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1. General Information

1.1. Indications regarding this document

This instruction manual was originally written in English and is an integral part of the product. It
is valid for all equipment variants (references) included.
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This manual contains important information about the safe operation of the equipment.
Therefore, any user operating the equipment must read and be familiar with this manual, as
well as the safety warnings and potential risks. This manual should be kept at the equipment
location for reference at any time and be accessible to individuals always using the equipment.
Each new equipment user must be provided with this manual, along with information on any
changes or updates to the manual. If you have any questions after consulting this instruction
manual, please contact 300K Solutions SL customer service by writing to service@300k.bio.

In addition to the instruction manual, users should have access to applicable information on
workplace accident prevention and environmental protection, as applicable in each case.

300K Solutions SL assumes no responsibility for failures, breakdowns, and/or direct or indirect
damage caused by failure to comply with the instructions in this manual or by misuse of the
equipment. Besides the guidelines included in this manual, users must comply with local laws
and regulations for accident prevention.

1.2. Warranty and Liability

The manufacturer's warranty and liability regarding this equipment are defined in the “Terms
and Conditions” provided to the user at the time of purchase or transfer of the S® equipment.
Please refer to the specific "Terms and Conditions" that apply to your equipment. Review the
terms, warranties, and liabilities if you purchased the S* equipment through an authorized
distributor in your country.

1.3. Copyright and Trademarks

The contents of this manual are the property of 300K Solutions SL and are protected by
copyright. This manual is intended solely to inform users of S* equipment on the correct use of
the equipment. No part of this manual may be reproduced or transmitted in any form or by any
means, electronic, mechanical, photocopying, recording, or otherwise, for any purpose other
than the intended use. The use of this manual for competitive purposes, as well as the
manufacture of equipment, parts and/or components using this manual, is also prohibited
without the prior written consent of 300K Solutions SL.

300K Solutions SL reserves the right to make changes to this instruction manual as deemed
necessary. © 2023 300K Solutions SL. All rights reserved.
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1.4. Trademarks

300K and the S® logo are registered trademarks of 300K Solutions SL. All other registered and
unregistered trademarks mentioned in this instruction manual are used solely for identification
purposes and are the property of their respective owners.

1.5. Symbols

This instruction manual and the equipment include the symbols detailed in this section.

1.5.1. Symbols Used in the Instruction Manual
1.5.1.1. Warning Symbols

This instruction manual uses the following symbols, along with warning words, to alert users
about hazards or relevant information. Each symbol and word imply a different level of risk, as
described below:

This symbol, together with the word "DANGER," indicates a direct and
imminent danger situation that, if not avoided, will result in death or

>

serious injury. This warning word is reserved for the most extreme
situations.

DANGER

This symbol, together with the word "ALERT," indicates a potentially
dangerous situation that, if not avoided, could result in death or serious

injury.

>

ALERT

This symbol, with the word "CAUTION," indicates a potentially
dangerous situation that, if not avoided, could result in minor or
moderate injury.

S

CAUTION

This symbol, along with the word "IMPORTANT," highlights important

®

information for the user.

IMPORTANT
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1.5.1.2. Obligation and Recommendation Symbols

Foot Protection Required.

Protective Gloves Required.

1.5.1.3. Other Symbols

Centre of Gravity.

Consult the Instruction Manual/Brochure.

Do Not Expose to Direct Sunlight or Hot Surfaces.

Ensure Continuous Ventilation.

® O +
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1.5.2. Symbols Used on the Equipment

All safety notes and hazard warning labels on the equipment must always remain legible and be
replaced if necessary.

1.5.2.1. Warning and obligation symbols

Symbol Description

Warning: Electricity.

General warning signal. Attention, refer to the instruction manual.

Warning: Hot Surface.

Warning: Hand Crushing Hazard.

Warning: Biological Hazard.

Disconnect the main plug from the socket.

1.5.2.2. Power supply symbols

Symbol Description

Power Connection.

Power Disconnection.

Protective Conductor Terminal.

|
J__ Ground (Earth) Terminal.

Terminal that can receive or supply direct
—_——— current (DC).
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Terminal that can receive or supply

TN alternating current (AC).

1.5.2.3. User Interface Symbols

Symbol Description
Alarm/Defect Display on the User Interface
and Alarm Screen Access Button.

1.5.2.4. Identification symbols

Manufacturer

Catalog Number

f : fl Date of Manufacture
REF

SN Serial Number

1.5.2.5. Regulatory symbols

CE Marking: This marking indicates that a
product has been assessed before being

marketed and meets European Union safety,
health, and environmental protection

requirements.

Electrical and Electronic Equipment Waste:
Indicates that this equipment is an electrical
or electronic device and, therefore, should
not be disposed of as household waste. It
should be taken to a waste treatment centre
for electrical and electronic equipment.

1.6. Standards and Regulation

This equipment complies with the requirements of the following European Directives:
e Machinery Directive 2006/42/EC.
e Low Voltage Directive (LVD) 2014/35/EU.

e Electromagnetic Compatibility (EMC) Directive 2014/30/EU.
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e Radio Equipment Directive (RED) 2014/53/EU.
e Waste Electrical and Electronic Equipment Directive (WEEE) 2012/19/EU.

e Restriction of Hazardous Substances in Electrical and Electronic Equipment Directive
2011/65/UEE.

The declaration of conformity in Annex 1 includes the standards applied to the equipment under
these Directives.

2. Safety

2.1. Intended Use

The S? equipment is designed for the lyophilization of biological samples, as well as other liquid
and/or solid compounds compatible with applications provided by 300K Solutions SL. Please visit
www.300k.bio or email info@300k.bio for available applications. S® freeze dryers should only be
used in laboratories with the environmental conditions described in section 5.3 of this manual.

2.2. Unintended Use

Any use of the equipment other than that described in the previous section is considered
improper. This includes, but is not limited to, the following unintended uses:

e Use of the equipment in environments outside of the laboratory or in potentially
explosive areas where explosion-proof equipment is required.

o Use of the equipment with samples, substances, or products not recommended by 300K
Solutions SL.

e Production and/or processing of substances or products that can result in spontaneous
reactions, such as azides, explosives, metal hydrides, or solvents capable of forming
peroxides.

e Use with explosive gas mixtures.
e Use with samples or products with high concentrations of solvents.

Damage and hazards resulting from use other than as intended by 300K Solutions SL are the sole
responsibility of the user.

2.3. Qualification and Responsibility of Personnel

The laboratory manager where the equipment is used must ensure that anyone operating the
equipment:

e Has received the necessary training to work with the equipment and has been properly
informed of specific hazards as well as the measures to take in case of accidents or

equipment malfunctions.
L. |
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2.4.

Is familiar with the basic principles of applicable European health and safety directives,
as well as national laws on health, safety, and accident prevention.

Has read and understood this instruction manual, particularly the safety and operating
sections.

Uses only substances, objects, or products provided by 300K Solutions SL for
lyophilization processes. Additionally, no cleaning agent other than those
recommended by 300K Solutions SL should be used, as other agents may damage or
impair the equipment's operation and/or its parts and components.

Ensures regular maintenance is performed on the equipment as prescribed, and that
any part or component that is not in perfect condition is replaced immediately.

You must not carry out any maintenance operations not specified in this manual.

Has assigned and clearly defined responsibilities regarding the use, maintenance, and
care of the equipment.

Hazards

The equipment has been developed and manufactured using the latest advancements and

technologies. However, risks to people, property, or the environment may arise if the device is

misused. The warnings in this manual are intended to alert users to residual risks.
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2.4.1. Hazards During Transport and Handling of the Equipment

Manual handling of the equipment during loading/unloading and
transport can result in severe crush injuries or overloading injuries.

