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Essential information

This user manual provides instructions, warnings, precautions, and other
important information for the use of the CliniMACS Formulation Unit. For
information on specific applications related to the CliniMACS Formulation Unit,
please refer to the user manual issued for the respective application. Further
safety information regarding the operation of the CliniMACS Formulation Unit in
connection with the CliniMACS Prodigy® System is provided in the CliniMACS
Prodigy User Manual (Instrument).

Equipment safety may be compromised. Equipment safety may be
compromised if the instrument is not used according to the
manufacturer’s instructions.

The operation of the CliniMACS Formulation Unit must be performed by
professional users only. Before putting the CliniMACS Formulation Unit
into operation, the operator must read and understand the safety
information, warnings, precautions, and instructions for proper
operation of the CliniMACS Formulation Unit provided in this user manual
(including, without limitation, the safety information in chapter 3
“Important safety information” of this document) and in the CliniMACS
Prodigy User Manual (Instrument), and in any safety-related
recommendations issued by Miltenyi Biotec. Pay special attention to all
warnings displayed on the CliniMACS Prodigy, or provided with CliniMACS
Formulation Unit, consumables and accessories. Adhere to all
instructions and procedures at all times during the operation of the
instrument, confirming that all safety information, warnings,
precautions, and instructions are observed. Failure to follow the safety
information, warnings, precautions, and instructions contained in the
instructions for use could result in instrument malfunction, property
damage, personal injury, and/or death.

Retain the user manuals for future reference. They should be kept
accessible and readily available together with all other safety and
operating documentation during the entire life cycle of the instrument
for all personnel responsible for installation, operation, and
maintenance.
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Introduction

1.1 General information

The CliniMACS System offers a set of tools that enables high-quality
standardized cell processing for different applications. The CliniMACS System is
based on the high-quality standardized cell processing and the magnetic cell
separation technology (MACS® Technology) developed by Miltenyi Biotec.

The CliniMACS Formulation Unit is an instrument accessory for the final
formulation and sampling of eukaryotic cells in combination with the CliniMACS
Prodigy. The CliniMACS Formulation Unit enables the user to take cell samples
during or after processing by the CliniMACS Prodigy.

The CliniMACS Formulation Unit is intended to be used in combination with the
following components only: CliniMACS Prodigy, CliniMACS Reagents, CliniMACS
Prodigy Tubing Sets, and the CliniMACS PBS/EDTA Buffer.

The different applications related with the CliniMACS Formulation Unit require
the use of specific CliniMACS Materials as well as additional materials and
equipment as described in this manual and in the CliniMACS Prodigy User
Manual issued for the respective application (see also section 5.1).

- INTRODUCTION



1.1.1 CliniMACS Formulation Unit Information
Record below the model and serial number located on the back of the
CliniMACS Formulation Unit. Refer to these numbers when requesting

information about the instrument or when requesting instrument service.

Catalogue no. (REF):

Serial no. (SN):
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Glossary

2.1 Graphical depiction

The following chart depicts the panels used in this user manual to inform the
user about potential risks if the outlined warnings and precautions are not
followed. The hazard level classifies the hazard, as described below. The level,
type, and source of the hazard, as well as potential consequences, prohibitions,
and measures are indicated as follows. Icons on the left side specify the risk.

Indicates a hazardous situation that, if not avoided, could result in death
or serious injury

Indicates a hazardous situation that, if not avoided, could result in minor or
moderate injury

NOTICE

Indicates information considered important, but not hazard-related
(e.g., messages relating to property damage)

IMPORTANT
Advises the user of important practices or information not related to personal injury
nor property damage

n GLOSSARY
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2.2 Glossary of symbols and terms

An overview of symbols and terms used for the CliniMACS Prodigy System is
provided in the CliniMACS Prodigy User Manual (Instrument). The glossary of
symbols depicts the symbols used for labeling of the CliniMACS Products.
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Important safety information

Equipment safety will be compromised if the CliniMACS Formulation Unit
is not used according to the manufacturer’s instructions. The operation
of the instrument must be performed by professional users only. Before
putting the instrument into operation, carefully read and understand the
safety information, warnings, precautions, and instructions for proper
operation of the instrument provided in the instructions for use of the
CliniMACS Formulation Unit components (including, without limitation,
the safety information in this chapter) and in any safety-related
recommendations issued by Miltenyi Biotec. Pay special attention to all
warnings on the CliniMACS Prodigy and CliniMACS Formulation Unit or
provided with consumables and accessories. The operator must adhere to
all instructions and procedures at all times during the operation of the
instrument, confirming that all safety information, warnings,
precautions, and instructions are observed.

n IMPORTANT SAFETY INFORMATION

Retain the user manuals for future reference. They should be kept
accessible and readily available together with all other safety and
operating documentation during the entire life cycle of the instrument
for all personnel responsible for installation, operation, and
maintenance.

11



Hazards to users, instrument damage, and/or malfunction, unpredictable
results, premature wear and tear, and/or reduced life time of the
instrument if the following safety information, warnings, precautions,
and instructions are not observed at all times when using the instrument.
Observe the following safety information, warnings, precautions, and
instructions at all times when using the instrument.

12

Always operate, handle, use, and maintain the CliniMACS Formulation Unit in
accordance with the safety information, warnings, precautions, instructions
and recommended procedures provided in the CliniMACS Formulation Unit
User Manuals and other written instructions issued by Miltenyi Biotec. Do
not deviate from these operating instructions and procedures.

Always ensure that the CliniMACS Formulation Unit is operated, handled,
used, and maintained only by appropriately skilled and professional
personnel familiar with the construction, operation, and hazards involved
with the instrument. The instrument is intended for the use in the
professional facility healthcare environment. The instrument is not intended
to be used near active HF surgical equipment. The customer or user should
assure that it is used in such an environment.

Always operate, handle, use, and maintain the CliniMACS Formulation Unit in
compliance with all applicable laws, rules, regulations and administrative
provisions, including, without limitation, all regulations regarding health and
safety at work and, as appropriate, the safety of devices, as applicable at the
location where the CliniMACS Formulation Unit is operated.

