Viscoelastic solution for
injection into the joint cavity

INSTRUCTIONS FOR USE

OSTENIL®™ MINI

Sadium hyaluranate from fermentation 1,0%. Viscoalastic salution for injection inta small joints. Stenle by maist heat,

Compaosition:

1 ml of isatonic splution (pH 7.3} content: active substance — sadium hyaluronata 10 myg; additional substances; sodium chiorde 8.5 mo,
disodium phosphate 0.6 mg, sodium dihydrogen phosphate 0,05 mg, water for injections ad 1.0 ml.

Indications:

Fain and restricted mability in degenarative and traumatic changes of small synovial joints.

Contra-indications:

OSTENIL® MIMI should not be used in patients with ascertained hypersensitivity to any of its constieants.

Interactions:

Mo information on the incompatibility of OSTEMIL® MINI with other solutions for intraartioular use is avallable to date. The concomitant
use of an oral analgesic or anti-inflammatory drug during the first few days of treatment may be helpful for the patient.

Undesirable effects:
In very rare cases local and general secondary phenomena such as pain, faeling of heat, rednass, swellingfjoint effusion and tachycardia
may occur during or after the injection of QSTEMIL® MINI.

Dosage and administration:

Inject OSTEMIL® BINI into the affected joint once a week for 2 total of 1-3 injections. Several joints may be treated at the same time.
Depending on the severity of the jaint disease the beneflicial effects of a treatment cycle may last al least six months, Rapeal treatment
cyclas may be administerad as required, In case of joint effusion it is adwsable to reduce the effusion by aspiration, rest, application of
an ice pack andior intraarticular corticosteroid injection. Treatment with OSTEMIL® MINI can b started two o three days later,

The contents and outer surface of the OSTENIL® MINI pre-filled syringe are starila as long as the sterile pack is intact. Take the pre-filled
syringe out of the sterile pack, unsorew the Leer lock cap from the syringe, attach a switable needle ifor example 19 to 25 G) and secure
it by tumning slighthy. Remave any air bubble, if present, before injection.

Precautions:

Caution should be exercised in patients with known hypersensifivity 1o drugs, s with all invasive joinl freatments in very rare casas an
infection may occur. Hence, the general precautions for intraarticular injections should ba ohservad, including measures to avaid jaint
infections. DRTENIL® MINI should be injectad accurataly into the joint cavity, if necessary wndar imaging control, Awid injections into
blood vessels or sumownding tissues! As no dinical evidence is available on the use of hyaluronic acd in children, pregnant and lactating
women o in inflammatory joint diseases such as theumatoid artheils or Bechlerew disease, treatment with OSTENIL® BINI is not
recommended in these cases

Use during pregnancy and breast-feeding:
Rasults of towdcological studies of hyaluronic acid confirm the absence of risk for mather and fetus and absence of system absorption.
Efficacy and safiety of OSTEMIL® BMINI during pregnancy and lactation i not known, therefore it is recommended to use with caution.

Characteristics and mode of action:

Synowal fluid, which is viscoelastic dus 1o the prasence of hyaluranic acd, is found in all synovial joints where it ensures normal, painkss
ravement dus [ its lubricating and shock-absorbing propsrties, 11 is slso respansible for the nutrition of the cartilage, In degenerative
jaint disorders such as ostanarthaitis, the viscoelasticity of the synovial fluid is markedly raduced thereby decreasing its lubrcating and
shock-absorbing functions. This increases mechanical loading of the joint @nd cartilage destrection which wiimataly results in pain and
restricted mobility of the affected joint. Supplementing this synovial fluid with intraartioular injections of highly purified hyaluonic acd
can ameliorale the viscoelastic properties of synovial fluid, This mproves its lubricating and shock-absorbing functions and reduces
machanical overload of the joint, As a rele thes results in a decrease in pain and an improvement in joint mobility which may last for
several months after @ tragtment cycle,

Presentation:

One pre-filled syringe of 10 mgé1 .0 mi QSTEMIL® BMINI in a sterile pack.

Storage, shelf life and disposal:

Store betwean 2 °C and 35 °C, Shelf life is 3 years in the onginal packing, Any solution not used immediately after opening must be
discarded. Do not use after the expary date indicated an the box, Do not uss if the pre-lilled syringe or sterile pack are damaged. Keep
nut of the rezch of children!

