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BELOTERO

. INSTRUCTIONS FOR USE LEAFLET FOR BELOTERO® SOFT

. MHCTPYKLWA NO NPYUMEHEHUIO MPEMNAPATA BEJTOTEPO
COoT.

Injection of Basic into the middle to deep layers of the dermis.
Puc.1. BeegeHune benotepo CodhT B NOBEPXHOCTHBIE UMK CPEAHUE COU AEPMbI

X

Puc.2. MonoxeHve wnpuua B pyke
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Description

BELOTERO" Soft is a sterile, apyrogenic, viscoelastic, clear, colourless transpa-
rent, isotonic gel. BELOTERO" Soft consists of cross-linked sodium hyaluronate
from bio fermentative origin.

Presentation

BELOTERO" Soft is presented in a 1 ml glass syringe for single use, sterilised
by moist heat by autoclave. Each syringe is supplied with 2 30G1/2 sterile
needles (the product is in a combined packaging carrying the CE mark) and
2 traceability labels.

Composition
Cross-linked sodium hyaluronate: 20 mg/ml
Phosphate buffer pH 7 q.s.: 1 ml

Indications
BELOTERO" Soft is an injectable implant indicated for use to increase the
volume of skin tissue which enables:
* to correct shallow facial depressions either of accidental origin,
or age-related (scars, fine lines, crow's feet wrinkles)
* to retouch a correction undertaken with BELOTERO" Basic, immediately
or a few weeks after the first injection.

Dosage and method of administration

BELOTERO" Soft is designed to be injected into the superficial or middle
dermis by a legally certified practitioner. For successful treatment it is essential
that the practitioner has received prior training in the injection technique for
increasing the volume of skin tissues.

BELOTERO" Soft must be injected into healthy, non-inflamed, disinfected skin.
Screw the sterile 30G1/2 needle onto the Luer Lock tip, holding the Luer Lock.
Remove the protective needle sheath turning it in the same direction as the
direction used to fix the needle. Start the injection pointing the needle cutting
blade downwards.

BELOTERO" Soft may be injected into the superficial or middle dermis using
the multi-injection, linear retrotracing or blanket injection techniques. In the
latter of these cases, BELOTERO" Soft should be used in conjunction with
BELOTERO" Basic, the BELOTERO" Soft being injected into the superficial
layers of the dermis after injection of BELOTERO" Basic into the deeper layers
of the skin. If the needle becomes blocked and the injection pressure beco-
mes too great, stop the injection and change the needle. Over-correction is
not necessary. After the injection, massage gently in order to distribute the
product uniformly.

Contra indications

BELOTERO" Soft is contra indicated:

* in cases of hypersensitivity to hyaluronic acid,
* in cases of auto immune disease or diabetes,
* in cases of recurrent sore throat,

* in cases of acute joint rheumatism,

* in cases of Osler-rendu endocarditis,

* in patients pre-disposed to cheloid scarring,
 in pregnant or breast-feeding women,

 in young people less than 18 years old.

Do not inject BELOTERO" Soft into blood vessels.

Do not inject BELOTERO" Soft into rings around the eyes.

Do not use BELOTERO" Soft to increase the volume of the breasts.

Do not use BELOTERO" Soft in the bones, tendons, ligaments or muscles.

BELOTERO" Soft must not be used in one treatment session in association
with other aesthetic medicine techniques such as peeling, dermabrasion or
any types of laser treatment, but at the earliest after complete healing of such
treatment. In all cases, even if healing occurs earlier, BELOTERO" Soft must not
be used earlier than 2 weeks after the last treatment. There is no experience
for the combination of BELOTERO" Soft with the above mentioned treatments.

Precautions for use

Before treatment the patient must be informed about the device, its contrain-
dications and possible side effects.

Before use, confirm the status of the individual sterility protector and the
expiry date both for the syringe and for the needle. Do not use these products
if the expiry date has lapsed or if the sterility bag is opened or damaged.

