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IMPORTANT NOTE

The information, figures, notes and estimates in this
documentation represent the most advanced stage of
science and technology and are the result of in-depth
research.

We are not obliged to update this manual regularly in
response to new technical developments, or send revised
versions, updates, etc. for this manual to our clientele.
We accept no liability for any errors in data, notes,
technical illustrations etc. in this manual, in line with
current Italian legislation. In particular, we are not liable in
any way for any damage to property or other indirect
damage arising from failure to comply with instructions or
specific information provided in this manual.

Instructions, drawings, illustrations and any other
technical or general information in this user manual are
not binding with regard to our products.

Published by:
Bio-Optica S.p.A.
Via San Faustino, 58
20134 Milan

Italy

Telephone (+39) 02-2127131
Fax: (+39) 02-2153000
Internet: info@bio-optica.it

The provisions of the contract agreed between our
company and the customer prevail in all cases.
Bio-Optica reserves the right to make changes to
technical specifications or the production process without
notice. This is necessary to allow constant progress in
production and technology.

This document is protected by copyright. All copyright is
held by Bio-Optica S.p.A.

Even partial reproduction of the text or illustrations by
printing, photocopying, microfim, Web Cam or other
methods - including all electronic instruments and
systems - is only permitted with the prior written
authorization of Bio-Optica S.p.A.

The serial number and year of manufacture are provided
on the nameplate affixed to the rear of the device.
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1 IMPORTANT INFORMATION

1.1 PRECAUTIONS FOR USE

Before using the instrument, carefully read the instructions and warnings contained in this manual and keep
them for further reference. They provide important information regarding the functions and safety in installing,
using and maintaining the instrument.

Bio-Optica Milano S.p.A. cannot be held liable for any damage resulting from improper or incorrect use and for
failure to comply with the provisions of this manual and the current safety standards.

1. After removing the packaging, make sure that the instrument is intact without visible damage that may have been
caused by transportation.

2. Before connecting the instrument, make sure that the data on the nameplate corresponds to that of the power supply.

3. This instrument must only be used for the purpose for which it was expressly designed, that is, as a paraffin dispenser
for laboratory use. Any other use is to be considered improper and therefore hazardous.

4. The instrument must only be used by authorized and professionally qualified personnel.

5. Periodic annual maintenance must be carried out only by qualified personnel authorized by Bio-Optica. For
information, please contact the Technical Assistance Service at Tel. 02-21271310.

6. The electrical safety of this instrument is ensured only when it is correctly connected to an efficient grounding system
as required by current electrical safety standards. It is necessary to check this fundamental safety prerequisite, and if in
doubt, please request a thorough check of the system. The instrument is equipped with a power supply cable having 2
wires + earth to be connected to the power outlet.

7. Do not remove the frame or its parts during operation. Turn off the instrument and disconnect it from the power outlet
before opening it. This operation must only be carried out by authorized and professionally qualified personnel.

8. To eliminate the risk of instrument malfunction, the instrument must operate in an environment free of strong
electromagnetic fields; this means that transmitters such as cell phones should not be used near the instrument.
In case of serious malfunction, turn off the instrument and contact the Technical Assistance Service.

9. All scraps and wastes, both infectious and radioactive, deriving from the work cycle of the instrument must be disposed
of in compliance with the relevant laws in force.

)i

mm  This equipment is marked with the symbol shown on the side, in accordance with the European Parliament
Directive 2002/96/EC and subsequent amendments regarding WEEE (Waste Electrical and Electronic Equipment). This
means that it is forbidden to dispose of this appliance as normal waste; it must instead be taken to a special WEEE
collection center authorized and set up by the Public Administration.

10. The contents of this manual are subject to change without notice.
11. Please find enclosed the declaration of conformity.

12. In the event of a serious accident, we recommend that you immediately inform Bio-Optica Milano S.p.A and the
competent authorities
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1.2 SYMBOLS AND THEIR MEANING

Symbol for CATALOG NUMBER:

REF

Symbol for ALTERNATING CURRENT:

—

Symbol for CONSULT THE
INSTRUCTIONS FOR USE:

[13]

Symbol for IN VITRO DIAGNOSTIC
MEDICAL DEVICE:

IVD

Symbol for DATE OF MANUFACTURE:

!

WARNING symbol:
hot surface temperatures

A\

Symbol for SERIAL NUMBER:

SN

Symbol for FUSE:

—

Symbol for CE MARKING:

(€

Symbol for DISPOSAL OF ELECTRIC AND
ELECTRONIC EQUIPMENT:

]
Symbol for MANUFACTURER:

ATTENTION or WARNING symbol:

/N
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1.3 PROPER USE

The BEC150 is a modern embedding station for a practical, quick and accurate embedding of paraffin samples.
Thanks to the integration of the thermal unit, the BEC150 can find a place in any pathological anatomy laboratory. The
main functions of the unit are:

* Dissolve solid paraffin for embedding the samples and keep it melted at the required temperature.

* Fill the molds, containing the tissue samples, with paraffin.