¢ Pay attention to the centre of gravity of the load, indicated by the
centre of gravity symbols on the transport box.

¢ Before loading/unloading and transporting the equipment, read the
loading/unloading and transport procedure.

DANGER e Always use mechanical means for loading and unloading the
equipment.

¢ Follow the unpacking instructions and use the wheels to move the
equipment.

Improper handling of the equipment during transport may cause some
components to become loose and/or damaged, creating the risk of
impact, crushing injury from loose parts, or electrical hazards due to
malfunction.

e Upon receipt of the equipment, the user should check that the tilt,
shock and humidity indicators are inactive and inform 300K Solutions SL
if they are not.

DANGER * The user should not unpack and/or install the equipment; it should be
stored until the arrival of the 300K Solutions SL technical service.

* Before installing the equipment, the 300K Solutions SL technical service
must check that the connections of critical components are correct.

2.4.2. Hazards During Assembly and Installation of the Equipment

Connecting the equipment to an electrical network with a voltage
different from that indicated in the equipment specifications could
damage electronic components, potentially causing harm to the user.

e Before installation, check that the voltage and frequency of the
electrical network are compatible with the values specified in the
equipment’s documentation and on the equipment’s label.

ALER
¢ Make sure that the socket outlet to which the unit is connected has an

earth wire.
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2.4.3. Hazards During Use and Operation of the Equipment

>

DANGER

Using the equipment to process or stabilize samples or substances not
recommended by 300K Solutions SL could result in explosions or toxic
emissions, posing serious health risks to the user.

e The user should not use any substances, items or products for
lyophilisation  processes other than those supplied and/or
recommended by 300K Solutions SL.

>

DANGER

The equipment is designed to support the weight specified in this
manual. Adding extra weight can cause structural failure, resulting in
serious crushing injury to the user.

e The user must not add extra weight to the unit.

>

DANGER

Certain equipment components may overheat, causing the equipment
to ignite and emit toxic substances harmful to the user.

¢ The user must never block the ventilation openings of the equipment.

>

ALERT

The unit has a safety brake system to prevent the vacuum chamber lid
from crushing any part of the user's body. However, the safety system
could fail, resulting in crushing injury.

e The user should always use the handle on the vacuum chamber lid to
open and close it.

>

ALERT

Vibration of certain equipment components during operation could
cause the equipment to shift, creating a risk of crushing injuries to the
user.

e The user should always apply the wheel brakes, except during
transport.

>

ALERT

The contents of the waste container may contain hazardous biological
agents.

e The user should treat the container contents as contaminated
biological material, taking precautions during handling and disposal in
accordance with national legislation.
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CAUTION

In some modes of use, the user may open the vacuum chamber and
touch the shelf inside, which may be at temperatures between -65°C and
+70°C, posing a risk of skin injury.

* The user must wear protective gloves if they intend to touch the shelf
inside the chamber while the equipment is switched on.

S,

CAUTION

During the sample stabilization process, glass vials may explode, and
fragments may cut the user when attempting to remove the racks.

¢ After the stabilization process and once the vacuum chamber is open,
the user should inspect the chamber and ensure that there are no
broken vial fragments. If there are any, the user must wear protective
gloves to remove the fragments and dispose of them with other
biological materials.

2.4.4. Hazards During Equipment Cleaning and Maintenance

>

DANGER

The replacement and use of parts in the equipment by the user could
result in uncontrolled malfunctions in the equipment and various
physical injuries to users.

e The user must not replace any parts and/or components of the
equipment without prior approval from 300K Solutions SL. Contact 300K
Solutions SL technical support for any issues.

>

DANGER

The use of certain substances to clean the interior of the vacuum
chamber could cause deterioration of some equipment materials,
chemical reactions, and/or the emission of toxic gases harmful to the
user.

* The user and/or personnel in charge of cleaning the equipment must
not use cleaning agents other than those recommended by 300K
Solutions SL.

>

DANGER

Accessing the interior of the equipment during the maintenance of
certain components, such as probes, may expose vacuum components
and electrically live parts, which could result in electrocution or vacuum
force injuries.

e The user must limit access to the interior of the equipment to strictly
necessary situations and always with prior approval from 300K Solutions
SL.

¢ Equipment maintenance must be performed exclusively by expert
personnel equipped with appropriate safety measures.
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>

ALERT

Accessing the interior of the equipment during maintenance shortly
after it has been in operation or while it is operating could result in
injuries from direct contact with parts exposed to high and/or low
temperatures, such as the condenser or vacuum pump.

e The user must limit access to the interior of the equipment to strictly
necessary situations and always with prior approval from 300K Solutions
SL.

¢ Equipment maintenance must be performed exclusively by expert
personnel equipped with appropriate safety measures.

>

ALERT

When calibrating the instrument, the stoppering system can cause
crushing injuries.

e Calibration should only be carried out by experienced service
personnel with appropriate safety precautions.

2.4.5. Hazards Related to Equipment Operation

>

ALERT

The vacuum chamber lid could trap the user's extremities, causing
serious crushing injuries.

¢ Always use the handle to open and close the vacuum chamber.

S

CAUTION

Some equipment components may reach temperatures that could cause
minor injuries to the user upon contact.

e Wear protective gloves when touching components marked with the
temperature pictogram.

S,

Risk of injury from broken and cut glass. Sharp objects or impacts can
damage the equipment screen, and the waste glass bottle may break if
struck or dropped.

* Keep sharp objects away from the equipment screen.

¢ Handle the waste bottle with care and avoid striking or dropping it.

CAUTION
» Before each use, and especially if it has been hit, check that the waste
bottle is in perfect condition.
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¢ To dispose of broken glass pieces, always wear protective gloves to
avoid cuts.

3. Operation and equipment description

3.1. Description of operation

The S® equipment is a laboratory freeze dryer that sublimates compatible products as per the
intended use described in section 2.1 of this instruction manual.

Freeze drying is a dehydration process that involves freezing a product and subsequently
removing water through sublimation. Sublimation is a process in which a solid transitions
directly to vapor without passing through a liquid phase. The freeze-drying process occurs in
three main stages:

Freezing: the product is frozen at a very low temperature, typically -40°C. The optimal freezing
rate will depend on the characteristics of the product being dehydrated. The freezing phase ends
when the water in the product has completely crystallized.

Primary drying: the pressure is reduced in the vacuum chamber to a range of a few millibars,
and sufficient thermal energy is supplied to allow the ice to sublimate. Water vapor flows
towards the condenser and deposits there. The primary drying phase ends when all ice crystals
in the product have sublimated. During this initial drying phase, approximately 90% to 95% of
the water is sublimated.

Secondary drying: controlled thermal energy is supplied to remove any residual moisture that
may remain after primary drying. The secondary drying phase generally ends when the product's
residual moisture is between 1% and 5%.
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3.2. Structure and Layout of the Equipment

3.2.1. Equipment Views

1. Screen with user interface

2. Vacuum chamber

3. Wheels

4. Waste container and handle to open

7. Bottom fans

Fig. 1. Front view of the equipent.

2. Vacuum chamber
6. Fans

8. Power socket

12. On/off switch

16. Air inlets/outlets

Fig. 2. Rear view of the equipment.
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1. Screen with user interface

2. Vacuum chamber
9. RJ45 connection

16. Air inlets/outlets

Fig. 3. Side view of the equipment.

5. Stoppering system

10. Solenoid interlock

13. Temperature shelf
14. Thermocouple probes

15. Vacuum chamber seal

Fig. 4. Interior view of the vacuum chamber.
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3.3. Description of Equipment Parts
3.3.1. Equipment Connections
The electrical power system and external connections of the S* equipment are as follows.