Sodium hyaluronate precipitates in the presence of quaternary ammonium
salts (such as benzalkonium chloride). It is therefore recommended that
BELOTERO" Soft does not come into contact with such substances.
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Sensitive skin may be pretreated with a local anaesthetic patch or cream.
It should be noted that anaesthesia may cause local redness or hypersensitivity.

Do not transfer BELOTERO" Soft into another container or use an automated
injection system to inject this product. Do not mix the product with other
products.

For product performance reasons it is recommended that BELOTERO" Soft
is not injected sub-cutaneously.

Discard the syringe and remaining product after use.
Do not resterilise and do not reuse.

No clinical information is available concerning injection of BELOTERO" Soft
into an area which has already been treated with a filling substance other
than those belonging to the BELOTERO" range.

The patient must avoid applying make-up for at least 12 hours after treatment
and avoid saunas and Turkish baths and prolonged exposure to sun or UV light
for 2 weeks after the treatment. Patients should also avoid pressure and/or
handling the area of the face which has been treated.

Side effects
Possible side effects exist and must be described to the patient before treat-
ment. Very slight bleeding may occur during the injection although this disap-
pears spontaneously as soon as the injection is finished. In occasional cases
one or more of the following may occur either immediately or as a delayed
reaction:
* local oedema or slight erythema sometimes associated with stinging

in the treated area: these reactions may last for a week,
¢ allergy to hyaluronic acid,
o swelling or nodules at the injection site,
« discolouration of the treated area,

The patient should be instructed to report any side effect which lasts for more
than one week to his/her practitioner. The practitioner may then prescribe the
patient appropriate treatment.

Storage
Store between 2 and 25°C. Protect from light and freezing. Avoid knocks.

PEMMCTPALIMOHHOE YOCTOBEPEHUE ®C Ne2006/1878 OT 28.11.2006
UMMNMAHTAT ANA UHTPALEPMATIBHOIO NPUMEHEHUA «BENOTEPO
CO®T» (BELOTERO SOFT) B WWMPULIE OELEMOM 1 MJT C AIBYMA
BAMACHbBIMW UIMAMU 30 G 1/2

Onucanue

Benotepo CodT - CTEpUIbHbIN anMpOreHHbI BSA3KOYNPYri Npo3payHbIi
BecuBeTHbI N30TOHMYeckuid renb. B coctas Benotepo Codt BxoanT
NEePEeKPECTHOCILNTIN r1anypoHaT HaTPUsi BUO(EPMEHTHOTO MPOUCXOKAEHMS.

®opma Bbinycka

Benotepo CodT BeINYCKAeTCs B CTEKINSHHbIX WNPUUax 06beMom 1 mn ans
0[IHOPA30BOTO MPUMEHEHNS, CTEPUNN30BAHHBIX BNAXHbIM NApOM B aBTOKMaBe.
K kaxcgomy winpuiy npunaraiotcsi ase crepunbHble urmnbl 30 G 1/2 (npoaykt
nocTaBnseTca B KOMGUHUPOBaHHOI ynakoBke ¢ MapkupoBkoii «CE») u ase
KOHTPOMbHbIE NONOCKM [N5 NPUKPENIEHNs K MEINLINHCKOI KapTouKe nauveHTa.

Cocras
MepekpecTHOCILNTLIN rnanypoHat Hatpus: 20 mr/mn.
PocdartHblit 6ycdep (pH 7) ao 1 mn.

TMoka3aHus K NpUMEeHeHUIo

Benotepo CodbT — UMNAaHTAaT st MHTPaAEPMAarbHOTO MPUMEHEHNs ANst
yBeNuUeHust oGbema TkaHel KOXH, YTO MO3BONSET:

* YCTpaHsTb HesHauuTenbHbIe Yrnybnexus Ha Koxe, kak cnydaitHoro
NPOVCXOXKEHNS, TaK U BbI3BaHHbIE CTApEHUeM (Lpambl, TOHK1E
MOPLLHBI, <TYCUHbIE NAMKW» - MOPLLMHBI HAPYXXHOTO yrna rnasa).
Wcnonb3oBaTb B codeTaHuu ¢ npenapatom Benotepo Bericuk
HErocpeICTBEHHO NOCe NPoLUeaypsl, GO Yepes HeCKOMbKO Heaenb
nocne Hee.