» Heat and maintain the temperatures of the embedding cassettes with samples and molds.

» Set and manage temperatures separately for each unit.

This sturdy and ergonomic modular system guarantees a linear and customizable workflow and offers comfort and
ease of use to all users.

1.4 USER GROUP

The BEC150 may only be used by specialized and qualified personnel. Before carrying out any intervention, the user
must read the operating instructions and learn more on all the technical details of the instrument.

1.5 TYPE OF INSTRUMENT

All the information provided in this instruction manual concerns the BEC150 embedding unit. The serial number is
provided on the nameplate affixed to the rear of the instrument.

i0 -~ Optica
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1.6 SAFETY WARNINGS

This user manual contains important instructions and information relating to the operational safety and maintenance of
the instrument. The instruction manual is an important part of the product and must be read thoroughly before installation
and use of the instrument and must always be close to it.

To ensure safe operation, the operator must observe the instructions and warnings contained in this manual. The
protective devices on the instrument and its accessories must not be removed or modified. The tool may only be opened
and repaired by Bio-Optica authorized service technicians.

Use only the power cable supplied and do not replace it with other cables.

If the mains plug does not fit into your outlet, please contact our customer service.

The instrument was built according to the state of the art and recognized technical safety rules.

Improper use or handling may lead to risks of even fatal injury for the user or third parties, or damage to the device or
other property. The instrument is intended only for proper use and in a state of perfect technical safety. Faults that can
compromise safety must be eliminated immediately.

1.7 DANGER WARNINGS

The safety devices, supplied on this instrument by the manufacturer, constitute only the basis for accident protection.
To ensure safe operation of the instrument at all times, certain instructions and warnings must be observed.

During normal operation, some surfaces of the instrument reach high temperatures.

Contact with these surfaces can cause burns. Do not use sharp tools to remove solidified paraffin from workspaces, as
this may destroy the surface coating.

Use the Bio-Optica spatula supplied together with the instrument (40-200-070). During operation, the paraffin tank, the
container for the molds, the tray for the cassettes, the workspace and the forceps-holder are at high temperatures. Risk
of burns!

Do not store any combustible or flammable substance near the instrument. If working with an open flame in the direct
vicinity of the instrument (solvent fumes) there is a risk of fire. Therefore, keep a minimum safety distance of 2 meters.
Switch off the instrument before any maintenance work and remove the mains plug. When using cleaning products,
follow the manufacturer’s safety instructions and laboratory safety rules. Before replacing defective fuses, the instrument
must be disconnected from the mains. Only fuses that are easily accessible may be replaced by the user. When working
or cleaning, make sure that no liquids enter the instrument.
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2 DESCRIPTION

2.1 MAIN COMPONENTS

Tank
Display

On/off button

Flow adjustment screw

Dispenser with lever and lighting
Workspace

Heated forceps container

Paraffin collection cassettes

Cold area

10. Wrist pads

11. Trays with lid

12. Status LEDs

13. Connector for heated forceps and pestles

CoNDIORWN =
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2.2 MAIN CHARACTERISTICS

Paraffin dispenser for embedding histological samples quickly and cleanly.

The paraffin tank, the workspace, the side trays and the dispensing nozzle are consistently kept at a proper temperature
so as to ensure the constant maintenance of the desired working temperature.

Dimensional characteristics

Dimensions (WxDxH): 560 x 605 x 405 mm.
Paraffin tank capacity: 4 liters

Workplate dimensions (WxD): 517 x 120 mm.
Weight: 18 kg

Power connections

Power supply: 230V~ 50/60Hz.
Power: 700 Watt.
Fuses: No. 2 x 4 Amp fuses - 5x20 mm - T4AH250V.

Other connections

Water connections: Not necessary.
Fume extraction/filtration: Not necessary.

Construction features

= Painted sheet metal frame.

= Structure consisting of two independently heated and thermostatted workspaces:

= Aluminum paraffin tank with lid, used to dissolve the paraffin flakes.

=  Aluminum work plate with no. 6 housings for forceps and paraffin collection cassette, both heated.

= Paraffin dispensing system via dispensing nozzle controlled by proximity sensor (maintenance-free) or pedal
(optional accessory). Knob for flow regulation.

=  Workspace lighting via white LEDs controlled via display.

= Cold spot for rapid cooling: 80 x 65 mm spot cooled to approx. -3°C via “Peltier” plate, with independent switch-
on. With wider area suitable for super cassettes as well.

= 4.3” capacitive touchscreen LCD display.
= Detection of paraffin level via integrated level sensors.

= Detection of presence of paraffin collection cassettes by means of presence sensors, so as to increase workplace
safety.
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= Heated and removable forceps-holder for 6 forceps.

= Easily adjustable temperatures between 50°C and 75°C for the 3 various zones: workspace, trays and tank.
= Option to program switch-on and switch-off times via the interface.

= Enhanced heating mode to dissolve paraffin quickly.

= Adjustable paraffin flow.

= Removable collection trays and cassettes.

= Status indicator lights to keep the level of paraffin melting under control even from a distance.

