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Instructions for use -BEH__ 19.07.2022 (Belotero® Hydro) RUSSIA

BELOTERO® HYDRO MERZ AESTHETICS

INSTRUCTIONS FOR USE FOR BELOTERO HYDRO

Name of Medical Device

Belotero Hydro, sodium hyaluronate-based viscoelastic filler for rehydration of skin tissues,

consisting of:
« implantable gel, in a 1.0 ml syringe -1 pc.;
e label - 2 pcs,;

¢ Instructions for use - 1 pc.

Intended Use
Belotero Hydro is designed only to be injected into the superficial dermis or the dermoepidermal

junction for rehydration of skin.

For use by medical practitioner.

Belotero Hydro should only be used by healthcare practitioners who have appropriate training,
experience, and who are knowledgeable about the anatomy at and around the site of injection.
The treatment must be carried out under appropriate aseptic conditions.

Description
Belotero Hydro is a sterile, non-pyrogenic, viscoelastic, colourless, transparent sodium

hyafuronale gel of non-animat origin in a physiological phosphate citrate buffer containing

glycerol.

Presentation
Belotero Hydro is presented in a single use pre-filied glass syringe sterilized by moist heat. Each

box contains one instruction leaflet, one syringe and two traceabiiity labels.

Composition

Sodium hyaluronate: 18 mg/ml
Glycerol; 21 mg/ml
Phosphate-citrate buffer pH 7 q.s; gel volume

Indications

Belotero Hydro is an injectable biodegradable implant indicated for filling of depressions due to
facial atrophic scars and for skin rehydration and rejuvenation. Belotero Hydro enables to
increase skin firmness and elasticity and to improve complexion and radiance of the face, neck,

decollelage and hands.

Posology and administration method
Belotero Hydro is designed to be injected into the superficial dermis or the dermo-

epidermal junction by a legally approved practitioner.®
Facial atrophic scar treatment is performed in the superficial part of the dermis in a single

session.
Skin rehydration and rejuvenation treatment is performed in the superficial dermis or

dermo-epidermal junction with multipuncture or micro-papular injections in 3 sessions
spaced 4 weeks apart. It is recommended to use the multipuncture technique over the
whole face and perform a double series of parallel injections, the 2 series being
perpendicular to each other. For the most dehydrated areas, it is recommended to use
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the micro-papule technique consisting of repeated injections of small volumes. Patients
should be informed that these micro-papules may be visible for 2 to 3 days.
d » Inject Belotero Hydro slowly and apply the ieast amount of pressure necessary.

in order t0 minimize the risks of potential complications, Belotero Hydro should only be
used by healthcare practitioners who have appropriate training, experience, and who are
knowledgeable about the anatomy at and around the site of injection. The treatment must
be carried out under appropriate aseptic conditions.

+ Belotero Hydro must be injected into healthy, non-inflamed and previously appropriately

disinfected skin.
» If necessary a local or loco-regional anaesthetic may be applied according to its

instructions for use.
it is recommended to use 30G1/2 needies with the product.
Do not over-correct,
There is no preclinical data available regarding the safety for Injection of greater amounts
of Belotero Hydro than 20 mi per year and 10 mi per session.

« Genlly massage the treated area after the injection to distribute the product uniformly.

« Hyaluronic acid and glycerol are naturally occurring components of the skin and also

&P responsible for water relenlion and balance in the tissues. Glycerol (polyalcohol) is a free

scavenger which helps to stabilize sodium hyaluronate chains and the association of
hyaluronic acid and glycerot should maintain the rehydrating effect up to 80 days, the
product slowly degrading over this peried.

Contra-indications

Belolero Hydro is contra-indicated:

In case of known hypersensitivity to one of the product's components, especially
to sodium hyaluronate or to glycerol or to citric acid,

-~ In pregnant and breasi-feeding women,

- In patients under 18 years old,

- In palienis presenting a general infeclion.

Do not inject Belotero Hydro inte blood vessels. Introduction of product into the

vasculature may lead {0 embolization, occlusion of the vessels, ischemia or

infarction.

» Do not inject Belotero Hydro into skin areas presenting active cutaneous
inflammation or infection due {0 e.g. Immunological, allergic, bacterial, fungal or
viral causes,

<9 » Do not inject Belotero Hydro info an area previously treated with a permanent
dermal filler,

» Do not use Belotero Hydro in patient with joint, tendon, or vascular disease
affacting the hand (when considering injection in the hand).

Precautions for use

» Healthcare practitioners are encouraged fo discuss all potential risks of soft tissue
injection with their patients prior to treatment and ensure that patients are aware of signs
and symploms of potential complications.
Rare but serious adverse events associated with the intravascular injection of soft tissue
fillers in the face have been reported and include temporary or permanent vision
impairment, blindness, cerebral ischemia or cerebral haemorrhage, leading to stroke,
skin necrosis, and damage io underlying facia! structures. Practitioners should
immediately stop the injection if a patient exhibils any of the following symptoms,
including changes in vision, signs of a stroke, blanching of the skin or unusual pain during
or shortly after the procedurs. Patients should receive prompt medical attention and
possibly evaluation by an appropriate healthcare practitioner speciafist should an

intravascular injection occur.
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In the absence of available clinical data on tolarance on the injection of Belotero Hydro
in patients with previous medical history of or with an active autoimmune disease, or in
patienis presenting a history of severe multiple allergies or anaphylactic shock, the
practitioner must decide whether o inject Belotero Hydro on a case-by-case basis
depending on the nature of the disease as well as the associated treatment as it may
worsen the existing patient health condition. [t is recommended to propose a prior double
test to these patients and not to inject if the disease is evolving. It is also recommended
to carefully monitor these patients after infection,

No ciinical data is available on the injection of Belotero Hydro into patient with a
Fitzpatrick skin type VI,

it is recommended not to inject Belotero Hydro in patients with a history of streptococcal
diseases and in patients pre-disposed 10 hypertrophic scars or kelcids.