Mo3upoBKa U cnoco6 NpuMeHeHUs

Mpenapat Benotepo Codt pazpaboTaH Ans MUHbEKUWOHHOIO BBEAEHUS B
MOBEPXHOCTHbIE UM cpeaHue cnon aepmbl (Puc.1). Mpoueaypy aomkeH
npoBOANTL criety T i np PUTENbHYIO NOArOTOBKY 1
cneunanbHoe paspelleHne Ha NPOBEASHNE UHBEKLMI N0 yBennyeHnio obbema
TKaHe KoXu.

Benotepo CodT crieflyeT BBOAUTL B 30POBYIO, HEBOCAMNEHHY!IO,

npeasapuTenbHO NPOAE3MHNLNPOBAHHYIO KOXKY.

Mpuaepxusas HaKOHEYHWK, 3akpenuTe cTepunbHyio urmy 30 G 1/2 B

HaKo! TNioapa BpalL 10 ouyuy cnaboro conpoTUBNEHMs.
Hukakue gpyrve TUnbl UMM UCMONb3oBaTh Henb3as. CHAMKUTE C UMbl
3aLYNTHBIFA KOMINAYOK, MOBOPAUMBAs €ro B TOM Xe HanpasneHUn, B KOTOPOM
HaBMHYMBanack Urna. Mepea Hauanom MHLEKLMM NOBEPHUTE UMY OCTPbIM
cpesom kHu3y. LLinpuu, aepxuTe, Kak nokasaHo Ha Puc.2A.

Benotepo CodT MOXHO BBOAUTL B BEPXHUE UM CPEHME CTION KOXU C
MOMOLLBIO TYHHETNBHOM, TOYEUHOM TEXHUK UMK NEPEKPECTHOro BBeAeHMs. B
nocneaHem cnyyae Benotepo CodT credyeT 1cnonb3oBaTh OAHOBPEMEHHO
¢ npenapatom benotepo Beiicuk; Benotepo Codt BBOANTCA B BEpXHUE
Criov KOXu nocne Toro, kak B 6ornee rnyGokue Criou koxu BBeAEH npenapar
Benotepo Beiicuk. Mnepkoppekuus He Tpebyetcs. Mocne nHbekumm
[len1KaTHO NoMaccupyiiTe MEeCTo BBEIEHWUsI UMNNaHTaTa Asst PaBHOMEPHOro
pacnpenenexus.

MpoTueonokasaHus

Benotepo CodT NpoTvBONOKasaH:

* NPy NOBbILLEHHO YYBCTBUTENBHOCTM K FanypOHOBOM KUCMOTE;
* Npu ayTOUMMYHHbIX 3a6onesanusix n anabere;

* NPU PELVANBMPYIOLLMX GHIMHEX;

* NPV OCTPOM CYCTaBHOM PEBMaTU3ME;

« npu 6onesnn Ocnepa-Pango;

GOmNbHLIM C NPEAPACONOXEHHOCTBIO K KeNonaHbIM pybuam;

« Bep N KOPMSILLUM L N

* NWLAM MOMOXe BOCEMHaALaTy MneT.

Henb3as BBoauTb Benotepo CotT B KPOBEHOCHBIE COCYAbI.

Henb3s BBoauTL Benotepo CodiT B KOXY HIKHETO Beka; He 3axoauTb

3a KOCTHbIN Kkpaii oponTbI.

Henb3s ucnone3sosate Benotepo CotT ans yBennyenus obbema rpyam.
Henb3as BBoauTb Benotepo CodT B KOCTU, CYXOXWUIUSA, CBA3KW W MYCKYIbl.

Mpenapat Benotepo CodT Henb3s UCMONb30BaTh B OAHOM KOCMETUYECKOM
ceaHce ¢ Takux MeaunLy npoueayp, Kak NMAMHN 1
nepmabpaansi, a Takke ¢ NMoGbIM1 NasepHLIMU Ne4eGHLIMM NPoLeaypamMu.

