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Instruction for use of content
of SYNOLIS VA

Description

SYNOLIS VA'is a viscoelastic, sterile, apyrogenic, isotonic, buffered,
2% solution of sodium hyaluronate. Sodium hyaluronate used in
SYNOLIS VA is obtained from bacterial fermentation and presents

a high mean molecular weight (MW) of 2 MDa. SYNOLIS VA has a
neutral pH of 6.8 — 7.4 similar to the synovial fluid.

High concentration and MW of sodium hyaluronate combined with

a polyol (sorbitol) that limits its degradation confer the ability of this
viscoelastic solution to restore joint lubrication and shock—absorbing
properties, similar to healthy synovial fluid. SYNOLIS VA functions
by restoring physiological and viscoelastic properties of the synovial
fluid which has been lost progressively during the osteoarthritis
(OA) development. Therefore SYNOLIS VA reduces local pain and
discomfort caused by symptomatic OA and improves mobility of the
synovial joints.

Introduction

SYNOLIS VA is available in two packaging. Those packaging include
1 syringe, traceability labels and one instruction leaflet. An implant
card to be filled by the practitioner, and destinated to the patient is
available per product.

SYNOLIS VA 40/80 SYNOLIS VA 80/160
pre-filled 2ml of visco-antalgic pre-filled 4ml of visco-antalgic
gel in glass syringe gel glass syringe
Composition
For 1 ml:
Sodium hyaluronate 20mg
Sorbitol 40mg
Buffered saline solution q.s.p. Iml

The sterilization method is moist heat.

Indications

SYNOLIS VAis indicated for treatment of symptomatic osteoarthritis
(OA), in order to reduce pain and improve mobility following
degenerative changes in the synovial joints:

SYNOLIS VA 40/80 SYNOLIS VA 80/160

Knee Knee and hips




This treatment responds to patient who failed to conservative
nonpharmacologic therapy and simple analgesics and/or NSAIDs or
who have intolerance to simple analgesics and/or NSAIDs.

Dosage and method of administration

The treatment must be adapted depending on patient radiological
and physical state (Kellgren Lawrence grade), pain and mobility.
Available clinical data have demonstrated performance of different
injection regimen based on the severity of osteoarthritis:

P " Low to Moderate
Injection regimen / :
: moderate to serious
Severity "
severity

1 injection of SYNOLIS VA
40/80 e

1 Injections of SYNOLIS VA
80/160 e v

3 injections of SYNOLIS VA
40/80 weekly apart. # # #

v
v

An additional injection of SYNOLIS VA may be performed when OA
symptoms resume or for maintaining local pain management and
joint function. However, treatment benefits are expected to last for a
minimum of 6 months for responding patients.

The time period before repeating the treatment regimen depends
also on physician’s experience and/or severity of the affection.

SYNOLIS VA should be injected within the synovial cavity by a
physician skilled in performing intra-articular (IA) injections. Several
actions should be taken prior to inject SYNOLIS VA:

SYNOLIS VA gel should be at room temperature at the moment
of the IA injection,

The injection site must be carefully disinfected,

Appropriate size of the needle must be selected by the practitioner
(recommendation for injection in the knee joints: 18 to 21 G),
The needle must be firmly attached to the luer lock collar of the
syringe,

Inject accurately into the joint cavity only.

Contra-indications

SYNOLIS VA must not be:

injected in patients with known hypersensitivity or allergy to
sodium hyaluronate and/or sorbitol preparation,

injected in patients with a skin disorder or an infection at the site
of the injection,

injected intravascularly,

injected in pregnant or breast feeding women,

injected in young people under the age of 18 years,



Precautions for use

« Before treatment the patient must be informed about the device,
its contra-indications and possible side effects.

Do not use SYNOLIS VA for any indication other than symptomatic
OA,

In the absence of available clinical data on tolerance and

efficacy of SYNOLIS VA in patients with antecedents or active
auto-immune disease, or patients with an abnormal physiological
condition, the physician must decide whether to inject

SYNOLIS VA on a case-by-case basis depending on the nature of
the disease as well as the associated concomitant treatments. It is
recommended to propose a prior test to these patients and not to
inject if the disease is evolving. It is also recommended to carefully
monitor these patients after injection.

