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Bio Optica Milano S.p.A. e via San Faustino 58 ¢ 1-20134 Milano
1 0 ] Ica Tel. +39 02.21.27.13.1 « Fax Acquisti/Export +39 02.21.54.155
it or-aptica it Fax Assistenza/Contabilitd +39 02.26.41.74.48 « Fax Vendite +39 02.21.53.000

- Mega cassettes

In vitro diagnostic — medical device /)) 52 ,J_,/ ®

CND code: W05030501

General features

Cassettes with double height for embedding samples with big size.

Code Colour Packagmg
07-7300 White ésve

u Manufacturer: Bio-Optica Milano S.p.A.

Rev. 121023 of 23/10/12
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Technical features

Cassettes realized for the embedding of sample with big size, with a double closure system to guarantee a

perfect lock-on during the processing passage.

Internal dimension: 30 x 25 x 10 mm, external dimension: 40 x 28 x 12 mm.

The sample's identification is possible thanks to the wizen surface on three cassette’s side. These surfaces are
fitted to the writing with pencil. For a permanent marking, we suggest to use permanent marking pen Securline
marker |l Bio-Optica (code 11-51) or Histology pen (code 11-50).

These cassettes are compatibles with Bio-Optica filing system (Diateca for macro-sections and big archives).

Functional features

Material: acetalic polymer (polyoximethylene polyacetal).

The acetalic polymer is stable to the high temperatures, to microwave operations, to solvents, to acids and

alkalis; then this material is optimal for the processing and the embedding passages in the histological process.

The dispensers, used for packaging, are realized in cardboard with a frontal opening to ease the cassettes
extraction.

For all these characteristics, particular storage precautions are not necessary for this kind of material.
Validity date: not applicable.

Note

Megacassettes are manufactured with our best technical skills, therefore, due to the complexity of the details
themselves and the type of material used, is to be considered a physiological quantity of defective cassettes
equal to 5,000 PPM (Parts Per Million), corresponding to a percentage of 0.5%.
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Improving Pathology

CE declaration

Nome e indirizzo del fabbricante
Name and address of manufacturer
Name und adresse der Firma

Nom et adresse de I'entreprise
Nombre y direccion de la empresa

DICHIARAZIONE DI CONFORMITA’
DECLARATION OF CONFORMITY
KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE
DECLARACION DE CONFORMIDAD

Bio-Optica Milano S.p.A.
Via San Faustino 58
20134 Milano

Iltaly

Dichiariamo sotto la nostra responsabilita che il dispositivo medico — diagnostico in vitro
We declare on our own responsability that the in vitro diagnostic medical device
Erkldren in alleiniger Verantwortung, dass das Medizinprodukt fir die In-Vitro-Diagnostik
Nous déclarons sous notre propre responsabilité que le dispositif medical de diagnostic in vitro
Declaramos bajo nuestra Unica responsabilidad que el producto médico de diagndstico in vitro

Nome
Name
Name
Nom
Nombre

Della classe
Of class
Der klasse
De la classe
De la clase

Soddisfa tutte le disposizioni della Direttiva 98/79/CE relative ai Dispositivi medici diagnostici in vitro che lo riguardano

Cassette per istologia (elenco nell’Allegato 1)
Histology cassettes (list in Annex 1)
Einbett-kassetten (liste in Anhang 1)
Cassettes pour I'histologie (liste en Annexe 1)
Cassette para histologia (lista en el Anexo 1)

Altro dispositivo
Other device
Sonstiges Produkt
Autre dispositif
Otro dispositivo

Meets all the provisions of the 98/79/CE Directive on in vitro diagnostic medical devices which apply to it
Allen Anforderungen der Richtlinie Gber In-Vitro-Diagnostika 98/79/EG entspricht, die anwendbar sind

Remplit toutes les exigences de la directive relative aux dispositifs médicaux de diagnostic in vitro 98/79/EC qui le concernent
Cumple todos los requisites de la directive sobre los productos medicos de diagndstico in vitro 98/79/CE que le conciemen

DIRETTIVA 98/79/CE, Allegato Ill, ad esclusione del paragrafo 6
DIRECTIVE 98/79/EC, Annex lll, except paragraph 6

RICHTLINIE 98/79/EG, Anhang Ill, ausgenommen Absatz 6
DIRECTIVE 98/79/CE, Annexe I, avec exception du paragraphe 6
DIRECTIVA 98/79/CE, Anexo I, ecepto el parrafo 6

Procedura di valutazione della conformita
Conformity assessment procedure
Konformitatsbewertungsverfahren

Procédure d’évaluation de la conformité
Procedimiento de evaluacion de la conformidad

Luogo, data
Place, date
Ort, datum
Lieu, date
Lugar, fecha

Milano, 28/03/2018

Nome, funzione
Name, function
Name, funktion
Nom, fonction
Nombre, funcién

¢ T
S
CARLO SBONA
Legale Rappresentante

Bio-Optica Milano $.p.A. Via San Fausting 58 - 20134 Milano
Phone +39 02.21.27.13.1 - Fax ltalia +39 02.21.53.000 - Fax Export +39 02.21.54.155
www.bio-optica.it — info@bio-optica.it - claims@bio-optica.it
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Improving Pathology CE declaration

Allegato 1 - Annex 1 - Anhang 1 - Annexe 1 - Anexo 1

Cassette per istologia Codici
Histology cassettes Codes
Einbett-kassetten Codes
Cassettes pour I'histologie Codes
Cassette para histologia Cédigos

Bio Cassette

07-7100, 07-7100E, 07-7110, 07-7110E, 07-7120, 07-7130E, 07-7130,
07-7130E, 07-7140, 07-7140E, 07-7150, 07-7150E, 07-7160, 07-7160E,
07-7180, 07-7180E, 07-9300, 07-9310, 07-9320, 07-9330, 07-9340, 07-
9350, 07-9360, 07-9380, 07-9700, 07-9710, 07-9720, 07-9730, 07-9740,
07-9750, 07-9760

Bio Cassette Il

07-8100, 07-8110, 07-8120, 07-8130, 07-8140, 07-8150, 07-8160, 07-
9100, 07-9110, 07-9120, 07-9130, 07-9140, 07-9150, 07-9160, 07-9500,
07-9510, 07-9520, 07-9530, 07-9540, 07-9550, 07-9560, 07-5580

Biopsy Cassette

07-7200, 07-7210, 07-7220, 07-7230, 07-7250, 07-7260, 07-7280, 07-
9400, 07-9410, 07-9420, 07-9430, 07-9450, 07-9460, 07-9480

Biopsy Cassette Il

07-8200, 07-8210, 07-8220, 07-8230, 07-8250, 07-8260, 07-8280, 07-
9200, 07-9210, 07-9220, 07-9230, 07-9250, 07-9260, 07-9600, 07-9610,
07-9620, 07-9630, 07-9650, 07-9660

Mega Cassette 07-7300
SuperMega Cassette 07-7000
Embedding Cassette 07-7350

Bio-Optica Milano S.p.A. Via San Faustino 58 - 20134 Milano
Phone +3902.21.27.13.1 - Fax Italia +39 02.21.53.000 - Fax Export +38 02.21.54.155
www.bio-optica.it — info@hio-optica.it — claims@bio-optica.it
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