Always use the CliniMACS Formulation Unit for its intended purpose only (in
accordance with the product documentation and within its performance
limits), and not in any other manner or for any other purpose.

Never use the CliniMACS Formulation Unit with consumables, parts, or
accessories other than those approved by Miltenyi Biotec, to ensure safe and
proper operation of the instrument. Note: The use of consumables, parts, or
accessories not expressly approved by Miltenyi Biotec could void your
warranty and/or invalidate your authority to operate this instrument under
applicable regulations.



+ Always follow the maintenance recommendations of Miltenyi Biotec and
appropriate product standards. Note: Maintenance and service of the
CliniMACS Formulation Unit must only be performed by authorized local
Miltenyi Biotec Service Provider. Confirm that the instrument is not put into
operation unless and until all periodic maintenance and instrument safety
checks have been successfully performed.

« Defects should be addressed immediately. If there is any doubt regarding
the proper functioning of the instrument, do not use the instrument and
contact the authorized local Miltenyi Biotec Service Provider or Miltenyi
Biotec Technical Support as soon as possible.

+ Never change or modify the CliniMACS Formulation Unit except with
Miltenyi Biotec’s prior written approval. Note: Changes or modifications to
this instrument not expressly approved by Miltenyi Biotec could void your
warranty and/or invalidate the operator’s authority to operate the
instrument under applicable regulations.

Risk of death, serious personal injury, and/or property damage,
instrument malfunction, or damage, premature wear and tear, and
reduced instrument life time. Failure to comply with the safety
information, warnings, precautions, and instructions in the CliniMACS
Formulation Unit User Manuals (and in other safety related publications
issued by Miltenyi Biotec for use with your instrument) could lead to
improper or incorrect use, handling or care of the product and cause a
hazard, and could result in death, serious personal injury, and/or
property damage, instrument malfunction, or damage, premature wear
and tear, and reduced instrument life time, and may void the warranty
and/or invalidate the authority to operate the instrument under
applicable regulations. Miltenyi Biotec accepts no liability for
consequences arising from failure to comply with the safety information,
warnings, precautions, and instructions provided herein.

If concerned about the safe use of the CliniMACS Formulation Unit or require
additional safety information regarding the CliniMACS Formulation Unit and its
components, contact the authorized local Miltenyi Biotec Service Provider or
Miltenyi Biotec Technical support.

IMPORTANT SAFETY INFORMATION
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3.1 Safety instructions for the CliniMACS
Formulation Unit

In the event of unexpected process abortion or messages on the screen of the
CliniMACS Prodigy that advises the operator to contact technical support,
immediately contact the Miltenyi Biotec Technical Support. If secure operation is
no longer possible, immediately switch off the CliniMACS Prodigy and
disconnect the power cord of the CliniMACS Prodigy and contact Miltenyi Biotec
Technical Support or an authorized local Miltenyi Biotec Service Provider.

3.1.1 Usage and installation

Risk of improper operation due to increased electromagnetic emissions
or decreased electromagnetic immunity. The use of consumables,
accessories, transducers, and cables other than those specified or
provided by the manufacturer of this equipment could result in increased
electromagnetic emissions or decreased electromagnetic immunity of
this equipment and result in improper operation. Electrical equipment
requires special precautions regarding electromagnetic compatibility
(EMC) and must be installed and placed in service according to the EMC
information (see “Appendix”). Portable and mobile RF communications
equipment can affect medical electrical equipment. Only use the
instrument with accessories, transducers, and/or cables approved by
Miltenyi Biotec.

/\ CAUTION

Risk of process failure. If alarm signals are not recognized and the required
actions are not executed or confirmed there is the risk of process failure.
Confirm that optical and acoustical alarm signals can be recognized by the
operator at any time during the process.

/\ CAUTION

Risk of injury. If installed improperly without consulting this user manual, the
CliniMACS Formulation Unit may lead to injury. The installation of the
CliniMACS Formulation Unit must be performed as described in section 4.4
of this user manual. The Formulation Unit must be installed on a CliniMACS
Prodigy which is placed evenly on a flat and stable surface, which is capable
of supporting at least 120 kg and free of vibrational or other mechanical
forces.



The CliniMACS Formulation Unit may be used repeatedly. It is not intended for
disposal after single use. Contact the local authority governing electrical power
supply, building construction, maintenance, or safety for more information
regarding the installation of the equipment.

NOTICE

Risk of damage to the tubing set. The tubing set can be damaged if the tubing is
streched by the bags hanging over the edge of the table. Leave sufficient space
(@approx. 15 cm) for bags for tubing set installation in front of the CliniMACS
Formulation Unit.

3.1.2 Hazards of electric shock and spread of fire

Electrical instruments pose the risk of an electric shock, electrical short, and
overheating. Electric shock may lead to severe personal injury or death.

An electrical short and overheating may lead to the spread of fire.

The CliniMACS Formulation Unit is a Protection Class | device and may only be
connected to the CliniMACS Prodigy. The CliniMACS Prodigy itself may only be
plugged into an outlet with a grounded connection.

Electronic equipment may emit sparks that could ignite combustible vapors or
dusts leading to explosion or spread of fire.

Risk of electric shock, electrical short, and spread of fire. Electric shock
may lead to severe personal injury or death. The housing of the
instrument reduces the risks of electric shock, electrical short, and spread
of fire. Opening any cover of the instrument interrupts this protective
measure. Do not remove or penetrate any cover of the instrument. Only
authorized local Miltenyi Biotec Service Provider may open the
instrument or exchange spare parts. Do not use the instrument in case of
visible damage or if it has been dropped. Contact

Miltenyi Biotec Technical Support.

Risk of electric shock or damage to the instrument. Risk of electric shock
or damage to the instrument if the instrument is cleaned with excessive
amount of cleaning or while switched on. Before cleaning or disinfection
of the CliniMACS Formulation Unit, disconnect the instrument from the
power supply. Unplug the mains plug of the CliniMACS Prodigy to
disconnect the CliniMACS Formulation Unit from the power supply. Only
use the originally supplied power cord.

IMPORTANT SAFETY INFORMATION
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If flames or smoke appear, immediately switch off the instrument, unplug
it from the electrical outlet, and contact an authorized Miltenyi Biotec
service provider or Miltenyi Biotec Technical Support.

