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EU - Declaration of Conformity

1. Name/address of the manufacturer: MAPA GmbH
IndustriestraBBe 21 — 25
27404 Zeven, Germany

SRN: DE-MF-000017639

2. We declare under our sole responsibility that our medical devices
Condoms, made of latex rubber,

comply with the relevant provisions of Directive 93/42/EEC for the production period
25.05.2021 to 25.05.2024.

They also comply with the provision of EU directive 2017/745 MDR (under note of Article 120:
Transitional provisions).

3. Basic UDI-DI: 400860KONDOMO00007E8

4. Product and trade name: BILLY BOY, Fromms, Blausiegel, R3
BILLY BOY. =2

5. Medical device class: IIb, according directive EC 93/42/EEC, annex IX, rule 14

6. The listed products are completely and demonstrably in conformity with the following standards
or other normative documents:

7. ENISO 4074 Natural latex rubber condoms - Requirements and test

methods

DIN EN ISO 10993 Biological Evaluation of Medical Devices

DIN EN ISO 14971 Medical devices- Application of risk management to
medical devices

DIN EN 1041 Information supplied by the manufacturer of medical
devices

DIN EN ISO 15223-1 Medical devices - Symbols to be used with medical device

labels, labelling and information to be supplied —
Part 1: General requirements
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8. Notified body: TUV Rheinland LGA Products GmbH
Tillystraf3e 2,
90431 Niirnberg
CE 0197

9. Additional information: Registration number HD 60136458 0001
Document validity until yyyy-mmaa 2023-12-31

10. Place of issue, Dateyyy-mmaa: Zeven, 2022-01-04

Digital

) unterschrieben
: u ") von Giinter STEITZ
Datum: 2022.01.05

09:15:32 +01'00'

i.A. Guenter STEITZ (Quality Management)
Signed for and on behalf of Alexander Du Chesne (Director Quality Management)
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