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INSTRUCTIONS FOR USE FOR MEDICAL DEVICE
“Viscoelastic implant based on cross-Unked sodium hyaluronate Belotero®

Revive”

Product name
Viscoelastic implant based on cross-linked sodium hyaluronate Belotero® Revive, consisting of;

- implantable gel, in a 1.0 ml syringe - | pc.;
- sterile needle 30G (0.30 x 13 mm) (MA No. FSZ 2011/11116, manufactured by TSK
Laboratory, Japan) - 2 pcs.;
- traceability label - 2 pcs.;

- instructions for use - 1 pc.

Intended Use
Belotero® Revive is intended to restore skin quality by revitalizing facial skin through rehydration,
improvement of skin elasticity and finnness, and smoothening o f superficial fine lines.

Intended User

Belotero® Revive is designed to be used in medical and preventive treatment institutions.

Target treated population

Adult patients (older than 18 years) regardless of gender who do not meet contraindications.

Description
Belotero® Revive is a sterile, viscoelastic, colourless, transparent cross-linked sodium

hyaluronate gel of non-animal origin in a physiological phosphate buffer, containing glycerol.
Belotero® Revive is an injectable biodegradable implant. Belotero® Revive degrades gradually
in the body. The full degradation of Belotero® Revive following injection (implantation) in the

human body is around 6-8 months.

Presentation

Belotero® Revive is presented as a single-use pre-filled glass syringe of 1.0 ml containing 1.0
ml of implantable gel, sterilized by moist heat in an autoclave. Belotero® Revive is packaged in
a cardboard consumer pack. Each consumer pack includes one instructions for use leaflet and
one sealed semi-rigid blister, containing one syringe with sterile implantable gel, two traceability

labels and two sterile CE-marked needles for single use.

Composition

Instructions for use
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Sodium hyaluronate: 20.0 mg/ml
Glycerol Phosphate Buffer pH 7: g.s.p. 1.0 ml

Glycerol Phosphate Buffer composition:

Glycerol (C3HHKO3): 19.0 mg/ml
Disodium hydrogen phosphate dodecahydrate (Na2HP04 x12H20): 5.5 mg/ml
Sodium dihydrogen phosphate dihydrate (blaHrPo4 x 2HrO): 1.5 mg/ml
Water for injections (H20): g.s.p. 1.0 ml

The concentration of glycerol in the gel is 17.5 mg/ml.
Belotero® Revive does not contain any cells, tissues, organs or any other derivatives o f animal or

human origin.

Indications
Belotero® Revive is indicated to restore skin quality by revitalization of facial skin, characterized
by decreased skin hydration, loss of elasticity and firmness, and presence o f superficial fine lines.

Posology and Administration Method

« Belotero® Revive is designed to be injected into mid- to deep dermis by authorized
practitioners who have appropriate training, experience, and who are knowledgeable about the
anatomy at and around the site of injection to minimize the risk o f potential complications.

. Inject Belotero® Revive slowly and not too fast to apply the least amount of pressure
necessary, according to the appropriate injection technique using the provided needles.
. The risk of an intravascular injection can be reduced by different strategies, including

aspiration prior to injection, utilizing lower volumes and serial injections in high-risk areas,
treating one side at a time, pinching/tenting the skin to provide more space superficial to the
branches o f the main arteries, and manual occlusion ofthe origin o f the supratrochlear vessels with
the non-dominant finger. Blunt cannulas may reduce, but not eliminate the risk.

. General recommended injection techniques are for example: linear or serial threading,
fanning, cross-hatching or serial (micro)puncture. The quantity o f product to be injected depends

on the area to be corrected.

. Belotero® Revive must be injected under appropriate aseptic conditions into healthy, non-
inflamed skin. Before injection, thoroughly disinfect the area to be treated.
. To ensure optimal use of Belotero® Revive, it is recommended to assemble the needle

according to the diagrams below. Improper assembly may lead to a separation of the needle and
syringe and / or leakage of the gel at the Luer lock connection during injection and may cause
injury to the patient and/or physician. If during the injection, needle disengagement or a gel leak
occurs, discard the syringe and the needle and restart the procedure with a new product.