Risk of electric shock or spread of fire. The instrument is intended for
indoor use only. Water ingress may lead to an electrical short circuit and
the risk of electric shock or spread of fire. Do not use the instrumentin a
wet or damp location or if it has been exposed to moisture. Avoid high
humidity or condensation and protect the instrument from contact with
water. Special care must be taken while handling fluids. Clean up
spillages immediately. Do not allow fluids to enter the interior of the
instrument. Avoid ingress of any liquid into the valves. Do not operate
the instrument if liquids have spilled into the instrument. Fluid
containers must be handled with caution when in the area of the
CliniMACS Formulation Unit. After moving the instrument from a cold
environment, such as a cold room at +4 °C (+39 °F), to room temperature,
condensing liquid droplets may form inside the instrument. It is
necessary to wait for the instrument to dehumidify before operating the
instrument. Do not use liquid or aerosol cleaning agents; always use a
damp cloth.

/\ CAUTION

Risk of overheating. Ambient air temperature may not be adequate to cool
the instrument to acceptable operating temperatures without adequate
circulation. Confirm the room in which you operate the instrument has
adequate air circulation.

The instrument should not be placed next to radiators, heat registers, stoves,
or other pieces of equipment (including amplifiers) that produce heat.

Allow sufficient space for air circulation around the CliniMACS Prodigy as
described in the CliniMACS Prodigy User Manual (Instrument). Prevent direct
exposure of the instrument to sunlight. Do not place the instrument within a
built-in apparatus or a confined space such as a shelf rack unless the
apparatus has been specifically designed to accommodate the instrument,
proper ventilation is provided, and the positioning instructions for the
instrument have been followed.

Confirm the power CAN connector to the CliniMACS Prodigy is easily accessible
and located as close to the operator of the instrument as possible. If it is
necessary to disconnect the power supply, unplug the power cord of the
CliniMACS Prodigy from the power outlet.



3.1.3 Mechanical hazards

/\ CAUTION

Risk of internal damage. Movement or vibration may affect the instrument.
Do not place the instrument next to equipment that vibrates or can cause
the instrument to move. Do not lean on the CliniMACS Formulation Unit.

3.1.4 Chemical and biological hazards

Risk of severe personal injury or death. Depending on the biological
material used, contamination or infection may lead to severe personal
injury or death. Always wear personal safety equipment in accordance
with warnings and precautions, in particular if biohazardous material is
or has been used.

Wear protective gloves, protective clothing, and safety goggles to prevent
contact with skin and eyes. Defective or inadequate safety equipment might
endanger the operator. If hazardous material has been used or spilled, the
operator must take care to thoroughly decontaminate the instrument.

After running the process and prior to decontamination, the CliniMACS
Formulation Unit should be treated as a biohazard (see section 4.5). Waste
disposal must be in accordance with local regulations.

3.1.5 Servicing and transport

Hazards to users, unpredictable results, instrument malfunction or
damage, premature wear and reduced lifetime of the instrument.
Improper or incorrect servicing or repair of the instrument can cause
hazards to users, lead to unpredictable results, instrument malfunction
or damage, premature wear and reduced lifetime of the instrument, and
may void the warranty. Unless otherwise specifically noted in this user
manual, do not service the CliniMACS Formulation Unit. Service and
repair may only be performed by authorized local Miltenyi Biotec Service
Provider.

IMPORTANT SAFETY INFORMATION
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Using unauthorized replacement or spare parts can cause malfunction of the
instrument and impair results. Miltenyi Biotec does not honor any warranty or
accept any responsibility for instrument failure or damages resulting from the
use of inappropriate replacement or spare parts. After completing any services
or repairs, authorized local Miltenyi Biotec Service Providers perform all required
safety checks to ensure that the instrument is fully functional.

For information about Miltenyi Biotec's instrument service and support
arrangements, contact the authorized local Miltenyi Biotec Service Provider or
Miltenyi Biotec Technical Support

Chemical and biological hazard. Risk of chemical or biological hazards
due to contaminated surfaces. If the instrument needs to be shipped back
to the manufacturer for service, decontaminate the instrument from any
hazardous material prior to shipment. For details regarding proper
decontamination, refer to the instructions in section 4.5.

/\ CAUTION
Risk of internal damage. Internal damage can occur if the instrument is
subjected to excessive vibration or is dropped. If transportation of the
CliniMACS Formulation Unit is required, contact the authorized local Miltenyi
Biotec Service Provider or Miltenyi Biotec Technical Support.
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The CliniMACS Formulation Unit

4.1 Regulatory information

The CliniMACS Prodigy Cell & Gene Therapy Manufacturing System is intended
for genetic and/or other substantial manipulation (like transfection,
proliferation, differentiation) steps of human cells.

P CliniMACS Prodigy is no medical device in Europe if used as part of the
CliniMACS Prodigy Cell & Gene Therapy Manufacturing System.

» For U.S. CAUTION: Clinical Research System. Limited by Federal (or United
States) Law to Investigational Use or under an FDA Approval.

For regulatory status in countries outside Europe, contact the authorized local
Miltenyi Biotec Service Provider.

4.1.1 Intended use

The CliniMACS Formulation Unit is an equipment intended to enable the in vitro
final formulation and sampling of cell populations for clinical applications in
combination with the CliniMACS Prodigy only.

The CliniMACS Formulation Unit is for research use and in vitro cell culture proces-
sing only. It is intended to be used by professional users in a GMP environment.

The CliniMACS Formulation Unit is intended to be used as manufacturing
equipment for cell-based medicinal products, e.g., in applications of the
CliniMACS Prodigy Cell & Gene Therapy Manufacturing System. The CliniMACS
Formulation Unit is not intended to be used within Medical Device applications
of the CliniMACS Prodigy Cell Separation System.

H THE CLINIMACS FORMULATION UNIT
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4.1.2 Rationale

During applications of in vitro cell culture processing, the cells are subjected to
modification (genetic and/or substantial manipulation; Cell separation, concen-
tration or purification is not considered as substantial manipulation according
to Regulation (EC) No. 1394/2007) by pharmacological, immunological or
metabolic means as the principal intended action. The resulting cells are
therefore considered as Advanced Therapy Medicinal Product (ATMP) in Europe.

