LAGEMIDDELSTYRELSEN Ref.: 2026070521

DANISH MEDICINES AGENCY

Free Sales Certificate

The Danish Medicines Agency hereby certifies that the company has its registered
place of business in Denmark:

SP Medical A/S
Mollevej 1
DK-4653
Karise
Denmark

Medical devices specified in the attached list which are CE marked in conformity with
the Medical Device Regulation (Council Regulation 2017/745) may be manufactured
and marketed in Denmark/EU and exported without any approval from the Danish
Medicines Agency.
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Valid from: 8 July 2026 Lise Rovsing Kristiansen

Valid to: 18 November 2026 Student Assistant

Axel Heides Gade 1 T +45 44 88 95 95 med-udstyr@dkma.dk
DK-2300 Kgbenhavn S F +45 44 88 95 99 www.medicinskudstyr.dk
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Udstyrsliste/Product list
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We have been informed that the products specified below, are manufactured at the site:

SP Medical Sp. Z o.0.

Ul. Ceramiczna 2
PL-98-220 Zdunska Wola
Poland

On behalf of

SP Medical A/S
Mgallevej 1
DK-4653 Karise
Denmark

The subtypes listed below belong to the same product family and are marketed under

the brand name:

Accoat Standard Guide Wire

Produktnavn/
Product name

Grundlaeggende UDI/
Basic UDI number

Bemyndiget organ
certifikat
nummer/Notified body
certificate number

Lunderquist PTC

PTC-S-FI-025-L

5710086-GWASKU

HZ 2320977-1

PTC-Jr-FI-025-L

5710086-GWASKU

HZ 2320977-1

PTC-S-C-FI-025-L

5710086-GWASKU

HZ 2320977-1

PTC-Jr-C-FI-025-L

5710086-GWASKU

HZ 2320977-1

PTC-S-FI-035-L

5710086-GWASKU

HZ 2320977-1

PTC-Jr-FI-035-L

5710086-GWASKU

HZ 2320977-1

PTC-S-C-FI-035-L

5710086-GWASKU

HZ 2320977-1

PTC-Jr-C-FI-035-L

5710086-GWASKU

HZ 2320977-1

Schiiller PTC

PTC-SCH-S-FI-L1-L2-025-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-Jr-FI-L1-L2-025-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-S-C-FI-L1-L2-025-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-Jr-C-FI-L1-L2-025-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-S-FI-L1-L.2-035-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-Jr-FI-L1-L.2-035-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-S-C-FI-L1-L2-035-L

5710086-GWASKU

HZ 2320977-1

PTC-SCH-Jr-C-FI-L1-L2-035-L

5710086-GWASKU

HZ 2320977-1
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