3.3.1.1.Single-Phase Connector

The S3 freeze dryer is powered through a C13 single-phase connector. This connector provides
a stable power supply, providing energy for the freeze-drying process.

Fig. 5. Equipment connection socket.

3.3.1.2. Power Socket

The equipment is designed to operate with a standard 200-240 VAC electric socket using a C14
chassis connector, delivering the necessary power for freeze-drying operations. It is located on
the back of the equipment.

Fig. 6. Equipment power socket.

1
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3.3.1.3.0n/Off Switch

Located next to the power input at the back of the equipment, the on/off switch provides direct
control over the electrical supply. By opening and closing the electrical circuit, this switch safely
starts and stops the operation of the S* freeze dryer.

Fig. 7. Equipment on/off switch.

3.3.1.4.RJ45 Connection

The RJ-45 connection is located on the side of the equipment and allows access to data
generated during freeze-drying processes. This includes a detailed report (in .tsv file format) of
various variables such as temperatures, pressures, and elapsed time. Additionally, the technical
service can use this connection for diagnostics and maintenance operations.

Fig. 8. RJ45 data connection.
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3.3.2. Vacuum Chamber

The vacuum chamber of the S freeze dryer is the component where freeze-drying is carried out.
It consists of a lower part and an upper part.

Fig. 9. Equipment vacuum chamber.

3.3.2.1.Lower Part

The temperature transfer plate is in the lower part of the vacuum chamber. It serves as a
platform to place the containers with samples using the accessories provided or recommended
by 300K Solutions SL. The plate transmits the required temperature effectively for the freeze-
drying process.

Fig. 10. Temperature transmitter plate.
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3.3.2.2. Upper Part

The upper part of the vacuum chamber, or "lid" enables the equipment to reach the specified
vacuum levels. The lid is mounted on hinges designed to open and close the chamber while
supporting its weight.

3.3.2.3.X-ring Seal and Tightness

The upper part of the vacuum chamber includes a channel that houses the X-ring seal, which
ensures tightness between the two parts of the chamber. This prevents vacuum leaks during the
process and maintains optimal freeze-drying conditions.

Fig. 12 Vacuum chamber X-ring seal
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3.3.2.4.Solenoid interlock

The lid incorporates a solenoid mechanism that locks the chamber, preventing it from being
opened during the execution of a process.

r

‘ AFig. 13. Part of the vacuum chamber closing interlock.

3.3.2.5.Thermal Insulation

The equipment features thermal insulation to prevent unwanted heat transfer to or from the
chamber. This insulation consists of a neoprene layer and aluminium tape, concealed behind a
decorative cover.

3.3.3. Control Screen

The touchscreen of the S® freeze dryer is located at the top front of the equipment and allows
interaction with the interface to facilitate communication between the user and the equipment.
Its main function is to enable the selection and monitoring of processes performed by the
equipment.

The screen provides an intuitive interface that acts as a single point of control and initiation for
all available processes. From this interface, users can access a wide range of options.
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TOUCH THI SCREEN

oK

SOLUTIONS

Fig. 14. S’ equipment touch screen.

All equipment functions and operations are controlled via this screen. This gives users full
control over the execution of the freeze-drying processes.

For a more detailed understanding of all user interface functions and their operation, please
refer to section 6.5 of this manual.

3.3.4. Stoppering System Arm

The arm of the S® equipment is located inside the vacuum chamber and is responsible for sealing
the stoppers of each container after the freeze-drying process is completed. This arm operates
with two axes and uses polar coordinates to position its tip over each vial. The actuator on the
Z-axis presses the stopper against the container, usually under negative pressure, inside the
chamber to ensure proper sealing.
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Fig. 15. Stoppering System Arm.

The arm can be moved manually, but only when it offers no resistance. The arm only works if
the vacuum chamber is closed.

IMPORTANT

Avoid manually moving the robotic arm if it offers resistance, as this may severely damage or
misalign it, especially if it is electrically powered.

3.3.5. Waste Container

The waste container of the S® equipment is located at mid-height on the front. This container
includes a 500 mL glass bottle where residues generated in the condenser are collected after
each freeze-drying cycle. It facilitates the collection, removal, and proper disposal of residues.

©.%6 m T

Fig. 16. Waste container door. F ig.17. Open-door waste container.
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When the bottle reaches its maximum capacity, the equipment displays an alarm on the screen
(flashing red triangle, alarm 0.21: "Water Level — Empty tank”. To continue using the equipment,
the user must remove the waste bottle with the liquid from its compartment and empty itin a
suitable place depending on the type of biological sample or product that has been lyophilized.

Steps to Empty the Waste Bottle:
1. Remove the bottle from its compartment.
2. Disconnect the tube connecting the bottle’s stopper to the container.
3. Unscrew the stopper of the waste bottle.
4. Pour the liquid into an appropriate disposal site, following national regulations.

5. Rinse the bottle with water to remove any residue.

Bl £ A\

Fig. 18. Waste bottle with cap and attached tube. Fig. 19. Waste bottle with cap and unhooked tube.

Once the waste bottle has been emptied and rinsed, the user must follow the same steps in
reverse to place it back in the waste container compartment of the S equipment.

1. Screw the stopper onto the waste bottle.

2. Attach the tube connecting the stopper of the waste bottle to the container. To do this,
insert and press the tube's nozzle into the opening of the waste bottle stopper until you
hear a click.

3. Place the waste bottle back into the compartment.
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CAUTION

Please note that the waste glass bottle is susceptible to breakage in the event of a sudden
impact.

e Handle the waste bottle carefully and avoid knocking it or dropping it on the floor.

e Before each use, especially if the waste bottle has been knocked, check that the
waste bottle is in perfect condition.

@ o When disposing of glass parts, always wear protective gloves to avoid cuts.

ALERT

The contents of the waste bottle may contain hazardous biological agents.

specimen by exercising extreme caution during handling and disposing of it in

t o The user must treat the contents of the container as a contaminated biological
accordance with current national legislation.

3.3.6. Wheels and Brakes

The equipment is equipped with four wheels at its base. The wheels can rotate 3602 in both
directions, facilitating movement in any direction. Each wheel has an independent brake. To
activate the brake, press the protruding tab on each wheel down with your foot. This process
must be performed on all four wheels to ensure the equipment does not move. To deactivate
the brake, perform the opposite action—lift the tab, and the wheel will be free.

The wheels are designed for moving the equipment within the laboratory or for short distances.
For distances exceeding 50 meters or movements lasting more than 2 minutes, it is
recommended to contact 300K Solutions SL technical support or an authorized distributor, as
this could affect the equipment's components and alter its normal operation.

1

Fig. 20. Wheel without actuated brake. Fig. 21. Wheel with actuated brake.
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suitable footwear that protects the feet.

3.3.7. Temperature Probes in the Vacuum Chamber

The vacuum chamber contains two connections for thermocouple temperature probes. These
probes are included with the S® equipment but are not necessary for the equipment's operation.
The probes can be used to measure the product's temperature during the freeze-drying process,
and the recorded values are saved in the data file generated by the equipment after each
process.

In the event of a problem, the technical service will ask the user to connect the probes to the
equipment to resolve the alarm or defect.

Instructions for Placing the Probes on the Equipment:

1. Connectingthe Probes: Each probe has two flat pins—one in a silver/metallic colour and
the other in copper. Ensure that each pin matches the corresponding-coloured
connectors on the equipment and press until fully inserted. The pins are of different
sizes, so verify that the colours match and do not force them if resistance is
encountered.

