
• some transient reactions related to the in jec tion of 
DUROLANE, such as pain and/or swelling/stiff ness of mild 
to moderate intensity dur ing the fi rst week following the 
injection can be anticipated. If the symptoms last for more 
than a week a physician should be contacted.

How supplied
DUROLANE is supplied in a 3 ml glass syringe, packed 
in a blis ter pack. The contents of the syringe, non-animal 
stabilized hyaluronic acid gel, are sterile.

Shelf life and Storage
DUROLANE should be stored in its original pack ag ing at a 
tem per a ture of 2 ºC – 25 ºC. The ex pi ry date is in di cat ed 
on the package. Protect from sunlight and freezing.

Manufactured by
Q-Med AB, Seminariegatan 21, SE-752 28 Uppsala, Swe den
Phone +46(0)18 474 90 00, Fax +46(0)18 474 90 01
http://www.q-med.com, e-mail: info@q-med.com

IF THE PACKAGE IS DAMAGED, DO NOT USE

Symbols on packaging

DUROLANE INSTRUCTIONS FOR USE

Contents
Each ml contains:
Hyaluronic acid, stabilized                    20 mg
Phys. sodium chloride solution, pH 7         q.s.

Description
DUROLANE* is a CE-marked medical device ful fi ll ing the 
requirements of MDD 93/42/EEC.

DUROLANE contains 20 mg/ml of non-an i mal sta bi lized 
hyaluronic acid (NASHA) in buffered phys i o log i cal so di um 
chlo ride so lu tion pH 7. DUROLANE is a sterile, trans par ent 
viscoelastic gel sup plied in a 3 ml glass sy ringe. The product 
is for single use only.

Hyaluronic acid belongs to a group of very few sub stanc es 
which are identical in all living organisms. It is a natural poly-
saccharide that is present throughout the tissues of the body, 
with par tic u lar ly high con cen tra tions in the syn o vi al fl uid 
and the skin. DUROLANE is composed of biosynthetically 
produced hyaluronic acid which has been purifi ed and 
stablized. DUROLANE is de grad ed in the body by the same 
met a bol ic path way as en dog enous hy aluron ic acid.

Mode of Action
The body’s hyaluronic acid constitutes a natural part of 
the synovial fl uid and acts in the joints both as lubricant of 
cartilage and ligaments and as a shock absorber. It is known 
that the synovial fl uid in joints affected by osteoarthritis has 
a much lower viscosity and elasticity than in healthy joints. 
Injections of hyaluronic acid in the joint to restore the 
viscosity and elasticity can diminish the pain and improve 
the mobility of the joint.

Indications
Symptomatic treatment of mild to moderate knee 
osteoarthritis.

Contraindications
DUROLANE should not be injected:
• If the patient is known to be sensitive to hy aluron ic acid 

based products.
• If there is a skin disease or infection present at or near 

the injection site.
• If the knee joint is infected or severely infl amed.

Precautions
• DUROLANE should be used with caution in pa tients 

with venous or lym phat ic sta sis present in the leg.
• DUROLANE should not be injected in tra vas cu lar ly or 

extra-articularly or in the synovial tissues or cap sule.
• DUROLANE has not been tested in pregnant or lactating 

women or in chil dren.
• If treatment is bilateral, a separate syringe of DUROLANE 

must be used for each knee.
• As with any invasive joint procedure there is a small risk 

of infection when in ject ing DUROLANE.
• DUROLANE is intended for single use and should not 

be re-sterilized. It should be used im me di ate ly af ter the 
syringe has been removed from its pack ag ing. If the blister 
package or syringe is opened or damaged, do not use.

Anticipated Side-effects
The majority of the reported adverse reactions in clinical 
studies were described as transient pain, swelling and/or 
stiff ness lo cal ized to the knee and were of mild or mod er ate 
intensity with a median duration of one week.

Adverse Events
In a few patients symptoms of pain and/or swell ing/stiff ness 
localized to the knee lasted for more than 3 weeks but in 
these cases the observed symp toms were not distinguishable 
from fl uctuations in the un der ly ing osteoarthritis con di tion.

None of the adverse reactions were interpreted as acute 
infl ammatory arthritis or allergic re ac tions and they did not 
need med i cal attention in the form of sur gi cal in ter ven tion, 
systemic or intra-articular ster oids or an ti bi ot ics.

Adverse events must be reported to the local Q-Med 
representative.

Interactions
The safety and effectiveness of DUROLANE concomitantly 
with other in tra-ar tic u lar injectables have not been 
established.

Dosage
DUROLANE is a single dose preparation and should only 
be injected once per treatment course. The recommended 
dose is 3 ml (one syringe) per knee joint.

Administration
• DUROLANE should only be injected by an au thor ized 

physician or in accordance with lo cal legislation.
• DUROLANE should be injected using strict asep tic 

technique, tak ing par tic u lar care when removing the 
protective seal from the sy ringe and as sem bling the needle.

• The injection site should be swabbed with al co hol or 
other suitable an ti sep tic solution before in jec tion.

• An appropriate nee dle should be used.  The rec om mend ed 
needle size is 18 to 22 G.

• Remove joint effusion, if present, before injecting 
DUROLANE. The same needle should be used for both 
removal of effusion and injection of DUROLANE.

• Inject into the joint space only.
• The syringe, the needle and any unused material must be 

discarded after the treatment session.

Performance
• Clinical data indicate relief of symptoms from knee 

osteosarthritis for at least three months. Pa tients were 
retreated after 6 months. Retreatment did not give rise 
to an increased rate of adverse events.

• The half life of the product in human knees is approximately 
four (4) weeks, meaning that about one-fourth of the dose 
remains 8 weeks.

Please inform your patient that:
• as with any invasive joint procedure it is recommended 

to avoid strenuous activity (e.g. ten nis, jogging or long 
walks) the fi rst two days after the in jec tion.

Refer to instructions for use

For single use. Sterility is only guaranteed 
if the sy ringe is in tact.

Storage temperature

Use until date

Lot number

Sterile.The con tents of the syringe have 
been sterilized by using moist heat.

CE-marked according to MDD 93/42/EEC; 
0344 is No of notifi ed body.

*DUROLANE is a registered trademark of Q-Med AB