Belotero Hydro can be injected in the periorbital region only by trained experienced
practitioners with a deep knowledge of the anatomy. Injection of dermal fillers into this
area may be associated with an increased frequency and severity of side effects and
adverse events.

Belotero Hydro can be used in combination with other Belotero products during the same
session only if injected in different faclal areas. instructions for use of each product should
be followed.

Belotero Hydro can be used in combination treatments such as with botuinum loxin
and/for calcium hydroxylapatite (Radiesse®) only if injected in different facial areas.
Practitioners shouid be experienced and patients appropriately seiected as benefits but
also adverse events can be cumulative and causality of adverse events could become
difficult to determine. Instructions for use, depth of injection and appropriate
recommendation of each product should be followed. No clinical data are available on
the injection of Belotero Hydro into an area already treated with other aesthetic products
or procedures.

Belotero Hydro must not be usad in association with other aesthetic techniques such as
peeling, or dermabrasion before complete healing of the last treatment. In any case, even
if the healing occurs earlier, Belotero Hydro must not be used earlier than 2 weeks after
the last treatment. No clinical data is available on the combined use of Belotero Hydro
with the above mentioned treatments.

Belotero Hydro can be used in addition with iaser treatments that should be conducted 1
or 2 months prior to hyaluronic acid injection. Patients using anti-coagulation, anti-
platelet, or thrombolytic medications (e.g. warfarin), anfi-inflammatory drugs
(oralfiinjectable corticosteroids or non-stercidal anti-inflammatory drugs (NSAIDs; e.g.
aspirin, ibuprofen), or ather substances known to increasa coagulation time (vitamins or
herbal supplements, a.g. Vitamin E, garlic, gingko), from 10 days pre- to 3 days post
injection may have increased reactions of hematomas, nodules or bleeding at the
injection site.

Injection of Belotero Hydro into persons with a history of previous herpetic eruption may
be associated with herpes reactivation. Chack the Integrity of the inner packaging and
the expiry date of the syringe prior fo use. Do not use these products if the expiry date

has lapsed or if the inner packaging has been opened or damaged.
Do not transfer Belolero Hydro into another container and do not add other substances

to the product.

Only the gel is sterile, but not the outside of the syrings.

Belotero Hydro must not be used with an automated injection system not recommended
by MERZ/ANTEIS. If an automatic system is used, it is recommended that the practitioner
has previously read its instructions for use and is trained on the use of the system.
Discard the syringe and the remaining product in thé appropriate container after use.

Do not re-sterilize and do not reuse due to the agsociated risks including infection.

The patient must avoid applying makeup for at least 12 hours after treatment as well as
avoid saunas, peeling, Turkish baths and prolonged exposure to the sun or UV rays for
at least 2 weeks after the freatment. Patients should also avoid putting pressure on and/or

handling the (reated area.
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| Balotero Hydro was injected with micro-papular technique, the patient can massage the
papules only if the hands and the treated area have been previously disinfected.

Wamings
» Sodium hyaluronate precipitates in the presence of quaternary ammonium salts (such as
benzalkonium chioride). It is therefore recommended that Belotero Hydro does not come
into contact with such substances.
¢ There is no known interaction with local or loco-regional anesthetics.

Side effects and adverse events
Patients must be informed by the practitioner about possible side effects and adverse events

before treatment.

« Side effects;
injection site reactions may occur following injection into the skin but disappear spontaneously
o within a few days. This includes swelling, nodule or lump/bump, bruiging, induration,
erythema/redness, pain, discoloration and pruritus/itching. These injection site reactions are
generally of mild or moderate inlensity. A transient bleeding may aiso occur at the injection site
and usually stops spontaneously as soon as the injaction is finished.

¢ Adverse evenis:
In occasional cases, one or more of the following may oceur either immediately or as a delayed
reaction: inflammation, rash, burning sensation, pruritus/ itching, hematoma, (lymph) edema,
swelling, induration, lump/bump or nodule, granuloma, necrosis, vascular occlusion, hyper- or
hypo-pigmentation, Tyndall effect, blister, and loss of performance. The risk of granuloms,
ischemia or necrosis, and vascular occiusion is higher with deep injections and high volumes.

Rare cases of the following adverse events have been reported with hyaluronic acid products
such as infection (e.g. cellulitis and abscess), scarring, hypersensitivity reaction or allergy to one
of the product's components {(e.g. hyaluronic acid, glycerol, citric acid), as well as sarcoid
granuloma formation in subjects with hepatitis C and interferon treatment.
Isolated cases of visual impairment or blindness following unintentional intra-arterial injection
have been reported in literature.
Patients should be instructed to report any side effects which last for more than one week and
o any adverse event as soon as it occurs to hisher practitioner, especially if patient has changes
in histher vision, signs of a stroke (including sudden difficulty speaking, numbness or weakness
in his/her face, arms or legs, difficulty walking, face drooping, severe headache, dizziness, or
confusion), white appearance of the skin, or unusual pain during or shortly afier treatment. The
practitioner may then refer the patient to the appropriate treaiment.
Patients with lighter skin lypes are more likely to develop injection-related adverse events.
However, patients with skin of color are more likely to develop post-inflammatory
hyperpigmentation and/or hypertrophic scar/keloid formation following injection procedures.
Patients with specific ethnic characterislics, e.g. Asian population, shouid be informed of a higher
risk of tissue reactions, e.g. itching, swelling, erythema, inflammation.

Storage
Slore between 2°C and 25°C. Protect from light and freezing. Avoid mechanical shocks.
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Disposal )

Used and partially used syringes and needles for injection can be biologically dangerous
! and therefore should be considered and disposed of in accordance with medical

procedures adopted in medical institutions and local, state or federal regulations.

Requirements for environmental protection
The device should be disposed of in accordance with any applicable local/national
regulations. With proper dispogal, there is no harm to the environment.

References
Updated documentation may be availabie from ANTEIS S.A., Switzeriand.

. i Caution

Consult instructions for use.

Single use product. Do not re-use.

Open the blister by pulling the biister lid following the arrow.