OH HU B KOEM Crlyyae He JOMKEH NPUMEHSTLCS NPEXe, YeM MOCNeacTBus
9TUX NpoueAyp ByayT MOMHOCTLIO 3anedeHsl. B noGom cnyyae, aaxe ecnu
3TU NOCNEACTBUS UCHE3HYT Npexae oxuaaemoro cpoka, benotepo Codt
MOXHO NPUMEHSTb HE PaHbllie, Yem Yepes [1Be Heaenu C MOMeHTa NocneaHei
npoueaypsl. ONbIT CoYeTaHNs NPUMEHEHUs Npenapara C BbileykasaHHbIMM1
npoLeaypamn oTCyTCTByeT.

Mepbl NpeAOCTOPOXHOCTH

Mepea Ha4anom neveHns NaUNeHT AOMKeH BbiTb 03HAKOMIEH C JaHHBIM
np1CrocoGrieHnem, a Takke C ero NpOTUBOMOKa3aHNSIMIU 1 BO3MOXKHBIMU
no6oYHbIMM apchekTamm.

Mepen ucnonb3oBaHvem cneayeT y6eauTbes B CTEPUNBHOCTU 3aLLUUTHON
YNaKoBKM KaK WMpULa, Tak 1 Urfbl, @ Takke NPOBEPUTL CPOK WX FOHOCTM.
He nonb3yiiTech MMM, €CIi CPOK MX FOAHOCTU UCTEK, UM €CIIM CTepUrbHas
ynakoBKa BCKPbITa Ui NOBPEXAEHa.

TanypoHaT HaTpus BbiNaAaeT B 0CafoK Mo, AEMCTBUEM YETBEPTUYHbIX
aMMOHWEeBbIX conen (Hanpumep, GeH3ankoHus xnopuaa), noaTomy
PEeKOMEH/IyeTCs CneanTs 3a TeM, YToGbl Benotepo CodT He BCTynan B KOHTaKT
C MOAOGHBIMM COENHEHNAMM.

YyBCTBUTENbHYIO KOXY MOXKHO T TEMbHO aHecT bC
MOMOLLBIO CrIeLManbHOMo NNacTbIps UK kpema. HeobxoaMMo OTMETUTb, YTO
NOCNEACTBMEM aHECTE3MN MOXET CTaTb NoKanbHOe NOKPaCHEHNe KOXM 1N
0BOCTPEHME €€ UyBCTBUTENBHOCTH.

Henb3as nomewats npenapat benotepo Codt B Apyryto eMKOCTb Unu
MCMONb30BaTh €10 B CUCTEMAX A ABTOMATUYECKUX MHBEKLUIL. He
CMelLMBaiiTe 3TOT Npenapar ¢ ApyrMu npenaparamu.

[ins achchekTUBHOCTM Npoueaypel npenapat benotepo CodT He
PEKOMEH/IyeTCs BBOANTL MOAKOKHO.

TMocne MCNonb30BaHuUs WNPUL C OCTaTKaMu npenapara cnegyet
BbIGPOCUTD.

Henb3sa PHO CT 7 b WNPUL,.
KnuH14ecknx AaHHeIX 0 BBeAeHM Benotepo CodT B y4acTok Koxu,
npeasapuTensHO 06paGoTaHHbI 3aMonHAIOMMY NpenapaTamm, He
BXOAALYMMN B NMHMIO NPOAYKTOB Benotepo, He umeeTcs.

B TeueHue [BeHauaTV YacoB nocne BBEAEHUS Npenapara nauneHTy Hemb3st
Hakna/blBaTb MakisK, a B TEYEHNE ByX Heflenb nocne npoueaypsl —
nocewatb cayHel U Typelikne 6aHK, a Takke NoBepraTbCs ANUTENsHOMY
BO3/IEICTBMIO COMHEYHOIO CBETA, U YNbTPathONeToBOMy 0BMyUeHNIo.
MayueHTam, Kpome Toro, creayet usberarb AaBEHUS Ha Te YHACTKN KOXM
n1ua, B KOTOpbIE bl CAENaHbI UHBLEKLMM, U MIOBLIX MaHUNYALUIA C HUMU.