As a consequence, the components cannot be classified as Medical Devices.
Instead, the CliniMACS Formulation Unit is considered as manufacturing
equipment for cell-based medicinal products. Therefore, European GMP
guidelines (EudraLex Vol. 4) have to be followed when using the CliniMACS
Formulation Unit for manufacture of cell-based medicinal products in Europe.

For operating the CliniMACS Formulation Unit, only the stated products defined

in the respective applications must be used with and connected to the
CliniMACS Prodigy.

4.1.3 Compliance

The CliniMACS Formulation Unit conforms to the following directives:

C€

2014/30/EU (Electromagnetic compatibility)

2011/65/EU Restriction of the use of certain hazardous substances in electrical &
electronic equipment (RoHS 2)

2006/42/EC (Machinery)

The instrument complies with the following standards:
- IEC61010-1

« UL61010-1

+ CAN/CSA-C22.2 No.61010-1

« |EC60601-1-2

For applied standard version refer to the respective Product Quality Certificate.

The instrument complies to the following guideline: EudraLex Vol. 4.



UK
CA

United Kingdom Conformity Assessed

Electromagnetic Compatibility Regulations 2016

The Restriction of the Use of Certain Hazardous Substances in Electrical and
Electronic Equipment Regulations 2012

Supply of Machinery (Safety) Regulations 2008

IMPORTANT
Any serious incident that has occurred in relation to this product should be reported
to Miltenyi Biotec B.V. & Co. KG using the contact information provided.

4.2 Technical data
' /AWARNING

Safety and performance of the instrument may be compromised if the
CliniMACS Formulation Unit is used outside its specifications. Do not use
the instrument outside its specifications.

Before connecting the instrument to the CliniMACS Prodigy, the
configuration of the CliniMACS Prodigy must be checked and adjusted if
necessary. Contact authorized local Miltenyi Biotec Service Provider or
Miltenyi Biotec Technical Support for installation of the instrument.

Technical data

Model CliniMACS Formulation Unit (REF 170-075-703)

Dimensions Width: 62.4 cm housing
Depth: 9 cm housing (without mounting guide)
Height: 8.5 cm housing (without valves)

Weight Approx. 9 kg (excluding the weight of attached consumables)
Emission sound <79 dB(A)

pressure level

Input voltage 24V DC 5.5 A max (supply by CliniMACS Prodigy)

Operation Temperature: +15 °C to +25 °C (+59 °F to +77 °F)

conditions Humidity: 10% to 75% relative humidity, non-condensing

Altitude: <2,000 meters above sea level

Storage conditions Room temperature
Avoid condensing conditions.

Positioning Installed on the bag compartment of the CliniMACS Prodigy
CliniMACS Formulation Unit and CliniMACS Prodigy must have
a distance of at least 14 cm to walls and other obstacles.

Table 4.1: Technical data of the CliniMACS Formulation Unit

n THE CLINIMACS FORMULATION UNIT
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The CliniMACS Formulation Unit including accessories complies to the EMC
standard IEC60601-1-2. For details refer to the appendix of this user manual. It is
a Protection Class | instrument and must be connected to the CliniMACS Prodigy
which must be plugged into a grounded power outlet.

Conditions of operation: Supply voltage fluctuations up to +10% of the nominal
voltage. Transient over-voltages present on the mains supply: Category Il. The
instrument is suitable for rated pollution degree 2.

The instrument has been tested and found to comply with the limits for a Class
A digital device, pursuant to Part 15 of the FCC Rules. Note: The emissions
characteristics of this instrument make it suitable for use in industrial areas and
hospitals (CISPR 11 class A). If it is used in a residential environment (for which
CISPR 11 class B is normally required) this instrument might not offer adequate
protection to radio-frequency communication services. The user might need to
take mitigation measures, such as relocating or reorienting the instrument. If
this instrument does cause harmful interference to radio or television reception,
which can be determined by turning the instrument off and on, the user is
encouraged to try to correct the interference by one or more of the following
measures:

- Reorient or relocate the receiving antenna,

« Increase the distance between the instrument and the receiver,

- Connect the instrument to an outlet on a circuit different from that to which
the receiver is connected,

+ Consult the dealer or an experienced radio/TV technician for help.

Changes or modifications of the instrument, unless expressly approved by
Miltenyi Biotec, may void the authority to operate the instrument pursuant to
FCC 47 CFR.



4.3 Components of the CliniMACS Formulation Unit

The following section describes the components of the CliniMACS Formulation
Unit.

The key components of the CliniMACS Formulation Unit are the 13 pinch valves,
the liquid sensor, the mounting guide, the power cable, and the locking clasp

(see Figure 4.1 and Figure 4.2).

The top view of the instrument is shown in Figure 4.1.

l o Mounting guide

@@@@@@@@ Liquid sensor

————— Pinch valves

Figure 4.1: Top view of the CliniMACS Formulation Unit

The right-side view of the instrument is shown in Figure 4.2.

L Mounting guide

o —— Power cable

\>

o ¢ Locking clasp

Figure 4.2: Right-side view of the CliniMACS Formulation Unit

ﬂ THE CLINIMACS FORMULATION UNIT
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4.3.1 Pinch valves

In total, 13 magnetic pinch valves (see Figure 4.1) can be used during operation
to ensure controlled flow pathways within the tubing set. Additionally, the
valves fix the tubing on the front plate of the instrument.

4.3.2 Liquid sensor

One liquid sensor at the front of the instrument (see Figure 4.1) monitors the
flow of liquid within the tubing set based on an ultrasonic principle which
allows detection of air bubbles within certain parts of the mounted tubing set.
Specific process steps are designed so that disruption of the continuous fluid
flow through this sensor automatically advances the process to the next phase.

4.3.3 Mounting guide and locking clasp

The mounting guide and locking clasp (see Figure 4.1) are used to mount and
secure the CliniMACS Formulation Unit onto the CliniMACS Prodigy. The
mounting guide helps the insertion and mounting of the CliniMACS
Formulation Unit onto the bag compartment on the CliniMACS Prodigy. The
locking clasp locks the CliniMACS Formulation Unit on the bottom side of the
CliniMACS Prodigy.

