SUPLASYN®

STERILE SODIUM HYALURONATE SOLUTION
HYALURONIC ACID (HA) is a normal component of the synovia and plays a central role in maintaining the physio-
logical internal environment of the joint.

COMPOSITION: Viscoelastic solution of a defined molecular weight of purified hyaluronic acid, produced by fermen-
tation.

Each syringe contains:

Hyaluronic acid sodium salt.......................... 20 mg
Sodium Chloride.........ccccooiiiiiiiiie 17mg
Monosodium Phosphate dihydrate................... 0.1 mg
Disodium Phosphate dodecahydrate................ 1.2 mg
Sodium Hydroxide 0.01M......c.ccoviiiiiniiiieiiieen, qg.s.

Hydrochloric Acid 0.1M.......ccoociiiiniiiececee qg.s.

Sterile water for injection...........cceeveeeeeveinenns g.s.2ml
PROPERTIES: Hyaluronic acid is the prototype of a wide range of saccharide biopolymers (glycosaminoglycans or
mucopolysaccharides), important components of all extracellular tissue structures, including cartilage and synovial
fluid. The active substance of SUPLASYN is a hyaluronic acid of defined molecular chain length with a high degree
of purity. The introduction of SUPLASYN into the synovial space will assist in the normalization of the joint following
arthrocentesis.
INDICATIONS: For the symptomatic treatment of Osteoarthritis.
SUPLASYN has been shown to be beneficial in osteoarthritis for the management of pain and improvement in phys-
ical function of joints.
DOSAGE AND ADMINISTRATION: Depending upon joint size, up to 2 ml may be administered intra-articularly. The
recommended schedule is 1 injection per week for 3 weeks, but up to 6 may be given depending on patient's condi-
tion.
Use strict aseptic technique. More than one joint may be treated at the same time. Discard any unused portion of the
syringe. To use the pre filled syringe, remove the Luer lock cap, attach a suitable cannula (recommended is 21 — 25
G depending on joint) and secure it by turning slightly. GRADUATION ON THE SYRINGE LABEL IS TO BE USED AS
A GUIDE ONLY.
CONTRAINDICATIONS/PRECAUTIONS: Do not administer to patients with known hypersensitivity reactions. Do not
inject to patients treated with anticoagulants. Respect usual precautions and contraindications for any intra-articular
injection. Do not inject intra-vascularly. SUPLASYN should not be used in patients presenting an inflammation/irrita-
tion of the joint, since adverse events more commonly occur in patients with already existing joint inflammation/irrita-
tion. As no clinical evidence is available on the use of Hyaluronic Acid in children, pregnant and lactating women, treat-
ment with SUPLASYN is not recommended in these patients. The patient should rest 24-48 hours after the injection
and avoid any strenuous activity over the full course of the treatment.
SIDE EFFECTS: Transient short duration pain may occur following intra-articular introduction. The affected joint may
show a mild local reaction like pain, feeling of heat, hyperthermia, redness, effusion, irritation, and swelling/inflamma-
tion. If these symptoms occur, rest the affected joint and apply ice locally. Symptoms subside within days for most of
the patients. In some cases, mild local reactions such as pain, irritation, swelling/joint inflammation and effusion may
be significantly enhanced and much more severe as an expression of hypersensitivity. In such cases, a therapeutic
intervention could be necessary, e.g. aspiration of joint fluid. Local adverse reactions could be accompanied by sys-
temic reactions such as fever, chills, or cardiovascular reactions, and in rare cases anaphylactic reactions. In extreme-
ly rare circumstances, rash/itching, urticaria, synovitis, and a drop in blood pressure have been reported following the
administration of SUPLASYN. Discontinue use if adverse reactions are experienced. Avoid using SUPLASYN with
sterilising or sanitising agents containing quaternary ammonium salts solutions.
WARNING: KEEP OUT OF REACH OF CHILDREN. DO NOT USE IF BLISTER IS DAMAGED.TO BE USED BY A
PHYSICIAN ONLY. FOR SINGLE USE ONLY. DISCARD UNUSED PORTION OF SYRINGE. REUSE MAY CREATE
A RISK OF CONTAMINATION AND/OR CAUSE PATIENT INFECTION OR CROSS INFECTION.
PACKAGING: Available in 2ml syringes; packages of 1.
STORAGE: Store between 4°C and 25°C. DO NOT FREEZE.
Bring to room temperature before injection.
Date of preparation: March 2017.
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