Instructions for use [EN]

LIPGTRIS

Liposomal intra-articular composite gel, 2 ml

Composition

Each1mlcontains:

Sodium hyaluronate 22000mg
1-palmitayl-2-oleoyl-phosphatidyleholine (POPC) 0.800mg
Sadium chloride 2.060mg
Disadium hydrogen phasphate, anhydrous 0.241mg
Sodium dinydrogen phosphate dinydrate 0047 mg
Water forinjection Q.5

Description

Lipotris™ is aliposomal composite gel for intra-articular application, developed
on the basis of hyaluronic acid and liposomes, The hyaluronic acid content
Is obtaned by bactenal fermentation and the liposomes are formed from
1-palmitoyl-2-oleoyl-phosphatidylcholine (POPC) of syntnetic origin, The two
companents of the formulation are able to interact with each other to form
acomposite material - a material with unique tribological properties. Themedical
device is sterile and non-pyrogenic.

Indications
Painand decreasedarticular mobility associated with traumatic or degenerative
changes including osteoarthritis.

Contraindications

The medical device should not be used in patients:

- with known hypersensitivity ta any of the components of the product:
-with septicarthritis;

-with dermatosis at the injection site;

-taking anticoagulants.

Precautions

Al safety precautions during procedure should be taken to prevent occurrence
of septic arthritis.

Medical device intended only for intra-articular injections.
Donotconcomitantly use disinfectantscaontaining quaternary ammoniumsalts
for skin preparation as hyaluronan can precipitate in their presence.

Children, pregnant or nursing women should not be treated with this medical
device as there are noclinical data available on its use in these patients.
Medical device should not beused it a pre-filled syringe is damaged

Medical device must be used before the expiration date indicated
onthe packaging.

Donot resterilise.

The pre-filled syringe is intended for single-use only.

Store attemperature between +2°C and+25°C. Keepaway from sunlight. Protect
frommoisture.

Medical device must be kept out of thereach of children.

Potentialside effects

Biocompatibility studieshave confirmed the high safetyof the medical device.
Transient local reactions such as pain, rednass and swelling may accur after
intra-articular injection. These effects can be reduced by cooling the injection
site for 5to 10 minutes aftertheinjection. Simultanecus oralintake of analgesics
and anti-inflammatory drugs (NSAIDs) may be beneficial for pain relief.

Seriousadverse eventsreporting

In case of serious adverse events, it should be reported to the manufacturer
and to the Member State competent authority. By reporting adverse events,
more information on safety of the medical device can be gathered.

Interactions
Nodata,

Administration and dosage

Disinfect the skinat the siteof the planned injection. Take the pre-filled syringe
fromthe blister, unscrew thelLuer-lockclosure and screw asuitable sterile needle
onta the syringe. Remove air bubbles before injection. After injection. place
theused syringe in a medical waste container and dispose of it.

In case of intra-articular effusion, it is recommended to remove it before
theadministration of the device.

Thetherapy consists of aseries of threeintra-articular injections, administered
at weekly intervals. The beneficial effects of the treatment last for at least six
months. The treatment cycle may berepeated, if required.

Properties and mode of action

The composition of Lipotris™ takes advantage of the fact that hyaluronic acid
withits precisely selected properties is abla tointeract closely with liposomes
farmed from phospholipids and form a uniform liposomal intra-articular
composite gel - Lipotris™, When administeredinto the joint, Lipotris™ actively
formsaboundary layer onthe cartilage surfacevia a dedicated pratein, lubricin.
The Lipotris™ mechanism of action involves the transformation of the type
of movernent between cartilaginous surfaces from sliding to rolling, therety
enabling the creation of surfaces with extremely reduced friction.

Due to its unique mechanism of action, Lipotris™, when administered intra-
articularly, provides accelerated clinical functionality inreducing pain, as well
as increased mobility of the joint affected by traumnatic or degenerative changes.

Packa

Pre-filled syringe with gel placed ina blister, instructions for use, implant card,
patient-doctor stickers, sterile 21G needle.

= Meedle manufacturer:
c € &= BectonDickinsonS.A.
= Carretera deMequinenza, sin, 22520 Fraga (Huesca), Spain

The needle is sterilized with ethylene oxide.

2. GENERAL PRINCIPLES

- Al fields must be completed legibly.

- Product identification information (name, lot number. UD), expiry date) is affixed
by means of a manufacturer's sticker

- Tnearemaining fields shallbe completed by the medical staff afterimplantation

3. INSTRUCTIONS - PRODUCT SIDE
To be completed by medical staff afterimplantation.
« Device type - insert “Liposomal intra-articular compesite gel”.

Place one of the three stickers supplied with the product containing product
identification data in the designated space

- product narme;

= unique device identifier (UDI);

- UDI device identifier (UDDI);

* lotnumber;

» expiry date.
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4. INSTRUCTIONS - PATIENT SIDE
Tobecompleted by medical staff after implantation. All fields must be completed
legibly, preferably in block capitals,

-enter tha patient's full name or patient ID number.