(13

@ Do not use if package is damaged.
@

3

'sm Sterile. Sterilized by moist haat, Only the gel is sterile, but not the
outside of the syringe.

Temperature limit of storage: 2°C - 25°C.

Use-by date

[' Date of manufaciure

Baich code

‘ Manufacturer
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Manufacturer of Belotero Hydro:

ANTEIS S.A.

18 Chemin des Aulx
CH-1228 Plan-les-Ouates
Geneva, Switzerand

Distributed by:

Authorized Representative in RF
LLC «Merz Pharman: 125124, Moscow, sUr. 3-ya Yamskogo polya, 2, bld. 26, 2nd floor,

premises Vil, room 29; tel. +7 (495) 653 8555, www.merz.ru
Date of the instructions for use: 2022-07-19
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Seen exclusively for the legalization of
the below signature of Mrs Barbara, Lise,

— Marine Humbert.
he undersigned notary assumes no
n responsibillly for the validlly and
conltent of the present document.

., - S

X R\

Backstop in the right position during
injection

Faxs $41 29 500 98 H1
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[[Tepesod c anzauiickoz0 A3vika Ha pycexuil A3uiK]

WUHcTpykuma no npumeenuto ~ MESO1+_BEH_ Bep. 6.0 {(Benorepo® Mapo) POCCUR

«BENOTEPO MMAPO» (BELOTERO ® HYDRO) «MEPLl 3CTETUKC» (MERZ AESTHETICS)

WHCTPYKLUWSA NO NPUMEHEHUIO «BENOTEPO MAAPO»

HanmenoBanue MeanLIMHEKOro H3ASNHA

MmnnanTtat ¢ SR3IKOYNPYruMd CEBOACTBAMM HA OCHOBE FUANYPOHATA HATPUA ANA YBNAKHEHWS XOWHbIX
TraHeH «Benorepo MAPO», B cocTase:
s renp, MMNNAHTUPYeMbii B wWnpuue cbbvemom 1,0 mn - 1 WrT.;

e ITURETKA - 2 WT.,
*  MHCTPYXUMS NO NpUMEHSHIIO — 1 W,

Hazxaverune
sbenorepo Mapo» npefHasHaueH ANA BBSAEGHWS B NOBEPXHOCTHLHIA CNOA JepMbl WAW B MeCTO

o COEAVHEHUR AEPMbI ¥ INNACPMNCA ANA PErMAP3TALMK KOXK.

AnA ApUMEHEHHA NPAKTHKYIOWWMY BPavaMi.
NMpumenats «Benotepo MAPO® AOMKMB TOMBKO NPARTUKYIOWKE BPayw, UMEIOLUWEe COOTBETCTBYIOWYI
KBRTM(PUKALIKIO, ONBIT ¥ XOPOLILe SHBHHE BHATOMHW MECTa BBSAEeHUS W OGNACTU BOKPYr Kero, fleverue

ACIKHO NPOBOANTLECHR B COOTESTCTBYIOLLIUX ACNTHYSCKUX YCIIOBHAX.

Onucanne
«benotepo MApPo» ABARETCA CTEPWNbHBIM AMUPOrEHHBIM BRIKOINACTUNHLIM GECUSETHRIM NPO3PANHLIM

renem HaTPWA rManypoHaTa HEeXWBOTHONO MPOUCXONASHHA B (PHIUONOrMHECKOM (OCHATHO-UNTPATHOM
Dydepe ¢ copepXaHuem rnuuepunHa.

Popma Boinycka
sbenotepo MAapPO» BLINYCKAGTCA B NPEABAPUTENLHC 3JANONHEHHOM CTBKNSHHOM WmnpHtie ANS

ORHOKPATHOrC NPUMEHEHHA, CTePUNHU3IOBAHHOM BNAXHLIM XSPOM. B KkRAOH nauyke COAEPMUTCA OAHA
UHCTPYKUMA NO NPUMEHEHWIO, OAKH LINPKL), ABe ITUKETKW 4NA NPCCNEKWBAHUA,

Cocras

MmanypoHar HaTpua: 18 mrimn

Fnuyepun: 21 mr/mn
. docgarie-unuTparTHmid Oydep, pH 7, B A0CTaTOMHOM KONKYECTRE: obuem rena

fokasanua

sBenovepo MApos RBARETCR WHLEKUWOHHBIM OCHOPAINATAIOWMMCA WMIUTAHTATOM, NOKASAKHLIM ANA
JanondenuA yrnyGnednid B obnactn arpodwdeckux pybuoe Ha nuue, aTakke pervaparauuum «
OMONOMEHMA KOXW, <DBenorepo MMapO» NO3BONAET YBENWYNTD NNOTHOCTL M SNACTUMHOCTD  KOXM,
YNYHWUTL KBET U APKOCTL NALA, LWENH, 30HLI AEKONLTE W PyX.

Cnocob npMeneHna B R03b)
abenotepo lNuapor NpeaMasHavYeH ANA BBEASHWA B NOBEPXHOCTHbIE CMOM KOXW MAH 8 AepMo-

INNAGPMANBHBIE CNOKM, KOTOPOE OCYLLGCTRMAGTCA  NPaKTHXYIOWMM  BPauoM,  AOMYISHHBIM
IOPUANMECKN Hagnexawyum o5pasoMm.

