














STENILEZED

For the treatment of pain and reduced mobility due to tendinopathy.

Indication

For the treatment of pain and reduced mobility due to tendinopathy.

Content

* 2% fermentative sodium hyaluronate (40mg/2ml); completely free from animal derived protein and therefore
particularly well tolerated, practically no allergenic potential.-ph-valve of 7.3

e 1.6 M Dalton

* 10mg Mannitol has been added in order to protect the sodium hyaluronate from premature degradation by free
radicals, thus stabilising the solution and reducing the rate of deterioration (Mendoza 2007).

Presentation

OSTENIL® TENDON is a pre-filled sterile glass single-use syringe with 2ml content for single application. The

syringe is fitted with a Luer-lock™ and back-stop, and sealed in a sterile blister pack.

Production

The fermentative highly purified sodium hyaluronate is filtered sterile into the syringe, followed by termina

sterilisation by moist heat. Batch sizes are kept low to guarantee a fast and secure filling.

Administration

OSTENIL® TENDON is injected around the affected tendon or into the tendon sheath (e.g. with a needle from G25

to G27 gauge). It is applied twice with an interval of one week, and repeat treatment cycles are possible if needed.

Several tendons can be treated at the same time.

Why 2% Sodium Hyaluronate?

5t Onge (1980) and Hagberg (1991) showed early on that the availability of exogenous sodium hyaluronate
within the tendon sheath is markedly improved through a higher concentration.

Why 2 Injections?
These same studies prove that after one week the exogenous sodium h luronate has u|reudy been significunﬂy

reduced. The “refresher” after one week serves to further increase avai ubi|ity. A study conducted in Aachen and
Munich (Lynen, Reisner 2011, data on file) confirms the high effectiveness of this therapy scheme.
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Viscoelastic solution for injection into the joint cavity

INSTRUCTIONS FOR USE
OSTEMILE PLUS
Sodium hyaluronate from Fermentafion 2.0 %. Viscoelostic solufion for injection inta the jint covity. Sterile by maist het.
Composition:
1 ml isafnic sohetion (pH 7.3) containg 200 mg sodivm hyakinate from fermentofion ond sedium dhleride, disodium phosphate,
sadivm dibydrogenphosphate, mannitol and water for injections.
Indications:
Fain and restricted mobility in degenarative ond fraumotic chonges of the knes joint and other zymovial joints. Contra-indications:
DSTEMILE FLUS sheould net he used in pofients with nscertnined hypersensitivity to ane of the constituents.
Interactions:
Mo informatien on the incompatibility of OSTENIL® FLUS with ofher sohrtions for infra-orticulor wse is availoble fo dofe. The
concomitant sz of an oral analgesic or anti-inflammatary drug during the first Few days of tregtment meay be helphol for the pofient.
Side effects:
Local s2condary phenomena such os pain, sensation of hest, redness and swelling may occur in the jeint treated with OSTENILE
PLUS. Application of an ice pack far five to ten minutes onto the treated joint will reduce the indidence of these events.
Directions for use:
Inject OSTERILE PLUS into the offected joint ance 0 week for o fotal of 1—3 injections. Sevenal joints meay be treated ot the some
time. Repent teatment cyrles may be admiristered oz required. In case of joint aFfusion it i odvizable to redure the affusion by
uspiration, rest, application of an ice pack and/or intra-urficulor corticosternid injection. Treatment with OSTENILE PLUS can be
starfed two fo three days later. The content and the outer surface of the OSTENIL® PLUS pre-filled syringe are sterile o5 lang asthe
sterille pock is intact. Take the pre-Flled zyringe out of the sterile pock, unscrew the Luer lnck cap from the myringe, ottach o suitoble
needle (for enmple 18 40 25 6] and secue it by tuming shahtly. Remove amy air bubble, if prozent, before injection.
Precoutions:
Coufion thould ke exerized in potients with known hypersensitivity to dugs. The general precoutions fer intra-orfioulor injections
should be observed, inchoding menures fo aveid joint infections. OSTENILE PLUS should be injected ocowmmiely into the joint
rvity, if neressary under imaging contrel. Aveid injections info blood vessels or sureunding tissuest ks no dinical evidence
iz ovailoble on the use of hyolwonic ocid in childen, pregnont and loctating wemen or in inflammatery joink disenses such 0z
theumatoid arthritis or Bechterew disease, treqtment with OSTENILE PLUS is not recommendsd in these coses. Do net use if the
pre-filled syrings or sterile pock are domaged. Any solufion not uzed immedistely ofter opening must be discarded. Otherwize the
sterility iz ne longer guoranteed. Store between 2 *Cand 75 (1 Do not uze
after the expiry date indicated on the bax. Keep out of the reach of chil dren!
Characteristics and mode of action:
Synovial fluid, which is wiscoelastic due to the presence of hyshiranic exid, is found in oll symevial joints, porticelarly the large
weight bearing jeints, where it ensures nomel, poinless movement due to itz hobricating and shock-obserking properties. It i olse
responzible for the nutrition of the mitiloge. In d=genertive joint dizonders such oz oxteoarthiitis, the viscoelosticity of the rynavial
fidis murl(adhr reduced fherel:ry ﬂetrecning its |u|:-|i0\:|1ing und shod:—nlmrhing functions. This increases mechanical bnﬂing of
the jeant ond m|ﬁ|uge destruction which u|rimntehr results in pain and restricied '11|J|1i|ir1I of the offected jeant. Supp|ementing
this s\lnuuin| fluid with intio-arficular in jections of h’ghhI puriﬁeﬂ |1l,lu|uruni[ acid con ameliorate the visoelnstic properfies of
synowinl fluid. This impreves its lubricoting and shodmbsarbing Functions and reduces mechanical overload of the joint. Az 0 e
this results in o decrense in poin ond an improvement in joint mehility which may lost for severl manths after o treatment oycle.
OSTEMIL® PLUS iz o tronsparent sohution of nafural and highly purified sodivm hyohrmnate cbgined by fermentation ond i devoid
of animal protein. OSTERILE PLUS olso comtuins mannitel, o free rodicol scovenger, which helps to stobilise the chains of sodium
hyaluronate. |n biocompatibility shudies, OSTENILE FLUS was found fo be particularly sofe.

