STENIL

Viscoelastic salution for
injection into the joint cavity

INSTRUCTIONS FOR USE

OSTENIL®

Sodium hyalwonate from farmentalion 1.0%, Viscoelastic solution lar injaction info the jaint cavity, Steade by moist heal,
Composition: )

1 mi of isosonic solution (pH 7.3) contant; active sebstance — sodivm hyaluronate 10 my; additional substancas; sodism chloride 8,5 ma,
disodium phosphate 0.6 mg, sodéum ditwdrogen phosphate 0.05 mg. water for injections ad 1.0 ml.

Indications:

Pain and restricted mobdity indegenerative and traumatic changes of the knes joint and olber synovial jenls.
Contra-indications:

DSTENIL® should not be used in patients with ascertained hyparsensitivity to any of its constituents,

Interactions:
Mo Information on the incompatidlitg of DSTENIL® with other solutions for intra-arbicular use (s availabéa to date. The concomitant use
of an oral analgesic ar anti-inflarmmatary drug- during the first few days of treatment may be helpfuf for the patient,

Undesirable effects:

In very rare cases local and gessral secondaty phenomens such 25 pain, faeling of hesl, rednass, inflammation, sweslingfjoint effusion,
tachycardia, hypertension, hypotension, sharness of beeath, nausea and pruriius may occur during or after the injection of OSTEMIL®
Dosage and administration;

Inject GSTENIL® info the affected joint once @ week for 3 total of 3-5 injections. Sevaral joints may be treated at the same time,
Dapanding on the saventy of the joinl disease the beneficial effects of & treatment cycle af five inlsa-articular injectians will Bst & least
sy months, Repedt treatmant cycles may be administerad as equired, in casa of jeint elfusion it advisable 1o reduce the effusion by
aspiration, rest, application of an ice pack andfor intra-arficar corticostermid injection. Treatment with OSTENIL® can be started two |0
three days kater,

Thee content and the cuter surface of the OSTENIL® pre-filled syminge are stenile as lang as the sterile pack & intact. Take the pre-filed
symnge out of the stenle pack, wnscrow the tuer lock cap from the syiinge, attach 2 suitable needle ffor example 19 12 25 G} and secure
It by wrning slightly, Remave any air butshle, Fpresant, before injection,

Precautions:

Caution shoukd be exercsed in patents with known hypersensitivity to drugs, As with all mvasive joint treasments i very rae cases an
infection may coour, Hence, the genesal precattions for intra-articulas injections should be ohserved, induding measures fo-avoid joint
Irfections. OSTEMIL® should be injected accwately into tha jaint cawity, f necessary under Imaging contral. Avoid nfections into bload
vessels ar surrounding fissues! fs oo clinical evidence fs avadable on (he use of lyaluronic acid in children, pragnant and lactEng women
ot in mflzmmatory joint dseases such a5 rheurnatoid arthritis or Bechlerew disease, eatment with DSTENIL® is not recommiended in
thase cases,

Use during pregnancy and breast-feeding:

Rezults of soodcological studies of hyaheon: acid confirm the absance of rsk for mother and fetus and absence of system absorption,
Efficacy and safety of GSTEMIL® during pregnancy and lactation & not known, theredone it is recommended 1o use with castion.

Characteristics and mode of action:

Synovial flued, which is viscoelastic due 1o the prasence of hyalwonic acid, i found in-all smoval joints, particealy the Gme weighl
bearing jmints, where it ensures narmal, painless mavement due to its bricating and shock-absorbing properties. It & also responsitie
fi the nutrition of the cartilage. In degenerative joint disorders sech as astecarthiitis, the viscoefasticty of the synavial fuid s markedly
reducet therety decteasing its lubricating and shock-absorbing functions. This maeases mechandical loading of the joint and cartilage
destruction which ultimately results In pain and restricted mabilty of the affected point, Supplamenting thes synowial flud with intra-
articulat Injections of haghly purified hyaluronic scid can amelicrate the viscoelastic properties of symowial Muid. Thes impeaves its (ubacal-
ing and shack-ghsorhing functions and reduces mechanical overdoad of the [oint A5 & nude this results i a decrease in pain and an
improvement in jomt mability which may last for seieral months after 2 freatment cycle of five infra-articulas injections

Presentation:

One pre-filled syringe of 20 mg/2.0 ml OSTENIL® in a sterile padk.