- enter the date of procedure (DD-MM-YYYY)

-enter the name and address of the facility and the name
of the physician perfarming the implantation.

Implant Card

& weww,implai com

5. CONTROL AND TRANSFER

The card should be given to the patient immediately after implantation.
The patient should be informed that additicnalinformation about

the device, including

+ warnings and precautions the patient should be aware of,

+ information on the expected service life of the product,

« information on safe use,

» reporting of adverse events,

can be found on the manufacturer's website at the address next to the 2
symbal.

6. EXPLANATION OF THE SYMBOLS USED

"’P Patient's name or identification number

Dateofimplantation
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Name andaddress of the facilityfhealthcare provider performing
the implantation

Information website for patients

Lot number

Unigue Devica ldentifier

Medical device

Manufacturer
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Donotre-sterilise Caution

Donotreuse Madical device

Donotuseif package
is damaged and consult
instructions for use

Unique device identifier

Sterilized using steam

Swiss Autherized
Represertative
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sTeRLe | ordry heat Distributor
. Single sterile barrier
C:E systemwith protective Mon-pyrogenic
- packaging outside
ﬂ Date of manufacture Reference number

UK Responsible Person

Notall symbols appear on the labeling.

For more information please refer to the Summary of Safety and Clinical
Performance availableinthe Eudamed database.

To be used exclusively by a medical doctor.

Dateof issue: 012026
Mo, of the latest revision of the instructions for use: 01/2026

wd Manufacturer: 5 Global Distributor:

Biovico Sp.z 0.0 Implai Sp.z 0.0

Hutnicza 15 B Hutnicza 156

81-061 Gdynia, Poland, EU 81-061 Gdynia, Poland, EU

+4B5B6E04LBE ., r48587270606 -

office@biovico.com c € % office@implai.com |MP|.CIII

www biovico.com = www.implai.com ML T DT
INSTRUCTIONS FOR COMPLETING THE IMPLANT CARD [EN]

1. PURPOSE OF THE IMPLANT CARD
The implant card is a document given to the patient after the implantation
of amedical device. containing:

- product identification data,

-manufacturer's data,

-dataof theimplanting person and patient's data.

Its aimis to ensure that the patient and the healthcare system can quickly
identify the device and respond effectively tomedical incidents
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1ml cantiene:

Hialuronato sodico 22,000mg
1-palmitoil-2-oleoilfosfatidiicolina (POPC) 0,800mg
Cloruro sadico 9,060 mg
Hidrogenofesfato de disodio 0,241mg
Dihidrogenofosfato sédico dihidratado 0,047 mg
Agua parainyeccion c.s5p

Descripcidn

Lipotris™ es un gel liposomal compuesto para aplicacian intraarticular,
desarrollado a partir de acido hialurénico y liposomas. El cido hialurénico
del gel seobtiene en procesos de fermentacion bacterianay los liposomas
se forman a partir de 1-palmitoil-2-clecilfosfatidilcolina (POPC) de origen
sintetico. Ambos componentes de la formulacion son capacesde interactuar
creando un material compuesto con propiedades triboldgicas Gnicas. El
producto sanitario es esteril y no pirogenico.

Indicaciones _
Dolor y limitacion de la movilidad articular como consecuencia de lesiones
postraumaticas o degenerativas (incluida la osteoartrosis).

Contraindicaciones

El producto sanitario no debe utilizarse en pacientes:

-con hipersensibilidad conocida a cualguiera de los ingredientes del
producto;

-conartritis séptica;

- condermatosis en el lugar previsto de la inyeccion;

-gue estén tomando anticoagulantes.

Precauciones

Durante el procedimiento deben tomarse todas las precauciones necesarias
para prevenir la artritis séptica
Productosanitario indicado exclusivamente para la inyeccion intraarticular.
Mo utilizar productos con sales de amonio cuaternario para desinfectar
la piel antes de efectuar la inyeccion, ya que el hialuronate sodico puede
precipitar én su presencia.

Debido alaausencia de datos clinicos suficientes, el producto sanitariono
debeutilizarse ennifios nien mujeresembarazadas oen periodo de lactancia
El producto sanitario no se debe utilizar siel autoinyector estéril presents
danos

El producto sanitario no se debe volver a esterilizar

Moutilizar el producto sanitaricdespues dela fecha de caducidad indicada
enelenvase.

El praducto sanitario esta destinado a ser utilizado en un Unico paciente
durante un unico procedimiento.

Conservar aunatemperatura de +2°C a +25°C. Proteger de lahumedad y la
luz solar. El producto sanitario debe almacenarse an un lugar inaccesiole
paralos nifos.

Posibles reacciones advers:
Los estudios de biccompatibilidad han confirmade la alta seguridad del
producto sanitario. En el lugar de la inyeccién pueden aparecer sintomas
transitorios comodolor, enrojecimiento e hinchazon, Estos sintomas pueden
reducirse enfriando ellugar de la inyeccidn durante 5-10 minutos después
del tratamiento,

En casode dolor, puede ser beneficioso el uso concomitante de analgésicos
orales y antiinflamatorios.




