6145K30AK12 | RD6145K22MA13
RD6145E32AK13 | RD6145E62AK33  |RD6145K25MA12 | RD6145K30MA12 | RD6145K27KL13
RD6145E32MA13 | RD6145E62MA33 |RD6145K29KL12 | RD6145K31KL12 | RD6145K27AK13
RD6145E61KL33 | RD6145K32AK13  |RD6145K29AK12 | RD6145K31AK12 | RD6145K27MA13
RD6145E61AK33 | RD6145K32MA13 |RD6145K29MA12 | RD6145K22KL13 | RD6145K28KL13
RD6145K28AK13 | RD6145K62AK33 | Rp6145K25KL13 | RD6145K61MA33 | RD6145K62KL33
RD6145K28MA13 | RD6145K62MA33 | Rp614-STD RD614-SON
RD6355E2212 RD6355E2712 RD6355E2812 RD6355E2512 RD6355E3112
RD6355E2213 RD6355E2713 RD6355E2813 RD6355E2513 RD6355E3113
RD6355E6132 RD6355E2912 RD6355E6232 RD6355E3212 RD6355E3012
RD6355E6133 RD6355E2913 RD6355E6233 RD6355E3213 RD6355E3013
RD6355K2212 RD6355K2712 RD6355K2812 RD6355K2512 RD6355K3112
RD6355K2213 RD6355K2713 RD6355K2813 RD6355K2513 RD6355K3113
RD6355K6132 RD6355K2912 RD6355K6233 RD6355K3212 RD6355K3012
RD6355K6133 RD6355K2913 RD6355K6232 RD6355K3213 RD6355K3013
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X-Ray Protection and Medical Suspension Systems

MAVIG GmbH

Managing Directors:



MAVIG

RD635-STD

RD635-SON RD642-STD RD642-SON

RD6425E2212 RD6425E2712 RD6425E2812 RD6425E2512 RD6425E3112
RD6425E2213 RD6425E2713 RD6425E2813 RD6425E2513 RD6425E3113
RD6425E6132 RD6425E2912 RD6425E6232 RD6425E3212 RD6425E3012
RD6425E6133 RD6425E2913 RD6425E6233 RD6425E3213 RD6425E3013
RD6425K2212 RD6425K2712 RD6425K2812 RD6425K2512 RD6425K3112
RD6425K2213 RD6425K2713 RD6425K2813 RD6425K2513 RD6425K3113
RD6425K6132 RD6425K2912 RD6425K6232 RD6425K3212 RD6425K3012
RD6425K6133 RD6425K2913 RD6425K6233 RD6425K3213 RD6425K3013
RD6445E2212 RD6445E2512 RD6445E2712 RD6445E2812 RD6445E3112
RD6445E2213 RD6445E2513 RD6445E2713 RD6445E2813 RD6445E3113
RD6445E3012 RD6445E4812 RD6445E6132 RD6445E6232 RD6445E2912
RD6445E3013 RD6445E4813 RD6445E6133 RD6445E6233 RD6445E2913
RD6445E4912 RD6445E3212 RD6445K2712 RD6445K2512 RD6445K3112
RD6445E4913 RD6445E3213 RD6445K2713 RD6445K2513 RD6445K3113
RD6445K4812 RD6445K6232 RD6445K2912 RD6445K4912 RD6445K2812
RD6445K4813 RD6445K6233 RD6445K2913 RD6445K4913 RD6445K2813
RD6445K3212 RD6445K2212 RD6445K3012 RD6445K6132 RD644-STD

RD6445K3213 RD6445K2213 RD6445K3013 RD6445K6133 RD644-SON
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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

VAT-ID No.:
DE 811268845




MAVIG

EU-Konformitatserklarung
EU Declaration of Conformity

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

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 Schutzausristung 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.