. If the needle becomes obstructed and the injection pressure is too high, stop the injection
and change tlie needle. Never try to straighten a bent needle; instead throw it away and replace it.
. Tlie quantity of the gel to be injected depends on the area to be treated and the correction

to be achieved. Do not over-correct.

Instructions for use
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. The graduations on the syringe label arc only intended for orientation for the user.

. Gently massage the treated area after the injection to distribute the product uniformly.

. Before treatment, the patient’s suitability for the treatment and the patient’s need for pain

relief (topical anaesthetics, ice packs, distraction techniques, local anaesthetic injections, or nerve
blocks depending on the injection site and size of needle used), should be assessed.

. The maximum application volume for Belotero® Revive must not exceed 4 mL per session.

Belotero® Revive can be injected under a treatment regimen of 1 to 3 injection sessions. The
shortest possible reinjection interval is 4 weeks. This treatment regimen can be renewed at earliest

after 6 months, resulting in a maximum annual dose of 24 ml.

Contraindications

Belotero® Revive is contra-indicated:

In case of known hypersensitivity to one ofthe product’s components, especially to sodium
hyaluronate or to glycerol or BDDE,

In pregnant and breast-feeding women,

In patients under 18 years old,

In patients presenting a general infection.

In patients presenting an active auto-immune disease.
. Do not inject Belotero® Revive into blood vessels. Do not inject Belotero® Revive into
skin areas presenting active cutaneous inflammation or infection due to e.g. immunological,

allergic, bacterial, fungal or viral causes.
Do not inject Belotero® Revive into an area previously treated with a permanent dermal

filler.
. Do not inject Belotero® Revive into the glabellar or nose region.

Precautions for Use

. Health care practitioners are encouraged to discuss all potential risks o fsoft tissue injection

with their patients prior to treatment and ensure that patients are aware of signs and symptoms of
potential complications.

. In the absence of available clinical data on tolerance of the injection of Belotero® Revive

in patients presenting a history of severe multiple allergies or anaphylactic shock, the practitioner
must decide whether to inject Belotero® Revive 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. Itis recommended to propose a prior double test to these patients and not to inject if the
disease is evolving. Itis also recommended to carefully monitor these patients after injection.

. Belotero® Revive can be used in combination with other Belotero® products during the
same session but in different facial areas. Instructions for use ofeach product should be followed.
No clinical data is available on the injection of Belotero® Revive into patient with a

Fitzpatrick skin type V/VI.
. No clinical data are available on the injection of Belotero® Revive into the hands.

. Itis recommended not to inject Belotero® Revive in patients with a history of streptococcal

diseases and in patients pre-disposed to hypertrophic scars or keloids.

Instructions for use
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y
. Belotero® Revive can be used in combination treatments such as with botulinum toxin

and/or calcium hydroxylapatite (Radiesse) only if injected in different facial areas. Practitioners
should be experienced, and patients appropriately selected as not only 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 ofeach productshould be
followed. No clinical data are available on the injection of Belotero® Revive into an area already
treated with other aesthetic products or procedures.

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

. Patients using anti-coagulation, anti-platelet, or thrombolytic medications (e.g. warfarin),
anti-inflammatory drugs (oral/injectable corticosteroids or non-steroidal anti-inflammatory drugs
(NSAIDs; e.g. aspirin, ibuprofen)), or other substances known to increase coagulation time
(vitamins or herbal supplements, e.g. Vitamin E, garlic, Ginkgo biloba and St. John’s Wort), 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® Revive into patients with a history of previous begellc eruption
may be associated with herpes reactivation and HHV related diseases, (e.g. pityriasis rosea).
. In cases of patients suffering from epilepsy, impaired cardiac conditions, severely impaired

hepatic function or severe renal dysfiinction or popbyna, the practitioner must decide whether to
inject Belotero® Revive on a case-by-case basis depending of the nature of the disease as well as
the associated treatment.

. Check the integrity of the inner packaging and the expiry date for both the syringe and the
needle prior to 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 Belotero® Revive into another container and do not add other substances

to the product,

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

. Discard the syringe, the remaining product and the needles in the appropriate container
after use.