ATpochuyeckue pyGubl Ha NULE NEHATCH 3a OANH CEAHC KOPPeKUWU NOBEPXHOCTHLIX CNOES KOXW,
Pernapatauny W OMOIOXEHUA KOXH MOXHO QOCTUHE, NPUMEHUB MNAH KOPPeKUUN B 3 ceanca, kamaeii
U3 KOTOPHIX OCYLUECTBNIRETC MHOFOTONEUHLIMW MNU  MUKDPONBNYNS3HbIMK  BBSACHNAMH B
NOBEPXHOCTHHIE CNOKM KOXW MMM B AGPMO-3NUGEPMancHue CMOW € WHTEpsanoM B8 4 Hegenw.
PexOMERAYETCA NPUMEHATL TEXHUKY MHOMOTOYEUHBIX BBGASHWR NO BCEMY AWUY, OCYLIECTBNAR
ABOWHLIE CEPAM NAPANNENbHDIX WHBEKUWR, NPMYEM 2 CEpHH NEePNeHAWKYNAPHHI APYr Apyry.
Mukponanynel, oBpasyemsie NPpH NOBTOPHbIX BBEABHUAX Mankix obbemos, Gonee ymecTHsl 8
HauBonee NernapaTMPORARHLIX S0HAX. ECNH NPUMEHAETCA 3T NOCRGAHRA TEXHNKA, PEXOMEHAYeTCA

®HDOPMUPORATD NALMBHTA O TOM, YTO MuKponanynbl GYAYT 3aMeTHbt B Nevenue 2-3 Axed.
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MHCTpYKUNA No npuMeHeHmo = MESO1+_BEH_ sep. 6.0 (Benotepo® Muapo) PbCCHa

«Benorepo N'apo» cneayerT BBOAHTL MEANEHHO C MHHUMANLHO HEOBXOAUMLIM QABNEHHEM.,

Y100 MUHUMKUIUPOBATL PHCK BOIHUKHOBEHNUA NOTEHUMANBHLIX OCNOXHEHHA, NpuMeHaTy «<BenoTepo
Muapo» AOMKHBE TOMLKO NPAKTUKYIOWME BP3YUM, HMEIOWNE COOTBETCTBYIOMLYIO KBANNPUKALMIO, ONbIT U
XOPOWEE 3HAHVE 2HATOMMM MECT2 BBeaeHHA y 06nRacTi Bokpyr Hero. JleyeHue JOMKHO NPOBOANTLEA

B COOTBETCTRYIOLWAX ACENTHUHECKUX YCNOBNAX.
«Benorepo MMAPO» CNEQyeT BBCAWTL B 3ROPORYIO, HEBOCNANEHHYIO H NPEABAPUTENBHO TILATENbHO

AE3NHDUUNPOBBHHYIO KOXY.
B cnyuae HeoSX0AUMOCTH MOXET BbiTh UCHONL3OBAH MECTHLIA WK MECTHO-PErKOHAPHLIA aHECTETHK

COMAacHo MHCTPYKUWUK NO NPpAMEHBHRO,

/ «  C uagenuem pexoMeHAYETCR MCICALIOBETE NNkl kanubpom 30G1/2.
¢ WNsGerarb rUNeproppexLMn.
e QIns «Benorepo THAPO» HET AOKNHHAYECKMX RAHHLIX O 0E30NACHOCTU uHbeKuni obbvemom Gonee

20 m»n 8 roa # 10 MN 3a ceaxc.

+ [ocne sseperun o6paboTanHyio 30HY CNEAYET NOABEPTHYTL NErkoMy MAaccaxy ANA PaBHOMEPHOro

pacnpeacneHnA MEAHLMHCKOrO H3penus,

FwanypoHoBas wMCNOTE U IIMUEPHH RABNRIOTCH BCTECTSEHHLIMW KOMNOHERTEMW KOXHW, TaKke

OTBETCTEEHHLIMKU 33 yAepXaHue v Gananc 508 B TkaHAX. MAuUepHH (MHOTOaTOMHBIA CNUPT) — aTO

forfoTuTenb CBOGOARKLIX PaanKanos, © MOMOWBKD KOTOPOro CTabunusupyloTCsl Uenu ruanypoxata

. HaTpus. BMecte ¢ ruanypoHoacih kucnoToll rnuuyepuH cnocober HoOARepXR1BaTs permapaTtiupyiolee
aeicrsne B TeueHwe 60 AMeR, B TeueHue 3TOMO NBPUOAR BPEMEHW MEAULNHCKOS uynenue

NOABEPrasTCA MEANCHHOMY PAIPYIIEHNIO.

flpoTMBONROKA3IAHUA
MNpumeHeHue MeauLMHCKOrO 3aenUR «Benatepo Mnapo» NPOTUBONOKA2aAHO!
B cnyyae u3secTHOR NOSHILEHHOA YyBCTBUTENLHOCTH K OQHOMY K3 KOMNOHOHTOB MEAWLIMHCKOrO

usnenns, 0CoBBHHO K HATPHUA ManypoHaTY, rMNUepKHY WM NWMOHHON KKHCNoTe.

= Y GepemeHHbIX U XOPMALLNX TPYABIO WEeHLUH,

-~ Y nauneHTos 8 Bospacre monoxe 18 ner.

— Y naynenvos ¢ cuctemHol MHehaxkymea.
* He seoanTe «Benorepo MMAPO» B KPOBEHOCHLIE COCYAL. ONagaxwe B COCYRUCTYIO CICTEMY MONET
BLIaBATL IMBONUIO, OKKNIOINIO COCYADB, MLLIBMHIO KN HHApKT.
He eeoauTh «Eenctepo MMApo» B YYaCTH KOXH C OMAraMil aKTMBHOMO BOCTIANGHWUA WM MHMEKLIN
MMMYHONOTHUECKONO, annepruyeckore, GaKTepUansHoro, rpUSKOBOIO UMK BUPYCHONO XapaKTepa.
He saoaute «Benotepo Iuapo» B YYACTOK, KyA8 YK BEOAUANCH NOCTOAHHLIE AePMANbHLIe Gunnepsl.
He ssoautb «6enotepo Mmapos naumeHTam c 3a00NesannaMU CyCTaBos, CYXOXUANA AW COCYROB B
06NAcTH PyK (ECNM paccMaTpUBAIOTCH NBEKLWY B 06NacTs pyK).