Presentation:

One pre-fill=d syrings of 40 mg ./ 2.0 ml DSTENILE FLUS in o sterile pade.
OSTEMIL® FLUS iz  medical device. To be wsed by o dinidan onby.

Last revision date: December 2010

Viscoelastic solution for injection into the joint cavity

INSTRUCTIONS FOR USE
OSTEMIL®
Sodium hyaluronate from fermentation 1.0 %. Viseoelastic salution for injection into the joint covity. Sterile by meist heat.
Composition:
1 ml izotonic soltion containg 10.0 myg sodium hyolwonote ond sodium chloride, disodium phosphate, sodivm ditydwgen
phasphate, water For injections.
Indications:
Fain and restricted mokility in degenemtive and troumafic changes of the knee jeint and other synovial jaints.
Contro-indications:
DSTENIL® shewld nat be used in patiznts with oscertuined hypersensitivity to one of the constituents.
Interactions:
Noinfermiation on the incompatibility of DSTENILE with ether solufions for inbm-arficular use iz availoble o dote. The toncomitant
uze of an oral analgesic or anti-inflommatory drug dwing the first few days of treatment may be helphul for the pationt.
Side effects:
Lecal secondary phenomena much a5 pain, Feeling of heat, redness and swelling may ocour in the jeint treated with OSTENILE.
Application of an ice pock for five o ten minutes onto the treafed joint will reduse the indidence of these events.
Directions for use:
Inject OSTERILE iinfo the offected joint once o week for o total of 33 injections. Sevanal joints may ke treated ot the some fima.
Depending on the severiby of the jaint disense the benefdal effects of o hweufmerd{yde of five infra-orticular injections will last
ot beast six menths. Eepeat treatment r','l|es may be edministered as req'jle:l. In umo{ininTE{'Fusion it &5 odvisable fo reduce the
effusion by aspiration, rest, opplicfion of an ice pack andfor intro-orficular coricosterid injection. Tremtment with QSTENILE!
rnn be storted twn fo three doys Iofer.
The confent ond the cuter surbare of the OSTEMILE pre-Flled syringe are sterile oz long o5 the dterile pack is intoct. Take the pre-
filled syrings cut of the sterile podk, unsoraw the Luer bock cop from the syrings, ottach o mitable needle (For example 19 0 21 6)
ond secure it by tuming slightly. Ramewe ony gir bubkle, if present, before injection.
Precoutions:
Coution should be exercised in potients with known hypersensitivity to drgs. The general precawtions for infro-oricular injecfions
should be observed, induding measures o oveid joint infections. OSTENILE) sheuld be injected acoumiely into the joint cavity,
if neceszary under imaging control. Avoid injections info bleod vesselz or sunounding fiszes! As no clinical evidence iz ovailoble
on the wse of hyoluronic ocid in children, pregnant and loctofing women or in inflommatery joint diseosez such o3 theumatoid
arthaifis or Bechbesew di sease, treatment with OSTEMIL®E is net recommended in these tases. Do net use if the pre-filled syringe er
steiile pack are domaged. Any solution not used immediately after opening must be discorded. Dtherwise the sterilify is na longer
guaranteed. Shore between 2 “T and 25 “01 Do nof wse after the expiry date indicoted on the bow. Keep outof the reach of children.
Charaderistics and mode of action:
Synavigl fluid, which i vizcoelastic due to the presence of hyohuranic add, iz found in all synavial jointz, porticulorly the lage
mighﬂleuring joints, where it ensures nnl'nu|, pcin|essn'men‘fnfﬂuetoifs |ub|iouﬁngunﬂ shucl.—clbanlbing properties. Itis also
respnnsil‘.lefm ﬂ&n'.rhﬂionuhhemrﬁhge. Indegenemriﬁininfdismﬂem such o5 osteoarth mifis, theviscnehsrilih,' of the s','n-wiu|
fuidis mulkeﬂhr |e:|uoedt|1&|e|ly decreua'ng its lub |i0c|ﬁngund shock—uhsurhing
functions. This increases mechanical loading of the joint and cortilage destruction which ultimately results in pain and restricted
mukikity of the aFfected jeint. Supplementing this synavial fluid with intra-articulor injections of highly purfied hyoluronic ocd can
omelicrate the viscoelastic properties of synovial fluid. This improves its lubricofing ond shecknbsorking
functions ond reduces mechanical overlood of the joint. &z o nle this reautts in 0 decrease in pain and an improvement in joint
makility which may lost for several menths after o treatment cycle of five imtro-artioslar injections.

Presentafion:

One prefilled zyringe of 20 mgy/2.0 ml DSTEMILE in o sterile pock.
DSTENILE iz o medical device. To be used by o dinidan only.
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