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

. The patient must avoid applying makeup (including skin care products) for at least 12 hours

after treatment as well as avoid saunas, peeling, Turkish baths and prolonged exposure to the sun,
UV rays, extreme heat and cold for 2 weeks after the treatment. Patients should also avoid putting
pressure on and/or handling the treated area and should avoid strenuous physical activity following

treatment.

. The patient must avoid drinking alcohol for 24 hours before and after treatment. Alcohol
may cause the blood vessels to dilate and cause more bruising.

. The gel should not be injected into the area where another absorbable implant is located,

for example, biodegradable threads for lifting.

Instructions for use
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Backstop in the right position during injection.

Warnings

. Sodium hyaluronate precipitates in the presence of quaternary ammonium salts (such as
benzalkonium chloride). It is therefore recommended that Belotero® Revive does not come into
contact with such substances.

. 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 vascular complication,
vision impainnent, blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin
necrosis, and damage to underlying facial structures. Practitioners should immediately stop the
injection if a patient exhibits any of the following symptoms, including changes in vision, signs of
a stroke, bhmching of the skin, or unusual pain during or shortly after the procedure. Patients
should receive prompt medical attention and possibly evaluation by an appropriate health care
practitioner specialist should an intravascular injection occur.

. Removal or change of the implant is not possible. For accelerated resolution injection of
hyaluronidase or longidaza ferments can be used according to the treating physician’s choice.
. Visualization by MRI and/or ultrasound diagnostics is not possible.

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

within a few days. This includes swelling, nodule or lump/bump, buwising/pugura, hematoma,
ecchymosis, induration, erythema/redness, tenderness, pain, discoloration and pruritus/itching,
tingling, paresthesia, numbness, hypoesthesia, scabbing, needle mark and discomfort or irritation.
These injection site reactions are generally of mild or moderate intensity. A transient bleeding may
also occur at the injection site and usually stops spontaneously as soon as the injection is finished.

Adverse Events:
In occasional cases, one or more ofthe following may occur in conjunction with the use of products

of the Belotero® portfolio either immediately or as a delayed reaction: acne cystic, milia, skin

Instructions for use
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dryness (rough facial skin, exfoliation), injection site erosion, inflammation, shivering, fatigue,

lymphatic system disorder, rash, burning sensation, injection site sore/warmth/fever,
pruritus/itching, urticaria, hematoma, telangiectasia, ecchymosis, edema (including lymph
edema), headache/cephalgia, tumefaction, tension, swelling (including persistent swelling), hyper-
or hypo-pigmentation, angioedema, induration, blister, vesicle, papule, lump/ bump (visible and/or
palpable material) or nodule (including inflammatory nodules), mass, granuloma (including
inflammatory signs and foreign body reactions), necrosis, ischemia, vascular occlusion,
embolization, infarction, Tyndall effect (including translucent chords), hypersensitivity, allergic
reactions (including asthma attack, Quincke’s edema, anaphylactic shock or throat tightening) to
one ofthe product’s components (e.g. hyaluronic acid, BDDE), oral and dental disorders, nervous
system impairment, impairment of the otorhinolaryngological system (e.g. nasal congestion,
oropharyngeal pain, dysguesia, rhinorrhea, epistaxis, sinusitis, transient hearing loss), mastication
pain, parotid gland enlargement, muscle twitching, muscle injury/disorder, nausea, vomiting,
circulatory collapse, presyncope, peripheral venous disease, hot flush, anxiety caused by
trypanophobia, patient dissatisfaction and disappointment (due to lack of or reduced performance,
decreased firmness/response, undesirable aesthetic effect), injection site discharge, device
migration, product distribution issue (e.g. product accumulation), injection site indentation,
superficial vein prominence, overcorrection or cranial nerve disorder (e.g. cranial nerve paralysis,
facial paralysis, trigeminal neuralgia).

Rare cases o f the following adverse events have been reported with hyaluronic acid products such
as infection (e.g. erysipelas, phlegmon, cellulitis, including open or draining wounds and (dental)
abscess, impetigo, pustules) chronic infection (including biofilm formation), scarring, persistent
skin discoloration, sensory dysfunction, non-thrombotic lung embolism as well as sarcoid
granuloma formation in subjects with hepatitis C and interferon treatment, cerebral injuries (e.g.
intracranial penetration, subarachnoid hemorrhage), strabismus, ophthalmoplegia, iris adhesions,
cataract, conjunctival hemorrhage, eyelid ptosis and lacrimation.

