NeoViscgy HA 1.5%

Hyaluronic acid sodium salt solution for intra-articular injection

NeoVisco+ 2mL
NeoVisc; ONE 4mlL

Product description

NeoViscg HA 1.5% products [NeoViscg+ 2 mL and NeoViscy ONE 4 ml) are sterile, non-pyrogenic, viscoelasfic solufions
manufactured with hyaluronic acid sodium salt, obtained by bacterial fermentation from a fraction of high molecular weight.
Hyalurenic acid, a polysaccharide of the glycosaminoglycan family, is naturally present in many human tissues such as
cartilage and synovial fluid; it is confinuously secreted into the joint space and represents o major component of the synovial
fluid, 1o which it provides its characterisfic viscosity and elasficity. Such properfies are fundamental for the lubricating and shock
absorbing functions exerted by the fluid in normal jints to protect carfilage and soft fissues against mechanical injuries.

In fraumatic and degenerative joint disorders, an insufficient amount of hyaluronic acid and a loss of viscosity occur in synovial
fluid, resulting in an impaiment of joint funcion and in a painful symptomatology. Extensive data in the literature indicate that
infra-arficular administrafion of hyaluronic acid is capable of restoring the viscoelasfic properties of the synovial fluid, with
alleviafion of pain and improvement of joint mobility.

MeoViscg HA 1.5% are treatments for temporary synovial fluid replacement in patients affected by degenerative or mechanical
arthropathy of the knee, which causes an dlterafion of the functional performances of the synavial liquid. Infroarficular injection
of NeoViscg HA 1.5% reduces pain symptoms and improves knee joint funcfionality, up fo & months.

Composition

Principal compenent: Hyaluronic acid sodium salt 1.5%

Other components: Sedium chloride, Disodium hydrogen phosphate dodecahydrate, Sodium dihydrogen phosphate dihydrate,
Water for injecfion

Intended use
MeoViscg HA 1.5% is a temporary synovial fluid replacement to be administered by intra-articular injection

Indications
MeoViscg HA 1.5% is indicated for the freatment of pain and improvement of joint funclionality in pafients affected by
degenerative (age-elated changes) or mechanical arthropathy (related fo overuse) of the knee

Dosage and Administration - NeoViscg+ 2 mL

NeoViscg+ is intended for inra-arficular injection enly.

Product administration should be performed exclusively by licensed physicians [e.g. orthopaedic surgeon, rheumatologist,
physiairist, radiclagist, sperts doctors, efc.).

Injection must be striclly infroarficular. Infra-articular injection must be performed according fo the usual standard fechnique,
using precise, anatomical localizafion. Inject NeoVisca+ using o suitoble sterile needle (for example 18 or 20 G), in the
affected joint af weekly infervals for 3 weeks.

Subsequent cycles may be performed if necessary, even if no systematic collecion of dlinical data is available.

All the rules regarding the asepsis and the injection technique shall be followed. Remove any joint effusion, if present, before
adminisirafion.

The sterility on the outer surface of the syringe makes the use of the product suitable for the operating room.

Dosage and Administration - NeoViscz; ONE 4 mlL

MNeoViscg ONE is intended for infra-articular injection only.

Product administrafion should be performed exclusively by licensed physicians [e.g. orthepaedic surgeon, rheumatologist,
physiairist, radiologist, sporfs daciors, efc.).

Injection must be strictly inira-arficular. Infra-arficular injection must be performed according fo the usual siandard fechnique,
using precise, anatomical localization. Remave any joint effusion, if present, before the administrafion.

Inject NeoViscgy ONE using a suitable sterile needle (for example 18 or 20 G in the affected joint. Further freaiments after the
first application may be needed to maintain the benefit of the reaiment over fime, depending upon the individual pafient needs.
As demonsirated by clinical studies, a second injection of NeaViscg ONE should be administered no sooner than six months
after the first injection. All the rules regarding the asepsis and the injection technigue shall be followed.

The sterility on the outer surface of the syringe makes the use of the product suitable for the operafing reom.

Contraindications

Do not administer to patients with ascerfained individual hypersensifivity o the product companents.
Do not administer in cases where there are infections or skin diseases in the area of the injecfion site.
Do not administer fo patients with active synovitis.

Use in specific populations
The safety and efficacy of NeoViscg HA 1.5% in pregnant women, lactafing women who are breast feeding, or in subjects less
than 18 years of age have not been established and therefore its use is coniraindicated in these patient populations.

Warnings and Precautions

Do not use in case of package damage.

Do ot use the product after the expiry date reparted on the package

The expiry date refers to the product kept in ifs original package at a temperature not exceeding 25° C.

The syringe is for single use, that means it should to be used once only for a single patient. Inject the contents in one joint only.
For the first 24 hours after injecfion, the pafient is permitied fo confinue oll raufine acfivifies of daily living but is recommended
not to overuse the treated joint.

The assembled syringe must be discarded immediately afier use, regardless of whether the solufion has been complefely
administered.

IF this product is reprocessed and/or reused, Fidia Farmaceufici cannot g performance, funcfionality, material siructure,
cleanliness or sterilify of the product. Reuse could lead fo illness, infection and/or serious injury fo the palient or user.

After use, dispose according fo applicable national practice. Keep out of reach of children.

Undesirable effects

Local pain, swelling, heat and redness may occur sporadically
at the injection site. Such symploms are generally mild and
fransient. Following infra-arficular injection, application of an ice
pack onfo the treated joint for five o ten minutes will reduce the
incidence of these events.

Local er systemic allergic reactions may occur in subjects with
hypersensitivity to the product components.

More marked inflammatory reacfions, somefimes with sodium
pyrophosphate crystals, have been accasionally reporied in
associafion with inra-arficular injections of hyaluronate.

As for any infrearticular reaiment, sepfic arthrifis may occur
rarely when general precaufions for injections are not ohserved
or the site of injecfion is not asepfic.
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Interactions

Do not use concomitantty with disinfectants containin
quaternary ammonium salfs, because hyaluronic ucidgcun
precipitate in their presence.

In arder fo prevent any passible inleractions, avoid the
contemporary administration of NeoViscg HA 1.5% with other
intra-arficular products.

NeoViscy HA 1.5%

Storage
Store at a temperature nof exceeding 25° C.

How supplied

NeoViscg HA 1.5% is presented in predilled syringes containing either 30 mg,/2 ml or 40 mg/4 mL hyaluronic acid sodium
salt sterilised by using steam, in a blister sterilised by efhylene oxide.

Itis available in three packaging configurations:

NV002  Package confains 1x NeoViscg+ 2 mL volume in a 2.25 ml syringe

NVO02X3  Package contains 3x NeoViscg+ 2 ml volume each in a 2.25 ml syringe

NVO04  Package contains 1x NeaViscgONE 4 mL volume in a 5 ml syringe

Manufacturer:
FIDIA Farmaceuici $.p.A. Via Ponte della Fabbrica 3/A 35031 Abano Terme (PD) lialy

Distributer:
Aralez Pharmaceuficals Canada Inc

Mississauga, Ontario
186&39?4503

Date of the latest revisien of the instructions for use: September 2020

Consult instructions for use
Use by date
Baich code

Do not revse

Sterilised using steam

Sterilised using ethylene oxide

Sterile

Do ot use if package is damaged

Temperature: upper limit

Manufachurer
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