Produktbezeichnung/
Product name/

Réntgenschutzbrillen
Radiation Protective Glasses

Modell/ Model BR

IEC 61331-1:2014
IEC 61331-3:2014

Angewandte Normen:
Applied standards:

PSA entspricht den Bestimmungen der Verordnung (EU) 2016/425 und die Modelle erfiillen die
Anforderungen der technischen Spezifikationen des Herstellers. Dies ist identisch mit der PSA, die
Gegenstand der Baumusterpriifbescheinigung 523548/1 ist, ausgestellt von der Benannten Stelle BTTG
0338, Manchester M17 1EH, die die EU-Baumusterpriifung (Modul B) durchgefiihrt hat, die jetzt von
Shirley gehalten wird, Benannte Stelle 2895, Port Tunnel Business Park, Office 13 Unit 21, Dublin 17,
ROI und unterliegt dem in der Verordnung (EU) 2016/425, Modul-D festgelegten Verfahren unter der
Aufsicht der Benannten Stelle Shirley Technologies (Europe) Limited (Sky Business Centre, Port Tunnel
Business Park, Office 13 Unit 21, Dublin 17, ROI) durchgefiihrt bei Protech Leaded Eyewear, Inc., 1360 N
Killian Dr. Unit 2, Lake Park, Florida 33403.

PPE is in conformity with the provisions of Regulation (EU) 2016/425 and the models satisfy the
requirements of the manufacturer’s technical specifications. This is identical to the PPE which is the
subject of Certificate 523548/1 issued by BTTG Notified Body 0338, Manchester M17 1EH whom
performed the EU type-examination (Module B), which is now held by Shirley, Notified Body 2895, Port
Tunnel Business Park, Office 13 Unit 21, Dublin 17, ROl and is subject to the procedure set out in
Regulation (EU) 2016/425, Module D under the supervision of the notified body Shirley Technologies
(Europe) Limited (Sky Business Centre, Port Tunnel Business Park, Office 13 Unit 21, Dublin 17, ROI),
performed at Protech Leaded Eyewear, Inc., 1360 N Killian Dr. Unit 2, Lake Park, Florida 33403.
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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

VAT-ID No.:
DE 811268845

FO-028/00




Diese Erklarung wurde ausgestellt von:
This statement was issued by:

Ort und Datum der Ausstellung:
Place and date of issue:

Modellvarianten/ Model versions:

o

MAICG

! ’L@H@ad&f&egulatory

Management

Munich, 2022-02-02

BR115-BLACK

BR118-BLACK

BR118-BLACK-PRESC-S

BR118-BLACK-PRESC-B

BR118-BLACK-PRESC-P

BR118-TAUPE

BR118-TAUPE-PRESC-S

BR118-TAUPE-PRESC-B

BR118-TAUPE-PRESC-P

BR118-BLUE

BR118-BLUE-PRESC-S

BR118-BLUE-PRESC-B

BR118-BLUE-PRESC-P

BR119-BLACK

BR119-BLACK-PRESC-S

BR119-BLACK-PRESC-B

BR119-BLACK-PRESC-P

BR119-SILVER

BR119-SILVER-PRESC-S

BR119-SILVER-PRESC-B

BR119-SILVER-PRESC-P

BR310

BR310-PRESC-S

BR310-PRESC-B

BR310-PRESC-P

BR321 BR321-PRESC-S BR321-PRESC-B BR321-PRESC-P
BR322 BR322-PRESC-S BR322-PRESC-B BR322-PRESC-P
BR331 BR331-PRESC-S BR331-PRESC-B BR331-PRESC-P
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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

VAT-ID No.:
DE 811268845




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 bestatigt, dass die nachfolgend genannten Produkte die Anforderungen der Verordnung (EU)
2016/425 fur Persénliche Schutzausristung 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.

Produktbezeichnung/
Product name/

Réntgenschutzkleidung Anwender
Radiation Protective Clothing Medical

Modell/ Model RA614

IEC61331-1:2014
IEC61331-3:2014

Angewandte Normen:
Applied standards:

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-1203-18319-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-1203-18319-Cert.

Die PSA unterliegt dem in Anhang VIl (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 VIII (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

Iréne Madi = Head of Regulatory
Management

Diese Erklarung wurde ausgestellt von:
This statement was issued by:

Ort und Datum der Ausstellung: Munich, 2021-08-05

Place and date of issue:
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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-Lepere

VAT-ID No.:
DE 811268845

FO-028/00




MAVIG

Modellvarianten/ Model versions:

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

RA614 5 22 Kk 1 1
©® @ @ ® 6

@® @
Bleigleichwert/ Lead Equivalent Farbauswahl/ Colours
Code Code Code
0,50 mmPb 5 Curacao 22 Mandarin 30
Lagoon 25 Blue Admiral 31
Orchidee 27 Baccara 32
Regatta 28 Design Nautilus 61
Titan 29
©) @
Verschlussart fiir Halsweiten/ Closure for neck AuBenmaterial — Hiille/ Outer Material -
sizes Cover
Code Code
Klettverschluss/ Hook & Burr KL ComforTex HPMF 1
Austauschbarer Klettverschluss/ AK ComforTex HPMF Hybrid 2
Exchangeable Hook & Burr
Magnetverschluss/ Magnetic MA ComforTex HPMF Plus 3
®
Strahlenschutzmaterial — Innen/ X-Ray
Protective Material - Inlay
Code
Novalite 0,50 mmPb 1
Standard-Blei/ Standard Lead 2
Leadfree 3
MAVIG GmbH
X-Ray Protection and
Medical Suspension Systems
Trade-Register Munich
HRB-No. 76 403
Managing Directors:
Christian Stoian
Alexia Stoian-Lepére
VAT-ID No.:
DE 811268845
2/2

X-Ray Protection and Medical Suspension Systems




MAVIG

EU-Konformitatserklarung
EU Declaration of Conformity

MAVIG GmbH
Stahlgruberring 5
81829 Munich
Germany

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

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.

Rontgenschutzkleidung Anwender
Radiation Protective Clothing Medical

Produktbezeichnung/
Product name/

Modell/ Model RA631

IEC 61331-1:2014
IEC 61331-3:2014

Angewandte Normen:
Applied standards:

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-1203-18319-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-1203-18319-Cert.

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

The PPE is subject to the scheduled periodic surveillance procedure set out in Annex VIII (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

Diese Erklarung wurde ausgestellt von: | '5 lk {':,J: 1\

This statement was issued by: Irene Madl=Head of Regulatory
Management

Ort und Datum der Ausstellung: Munich, 2022-03-09

Place and date of issue:
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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

VAT-ID No.:
DE 811268845

FO-028/00




Modellvarianten/ Model versions:

Beispielhafte Zusammensetzung des Artikelcodes/

Example for the formation of the article code:

MAVIG

RA631 K 3 2 Z 65 22 2 8
® @ @@ ® & ® @
@ @
Ausfiihrung/ Type Bleigleichwert-Front/ Lead Equivalent-Front
Code Code
Kostim/ Costume K 0,25 mmPb 2
Weste/ Vest w 0,35 mmPb 3
Rock/ Skirt R 0,50 mmPb 5
©] @
Bleigleichwert-Riicken/ Lead Equivalent-Back GroRen/ Sizes
Code Code Code
0,25 mmPb 2 XS z XL X
S S XXL D
M M 3XL T
L L
® ®
Rockldngen/ Skirt Length Farbauswahl/ Colours
Code Code Code
65 cm 65 Curacao 22 Mandarin 30
70 cm 70 Lagoon 25 Blue Admiral 31
75 cm 75 Orchidee 27 Baccara 32
80 cm 80 Regatta 28 Design Nautilus 61
Titan 29
® @
AuBenmaterial — Hiille/ Outer Material - Cover Strahlenschutzmaterial — Innen/ X-Ray
Protective Material - Inlay
Code Code
ComforTex HPMF 1 Novalite 0,25 mmPb and 0,50 mmPb 1
ComforTex HPMF Hybrid 2 Novalite 0,35 mmPb 8
ComforTex HPMF Plus 3 Standard-Blei/ Standard Lead 2
Leadfree 3
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

VAT-ID No.:
DE 811268845




MAVIG

EU-Konformitatserklarung
EU Declaration of Conformity

MAVIG GmbH
Stahlgruberring 5
81829 Munich
Germany

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

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.

Rontgenschutzkleidung Anwender
Radiation Protective Clothing Medical

Produktbezeichnung/
Product name/

Modell/ Model RA632

IEC 61331-1:2014
IEC 61331-3:2014

Angewandte Normen:
Applied standards:

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-1203-18319-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-1203-18319-Cert.