The risk of granuloma, ischemia, necrosis and vascular occlusion is higher witli deep injections
and high volumes.

Isolated cases of visual impainnent or blindness following unintentional intra-arterial injection
have been reported in literature.

Patients with lighter skin types are more likely to develop injection-related adverse events.
However, patients with skin of colour are more likely to develop post-inflammatory
hypecigmenta”ion and / or hypertrophic scar/keloid formation following injection procedures.
Patients with specific ethnic characteristics, e.g. Asian population, should be informed of a higlier
risk of tissue reactions, e.g. itching, swelling, erythema, inflammation.

There is no known interaction with local or loco-regional anesthetics.

Circumstances in which the patient should consult a health care professional

Patients should be instructed to report any side effects which last for more than one week and any
adverse event as soon as it occurs to his/her practitioner, especially if patient has changes in his/her
vision, signs of a stroke (including sudden difficulty speaking, numbness or weakness in his/her
face, amis or legs, difficulty walking, face drooping, severe headache, dizziness, or confusion),
white appearance of the skin, or unusual pain during or shortly after treatment. The practitioner

may then refer the patient to the appropriate treatment.

Instructions for use
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Assembly of needle to syringe
For optimal use of Belotero® Revive, it is important that the needle is properly connected to the

syringe. See diagrams 1, 2, 3 and 4.
1. Firmly hold the glass cylinder of the syringe and the Luer lock adaptor between the thumb

and the index fingers.
2. Grasp the protective cap with the other hand and unscrew it.
3. Push and twist the needle on the syringe until a resistance is felt. Do not over-tight. Over-

tightening of the needle may lead to the Luer lock moving and dislodging from the syringe.
4. Keep holding the Luer lock and remove the sheath from the needle.

Transportation, storage and use

Store at temperature between 2 °C to 25 °C. Protect from light and freezing. Avoid mechanical
shocks. The manufacturer has no requirements to humidity and atmospheric pressure.

It is recommended to perform injection under room temperature (from 15 °C to 25 °C).

The implant is intended for use in the internal environment of the body. The products are
exploitable during operation when exposed to temperatures from 32 °C to 42 °C.

Transportation is carried out in cardboard boxes loaded with consumer packs inside. Shipping by
any modes o f transport at temperature between 2“C to 25“C does not affect product properties.

Disposal

In the territory o f the Russian Federation used and partially used syringes and needles for injection
can be biologically dangerous and therefore should be considered and disposed of in accordance
with SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements to the maintenance of the
territory of urban and rural settlements, to waterbodies, to drinking water and water supply of
citizens, to atmosphere air, to soils, to living areas, to exploitation ofmanufacturing and communal
areas, to organization and realization of sanitary and anti-epidemic (preventive) events” as

belonging to hazard class B.

Instructions for use
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Requirements for environmental protection
With proper disposal, there is no harm to the environment.
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Caution
Consult instructions for use.

Do not use if package is damaged.

Single use. Do not re-use.

Do not resterilize.

Open the blister by pulling the blister lid following the arrow.
Sterile. Sterilized by moist heat. Only the gel is sterile, but not the outside

o f the syringe.
Sterile. Sterilized by irradiation. Only the needle itselfis sterile, but not the

outside ofthe needle packaging.
Temperature limit of storage: 2 °C - 25°C.

Date of manufacture
Use-by date
Batch number

CE mark in accordance with Regulation (EU) 2017/745 relating to medical
devices. This mark is followed by the notified body number.

Manufacturer

Catalogue number

Single sterile barrier system

INMETRO certification mark and notified body number

Manufacturer of BELOTERO® REVIVE:

ANTEIS S.A.
18 Chemin des Aulx

CH-1228 Plan-les-Ouates,

Instructions for use
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Geneva, Switzerland

Authorized representative of the manufacturer in the territory of the Russian

Federation:

LLC “Merz Pharma”
125124, Moscow, street 3rd Yamskogo Polya 2, bid. 26, 2nd floor, premises Vfl, room 29; Teh:

+7 (495) 653-8555, fax: +7 (495) 653-8554, e-mail: info@merz.ru.