Technical features

Working temperature adjustment: From +50°C to +75°C via touch screen display
Editing and display of working parameters:  Via touch screen control panel.

Programmability: Turning the instrument on and off, weekly.
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3 INSTALLATION

Unpack the instrument from the box, taking care not to damage it as you unpack it.

1. Remove the strap and the adhesive tape

2. Remove the cardboard cover

3. Lift and remove the accessories and the internal cover

4. Remove the outer cardboard wall

5. To be able to lift the instrument, grip it only at the lower base of the housing, at the front or rear and pull it out

Installation

Place the instrument on a flat and stable work bench and connect it to the power outlet (230V ~ 50/60Hz) using the
cable supplied.

The stable, vibration-free laboratory table with horizontal top, vibration-free floor as far as possible.

The instrument must not be placed near the air outlet of an air conditioning appliance and must be protected from strong
light (window).

To ensure the full functionality of a heat sink, there must be a distance of at least 15 cm behind the instrument.
There must be no oils or chemical fumes near the work area.

& Do not use extension cables or adapters and do not modify the cable supplied.
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4.1 INSTRUMENT PARTS

9
7
12
2
3
11 13
6

Paraffin tank (1)

The paraffin tank has a capacity of 4 liters. The paraffin temperature can be adjusted between 50°C and 75°C. The lid
must always be in place, otherwise the selected temperature cannot be maintained. A built-in (removable) filter (9)
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prevents any residue contained in the paraffin from entering the dispensing duct. Inside the tank there are two level
sensors (7), one for low level and one for high level for the paraffin. When the sensors are not covered by paraffin, a
warning is issued to remind you to refill the tank with this visual message:

& Recycled paraffins cannot be used in the BEC150 due to the risk of contamination.

Dispenser (2)

The dispenser is heated separately. To get the paraffin to be dispensed, bring a finger or a metal object close to the
gray proximity sensor (10) located under the nozzle or press the pedal (optional accessory). Adjust the flow of paraffin
with the blue knob (8) located above the nozzle.

Workspace (3)

The temperature of the work area can be adjusted between 50°C and 75°C; it
includes the embedding area, the forceps-holder (5) and the cold spot (4). A
groove around the work area and various drainage holes are provided to allow
for quick drainage of liquid paraffin. To clean the workspace, we recommend
using the Bio Optica scraper to remove dried or excess paraffin.

Cold spot (4)

The cold spot is an integral part of the work area.

Its position, directly in front of the embedding area, enables working
comfortably and ergonomically in more favorable conditions. To orient the samples, the mold is filled to about a third
with liquid paraffin. Liquid paraffin begins to solidify rapidly on the cold spot.

While the paraffin is semi-liquid, the sample can be more easily oriented by the technician. Finally, the mold can be
quickly filled with paraffin.

Forceps container (5)

The forceps container can be extracted from under the dispenser and can hold up to 6 forceps.

& The forceps-holder is heated separately to approximately 70°C. Risk of burns.
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Paraffin collection tray (6)

Under the work surface there are two indirectly heated paraffin collection trays, for excess paraffin.

collected in this tray. If the instrument is operated without the paraffin collection trays, there is a risk
of spilling liquid paraffin onto the workbench with risk of burns.

/_\ The paraffin collection tray must be emptied daily. To avoid contamination, do not reuse paraffin

Jack for power supply to heated forceps and pestles (11)

Under the jack logo, there are two inputs to connect the heated Bio-Optica forceps directly to the machine. With the two
inputs it is possible to facilitate work for ambidextrous operators or to work with forceps and pestle at the same time.

w
~

Trays for molds or cassettes (12)

Depending on the preferred working direction, the two heated trays can be used for molds or cassettes. The temperature
is adjustable between 50 and 75°C. A removable container can be placed in each of the trays. Each container can
contain about 100 cassettes or about 200 molds. A lid is provided for each of the trays to avoid heat loss and
contamination within the tray. For easy access, the lid can be opened, folded back or removed completely.

Lighting (13

An important feature of the BEC150 is lighting; there are three lighting areas.

The central area of the dispensing nozzle and the two side areas above the thermal tanks.

The LED, in the main part of the instrument, offers diffuse, even lighting of the embedding area and the cold spot. This
allows an optimal view of the tissue embedding and orientation process. The side LEDs can turn yellow when the
machine is heating up and green when the machine is ready for use.
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5 OPERATION

5.1 CONTROL PANEL

The machine is switched on by operating the green main switch; the first time the control panel is switched on it will be
in stand-by mode.
The control panel provides an overview of the machine’s operating status.

Bio Optica @ Wed 17:09:22

The upper part shows a machine status bar, where the date and time, the programmed activities and any operation
warnings appear.

At the corners of the screen are the following machine controls:

Bio Optica Thu 10:43:30

— .
] s

1 — MANUAL.: to work manually and immediately activate heating.

2 — PELTIER ON/OFF: Peltier cell on/off: enables manually controlling the switching on and off of the desired
temperature.