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

The PPE is subject to the scheduled periodic surveillance procedure set out in Annex VIII (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

Irene Madl — Head of Regulatory
Management

Diese Erklarung wurde ausgestellt von:
This statement was issued by:

Ort und Datum der Ausstellung: Munich, 2022-03-09

Place and date of issue:
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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

VAT-ID No.:
DE 811268845

FO-028/00




Modellvarianten/ Model versions:

Beispielhafte Zusammensetzung des Artikelcodes/

Example for the formation of the article code:

MAVIG

RA632 3 2 z 12 22 2 8
O @ @ ® 6 ® @
@ @
Bleigleichwert-Front/ Lead Equivalent-Front Bleigleichwert-Riicken/ Lead Equivalent-Back
Code Code
0,25 mmPb 2 0,25 mmPb 2
0,35 mmPb 3
0,50 mmPb 5
©] @
GréRen/ Sizes Lingen/ Lengths
Code Code Code
XS YA XL X 100 cm 10
S S XXL D 110 cm 11
M M 3XL T 120 cm 12
L L 130 cm 13
140 cm 14
90 cm 90
® ®
Farbauswahl/ Colours AuBenmaterial — Hiille/ Outer Material -
Cover
Code Code Code
Curacao 22 Mandarin 30 ComforTex HPMF 1
Lagoon 25 Blue Admiral 31 ComforTex HPMF Hybrid 2
Orchidee 27 Baccara 32 ComforTex HPMF Plus 3
Regatta 28 | Design Nautilus 61
Titan 29
@
Strahlenschutzmaterial — Innen/ X-Ray
Protective Material - Inlay
Code
Novalite 0,25 mmPb and 0,50 mmPb 1
Novalite 0,35 mmPb 8
Standard-Blei/ Standard Lead 2
Leadfree 3
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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 Schutzausristung 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.

Produktbezeichnung/
Product name/

Réntgenschutzkleidung Anwender
Radiation Protective Clothing Medical

Modell/ Model RA660

IEC 61331-1:2014
IEC 61331-3:2014

Angewandte Normen:
Applied standards:

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-1203-18319-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-1203-18319-Cert.

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

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

ANCCP Certification Agency srl., Via dello Struggino, 6 — 57121 Livorng (LI) — Italy — CE0302

Irene Madl — Head of Regulatory
Management

Diese Erklarung wurde ausgestellt von:
This statement was issued by:

Ort und Datum der Ausstellung: Munich, 2022-03-09

Place and date of issue:
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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

VAT-ID No.:
DE 811268845

FO-028/00




MAVIG

Modellvarianten/ Model versions:

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

RA660 3 2 L 13 22 2 8
©® @ 6 ® 6 ® @

@ @
Bleigleichwert-Front/ Lead Equivalent-Front Bleigleichwert-Riicken/ Lead Equivalent-Back
Code Code
0,25 mmPb 2 0,25 mmPb 2
0,35 mmPb 3 Ohne Schutz/ Without Protection 0
0,50 mmPb 5
© @
GréRen/ Sizes Lingen/ Lengths
Code Code Code
XS VA XL X 100 cm 10
S S XXL D 110 cm 11
M M 3XL T 120 cm 12
L L 130 cm 13
140 cm 14
90 cm 90
® ®
Farbauswahl/ Colours AuBenmaterial — Hiille/ Outer Material -
Cover
Code Code Code
Curacao 22 Mandarin 30 ComforTex HPMF 1
Lagoon 25 Blue Admiral 31 ComforTex HPMF Hybrid 2
Orchidee 27 Baccara 32 ComforTex HPMF Plus 3
Regatta 28 | Design Nautilus 61
Titan 29
@
Strahlenschutzmaterial — Innen/ X-Ray
Protective Material - Inlay
Code
Novalite 0,25 mmPb and 0,50 mmPb 1
Novalite 0,35 mmPb 8 i“ﬁ:j‘,iﬁ:;fﬁ; o
Standard-Blei/ Standard Lead 2 Medical Suspension Systems
Leadfree 3 Trade-Register Munich
HRB-No. 76 403
Managing Directors:
Christian Stoian
Alexia Stoian-Lepére
VAT-ID No.:
DE 811268845
2/2

X-Ray Protection and Medical Suspension Systems
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Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 041090 0023 Rev. 01

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

MAVIG GmbH
Stahlgruberring 5
81829 Miinchen
GERMANY

MAVIG GmbH
Stahligruberring 5, 81829 Miinchen, GERMANY

Design and development, production and distribution of
Personal Protection in Medical X-Ray Application
(Protective Clothing and Protection Systems), and
Ceiling Suspension Systems (for Monitor Suspensions
and other Medical Equipment). Distribution of Medical
Devices.