2. Placement in the Container: Insert the probe cable's tip into the element where the
temperature is to be measured. To monitor a sample's temperature during freeze
drying, place the cable's tip into the sample container and then insert the vial into the
thermal block, as in a normal process.

3. Continue the freeze-drying process as normal. Ensure the probe cables remain inside
the vacuum chamber and do not get trapped when closing it.

4. Cleaning: After the freeze-drying process is complete, remove the probes by gently
pulling them upward. Clean the probes after each use as described in section 7.1 of this
manual.

20260521_UM-S3_002 Page 29 of 65
Original Translation of Instruction Manual



SOLUTIONS

300K Solutions SL
acc

Instruction manual S3

Fig. 23. End of the cable inside a vial (left), and vial in thermal block (right).

3.3.8. Equipment nameplate

The equipment's plate is located on the left side of the equipment and uniquely identifies it.

1. Manufacturer and address

2. Manufacturing date (year- /
month) ®d

3. Reference @ﬂ

4, Serlél number O

5. Equipment name

6. ACvoltage g%‘

7. Frequency ® vorr:

8. Maximum current @ rreq;

9. Maximum power gz::;m
consumption

10. CE marking K

300K Solutions, 5.1
Calle rio Adajz, 10, Parque Cientifico de Iz USAL
37185, Villamayor, Salamanca

Spain
YYYY-MM

bt

X

53
KHVAC ~
XX Hz
XA

W

MADE IN SPAIN

SOLUTIONS

CEX

11. Do not dispose of as urban
waste
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3.4. Technical Data

3.4.1. Equipment Data

300K Solutions SL Calle Rio Adaja, 10, Parque
Cientifico de la USAL

Manufacturer: 37185, Villamayor, Salamanca
Spain
Type S3
Reference Number 11090001
3.4.2. Specifications
Specification Value

External Dimensions of Equipment (lid
closed) (length x width x height):

760 mm x 600 mm x 1350 mm

External Dimensions of Equipment (lid open)
(length x width x height):

760 mm x 600 mm x 1600 mm

Weight:

177 kg (aluminium chamber)

181 kg (stainless steel chamber)

Noise Emission: 62 dB
Connection Voltage: 200-240 VAC
Frequency: 50/60 Hz
Current: 7A

Power Consumption: 1540 W
Protection Type: IP20

Insulation Class:
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Minimum Shelf Temperature: -65 eC
Maximum Shelf Temperature: Upto 70 eC
Minimum Condenser Temperature: -65 2C
Maximum Condenser Temperature: Up to 70°C
Maximum Condenser Capacity: <0.25Kg
Minimum Vacuum Level of Equipment: <0.05 mBar
3.4.3. Environmental Conditions
Specification Value
Maximum Altitude Above Sea Level: 2000 m

Operating Ambient Temperature:

Between 10 2C and 26 ¢C

Transport and Storage Temperature:

Between -5 2C and 55 C

Maximum Relative Humidity:

80% at 31 2C decreasing linearly to 50%
humidity at 40 °C.

Overvoltage Category:

Pollution Degree: 2

Protection Type: IP20
3.4.4. Materials

Component Material

Housing: Aluminium

Vacuum Chamber:

Stainless Steel or Aluminium

Vacuum Clamps:

Stainless Steel
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Condensate Discharge Tubing: Silicone

Seals: Fluoroelastomers

Wheels: Polyamide and Polyurethane
Chamber to Condenser and Condenser to .

Pump Tubing Stainless Steel

Chamber and Condenser Insulation Neoprene and Aluminium Tape
Condenser Stainless Steel

Chassis Lacquered Aluminium
Chamber Support Polyoxymethylene

Core Separator Condenser Part Delrin Pom

Cold Plate Separator Part Teflon

Silent Blocks Rubber

4. Transport and Storage

4.1. Dimensions and Weight

Equipment Dimensions and Weight

Height: 1350 mm
Width: 600 mm
Depth: 760 mm

177 kg with aluminium chamber /181 kg

Weight: with stainless steel chamber
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Dimensions and Weight of Equipment with Transport Box

Height: 1575 mm

Width: 745 mm

Depth: 1050 mm

Weight: 250 kg with aluminium chamber / 254 kg

with stainless steel chamber

4.2. Transport

The equipment is packaged in a box specifically designed for safe transportation and should
always be used for transport. The equipment should always be lifted using mechanical means,
considering the centre of gravity indicated on the transport box.

Manual handling of the equipment during loading/unloading and transport can result in serious
injuries due to crushing or excessive weight.

4
o

Q0

It is important to observe the centre of gravity of the load, indicated by the centre-
of-gravity symbols on the transport box.

Mechanical means should always be used for loading and unloading the equipment.

Before loading/unloading and transporting the equipment, it is essential to read
this manual.

The unpacking instructions in this manual must be followed.

Health and safety regulations, as well as rules and regulations for accident
prevention, must be complied with.

Personal protective equipment, including safety footwear and work gloves, must
be used.

CAUTION

Please note that the S® equipment weighs 177 kg with an aluminium chamber and 181 kg with
a stainless-steel chamber.
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4.3. Storage Conditions

To ensure the equipment is protected from mechanical and environmental influences, the
following storage conditions must be met:

e Dryenvironment.

e Free from dust.

e Free from extreme temperature fluctuations.
e Free of mechanical loads.

Additionally, ensure that the environmental conditions specified in Section 3.4.3 “Environmental
Conditions” of this manual are met. Whenever possible, the equipment should be stored in its
original packaging.

4.4. Unpacking

The equipment must be unpacked by the 300K Solutions SL technical service or its authorized
distributor. Please do not unpack the equipment before the installation process and store it
according to the conditions outlined in Section 4.2 of this instruction manual until the arrival of
the 300K Solutions SL technical service. Whenever possible, the 300K Solutions SL technical
service will remove the transport box after installation.

Improper handling of the equipment during transport can cause some components to become
loose and/or damaged, creating risks of impact, crushing by loose parts, or electrical hazards
due to malfunction.

e Upon receipt of the equipment, the user is required to verify that the tilt and impact
indicators are inactive and to notify 300K Solutions SL immediately if they are active.

e |tis not the responsibility of the user to unpack or install the equipment; this should
be done by 300K Solutions SL technical service personnel upon arrival.

e Prior to installation, the 300K Solutions SL technical service team must verify the
correct connection of critical components.

CAUTION

Please note that the S® equipment weighs 177/181 kg and 250/254 kg with the transport box.
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5. Commissioning and connection

Commissioning should be carried out by 300K Solutions SL Technical Services or an authorised
distributor.

Follow the instructions in this manual and observe all safety measures, as well as cleaning and
organization guidelines. If any of the following situations cannot be resolved, please contact the
300K Solutions SL Technical Support.

5.1. Equipment Installation Location
The S® equipment is designed to operate in enclosed laboratory environments or spaces with
equivalent cleanliness requirements. The temperature, humidity, and ventilation at the

installation location must be within the ranges specified in this manual. The laboratory must
have adequate lighting to perform the tasks correctly, according to local regulations.

IMPORTANT

The installation location must meet the following requirements:
e The unit should be placed on a stable, level surface.
e Minimum footprint: 190 cm x 120 cm x 136 cm (height x width x depth).

e The ambient temperature in the workplace where the unit is used must be between
+10 2C and +26 2C. It is important to remember that the temperature may vary at
night, for example if the air conditioning is turned off or if doors are left open or
closed.

e Keep the equipment away from areas where liquids may be spilled.
e Ensure that the equipment is free from mechanical stress.

e Keep the air inlets and outlets free of any obstructions that may impede air
circulation.

