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. INSTRUCTIONS FOR USE LEAFLET FOR BELOTERO"® BASIC

. MHCTPYKLMA MO NPUMEHEHWIO NPEMAPATA BEJNTOTEPO
BENCKK

Injection of Basic into the middle to deep layers of the dermis.
Puc.1. Beenenue Benotepo Beiicuk B cpeaHne unu rnyGokue crou aepmbl

X

Puc.2. MonoxeHve wnpuua B pyke

TERO

280 300 320

Description

BELOTERO" Basic is a sterile, apyrogenic, viscoelastic, clear, colourless trans-
parent, isotonic gel. BELOTERO" Basic consists of cross-linked sodium hyaluro-
nate from bio fermentative origin.

Presentation

BELOTERO" Basic is presented in a 1 ml glass syringe for single use, sterilised
by moist heat by autoclave. Each syringe is supplied with 2 27G1/2 sterile
needles (the product is in a combined packaging carrying the CE mark) and

2 traceability labels.

Composition
Cross-linked sodium hyaluronate: 22,5 mg/ml
Phosphate buffer pH 7 q.s.: 1 ml

Indications

BELOTERO" Basic is an injectable implant indicated for use to increase the

volume of skin tissue which enables:

o the correction of facial depressions, either due to injury or age-related
(scarring, moderate or deep wrinkles, furrows),

* remodelling of the contours of the face by injection into facial areas
such as the cheeks, chin, etc.

* increasing the volume of the lips (the border of the red part of the lip,
or increasing roundness).

Dosage and method of administration

BELOTERO" Basic is designed to be injected into the middle or deep dermis
by a legally approved practitioner. For successful treatment it is essential that
the practitioner has received prior training in the injection technique for increa-
sing the volume of skin tissues.

BELOTERO" Basic must be injected into healthy, non-inflamed, disinfected
skin. Screw the sterile 27G1/2 needle onto the Luer Lock tip, holding the Luer
Lock. Do not connect other types of needle. 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" Basic may be injected into the middle or deep dermis using
multi-puncture, linear retrotracing, blanket or fan distribution techniques.

It is recommended that the linear retro-tracing injection technique be used

to fill depressions and to increase the volume of the lips. The needle is inser-
ted over almost its entire length keeping closely parallel to the skin plane

and then withdrawn slowly as the substance is deposited in the tissues. The
blanket technique is preferred to change the contours of the face. This consists
of a double series of parallel injections using the retrotracing technique, the
two series of injections being administered perpendicular to each other in two
different thicknesses of the skin tissue. If the needle becomes blocked and
the injection pressure becomes 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. BELOTERO" Basic can be applied
together with BELOTERO" Soft as BELOTERO" Soft should only be injected

in the upper dermis after BELOTERO" Basic hasbeen injected into the deep
dermis.

Contra indications

BELOTERO" Basic 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" Basic into blood vessels.

Do not inject BELOTERO" Basic into the periorbital region (rings around

the eyes, eyelids, crow's feet, wrinkles) and do not use to correct superficial
wrinkles. Do not use BELOTERO" Basic to increase the volume of the breasts.
Do not use BELOTERO" Basic in the bones, tendons, ligaments or muscles.

BELOTERO" Basic 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® Basic must
not be used earlier than 2 weeks after the last treatment. There is no expe-
rience for the combination of BELOTERO" Basic with the above mentioned
treatments.
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Precautions for use
Before treatment the patient must be informed about the device, its contraindi-
cations 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®
Basic does not come into contact with such substances.

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

BELOTERO" Basic is not to be injected subcutanously.

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

No clinical data are available about injection of BELOTERO" Basic into an area
which has already been treated with another filling product.

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,
* 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 YAOCTOBEPEHUE ®C Ne2006/1878 OT 28.11.2006
VMMNAHTAT ONA UHTPAOEPMAJTTbHOIO NPUMEHEHWA «BENOTEPO
BEVCWK»(BELOTERO BASIC) B LWMPWULIE OELEMOM 1 MI1 C [IBYMSA
3AMACHBIMW UMMAMU 27 G 1/2

Onucanve

Benotepo Beincuk - cTepurbHbIi anuporeHHbli BA3KOynpyril Npo3payHblit
BecuBETHbIV U30TOHWYeCKUI renb. B coctas Benotepo Belicuk Bxoaut
NEePEeKPECTHOCILNTBIN r1anypoHaT HaTPUsi GUOGEPMEHTHOTO MPOMCXOKAEHMS.