3 — LED: work light intensity adjustment

4 — SETTINGS MENU: Enables access to functions (see Settings menu)
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In the center of the screen, the image summarizes the operating status of the machine, showing:
- Temperature of the paraffin tank, with relative level.
- Temperature of the side thermal units
- Temperature of the work plate
- Status of the Peltier cell (On/off)

WARNING: The temperatures are visible only when the machine is heating up.

The machine can operate both in MANUAL mode (par. 5.5) and in AUTOMATIC mode (par. 5.4).

The BEC150 offers the option of using an integrated circuit to power the electrically-heated forceps and pestles.
Once the FORCEPS mode is activated, the image of the machine will show two forceps-status check LEDs (as shown
in the image). The LED turns green after the forceps are inserted.
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Bio Optica Thu 11:54:55

5.2 SETTINGS MENU

Bio Optica Wed 14:19:28

e

Wed

14:16:47

% y,

. .

The settings menu allows adjusting the machine’s operating conditions, as well as allowing a log of operating warnings
(Technical assistance).
Various keys allow access to the menus:

1 — Setting the machine date and time
2 — Weekly work schedule
3 — Adjustment of operating temperatures

Publication date: 25/07/2025
Rev. 03

Bio-Optica Milano S.p.A. Via San Faustino 58 - 20134 Milan
Phone +39 02.21.27.13.1 - Fax Italy +39 02.21.53.000 - Fax Export +39 02.21.54.155
www.bio-optica.it — info@bio-optica.it — claims@bio-optica.it



http://www.bio-optica.it/
mailto:info@bio-optica.it
mailto:claims@bio-optica.it

" Bio - Oplica )

Improving Pathology User Manual

4 — Useful information

5 — Return to the previous screen

6 — Area for technical assistance (not accessible)
7 — Operator panel

5.3 TIME AND DATE

This screen allows setting the machine’s time and weekday.
Note: To correctly set the weekly switch-on and off programming (see corresponding chapter), first set the correct time
and date.

Bio Optica Q)] Wed 16:42:09

r N
Mon Tue] . Thu] Fri] Sat] Sun
N ¥

J

<

1 —Weekday selection: select the current weekday.
2 — Set the current time
3 — Save settings

5.4 WEEKLY PROGRAMMING OF WORK SESSIONS

This section enables setting the weekly programming of the automatic machine heating on and off.

To use this function, first leave the machine in stand-by mode.

When the working session start time is reached, the machine will start the heating phase of the hot parts; at the end of
the programmed work session the machine will remain on, but will switch to stand-by mode.
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Bio Optica Wed 16:45:07
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1 — At the top of the screen it is possible to check the programming status for each single day of the week:
- Yellow background: a working session with deadline has been programmed (start and end of work).
- Green background: a continuing work session has been programmed (24H).
- No background: no work session has been set. The machine will remain in stand-by
2 — Details of the work sessions set: it is possible to display the times of the various work sessions. By clicking on the
day bokx, it is possible to edit the start/end timer
3 — Connection to the time setup screen (see relevant paragraph)
4 — Return to the previous menu

5.5 MANUAL MODE

If the operator does not wish to program the weekly workload, the machine can be operated in manual mode. When
launching this operating mode, the machine will begin the heating phase until the preset temperatures are reached.
The display will now show the temperatures of the various parts; these will be adjustable from the appropriate control
panel (par. 5.6).
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1 — PELTIER ON/OFF: Peltier cell on/off: enables manually controlling the switching on and off of the desired

temperature.

————

2 — BOOST: enables speeding up the heating phase of the main tank.
3 — LED: work light intensity adjustment
4 — MENU: Enables access to functions (see Settings menu)

5 — CALENDAR: Deactivates the Manual function

& Warning: the manual operating mode can be used to extend a programmed work session at the end
of the session itself
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5.6 TEMPERATURE SETTINGS

In this screen, by moving the temperature slider, it is possible to adjust the operating temperatures of the units:

- Paraffin tank
- Side thermal units
- Workspace

Bio Optica Mon 14:59:00

5.7 USEFUL INFORMATION

Shows useful information for contacting the technical assistance service or for reporting anything to the company.

o - Oplic

Via San Faustino, 58
20134 Milano - ltaly
www _bio-optica.it
info@bio-optica.it

V1.0.8
SIN: B150000000"
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5.8 OPERATOR PANEL

Q Clicking on the box shown leads to the operator panel. In this section, each laboratory
Y_ technician can set the instrument in the most suitable way for his/her work.

Bio Optica Mer 15:16:58

¢ y,

The “Operator Panel” menu allows enabling or disabling some functions in the instrument. This section is accessible to
all technicians and allows them to customize the instrument according to the work methodology adopted by the
laboratory. Inside, there are 4 clickable icons that allow the instrument to be customized:

1 — Silent mode (removes the beep from the touch screen)

2 — Enable/Disable the yellow/green lights to display the paraffin status (ready/not ready)
3 — Language (Italian/English)

4 — Enable/Disable Paraffin refill alert
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6 CLEANING AND MAINTENANCE

Before cleaning, switch off the instrument and unplug the power cable from the power outlet. Use only alcohol or mild
detergents. Do not use abrasive products or acids to avoid ruining the varnished or plastic parts. A plastic spatula can
be used to remove paraffin residue. The paraffin collection cassette, placed on the front, must be emptied daily.

