Viscoelastic solution for
injection into the joint cavity

INSTRUCTIONS FOR USE

OSTENIL® PLUS
Sodium hyalurgnate from fermentation 2.0%. Viscoelastic solution for njection into the joint cavity. Stenile by maist heat.

Compaosition:

2.0 ml sotonic solution (pH 7.3) containg: Active substance — sodium hyaleonate 40.0 mg; excipients: sadium chloride 128 mag,
disadium phosphate 1.2 mg, sodium dibydrogen phosphate 0,1 mg, mannital 10,0 ma, water far injections up to 2.0 mi,
Indications;

Fain and restricted mobility in degenerative and traumatic changas of the knee joint and other synovial joints.

Contra-indications:
OSTEMIL® PLUS should not be used in patients with ascertained hypersensitivity to one of the constituents,

Precautions:

Caution should be exercsed in patients with known hypersensitivity 1o drugs, As with all invasive joinl freatments in very rare cases an
infection may occur. Hence, the general pracautions for intra-articular injections should b= observed, ncluding measures to avaid joint
infections. OSTENIL® PLUS should be injectad accurately into the joint cavity, if necessary wndar imaging control. Avoid injections inta
blood vessels or surmownding tissues! As no dinical evidence is available on the e of hyalwonic acid in children, pregnant and lactating
women o in inflammatary joint deeases such as thewmatoid arthiitis or Bechleraw duease, treatment with OSTENIL® BLUS is nal recom-
rended in these cases, Do not usa if the pre-filled syrings o steribe pack are damaged, Any sohulion nat used immediately after opening
must be discarded. Otherwise the sterlity is no longer guarantead and this may be assocdated with a sk of infection. Store betwean 2 °C
and 25 *C! Do not use after the expiry date indicated on the box. Keep out of the raach of children!

Undesirable effects:

In wery rare cases local and general secondary phenomena such as pan, feeling of heat, redness, inflammation, swellingfjoint effusion,
tachycardia, hypertension, bypotension, shortness of breath, nausea and pruriius may ocour during or affer the injection of
CATENIL® PLUS

Interactions:

Mo information an the incompatibility of OSTEMIL® PLUS with other solufions for intra-articular use is available o 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.

Dosage and administration:

Ingect DSTEMIL® BLUS into the affected jont once a week for & total of 1-3 injections, Several joints may be treated al the same tlime.
Rapeat treatment cycles may be administered as required. In case of joint effusion it is advisable to reduce the affusion by aspiration,
rest, application of an ice pack andfor intra-articular corticostenaid injection. Treatmant with OSTEMIL® PLUS can be started two to three
days later.

The content and the cuter surface of the DSTEMIL® PLUS pre-filled syringe are sterile as keng as the sterile pack remains unbroken. Take
the pre-filled syrings aut of the sterile pack, unscrew the Luar lock cap Trom the syringe, altach a sullable needle {for example 18 10 25 G)
and sacure i by tuining slightly, Ramave any air bubble, if prasent, bfone injection,

Characteristics and mode of action:

Synovial fluid, which is viscoelastic due to the presance of hyaluranic acid, is found in all synovial joints, parficulary the large weight
bearing joints, where it enswes normal, painkess movement due o its lubricating and shockabeorbing properties. It & also responsible
for the nutrition of the cartilage. In degenerative joint disorders such as cstecarthritis, the viscoelasticity of the synowial fluid is markedhy
reducad thereby decreasing its lubricating and shock-absorbing functions, This increases machanical loading of the joint and cartilage
destruction which wltimately results in pain and restricted mobility of the affectad joint, Suppleranting this synovial Tluid with intrs-
articular injections of highly purified hyaluronic acid can ameliorate the viscoslastic properties of synovial flusd. This improves its lubn-
cating and shock-absading functions and reduces mechanical overload of the joint. As a rule this results in a decrease in pain and an
imgravement in joint mobility which may last for several months after a treatment cycle of 1-3 injections.

OSTEMIL® BLUS is & transparent solution of natural and highly purified sodium hyaluranate obtained by fermentation and is deveed of
animal protein,

OSTENIL® PLLIS also contains mannitol, a free radical scavenger, which helps to stabilise the chains of sodium hyaluronate, In bio-
compatibility studies, OSTENIL® FLUS was found to be particularly safe.

Presentation and package size:

One pre-filled syringe of 40 mg/2.0 ml OSTEMIL® PLUS in a sterile pack.

To be used by a physician only.