Mepb! NpeaoCTOPOXRHOCTH
<P o [lpakTukyiowuss Bpavam PEKOMeRAYETCR nepea MPoesfeHHeM NedsHuA oBCyaAUTs C NALIMSHTOM BCe
BO3MOXHBLIE PHCKU NPU MHBEKLIWKH B MATKME TKaHW, A TaikKke yOSAUTECA B8 TOM, YTO NAUUEHT O3HAKOMAEN

C 06BEKTHEHBIMYK U CYOBHEKTMBHLIMN CHMATOMaMU BO3MOXHBIX OCNOKHEHKA.
Npu sBenenwy HanonHKTened renelt ANR MATKUX TKkaHed B GOCYAH nuya coobLUanocs O peAKUX, HO
CEpLeIHLIX HEeNKENATeNbHLIX ABNEHWAX, B TOM YKCNE BPEMEHHOM NuGO NOCTORHHOM HAPYLWEHWA
3PEHWA, CNEROTE, ULLIEMHW TONOBHOMO MOSFA WM KPOBOWSNMAHWM B MO3F, WTO BLISLIBANO WHCYNLT,
HEKDO3E KOXM W NOBPEXAEHMM BHYTPEHHER CTPYKTYpl nuua. Bpauam cnegyer HemMeaAnewHo
NPeKkpaTuTL BBEAGHWE, &CIM Y MaUHeNTa NORBMACA XakoR-nHGO M3 CneayiowMx CHMNTOMOB:
apUTENBHLIE PAcCTPOACTRAE, NPHIHAKW WHCYNbTa, nobnegHenne KoKW uny Heoboiunan Cont BO Bpems
nuBo cpaay xe nocne npoueaypsl. ECAN NPOM3OLING BRYTPMCOCYANCTOE BBBREGHUS, COOTBETCTRYIOWWA
NPaKTURYICWNA Bpay ACMKEH HEIAMEANMTENbHO OKasaTh MERUUMHCKYI0 NOMOWbL NAUWeHTy W, no

BO3IMOXHOCTH, OLeHUTEL COCTOSIHNE 3N0POELA.
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MHCTpyKuMAa no npuMmeHeHnto — MESO1+_BEH_ Bep. 6.0 (Benorepo® 'magpo) POCCHA

¢ B otcytcTBUE AOCTYNHLIX KNUHWUYECKUX AAHHBIX O MNEPEHOCUMOCTH U APPEKTUBHOCTV BBEAEHWA
«Benotepo MMApo» y NauMeHToB, CTPAAAIoWMX ayTOMMMYHHbIMKU 3abonesaHUAaMM WM UMelownx B
aHamHe3le ayToOMMMyHHble 3aboneBaHus, UNyU y NauUeHToB, UMENIUX B aHAMHe3e MHOXECTBEHHYI0
annepruio uNn aHauNAKTUHECKNA LIOK, NPaKTHKYIOLWA BpaY AOMKEH pelunTb B KaXKAOM KOHKPETHOM
cnyvae, 8BoauTL N «Benotepo MApPo», NPUHUMan BO BHUMaHWe xapakTep 3abonesaHus, a Takke
conyTcraylouiee neveHue, NOCKONbKY 3TO MOXET yXyAWWTb COCTOAHWe nauueHta. PekomeHAyeTcs
NPeanoOXNTb TakMM NauueHTaM NPeRBsapnTENnbHblA ABYKPATHLIA TECT M He OCYLIEeCTBNATbL BBEAEHUS,
ecnu GonesHs nporpeccupyet. Takke pexkOMeHAyeTCA Twarenshoe HabniogeHne 3a Takumu

NauynmeHTaMu nocne BBEAEHUA.
KnuHnueckne aaHHbie no seeaennio «benotepo Mmapo» nayneHtam ¢ VI Tunom koxu no duynaTtpuky