4.4 Unpacking and installation

/\ CAUTION
Unpacking and installation of the CliniMACS Formulation Unit must only be
performed by a professional user. Read the chapter 3 “Important safety
information” before installation and use of the instrument. Visually inspect
and note any significant damage to the package. Damage may require
inspection by a representative of the shipping company.

4.4.1 Scope of supply
The content of supply is:
« one CliniMACS Formulation Unit

« one CliniMACS Formulation Unit User Manual
« two rubber pads



4.4.2 Unpacking

1.

Open the top carton by cutting the adhesive tape.

Open the carton and remove any loose content (for example, the
CliniMACS Formulation Unit User Manual).

Lift the CliniMACS Formulation Unit together with the protective foam.

Remove the protective foam and unwrap the shipping bag around the
CliniMACS Formulation Unit.

4.4 3 Installation

Attach the two rubber pads provided onto the bag compartment of the
CliniMACS Prodigy as shown in Figure 4.3 and insert the bag compartment
back into the CliniMACS Prodigy.

Rubber pads

Bag compartment
(CliniMACS Prodigy)

Figure 4.3: Placement of the rubber pads on the bag compartment of the
CliniMACS Prodigy (top view)

Hold the CliniMACS Formulation Unit with the mounting guide facing the
CliniMACS Prodigy.

Tilt the Formulation unit as shown in Figure 4.4 and insert the mounting
guide into the bag compartment of the CliniMACS Prodigy.

THE CLINIMACS FORMULATION UNIT
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Mounting guide
(CliniMACS
Formulation Unit)

=y

Bag compartment
(CliniMACS Prodigy)

Figure 4.4: Tilting the CliniMACS Formulation Unit for installation (right-side view)

4. Open the locking clasp (see Figure 4.4) by pushing on the front side of the
trigger, slide it towards the CliniMACS Prodigy and lock it by releasing the
trigger. Make sure the back side of the clasp is securely placed on the
bottom of the CliniMACS Prodigy (see Figure 4.5).



Locking clasp (CliniMACS
Formulation Unit)

[

Q Za

Figure 4.5: Right-side view of the CliniMACS Formulation Unit installed on the CliniMACS Prodigy

Make sure that the CliniMACS Prodigy is switched off before connecting the
CliniMACS Formulation Unit. Plug the Power-CAN plug of the CliniMACS
Formulation Unit into the “Power-CAN” connector located on the
Connector Panel of the CliniMACS Prodigy (see Figure 4.5). Refer to
CliniMACS Prodigy User Manual (Instrument) for more information on the
Power-CAN connector. Carefully connect the plug to the socket to avoid
damaging the connector pins. The connector fits only in one position.
Check the orientation if the plug does not slide in smoothly.

After mounting and plugging the CliniMACS Formulation Unit, switch on
the CliniMACS Prodigy. The operator can survey the valves and the liquid
sensor of the CliniMACS Formulation Unit using the test tools provided in
the CliniMACS Prodigy (software version higher than 1.4.19) and document
the installation and operation of the instrument if necessary. Contact
Miltenyi Biotec Technical Support to request the test documentation.

THE CLINIMACS FORMULATION UNIT
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0
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Main power

L—,—J:

Connector panel

Figure 4.6: Location of the connector panel on the rear side of the CliniMACS Prodigy for connecting the

CliniMACS Formulation Unit



4.4.4 Positioning

The CliniMACS Formulation Unit must only be installed on the Bag
compartment of the CliniMACS Prodigy (see Figure 4.6). Do not install the
CliniMACS Formulation Unit on any other location.

12)
- = - JD
8®q _ _

I — = =

Figure 4.7: CliniMACS Formulation Unit located on the Bag compartment of the CliniMACS Prodigy
(front view)

4.4.5 Transport

/\ CAUTION

Risk of internal damage. Internal damage can occur if the instrument is
subjected to excessive vibration or if it is dropped. The CliniMACS
Formulation Unit should be transported with care in packaging specified by
Miltenyi Biotec.

/\ CAUTION

Chemical and biological hazard. Risk of chemical or biological hazards due to
contaminated surfaces. If the instrument needs to be shipped back to the
manufacturer for service, decontaminate the instrument from any hazardous
material prior to shipment. For questions regarding proper decontamination
or shipment, contact Miltenyi Biotec Technical Support for assistance.

ﬂ THE CLINIMACS FORMULATION UNIT
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4.5 Cleaning and disinfection

Risk of electric shock or damage to the instrument if the instrument is
cleaned with excessive amount of cleaning or while switched on. Only
clean the CliniMACS Formulation Unit when the CliniMACS Prodigy is
switched off and the power cord of the CliniMACS Prodigy is unplugged.
Avoid ingress of any liquid into the pinch valves.

Clean the instrument with one of the following disinfectants, which are
compatible with the surface of the instrument:

+ Aldehyde up to 3%, e.g., Kohrsolin® FF 3% or
« Ethanol up to 80%

Safety and performance of the instrument may be compromised if other
than the above mentioned cleaning methods are used. UV may damage
plastic parts of the instrument. Do not use UV irradiation. The instrument
should not be sterilized, e.g., with H,0,.

Dust off the valves using a paper towel.

IMPORTANT

The surface of the CliniMACS Formulation Unit should be cleaned at regular intervals
and after each application. Cleaning after unpacking before installation is also
recommended.



4.6 Maintenance

4.6.1 Servicing

Hazard to users, unpredictable results, instrument malfunction or
damage, premature wear and reduced lifetime of the instrument.
Improper or incorrect servicing or repair of the instrument can cause
hazards to users, lead to unpredictable results, instrument malfunction
or damage, premature wear and reduced lifetime of the instrument, and
may void the warranty. Do not service the instrument. Service and repair
may only be performed by authorized local Miltenyi Biotec Service
Provider. Routine and preventative maintenance procedures should be
conducted by the manufacturer’s authorized service personnel at least
once a year.