The instrument does not need to be sterilized as the handling of fresh samples is not expected, only of histological
samples fixed and embedded in paraffin.

Maintenance

Periodic annual maintenance must be carried out by qualified personnel authorized by Bio-Optica. For information,
please contact the Technical Assistance Service at Tel. 02-21271310.

Fuse replacement

If the instrument does not switch on, check that the power cable has been connected properly, that there is current in

the mains, and that the two fuses below the instrument’s power socket are not burnt. If necessary, change them with
fuses of identical value.

FUSE HOLDER

SOCKET INPUT

Fuse holder power socket (No. 2 x 4 Ampere delayed fuses - T4AH250V).

Replacement method: switch off the instrument and unplug the power cable from the power outlet. Apply light pressure
on the plastic casing covering the fuses under the power input (if necessary, using a small screwdriver), replace the
fuses, close the casing and check that the instrument switches on.
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IT - ICHIARAZIONE DI CONFORMITA’
EM - DECLARATION OF COMFORMITY

DE - KONFORMITATSERKLARUNG

FR - DECLARATION DE CONFORMITE

ES - DECLARACION DE CONFORMIDAD

HU — MEGFELELOSEGI NYILATROZAT

PT - DECLARACAQ DE CONFORMIDADE
BG — IEKNAPALIME 3A ChOTBETCTEHE

HR — [ZJIAVA O SUKLADNOSTI

5 — PROHLASENI O SHODE

DA — OVERENSSTEMMELSESERKLARING
NL— CONFORMITEITSVERKLARING

ET - VASTAVUSDEKLARATSIOON

Al — VAATIMUSTENMUKAISUUSY AKUUTUS
EL — AHADEH EYMMOPDOIHE

LV — ATBILSTIBAS DEKLARACLIA

LT — ATITIKTIES DEKLARACUA

PL— DEKLARACIA 2G0DMNOSC]

RM — DECLARATIE DE COMFORMITATE

SK — WVYHLASENIE O ZHODE

SV — FORSAKRAN OM OVERENSSTAMMELSE

IT — Nome, indirizzo & SRN del fabbricante
EN — Mame, address and SEN of manufacturer
DE —Name, adresse und RN der Firma
FR — Mom, adresse et SRN de 'entreprise
ES — Mombre, direccion y SRN de la empresa
HU - A gyarte newve cime és SRN
PT—Nome, endereco & SRN do fabricante

BG— ume, agpecw SRN Ha npouzBogMTENA . . .
HR ~ Naziv, adresa i SRN proizvodata ;?ST;:S;:D"‘;:'FA'

5 — Imeno, adresa a SRN vyroboe 0134 Milano

DA — Fabrikantens navn, adresse og SRN italy

ML — Naam, adres en S5RM van de fabrikant
ET — Tootja nimi, aadress ja SRN
Fl —Walmistajan nimi, osoite jJa SRN
EL — Emuwwupia SievBuveon ko 3R tow xomacksuast)
LV — RaZotaja nosaukums, adrese un SRN
LT — Gamintojo pavadinima adresg ir SRN
PL—Imig, 5RNM i nazwisko lub nazwa i adres producenta
RM — Numele, adresa si 3RN producatonului
5K — Meno, adresa a SRN wrobou
5V — Namn p3, 5RN och adress till tillverkaren

SRM: IT-CAO70

Big-Dptica Milano 5.p A Via 5an Fausting 58 - 20134 NMilano
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IT - Dichiariamo sotto la nostra responsabilita che il dispositive medico — diagnostico in vitro
EM - We declare on our own responsability that the in vitro diagnostic medical device
DE - Erklaren in alleiniger Verantwortung, dass das Medizinprodukt fiir die In-Vitro-Diagnostik
FR - Mous déclarons sous notre propre responsabilité que le dispositif medical de diagnostic in vitro
ES - Declaramos bajo nuestra Unica responsabilidad que el producto meédico de diagndstico in vitro
HU — Sajat feleldségiinkre kijelentjik, hogy az orvostechnikai eszkiz-in vitro diagnosztikai
FT — Dedaramos sob a nossa responsabilidade que o dispositivo médico — dizgndstico in vitro
BG — Jexnapvpame Ha HaLLE OTTOBOPHOCT, Y& MEAMLMHIHOTO HIAEMME - HH BHTRO AMarHOCTHES
HR — Pod nafom odgovornoscu izjavijujemo da je medidnski proizved - in vitro dijagnostika
5 — Ma swvou cdpovédnost prohlasujeme, Ze diagnostickych zdravotnideych prostiiedcich in vitro
DA — Wi erklzrer under vores ansvar, at det medicinske udstyr - in vitro diagnostisk
ML — Wi verklaren wij onder onze verantwoordelijkheid dat medisch hulpmiddel voor in-vitrediagnostisk worden op
ET —Kinnitame, et tocde on meditsiiniseade- in vitro diagnostikameditsiiniseade
Fl = limoitamme yksinomaisella vastuullamme, ettd in vitro -dizsgnostiilkkaan tarkoiettu 133kinndllinen laite
EL — Apfuvoupe urt' evBivn ag OTLn in vitro SLayvioTLEr LITpEr] GUOKELT
LWV — MEs esam atbildigi par to, ka medicinisks ierice ir paredzEta in vitro diagnostikai
LT — Savo atsakomybe pareikiame, kad in vitro diagnostikos medicines priemont