Mo6ouHble 3adhdeKTbl

Mpenapat uveet BeposiTHbIe N0GOYHbIE IPMEKTHI, C KOTOPLIMU NaLMEHTa

CrieayeT 03HaKOMUTL Nepea npoLeaypami.

Bo Bpemsi UHBLEKLWM BO3MOXHbI HE3HAUNTEMbHbBIE KPOBOTEUEHNS!, KOTOPbIE

1cYesaloT camn coGoi No 3aBepLUeHN MHbeKLMK. B peakux cnyyasx

BO3MOXEH OfIUH WM HECKOIbKO CeAyIoLnX NoBOoYHBIX ahheKToB,

BO3HMKAIOLMX HEMEANEHHO UMM CYCTS HEKOTOPoe Bpemst:

« JNoKanbHbIit OTEK UMM He3HaUNTENbHAs IpUTEMa, BOSHUKLIAS MO
NpUYnHEe MHBbEeKUUW B JaHHOe MeCTO; I'IOLlOGHbIe peakuyun moryt
COXPaHATLCA B TeUeHUe Heaenu;

+ ANneprisi Ha rManypoHoBYIO KUCMOTY;

« BeriyxaHusi U y3erku B MecTax UHbeKLMiA;

« ObecupeunsaHme y4acTka koxu, obpaboTaHHoro npenaparom.

Datum, Unterschrift

Heobxoanmo coobLyuTh NauneHTy 0 HeoBXoAUMOCTI 06PaTUTLCS K
CMeunanucTy, BbINONHSBLIEMY NPOLEAYPY, €CTIM M0G0 13 NOGOYHBIX
ahcpekToB ByaeT coxpaHsTbes Gonblue oaHOI Heaenu. Cneunanuct B aTom
Crlyyae CMOXET Ha3HauUTb COOTBETCTBYIOLIEE fIEUeHMe.

Ycnoeua xpaHeHus
Mpenapart cnegyeT xpaHuTb Npu Temnepatype ot 2 ao 25°C. bepeyb ot cBeTa,
3amep3aHnsi 1 yapos.

0O603Ha4eHUs Ha ynakoBske

Single use product. Do not reuse.

@ MpoaykT Ans ogHOPa30BOro 1cnonb3oBaHus. Henbas
MCMonb30BaTh NOBTOPHO.

Refer to the instructions for use leaflet.
A TMepen 1CMomnb3oBaHNEM 03HAKOMLTECH C MHCTPYKLMEN.

Sterile. Sterilised with moist heat.
CTepurbHO. CTEPUNM30BAHO BaXHBIM NapoM.

2°C - 25°C, storage temperature
Temnepatypa xpaHeHusi 2 - 25°C

Lot no
Homep naptumn

Expiry date
Cpok rogHocTn

CE mark in accordance with directive 93/42/CEE relating
(E to medical devices. 0120 is the number of the certified
0120 organisation.

BHak «CE» o3Havaet cootsetcTBue [upektuse 93/42/
EEC 06 uagenusx MeauumHckoro HasHavenmns. 0120 — koa
YNONMHOMOYEHHO CepTUdDULMPYIOLLEH OpraHu3aLui Ans
Benotepo.

Manufacturing date
[Hara npoussoacTtea

References /Mpoussoautens:
Updated documentation is available from ANTEIS SA, Switzerland.
AHTEUC C.A. XKeHesa, LLBeiiLapus.

OncTpubbiotop:

000 «Mepuy ®apma»

125040, r. Mockea, 3-1 ynuua T
SAmckoro nons, A.2, kopn. 26

(495) 660 76 95

www.merz.ru
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Manufactured by  ANTEIS SA
18, chemin des Aulx
1228 Plan-les-Ouates
Switzerland

Distribution by Merz Pharmaceuticals GmbH
Eckenheimer LandstraBe 100
D-60318 Frankfurt am Main
+49 (0) 69 1503-0
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