The instrument does not require any form of calibration. Contact the authorized
local Miltenyi Biotec Service Provider for Miltenyi Biotec Instrument Service and
support arrangements.

4.6.2 Instrument disposal

Contact Miltenyi Biotec Technical Support for final disposal. The CliniMACS
Formulation Unit must be separately collected according to the European
directive of waste of electrical and electronic equipment (WEEE). For final
disposal, the instrument must be returned to the manufacturer.

Biological hazard. If the instrument is transported without prior
disinfection, there is the risk of infection. Clean and disinfect the instrument
according to the instructions given in section 4.5.

The instrument should be transported with care in packaging specified by
Miltenyi Biotec.

2013 No. 3113 - ENVIRONMENTAL PROTECTION The Waste Electrical and
Electronic Equipment Regulations 2013 applies.

THE CLINIMACS FORMULATION UNIT
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5

The CliniMACS Formulation Unit and the
CliniMACS Prodigy Cell & Gene Therapy
Manufacturing System

5.1 The CliniMACS Formulation Unit and CliniMACS
Prodigy Cell & Gene Therapy Manufacturing
System components

THE CLINIMACS FORMULATION UNIT AND THE CLINIMACS PRODIGY

CELL & GENE THERAPY MANUFACTURING SYSTEM

The different applications running on the CliniMACS Formulation Unit require
the use of specific CliniMACS Materials as well as additional materials and
equipment as described in the CliniMACS Prodigy User Manual for the
respective application. The CliniMACS Prodigy System is described in the
CliniMACS Prodigy User Manual (Instrument).

n

IMPORTANT

For instructions for use, e.g., warnings and precautions, concerning the CliniMACS
Prodigy System components, refer to the instructions for use provided for the
respective component.

5.2 Additional materials and equipment

Additional materials, e.g., MACS GMP Products, and equipment required for the
different applications are described in the CliniMACS Prodigy User Manual of the
respective application.

IMPORTANT

The procedures may require the use of components which are not part of the
CliniMACS Prodigy System. Therefore, either materials of pharmaceutical grade must
be used or the user has to evaluate all risks arising from these materials. In addition,
no inflammable or explosive materials should be used, or solutions that will lead to a
hazardous chemical reaction that could represent a potential risk for the user.
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5.3 Limitation

Miltenyi Biotec as the manufacturer of the CliniMACS System does not give any
recommendations regarding the use of separated cells for therapeutic purposes
and does not make any claims regarding a clinical benefit.

5.4 Warnings and precautions regarding the
process

Risk of process failure or damage to the instrument.Risk of process
failure or damage to the instrument if procedures are performed by
untrained operators. All processing procedures must be performed by
trained operators only. Operator training will be provided by a qualified
Miltenyi Biotec representative.

For further information refer to the CliniMACS Prodigy User Manual (Instrument).



6

Troubleshooting

In any case of instrument malfunction or process failure, contact the Miltenyi
Biotec Technical Support:

N +49 2204 8306-3803
&= technicalsupport@miltenyi.com

Visit www.miltenyibiotec.com for local Miltenyi Biotec Technical Support
contact information.

TROUBLESHOOTING
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Legal notes

7.1 Limited warranty

Except as stated in a specific warranty statement, which may accompany this
Miltenyi Biotec product, or unless otherwise agreed in writing by a duly
authorized Miltenyi Biotec representative, Miltenyi Biotec's warranty for
products purchased directly from Miltenyi Biotec shall be subject to the terms
and conditions of sale under which it was provided to you by the respective
Miltenyi Biotec sales organization. These terms and conditions are available on
request or at www.miltenyibiotec.com. The applicable terms and conditions of
sale may vary by country and region. Nothing herein should be construed as
constituting an additional warranty.

For products purchased from third-party retailers or resellers (e.g., purchased
from an authorized local Miltenyi Biotec Service Provider), different terms and
conditions may apply.

To determine the warranty that came with your product, see your packing slip,
invoice, receipt or other sales documentation. Some components of a product
combination you purchased may have a shorter warranty than that listed on
your packing slip, invoice, receipt or other sales documentation (e.g., goods
subject to shelf life and obsolescence).

Miltenyi Biotec's warranty for this product only covers product issues caused by
defects in material or workmanship during normal use. It does not cover
product issues caused by any other reason, including but not limited to product
issues due to use of the product in a manner other than specifically described in
this manual, for example: inappropriate or improper use; incorrect assembly or
installation by an operator or a third party; reasonable wear and tear; negligent
or incorrect operation, handling, storage, servicing, or maintenance;

H LEGAL NOTES
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non-adherence to the operating instructions; unauthorized modification of or
to any part of this product; or use of inappropriate consumables, accessories, or
work materials.

Miltenyi Biotec’s warranty does not cover products sold AS IS or WITH ALL
FAULTS or consumables. Nothing herein should be construed as constituting an
additional warranty.

Miltenyi Biotec must be informed immediately, if a claim is made under such
warranty. If a material or manufacturing defect occurs within the warranty
period, Miltenyi Biotec will take the appropriate steps to restore the full usability
of the instrument.

Limitation on damages

Miltenyi Biotec shall not be liable for any incidental or consequential
damages for breach of any express or implied warranty or condition on
this product.

Some countries/states or jurisdictions do not allow the exclusion or limitation of
incidental or consequential damages, so the above limitations or exclusions may
not apply to you. This warranty statement gives you specific legal rights and you
may have other rights, which vary from state to state or jurisdiction to
jurisdiction.

7.2 Trademarks

CliniMACS, CliniMACS Prodigy, MACS, and the Miltenyi Biotec logo are registered
trademarks or trademarks of Miltenyi Biotec B.V. & Co. KG and/or its affiliates in
various countries worldwide. All other trademarks mentioned in this document
are the property of their respective owners and are used for identification
purposes only.



7.3 EC Declaration of conformity

This declaration of conformity is issued under the sole responsibility of the
manufacturer:

Miltenyi Biotec B.V. & Co. KG
Friedrich-Ebert-Stra3e 68
51429 Bergisch Gladbach
Germany

This declaration relates exclusively to the machinery in the state in which it was

placed on the market, and excludes components which are added and/or
operations carried out subsequently by the final user.

