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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 Hillerad
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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In Vitro Diagnosic Medical Devices — SSI Diagnostica A/S Product list:

| Produktnavn / Product Name Produkt ID /

[ ‘ . | Product ID

E.coliantisera - - 50950

Pneumococcus antisera o - - B2

Salmonelia antisera - ‘ 51514

Streptococcus antisera S 63135

Latex products for serotypmg and screenmé of pneumococcus - (ImmuLex T"") .33:772

Latex products for serotyping and screening of Streptococcus (ImmuLex ™) » ;63135

Pneumococcus antigenes (CWPS) - 64703 B

Immuview S. _pneumonia og L. pneumophlla Urmary Antlgen Test ‘ ’ ) _ 6§14§ ‘

ImmuV|ew S. pneumoniae antlgen test ‘ - 63143 i -

ImmuView L. pneumophila and L. pneumophila longbeachae urinary antigen test 63143 -

ImmuV|ew RSV Antigen test N 49500

Bacterial strains — Salmonella Coli, Streptococcus Pneumococcus 51519, 50952, 63138,
51773

Dermatophyte Real T|me PCR k|t 62577 B

Dermatophyte and C. albicans Real Time PCR kit . 62577

DEC PCR primers 48116

Culture Media — Class A .

General Culture Media agar plates o N 7 58585 o

Selechve Culture Medla agar plates:_b o 7 ' i ._5*85535 .

Culture Medla in tub_es ‘ ) o » - ' 585?5 i

Culture Media Staining solutions ' - 58585

Buffer and Washmg solutlons . 4 58585

Sterile Water and Saline solutions .. ' 58585

Transport and Storage Media » 63232

Culture Media — Class B ‘

Susceptlblllty Test media plates an - 5§§§5

Substrate incorporated 1D Media Y 58585

Isolation Media (plates) % - ‘ 58585 _

Chromogenic resistence marker plate (UT! + Flexicult ®)) - 62106
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