Check the integrity of the inner packaging prior to use and check
the expiry date. Do not use the product if the expiry date has
lapsed or if the packaging has been opened or damaged.

Do not transfer SYNOLIS VA into another container and do not
add other ingredients to the product.

The IA injection should be performed carefully in order to avoid
injecting outside the intra-articular cavity or into the synovial
membrane. Viscoelastic gels injected in the peri-synovial area can
be painful due to compression on the surrounding tissues.

Itis not recommended to inject into a joint of a limb presenting
important venal or lymphatic stasis.

Itis not recommended to inject into an infected or seriously
inflamed joint.

In case of significant joint effusion, the physician must decide
whether to inject SYNOLIS VA on a case-by-case basis. Effusion
must be aspirated before injecting SYNOLIS VA.

SYNOLIS VAis a single-use product, thus it should not be used
for several patients and/or different sessions.

The product must not be resterilised. Reuse of single-use products
may cause infections as the sterility is void. Only the gel is sterile
but not the outside of the syringe.

SYNOLIS VA must be administered under strict aseptic conditions.
The patient is advised to avoid intense physical activity for at least
48 hours after the injection.

Product must be stored under recommended storage conditions.
Discard the syringe (and the needle selected by the practitioner)
in accordance with accepted medical practice and applicable
national, local and institutional requirements.

Drug interactions

There is a known incompatibility between sodium hyaluronate

and quaternary ammonium salts such as benzalkonium chloride.
Therefore, SYNOLIS VA must never come into contact with such
products (e.g.: certain disinfectants), nor with medical or surgical
equipment treated with these types of products. To date, no data is
available on the compatibility of SYNOLIS VA with other products for
intra-articular use.



Side effects

Possible side effects exist and must be described to the patient
before treatment. Slight bleeding may occur during the injection,
although it stops spontaneously as soon as the injection is
completed. In occasional cases one or more of the following
reactions may occur either immediately or as a delayed reaction. It
can be temporary local pain, oedema, and/or joint effusion. These
reactions usually heal within few days. If these symptoms persist
for over a week, or if any other side effects occur, the patient must
inform the doctor. The doctor may prescribe appropriate treatment
for these undesirable effects. Other possible typical side effects of
viscosupplement injections include, inflammation, redness, swelling,
skin irritation, allergic and tissue reaction.

Any serious incident that has occurred in relation to the device
should be reported to the manufacturer and the competent authority
of the Member State in which the user and/or patient is established.

Storage
Store between 2 and 25°C. Protect from light and extreme cold. Do
not freeze the product.



Manufactured by

Batch Number

Product Sterile. Sterilized using steam

Refer to the instructions for use

Single-use product. Do not reuse

Use by date

Caution

> (1@

425C

—

Storage temperature: 2°C - 25°C
27

v

Keep away from sunlight

Catalogue number

Authorized representative in the European
Community/ European Union

Importer

@EE

CE marking in compliance with the directive
93/42/EEC relating to medical devices

