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HIALUROM Tendon
Sodium hyaluronate 40 mg/2 ml, sterile solution for injection in pre-filled syringe

INSTRUCTIONS FOR USE

For peritendinous or intrasheath injection.

HIALUROM Tendon is a viscoelastic, isotonic, 40 mg/2 ml solution of sodium hyaluronate in a
buffered physiological solution comprised of sodium phosphate, sodium chloride, and mannitol
at a pH of 7 - 8. The sodium hyaluronate is purified from the bacterial fermentation of a
Streptococcus strain.

Sterile by moist heat.

Indications:
For the treatment of pain and restricted mobility in tendon disorders.

Contraindications:

HIALUROM Tendon is contraindicated:

- forpatients with ascertained hypersensitivity (allergy) to one of its constituents

- for patients with a history of hypersensitivity to gram positive bacterial proteins

- forpatients with an active infection or skin disease near or around the injection site

- forpatients who have received another injectable medicine near or around the injection site

Potential adverse events:
Local secondary phenomena such as pain, feeling of heat, bruising, redness and swelling may
occur following treatment with HTALUROM Tendon.

Dosage and administration:

HIALUROM Tendon should be administered only by medical specialists trained in
peritendinous or intrasheath injection technique.

Intrasheath injection:

Intendons with a sheath, inject HTALUROM Tendon into the tendon sheath in the affected area.
Peritendinous injection:

In tendons without a sheath, inject the solution along the affected tendon, but not in the tendon.

Inject HIALUROM Tendon around the affected tendon or into the affected tendon sheath once a
week for a total of 2 injections. Several tendons may be treated at the same time. Repeat
treatments may be administered as required.

The content of the HITALUROM Tendon pre-filled syringe is sterile.

Take the pre-filled syringe out of the pack, unscrew the cap, attach a suitable needle (e.g., 25- to
27-gauge) and secure by turning slightly.

The final needle selection for any procedure is determined by the physician. There are several
factors, which need to be considered in choosing the size (gauge) and length of the needle to be
used for peritendinous or intrasheath injection, including the anatomy of the region, distance
between the skin and tendon, and patient characteristics (weight, age). Ultrasound guidance is
recommended during injection.

Remove any air bubble, if present, before injection.

Interactions:
No information on the incompatibility of HIALUROM Tendon with other medications
administered to tendons is available to date.

Precautions:

Caution should be exercised in patients with known hypersensitivity to medicinal products.

The general precautions for peritendinous and intrasheath injections should be observed.
HIALUROM Tendon should be instilled accurately into the tendon sheath or around the affected
tendon. The ultrasound guidance is recommended during injection.

Avoid nerve lesions and injections into blood vessels!
The procedure should be avoided in patients with known systemic bleeding disorders, or in
patients with history of vasovagal reaction or syncope.

Asno clinical evidence is available on the use of sodium hyaluronate in children and adolescents,
pregnant and lactating women, treatment with HTALUROM Tendon is not recommended in these
cases.

Patients who have experienced any complications in the days after injection should contact the
physician immediately.

Warnings:
Single use device! Each pre-filled syringe of HTALUROM Tendon 40 mg/2 ml, solution for
injection is intended to be used once only for a single patient.

Donotuseifthepre-filted syringe-orthe blister are damaged. Any solution not used-immediately- - -

after opening must be discarded. Otherwise, the sterility is no longer guaranteed.

The used needles and syringes must be discarded after injection and should not be kept for other
administrations. Do not re-use! Reuse of syringes or needles already used can lead to the
transmission of infectious agents (including HI'V and hepatitis).

Do notresterilize, as this may damage or alter the product.

Strict aseptic administration technique must be followed to minimize infections at the injection
site.

Injection site must be properly disinfected (70% alcohol or with another disinfectant).
Disinfectants containing quaternary ammonium salts should not be used for skin preparation as
hyaluronic acid can precipitate under such conditions.

Do notuse if the product is yellow, discoloured or contains precipitates.
Keep out of the reach of children!

HIALUROM Tendon is a medical device. To be used by a physician only.

Characteristics and mode of action:

A tendon is a strong structure of fibrous connective tissue designed to transmit forces from
muscle to bone and resist load during muscle contraction. Tendons may be surrounded by
different structures: fibrous bands, synovial sheaths, peritendon sheaths, tendon bursae. Overuse
or inappropriate biomechanical stress may cause inflammation and/or degenerative changes of
the tendon, leading to pain and loss of function. Lubricating the tendon could reduce pain,
improve tendon function and reduce the potential for adhesions.