PL — Deklarujemy na nasza odpowiedzialnose, e wyrob medycny do diagnestyki in vitro
RM — Dedaram pe resonsabilitatea noastra ca dispozitivul medical de diagnestic - in vitro
5K — Wyhlasujeme na svoju zedpovednost, Ze tato zdravotnicka pomdcka - in vitro diagnostika
SV — Vi forklarar under vart ansvar att medicinteknisk produkt for in vitro-diagnostik

IT - Mome

EM - Mame

DE - Name

FR - Nom

ES —MNombre
HU — Mév

PT— MNome
BG — Mupeo wme
HR — Maziv
C5—Iméno
i& — Nawn
ML—Maam

ET — Nimi

FI — Nimi

EL— Cwopaoia
LV — Nosaukums
LT — Pavadinimg
PL— Imig

RM— Mume
SK—Mazov
5V — Mamn

Vedere Allegato
See Attachment
Siehe Anhang
Voir Annexe

Ver Anexo

Lat csatolmany
Ver Anexo

BiuoTe npusadeHHa dain
Vidjeti Prilog
Vidét Priloha

5e Bilag

Tie je wel Bijlage
Vaata Manus
Katso Liite

BAETuw Emuouwann
Pamatyti pielikums
Skat Priedas
Widziet Zatgcznik
Vedea Anexa

Pozri Priloha

Ser Bilaga
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IT - Della classe di rischio
EM - Of class

DE - Dier klasse

FR - De la classe

E5- Delaclase

HU — Kodkazati osztaly
FT— D= classe de risco
BG — 0T pHCHOEMA KNAC
HR — Klasa rizika

S — Rizikowd thida

[ — Risikoklassificering | A
ML —De risicoklasse
ET — Riskiklass

Fl — Riskiluokka
EL— g kammyopiag kiwbivou
LV — Riska klase

LT — Rizikos klasC
PL—Klasa ryzyka

RM — Clasa de risc

5K — Z rizikowej triedy
5V — Riskklass

IT - Soddisfa tutte le disposizioni del Regolamento 2017/745 relative ai Dispositivi medici diagnestici in vitro che lo riguardano
EN - Meets all the provisions of the Regulation (EW) 2017/745 on in vitro diagnostic medical devices which apply to it
DE - Allen anforderungen der verordnung (EU) 2017/746 (ber In-Vitro-Diagnostika entspricht, die anwendbar sind
FR - Remplit toutes les exigences du Réglement [UE) 2017/746 relative aux dispositifs medicaux de diagnostic in vitre qui le concernent
ES - Cumple todos los requisites del Reglamento (UE) 2017746 sobre los productos medicos de diagndstioo in vitro que le conciemen
HU — Megfelel a 2017,/746 in vitro diagnosztikai eszkizdkre vonatkozo Rendalet ra vonatkozd rendelkezésénak
PT - Ccumpre todas as disposigbes do Regulamento 2017/746 relativas a dispositivos médicos de diagnostico in vitro
BG-Tai CITOBARA Ha BoAUHK peanopesbi sa Pernament 2017746 omH0oH0 HH BMTPO SHAMHOCTIHEHHTE MEQMUMRCKE HRSEMRR, SOHTD MO SSCAMET
HR — Udovoljava svim odredbama Uredbe 2017/746 koje se odnose na in vitro dijagnostitke medicinske proizvode koji se na njega odnose
5 — Spifiuje viechna ustanoveni pouZitalny Nafizeni (EU) 2017/746 o diagnostickych zdravetnickych prostiedach in vitro
D& — et opfylder alle besternmelser i forordning 2017/745 vedrgrende medicinsk udstyr til in vitro-disgnostik, der vedrgrer det
ML —I5 in overeenstemming is met verordening 2017/746 medisch hulpmiddel voor in-vitrodiagnostiek worden op waar van toepassing
ET - Vastab ndukogu madruse 2017/746 in vitro diagnostikameditsiiniseadmete kikide sitetetele
FI —Tayttdd kaikki sitd koskevat asetulksen 2017/746 s3anndksat in vitro -diagnostiikkaan tarkoitetuista [3akinnzllisista laitteista
EL— NAnpol cAsg ni Suomdfen; Tou Kovowopod 2007/ 746 CYETIEG LEE TIC in vitro SITyVoTIES LOTPIES OUTKEUES FIOU TV adopoiy
LW — Athilst visiem Regulas 2007/746 noteikumiem attiecibd uz in vitro diagnostikas medicinas iericém
LT — atitinka visas su juo susijusias Reglamentas 2017/746 nuostatas dél in vitro diagnostikos medicings priemonc
PL - Spefnia wszysthie przepisy Rozporzadzenie 2017/746 dotyczgce wyrobdw medycinych do diagnostykd in vitro, ktore go dotyczg
RM - Indeplineste prevederile Regulamentului 2017746 privind dispozitivele medicale de dignostic in-vitro
5K — splfia vietky ustanovenia nariadenia 2017/746 tykajice sa diagnostickych zdravotnickych pomacok in vitro, ktore sa jaj tykaji
W — Uppfyller alla bestdmmelser | forordning 2007/746 avseende madicintekniska produkter fdr in vitro-diagnostik som berdr den
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IT - Procedura di valutazione della conformita

