INOVOFILL®
Instructions for Use

INOVOFILL®
High molecular weight cross-linked sodium hyaluronate.

DESCRIPTION

+ INOVOFILL® is a non-pyrogenic, viscoelastic solution consisting of a purified

sodium hyaluronate for intra-articular injections ready to use. Sodium hyaluronate

in INOVOFILL® is manufactured by fermentation and is chemically crosslinked.

INOVOFILL® is produced according to the body’s physiological pH and osmolality

with no animal protein.

« The administration of INOVOFILL® results in an improvement of articular mobility
and pain reduction.

- Each pre-filled syringe with 3 mL of INOVOFILL® contains:

- Cross-linked Sodium Hyaluronate: 30 mg

- Phosphate Buffer pH 7 q.s.: 3 ml

INDICATION

« INOVOFILL® is indicated for patients with osteoarthritis (OA) who have failed
to respond adequately to conventional non-pharmacological treatments and
conventional anti-inflammatories (e.g., ibuprofen and celecoxib).

CONTRAINDICATIONS

« Do not administer to patients with known hypersensitivity (allergy) to hyaluronan
(sodium hyaluronate) and its derivatives.

+ Do not administer to patients with inflamed or infected in articular fluid.

+ INOVOFILL® should not be used in patients with skin diseases or infections in
the area of the injection or joint.

« The safety and effectiveness of INOVOFILL® have not been established in pediatric,
pregnant women, and lactating women.

+ INOVOFILL® has not been tested to show pain relief for conditions other than OA.

PRECAUTIONS

« Only medical professionals trained in the accepted injection techniques
for delivering agents into the joint should inject INOVOFILL®.

« Not all patients respond equally well to this medical device.

« Itis recommended that patients avoid intense or prolonged weight-bearing
activities within 48 hours following the injection.

« Patients should be instructed to contact their treating physician if signs of
skin disorder (such as change of color or open sores) appear.

« Strict aseptic administration technique must be followed.

« Do not use INOVOFILL®if the package has been opened or damaged.

« The pre-filled syringe is intended for single use only. The contents of the syringe
should be used immediately after opening, and discard any unused INOVOFILL®.

+ Remove joint effusion, if present, before injecting INOVOFILL®.

« INOVOFILL® should be used with caution when there is signs of lymphatic or
venous stasis at the injection site.

WARNINGS

« Do not concomitantly use disinfectants containing quaternary ammonium salts
(such as benzalkonium chloride) for skin preparation because hyaluronan can
precipitate in their presence.

« Do not inject INOVOFILL® extra-articular, into the synovial tissues or joint capsule.

« Do not inject INOVOFILL® intravascularly, it may cause systemic adverse events.

* The mixing or simultaneous administration with other intra-articular injectables is
not recommended.

« Do not use the same syringe for removing synovial fluid and injecting
INOVOFILL®.

ADVERSE EFFECTS

« Mild to moderate pain, swelling or stifness may occur after the intra-articular
injection. These reactions are generally transient and usually resolved spontaneously
or with conservative treatment.

ASSEMBLY OF NEEDLE TO SYRINGE

« For optimal use of INOVOFILL, it is important that the needle is properly connected
to the syringe. See diagrams 1, 2, 3 and 4.

Fig 1. Firmly hold the glass cylinder of the syringe and the Luer-lock adaptor between
the thumb and the index fingers.

Fig 2. Grasp the protective cap with the other hand and break the seal.

Fig 3. Push & Twist the needle on the syringe until a resistance is felt. Do not
over-tight. Overtightening

of the needle may lead to the Luer-lock moving and dislodging from the syringe.

Fig 4. Keep holding the Luer-lock and remove the sheath from the needle.

STORAGE
« Store between 2 and 25°C. Protected from light and freezing. Avoid mechanical shocks.
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Marketing Authorization Holder:

MEDISA ARA GOSTAR IRANIAN

Number 21, Jooybar Alley Shad St,

Molla Sadra St, Tehran, Iran

Manufacturer:

ARYA TAJHIZ IBN SINA

Number 21, 20 St, Kaveh Industrial City, Saveh, Iran
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