Manufacturer assures the device quality throughout the shelf life. The device doas not require spacial care, maintenance and rapair. Used
syringes must be disposed of in accordance with the requirements of cument legislation, as an epidemiologically hazardous medical waste
class B.

Shipment:

The devices are shipped by all modes of transportation in moled vehicles acconding to the local legislstion and rules of goods shipment
applicable for each transport type, at 2 =C to 25 =C.

OSTENIL® MINI is a medical device. To be used by a physician only.
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Manufacturer:

TRE CHEMEDICA AG
{tto-Lilienthal-Ring 26

25627 Feldkirchen/®onchen, Germany

Manufacturing site:
TRE CHEMEDICA 54
Chermin St.-Marc 3, 1896 Vouvry, Switzerland
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WMNAaHTaT BAIKOYNPYIAN CTERMNHKR
[NA BRYTPUCYCTARHLIN MHLEKLWA

WHCTPYKLWA NO NPUMEHEHWID

OCTEHWN MRHK

TWanypoHaT satpid, nonpseHHee mTes cheprediaime, 1,0%. BAaNnEHIaT Bakoynpyres crepuibaii [ ARV TSRS MHEERLWA.
CTEQHIME0REH BETOKNGENPOEIHHEM.

Coctas:

1,0 win waoTassmdeckoro pacraopa (pH 7,3} CONRIOKAT, SETHERGD DELBCTRED — NAAMYDCHAT Harpea 10,0 MM 8cnomor TN LR BRLgecTES.
wnapuf Batpid B5 wr, runpachocdiar Hatprd &6 e, mrenpobochar sarpan 0,05 rar soid and wHseegnn o 0 an,
NoKkazaHuA & NPUMEHEHHID:

BON% W DrpIswIEsHEN NOOENKHOCTE ND6 DEMEHENATRIHO-RCTROgUECKUY U TPEEMATUYECKIY WIMEHEHRNE MEMEAY CUHDBWENEHER
CYCTAE0E.

MpoTHBONOKAZ IHMA:

COTEHIN MKW Be ponsed ACNonLI0earson Gofksdideg, CTpanaioiimm ApKS BEpRsenHoe 4y ECTEMTENLHICTRID K OSIMY #3 KOMNo-
HEHIGH,

BzanmofencTaMe © APYIEME NERSPCTEEHHBIME CPefcTBAMMA;

Ha CErnipAlHUE [eHE HET HAK3KHE CESRSMA OTHOCHTENEHS HecoesecTupocre OCTEHWMN MWHW © apyreud pacTecpans e
EHYTDRCYCTAEHGD. WCNDAEInESsN. [0 DONETUEHHR COCTORHMA DONLHGH MOMET NPRHAMATE DpansHER 0fa3bonneanume CpeENCTEE
WNU NEOTHECE0CTANMTENLHEE TRKARCTED B TEHEHRE HECKOMLENA NEDELN MO0 NpaUenyp.

NoBoynbie adudyerTe:
8 guens pENEWH CTSARE MONYT HA0NGIATECR MECTHRE ® DOIME BTOPMHHEE RENEHWA, TaKee K3k BOnN, oliEme Tenm, NoKpacHe-
HUE, BOCNEMEHUE, NPUNEUIOCTE CYTTZEQR, TRXNEAPIME, B0 BREMB AN None eeefedn QCTEHIN MAHA

[o3upoBka W CNocobbl NPYMEHEHHA:

Wneumn DCTEHWT MAHW aenaorea B GonkHOR CyCrak 1-3 pasa ¢ WHIEPEAN0M B HERENND, DHOBDEMEHRD MIEHT NEYNTL HECKOILED
Y1280, B 2aaucuheoctd of COpeesHocTd 3a00N8EaHuA CYCTRA0R, NON0EWTaNEseIA 3EderT o7 neyedaaro LUena, BRNI0Y30UEro ToM
EHYTRRCYCTARIRLIE WHEEKLHM, NAMTCR 8 TRYCHR, N0 KLAMHER MEDE, WETH Mecnuer. [0ETopHLIe 1Kk TRYeHEA MOSYT NPOBIHTLCR
o tpefopzsinn, Ty HAAWHIH BRINOTE B CYCTAAE PERGMEHITVETCA YMEHLLI T @0 O6En (yTan MHELUNA (C NOCORMLNM DaKDEn #
DOKRANLIEIHUEN NLADN) WA BHYTPRCYTTAEHE BBEREHWEN KDRTIKICTEDIHNDE. Nevsss DCTEHKTOM MIAHK moker GuTh Hauato
YEPE3 GED — TPH [IHA.