EM - Conformity assessment procedure

LE - Konformitdtsbewertungsverfahren

FR - Procédure d'évaluation de la conformite

ES - Procedimiento de evaluacidn de la conformidad
HU — Ertékelési eljdras

PT— Procedimento de avaliagdo de conformidade
BG — MNpoyegypa 38 CUSHKE Ha3 ChOTESTCTEMETD
HR — Postupak ocjenjivanja sukladnosti

S — Postupu posuzovani shody

D& — Owverensstemmelsesvurderingsprocedure

ML — Uitgevoerde conformiteitsbecordelingsprocedure
ET— VWastavushindamise potseduur

Fl = Vaatimustenmukaisuuden andcintimenettely
EL— Mnfwacia afiokoynong e ouppcpdwaorng

LV — Athilst novErtéianas proceddrai

LT — Atitikties vertinimo proceddra

PL - Procedura cceny zgodnosd

BM — Evaluarea procedurii de conformitate

5K — Postup posudzovania zhody

v — Beskrivning av det genomfarda farfarandet for beddmning

REGOLAMENTO 2017746, articolo A%, punto 10
REGULATION (EU) 2017/746, Article 48, point 10
VERORDNUNG [EU) 2017/746, Artikel 48, punkt 10
REGLEMENT [UE) 2017/746, Article 48, point 10
REGLAMENTO (UE) 2017,/746, Articulo 48, punto 10
2017/746 RENDELET 18 . Cikk, 10 pont.
REGULAMENTO 2017,746, Artizo 48 8, ponto 10
PETMAMEHT 2017/746, unex 48, Touxa 10

UREDBA 2017746, Hanak 48. tofka 10

MANIZENI 2017/746, Clanek 48, nr. 10
FORORDNING 2017746, artikel 48, nr. 10
VERORDEMING (EU) 20017/746, artikel 48, punt 10
MAARUS 2017746, artikkel 48, punkt 10

ASETUS 2017746, 48 artikla, 10 kohta
KANOMNIEMOE 2017746, dp8po 48, onueio 10
REGULAS 2017/746 48. panta 10. Punkts
REGLAMEMNTAS [ES) 2017/746, 48 straipsnis, 10 tafky
ROZPORZADZENIE 2017/746, Artykut 48, punkt 10
REGUAMENTUL 2017746, art. 48, pct.10
MARIADENIE 2017/746, Elénok 48, bed 10
FORORDNING 2017/746, artikel 48, punkt 10

IT - Norme applicabili

EM — Applicable standards
DE — Anwendbare Normen
FR — Mormes applicables

ES — Estandares aplicables
HU — Alkalmazando szabvany
PT— Regras aplicaveis

BG — MpunomsarmK cTaHoap™™
HR — Primjenjivi standardi

3 —MNormou poutitelny

DA — Gaeldende standarder
NL — Toepasselijke normen
ET — Kohandatavad

FI — Sovellettavat standardit
EL — loyuiovta mpdTuma

L\ — Piemé&rocjami= standarti
LT — Taikomus standartus
PL— Odpowiednim standardem
RM — Standarde aplicabile
5K — Platné normy

5V — Tilldmpliga standarder

EN 150 14571
EN I50 15223-1
EN 150 18113-1
EN 150 18113-3
EN 50 20417
UNIEN 13612
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IT - Luogo, data

EM - Place, date

DE - Ort, datum

FR - Ligu, date

ES - Lugar, fecha

HU — Hely, datum

PFT— Lugar,data

BG — Macro, gata

HR — Mjesto, datum
CS— Misto, data

DA —Sted, dato

MNL— Plaats en datum
ET— Asukoht, kuupdey
Fl— Paikka, parvamaara
EL — Tomog, npepopnvia
LV —Vieta, datums
LT—Vieta ir data
PL—Migjzce i data