Terms of warranty
Anteis S.A., 18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva, Switzerland, as the

manufacturer of Belotero® Revive guarantees the compliance of the product with all parameters
and properties specified in this document, subject to the conditions of transportation, storage and
use in accordance with the instructions for use for two years from the date of manufacture.

Date 10.04.2024

instructions for use
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[MepeBof C aHrNMIACKOTO M hpaHLYy3CKOr0 13bIKOB Ha PYCCKM I A3bIK]

[MoroTun: «<MEPL, AHTeilic» (MERZ anleis)J

«AHTelic CA.» (Anteis S.A.) ConpoBognTenbHOe NUCbMO

«AHTENC C,A.»
18 WmeH ge3 O, CH-1228 lMnaH-ne3-Yart, XXeHeBa, LLIBeiuapus
(18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva, Switzerland)

Onsa npeabABAeHNA No MECTY TpeﬁOBaHI/IFI

MeguunHckoe nsgenue:

«MMnnaHTaT ¢ BA3KOYNPYrMMU CBONCTBAMUW Ha OCHOBE MepPeKpPecTHO-CLUMTOro rvasypoHaTa HaTpus
BenoTepo PeBaiiB (Belotero® Revive)»

MbIl, KoMMaHna «AHTeinc C.A.», yupexjeHHas ¥ OCYLeCcTBASAKOLWAsA AeATeNbHOCTb B COOTBETCTBUN C
3aKoHoAaTenbcTBOM LlBeluapumn, pacnonoxeHHasa no agpecy: 18 LLmeH ge3 O, CH-1228 MnaH-nes-
Yart, XKeHeBa, LUBelitapusa, B nuue Amenbl MymunHosnd (Amela Muminovic), HacTOAWMM 3asaBAseM,
4YTO Npunaraemblie JOKYMEHTbI ABAAIOTCA NOANMHHBIMU U KOHDUAEHLNANBbHBIMN.

MepeyeHb NpuiaraembiX AJOKYMEHTOB:

1. VHCTpyKUMA N0 NpUMeHeHUto. 9 cTpaHuy. OaTta: 10.04.2024

Jata: 11 uioHAa 2024 T.

MPOCMOTPEHO UCKAOUYNTENBHO A5
YAOCTOBEPEHUSA NMOATIMHHOCTM MOATMUCK T-XKN
AMenbl MYMWHOBUWY, NPOCTABNEHHO BblLLIE.
Hu>KenoanucasLwmniica HOTapuUyc He HeceT

OTBETCTBEHHOCTW 38 AENCTBUTENBHOCTb U

/nognuce!
Amena MymunHoBnY
CneuynanucT Mo Bonpocam perncrpaumn

LTamn:

[WTamn: «AHTeiic C.A.» cofep>kaHne HacTOALLEro AOKYyMeHTa.

18 LWmeH ge3 O, 1228 lMNnaH-ne3-Yar,

>KeHeBa/LllBenuapusn >KeHeBa, 13 nioHA 2024 T.

Ten.:+41 22 308 93 80] [MeuaTb: CaHgpuH WaTtenaHa (Sandrine
Chatelanat), HoTapuyc r. XXeHeBa]
/moanwnce/

«Jlntciic C.A»
Wwmcngel) 18,

CM-1228 1!:Tn-nes-yar. 11
>eHeHa. LLneliuapus Kondunemunalblio
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NMHCTPYKUWMA MO NIPUMEHEHWIO HA MEAWLUWHCKOE U3AENUNE
«MmMnnaHTaTt ¢ BA3KOYNPYyrMMm CBOWCTBAMW Ha OCHOBE MepPeKPEecTHO-
CLUNTOro rmanypoHaTta HaTpusa benotepo PeBaiiB (Belotero® Revive)».

HanmeHoBaHWMe MEANUWNHCKOIo nsgennd

MMnnaHTaT ¢ BA3KOYNPYrMmu CBOWNCTBaAMMW Ha OCHOBE MNepeKpPecTHO-CLIMTOro rumasypoHaTa
HaTpus BenoTepo PeBaliB (Belotero® Revive), B cocTaBe:

- reNb UMNAaHTUPYeMblili, B wunpuue obbemom 1,0 ma - 1 wT,;

- urna ctepunbHaa 30G Vi (0,30 x 13 mm) (PY Ne ©@C3 2011/11116, npoussoacTtBa «Tu 3¢ Keii
NabopaTtopu», ANoOHMA) - 2 WT.;

- 3TUKeTKa 4718 NPOoC/eXnBaeMocTun - 2 WT.;

- MHCTPYKLMSA MO MPUMEHEHUIO - 1 wWrT.