Transportation and storage:
Store between 2 =C and 23 °C. Do not use after the expiry date indicated on the bow. Keap out of the reach of children, Shelf life is
3 years in the original packing.

OSTENIL® PLUS is a medical device.
Last revision date: 2019-09
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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



CTEHW/ 1S

HMNA2HTAT BAZKOYNPYTAA CTEPANBHEIR
ANA BHYTPUCYCTABHBIXN WHBEKLWA

WHCTPYKLMA NO NPUMEHEHWKD

OCTEHWN NMKC
Twanyponar varpeA 2,0%, nomyqesssi myed gepueHTapoaania. MMnnasTar BRIoynpyTHR CTERUNEHEIR A0A BHyTRRCYCT38HLN
MHEEELMA. CTepUNAIcEAH ARTOENA BH DB HHEN,

Cocrae:

2,0 M0 wE0TOHWHECEDN pacTeopa (pH 7, 3) coNep=ar; aETuEHoe BELICTED — FUANYPOHET HATPWR 0,0 815, BCNOMOTATENRHEE BLIRCTES:
xnopun Hatpua 12,8 wr, rapodocdar Hatpus 1,2 s, perenpodocdar Harpea 01 s, massmron 10,0 M, B33 18 MHBESUMA [0
2,0 mn.

Noxazanwa NPAMEHEHHI:
Bomes W OrpasnseHHan NOOEMEHOCTE NP HE‘I'EIIEFIMHEI'J]'HCI'M:I]H‘IEEHHH. N TRIEMATHSECKME WIMEHEHHAY KONEHHOMD CYCTada W
LETAR CHHOBWANEHb, CyeTaBod,

NpoTwBGNOKAZAHWA:
CCTEHIN NTHIC He Aonaan Kongms3nEaTECA G0NbHEME, CTRANAWMMA EhIPEXEHHIR WECTEMTENGHOCTE K OOHOMY K3 EDMNOHEHTOE.

Meps! npenocTOpOXHOCTH:

Heofxoaumes colmanars 0CTopoKHOCTE MM EBENSHHA NALHMEHTINM C WIBECTHOR THIEDHYBCTAMTENLHOCTEIO K MEAWLMHCCAM NPEnapaTas.
Kak # B ciyuae oo BCEMW BHEAIMENLIME BMTAMH NEYeHMA CfCTAR0R, B GHeHL DEIKHN CTYSARY MOXET NOARMTECA WHiekupa. Noaowy
Heafrofng cofnaat ofune Mepsl NPEROCTOPOEHGCTIA A BHYTORCHCTABHEN WHEEKUMR, BEMNHIMAR MEPE N0 NPEROTAREWEHAK
WHIWUAPoEaHUA cyctaea. OCTEHKM NAKIC cnenyer BEQIATE OCTOPOEMD B NONOCTE CYCTAEE, NPA HEODNOMMMOCTA MO KOHTRONEM
CPEACTE BMZYaNsHON KOHTRONR, M3Gerate nonanaHia NPenapaTa 8 OKPYHEHLLME TEAHH UK KROZEHDCHHE cocyal BEROy oTCyToTENR
BEAUHLMPOEIHHON KNHHASECKOR MHEIODMALUAN O NOEMEHEHUN THANYLOHOBOR KUCNOTE Y AETER, GeperieHHEE W EOPMALLMY KeHLgHH
MIM NPH BOCNANWTENLHEK 3300NEEINMAY YCTABOE, TAKMX KaK PEmaTOWIMER apTpdT W Boneans BexTepesa, NEeHUE NpU NOMOLE
CCTEHII MNKIC & sTeg cnysas se pekoMaHiyelcn. He ENoneiodats B clyuaas NOBPERIEHIA NPEfEIPUTENSHD HANGNHEHHOTD
LUNPMLLA AAA CTEPAALHON YNEE0EKK, 310 MOEET DTt BC00UMMDIFAHD © PHCKOM WHDEKIA,

NoGouHwe adherTh:

B oy penkME CyYan) MOryT HaBoNATECE NOKANLHGIE W 0DWHE BTOPHULIE AENEHIUE, TAKME KaK GONH, OLyLYEHHe Tarna, Noxpac-
HEHME, BOCTIANGHUE, NEWTYXINNE, TAXMKADEAA, THNEETEHINA, THNOTCHINA, JATPYIHENN00 NLXasME, TOWHOTA W 1M B0 BREKA WIH NDCNE
eEafesnn BCTEHKN MNEGC,