RM — Locul, data

5K — Miesto, datum
5V — Ort och datum

Milano, 16/05,/2022

IT - Nome, funzione

EM - Mame, function

DE - Mame, funktion

FR - Mom, fonction

ES - Nombre, funcidn

HU — Mév, funkcid

PT— Mome, fungdo

BG — e, dyHegan

HR — Maziv, funkcija

5 — Jméno, funkce

DA — Mavn, funktion

ML — Maam en functie

ET — Mimi, funktsicon

Fl— Nimi, tehtdva

EL — Owvopacia, Asroupyia
LW — Mosaukums, funkcijz
LT-15 pasiraﬁiusio asmens vardas, pavardC ir pareigos
PL — Imig i nazwisko oraz stanowisko csoby
BRI — Numele, functia

5K — Meno, funkcia

5V — Namn pa och befattning

"
i

&
¥

CARLO SBONA
Legal representative
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IT- Allegato 1 PT— Anexo 1 NL —Bijiage 1 LT -1 Priedas
EN - Annex 1 BGE — Mpunomerve 1 ET— Manus 1 PL—Zafgonik 1
DE - Anhang 2 HR — Prilog 1 FI— Liite 1 AM —Anexa 1
FR - Annexe 1 5 — Piiloha 1 EL — Emuaiivogn 1 5K — Priloha 1
ES —Anexo 1 DA - Bilog 1 LV - 1. piefikums 5V - Bilago 1
HU — 1-es csatolmany

IT - Nome IT - Codici IT - Taglic

EM - Name EM - Codes EM - Size

DE - Name DE - Codes DE - Grike

FR - Mom FR - Codes FR - Taille

ES — Nombra ES — Codigos ES — Tamafo

HU — Néw HU — Jelglések HU - Vagott

PT - Mome PT - cidigos PT —Corte

BG — Mbpes Mme B — ROJOEE BG — ONakoexa

HR — Maziv HR — Kodowi HR — lzrezati

C5—Iména 5 — Katalogové Gslo €5 — Velikost jednotiy

D& — Mavn - Koder D& - Enhedsstgrrelse Basic UDI
ML — Maam ML - Catalogusnummer | NL-— Maat per eenheid

ET— Nimi ET — Koodid ET - Lbige

Fl — Nimi Fl — Tuotekoodit FI—Pakkauskoko

EL — Owvopaoia EL — Kuafukod EL— Meyshog

LV — Nos3ukums LV — Kodi LV — lzmérs

LT — Pavadinimg LT — Kodas LT — Pakuoté

PL—Imig PL— Kaod PL - Opzakowanie

RM— Mume RMA — Coduri RM — Stergere

5K — Nazov 5K — Kody 5K — Velkost

SV — Mamn SV — Katalognummer SV — Wolym

IT - BEC150 — Dispensatore di paraffina

EM — BEC150 - Paraffin Dispensar

DE - BEC150 - Paraffinspender

FR - BEC150 - Distributeur de paraffine

ES — BEC150 - Dispensador de parafina

HU — BEC150 - Paraffin eloszto

PT — BEC150 - Dispensador de parafina

BE — BEC150 - NapaduHos ascneHcsp

HR — BEC150 - Dozator parafina

5 — BEC150 - Davkovat parafinu

D& —BEC150 - Paraffindispenser A0-200-002 1pes 0280341202W0202055004K7
ML — BEC150 - Paraffine-dispenser

ET — BEC150 - Parafina dozators

Fl— BEC150 - Parafiinin annostelija

EL— BEC150 - AOVOLERS TRpaSiTg

LW —BEC150 - Drosibas skapis ar nosicgju

LT — BEC150 - Parafino dozatorius

PL— BEC150- Dozownik parafinyg

RM — BEC150 - Dispenser de parafind

5K — BEC150 - Davkovat parafinu

S — BEC150 - Paraffindispensar
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JITION OF TEST CERTIFICATES FOR ELECTRICAL EQUIPMENT

CB TEST CERTIFICATE

Product Paraffin Dispenser

Mame and address of the applicant Bio-Optica Milano S.p A,
Vfia San Faustino, 58
20134 Milano
Italy

Mame and address of the manufacturer Bio-Cptica Milano S.p.A.
Via Milano, 4/6
20068 Peschiera Borromeo (MI)
Italy

Mame and address of the facto
W [ agditional information on page 2

Mot WHBn more ian one faciony, plaass rapar on pags £ Bio-Cptica Milano S.p.A.
Vfia San Faustino, 58
20134 Milano
Italy

Ratings and principal characteristics 230V, 500 Hz, 700 W,

Trademark (if any) = T e
“Bio ~ Opfica
Bio-Optica

Customer's Testing Facility (CTF) Stage used

Model ! Type Ref. BEC150

Additional informstion (if necessary may akao be o . .
[ additional information on page 2
reported on page 2)

A sample of the product was tested and found 1EC #1328-1:2012

to be in corformity with

Ag shown in the Test Report Ref. Mo, which DM108-0037283-01
forms part of this Cerificate

This CB Test Certificate is issued by the Mational Cerification Body

IMG Sp A
Via Quintiiano 43, IT--20138 Milano, taly l IMQ

W O
Date: 2015-11-14 Signature: Mauro Casari Cosmn page 1 of 1
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