Storage, shelf life and disposal;

Store patween 2 °Cand 25 *C. Shell lfe 15 3 years in the origanal packing. Ay solution nat used immadiatedy alter opening must be
discardiad. Do not use aftar the expiry date indicated on the box Do not use if the pra-filked syringe or sterite pack are damaned, ¥eep
out of the reach of duldren!

Mianufacturer assures the device quality througheut the shieff Bfe. The device does not require special care, maintenance and repalr
Lisad syringes must be dispased of in aceondance with the requirements of current legslation, a5 an spidemiologically hazardous medical
waste class B,

Shipment;

The devices are shipped by all modes of transportation = roofed vehicles according to the local legsiation and rules of goods shipment
appilcable for each transport type, at 2 *Cto 25 °L '

OSTENIL® is 2 medical device. To be used by a physician anly.
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CTEHUN

HWMnnauTaT RRIKSYNPYIA CTEPMALHEM
AN FHYTRRCYCTABHB WHREKIR

MHCTPYKLWA MO NPUMEHEHWHD

OCTEHWN

[HANYPOHET HATRWE, Maiyesemi yTen deptestanm, 1 0%, MMOASHIAT SRSypyT iR CTEEmaHRIR AR ByTRRCYCTARHAIN WHbeKLME,
TEPMNMINESS AETOKRIBUPOBEHHEM,

Coctas:
1,080 #30TOHMYECKETD DACTERA (pH 7,3) CONSpHAT, KTUEHOE BRLLECTRO — THENYDOsAT HATPHA 10,0 MI BCnsOraTentHL® BRLBcTES:
anopaf Hatpus 8.5 nr, renpodocciar watpus 06 e, arnapodocdar watpus 0,05 sr, Bana ana uHeecgud 0 1,0 ua.

MoKazaHun K NPHMEHEHNE:
Bofb W OMPEHWUEHHAR NOJAWEHGCTR NPW EMEHERATRERG-INE TPOCHYECKEY W TRaARITHHECKAN BIMEHEHRAY KOMEHHOMD CycTaEa v
DT s aanbHaly CYCTaEnE.

NpoTHEONOKIIAHMA:
QCTEHIAN ne pomwed ACnomsoeaTeca BONsHESW, CTRANAI0LMMA APKD BHPAXEHION SRTRUTARLHOCTHO K DAHOMY U3 KOMDGRHTOE.

BaaMoneRcTane ¢ LpYTHMM NEXapCTECHHLIMNA CRENCTBAMIA;

Ha CErOAEHMR JIEHE HET HIKSKEWY CRRASHUN OTHGCHTENEHD  HecoanecTaMocTd DCTEHHIN © fpyrimd pactsopamu jns
BHYTERCYCTARHONG MCNONb30aaHnE. [0 OBNErses COCTaAHUE BalaHOR MOKET NPNHUMATE OpaibHES oheafonupasume cpenoea
W PPITHEDEGCNAMUTENEHBE NEKEECTRS B TEYSHUE HECKINEEWX NEPELLY AHER NDOUSIYP.

Mofousble 3qherThl;

B 0u0HL PROEMY CTy4aRE MECTHEI WIH OOUMA BTOpRYHLE ARNEHWE, Takes k3 DDA, YWECTED TErNa, NDERICHEHRE, DOCTANEHME,
TLATYICTLALNCT B CYCTARE, TAXWEDNAA, TANERTOHMA, TUNORSHA, CAMLLKA, TOWHOTA # 30 MOTYT BO3HNKATE BO BDSMA WKW NOCN2
bkt DCTEHMN,

Hoavpoeka # cnocobisl NpUMeREHNA:

Msimekmin OCTEHWM nenasatce & GomsHOR CHCT3E D43 B HEGENS, HD BCEMD He DomMee 3—5 WHREKUAR. DNHOEPEMESHD MOKHG NeUHTs
WRCKDMLKD CYCTAR0E. H 33 P0a0cTi OT CepeeineacTi 3a60neRannn CyTaa0e, NonossTenbHLe: pdeT o Nedediearn UMKT, BKNICHE-
BLLErD NRT: BHYTPRCWTAEHEN WHLOKLAR, QUIMTCA © TEHEHUE, MO KPAAHEA Mepe, WeTH MecALRE. OaTOPHEE LMKl TEYEHUA RoryT
mpaaofMTees N0 Tpebosanin, Nps HaNNW BRINDTA 8 CyCTaEe PEROMEHAYETCR YMaHELINTS 1o ofband MyTEm Ryl (o nociedym:
ULIMM NOKDEM W OBKNEN R NREOM] WUNR BHYTAMCCTARIM BRENEHWEM KopTriocTepanios. Nevede OCTERANOM mower Bums
HAYATO 4EPE3 [EA — TP JHA.

COMEDHAMOE W BHEUHRR NDBEPEHOCTS ZAPaHes JanonHeswaro wnpnua DCTEH K coXpanRioT CRepRnEs#acTh 00 TEX TI0R, Noka #a Gyner
FAPYLECHA. LUEROCTHOCTE €Mt yTakoake. BuikeTe Japanee 3anoaHeHisil wnpul, w3 yIakodks, CHUMMTE. NIOIPOBCKHI HAKOHE s 10
LUNPALE, HANEHETE WY HYyKHOMD padniepa (Hanpumep, 19-25 G} o 3akpenine ee, cherca nosepHye, Nepe WHEELLNER abnycTiie
I3k BOEIYE N3 WL,

Mepb NpepocToOpoRHOCTH:

Ocoboe EmaHne HEDENDIMMAD NIUMERTAM, CTRAIAMILEM THISDYYICTERTENLHOCTESD N0 GTHOWEHAKD K METRIMHCKMM NDSN3PaTaM,
Kz @ DO BOOK HHEQIWEHLE CYCTIEAY, B OYEHL PEOKME CIYH2RK MONET MPOHIDATE Wedhokuyan, CnenosatensH, cnemyer cobnionars
COUWME MEDS! NPEAGCTOROKHICTIA ANA BEHyTRMCKCTIENLL MHLEXLARA, B TOM YWCAE MEQGI N0 TESNCTERILUEHNK COBMECTHEI MHEEKLMA.
DCTERAN pommesn scypar BEMILG B DNGCTH CYCTEAE, BOIN =eafiniman, 10 0 MHETEYMEHTE MaHHM LosTpeney, Heabiogmo
H OMYCTRTE NONAAHUE DR2NANRATA A KPOBEHGCHRIE CODYTIR W aRpyasaugie Teannl Beapy 1oy rcrem pepmnyMpoEaHsad k-
YECKDN WHIRCDMELNA O NPUMSHES RN TRANYPOHOBONA KMCADTH 4 AEmal, DEPEMEHHEN W EDPMBLLMA HEHLIMH ANA NPW BOCAZNTENESI
3300NEEAHWRY CYCTAB0E, TakHX £3K PEAMATONAHER 3pTPIT ¥ BonesHe BaxTepeea, neusswa npi novows DCTERWN B 3 coyuans He
DEKERAEHIYETCA.

MpuMecHe Npe GepeMeHHOCTA 0 B NepRo MPYLHOMD BCXAPMIHBAHUA:

Peayribiatal TOECMRONOMSECKRE MCCIEADEAHWR MR3NYPOHORDA KHCROTH DOTREDHIIA0T GTOYICTENE PRoKa TR MaTepn W nnoga, &
Tak®e OTCYTCTaNE cucTeMHoN aboopbumn. 3hdexwEHocT W DeaonacHome nprmeHedua DCTEHNN npu DEpeMEHHDCTE W B Nepkon
NAKTALMK HE WEyHEssl, NDITOMY PEEDMEHIYETCR TEWMEHEHWE © OCTOPOEHOCTLRY

KapaKTeprcTHEN | cnocof NeRcTemA:

CHMOD#ANEHIA FAOKOCTE, KOTODAA ALNELTCA BRKOVIYICH H3-32 NPMCYTOTOMA MeamyPOHOBDR RUCROTEY OOHIDYHEHD B0 BCEX CHHOBK-
AflbHEX CYCTaBa, [fiE OHE OBECNEdnEasT Hoprasnoe DeadonasHessos ERREHUE W3-34 CROUMN CMS30IBANIUIME W 80 PTRIAENGLLY
cAnACTE. OHa T32ae OTRERUIRT 33 MUTZHME XPAILE, B Cysae pacoipadcry, CRASAHHGE © MGRPEXIEHHEMM CYTTARANR, HANPWMED, DoTen:
APTPNTAX. EAINIYTIPYTOCE CHHOBREMRHOR EMOKDITH 3HIYMTRNGHD CHWAKEHE, YT YMeHBWUGST CMESHIBETLNE W AMODTHIMPYOWNE
LMY 3TD DREREDNAT K YEEMRUEHAKD MEXEHNECKON HANPYIEN HE CYCTAE W DIIPYLLEHWID KPAE, YT3, B KOHEYHOM CYETE, NPWBCAMT
. (104 8¢ ST PAHHHEN A EIEAAKHOCTI NOBPEXAEHHOTD CYCTana. [IeOanne e CiseuuaniHoR KWIEDCTE NPH NIOMALLM BRyTRHCYCTARII
WL BLACOEDDSHLIBISIOR MHAMYPOHDEONA KA MONET NOBECHTE BAIKDYEMTHE CRORCTES CHHOBMENEHDR MRRKOCTH. 310 NOBs-
AT CRIIREERAIME 1 AMCHTUIURYIOEMAE GHBELN W YMERSLISET MESIHSMECKYID HATPYEKY HE CYCTAR, Kak Mpapnno, 310 tpspaiel «
YMEHBLUEHNID G0I 1 NOBLLUSHIK NOLEWEHOCTH VTAEE, £OT00AR MOKET [ITHTECR 8 TEYEHWE, N0 KPANHER MapE, HECKOMLKIN MaCRLER
TOCNS NEYEEHIND UMKNE, BXNIDUANILETD NATL EHTPACYCTEAHEN RHLEKIE,

¥nakoska:

Danu 3apanee 3anoaHessed wnpuw 20 el 0 un OCTEHWTA B cropunisos yrakoake,

KpaHesiue ¥ CpoK rogHOCTIH:

Kpasath NP TeMnepatype 0T 2“0 o 25 “C 8 opuraHaneHoR yiacoee, Cpok spaHeHin 3 1ofia Npn panesds § opirHEREHaR jia-
KDE£E. FECTAOP, HE WCMOMBIVEMBIA CRATy #E NOCNE BLEPRTWS, Fa0fawn BHOpOcUTE HE MCMDNESPATE NOCHE WCTEWSHWR CPOKE
TO/IHOCTH, YKAIZHHONS HA KADTOHHONA B34ke, HE NCNONEIWATE NPERIPAT B CRYY38. SCAW 330aHRS 33N0AHEHHER WNMLL AW CTEpANEHAR
YTEKCERA NOBDEAGEHE, KPAHNTE B 8eCTe, HeDCTymeedm O poted!

NpaanauTens rapaHTRyeT KaHeCTRS AAEANA B TEYEHHe BCEMT CPOKA MOAROCTH. Higanue He TpefyeT MeynansHaro yaona, Tensmse-
CEnra ohENRMBEHIA 1 peManTa, (Tache RCNONEI0EAA WIRENHE WIRMLE) NOLRSKAT WTRANEEIAN B COOTRETCTENG © Tpedapassinn
THEACTEYCHUEND S3E0H0ERTENRCTES, KaK HWASMA0NTIHECEN DNICHRIE MMM CME OTXO AR KNatta b,

TpancnopTHPOEK:

W3EN#A TRAHCNOPTHEYSI BCEMA BRIAME TRIHCTORTE B KPET X TRaMOODTHEY, CPERLTEA% B CODTEETCTEHM © MECTHEIM 33K0H0 LA TEMCTEIM
o NEAEANAMN NEfRE0IEA TRYI0E, JERCTEROLEME HA K3%000 BU02 TRAHCNOPTE, NpW Termeparype of 2 °C o 25 °C

OCTEHWIN 3aperucTpRpoBal Kak Megauuicoe wagenne (PY N2 @3 201110482 or 03.09.2019 r).
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MpokzsoauTens:
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anurupen M, 85632 Tepmakin
MecTo nponzsoacTaa;

TPE XMMERMEA CA, Xemnu Ce. Mapeka 3, Byaph,
1856 LLseALiapa
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