The declaration of conformity refers to the machinery identified as follows:

Description: Laboratory equipment
Model: CliniMACS Formulation Unit

The machinery complies with all essential requirements of the following
directives:

2006/42/EC Machinery

2011/65/EU Restriction of the use of certain hazardous substances in
electrical & electronic equipment

2014/30/EU Electromagnetic compatibility

The machinery is in conformity with the following harmonized standards:

EN 61010-1:2010
EN 60601-1-2:2015

Person authorized to compile the relevant technical documentation:

Dr. Bernd Schroder

Global Head Regulatory Affairs
Miltenyi Biotec B.V. & Co. KG
Friedrich-Ebert-Stra3e 68
51429 Bergisch Gladbach
Germany

LEGAL NOTES
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7.4 UK Declaration of conformity

This declaration of conformity is issued under the sole responsibility of the
manufacturer:

Miltenyi Biotec B.V. & Co. KG
Friedrich-Ebert-Stra3e 68
51429 Bergisch Gladbach
Germany

This declaration relates exclusively to the machinery in the state in which it was
placed on the market, and excludes components which are added and/or
operations carried out subsequently by the final user.

The declaration of conformity refers to the machinery identified as follows:

Description: Laboratory equipment
Model: CliniMACS Formulation Unit

The machinery complies with all essential requirements of the following
legislations.

Supply of Machinery (Safety) Regulations 2008

The Restriction of the Use of Certain Hazardous Substances in Electrical and
Electronic Equipment Regulations 2012

Electromagnetic Compatibility Regulations 2016

The machinery is in conformity with the following UK designated standards:

EN 61010-1:2010
EN 60601-1-2:2015

Person authorized to compile the relevant technical documentation:

Dr. Bernd Schroder

Global Head Regulatory Affairs
Miltenyi Biotec B.V. & Co. KG
Friedrich-Ebert-Stral3e 68
51429 Bergisch Gladbach
Germany



APPENDIX

Guidance and manufacturer’s declaration
on electromagnetic compatibility

Risk of improper operation due to increased electromagnetic emissions
or decreased electromagnetic immunity. The use of consumables,
accessories, transducers, and cables other than those specified or
provided by the manufacturer of this equipment could result in increased
electromagnetic emissions or decreased electromagnetic immunity of
this equipment and result in improper operation.

EMC compliance with IEC 60601-1-2:2014 (Edition 4) has been attested for the
CliniMACS Formulation Unit and the provided components (see Table A.1).

Guidance and manufacturer’s declaration - Electromagnetic emissions

The equipment is intended for the use in the professional facility healthcare
environment. The instrument is not intended to be used near active HF surgical
equipment. The customer or user of the instrument should assure that it is used in
such an environment.

Emissions test Compliance
Conducted RF Emissions Group 1, Class A

CISPR 11

Radiated RF Emissions Group 1, Class A

CISPR 11

Harmonic emissions Class A

IEC 61000-3-2

Voltage fluctuations/Flicker emissions Complies (d_max = 4%)
IEC 61000-3-3

Table A.1: Guidance and manufacturer’s declaration - Electromagnetic emissions
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Based on technical limitations of the internal power supply voltage,
interruptions on power supply input lines for longer than 10 ms may lead to
cessation of the process (power failure). The process cannot be resumed after a
power failure. It is recommended that the CliniMACS Prodigy is powered from
an uninterruptible power supply or a battery that starts within 10 ms.

Guidance and manufacturer’s declaration - Electromagnetic immunity

The CliniMACS Formulation Unit is intended for use in the electromagnetic
environment specified below. The customer or the user of the instrument should

assure that it is used in such an environment.

Immunity test IEC 60601-1-2 Test level
Electrostatic discharge  +8 kV contact discharge
(ESD) +2 kV, +4 kV, £8 kV, £15 kV
IEC 61000-4-2 air discharge
Electrical fast +2 kV 100 kHz repetition
transients (Bursts) frequency
IEC 61000-4-4 Power supply lines
+1 kV 100 kHz repetition
frequency

Input/output lines

Surges +0.5 kV, £1 kV line to line

IEC 61000-4-5 +0.5 kV, £1 kV, £2 kV line
to ground

Voltage dips, 0% U, during 0.5 cycle

interruptions, and @ 0°,45°,90°, 135° 180°,

variations 225°,270°, 315°

IEC 61000-4-11 0% U, during 1 cycle and

70% U, during 25/30 cycles
(single phase) @ 0°
0% U, during 250/300 cycle

Rated power frequency 30 A/m 50 Hz or 60 Hz
magnetic field

IEC 61000-4-8

Conducted 3V (0.15 MHz to 80 MHz)
disturbances induced 6 Vin ISM bands between
by RF fields 0.15 MHz and 80 MHz 80%
IEC 61000-4-6 AM @ 1 kHz

Radiated RF EM fields 3V/m (80 MHz-2.7 GHz)

IEC 61000-4-3 80% AM @ 1 kHz

Proximity fields from See table below:

RF wireless Specifications for immunity
communication to RF wireless

equipment communication equipment
IEC 61000-4-3

Compliance level

+8 kV contact discharge
+2 kV, £4 kV, £8 kV, £15 kV
air discharge

+2 kV 100 kHz repetition
frequency

Power supply lines

+1 kV 100 kHz repetition
frequency

Input/output lines

+0.5 kV, £1 kV line to line
+0.5 kV, £1 kV, +2 kV line
to ground

0% U, during 0.5 cycle

@ 0°, 45°,90°, 135°, 180°,
225°,270° 315°

0% U, during 1 cycle and
70% U, during 25/30 cycles
(single phase) @ 0°

0% U, during 250/300
cycle®

30 A/m 50 Hz or 60 Hz

3V (0.15 MHz to 80 MHz)

6 Vin ISM bands between
0.15 MHz and 80 MHz 80%
AM @ 1 kHz

3 V/m (80 MHz-2.7 GHz)
80% AM @ 1 kHz

See table below:
Specifications for immunity
to RF wireless
communication equipment

Table A.2: Guidance and manufacturer’s declaration - Electromagnetic immunity



Guidance and manufacturer’s declaration - Electromagnetic immunity to
RF wireless communication equipment