BzaumofefcTEME © APYTHMK NEKSPCTEEHHEIMK CPEgCTEAMMN;

Ha CermaqaHud [eHs HET HWK3KEX CE2NEHAR OTHOCHTENbHD HacoeMectrmocmd OCTEHMM MO © apyrewd pacTecpans e
BHYTDRCYCTAEHOTD WCMONEI0EEHWA. [0 DONEMYEHWR COCTORHMA DONBHOA MOXET NOHHAMATE DpansHEE o0az0onnEanUme CPEICTER
MM NPOTMECE0CNANMTENLHEE NEKARCTED B TEHEHAR HECKONLENX NEDELN [Heid NpoUEnyp.

foaupoBka W cnocoB NPRMEHEHAR:

WHeegym DCTERKN NN penawics B nonocTs GONBHO CyCTE8a © WHTEDBANOM PA3 8 HEfIEm, Bero 1-3 WHEBELMW H3 £y
Nesiessn, CHOBpEMEsS0 MOKHD NEYNTn H2CklbkD CyCT2ROR, MIOATORHAIE KYRCK! NEvessn MaryT NRGRoMTEC No Tpebosanmi, N
HANWYHR ELINOTA B CYCTAEE PEEOMEHTYETCN YWEHBILMTE 2rD OO LEM NYTER NYHELMM (2 NOCMIENHILMM NOKDEM B DOKNANEBEHAER NEaoM)
UMK BHYTRHCYCTARNGIM BRENEHWEM KopTHEoCTeponaoe. NMevesse OCTEHANOM MMOC moxer Bume Ha4aTo Hepes QEa-TRH JHA.
CONepersioe W BHEWHEA NOBERXHMOCTE JApaHee 3ananseHHoro wnpuua OCTEHIN MUNEDC CoxpaqAloT CTepriL#cTE A0 TeX Nop, noxd
He EyﬂeT HAPYLEHE LENCTHOCTE @1 W EORKR, BHHLTE apaHes 3aN0NHEHHEA LINpwy 13 YMEKOEEA, CHAMKTE NK3POBCENA Ha KOHEYHUE
£O UNPHLA, #3[EHRTE WY Hy=soio pasMeps (HanpuMep, 18-25 G) W 3akpenute ee, Cnerka nopspHye, Nepa UHEEKLMER BaiNyTaTe
MY3HPEEY BIFYEE W3 LNDHLA.

KapakTepucTien W cnocof geRcTENR;

CHHOBMANLHAA ¥UIEOCTE, KOTORAR ABMACTCA BAZEOYNEYTON W3-33 NPMCYTCTEMA THANYPOHOBGH KMCNOTH, cluapysena Bo Bex CHHOEH-
ANkHl CYCT3EAY, B YACTHOCTA B TARENLN HECYILIMY CYCTAEAY, roe oHa obecnewaaeT wopsaneioe Deadonesesmoe JaWxeHde na-3a
CEOME CMAZ0MHEE W AMOPTHINPYRWLME CEORCTA, (Ha TKHe OTEEVAET 33 NUTaHNE XPAWLE, B Cy4ae paccTpORCTa, CRRIIHHIN © NOBpax-
JEHHEMA CYCTAESMN, HANPUMER, OCTROAPTPMTAY, EASKOYTPYTOO: CHHOERANSHOA XAIKGCTH HAMHTENEHD CHUERHA, 4T3 YMEHBILZST
CEILEANWME ¥ AMODTHIHPYIOWME EKLMA. 310 NPHBOONT K YEENHYERHID MEXAHWYECEDR HATPYSEN HE CJCTa8 W DI3PYLLIEHAE XEALLA,
TG, B KOHEWSOM C4ETe, NPUBOAMT K GONK W OrpaHMEeHHOR NOOEMFHOCTA NOBREXASHHOMG CyiTasa. BeyTpuoyiTagHoe BEelgHMe
CCTEHIN TUNEOC (HATHEHOR XAMEHMECKH HEMOARDALMPORIHEGA THANYPOHOEOH KMCAOTEN BRICOKOR OYMCTEM) MOMOraeT ymydLmTh
BAIKOYNPRTME CRORCTES CUHOBMBNGHOR MMIKOCTH W BOCCTAHDEWTE £2 CMAIHEBAOWME U KIAPONOTADWAOWME (yHEUMN, CHUEEHWE
MEAHUHECKOR HaTDYIKW Ha NOPAKEHHER CYCTa8 33 C48T BOCCTAHORNSHUA B HEM CHBOBMANIHOT0 TEMOCTAZa, K3k NPadung, BNEYeT 33
co00f yMEHBIIEHWE DINW W YNYYIEHWE NONERXHOCTH, EOTOPLAS MOYT JMHTECA HECEDNEKD MECILSE NDCNE DEOHYIHRA Kypod we 1-3
MHBEELMA.

