Manufacturer’s Declaration of Conformity
for dedicated real-time PCR kits and reagents

eealtonae

DIAGNOSTICS

altona Diagnostics GmbH has applied for certification of the below-listed products or their substitutes

according to Regulation (EU) 2017/746 (‘IVDR").

Therefore, these products are further permitted to be distributed as CE-marked IVD devices in the
European Union until the end of the transition period as indicated in Articles 110.3a and 110.3b of the
IVDR (as amended by Regulation (EU) 2024/1860), even though the respective Declaration of
Conformity according to European Directive 98/79/EC (‘IVDD”) expired on May 26, 2025 or on

May 26, 2026 or will expire on May 26, 2027.

Despite the expiration of the Declarations of Conformity compliance with the requirements of the IVDD

will be maintained.

The issuance of a current Free Sales Certificate by the competent authority confirms the permission

to distribute the products as CE-marked IVD devices within the European Union.

Product name Product code End of transition period
AltoStar® MERS-CoV RT-PCR Kit 1.5 AS0391543 31.12.2027
gl:txei:iaor‘: 'I:lﬂ?;cq\{gus Type & Rotavirus RT-PCR FS0071543 31.12.2029
E':t"escifo’: hsﬂ'?;Rffw'z Type-& FLURI-EOR FS0021515 31.12.2029
RealStar® CCHFV RT-PCR Kit 1.0 181013 31.12.2027
RealStar® CMV PCR Kit 1.0 021013 31.12.2027
RealStar® Filovirus Screen RT-PCR Kit 1.0 441013 31.12.2027
RealStar® Lassa Virus RT-PCR Kit 2.0 642013 31.12.2027
RealStar® MERS-CoV RT-PCR Kit 1.0 391012 31.12.2027
RealStar® Adenovirus PCR Kit 1.0 301013 31.12.2028
RealStar® alpha Herpesvirus PCR Kit 1.0 081013 31.12.2028
RealStar® BKV PCR Kit 1.0 031013 31.12.2028
RealStar® Chagas PCR Kit 1.0 611013 31.12.2028
RealStar® Chikungunya RT-PCR Kit 2.0 012013 31.12.2028
RealStar® Dengue RT-PCR Kit 2.0 282013 31.12.2028
RealStar® Dengue RT-PCR Kit 3.0 283013 31.12.2028
RealStar® EBV PCR Kit 1.0 131013 31.12.2028
RealStar® EBV PCR Kit 2.0 132013 31.12.2028
RealStar® EHEC PCR Kit 2.0 292013 31.12.2028
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RealStar® Enterovirus RT-PCR Kit 1.0 571013 31.12.2028
RealStar® HEV RT-PCR Kit 2.0 272013 31.12.2028
RealStar® HHV-6 PCR Kit 1.0 311013 31.12.2028
RealStar® HSV PCR Kit 1.0 061013 31.12.2028
RealStar® JCV PCR Kit 1.0 041013 31.12.2028
RealStar® Malaria PCR Kit 1.0 341013 31.12.2028
RealStar® Malaria Screen & Type PCR Kit 1.0 351013 31.12.2028
RealStar® Parvovirus B19 PCR Kit 1.0 101013 31.12.2028
RealStar® Pneumocystis jirovecii PCR Kit 1.0 551013 31.12.2028
RealStar® Rift Valley Fever Virus RT-PCR Kit 1.0 541013 31.12.2028
RealStar® VZV PCR Kit 1.0 071013 31.12.2028
RealStar® WNV RT-PCR Kit 2.0 322013 31.12.2028
RealStar® Yellow Fever Virus RT-PCR Kit 1.0 671013 31.12.2028
RealStar® Zika Virus RT-PCR Kit 1.0 591013 31.12.2028
RealStar® Bordetella PCR Kit 1.0 531013 31.12.2029
RealStar® Clostridium difficile PCR Kit 2.0 172013 31.12.2029
RealStar® hMPV RT-PCR Kit 2.0 252013 31.12.2029
RealStar® Influenza Screen & Type RT-PCR Kit 4.0 | 164013 31.12.2029
RealStar® Norovirus RT-PCR Kit 3.0 053013 31.12.2029
RealStar® PIV RT-PCR Kit 2.0 262013 31.12.2029
RealStar® Rotavirus RT-PCR Kit 1.0 561013 31.12.2029
RealStar® RSV RT-PCR Kit 3.0 193013 31.12.2029
RealStar® SARS-CoV-2 RT-PCR Kit 1.0 821015 (384 rxns) 31.12.2029

Signed for and on behalf of the manufacturer:
altona Diagnostics GmbH

Hamburg, 2026-05-27

Dr. Sénke Friedrichsen

General Management
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