Because of its lubricating and viscoelastic properties, HTALUROM Tendon promotes tendon
gliding and the physiological repair process. In addition, due to its macromolecular meshwork
HIALUROM Tendon reduces the free passage of inflammatory cells and molecules.

HIALUROM Tendon is a transparent solution of natural and highly purified sodium hyaluronate
obtained by fermentation and is devoid of animal protein.

HIALUROM Tendon also contains mannitol, a free radical scavenger, which helps to stabilise
the chains of sodium hyaluronate.

Presentation:
HIALUROM Tendon - One pre-filled syringe of 40 mg/2 ml.

Storage

Donot freeze.

The product is stored at temperatures below 25°C, in original package.
Do notuse after the expiry date indicated on the box!
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STERILE| | Sterilised using steam or dry heat
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Do not use if package is damaged

‘ Manufacturer
n m Product conform with requirements in the European Medical Devices
Directive
0050 Number of Notified Body

e

LIBYTEC

PHARMACEUTICAL S.A.

RAMEHQRHEEAY

2524

HIALUROITI TENDON
T

HIALUROM Tendon
Sodium hyaluronate 40 mg/2 ml, 6teipo evécipo S1dAvLLo GE TPOYEUGLLEVT) GUPLYYOL.

OAHTI'IEX XPHXHX

INo meprevovtiom evéogivtpikn £yyvon.

To HIALUROM Tendon givar éva 1£000eA0GTIKO, 160TOVIKO, 40 mg/2 ml diddlvpo valovpovikoy
vatpiov og éva pLOMGTIKO PUGLOAOYIKO SIGAVLLN TOV ATOTEAEITOL IO POGPOPIKO VATPLO, YAMPLOVYO
vatpro, kot pavvitoAn o pH 7 - 8. To vakovpovikd vatpio givar vyning kobapdotrog omd Paktnpiokt
{Opmon otedey®@v LZTPENTTOKOKKOL.

ATOGTEPOUEVO [LE ATUO.

Evéciteig:
"o TV OVTIHETOTLON TOV TOVOL KOLTNG TEPLOPIOUEVIG KIVITIKOTNTAG OE SLUTOPUYES TOV TEVOVIOV.

Avtevoegiteig:

To HIALUROM Tendon avtevdeikvotat:

- ogaobeveig pe emPeParopévn vriepevaicOnacio (aAlepyin) og KGO0 OO TOL GLGTATIKA TOV.

- ogoobevelg e 16Topkd vepevatcinciog o€ TPOTEIVEG OeTIKDY Kotd gram Paxtnpiov.

- Xe oobeveig e evepyn Aoipmén M maOnon Tov SEPUOTOC KOVIA N YOp® OO TO oNueEio TG
£VEDT|G

- Zeaobeveigmov £xovv AAPEL AALO EVEGLLLO GAPLLOKO KOVTAT YOP® amd To onieio TG Eveong

IMOBavég avemBOuNTES EVEPYELES:
Tomukd devtepomadn eavopeve dnmg Tdvog, aichnuo Kavcov, LOA®TES, EpLOPOTNTA Ko 0ldN L LTopet
VoL EHPAVIGTOVV peTd TV oymyn| e to HTALUROM Tendon.

Aocoloyio Ko TpémTog yopRynons:

To HIALUROM Tendon 0o mpémet va yopnyeitot Hovo omd €101K0VG YIOTPOVS EKTOLOEVUEVOVS GTIV
TEYVIKN TOV TEPLTEVOVTIMV 1| EVOOEAVTPIKAV £YYOCEWDV.

Evdoghvutpicn Eyyvon:

Ye tévovteg pe éhtpa, 1o HIALUROM Tendon evietan 610 tevovTIO EADTPO 6NV TPosPePAnpévn
TEPLOYT.

[eprrevovtia éyyvon:

e tévovteg yoplg EuTpa, To SteAvpa evieTol KOTA PKoG ToV TpocPePAnuévon tévovta, aArd Ol 6TO
TEVOVTOL.

To HIALUROM Tendon evietot yopo amd tov tpocPefinuévo tévovta 1 eviog tov mpooPefinuévov
eMOTPOV pio eopd TV efSopdda, Le GUVOAIKT SLaPKELL AymYNG 2 EVEGELS. APKETOL TEVOVTES LLITOPOLV VO
avtpetoniloviattavtdypova. Eqv amarmbei pmopodv va yopnynbovv enavorapfavopeves Oepameiec.

To mepreyodevo e mpoyeouévng cvuptyyog tov HIALUROM Tendon eivat amoctelpmpévo.