The minimum distance from air inlets and outlets should be 50 cm. This distance

will allow air to circulate and prevent the unit from overheating.

Keep the unit away from external sources of heat, such as other nearby equipment
or direct sunlight.

Once installed, do not move or relocate the unit. If necessary, follow the
instructions in section 3.3.6 of this manual.
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When installing the unit in its intended location, avoid obstructing air inlets and outlets to ensure
proper airflow, maintain a stable internal temperature, and prevent potential overheating
problems. Proper air circulation is essential for cooling and optimum performance.
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e Ensure adequate ventilation of the unit and never cover the air inlets and outlets
shown in section 3.2.1 of this manual.

o Allow at least 30 cm of space around the unit for proper ventilation.

Fig. 24. Location of air inlets and outlets on S* equipment.
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IMPORTANT

Ensure that the on/off switch and the equipment's power cable are accessible to interrupt the
power supply in the event of an emergency.

IMPORTANT

® ®

Make sure the equipment is placed on a level surface to maintain the integrity and stability of all
its components during operation. This will ensure consistent performance over time.

min 25 cm

S3

o (@)

———

1 max. 10°
1

Fig. 25. Correct surface on which to place the S° equipment.

IMPORTANT

Please be advised that any placing of objects or application of pressure to the equipment is
strictly prohibited. It isimportant to ensure that the equipment is not subjected to any additional
loads and that sudden impacts are avoided. Such actions could compromise the integrity of the
components, which would have a negative effect on the equipment's operation and durability.

@ IMPORTANT

Avoid spilling any liquids on the equipment, as this could potentially interfere with its proper
operation if liquid encounters the electrical system or any of its main components.
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Fig. 26. Avoid spilling liquids on the equipment.

IMPORTANT

@

The vacuum chamber must be in optimal condition before starting any process. The vacuum
chamber seal should be clean and undamaged. It is important to ensure that the vacuum
chamber seal is properly positioned in the groove on the upper part of the chamber. For
cleaning, it is recommended to use water and soap, avoiding alcohol or other similar products
that could damage the seal's integrity. Proper maintenance of this component contributes to the
reliable and long-lasting performance of the S*equipment.

Fig. 27. Left seal correctly positioned, right seal incorrectly positioned.

IMPORTANT

The equipment comprises several interconnecting elements that operate independently. It is
important to note that incorrect handling of the S* equipment may result in the occurrence of
unwanted noise and vibrations. The primary sources of noise and vibration are as follows:

1. Incorrect placement of accessories within the vacuum chamber. It is of the utmost
importance to ensure that accessories such as thermal blocks or sample containers are
correctly positioned.
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2. An internal component of the S® equipment is not functioning as it should. Even if the
equipment continues to operate correctly, please contact 300K Solutions SL technical
service if you notice noise levels exceeding normal. This will help us to identify and
address any potential issues before they lead to a more significant malfunction.

N

lg 28. therml blocks correctly positioned in the S° equipment.
5.2. Electrical Connection

The electrical connection for the S® equipment is made to a standard 220V power supply at 50Hz.
The device employs a phase-neutral C13 connector, compatible with the Europlug, which
features a two-round-pin plug. The on/off switch is located adjacent to the power cable
connection, allowing direct control of the equipment's electrical power supply.

6. Operation

6.1. First commissioning

Prior to operating the equipment, it is essential to confirm that the installation location
requirements outlined in section 5.1 of this manual have been fulfilled.

CAUTION

Ensure no objects are present inside the vacuum chamber.
6.1.1. Electrical Connection

Prior to powering on the equipment, it is imperative to verify that the electrical supply voltage
is in accordance with the specifications detailed in the equipment documentation, which states
a voltage of 220VAC + Ground.

e Ensure that the equipment's power switch is in the OFF position O

e Connect the power cable to the equipment and then to the power source.
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Fig. 29. Rear view of the device with power socket.

6.2. Installation of Accessories

The S® equipment must be used with thermal blocks, sample containers, and kits provided by
300K Solutions SL. These blocks are placed inside the vacuum chamber on the thermal transfer
plate. Accessories may come in various formats and sizes. Please refer to the instructions
provided with these products to ensure correct installation and use with the S* equipment,
depending on the type of application you wish to perform.

—
| —
o4 Qunor &
A stapiliza?”
ONA stabilizat a
/}, 1§K r !:‘!t j,ﬂ/.s'

*3olutions 5.0+ &/

Fig. 30. Example of accessories for S* equipment.

6.3. Turning On

Once the electrical connection has been established, proceed to power on the equipment:

e Setthe power button switch to the "ON" position | . Please notice that the equipment
will take approximately one minute to power on.

.|
20260521_UM-S3_002 Page 41 of 65

Original Translation of Instruction Manual



300K Solutions SL
dock

SOLUTIONS

Instruction manual S3

~

-

S O L' o N S

Fig. 31. 8% home screen.

e The 300K Solutions logo, time, and date will appear on the start screen. Please swipe up
to continue.

e Select the "Operator" user at the bottom left, enter the credentials provided by 300K
Solutions SL, and press the side arrow to proceed.

Fig. 32. Credentials entry screen.

1
20260521_UM-S3_002 Page 42 of 65

Original Translation of Instruction Manual



300K Solutions SL
aoc

SOLUTIONS

Instruction manual S3

e Wait for the message “Touch the screen” to appear. Touch the screen to access the main
menu.

TOUCH THE SCREEN

=
A\

S OLUTIONS

Fig. 33. “Touch the screen” screen.

e The equipment's main screen will then appear.

May 14, 2024  16:25

Program 1 Program 2 Program 3

OPEN LID ADVANCED

Fig. 34. Main screen.

1-Buttons to select the process to run; 2- Button to return to the main screen. The button is
inactive while the user is on the main screen; 3- Button to return to the previous screen; 4-
Pushbutton to open the lid, also performs the vacuum break; 5- Pushbutton to start the selected
process (visible if there are conditions to start the process); 6- Pushbutton to access the
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advanced menu and the maintenance screen; 7- Alert indicator and button to access the alerts
screen; 8- Arrow to access the next process page; 9- Date and time.

NOTE: It is not possible to interact with the grey coloured buttons, only the white coloured
buttons can be used at any given time.

NOTE: When a button is green, it means that it forces the user to press it/carry out the requested
action to continue.

NOTE: When the lid is closed, the lid closing robot automatically returns to its initial position.
There may be a slight noise and a beep at the end.

6.4. Turning Off
Turning off the equipment involves switching it to an electrically non-powered state.
6.4.1. Prior to Electrical Shutdown

It is recommended that, prior to disconnecting the power, the vacuum chamber be left empty
of objects and accessories and that the vacuum chamber lid be closed to prevent any component
degradation.

o 7
Fig. 35. Vacuum chamber firee of objects and accessories.
6.4.2. Electrical Shutdown

This is the electrical disconnection of the equipment. After leaving the equipment empty, it is

switched off by turning the switch to the off position O . Following this, the power cable can
be disconnected; however, this is not necessary in cases of regular use of the equipment.

6.5. User Interface and Signalling

The equipment is equipped with an operational screen. This section provides an overview of the
various screens that the user can interact with.
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6.5.1. Main Screen 1

This is the main control screen for the selection of processes. To proceed to the subsequent
page of the main screen, select the white arrow located on the right.

May 14, 2024  16:25

Program 1 Program 2 Program 3

OPEN LID ADVANCED

Fig. 36. Main screen 1.