Ha3HaueHune
BenoTtepo PeBaiiB (Belotero® Revive) npegHasHaueH 419 BOCCTAHOB/IEHMSA KayecTBa KOXW NyTeM

peBUTaNM3aUMM  KOXW Nuua MOCPEACTBOM perugpataunn, YaydweHnus 37acTUYHOCTU W

YAPYroCcTtn KOXW, a TaKXe pa3rjiaXXnBaHmd NOBEPXHOCTHbLIX TOHKUX MOPLWWH.

MoTeHUManNbHbLIN NOTPebUTENDb
BenoTtepo PeBailiB (Belotero® Revive) npefHasHayeH Ana nNpUMeHeHUMs B feyebHoO-

NPohUNaKTUYECKN YUPEXJEHUAX.

LleneBasi nonynsayuns
B3pocnble nayneHTbl (cTaplue 18 neT) He3aBUCUMO OT MoJa, Yy KOTOPbIX HET MPOTMBOMOKA3aHWA.

OnwucaHue

BenoTtepo PeBaliB (Belotero® Revive) — 3T0 CTepu/bHbIli BA3KOYNpPYruii 6ecuBeTHbIN
npo3payHbii refb Ha OCHOBE MNepeKPecTHO-CLUMTOr0 ruanypoHata HaTpuUs HEXUBOTHOrO
NPOUNCXOXAEHNA B hU3MONOTUYECKOM (hochaTHOM Bydepe, cofepxal,eM ranuLepuH.

Benotepo PeBaiiB  (Belotero® Revive) aBnseTcd  WUHbLEKUWMOHHBLIM  6uopasfnaraeMbim
mmnnaHtatom. Benotepo PeBainB (Belotero® Revive) nocTeneHHO pacnajaeTcsd B OpraHu3me.
MonHaa pgerpagauns bBenotepo PesanB (Belotero® Revive) nocne MHbeKuun (umnaaHTauum) B

opraHn3m 4yenoBeKa COCTaBJ/IAE€T OKOJ/10 6-8 MecALleB.

dopma Bbinycka
Benotepo PeBaiie (Belotero® Revive) BblinyckaeTca B nNpeABapuTeNlbHO 3aMO0/IHEHHOM

CTEK/IAHHOM LINPULUE ANA OQHOKPATHOIO NPMMeHeHNs o6beMom 1,0 M, KOTopbIA cogepxunTt 1,0
M/ MMMAAHTUPYEMOrO Trensi, CTepUIN30BAHHOI0 B/laXHbIM TenjaomM B aBToKnaBe. benoTepo
PeBaiiB (Belotero® Revive) ynakKoBblBalOT B KAPTOHHYI MOTPebMTENbCKYO YNakKoBKY. B Kaxgon
noTpebuTeNnbCKOW YNaKOBKe HaxoAuTca OfHa WHCTPYKUMA N0 MNPUMEHEHUK W OAWH

3aneyaTaHHbI  MOMYXECTKWUIA  6AUCTep, CcOAepXalluii  OAWMH  LWINPUL, CO CTEPUSbHBIM

MHCTPYKUUA N0 NPUMEHEHNIO
Benotepo PeBaiiB (Belotero® Revive) CtpaHuua 1/4"
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MMNNaHTUPYyEMbIM TeJieM, ABe 3TUKETKWU ANnA MPOC/IeXNBaeMOCTU U ABe CTeEPU/IbHbIE UTNbl And

OfHOKPAaTHOro NPMMEHEHUS ¢ MapKupoBKoii CE.