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-03-05

Page 1 of 1

713176864

2020-04-01
2023-03-31

C@f‘-\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 + 80339 Munich « Germany



BR310 MAVICG

Design Tortoise

Model: BR310 Glasses with front and side X-ray protection of 0.75 mmPb, universal size, weight approx. 90 g

C€ 2895

BR310 - X-Ray Protective Glasses

The X-ray protective glasses BR310 have slightly curved glasses and a protection of 0.75 mmPb. MAVIG GmbH
The frame is made of an extremely durable plastic that ensures easy cleaning and good resistance X-Ray Protection and
to chemicals (disinfectant agents). The BR310 comes with a storage case and a soft head band. Medical Suspension Systems

MAVIG uses only protective lenses of the highest quality. This guaranties the best light transmission
values and a maximum lens break resistance. An ideal composition of the protective material results

in a high level X-ray absorption, and optimized production processes achieve an absolute homogeneous
allocation of the glass additives.

Stahlgruberring 5
81829 Munich
Germany

The quality features of our glasses make them perfect for the use in the medical environment: PO Box 82 03 62

 Great frame stability through high-grade synthetic materials 81803 Munich

« Optimized balance of sturdy, light-weight frame and lenses Germany

» Minimized risk of injury due to shape and used components Phone +49 (0) 89 / 420 96 - 0

« Low allergy risk due to carefully chosen materials Fax +49 (0) 89/ 420 96 - 200
- Easy cleaning and superior resistance against chemical influences (disinfection) e-Mail info@mavig.com

« Wide and flexible head band for a comfortable fit
« For this model prescription lenses are available: single, bifocal, and progressive
o Conformity: DIN EN 61331-1:2016 / DIN EN 61331-3:2016

© 2022 - MAVIG GmbH - Subject to changes. Rev.: DS_BR310_en_0122-1 WWW.m aVIg COM
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RA631
BALANCE

ALL-ROUND PROTECTION: VEST & SKIRT

Available as ...
m Premium Line - The Full Range

Comfort Line - The Economical Alternative

The two-part design optimally counteracts
any stress on the body caused by heat or weight.

« Completely overlapping front parts for lead equivalent values
of 0.25 mmPb, 0.35 mmPb or 0.50 mmPb on the front

« Ideal fit and amazing wearing comfort
» Suitable for long wearing times
» Clearly reduced weight on the spine
» Standard equipment includes shoulder pads and
preparation for adaptable embroidery
» In the lower area, the skirt is also secured with a snap closure

» Type testing and certification in accordance with (EU) 2016/425,
IEC 61331-1:2014 / DIN EN 61331-1:2016 and IEC 61331-3:2014 /
DIN EN 61331-3:2016

Optionally, the vest can be fitted with a button-on stretch belt.
This provides even more weight relief for the shoulders.

Alternatively, the costume can be combined with our shoulder
relief system BRYGGA.

@G

Sizes*, recommended for:

XS Chest girth < 84 cm Waist/hip girth < 86 cm

S Chest girth approx. 85 - 95 cm Waist/hip girth approx. 87 - 97 cm
M Chest girth approx. 96 - 106 cm Waist/hip girth approx. 98 - 107 cm
L Chest girth approx. 107 - 117 cm Waist/hip girth approx. 108 - 118 cm
XL  Chest girth approx. 118 - 128 cm Waist/hip girth approx. 119 - 129 cm
XXL Chest girth approx. 129 - 139 cm Waist/hip girth approx. 130 - 140 cm
3XL Chest girth approx. 140 - 150 cm Waist/hip girth approx. 141 - 151 cm

* As model RA631 consists of two pieces, the following applies:
For the vest, the larger value of the chest and waist determines the size.
For the skirt, the larger value of the waist and hip determines the size.



ALLROUND PROTECTION - VEST & SKIRT BALANCE RA631

Back relief

The elastic insert

in the back of the
skirt makes it easier
for users to maintain
their posture in daily
routines.

Elastic insert

The insert in the rear of the
skirt makes it easy for the
user to hold their posture

and this can be easily replaced
if necessary, thanks to a zip.

i High-quality hook-and-loop
\_Overlapping area fasteners to close the vest

Free movement
For greater freedom In order to ensure and skirt are, of course,
of movement, the skirt protection during standard.

has a cut-out at the
back.

Of course, the knees
are still optimally
protected at the front
and sides.

movement (e.g when
bending over), the
vest has sufficient
length and it overlaps
the skirt.