1-Buttons to select the desired process; 2-Button to return to the start screen; 3-Button to
return to the previous screen; 4-Button to open the chamber lid; which also breaks the vacuum;
5-Button to launch the selected process (active only when conditions are met); 6-Button to
access the advanced menu and maintenance screen; 7-Alarm/defect indicator and button to
access the defect screen; 8-Arrow to access the next page of processes; 9-Current date and time.

6.5.2. Main Screen 2

This is a continuation of the main screen, showing additional processes.
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May 14, 2024  16:25

Program 7 Program 8

OPEN LID ADVANCED

Fig. 37. Main screen 2.

1-Buttons to select the desired process; 2-Button to return to the start screen; 3-Button to
return to the previous screen; 4-Button to open the chamber lid, which also breaks the vacuum;
5-Button to launch the selected process (active only when conditions are met); 6-Button to
access the advanced menu and maintenance screen; 7-Alarm/defect indicator and button to
access the defect screen; 8-Arrow to access the previous page of processes; 9-Current date and
time.

6.5.3. Process Screen

Once a process has been selected and initiated from the main screen, the process screen will
display information pertaining to the ongoing operation. The specific information and
instructions displayed will vary depending on the selected process.
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May 14,2024 16:25

Running: Program 1 g
System conditioning

Step: 2 of 52

Maximum time: 00:30:00

Time elapsed: 00:12:00

m ¢

ABORT PROGRAM ADVANCED

Fig. 38 Process Screen 1
1-Display of the launched process; 2-Display of the active stage relative to the total number of
stages; 3-Display of the maximum operation time; 4-Display of the elapsed time for the current
operation; 5- User assistance panel displaying information about the current phase; 6-Button to
open the lid (active if the operation allows it); 7-Button to interrupt the process (see Section
6.5.7 for details); 8-Maintenance access button (accessible only in maintenance mode); 9-
Alarm/defect indicator and button to access the alerts screen.

In some instances, the user is required to interact with the equipment on the screen:

e Open Lid Button: The button will turn white if the action is allowed and necessary for
the process.

e OK Button: Used to proceed to the next stage. This button may not appear until the
required user action is completed.

NOTE: If the lid is opened when it should not be, the "Open Lid" button will turn green,
prompting the user to close it. It will not be possible to proceed with the process until this action
has been completed.
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May 14,2024  16:25

Running: Program 1

Open the lid and load the samples
Step: 8 of 52

Maximum time: 00:30:00

Time elapsed: 00:12:00

= m

OPEN LID ABORT PROGRAM ADVANCED

Fig. 39. The user must open the lid (button colored white) to load the samples.

May 14, 2024  16:25

Running: Program 1 _
After loading the samples, select

Step: 9 of 52 “OK" to continue

Maximum time: 00:30:00

OK
Time elapsed: 00:12:00

= m J

OPEN LID ABORT PROGRAM ADVANCED

Fig. 40. Once the above command has been fulfilled, the ‘OK’ button will be active to continue the process.

6.5.4. End of Process Screen

Once the process is complete, the end-of-process screen will appear. To finalise the operation,
the user must press the "OK" button.
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May 14,2024  16:25

Cycle finished. The system is
ready

0] ¢

m 4

ABORT PROGRAM ADVANCED

Fig. 41. End of process screen.

1- Button to finalize the launched process and return to the main screen; 2- Button to interrupt
the process; 3- Maintenance access button (accessible only in maintenance mode); 4-
Alarm/defect indicator and button to access the defect screen.

Once the freeze-drying process is complete, the following steps must be carried out (or
completed before the process is initiated):

e Check the level of the waste container. It is recommended that the container be emptied
after each process to prevent the triggering of an alarm in the event of a full container.

e Inspect the vacuum chamber seal for any dirt. If contamination is present, it should be
removed using cellulose paper and a method that does not involve the use of alcohol or
other chemicals that may damage the seal.

6.5.5. Alert Screen
This screen displays alarms and defects.

e Alarms: Notifications that do not stop the process but indicate states that need to be
adjusted or malfunctions.

o Defects: Stop the process and the entire equipment, requiring maintenance
intervention. After resolving the defect’s cause, a reset is needed using the defect-
clearing button.

In the event of alarms or defects, the equipment will not allow a process to be launched. To
enable operation with the S3, the alarms and defects must first be cleared as
follows:
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e Pressthe "Alerts" button on the main screen (it will appear in red).

e Pressthe "Reset" button to remove the alerts. _

If any alert is not deactivated, technical service intervention will be required. If this occurs,
contact 300K Solutions.

Alarm text

Alarm 0.16: Contact technical support
Alarm 0.17: Contact technical support
Defect 0.4; Contact Technical Support

B8

LN

RETURN

Fig. 42. Alert and defect screen

1- Display of active alarms and generated defects; 2- Button to clear alerts; 3- Button to
return to the previous screen; 4- Navigation buttons for browsing through alarms and
defects.

6.5.6. Process Interruption Screen

This screen is used to stop an active process. To interrupt an ongoing process, follow these steps:

e Within the process screen, click on the ‘Abort program’ button.

e The message: ‘Are you sure you want to stop the process?

e Press the ‘Yes’ button. The process will stop after a few seconds.

e When the message ‘Process stopped’ appears, press the ‘Return’ button to return to
the main screen.

NOTE: The process interruption function can also be accessed from the maintenance screen to
return the equipment to its initial state. Refer to Section 6.8 for more information.
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May 14, 2024  16:25

Process stopped.

YES

« &

RETURN ADVANCED

Fig. 43. Process stop screen.

1- Button to return to the previous screen; 2- Display of the process stop/interrupt status; 3-
Button to start the stop/interrupt of the process.

6.5.7. Maintenance Access Screen

The maintenance access screen is designed for use by technical support and service personnel.
In regular operation, users should not interact with this screen.

This screen also enables the user to open the lid and request an interruption or cessation of the
process.

To access the maintenance access screen, press the 'Advanced' button on the main screen. The
user will only have access to the white coloured buttons. The grey coloured buttons can only be
used by 300K Solutions technical support.
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May 14, 2024  16:25

REMOTE

w0 [

RETURN RESET DGX MODE | cONNECTION LOGOUT

Fig. 44. Maintenance access screen.

1-Button to return to the previous screen; 2-Button to reset the equipment to process start
conditions (see section 6.8 for more information); 3-Button to skip stage (Log-In is required); 4-
Button to enable the maintenance support. It is coloured green by default; 5-Button for access
to the screen that allows a correct remote connection. The technical service will ask the user to
activate this button in case there is a problem that can be solved remotely; 6-Button for Log-Out
and password deletion; 7-Button for access to maintenance screens (Log-In is required); 8-
Alarm/defect display and push-button for access to defect screen (Log-In required); 9-Buttons
for entering the maintenance password; 10-Buttons to select the language (Spanish - English).

6.5.8. Remote Connection Screen

The remote connection screen allows technical service to access the S* equipment remotely for
diagnostics and troubleshooting.

To access this screen, the service technician shall ask the user to follow the following steps:
e Press the "Advanced" button on the main screen.
e On the maintenance access screen, select the "Remote Connection" button.
e The screen will display the message: "Remote connection allowed."

e Use the "Return" button to return to the maintenance screen.

.|
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Remote connection allowed

A &

RETURN ADVANCED

Fig. 45. Remote connection screen.

1- Button to return to the main screen; 2- Button to return to the previous screen.

6.6. Starting and Running a Process

We start with the equipment powered and operational.

6.6.1. Running a Process

Start-up is defined as getting the equipment ready for the launch of a process.

e Verify that the "Alerts" button on the main screen is black (disabled). If the button is red
(enabled), refer to Section 6.3 to deactivate alerts before proceeding.

e From the main screen or its continuation, select the desired process by tapping its
button. The selected process button will be outlined in white.

e Tap the "Run Program" button, which will now be active (highlighted white).