A@atpéote TNV TPOYEGHEVT GUPLYYa amd TN cvokevacio, Eefddote To kamdkl, toroberiote v
KOTAAANAN Berova (.., 25 £0g 27-G) Kot 0oPaAloTe GTPEPOVTAS ELAPPAL.

H el emdoyn g Peldvag yio omowadnmote Swadikocio kabopiletor and tov wtpd. Yrdpyovv
apketoi Tapdyovieg mov Tpénel va Anehovv vdyn Katd v emthoyn Tov peyédong (Stépétpov) kot Tov
wikovg G Perdvag mov Oo ypnoiomombel yioo ™V TEPITEVOVTIOL 1] TNV EVOOEALTPIKY £yyvom,
GUUTEPIAAUPOVOUEVG TG AVOTOHLOG THG TEPLOYNG, TNG AMOGTACG AVAUESH GTO SEPLLL KOL TOV TEVOVTA,
KOLTOV XOPOKTNPIOTIKOV TOV 060evoins (Bapog, nhikia). H ypfion vrepiyov cuvictdtot katd tn SidpKeLo

G EYXVONG.
Ipw v £yyvom, aQapEcTe EVOEXOLEVEG PLGOAIDES BEPQL, EAV VITAPYOLV.

AlMnremdpacerg:
Aev gyouv avapepbel péypronuepa mhnpogopiegyo v acvppatotnte tov HTALUROM Tendon 6tov
Guyyopnyeitat e GAAQ QALK

Ipoguratel:

[pénerva yopnyeitat pe Tpocoyn o€ aoOeVeig e Voot LITEPELAGON GO GTA PAPLAKEVTIKE TPOTOVTO.
B0 TPENEL VO TNPOVVTOL YEVIKEG TPOPUAAEEIS OTIS TEPLTEVOVTIEG 1 eVOOEATPIKES €yyvoels. To
HIALUROM Tendon 6o mpémet va evietor pe akpifeio oto tevovtioe EAvtpo 1 yopo omd tov
nmpooPefAnpévo tévovra.

ZUVIGTATOLT XPNOT VTEPNXOL KATA TN SLAPKELL TNG EYXVONG.

ATOQUYETE TOV TPAVUATIGULO TEPLPEPLKOV VEVPOL KAL TNV £YXVGT) GTO OLOPOPL. Oy YEiaL.

H d1odikacio 0o mpénet vo anopedyeton o€ AGOEVEIS Le YVOGTEG GUGTNUATIKES OLLOPPOYIKES SLUTAPAYES,
1) 6€ AGOEVELG LLE IGTOPIKO Oy YELOTVEVHLOVOYOGTPIKNG VTIOPAOTG 1] GLYKOTNG.

Enedn o vmdpyovv drabéoipo KAVIKA GTot gl Yo T ¥Pp1 T TOL VAAOVPOVIKOD VATPIOV GE TOLOLA Kot
epnPovg, eykvovg oe yuvaikes mov Onialovv, n aymyn pe 1o HHALUROM Tendon dev cuvictdtot o
OVTA TO TEPICTOTIKA.

AcBeveic OV £(0VV ELPOVIGEL TIC ETOUEVES NUEPES LETE A TNV £YYVOT, D0 TPETEL VOL EMKOVOVHGOVY
ALLECO LLE TOV Y10TPO.

Iposdomoniceis:

[Ipoidv pag xpricemg! Kabe mpoyepuopévn ovpryya evéoytov draivpatog HTALUROM Tendon 40 mg /
2 ml, tpoopiletar va ypnotpomomOel po eopd yia évav povov acevn.

Mnv 10 ypnoylonoteite €6v n TPOYEUIGUEVN GUPLYYyo N €v 1] KOWEAN elvor kateotpoppéva. Oon

A0popeTid, 1 6TEPOTNTO OEV VAL TAEOV EYYUNLLET.

Ot ypnotpomompéves BeAdveg kat cOptyyes Oo TpEMEL VoL mOPPInTOVTOL HETE TNV EVECT] KOL SEV TIPETEL VOL
Sratnpovvrorylo GAkes yopnyioets. Mnv tig ypnoytoromoete ava!

Enmavaypnouyonoinen 1on ypnoortomuévey cuptyyov 1 BEAOVOV Imopel vo 0d1yNGEL 6T LETAS00T
HOAVGHOTIKGV VooV (cupmepthapfovopévon tov tov HIV kot thgnratitdag).
Mnv anoctelpdvete Eava, Y10t 0vTd PTopel VoL KATAGTPEYEL T VOL TPOTOTTOGEL TO TPOIOV.

[pénet va tpodvtal avetnpd AoNTTESG YOPNYNONG VL0 TNV EAAYXIGTOTOINGT TV AOUOEEMY GTO GNuEi0
g €veong.

