CELLAVISION

EC - DECLARATION OF CONFORMITY

Manufacturer’s name:

Manufacturer’s address:

CellaVision AB

Mobilvagen 12
SE-223 62 LUND

SWEDEN
Type of Product Product Name IVD GMDN Art. No.
Classification | Number
Automated Digital DI-60 General IVD | 61864 CC286297
Cell Morphology CellaVision® DC-1 General IVD | 61864 XU-10301
Analyzer CellaVision® DC-1 PPA | General IVD | 61864 XU-10302
Applications For DI Advanced RBC | General IVD | 43472 AB859211
Application
For DI Body Fluid General IVD | 43472 AG241722
Application
Software For DI Remote Review | General IVD | 43472 AG516335
Software
CellaVision® Remote General IVD | 43472 CRRS-TE0099
Review Software CRRS-GR0099
Accessories CellaVision® Qil Pack, | General IVD | 61864 XU-10135-01
2x150ml

Conformity Assessment
Procedure

Annex Ill of Council Directive 98/79/EC

CellaVision AB hereby declares that the device mentioned above complies with the Council
Directive 98/79/EC and to its transposition into national laws on relevant markets.

Reza Kharraziha
Regulatory Affairs Manager

CellaVision AB - Mobilvégen 12 - 223 62 Lund - Sweden
Phone: +46 460 16 00 www.cellavision.com
org. nr 556500-0998 - VAT no SE556500-0998-01



This is to certify that Reza Kharraziha has written his

signature by his own hand.
Lund, Sweden, this 22°® day of March 2021.

Ex officio

Helén Ki [ na. € Dno 594/21
Notary Ppblic Fee SEK 300



Nazev vyrobce

Adresa vyrobce

ES PROHLASENI O SHODE

CellaVision AB

Mobilvdagen 12
SE-223 62 LUND

SVEDSKO
Druh vyrobku Nazev vyrobku Klasifikace GMDD ¢islo Cislo zbozi
diagnostickych
zdravotnickych
prostiedkd in vitro
(IVD)
Automatizovany DI-60 Obecny IVD 61864 CC286297
digitalni analyzétor CellaVision®DC-1 Obecny IVD 61864 XU-10301
bunécné morfologie | CellaVision®DC-1 PPA | Obecny IVD 61864 XU-10302
Pouziti Pro pokrocilou Obecny IVD 43472 AB859211
analyzu bunék
cervené krevni rady
Pro analyzu bunék Obecny IVD 43472 AG241722
télnich tekutin
Software Software pro Obecny IVD 43472 AG516335
vzdalené hodnoceni
natér(
CellaVision® software | Obecny IVD 43472 CRRS-TE0099
pro vzdalené CRRS-GR0099
hodnoceni
Prislusenstvi CellaVision® QilPack, Obecny IVD 61864 XU-10135-01
2x150 ml

Postup posouzeni shody

Ptiloha Ill Smérnice Rady 98/79/ES

Spolecnost CellaVision AB timto prohlasuje na vlastni odpovédnost, Ze vySe uvedeny vyrobek je ve
shodé se smérnici Rady 98/79/ES a jeji transpozici do vnitrostatnich pravnich predpis( na pfislusnych

trzich.

Lund, 22. bfezna 2021

(podpis)
Reza Kharraziha

Vedouci regulacnich zaleZitosti

(razitko notare)

CellaVision AB — Mobilvdgen 12 — 223 62 Lund — Svédsko
Tel. +46 460 16 00 www.cellavision.com
IC: 556500-0998 DIC: SE556500-0998-01



http://www.cellavision.com/

Timto ovéruji, Ze Reza Kharraziha tuto listinu vlastnoru¢né podepsal.
Lund, Svédsko, 22. bfezna 2021.
Z moci ufedni

(podpis) (razitko notare)
Helén Kinnman Dno 594/21
Notar Poplatek 300 SEK