®opma Bbinycka

Benotepo Beiicuk BbinyckaeTcs B CTEKNAHHbIX Wnpuyax obbemom 1 mMn ans
0[]HOPA30BOrO MPUMEHEHNS], CTEPUNN30BAHHBIX BNaXHBIM NAapoM B aBTOKMaBe.
K kaxxgomy winpuuy npunaraiotcst Ase ctepunbHble urnbl 27 G 1/2 (npoaykTt
nocTaBnsieTcsi B KOMGUHUPOBaHHOM ynakoBke ¢ MapkupoBkoi «CE») n ase
KOHTPObHbIE NOMOCKM 151 NPUKPENTIEHNs K MEANLIMHCKOI KapTouKe nauveHTa.

Cocras
MepeKpecTHOCLUMTBLIN r1anypoHar HaTpust: 22,5 mr/ma.
®occbatHbiv Bydep (pH 7) go 1 mn.

Moka3aHus K NpUMeHeHUIo

Benotepo Beiicuk — UMNNaHTaT Ans UHTpaaepManbHOro NpUMeHeHns Ans

yBenuueHus oGbema TkaHel KoXw, YTO NO3BONSET:

* YCTpaHsTh YryBreHns Ha Koxe, MMeloLLve TpaBMaTiieckoe
ng Ve, Unn Bbl CcTapeHu1em (Lpawmbl, CpefH1e un
rnyGokue MopLUHbl U Gopo3aasl),

* /3MeHsTb KOHTYPBI NLA C NOMOLLBIO MHBEKLMIA B Pa3NnyHble ero
obnactu (Hanpumep, wekw, no6 u T.4.),

* NameHsaTb chopmy ry6 (y obbema, K KOHTYpa,
OCBEXeHWe rpaHnLbl KpacHoii kaiimbl ry6).

[o3vpoBKa U cNoco6 NpUMeHeHUsn
Mpenapat Benotepo Beicuk | TaH Ans ui OHHOTO B

cpeaHue unu rmy6okue cnou aepmbl (Puc.1). Mpoueaypy AOMKeH NPOBOANTL
cnev T, i ITeNbHYIO NOATOTOBKY M CreunansHoe
paspelueH1e Ha NPOBE/IEHINE UHBEKLW MO YBENNYEHUIO 0BbeMa TKaHeii KoXM.
Benotepo Beiicuk crieayet BBOAUTL B 300POBYI0, HEBOCNANEHHYIO,
npeABapuTEnbHO NPOAE3NHMULIMPOBAHHYIO KOXY.

Mpuaepxusas HaKOHEYHUK, 3aKpenuTe cTepunbHyo urny 27G1/2 8

HaKo! TNioapa spali 10 ouyuy cnaboro conpoTMBNEHMs.
Hukakue Apyrie TUnbl U UCMONbL30BaTE HeMb3s. CHUMUTE C Wbl

3aLUMTHBIA KONNaYoK, NOBOPaYMBAs €ro B TOM Xe HanpasfeH, B KOTOPOM
HaBUHYMBanack urna. Mepen Ha4anoM UHbLEKLMI NMOBEPHUTE UMY OCTPbIM
cpe3om kHu3y. Lnpuu, AepxuTe, kak nokasaHo Ha Puc.2A.

Benotepo Beiicuk MOXHO BBOAWTL B CPEAHNE UNM TyBoK1e Criov 1epMbl

C MOMOLLbI0 TYHHENBHOA, TOYEYHOM, BEEPHOM TEXHWUK NN NEPEKPECTHOTO
BBeeHNs. [Ins 3anonHeHus yrny6) i Ha Koxe n'y obbema ry6
PeKkoMeHAyeTCa UCNONb30BaTh TYHHENbHYIO TEXHUKY. Wrna BBOAUTCA NOYTU

Ha BCIO ANWHY 1 pacronaraeTcsi NapanmnensHo NNOCKOCTY KOXM; AMnnaHTaT
BBOANTCS MO/ KOXY BO BPEMS MEANEHHOTO BbITAIVBAHUSA WIMbl. TEXHUKY
NEepeKPECTHOrO BBEAEHNS MyuLle UCTOMNb30BATH ANs U3MEHEHUS! KOHTYPOB
nuua. OHa BKIKoYaeT B CeBst BLINONHEHWE AOPOXEK U3 [BOMHBIX NapanfenbHbIX
WHBEKLWIA, KOTOpbIe AENarTCs NepneHaNKYNSPHO APYr APYry B COW KOXM
pasnuyHoit rny6uHel. Mpenapat Benotepo Beicnk MOXHO UCNONb3oBaThL
BMecTe ¢ npenapatom Benotepo CodbT, nockonbky Benotepo Codt BBOAUTCA
B BEPXHME CIION KOXM TOMBLKO Mocie Toro, kak benotepo Beiicyk yxe BeefeH
B rnyGokve crnou koxu. Ecnu Ha urny NpuxoauTcs okasbiBaTb CAMLWKOM
6onbLLUOe AaBMEeHINe, OCTAHOBUTE UHBEKLMIO U CMEHUTE urny. Mnepkoppekums
He TpebyeTcs. Mocne NHLEKLUMN AeNMKaTHO MOMAaccHpyiTe MECTO BBEEHNS!
vMnnNaHTara ans paBHOMEPHOTO pacnpeaeneHus.