A

|

Patented safety

Ideal radiation protection is provided by colour- If the front wing is within this clearly recognisable
contrasting (Titan) safety zones on the sides zone when the protective clothing is fastened,
and in the shoulder area. These are equipped you are covering the full 60% of the girth with the
with the full lead equivalent value of the front selected protective value.

part and give you the certainty of being optimally
protected in all situations.

Protection/lead equivalent Outer material Sizes Optional Accessories/Replacement
Novalite, Leadfree Colours/designs from XS to 3XL Bolero
or standard lead (see front page) (see front page) Thyroid/sternum protection

Front, optional: Optional: Skirt length / Body height: On request: Stretch insert:
0.25 mmPb, 0.35 mmPb ComforTex® HPMF, 65cm /150 - 170 cm BRYGGA (Adjustment via zip)
or 0.50 mmPb ComforTex® HPMF Hybrid, 70 cm /170 - 180 cm Sleeves Stretch belt:
Back generally: ComforTex® HPMF Plus 75 cm /180 - 190 cm Stretch belt (external) (Adjustment via
0.25 mmPb (Nautilus design only) 80 cm /190 - 200 cm Breast pocket press studs)

Embroidery

Made-to-measure protection

© Copyright 2021 MAVIG GmbH - Subject to changes. Rev.: Flyer_RA631_en_0721-1



MAVIG

RA614
Thyroid Gland
Protection

Available as ...
Premium Line
Comfort Line

Neck widths, depending on model:

Hook-and-loop fastener (RA614KL)
Standard size fits neck sizes of 32 - 45 cm.

Magnetic closure (RA614MA)
Standard size fits neck sizes of 32 - 45 cm.

Interchangeable hook-and-loop fastener (RA614AK)
Standard size fits neck sizes of 37 - 50 cm.

“W)u..,'\ \\\ -

)
Urigil

39pIY210



THYROID AND STERNUM PROTECTION

The thyroid is a radiation-sensitive organ of the human body and therefore in
particular need of protection.

Wearing an appropriate shield should therefore be a matter of course.

Our thyroid and sternum protector variants are characterised by a first-class
cut and the best fit, taking into account all aspects of radiation protection.

The press-stud connection allows secure adjustment of the thyroid and sternum

protector on MAVIG X-ray protective clothing.

Model Variants RA614

The thyroid and sternum protector with press-stud connection to the vest/
coat/apron is suitable for all model series.

As standard, it is manufactured with a firmly sewn-on hook-and-loop
fastener. The other closure types, magnetic closure and interchangeable
hook-and-loop fastener, are available as options.

RA614KL Thyroid/Sternum Shield with hook & burr closure

RA614AK Thyroid/Sternum Shield similar to RA614KL
with an exchangeable hook & burr closure

RA614MA Thyroid/Sternum Shield similar to RA614KL
with magnetic closure ™

RA614

Snap Fasteners
for a secure attachment of the thyroid and sternum
protection to MAVIG protective clothing

Closure type - via magnet
The thyroid and sternum protection is also available with
a practical magnetic closure (variant RA614MA).

Accessories: Hygienic cover
To meet the hygienic requirements in everyday life, we recommend using our washable hygienic
cover in the colour Titan made of the special ComforTex® MF material.

Closure type - interchangeable

As a third alternative, an interchangeable closure can
be chosen (RA614AK). Please note the different neck
sizes here.

Protection/lead equivalent Outer material

Novalite, Leadfree
or Standard lead

Colours/designs Uniform
(see front page)

As standard: Optional:
0.50 mmPb ComforTex® HPMF,
ComforTex® HPMF Hybrid,
ComforTex® HPMF Plus
(Nautilus design only)

© Copyright 2021 MAVIG GmbH - Subject to changes.

Sizes/Neck widths

Depending on the model

Optional Accessories/replacement
(pages 30/31)

Hygienic cover
(RAG14HF)

On request: Hook-and-loop fastener
Embroidery (R614AKYV,
Made-to-measure protection adjustment via
push buttons)

Rev.: Flyer_RA614_en_0721-1
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RA660
COMFORT

FRONT PROTECTION APRON

Available as ...
m Premium Line - The Full Range

Comfort Line - The Economical Alternative

Our RA660 range offers up-to-date radiation protection clothing which
accompanies your active working day and provides outstanding service.
The extraordinarily good wearing comfort is supported by the wide stretch
insert on the back wings.

