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of Spain] OF HEALTH Spanish Medicines and
Medical Devices Agency

NOTIFICATION

OUR REF.: PS/DP/MFD RECIPIENT: BIOSYSTEMS, S.A.
DATE: 19 February 2020 C/ COSTA BRAVA, N.° 30
RE: Information to the recipient 08030 BARCELONA (SPAIN)

With regard to the products listed below, produced by your company, considering
that they are subject to external quality assessment procedures:

— PREVECAL BIOCHEMISTRY
— PREVECAL PROTEINS

— PREVECAL URINE

— PREVECAL RHEUMA

—  PREVECAL BIOCHEMISTRY HUMAN
— PREVECAL ANA

— PREVECAL nDNA

— PREVECAL CELIAC

— PREVECAL ANCA

— PREVECAL COAGULATION
— PREVECAL VETERINARY

" You are hereby advised that:

These products do not fall within the scope of Royal Decree 1662/2000, of 29
September, which transposes Directive 98/79/EC of the European Parliament and of
the Council, of 27 October 1998, on in vitro diagnosis medical devices, and,
consequently, are outside the sphere of competence of this Department of Medical
Devices.

They shall be marketed as provided for under the general commercial laws, the laws
on protection of users and consumers, and any other specific regulations which are

applicable thereto.
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THE HEAD OF THE DEPARTMENT
OF MEDICAL DEVICES
[Signature and seal of the Spanish Medicines
and Medical Devices Agency]
Carmen Ruiz-Villar Fernandez-Bravo
E-MALL; C/ CAMPEZO, 1-EDIFICIO 8
mpizarro@aemps.es 28022 MADRID

TEL: 9182250 09
FAX: 918225277

[There is a seal which states that the document has been recorded by the Spanish
Ministry of Health, dated 20 February 2020]




TESTIMONTI O.- ANTONIO ROSSELLO MESTRE, Nota-
rio del Tlustre Colegio de Catalufia, con residencia
en Barcelona, ——=—=——mm e e e e e e
DOY FE: Que el presente testimonio es fiel reproduc-
cién, por fotocopia, del documento original, que me
exhibe. Y para que conste libro el presente, extendi-
do en dos folios de papel del Timbre del Estado, ex-
clusivo para Documentos Notariales, serie FA, nimero
el presente y el anterior correlativo en orden ascen-
dente, == e e e e e e e e
Barcelona a once de marzo de dos mil veinte, ——==———=

Figura en el libro indicador con el N° 453/2020 de la
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