Hyalubrix’

Hyaluronic acid sodium salt
solution for intra-articular injection
Pre-filled syringe

Product description

HYALUBRL is a sterle, non pyropenic, viscoelastic solution manufacuned with
hyaluronic acid sodium salt, abtained by bacterial fermentation from a fraction of
high molecular weight (>1500 kDa). Hyaluronic acid, a polysaccharide of the
glycosaminoghycan family, is naturally presant in many human tissues such as
carilaga and synowvial fluid; it is continuously secreted into the joint space and
represents a major component of the synowvial fluid, to which it provides its
characteristic viscosity and elasticity. Such properties are fundamental for the
lubricating and shock absorbing functions axherted by the fluid in nomal joints
to protect cartilage and soft tissues against mechanical injurdes.

In traumatic and degenerative joint disorders, an insuffidient amount of
hyaluronic acdid and a loss of wviscosity ocour in synovial fluid, resulting in an
impairment of joint function and in a painful symptomatology. Extensive dat@a in
the literature indicate that intra-articular administration of hyaluronic add is
capable to restore the visco-elastic properties of the synovial fluid, with
dlleviation of pain and improvement of joint mobility.

Composition

Principal component: Hyaluronic acid sodivm salt 1.5%

Oither components: Sodivm chlordde, Disodium hydrogen phosphate dodeca-
hydrate, Sodium dibydrogen phosphate dibydrate, Water for injection.

Indications

HYALUBRIX is a termporary synovial fluid replacement for patients affected by
degenerative or mechanical arthropathy, that causes an alteration of the
functional performances of the synovial liquid, without active synowitis.

Dosage and Administration

Inject HYALUBRIX, using a suitable sterile needle (for example 18 or 20 ),
in the affected joint at weekly intervals for 3 weeks. Subsequent injections may be
perfarmed, if necessany.

Product administration should be performed exclusively by qualified physicians.
Al the niles regarding the asepsis and the injection technigue should be followed.
Remoye any joint effusion, if present, before injecting HYALUBRIX

The starility also on the outer surface of the syrings makes the use of the product
suitable for the operating room.

Contraindications

Do not administer to patients with ascertained individual hypemsensitivity to the
product components and in cases of infections or skin diseases in the area of
the injection site.



Warnings and Precautions

Although pre-dinical studies performed in experimental animals indicate that the
product has no potential reproductive and developmental toiidty, HYALUBRIX
has not been tested in pregnant women.

Do not use in case of package damage.

Do mot use the product after the axpiry date reported on the padkage.

The expiry date refers to the product kapt in its onginal package at a temperaturne
not exceading 25° C.

The product is for single use, that means it is intended to be used once only for a
single patient The assembled syringe must be discarded immediately after use,
regardliess of whether or not the solution has been completely administered.

if this product is reprocessed and/or reused, Fidia Farmaceutid cannat guarantes
perfomanca, funcionality, matenial struchure, or deanliness or sterility of the product
Feuse could lead to llness, infedion and/or serous injury to the patient or usar.
Mfter use, dispose according o applicable national practice.

keep out of reach of children.

Undesirable offects

Local pain, swelling, heat and redness may ocour sporadically at thie injection site.
Such symptoms are generally mild and transient

More marked inflammatory reactions, sometimes with sodium pyrophosphate
crystals, have been occasionally reported in association with intra-aricular
injections of hyaluronate.

A= for any intra-articular treatment, septic arthitis may ranely ocour when general
precautions for injections are not observed or the site of injection is not aseptic.

Interactions

Do not use concomitantly with disinfectants containing quatemary ammonium
salts, because hyaluronic add can precipitate in their presence.

In arder to prevent any possible interactions, avoid the contempomny adminisiration
aof HYALUBRIX with other infra-artioular products.

Storage
Store at 3 temperature not excoeding 25° C

How supplied

« Boo containing 1 pre-filled syringa

» Box containing 3 pre-filled syringes

Each syringa is sedled in a blister sterilised by ethylene oxide and contains 30 mp
hyaluronic add sodivm salt in 2 mil solution sterilised using steam.
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