16t Band : 5 Maximum Distance Immunity Compliance
frequency (MH2) Service Modulation power (W) (m) test level level (V/m)
(MHz) (V/m)
385 380 TETRA 400 Pulse 1.8 0.3 27 27
= modulation
390 18 Hz
450 430 GMR S460, FM 2 0.3 28 28
- FRS 460 +5 kHz
470 deviation
1 kHz sine
710 704 LTEBand 13, Pulse 0.2 0.3 9 9
745 - 17 modulation
780 787 217 Hz
810 800 GSM 800/900, Pulse 2 0.3 28 28
870 - TETRA 800, modulation
930 960 iDEN 820, 18 Hz
CDMA 850,
LTE Band 5
1720 1700 GSM 1800; Pulse 2 0.3 28 28
1845 - CDMA 1900;  modulation
1970 1990 GSM 1900; 217 Hz
DECT; LTE
Band 1, 3,4,
25; UMTS
2450 2400 Bluetooth, Pulse 2 0.3 28 28
- WLAN, 802.11 modulation
2570  b/g/n, 217 Hz
RFID 2450,
LTE Band 7
5240 5100 WLAN 802.11  Pulse 0.2 0.3 9 9
5500 - a/n modulation
5785 5800 217 Hz

Table A.3: Guidance and manufacturer’s declaration — Electromagnetic immunity to RF wireless
communication equipment

Degradation of the performance of this instrument if portable RF
communications equipment is used in close proximity to any part of the
instrument. Portable RF communications equipment (including
peripherals such as antenna cables and external antennas) should be
used no closer than 30 cm (12 inches) to any part of the instrument,
including cables specified by the manufacturer.
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Miltenyi Biotec

Germany/Austria

Miltenyi Biotec B.V. & Co. KG
Friedrich-Ebert-Stra3e 68
51429 Bergisch Gladbach
Germany

. +49 2204 8306-0

& +49 2204 85197

& macsde@miltenyi.com

USA/Canada

Miltenyi Biotec Inc.

2303 Lindbergh Street
Auburn, CA 95602

USA

. 800 FOR MACS

. +1866 811 4466

& +1877 591 1060

& macsus@miltenyi.com

Australia

Miltenyi Biotec

Australia Pty. Ltd.

Unit 11, 2 Eden Park Drive
Macquarie Park NSW 2113
Australia

. +612 8877 7400

& +612 9889 5044

& macsau@miltenyi.com

Benelux

Miltenyi Biotec B.V.
Sandifortdreef 17

2333 ZZ Leiden

The Netherlands

S macsnl@miltenyi.com

Customer service The Netherlands

X 0800 4020120

& 0800 4020100

Customer service Belgium

X 0800 94016

& 0800 99626

Customer service Luxembourg
R 80024971

& 800 24984

China

Miltenyi Biotec Technology &
Trading (Shanghai) Co., Ltd.
Room A401, 4/F

No. 1077, Zhangheng Road
Pudong New Area

201203 Shanghai

P.R.China

. +86 216235 1005-0

&3 +86 2162350953

& macscn@miltenyi.com.cn

France

Miltenyi Biotec SAS

10 rue Mercoeur

75011 Paris

France

X +33156 981616

& macsfr@miltenyi.com

Hong Kong

Miltenyi Biotec Hong Kong Ltd.
Unit 301, Lakeside 1

No. 8 Science Park West Avenue
Hong Kong Science Park

Pak Shek Kok, New Territories
Hong Kong

. +8523751 6698

& +8523619 5772

& macshk@miltenyi.com.hk

Italy

Miltenyi Biotec S.r.l.

Via Paolo Nanni Costa, 30
40133 Bologna

Italy

X +390516 460 411

& +39 0516 460 499

& macsit@miltenyi.com

Japan

Miltenyi Biotec K.K.
NEX-Eitai Building 5F
16-10 Fuyuki, Koto-ku
Tokyo 135-0041

Japan

. +813 5646 8910

& +813 5646 8911

&= macsjp@miltenyi.com

Nordics and Baltics
Miltenyi Biotec Norden AB
Medicon Village
Scheeletorget 1

22381 Lund

Sweden

S macsse@miltenyi.com
Customer service Sweden
. 0200111800

& +46 28072 99
Customer service Denmark
% 80203010

& +46 46 28072 99
Customer service
Norway, Finland, Iceland,
and Baltic countries

. +46 46 280 72 80

& +46 46 28072 99

Singapore

Miltenyi Biotec Asia Pacific Pte Ltd.
438B Alexandra Road, Block B
Alexandra Technopark

#06-01

Singapore 119968

. +65 6238 8183

B +65 6238 0302

& macssg@miltenyi.com

South Korea

Miltenyi Biotec Korea Co., Ltd.
Arigi Bldg. 8F

562 Nonhyeon-ro
Gangnam-gu

Seoul 06136

South Korea

. +822555 1988

&3 +82 2 555 8890

& macskr@miltenyi.com

Spain

Miltenyi Biotec S.L.
C/Luis Bufiuel 2
Ciudad de laImagen

28223 Pozuelo de Alarcén (Madrid)

Spain

R 434915121290

B +34915121291

& macses@miltenyi.com

Switzerland

Miltenyi Biotec Swiss AG
Gibelinstrasse 27

4500 Solothurn
Switzerland

N. +4132623 08 47

& +49 2204 85197

S macsch@miltenyi.com

United Kingdom

Miltenyi Biotec Ltd.

Almac House, Church Lane
Bisley, Surrey GU24 9DR
United Kingdom

. +441483 799 800

& +441483 799 811

& macsuk@miltenyi.com

A www.miltenyibiotec.com

Miltenyi Biotec provides products and services worldwide. Visit www.miltenyibiotec.com/local to find your nearest Miltenyi Biotec contact.

CliniMACS, CliniMACS Prodigy, MACS, and the Miltenyi Biotec logo are registered trademarks or trademarks of Miltenyi Biotec B.V. & Co. KG and/or its
affiliates in various countries worldwide. Copyright © 2022 Miltenyi Biotec and/or its affiliates. All rights reserved.
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