OTCYTCTBYIOT.
Pekomerngyetcs He BBoAuTL «benotepo MmMapo» nauneHTam C Hanuuuem B aHamHese 3aboneeaHwi,
BbI3BAHHLIX CTPENTOKOKKOM, W NauueHTam, WUMEWMM npeapacnonoXeHHOCTb K o6pa3oBaHuio
rMnepTpoHYECKMX UNn KenongHeix pybuos.
«benotepo Muapo» MOXET BBOAWUTLCR B NEpopbuTanbHylo 30HY, B TOM uYucne u cnesHyw 6oposay,
TONLKO OOYYEHHLIMU BpPadYaMu C ONbITOM Takux npoueayp u rnyGokMMU NO3HAHUAMU B aHATOMUM.
Beenenve renei ans MArkux TkaHed B 3Ty 0ONAcTb MOXET MOBLICUTL YaCTOTy BOIHUKHOBEHUA #
TAXECTb NOBOUHBIX IPPEKTOB 1 HEXENaTENbHLIX RBNEHUA.
«Benotepo M™Apo» MOXET UCNONL3OBATLCR B COMETAHWU C APyrMMM ucnonHenuwsmu Benorepo Bo
. BpeMs OAHOMO ¥ TOTrO Xe CeaHca TOMbKO eCNn ANA MHBLEKUWA WUCMOoNbAyIOTCA pas3Hbie 30HLI nuua.
Heobxoaumo cnenosats TpeboBaHUAM MHCTPYKLWA NO NPUMEHEHMIO KaXQO0ro U3 3TUX UCTIONHEHWVA.
«benorepo MApo» MOXeT WCNONL30BATLCA B COYMETAHUU C APYrMMU CPEeAcTsaMu, Hanpumep
BOTYNOTOKCMHOM w/unNu ruppokcwanaTuTom kaneyus («Paguecc®» (Radiesse®)) Tonbko ecnu ans
MHBEKUWA MCNONB3IYIOTCA pa3Hble 30HL Nuua. Bpaun AOMKHBI MMETb ONbIT BBEAEHWS, a NAUUEHTOB
cnegyert BoibypaTbh COOTBETCTBYIOWMUM 0OPaIOM, fIOCKONbKY Kak NPeMMyWecTBa, Tak U HexenaTenbHble
ABNEHNWA MOryT ObiTb KyMyNATMBHLIMKM, NPEACTaBNAA CNOXHOCTL NPU OnpeaeneHuu npuynH
BO3HVKHOBEHUA. [INA KaX[oro NpoAaykta HeobXOAUMO CnepoBaTte MHCTPYKUUAM NO NPUMEHEHMUIO,
TpeGosaHnaM no rnybuHe UHbLEKUUA W APYrMM COOTBETCTBYIOWMUM pekoMeHaauusm. KnuHuyeckue
haHHole no esegeHuio «sbenortepo M'uapo» B obnacte, rae yxe NPOBOANNIOCH NEYeHUe C NPUMEHeHNem
ApYyroro 3CTeTMHeCKoro NpoAyKTa nnu npoueaypbl, OTCYTCTBYIOT.
«benotepo MAPO» HENL3R NPUMEHATL B CONETAHUN C APYruMU TexHWUKaMu U3 obnactu acTeTuyeckon
MEQULIUHBI, TaKUMKU Kak MUNuHr unu aepmabpasvs, 40 NONHOro BOCCTAaHOBNEHUS nocne nocneaHero
nevenns. B niobom cnydae, gaxe ecnu BOCCTaHOBNeHne HacTynaer paHbwe, «benorepo uapow
HENb3A NPUMEHNRTL paHee, YeM 4epe3 2 Hepenu nocne nocneaHero nedyenus. Knuhuueckue naHHblie
KOMBUHMPOBAHHOrO NpuMeHeHus «benotepo 'MAPO» C BLILENEPEYUCNEHHbIMU BUAAMU NEUYEHUA
OTCYTCTBYIOT.
«benotepo MMApo» MOXET NPUMEHATBCA AONONHWTENbHO K NasdepoTepannu, KOTopylo HeobxoauMo
nposecty 33 1unu 2 MeCALUa RO WHBEKUNW MManypoHOBON KUCNOTH. Y NauUeHTos, NPUMBHAIOLLIMX
aHTUKOAryNAHTHbIE, aHTUTpomGouwuTapHbie wunu  TpomBonuTudeckwe npenaparbl  (Hanpumep,
. BapgapuH), NPOTUBOBOCNANUTENbHLIE NEeKapCTBeHHLIe cpeacTsa (nepopantHble/MHBHEKLMOHHbIe
kopTukocTepouabl unu HMNBC (Hanpumep, acnupuH, ubynpodeH) unu apyrue Bellecraa, KoTopble
yBENUUMBAIOT BPEMSs Koarynsuuy (BuTamuHbl WNn TpassHble Qo6asku, HanpuMep BUTaMuH E, YeCHOK,
runkro), 8 nepnod ot 10 AHeR nepelR vHbeKUren U 4o 3 AHEeR nocnie UHBLEKLUU BOIMOXHO paasuTue
BbIPaXeHHbIX peakuni B Buae o6pasosaHuU| reMaToM, y3enkos NN KPOBOTEUEHNA B MECTE UHBEKUUN.
Bsegenve «benotepo Mapo» nauneHTam ¢ repneTuveckon MHpekunen B aHaMHe3e MOXeT NPUBECTH
K peyeausy repneca. [lepea “cNonb3oBaHueM cnegyeT NPOBEPUTL LENOCTHOCTL BHYTPEHHE! YNaKoBKu
¥ CPOK FOAHOCTM WNpuUua. He ucnonb3osaTb, €CNM CPOK FOAHOCTU NpeBbiWweH unu ynakoska Gbina

BCKpbITa nnu nospexapeHa.
He nepeHocutt «Benotepo Mapo» B ApYroi KOHTe#Hep M He cnefyeT AobasnaTh K Hemy Apyrue

sewecTsa.
o CTepunbHbIM ABNAETCA TONLKO reNt, HO HEe BHELUHAA YacTb Wnpuua.
«benotepo [mapo» He cneayer nNPUMEHATL C aBTOMATUYECKUMU CUCTeMaMin BBeaeHun, He
peKOMeH0BaHHbIMKU koMnaHuel «MEPL|»/«AHTENC». Ecnu_ ncnonb3yeTca aBTOMaTHYecKasn CucTema,
PEKOMEHAYETCA, 4TOObI NPaKTUKYIOWMA Bpady NpeaBapuTensHo NPOuUTan WHCTPYKUwWio no ee
npuUMeHeHWo ¥ npowen obyyeHne UCNONb3IOBAHUK CUCTEMD.
Nocne WCNONbL30BAHUA WNPUY W OCTAKLWMIACA renb noanexar yTUNU3auuu B COOTBETCTBYIOWMA

KOHTEnHep.

He NpoBOANTL NOBTOPHYIO CTEPUNU3ALIMIO U NOBTOPHO MCNONb30BaTL MEAULIMHCKOE n3aenue.

MauneHT aonxeH naberatb MCNONL3OBAHNA KOCMETUKN B TeYEHWE, NO kpaiHen mepe, 12 4acoe nocne
obpabotky, a Takke u3berato NUNMHIOB, NONb3IOBAHUA CAYHOW, TypeLKUMK GaHAaMK ¥ ANUMTENbHOro
npebbigaHus Noa CONHEUHbIMU WNKW YO-nyyamu B TeueHwe 2 Heaenb nocne obGpabotku. MauvexTs!
TaKKe QONXKHbI naberats gasneHun Ha obpaboTaHHbie 30Hb! W/unn ux obpaboTku.
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Ecrm «Benotepo mapo» BBOAWTCS TEXHUKOW MUKpOMNanyne3Horo BBEAEHWs, MauWMeHTy paspeLueHo
nanynbl TO/IbKO MpU  yC/IOBUM, 4TO pykn U o6nacTb Bo3feiicTBus  6yayT

L]
mMaccupoBatb
OE3UHULMPOBaHbI.

Mpeaynpexaexus
HaTpus ruanypoHat BbinagaeT B 0Caf0K B NPUCYTCTBUM YETBEPTUYHBIX aMMOHUEBBIX COMel (Takmx Kak

6eH3asikoHua xnopud). MoaTomy pekomeHayeTcsi, 4Tobbl «BefoTepo MMApo» He KOHTAKTMPOBan C

TakKnMmn BellecTBamMu.
3BecTHbIe B3&VIMO,£I,€VICTBVIFI C MECTHbIMU NN MECTHO-permoHapHbIMA aHeCcTeTUKaMn OTCYTCTBYIOT.