» Suitable for a wide range of applications with only frontal
radiation exposure

¢ Ideal fit, maximum comfort for the wearer
« Suitable for long wearing times

» Optional “without protection” in the back, for reduced weight
of the apron

» Standard equipment includes shoulder pads and preparation
for adaptable embroidery

» Type testing and certification in accordance with (EU) 2016/425,
IEC 61331-1:2014 / DIN EN 61331-1:2016 and IEC 61331-3:2014 /
DIN EN 61331-3:2016

Our customers report that this model is their favourite front apron.
This is because it can be taken on and off easily, fits the body well,
stays in place well and provides shoulder relief.

Sizes*, recommended for:

XS Chest girth < 84 cm Waist/hip girth < 91 cm

S Chest girth approx. 85 - 95 cm Waist/hip girth approx. 92 - 102 cm
M Chest girth approx. 96 - 106 cm Waist/hip girth approx. 103 - 112 cm
L Chest girth approx. 107 - 117 cm Waist/hip girth approx. 113 - 123 cm
XL  Chest girth approx. 118 - 128 cm Waist/hip girth approx. 124 - 134 cm
XXL Chest girth approx. 129 - 139 cm Waist/hip girth approx. 135 - 145 cm
3XL Chest girth approx. 140 - 150 cm Waist/hip girth approx. 146 - 156 cm

* The size depends on the girth of the chest, waist, or hip, depending on
which of the three measurements is the largest.

MAVIG



FRONT PROTECTION APRON COMFORT RA660

Special feature

The stretch insert,
ideal relief especially
for long periods of

wear.

Stretch insert

The stretch insert running
across the entire width of
the back ensures a good
fit and shoulder relief even
when the X-ray protective
clothing is worn for long

periods.
Closure system
MAVIG uses only top quality, low-wear
hook-and-loop fasteners.
Protection/lead equivalent Outer material Sizes Optional Accessories/replacement
Novalite, Leadfree Colours/designs from XS to 3XL Bolero
or Standard lead (see front page) (see front page) Thyroid/sternum protection

Front, optional: Optional: Skirt length / Body height: On request:
0.25 mmPb, 0.35 mmPb ComforTex® HPMF, 90 cm /150 - 160 cm Sleeves
or 0.50 mmPb ComforTex® HPMF Hybrid, 100 cm /160 - 170 cm Breast pocket
Back, optional- ComforTex® HPMF Plus 110 cm /170 - 180 cm Embroidery
0.25 mmPb (Nautilus design only) 120 cm /175 - 190 cm Made-to-measure protection
or without protection 130 cm /185 - 195 cm

140 cm /195 - 205 cm

© Copyright 2021 MAVIG GmbH - Subject to changes. Rev.: Flyer_RA660_en_0721-1



BRV500 MAVICG

BRV501

4 -~
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Models: BRV500 Continuous protection from forehead to the chin
BRV501 Protection down to the cheek bones with a cut-out for the nose
BRV500 & BRV501 - X-Ray Protective Visors
Especially designed for the protection of medical professionals during radiological procedures. MAVIG GmbH
Protection of the eye lens against scattered X-rays. The visors provide a high reduction in X-Ray Protection and
radiation exposure to the eyes and most of the facial area (see table). Medical Suspension Systems

The quality features of our visors make them ideal for the use in the medical environment
Stahlgruberring 5

+ Pb Value (Weight): BRV500 0.10 mmPb (approx. 520 g) 81829 Munich

BRV501 0.10 mmPb (approx. 480 g) 6;'&:2:“"‘* ’S‘::l‘::‘e“r::’w“ Germany
« Universal size / adjustable to fit different head sizes Radiation PO Box 82 03 62

« Multiple adjustments to conform to individual 81803 Munich
facial features S0 kv 96.9 %
i 60 kV 944 % Germany
« Easy to set up for fitting the head of the wearer :
by simply pressing and turning the pivoting 80 kv 86.3 % Phone +49 (0) 89 /42096 -0
mechanism to prevent slipping 100 kV 80.0 % Fax +49 (0) 89/ 420 96 - 200
» Comfortable, exchangeable, and washable pads 120 kV 75.0 % e-Mail  info@mavig.com

» Curved lead acrylic glass with 0.10 mmPb
« Low allergy risk due to carefully chosen materials

© 2021 - MAVIG GmbH - Subject to changes. Rev.: DS_BRV5_en_1021-1 Www.mavig COM
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