MpoTtusonokasaHus

Benotepo Beiicuk npoTmBonokasax:

* NPV NOBbILIEHHO YYBCTBUTENLHOCTU K r1anypOHOBO KICTOTE;
* Mpy ayTOMMMYHHbIX 3aGonesanusix u avaceTe;

® NpU PeLMANBUAPYIOLLUX aHTUHAX;

* NpY OCTPOM CyCTaBHOM peBMaTU3MeE;

* npu Goneaun Ocnepa-PaHgo;

* BOMbHBIM C NPEAPACTONOKEHHOCTBIO K KENOMAHBIM Py6Lam;

* Gep! " y 3

* nuuam Monoxe BocemHaguaTtu nert.

Henbasa BBOoauTh Benotepo Belicyk B KpOBEHOCHbIE COCYAbI.

Henb3as BBoauTb Benotepo Belicuk B okonornasHuyHyto obnacts. Henb3s
MCNonb30BaTh Npenapat Ans YCTPaHEeHNst NOBEPXHOCTHBIX MOPLLMH.
Henb3s ncnonbsosatk Benotepo belicuk Ana ysenuyenus obbema rpyau.
Henb3s BBOANTL Benotepo Bercuk B KOCTM, CYXOXKMNUSA, CBA3KN 1 MYCKYTTbI.

Mpenapat Benotepo Beicuk HeMnb3s UCMNONL30BaTh B OAHOM KOCMETUYECKOM
ceaHce C NpoBefeHNeM Taknux MeAULUHCKUX NpoLeayp, Kak NuvHr u
Aepmabpasus, a Takke ¢ NobbIM1 NasepHsIMU NevebHLIMKU NpoLeaypamu.
OH HU B KOBM Crlyyae He I0MKEH NPUMEHSITLCA NPEex e, YeM NoCneacTamns
9TUX NpoueAyp ByayT NONHOCTLIO 3aneyeHsl. B nobom cnyyae, aaxe ecnm
9TV NOCNEACTBUS UCHE3HYT Npex/e oxuaaemoro cpoka, benorepo Bevicuk
MOXHO NPUMEHSITb HE PaHbLLE YeM Yepes ABe HEAENN C MOMEHTa nocneaHen
npoueaypbl. ONbIT CoYeTaHNs NPUMEHEHUs Npenapata C BblileykadaHHbIMM1
npoteaypamn oTcyTCTByerT.

Mepkb! NpeaocTopoXHOCTH

Mepep Hauanom neyeHns: NaLUMEHT JOmMKeH GbiTb 03HAKOMIEH C AaHHBIM
Np1CMOcoGneHnem, a Takke C ero NPOTUBOMOKa3aHNSIMM 1 BO3MOXKHBIMM
no6oyHbIMK 3chekTamm.

Mepen vcnonb3oBaHneM crieayet y6eauTeCs B CTEPUILHOCTY 3aLUTHON
YNaKkoBKM Kak WpULa, Tak 1 Urfibl, @ Takke NPOBEPUTL CPOK X FOAHOCTU.
He rlOl'Ib3yI2Ter VMU, eCnn CPOK UX rOAHOCTU UCTEK, UMK ecnun cTepunbHas
ynakoBKa BCKPbITa Unu NoBpexaeHa.

TanypoHaT HaTpusi BeINaAaeT B 0CazoK Moz AEMCTBUEM YETBEPTUYHBIX
aMMOHWMEBbIX coneit (Hanpumep, 6eH3ankoHus xnopuaa), NosTomy
PeKoMeHayeTCs CrieAnTb 3a TeM, YToGhl Benotepo Beiicuk He BCTynan B
KOHTaKT C I'IO/ZLD6HbIMM CcoeauHeHuaMn.

YyBCTBUTENBHYIO KOXY MOXHO Mp pUTENbHO aHeCT bC
MOMOLLBIO CrieLManbHOro NNacTLIps UK kpema. HeobXxoaMMo OTMETUTb, YTO
NOCNEACTBMEM AHECTE3MN MOXET CTaTb NoKasibHOE MOKPACHEHUE KOXM U
0GOCTpPEeHE ee YyBCTBUTENBHOCTH.

Henb3s nomewats npenapat benotepo bercyk B Apyryto eMKocTb uin
MCMONb30BaTh €10 B CUCTEMAX AN aBTOMATUHECKUX HbeKUuil. He
CcMeluvBaiTe 3TOT npenapar ¢ ApyrMu npenaparamu.

