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Free Sales Certificate

The Danish Medicines Agency hereby certifies that the medical devices specified in the attached list
are manufactured by:

SSI Diagnostica A/S
Herredsvejen 2
3400 Hillered
Denmark

Medical devices specified in the attached list which are CE marked in conformity with Directives
98/79/EC may be manufactured and marketed in Denmark/EU and exported without any approval
from the Danish Medicines Agency in accordance with article 110 of the Regulation on In Vitro
Diagnostic Medical Devices (Council Regulation 2017/746).
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Valid from: 08 June 2024 Rebecca Elnif Andersen
Valid Until: 26 May 2026

Axel Heides Gade 1 T +45 44 88 95 95 med-udstyr@dkma.dk 1(2)
DK-2300 Kgbenhavn S F +45 44 88 95 99 www.medicinskudstyr.dk

Verify the authenticity of this document by checking that a multicoloured 3D GENUINE ORIGINAL hologram is present at the top right corner
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In Vitro Diagnosic Medical Devices — SSI Diagnostica A/S Product list:

Produktnavn / Product Name Produkt ID /
. : ) o _Product ID
E. coli antisera o 50950
Pneumococcus antisera ) ' S 51772
Salmonella antisera o - 51514
Streptococcus antisera o - 63135
Latex products for serotypmg and ¢ screenmg of pneumococcus (ImmuLex TM) ) 51772
Latex products for 'serotyping and screening of Streptococcus - (ImmuLex ™ R 63135
Pneumococcus antlgenes (CWPS) 64703
Immuwew S pneumonia og L. pneumophxla Urmary Antlgen Test 63143
ImmuVIew S. pneumoniae antigen test 633*1'4‘3
ImmuV|ew L. pneumophila and L. pneumophlla Iongbeachae unnary antlgen test 63143
ImmuV|eW RSV Antigen test ) ,49500 _ -
Bacterial strains — Salmonella, Coli, Streptococcus, Pneumococcus 51519, 50952, 63138,
51773
Dermatophyte and C. albicans Real Time PCR Kkit ' 62577
Culture Media — Class B _ )
Suscept|b|I|ty Test media plates - 58585
Substrate incorporated ID Media N 58585
Isolat|on Medla (plates) 58585
Chromogenlc resistence marker plate (UTI + Flexicult ®) 62106

g

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

2(2)

Verify the authenticity of this document by checking that a multicoloured 3D GENUINE ORIGINAL hologram is present at the top right corner