NOTE: If the "Run Program" button does not activate after selecting the program, ensure the
vacuum chamber lid is properly closed. Closing the lid will allow the button to activate.

NOTE: The "Run Program" button may take a few seconds to activate as the stopper-sealing
robot repositions itself to its initial state.

NOTE: Some processes listed on the continuation of the main screen are restricted for user
access. These processes should only be launched upon request by the technical service.
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May 14, 2024  16:25

Program 1 Program 2 Program 3

OPEN LID ADVANCED

Fig. 46. Initial selection screen and process launch.

1-Buttons to select the process to be run; 2-Button to run the selected process. Visible in white
when a process is selected and the conditions for launching it are correct; 3-Button to access
the alarms/defects display screen.

e Once the program is launched, the process screen will display the current operation

status. The screen provides information on the active phase and may include user
instructions. For more details on the process screen, refer to Section 6.5.4.

May 14, 2024  16:25

Running: Program 1 ——
System conditioning

Step: 2 of 52

Maximum time: 00:30:00

Time elapsed: 00:12:00

m 4

ABORT PROGRAM ADVANCED

Fig. 47. Process status screen.
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e Some steps may require user action, e.g. opening the lid to insert samples, pressing the
'OK' button, closing the lid, etc. See section 6.5.4 of this manual for more information

e When the process is complete, the end of process screen will appear, and the user will
confirm the end of the process by pressing the 'OK' button.

May 14, 2024  16:25

Cycle finished. The system is
ready

0] ¢

m 4

ABORT PROGRAM ADVANCED

Fig. 48. End of process screen.

1-Button to end the process
o The freeze dryer is equipped with a 500ml bottle that stores the liquid extracted during
the freeze-drying process. It is recommended that this container be emptied after each

freeze-drying cycle, as outlined in section 3.3.5 of this manual. If the bottle is ever filled,
the equipment will block the launching of new processes until it is empty.

6.7. Process Data and Reports

Depending on the selected process and configured options, the equipment generates a data
file during each operation.

The user will be granted access to this file in accordance with the terms of the contract.

6.7.1. Accessing the Data

The data generated by the equipment is accessible via the Ethernet connection (RJ45) located
on the equipment, as described in Section 3.3.1.4 of this manual.

To access the shared folder provided by the equipment, connect a network cable from the RJ45
port of the equipment to the RJ45 port of a computer and configure the following access
settings:
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IP: 192.168.1.x
WORKING GROUP: WORKGROUP

Once configured, you can access the shared folder from another computer on the same network:

Q PC-53 ficheros
—F Red

= -

Alternatively, the file can be accessed directly via the file explorer at the following uniform
resource locator (URL): \\192.168.1.254\ficheros

6.8. Returning the Equipment to Initial Conditions

The Reset Button is used to stop an ongoing process at the user’s request via the process screen
or to reset the equipment to its initial state from the maintenance screen.

Section 6.5.7 of this manual explains how to stop a process, i.e. abort a programme, from the
process screen.

This section explains how to reset the equipment from the Service screen. The steps to follow
are as follows:

e From the process screen (left) or the main screen (right), tap the "Advanced" button to
access the maintenance screen.

May 14,2024  16:25 May 14,2024  16:25

Running: Program 1

System conditioning Program 1 Program 2 Program 3

Step: 2 of 52
Maximum time: 00:30:00

Time elapsed: 00:12:00

N
-

OPEN LID ADVANCED

m

ABORT PROGRAM ADVANCED

Fig. 49. Access to the maintenance screen from the process screen (left) or the main screen (vight).

1- Maintenance button.
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e On the maintenance screen, press the "Reset" button to restore the equipment to its
initial state.

May 14, 2024

REMOTE
RESET DGX MODE | CONNECTION LOGOUT

‘w o [¢

RETURN

Fig. 50. Maintenance screen with reset option.

2- Button for resetting the device to the process start condition.

e A confirmation message will appear: "Are you sure you want to stop the process?
Stopping process in progress."

e Press “Return” to cancel the stop.

e Press"Yes" to confirm. The screen will display a progress message: "Process Stopping in
Progress." Once completed, the message will change to: "Process Stopped."

e Pressthe "Return" button to return to the previous screen.

May 14,2024  16:25 May 14,2024  16:25

Process stop in progress
Process stopped.

« & - &

RETURN ADVANCED RETURN ADVANCED

Fig. 51. Left: screen showing that the process stop is in progress.
Right: screen showing that the process stop has been completed.
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6.9. Troubleshooting
The following steps should be followed by the user to resolve incidents.
6.9.1. General Defects

The following describes defects that the user can resolve. For all other issues, please contact
300K Solutions SL technical support.

INCIDENT ERROR MEANING CORRECTIVE ACTION

-Verify that the power cable is
properly connected at both ends.

-Check if the power switch is in
the ON position.

- Check that the voltage socket
The equipment's screen is off. The equipment has no power. where the machine is connected
is working properly.

- Turn the power switch OFF and
then ON again.

- Contact technical support if the
issue persists.

- Switch the equipment off and
on again by pressing the power
The equipment's start-up screen . switch.

Turning on error.
does not appear correctly.
- Contact technical support if the

issue persists.

- Request the lid to be opened
from the appropriate screen.
The lid cannot be opened. The lid is locked.
- Contact technical support if the
issue persists.

. . - Perform a “process stop” from
The stoppering system is below

Stoppering system is not raised the level of the vial stoppers,
sufficiently. potentially hitting them during
operation.

the corresponding screen.

- Contact technical support if the
issue persists.
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6.9.2. Alarms and Defects

The following describes actions the user should take in the event of alarms or defects. For all
other incidents, please contact 300K Solutions SL technical support.

ALARM NEXT STEPS
Alarm 0.1 Perform a "process stop" and leave the equipment off for 4 hours. If the alarm recurs,
’ contact technical support.
Alarm 0.2 If the alarm is reproduced, contact the technical support.
Alarm 0.3 Perform a "process stop" and leave the equipment off for 4 hours. If the alarm recurs,
’ contact technical support.
Alarm 0.4 If the alarm is reproduced, contact the technical support.
Alarm 0.5 USER: Clear alarms and return to the main screen.
Alarm 0.6 USER: Clear alarms and return to the main screen.
Alarm 0.7 Clear alarms.
Clear alarms.
Alarm 0.8 . :
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.9 . ;
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.10 ) .
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.11 ) .
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.12 . .
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.13 ) .
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.14 . .
If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.15 . .
If the alarm is reproduced, contact the technical support.
cl | .
Alarm 0.16 eara arms. .
If the alarm is reproduced, contact the technical support.
Perform a "process stop".
Alarm 0.17 p P .
If the alarm is reproduced, contact the technical support.
Perform a "process stop".
Alarm 0.18 P P .
If the alarm is reproduced, contact the technical support.
Perform a "process stop".
Alarm 0.19 P P .
If the alarm is reproduced, contact the technical support.
Perform a "process stop".
Alarm 0.20 p P .
If the alarm is reproduced, contact the technical support.
Alarm 0.21 USER: Empty the water container.
Perform a "process stop".
Alarm 0.22 Clear alarms.
If the alarm is reproduced, contact the technical support.
Alarm 0.23 USER: Perform a "process stop".
Clear alarms.
Alarm 0.24 . .
If the alarm is reproduced, contact the technical support.
Alarm 0.25 Contact technical service. (Incorrect protocol)
Perform a "process stop".
Alarm 0.26 p P .
If the alarm is reproduced, contact the technical support.
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Alarm 0.27 Perform a Process stop". .
If the alarm is reproduced, contact the technical support.
Alarm 0.28 Perform a Process stop". .
If the alarm is reproduced, contact the technical support.
Perform a "process stop".
Alarm 0.29 ] .
If the alarm is reproduced, contact the technical support.
Alarm 0.30 If the alarm is reproduced, contact the technical support.
Clear alarms.
Alarm 0.31 If the alarm is continuously played, switch the machine off and on again.
If the alarm is reproduced, contact the technical support.
Alarm 1.1 USER: Close lid.
Alarm 1.2 Clear alarms.
’ If the alarm is reproduced, contact the technical support.
Alarm 1.3 Clear alarms.. .
If the alarm is reproduced, contact the technical support.
Alarm 1.4 USER: Stop process is in progress, wait for it to finish.
DEFECTS NEXT STEPS
Close the lid and clear defects.
Defect 0.1 .
If the defect recurs, contact technical support.
Defect 0.2 Contact technical support.
Defect 0.4 Contact technical support.
Defect 0.5 Contact technical support.
Defect 0.6 Contact technical support.
Defect 0.9 Contact technical support.
Perform a "process stop" and leave the machine off for 4 hours.
Defect 0.15 Clear defects.