Mo6ouHble atheKkTbl N HexenaTenbHble ABNEHUSA
Bpau gonxeH pacckasaTtb 0 BO3MOXHbIX NOGOYHbIX 3PdIEKTAX N HEXENATEe bHbIX ABMEHUAX NauueHTam Ao
Hayana neveHus.

+ [lo6ouHble adhhehbl
B MecTax MHbEKUWA nocrne BBEAEHWS B KOXy MOTYT pasBUTLCA peakuuu,
NPeKpaLLalTca B TeUEHNE HECKOMbKUX [JHell. Takme peakumu BKIYaloT B Ce6A OTEKW, Y3e/KN WAW LUK,
KPOBOMOATEKM, YNIOTHEHUS, 3PUTEMbI UMK MOKPACHEHUSA, 60/b, o6ecuBednBaHne u 3yd. VMHTEHCMBHOCTbL
Takyx peakuuii B MecTax WHBLEKUWA O06bLIYHO 6GblBaeT Nerkoii unu cpegHeil. Kpome Toro, BO Bpems
BBEJEHUS MOXET OTMeYaTbCsi HEe3HauMTesIbHoe KPOBOTEYEHWE, OHO CaMOCTOATE/ILHO npekpaljaeTcs

KOTOpPbleé CaMOCTOATE/IbHO

Cpasy nocsie OKOH4aHnA BBeAEHNA.

. HexenartenbHble ABneHUs
B eguHNYHBIX criyyasx O4HO nnu 6onee u3 npuBegeHHbIX HXe SIBJIEHUIA MOXeT oTMeuyaTbCs cpasy mwimn B

KayecTBe OTCPOYEHHOl peakuuu: BOCNasieHue, BbICbiNaHWe, YyBCTBO KXKeEHMs, 3yA, remartoma,
(nMmdpaTmnyecknin) OTEK, MPUNYXN0CTb, YNJIOTHEHUE, LWWLWIKA WKW Y3esiK1, TpaHy/ema, HeKpo3, 3akyrnopka
cocyga, runep- unu runonurMeHTaums, adgekt TuHaansa, BonAbipb UNN YXyALIEHNE COCTSHUSA.

Puck pasBuTusl rpaHy/ieMbl, UWEMUNM WM HEKPO3a U 3aKymopku cocyfa TEM Bbille, YEM FyGXe MHbEKL MM
1 6onblie 06BbEMBbI BBEAEHUS.
B nutepatype onucaHbl pefkMe HexenaTefbHble SB/IEHWS, BO3HMKalOWME NOC/Ae NpPUMEHEHNS
MeAMULNHCKOTO M3AesiMa Ha OCHOBE FMaslypOHOBOW KWUC/OTbI, TakMe kak nHdekumsa (Hanpumep, dniermoHa u
abcuecc), obpasoBaHme pybuoB, NOBbIWEHHAA YyBCTBUTENbHOCTb WM aJI/IEPTUs Ha OAMH U3 KOMMOHEHTOB
npoaykTa (Hanpumep, rManypoHOBYIO KUCAOTY, FULEPVH, NMMOHHYIO KUCNOTY), Takke Kak U obpasoBaHue
CapKoMAHOW rpaHyNémbl y naunmeHToB ¢ renatutom C 1 Tepanueint MHTEpgIEepPoOHOM.

B nuTepartype onucaHbl OTAE/IbHbIE C/lyYau HapyLeHWs 3PeHUst UK CAEeNOTbl NOC/e HenpegHamepeHHo
BHYTpUapTEPUNasbHOW NHBEKL M.

MauveHTam cneayeT AaTb yKasaHue coobwaTb nevallemy Bpady o Nto6bix NOGOUYHbIX addhekTax, KoTopble
ANATCA B TeyeHne 60/1ee OQHOW Hefenun n 0 HexesnaTeNbHbIX SB/IEHUSAX CPa3y Xe MpUu MX BO3HUKHOBEHWMN.
B 0CO6EHHOCTM 3TO KacaeTcsl C/lyvyaeB HapyLUeHUs 3peHUsi, NMPU3HAKOB MHCY/bTa (B TOM 4Yuicne BHe3anHoe
3aTpyAHEeHWe peun, OHeMeHue unu cnabocTb MbIWL, /MUa, PYyK WKW HOT, 3aTpygHeHus npu xonbbe,
napanny NMUEBOTO HeEpBa, TsHKe/lble TOM0BHble 60/M, TOMIOBOKPY)XEHWE WAW CMYTaHHOCTb CO3HaHUS),
no6negHeHNs KOXN UM HeoOblYHbIX 6oneil Bo Bpems/cpasy Xe nocne koppekuyuu. Jleyawmii Bpady MoxeTt
3aTeM Ha3HauuTb NauMeHTy COOTBETCTBYIOLLEE IEYEHNE.

MaupeHTbl Cc 60nee CBET/ION KOXeW MMEKT 60MblIMI PUCK BO3HWKHOBEHUS HeXesaTesflbHbIX SBEHWUN,
CBfI3aHHbIX C WHbekuuel. OpfgHako, Yy nNaueHToB C LUBETHON Koxeli uvawe HabnwgaeTcs
nocTteocnanuTeNnbHas runepnurMeHTaums wunum runepTpoduyeckne pybéubl/doopmrpoBaHne Kenomaos
nocne WbEKUMOHHbIX npoueayp. MauueHTbl €O cneyuUyeckUMn 3THUUYECKUMU XapakTepucTukamm,
Hanpumep, asuartckas nonynsauusl, A[O/KHbl OblTb NPOUHAOPMUPOBaHbLI O 60siee BbICOKOM pUCKe
BO3HWKHOBEHMS KOXHbIX peakunii, Takux Kak 3y, npunyxsiocTb, 3puTema, BocnanuTesibHas peakuus.

XpaHeHune
XpaHute npu Temneparype 2 -

MeXaHU4YecKux yaapos.