')
m






WHCcTpyKUWA 3a ynoTtpeba Ha

CbabpxKaHmeTo Ha SYNOLIS VA

Onucanve

SYNOLIS VA e BuckoenacTuyeH, CTEpwUreH, anuporeHeH,
N30TOHWYeH, OycbepupaH, 2% pasTBOp Ha HaTpueB XuanypoHar.
Hatpuesust xuanypoHat, wuanonseaH B SYNOLIS VA, ce
nonyyasa oT GakTepuanHa cepMeHTaums W NpeacTaBs BUCOKO
cpeaHo monekynHo Terno (MW) ot 2 MDa. SYNOLIS VA wuma
HeyTpanHo pH ot 6,8 — 7,4, nogo6HO Ha CuUHOBMArnHaTta TEYHOCT.
Bucokata koHueHTpauus n MW Ha HaTpueB xuanypoHar, KOMBUHUpaH
cnonwuon (cop6uTon), KoiTo orpaHnyaBa pasrpaxgaHeTo My, npuaasat
CNOCOBHOCTTa Ha TO3M BUCKOENACTWYEH Pa3TBop fla Bb3CTAHOBM
CMa3BalluMTe W yAaponormbLialy CBOMCTBA HA CTaBuTe, NoA06HO
Ha 3apaBaTa cuHoBManHa te4HocT. SYNOLIS VA cdbyHkunoHupa Ypes
Bb3CTaHOBSABaHE Ha q)MBI/IOJ'IOI'IAHHMTE 1 BUCKOENaCTUYHWUTE CBOWCTBA
Ha cMHOBManHarta Te4YHOCT, KOATO ce I'yGIA NporpecuBHO NO Bpeme Ha
pasBuTieTo Ha ocTeoapTput (OA). 3atoBa SYNOLIS VA Hamansisa
nokanHara 6onka u /ZlMCKOMq)OpT, NPUYMHEHN OT cumMNTOMaTUYHa
OA n I'IEJ/ZlOGpHBa noABWMXHOCTTA Ha CUMHOBMANHWUTE CTaBwu.

BuBexaaHeto

SYNOLIS VA ce npeanara B ABe onakoBky. Teau onakoBKuW BKIlouBaT
1 CNpYHLIOBKA, ETUKETY 3a NpocreasBaHe U eaHa NCTOBKa C
MHCTPYKUMU. KapTa 3a UMAnaHT, koATo Tpstsa Aa 6bae nonbiHeHa
OT NpaKTUKyBalLLMs Niekap 1 NpeaHasHayeHa 3a nauueHTa, e Ha
Pa3nonoxeHne 3a BCEKU NPOAYKT.

SYNOLIS VA 40/80 SYNOLIS VA 80/160
npesBapuTenHoO HanbHEHN npesBapuTenHo HanbHeHa
2ml BUCKO-aHTanm4eH ren B 4ml Bucko-aHTanmm4Ha
CTbKIEHa CNpUHLIOBKa CTBKIEHa CNPUHLIOBKA C ren
Cuera
3a1ml
Hatpues xvanypoHat 20 mg
Cop6uton 40 mg
BycepupaH cuanonornyeH pasteop q.s.p. 1ml

MeToabT Ha cTepunusaums e BnaxHa TonnmHa

YkazaHus

SYNOLIS VA e nokasaH 3a fne4eH1e Ha CUMNToMaTu4eH 0CTeoapTpuT
(OA), 3a HamansiBaHe Ha GornkaTa u nofo6psiBaHe Ha NOABUXKHOCTTa
cnep aereHepatMBHU NPOMEHN B CUHOBUANHWUTE CTaBn:

SYNOLIS VA 40/80 SYNOLIS VA 80/160

KonsHo KonsiHo 1 xaHww




ToBa neyeHme OTroBaps Ha NaLMEeHTH, KOUTO He ca ycnenu aa
npunarat KOHCepBaTUBHa HedapMakonorniHa Tepanms u NpocTn
aHanretuym umunu HCMBC nnu KouTo MMaT HEMoHOCUMOCT KbM
npocTu aHanretuum n/unu HCMNBC

[103UpOBKa 1 HaYWH Ha NPUNOXKEHUE

TNevenneto TpsiGa Aa Gb/ie aaanTUpaHo B 3aBUCUMOCT OT
Pa/INONOrMYHOTO U PUBMHECKOTO CLCTOSIHUE Ha NaLMeHTa

(cteneH Kellgren Lawrence), Gonkata n nofABwkHocTTa. HanuuHnte
KNWHWYHW AaHHW nokaseaT ereKTMBHOCT Ha pasnuyHun cxemu Ha
MHXEKTUpaHe Bb3 OCHOBA Ha TEXECTTa Ha 0CTeoapTpuTa:

Hucka go YmepeHa Ao
Cxema Ha MHXeKTUpaHe

yMepeHa cepuosHa
| Texect

Texect Texect

1 nHxekums SYNOLIS VA
40/80

1 nrxekuma SYNOLIS VA
80/160

Vv
Vv

3 nrxekumn SYNOLIS VA

40/80 ceamunyHo \/

npes nHTepsan. Yy

HonbnHutenHa nhxekuns SYNOLIS VA moxe aa ce Hanpasu,
Kkorato cumntomute Ha OA ce Bb30GHOBST UN 3a nogabpxaHe Ha
nokanHo ynpasneHue Ha GonkaTa u dyHkuuaTa Ha cTaBuTe. Odakea
ce obave NonauTe OT NeYeHNETO Aa NPOABIKAT MUHUMYM 6 Mecela
3a OTroBapALLMTE NaUUEHTH.

MepuoabT OT Bpeme Npeau NOBTapsiHE Ha pexuma Ha feveHne
3aBMCK 1 OT ONUTa Ha Nekaps /N TexecTTa Ha 3abonsBaHeTo.

SYNOLIS VA Tpsibea fja ce NHXeKTUpa B CHHOBMarHaTta KyxuHa

OT fleKkap C ONUT B M3BLPLUBAHETO Ha BbTpecTaBHM (IA) MHXeKumm.
Mpeau unxektupareto Ha SYNOLIS VA tpsibBa aa ce npeanpvemat
HSIKOMKO EMCTBUSI:

* SYNOLIS VAren Tpsitea ga 6bae Ha cTaliHa Temneparypa B
MOMEHTa Ha nHxeKkumsiTa IA,

MSICTOTO Ha MHKeKTUpaHe TpsibBa BHUMATENHO f1a Ce Ae3nH(EeKLMpa,
MoaxoaswusT pasmep Ha urnara TpsiGea fa 6bae n3dpaH ot
NpaKTUKyBaLLs niekap (MPenopbKa 3a NHKEKTUPaHe B KOMEHHUTE
cTasu: 18 no 21 G),

Wrnata Tpsibsa Aa Gbae 30paBo npukpeneHa KbM fyep fok sikata
Ha CrpUHLOBKa

VIHXeKTUpaiiTe TOYHO CaMo B CTaBHATa KyXuHa.



MpoTuBonokasanus

SYNOLIS VA He Tpsibea ga 6bae:

* VHKEKTUPaHW MU NaLMeHTV C YCTaHOBEHA CBPBbXHYBCTBUTENHOCT
Wy aneprusi KbM HaTpUeB XuanypoHar u/unn copbuton npenapar,

* VHXEKTUPAHM NPU NaLMEHTU C KOXHO HapyLIeHre N uHdekuns
Ha MACTOTO Ha UHXeKUNsTa,

* VHXEKTUPaHM BbTPECH/0BO,

* VHXEKTUPaHMU NP1 GPeMEHHN NN KbPMELLIV XKEHU,

* VHXEKTUPaH1 NP1 MNaan Xopa Ha Bb3pacT nop 18 roanHu,

Mpeana3uu mepku npu ynotpe6a

 [Mpeav neveHneTo nauneHTbT TpsibBa Aa Gbae NHhopMupaH
3a yCT[JOI;iCTBOTOY HerosuTe NpoOTUBOMNOKa3aHUA U Bb3MOXHN
CTPaHNYHK edekTn.

» He nanonaearte SYNOLIS VA 3a apyru nokasaHusi, 0CBeH
cumntomatuyHa OA,

. anI ninca Ha HanuYHU KNMHWYHU AaHHKW 32 NOHOCUMOCTTa U
edukacHocTTa Ha SYNOLIS VA npuv nauveHTv ¢ npeaectsaim
WUNn aKTUBHU aBTOUMYHHU 3abonsiBaHusa unu nauuveHTu c
aBHOPMHO (HU3MONOTNYHO CLCTOSIHWUE, NekapsT TpsibBa Aa peLun
panu aa nixektupa SYNOLIS VA 3a Bceku oTgeneH cnyyai B
3aBMCIMMOCT OT €CTECTBOTO Ha 3aGOMNsABaHETO, KakTo U CBbP3aHUTE
C Hero cbnbTCTRALLYM NneveHus. MNpenopbyBa ce Aa ce npeanoxu
npeasapuTeneH TeCT Ha Te3n NauneHTU 1 4a He Ce UHXeKTupa,
ako 3abonsiBaHeTo ce pa3suBa. CblLO Taka ce npenopbyea
BHUMaTENHoO HaﬁmoneHme Ha Te3n nauneHTn cnep HxXekTnpaHe.