CCTEHIN NIKIC — a7 npoapasHid pacTaop, CONSpXEME NPHPOAHLE, BEC0E0 O4ALEHHER THANYPOHAT HATDHA, NONYHEHHLE NYTe
repMeHTaL | ¥NANEHHA XHESTHOMRD Benka.

CRCTEHIN MK TaK e cOfepasT MaHHWTON, KOTOPEA BENRETCA SKUENTOPOM CEOBOIHENR PAANKANNE ¥ KOTOPEA NOMOT3ET CTA0M M-
IMPOBATL LEMN THAMYPOHATA waTpie, B wccnefonannes Gueanaruecsod copMactamactn OCTEHWN NNKOC Gaina noaTespeieia ero
ek,

¥nakoska:

O 3apanes sancnseHHesd wngey 40 mei2, 0 sn OCTEHKN TAICC 8 crepunsHoR ynakcake.

InA HENONBIOBAHWA HCKNIOYUTENBHE BRa40M.

KpaHeHne W CPOK rofHOCTI:

KpaHWTe Npu TeMnepatype a1 2 °C 0o 25 °C, Cpok spasedus 3 rofa Npw SpaHesss B opsidHaN6H0R yNakoeke, He nononkayate nocne
MCTEYEHHA CROKS MJIH0CTH, YEEIAHHOMD #a KATOHH0H NAYEe, XPEHHTE 8 MECTS, HEepooTyme:om nna neten! Npos3anaMrens rapaHtapy-
BT KAYECTED WINENMA B TEYSHWE BCEMD CROKA MONHOCTH. M3nenne He Tpedyer CeuManksom yXoaa, TEXHWUEEOND oGCTyHEIHHR ¥
pesonTa. Nlecne KCNONLIOEIHA MAMEMRA WNDRLL NOBNEXAT VTENEIALMA B COOTEETCTEWM £ TPROCEaHMAMH ARRCTEYIWIEND 3K0H03-
TENBCTRA, KAE HEMHONATHNECEN ONACHEE MEALWHCKRE aTE0fH knacca b,

TpakcnopTupoeka:

Hanenus TRAHCNOPTHRYICT BCEMA EMTAMA TRAHCNOPTE B KDL TRAHCNOPTHHX CPECTEAX B CODTEETCTERM C MECTHRM 3380HDAATENE-
CTECM W NpIENNAMH NEPEBDZKM MPY30E, NEACTEVMUMME H3 KIXI0M EROE TREHONOpTa, NpW Tesmnepatype ar 2 °C po 25 °C

OCTEHHN NNKC 3aperncTprpoBal Kak MeguUuHckoe wagenwe (PY N @03 2010006674 ot 02.09.2019 r).
AETyaNEHOCTE UHdhapmaupn, cantatliph 2019 rona

Homep NagTuu

JLATa WCTeMEsMA TOHOCTA

Taneko fUNA GAHOP3I0e0ND
HCNONE3CEAHMA

CnefyATe NpUNaraemon WHCTRyKLH

CTepM308aH METORIM
AETOKNIEMPOEIHHA

He NpHMESATE NPA NDEQKIEHHRY
CTEPHAEHOR WAEDEKH

TemMneparypHLe Cerun XpaseHins

25°C
2°C
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NpouasoguTens:
TPE XMMEONES AT, Or1o-NunueHTans-PaHr 26,
Pensmeapen Mioned, 35622 Tepmanra

Mecto npoMagofcTea:

TPE XMMELNEA CA, Xerand CB, Mapea 3, Byepu,

1896 LWaemyapun

OpraHuzaumua, NPUHUMAK AR NPETERIWN NoTpebuTened:
&0 «QPDEs, 117556 r. Mocxea, yn. ©pykToEas, 1,348,

KOMHETA NpaeneHus

TanedhoH; +7(495) F34-04-01, 234-04-02, 234-04-03

Dake: +7(495) 234-97-98, +T(495) 234-01-07

3n. nowra; orfeani@orfe.n