If the defect recurs, contact technical support.

Perform a "process stop" and leave the machine off for 4 hours.
Defect 0.16 Clear defects.

If the defect recurs, contact technical support.

Perform a "process stop" and leave the machine off for 4 hours.
Defect 0.17 Clear defects.

If the defect recurs, contact technical support.

Perform a "process stop" and leave the machine off for 4 hours.
Defect 0.18 Clear defects.

If the defect recurs, contact technical support.

Clear defects.

Defect 0.19
If the defect recurs, contact technical support.
Clear defects.

Defect 0.20 .
If the defect recurs, contact technical support.
Clear defects.

Defect 0.21 eardetects _
If the defect recurs, contact technical support.
Clear defects.

Defect 0.22 earderects ,
If the defect recurs, contact technical support.
Clear defects.

Defect 0.23 .
If the defect recurs, contact technical support.
Clear defects.

Defect 0.24

If the defect recurs, contact technical support.
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6.9.3. Contacting the technical support service

Please contact the 300K Solutions SL technical support service via email: service@300k.bio

Or contact the authorised 300K Solutions SL distributor in your country.

7. Maintenance and Service

Users should regularly inspect the general condition of the equipment. All maintenance and
repair work requiring the opening of the equipment housing must be performed exclusively by
300K Solutions SL service technicians or third-party technicians accredited by 300K Solutions SL.
The following checks by users are particularly important:

e Dirt: Ensure there is no accumulation of dust, debris, or dirt on the freeze dryer's
exterior. This can interfere with the proper operation of the equipment and may
damage components.

e Leaks: Carefully inspect for any noticeable liquid or vapor leaks from the exterior of the
equipment. Leaks can damage the equipment, result in product loss, and contaminate
the laboratory environment.

e Corrosion: Inspect all metal surfaces of the freeze dryer for signs of corrosion. Corrosion
can damage parts and affect the equipment's performance.

e Loose Connections: Check that all external screw connections are tight and in good
condition. Loose connections can lead to leaks, vibrations, and damage to components.

e Increased Noise Levels: Listen to the freeze dryer while it is operating and ensure there
are no unusual or excessive noises. Loud noises may indicate issues with the motor,
pumps, or valves.

e Missing Safety Warnings: Verify that all safety labels and warnings are present, legible,
and in good condition. Do not operate the freeze dryer if labels are missing or damaged.

7.1. Periodic Preventive Maintenance

Users should periodically perform the following actions to ensure proper operation of the S3
equipment. Full preventive maintenance must be performed by 300K Solutions SL technical
service or by 300K Solutions SL accredited third party technicians.
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ITEM ACTION FREQUENCY

Clean the housing with a damp cloth. For heavy
Housing dirt, use a mild chemical-free detergent or Weekly
ethanol.

Empty the container where water from each

Waste Container .
process is stored.

After each process

Clean the inside of the vacuum chamber lid
Vacuum Chamber . . ] Weekly
with a mild chemical-free detergent.

Clean the probe cable ends with distilled water

Thermocouple Probes or isopropyl alcohol, and dry with a clean, lint- After each use of the probes
free cloth.

General Equipment Run the pressure sensor calibration and system Weekl

Remote Maintenance diagnostics program defined in section 7.2. v

Ensure warning symbols on the equipment are
Warning Symbols legible; clean with a mild chemical-free Weekly
detergent or ethanol if dirty.

Screen Clean the equipment screen with a damp cloth. | Monthly

Remove dust and foreign objects from
Equipment ventilation slots using compressed air or a Monthly
vacuum cleaner.

8. Disposal/Elimination and Withdrawal

8.1. Disposal of Residuals

300K Solutions SL is a producer registered in the Register of Electrical and Electronic Equipment.
It is imperative that this equipment is not disposed of as unsorted municipal waste. Instead, it
should be taken to the nearest electrical and electronic waste treatment centre, where it can be
disposed of in accordance with local ordinances and in a way that reduces the environmental
impact of waste electrical and electronic equipment (WEEE).

e Ensure that biological samples or residual liquids remain in the equipment. The waste
container must be checked and any residues removed before the equipment is sent to
the waste treatment centre.

e Alllocal rules and regulations pertaining to disposal must be adhered to.
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8.2. Disposal of packaging

The packaging of this equipment has been designed to protect the products during storage and
transport. 300K Solutions SL technical service will collect the transport box and packaging
elements for reuse whenever possible. If this is not possible, please dispose of the packaging
elements by separating the materials individually for proper recycling, in accordance with local
legislation.
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9. Annexes

EU DECLARATION OF CONFORMITY
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EU DECLARATION OF CONFORMITY
In accordance with the Machinery Directive 2006/42/EC, Annex I, Part 1, Section A.

Manufacturer: 300K Solutions SL
Address: Calle Rio Adaja 10, Parque Cientifico de la USAL, Edificio M3

Technical file prepared by: 300K Solutions SL
Address: Calle Rio Adaja 10, Parque Cientifico de la USAL, Edificio M3

Hereby declares that the equipment:

Description: S3 Freeze Dryer
Model: 11080001

Complies with the provisions applicable to the following directives and standards:
Directives:

e  Machinery Directive 2006/42/EC

e Low Voltage Directive 2014/35/EU

e Electromagnetic Compatibility Directive 2014/30/EU

e Radio Equipment Directive 2014/53/EU

e  Waste Electrical and Electronic Equipment Directive (WEEE) 2012/19/EU

e Restriction of Hazardous Substances in Electrical and Electronic Equipment Directive 2011/65/EU

Standards:

e ENISO 12100:2010

e EN60204-1:2018

e ENISO61010-1:2011/A1:2020

e  UNE-EN IEC 61000-3-2:2019/A1:2021

e  UNE-EN IEC 61000-3-3:2013/A1:2020/A2:2022
e  UNE-EN 55011_2016/A11:2020/A2:2021

e  UNE-EN 55032:2016/AC:2016-07/A11:2020/A1:2021
e UNE-EN 55035:2017/A11:2020

e UNE-EN IEC 61326-1:2021

e UNE-EN 301 489-1v2.2.3 (2020-01-01)

e UNE-EN 301 489-7 v1.3.1 (2014-12-01)

e EN-ISO 11202:2010 + 202

In Salamanca
Fernando Martin
(CEO of 300K)
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