25 “C B 3aluWEHHOM OT CBeTa MecTe, He 3amopaxuBas. W3beraTb
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Ytunusauyuma
Mcnosb3oBaHHbIE M YACTUYHO WCMOJIb30BaHHbIE LWNPULBI MOTYT BbiTb GMONOITMYECKM ONACHBIMU U NMOTOMY

paccMatpuBaTtbCA U YyTUAM3MpoBatbCA B COOTBETCTBMM C MeAUUUMHCKUMU npoueaypamu,

[LO/MKHbI
NPUHATBIMA B MEAWLMHCKMX YUpexXaeHusiX, U MeCTHbIMW, TOCYAApPCTBEHHbIMU WM (eaepasibHbIMK
HopMaTVBaMu.

Tpe6oBaHus K OXxpaHe okpyxatouieii cpegbl
N3genve cnepyet YTUAU3MPOBATb B COOTBETCTBUMU
HopmaTuBamu. Mpu Haanexallein ytuamsauum Bpeaa okpyxawouei cpege He HaHOCUTCS.

C nNpUMEeHUMbIMIN MeCTHbIMI/I/HaLI'I/IOHaI'IbeIMI/I

CnpaBo4yHasa nuTtepartypa .
O6HOBEHHAsA AOKYMeHTaumMs MOXeT ObiTb nosiydyeHa B komnaHum «AHTENC C.A.», Lsenuapus.

~  OCTOpPOXHO

CM. MHCTPYKLMIO MO NPUMEHEHMIO

He ncnonb3osBaTb B Cyvyae NoBpeXaeHnsa yrnakoBku
[nsa ogHOKpaTHOro npuMeHeHus. He ncnonb3oBatb NOBTOPHO

UTo6bl OTKPbITL GAUCTEP, NOTAHUTE YrONI0K B HANPaB/IEHNW, YKa3aHHOM CTPEJsIKOM

STER1
CrepunbHo. CTepuin3oBaHo BaXHbIM Xapom. CTepusibHbIM ABMAETCA TOJIbKO leflb, HO He
BHELUHAA YacTb wnpuua.

. T Mpepenbl TemnepaTypbl XpaHeHus: 2 - 25 *C
[Jata npowsBsoacTea

Cpok rogHocTu

LOT Kog cepun

id MpoussoauTens
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Mpounssoantenb «benotepo M'mapo»:

«AHTENC C.A.» (Anteis S.A))

18 WmeH ge3 O
CH-1228 lNnaH-ne3'Yart

XeHesa, LWBelinapwus
(18 Chemin des Aulx
CH-1228 Plan-les-Ouates
Geneva, Switzerland)

OucTtpubbloTop:
YNoNHOMOYEHHbIA npeacTtaButens B PP
000 «Mepy Papma»: 3-a yn. Amckoro nons, 4. 2, kopn. 26, at. 2, nom. VI, kom. 29,125124. r. MockBa,;

Ten. +7(495) 653 8555; www.merz.ru

Jarta MHCTPYKUMM no rnpumeHeHunto: 19.07.2022 r.

MNpaBusbHas (*)I/IKC&U,I/IH orpaHnunTensa xoga nopLwHA npu sBegeHUn

PaccmMoTpeHO WCKNUYNTENbHO AN neraamnsaumnu HI/I)KeyKa3aHHOI7I noannucun r-xu 5ap6apbl lns MapuH

XambepT (Barbara Lise Marine Humbert).
HnxenognvucasLwuniics HOTapuyc He HeceT OTBETCTBEHHOCTMW 3a AeliCTBNTENbHOCTb U COoAepXaHue

HacTOoAWero fOKymeHTa.

XeHeBa, 25 aBrycrta 2022 .

[MevaTb: MAPUNSNA BANNEPU-CMNETE (MARIELLA VALLERY-SPAETHE)

HOTAPWYC T. )KEHEBA]
/noannce/

B. Xamb6epT (B. Humbert)
JKcnepT no BonpocaM HopmMaTMWMBHO-MPaBOBOIo peryinpoBaHus

24.08.2022 .
/nognuce/

[[mTamn: «AHTelicC.A.»

18 WmeH pge3 O,
1228 MnaH-nes-Yar, >XeHeBa, LUseiiyapus

Ten.: +41 22-308-93-80
dakc; +41 22-308-93-81]
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Mcpcnon /yimioro rhjccra BbINOSIHEH NepeBofuYMkom MantowoBoit J/lnnoi Jinapeesnoi

7

/ r Poccuiickas ®epepayunm
[opog MockBa
Matoro fekabpwn ABe ThicAYM ABaALaTb TPETbEro roaa

>, Bepemuii tOnus WropesBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYI MOAJIMHHOCTL MNOANUCK
nepesogunka Ma;lfOLI0BOV JIMHbLI AHAPEEBHbI.
Moanvce caenaHa B MOEM MPUCYTCTBUMN.
JInyllOClby HOoNNMcasuacro-gakym”n'yctaHoBsieHa.
3apernctpupol™io Ipcec'dc:'A277/2194"JA7-2023~ N \ AL
YnnauyeHo 3a goBepLieHne po3apuasbHo]™o gelicteus: 400 py6. 00 kon.

HO,.N. ["epcmuii- A

Cero npoLHypoBaHo, NPOHYMCLIBALro
CKPEen/IeHo Nevatblo 12 nvct (il os)

lot™nyc
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Poccuiickaa degepaunnm
fopon MockBa
CpHuaguatro espanm aBe ThicAYN gBajLarb 4eTBepTOro roga

>1, Bcpemuii Onna W[ opcHma, norapuyc ropoga MockBbl, CBULACTENBLC WMc
npcacraBicMMoro MMc foKymcLla.

3apcrucrpuposano B 194-ii/77-2024-V-"»r6
YnnayeHo 3a CoBC cve ¢toTapiitonntorcicincremnsa: 1300 py6. 001
M'- 3
.U
cero npownyposano, np< I0BaHO
cKpensieHo nevyatbio 13 0(oB)
1llorapuyc
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