To onpeio g éveong mpémet va amoivpavOel katdAinia (70% oAkoOr M GAAO OTOALUOVTIKO).
ATOMPOVTIKG TOV TEPEYOVY GAATO TETOPTOTAYOVG OUU®VIOV dgv Oal TPEMEL VAL YPNGLLOTOLODVTOL Yiol
TNV TPOETOHAGIA TOV SEPIOTOC, EMEWN TO LOAOVPOVIKO 0&D pmopel va kabildverl kbtom amd Tétoleg
GuvOnKeG.

Mnv 10 ypnoponoteite, 6 to Tpoidv ivor Kitpvo, £xet aAAOOUEVO TO Ypd N TeptEyet i pLoTa.
No purdcoetat pakpid amd Todtd!

To HIALUROM Tendon givor1atpote)voroyKo Tpoiov. Xpnotpomroreitar pévo and ylotpovs.

XopuKTNPIGTIKA KoL TpOmTog dpdong:

O tévovtog eivor pa aviektikn dopn, omd wddN GLVIETIKO 16T0 0 0moiog £xel oyedtaotel Yo
petédoon Tev duvapemv amd Tov po 6To 0616 Kat avlictatat otn EopTIon Katd ™) Hiky ovonaon. Ot
Tévovteg umopel vo. mepBOAlovTon oo SlPOPETIKES OopEG: wddels (dveg, opoyovo EAvtpal,
meprtevovtia. Elvtpa, OBvhokec. TMopatetapévn 1 éviovn Pro-pmyovikn Katomévnon pmopei vo
TPOKOAEGEL PAEYLOVN 1)/KOL EKPVAOTIKEG HETAPOAES TOV TEVOVTO, TOL 08N YOVV GE TOVO KoL LEI®ON TNG
KwnTkottac. H Amavon tov tévovta pmopei vo LEIOGEL TOV TOVO, VO BEATIOGEL TN AELTOVPYLIKOTITO TOV
TEVOVTOL KOL VO, LELDGELTNY TOAVOTNTO Y10 GUHPVGELG.

AOY® TOV MTOVTIKOV KOl TOV 1EOS0EAASTIKOV Tov Wiothtev, 10 HITALUROM Tendon mpowbei
Sorichnon tov tevoviov kot ™ euGtoroyiky dadikacio arokatdotocns. Emmpocshétmg, Aoy tov
pokpopoptokod mAéypatog to HHALUROM Tendon pewdver v ekedbepn Siéhevon gAeypoveddv
KLTTAP®V KoL Lopimv.

To HIALUROM Tendon &ivat évo 1dgavo StdAvpo. amd puotkd Kot VYNNG KabopotTog alovpoviko
vaTpro mov Tpoépyetal amd faktnprakn LOpmon kot eivar amoAloypévo amd (oikég TpoTEIVEG.

To HIALUROM Tendon mepiéyet emiong Lavvitoan €va ekkabopioth Tov elevdépov pilldv, n onoio
Bon0é oty otadeponoinen e aAbGOL TOL LAAOVPOVIKOD VATPIOV.

Xvokevacio:
HIALUROM Tendon —Mia tpoyepucpévn copryyo tov 40 mg/2 ml.

Doracn

Agv KoToyOyETOL.

To mpoiov amobnkeveTon o€ Oepprokpucics kGt and 25°C, 6TV apyik GLOKELAGIAL.
Mnv 10 ypnoiponoteite Petd TV Npepopnvic AjENG TOL avarypaQEToL 6TO KOUTi!

Hpepopnvio tedevtaiog avabedpnong: lovviog 2016

‘ Kotaockevaotic:
S.C. ROMPHARM COMPANY S.R.L.
1A Eroilor Street, Otopeni, IIfov, 075100, Romania

Awvopéag:

LIBYTEC PHARMACEUTICALS.A.

A. Bovaypévng 24, 167 77 EMnvico, EALGSa
THA.21096 09960, FAX.2109638438
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EL Ezng&iynon tov Zopporov

BW_ Yvppovievteite Tic 00Nyl ypnong
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Hpepopmvia Méng

Aev Eovaypnoponoteitot

Agv eMTPEMETAL VEQ, ATOGTEPWOOT)

Amooctelpopévo pe atpd N Enpn Beppomra

Avatepo oplo Oepprokpaciog
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Agv emurpéneton 1 xpnon tav To Kouti gival YoAaGUEVO

Kortookevaotg

To mpoidv cuppopEOVETOL LE Tig amatnoels TG Ebponaikng Oonyiag
yio ta latpoteyvoroywkd [poiovta
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