« [MpoBepeTe LenocTTa Ha BbTpeLLHaTa onakoeka npeau ynorpeba
v NpoBepeTe Cpoka Ha rogHoCT. He uanonssaite npoaykTa,
aKO CPOKbLT Ha rogHOCT € U3TeKbN UNK ako onakoskaTa e 6una
OTBOpEHa 1N noBpeaeHa.

* He npexsbpnsite SYNOLIS VA B Apyr KOHTEHEP U He
noGaBsiTe ApYyru CbCTaBKu KbM NPoAyKTa.

* |AuHxekunsTa TpsibBa Aa ce U3BbPLUBA BHUMATENHO, 3a Aa
ce usberHe WHXeKTUpaHe U3BbH BbTpecTaBHaTa KyxmHa unu
B CMHOBManHaTa MemGpaHa. BuckoenactuyHuTe renose,
WHXEeKTUpaHu B nepucuHoBnanHarta DGJ'IaCT. MOXe aa 6bl:laT
6Gone3HeHn nopaamn KOMNPECKsi BbpXy OKOMHUTE ThKaHW.

* He ce npenopbYBa MHXEKTUpPaHe B CTaBa Ha KpanHUK C BaXeH
BeHaneH unu numdeH 3acton.

* He ce npenopbysa MHXeKTUpaHe B 3apa3eHa Unu CepuosHo
Bb3naneHa cTasa.

+ B cnyvaii Ha 3HauMTeneH CTaBeH M3nuB, nekapsT Tpstea fa
pewu fanu aa urkektnpa SYNOLIS VA 3a Bceku otaeneH
cnyyait. N3nuebT TpsibBa Aa ce acnupupa npeam uHxekTMpaHe
Ha SYNOLIS VA.

+ SYNOLIS VA e npogykT 3a efHokpaTHa ynotpeba, nopaau
KOeTO He TpsibBa Aa Ce M3MOMn3sa Npu HAKOMKO NaLMeHTN nunn
pasnuyHmM cecun.



MpoaykTbT He TpsiGBa f1a Ce CTepunnamMpa nosTopHo. MosTopHaTa
ynoTpe6a Ha NpoAyKTM 3a eHOKPaTHa ynoTpeBa Moxe fa NpUUMHI
MHEKUNM, Tit KaTO CTEPUNNTETBLT e HesannaeH CTepuneH e camo
TerbT, HO HE W BbHLUHATa CTpaHa Ha CripuHLoBKaTa.

SYNOLIS VA tpsibBa ga ce npunara npu CTporv acenTuyHK YCroBust.
MauureHTLT ce cbBeTBA ja U3GsrBa MHTEH3NBHA (hu3nyecka
aKTWUBHOCT Hal-Marko 48 Yaca cnef HXeKTMpaHeTo.

MpoaykTsT TpsiGBa Aa Ce CbxpaHsiBa Npu NpenopbyaHnTe
YCIIOBUSI Ha CbXpaHeHue.

Waxebpnete cnpuHLoBKaTa (1 urnata, nsbpaHa ot
NpakTUKyBalLMsi) B CbOTBETCTBME C Bb3NpUeTaTa MeAuLMHCKa
npaKTUKa W NPUAOKUMUTE HALIMOHANHW, MECTHU 1
MHCTUTYLIMOHATHY U3UCKBAHUS

TNekapcTBeHN B3aMMoaencTBuUA

M3BecTHa € HeCbBMECTUMOCT MEX/Y HaTpUeBMs X1anypoHat

1 YETBBPTUYHUTE aMOHNEBI CONM KaTo GeH3ankoH1eB Xnopug,.
Mopapawn ToBa SYNOLIS VA Hukora He TpsibBa Aa Bnin3a B KOHTaKT
C TakuBa NpoayKTX (Hanp. onpeaeneHn Ae3nHMEKTaHTH), HUTO