CONapkUhaos # Bl NoARENNCCTE 330aHEe 3ananHesoro Wigwa OCTERMN MEHK coxpanaaT CTepibHICTE 10 Tek N0, Noka He
GyET HAEYUSHE UENDOTROCTE 870 yAK0REM, ShamTe I3pAHER JaN0AHEHHER WNEWL M3 YNIZEDEEH, CHIMUTE MISIPODCKEHA HAKOHEUHAE CO
LIMPKLA, BaJaHETE WY HYHOMS paameps HanpaMep, 19-25 G} W 3acpenate 2, ciend nopapHye, Mepef] aHLeRMen BuINYCTHTE
MYEBIPEEN SRS 03 LMD,

Meps! npeaocTopoMHOCTH:

(coboe FHUMEHE HEQDNOMUMO NBHEHTEM, CTRANAKLMM THNERUYBCTENTEMLHOCTE N0 OTHOWEHH K MeIULISCENR NRENZPATaM,
KAk U BO DCeX MMBAINEHHY CYCTAEAY, B O4EHb PROKMN CAYHIAN MORET NPOUICET uddiekwd. Crenddarents, Cnegyer cofmonars
Ol tepk MPAADCTOPEKHOCTI fANA BHYTRMCECTIEHED HHLEKUWR, B TOM YACHE MEpH N0 NPE0TERaLLEHAN COBMBCTHEN WHEECLAA.
CHCTEHIN MWHW fonman adkypateo BEOITECH B NGNGCTL CyCTaRa, achi HeofuafnMa, 10 NMof MHCTRYMESTANbSIM KO poTes
Heofuoang Ba IaNYTTHT: NONEN3SA NPENapaTs 8 KPOBEHICHRIE COCYIE! NN DEpYRIInEE e BEwmy orcyTomaur Eapudiuumpo-
BRHHIH EANHWYECKOH WHOODMALMK O NPUMEHEHAN THENYDOHOE0A KMCNOTES ¥ NETe, DEPEMEHHEN W KODMAWINE SEHILMH KW Tpd
BOCMAMTE Ll I300NEEHAAK CYCTIR0R, TARWK KIK DPEEMATORFHLE SETEWT 0 Bonesis baxrepera, neqeHne ngs nomolgs OCTEHHAN
MAHK B T Ciyans e PerosMEsIyeTR,

NpumeHeHue Npl GEpemMeHHOCTI ¥ B NEPWOA MPYAKOTD BEKAPMARBIHMA:

PEIYMGTATH TOKCAEOADIHBIRMN WOCNEMEAAHNA FHATYPOHOESR KACIOTH NOATEEREAE0T OTCYICTERE Pettka IR MaTeps W NNoJa, &
TEEKE OTCYTOTEME CHCTensoR aBcopbums, IhdegTaHocTe W GE30MacHoCTE NpWMeHsHAn QCTEHAN MAHK npe Gepemessocti W B
MEQWON, MEETALMH #2 MIVYEHH, NOSTONY PEKOMEHIYETIN NPNMEHERIE C DOTODINHOCT:I,

KapakrepucTire W cnocod qedcreun:

CHHOSUANLHAR FUIEDCTE, E0TO0AR ARMACTCA EAJLOYROVTON U3-33 NPMEYTCTEMA FHANYPOHOBCH KWCNOTH, 00Mapy=ena B0 BCex CHHORM-
AfbHnis CYCTIBAN; B HBCTHOCTY MESKMK CYCTABEN, T2 oxg oDecneunpIet HopransHoe Gesfonesnessos IBWKEHNE W1-33 CHOMA Chd ke
BBAILLINE # AMOPTHIWEYRILGE CI0ACTE. (HA TAK#E OTREUAET 33 TWTAHNE XEALA. B Cmyyas paccTpoicTs, CER3mIE © ROApEXaEHHEIR
CYCTZAAMA, HANPHMER GCTR0ADTRUTER, BREDYNPYICCTE CHHOBNZTRHON HWIKTCTH IHAUMTENGLHG CHAKEHE, Y10 YMEHELAST CMa3LEaK-
Lt @ AMODTHIMPYIOWIAE diyseiid. 3T0 NEMDOAT K YOERRHEHIK MEXIHUHECON HATPY3EN HA CYCTAE @ PA3pyliesand kPRI, 4O, B
KOO CHETR, NPMECIRT K GXT U GTPAHIYEHHON TOREAXHOCTH NOBDERGEHHOrD CycTaea. Jpfaeneque CHHSRMANKEE KUIEOCTH
M NOMOLEE BHYTRCYCTIEHEN AHBEELMA BEHOKDOHRIER HOR TWANYPOHORE KHCNOTS] MOXET NDESICHTE EASKOYNIPYTAE CRORCTRR CHeit
BHRIEHOR MHAKOCTH. 370 NDESILEE] CHIIEEANMME 0 aMORTHIUPYIOLIME TYHKLMH 0 yheHbLEET MaXaHibeckys Harpysky Ha cytlaa
KK Mpasuno, 370 NPHESHAT € YMEHBILEHHA Gon# ¥ NOELILERHID NONEWXHOOY [YOTABE, KDTOPAR MOXET [UMTECA B TEMENWE, N0
KDIAHEA MEE, KECKOITLKRX MECALEE NOCNE NevelHIrD UMKAA, SKIBIYAKELIETD TP SHYTPRCYCTAEHHE BHEEKIHN,

Ynaxosxa:

(e 2apanee 3anomeenHise wiped |0 wMe, 0 s QCTERIANA MWHR & crepinssics ynakosee.

KpaueHne W CpoK rogHocTe:

Kpanu e npu Tesnepatype of 1 °C o 25 °C B opefesansHoR yNasokse. Cpok xpaHesss 3 rofla PR SpasaHil B opurdsaisHon s
kogke, PACTBOD, HE WCNONL3YEMEIR CRE3Y HE NODE ECEPHTHA, HEoBXonuMs exiGpociTs  He wononbayiTe mocne WCTeyessw opota
FOAHOCTI, YKA33GH0T0 HA KAPTOMHOW Natse. He wononLayWTe NPenapar b Ciy4ae, 6o JApaHee JanonHsssIl wNpHU RAK cTEpRNEHAR
§MAROEKD MOBPERAEHE. XPakatte § MeCTE HENOCTYNHOK AnA JeTen!

NpOWIBCRATENS MB0aHTURYET KA%2CTED HADEMAA E TEHRHWE BOOrD CPOCd FOAHOCTI. VI3Rnme He TpedyeT Ceuanshord yioand, TexHuye-
R0 GECIYANEAHER o pesoHra, (oche WONGII0EIHIR WINENUA ILINPALIE NOIEXET YIamaalw | COOTEercTamn ¢ Tpebopasmsin
NERCTEYHILEND JKOHGNATENSCTES, K36 ITNOEMMONOrMSECKR CNAcHES MEJMUMSCERE OTX0 kRacoa B,

TpaHcnopTHPORKA:

Hanenus ToasaoTURYIOT ECCR R340 TRAHCNOPTA BEPLETEE TRAHCIOPTHER e ACTERN B CODTOETCTEH C MECTHLMA JAK0HOJATENLCTR0NM
U NPARANAMA NEREECAKE TRYI0E, ACACTEYOLMMA H3 KHO0M BUAS TRAHCNOPTA, NPR TeMneparype or 2 °C o 25 °C

OCTEHMN MHHW 3aperucTpuposal kak MeguuuHckoe nanenve (PY Nt @C3 2011110482 o1 03,09.2019 r),
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NposasoguTens:
TPE XMMELNEA AT, Drro-NunueHTans-PaHr 26,
Densmeapen Miodses, 35627 Tepanng

Mecto npoMasoacTea:

TPE XAMEQNKA CA, Menanh Ca Mapea 3, Byepn,

18%6 L aehapes

Qprasnaanrs, NPUHWMAKILLER NPETEHIMW NoTpebuTened;
&0 «QPDEs, 117556 7. Mocxea, yn, ©pykToear, f.34,

KOoMHaTa TIpaeneHus

Taneduon: +7{£95) 734-04-00, 234-04-02, 734-04-03

rake: +7(495) 138:97-88, +7(495) 234-01-07

3n. noura; orfeani@orfe