TMocne Mcnonb3oBaHuUs WNPUL C OCTaTKaMu npenapara cnegyet
BbIGPOCUTD.

Henbssa PHO CT wn b WNpULU.
KnuHnyecknx AaHHbIx 0 BBeAeHnN Benotepo Beicuk B y4acTok Koxu,
npeasapuTensHO 06paGoTaHHbIil APYrMI 3aNONHSIOWMMIA Npenaparamu, He
umeetcs.

Mpenapat BenoTepo Beicuk He NpeaHasHayeH Ans NOAKOKHbIX MHBEKLIA.
B TeyeHue ABEHaAUATI 4acoB Nocne BBEASHNs Npenapara nalueHTy Hemb3s
HaKna/iblBaTh MakushK, a B TEYEHNE [1BYX Heflenb nocre npoeaypsl —
nocewyark cayHbl UK TypeLikie 6aHK, a Takke NoABepraTCs ANUTensHOMY
BO3/IEVICTBMIO COMIHEYHONO CBETA, U YNbTPatUONETOBOMY OBMyUEHNIO.
MaunenTam, kpome Toro, crieayet usberatb JaBneHns Ha Te YHacTKU KOXn
NMLa, B KOTOpbIE BbiNK CAENaHLI UHBLEKLNM, 1 MIOBLIX MaHUNYNALWIA C HUMM.

MoGouHble adhekTbl
Mpenapat uMeeT BepOsTHbIE NOGOYHBIE IChEKTHI, C KOTOPLIMM NaLMeHTa

Datum, Unterschrift

CreayeT 03HaKOMUTL Mepeq npoueaypamu.

Bo Bpewmst 1411 BO3MOXKHBI KPOBO , KoTopble

1cye3aloT camu CoGol Mo 3aBepLIeHUN HBEKLUMK. B peakux cryyasix

BO3MOXEH OAVH WM HECKOIBKO CEAYIOLMX N0GOYHBIX 3htheKToB,

BO3HWKAIOLMX HEME/NEHHO UMK CMYCTS HEKOTOPOe BpeMmst:

 JToKanbHbIf OTEK UM HE3HAUNTENbHAA IPUTEMA, BOSHMKLLAS MO
NpUYMHE NHBEKLMN B AaHHOE MECTO; NMoaoBHbIe peakuun MoryT
COXPaHATLCS B TEYEHNE Heaenu;

© Anneprvisi Ha rManypoHoBYIO KUCIOTY;

* BenyxaHus Unu y3enku B MecTax MHbEeKLMA;

* OBecuBeunBaHne y4acTtka Koxu, 06paboTaHHOro npenaparom.

Heobxoanmo coobLuTh NauMeHTy o HeoBXoAUMOCTH 06paTUTLCS K

CrenanucTy, BbINOMHSBLIEMY NPOLEAYPY, €CIU Mi0BOI 13 NOGOYHBIX

achchekToB ByaeT coxpaHaTbCs [onblue 0AHON Hegenn. Cneuranuct B 3Tom

Cry4ae CMOXET Ha3HauYUTb COOTBETCTBYIOLLEE fIeYeHMe.

Ycnosus xpaHeHus

Mpenapat crneayet xpaHuTb Npu Temnepartype ot 2 Ao 25°C. Bepeyb OT cBeTa,

3amMep3aHus 1 y1apoB.
O6o3HaueHUs Ha ynakoBke

Single use product. Do not reuse.
@ MpoayKT ANS 0HOPa30BOTo MCMONb3oBaHMs. Henbas
VCMONb30BaTL NOBTOPHO.

Refer to the instructions for use leaflet.
A IMepea CToNb30BaHNEM 03HAKOMBTECH C UHCTPYKLMEN.

Sterile. Sterilised with moist heat.
ﬂ CTepunbHO. CTEPUNM30BaHO BRaXHBIM NapoM.

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

Lot no
Homep naptumn

Expiry date
Cpok rogHocTn

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

BHak «CE» osHavaeT cootsetcTBue [upektuse 93/42/
EEC 06 nagenusx meavumuHckoro HasHavenus. 0120 — kop
YNOMHOMOYEHHO CEPTUAMLMPYIOLLEN OpraHu3auui Ans
Benotepo.

Manufacturing date
[Mara npoussoacTea

References /Mpoussoautens:
Updated documentation is available from ANTEIS SA, Switzerland.
AHTEWNC C.A. Xenesa, LLseiiuapus.

OucTpubbioTop:

000 «Mepuy Papmar» T
125040, r. Mocksa, 3-a ynuua

SAmckoro nons, A.2, kopn. 26

(495) 660 76 95

Www.merz.ru NM 22

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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