C ME[NLIMHCKO UNN XUPYPrUYHO 0BOpyABaHe, TPETUPaHO C Tesun
BUAOBE NPOAYKTU. KbM [HELHa AaTa HAMa HanuyH1 AaHHN 3a
cbBmecTumocTTa Ha SYNOLIS VA ¢ apyru npoaykTtu 3a
BbLTPECTABHO NPUMNOXEHME.

CTpaHuyHu ecbekTn

Bb3MOXHIN HEXenaHu peakumm CblecTaysaT 1 Tpsicea Aa

6baart on1caHy Ha nauveHTa npean nevenuero. Mo epeme Ha
MHXEKTUPaAHETO MOXE [1a Ce MOsiBU JIEKO KbpBEHe, BbNpeku Ye
Cnvpa CMOHTaHHO BeAHara Cre/i NPUKIIYBaHE Ha UHXEKTUPaHeTo.
B oTAenHu cnyyau egHa unu noeeye OT CnegHUTE peakLin Moxe
[1a ce nosiBAT He3aBGaBHO UM kaTo 3aGaBeHa peakuusi. ToBa Moxe
nia Gbae BpeMeHHa nokanHa Gorka, OToK W/Wnn CTaBeH 3nue.
Tesn peakuuu 0BWKHOBEHO OTWYyMABAT B PAMKUTE Ha HAKONKO
AHn. AKO Teaun cumnTomMn npoab/mkasaT noseye ot cegmuua nnu
aKo ce NOosABAT APYrn HeXenaHn peakumun, nauneHTbT TDHGBG aa
nHdopmupa nekaps. JlekapsT Moxe Ja npeanuiue noaxoasLLo
nevyeHune 3a Te3n HexenaHu peakuuu. ﬂpyl'l/i Bb3MOXHU TUMUYHN
CTpaHU4Hu eq)eKTI/I Ha nHXekunuTe ¢ BMCKOJJOﬁaBKa BKnw4BaT
Bb3nanexue, 3auepssiBaHe, NoflyBaHe, ApasHeHe Ha Koxara,
anepruyHa u TbKaHHa peakuus.

Bcekn Cepuo3eH MHUMAEHT, Bb3HWKHAN BbB BPb3Ka C usaenuerto,
cneaea fa ce AokKnaasa Ha npou3BoavTensa U Ha KOMNETEHTHUSA
OpraH Ha AbpxasaTa 4YreHka, B KOATO € yCTaHOBEeH I'IOTpEﬁIATeJ'IHT
W/Mnn NauneHTbT.

CbXxpaHeHune
[Ha ce cbxpaHsiBa mexzay 2 n 25°C. [Masete oT cBeTNUHA U
eKcTpemHu cTyzjoBe. He 3ampassisarite npoaykra.



Mpov3senero ot

Mapruaen Homep

TMpoaykT cTepunes. CTepunuaupani o
nowmolLTa Ha napa

BukTe MHCTPYKUMMTE 33 ynoTpeBa

MponykT 3a eaokpaTHa ynoTpea. He
W3N0N3BaiTe NOBTOPHO

Vanonssane no aata

> (1@

Mpeanaanusoct

425C

—

+2°C.

Tewmneparypa Ha chxpareHue: 2°C - 25°C

zi

Masee oT cibHYeBa CBETNMHA

KatanoxeH Homep

B

oBuwocT/ Esponeiickns Cioa

@EE

BrocuTen

')
m

Mapivposka “CE” 8 choTseTcravie
¢ [upexvisa 93/42/EMO oTHocHO
MEeAULMHCKUTE U3fenis



Syringe orientation

Hold the syringe with the opening of the finger grip (backstop) facing

the palm of the hand.

Right position,
Backstop opening
facing the palm of
the hand

Wrong position,
Backstop opening
at front
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