CocTas
MmanypoHaT HaTpud: 20,0 mr/mn
FnuuepuH-thochaTHbIN 6ydep pH 7: B AOCTaToyHOM Konwuyectse go 1,0 mn

CocTaB ravuepuH-ochaTHoro 6ydepa:
MunuepnH (C3H303): 19,0 mr/mn

Hatpua rugpocgocdat gogekarngpat 5,5 mr/mn
(Na2HP04 X 12H20):

Hatpua gurugpodocgat gurugpart 1,5 mr/mn
(NaH2P04 X 2H20):

Bopga gna nHvekunii (H20): B fOCTAaTOYHOM Konwuyectse go 1,0 mn

KoHueHTpayuma rnuyepnHa B resie coctasnset 17,5 mr/mn.

Benotepo PeBaliB (Belotero® Revive) He CcOfep>XWT KNETOK, TKaHel, OpraHoB uauM A6bIX

APYTNX NPON3BOAHDbLIX XXUBOTHOIO U YHE/10BEYECKOI0O NPOUNCXOXAEHWNA.

MokaszaHuA
Benotepo PeBaiiB (Belotero® Revive) nokasaH AfAsi BOCCTAHOBJ/IEHWSI KauyecTBa KOXW MyTeMm
peBUTanM3alUumM  KOXMW Nuua, XapaKTepusyllleica CHUXeHMEeM ruapatauuu, noTepel

INaCTUYHOCTU N yNnpyrocTun, a TakKxXe Hainumem NOBEPXHOCTHbLIX TOHKNUX MOPLWH.

Cnocob npuMeHeHUA U L03bl

» BenoTepo PeBaiiB (Belotero® Revive) npegHasHayeH A1 UHBEKLMOHHOINO BBEAEHUSA B CpegHMe
n rnybokue cnou fJepMbl MPaKTUKYKOLWWMKU Bpadamu, KOTOPble UMEKT COOTBETCTBYHLLYIO
NOATFOTOBKY, OMbIT 1 XOPOLIO OCBEAOM/EHbl 06 aHATOMMM B MeCTe BBEJEHUS U BOKPYr Hero Ans
MUHUMU3ALUN PUCKA BO3IMOXKHbIX OCTOXHEHUN.

* BenoTtepo PeBaiiB (Belotero® Revive) cnefyeT BBOAUTb MeA/IEHHO, He TOPOMACb, NPUMeEHSASA
HanMeHbllee Heob6xoa4uMOe gaBfeHune, B COOTBETCTBUUN C BblOPaHHOW TEXHUKON UHBEKLMOHHOIO
BBELEHUS N C UCMONb30BaHNEM NPEAYCMOTPEHHbIX U,

* PUCK BHYTPUXCOCYANCTOr0 BBEAEHNSA MOXET ObITb CHMXEH C NOMOLLbI0 PasINYHbIX CTpaTeruni,
BK/MOYas  acnupauyui' nepej  UHbeKUMeRn, WUCNOMb30BaHMe  MEHbWWUX 06bLEMOB MU
nocnefoBaTeNibHbIX NHBbEKLMA B 30HAaX NOBbIWEHHOTr0 puUckKa, 06paboTKy 0fHOI CTOPOHbI 3a pas,
3alleMaeHune/HaTAXeHMe KOXW AnsA  co3fjaHuMa 60NblIero MpocTpaHCTBa Haf BeTBAMMU
MarucTpasbHbIX apTepuili n nepexaTnms Havana HafbNO0KOBbIX COCYAOB He3aAeNCTBOBAHHbIM
nanbuem. KaHonun ¢ TyNbIM KOHUOM MOFYT CHU3NTb, HO He YCTPaHUTb PUCK.

e NMpuMepHbie 06UIMEe PEKOMEHAALUN MO TEXHUKAM MHBEKLWOHHOTO BBEAEHUS: NIMHENHAA WUAK

nocneaoBaTtesibHasA npopgesawuias, Beepoo6pa3Haﬂ, nonepequVl LWTPUXOBKMN nnn

VHCTPYKLUMS N0 NMPUMEHEHNIO
Benotepo PeBaiiB (Belotero® Revive) CtpaHuua 2/4-3L1
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nocnefoBaTeNbHass MWKPONYHKTypHas. KonnyecTBO BBOAMMOrO NPOAYyKTa 3aBUCUT OT 30HbI,
nogBepraemMoii Koppekumu.

» BenoTtepo PeBaiiB (Belotero® Revive) cnegyeT BBOAUTbL B COOTBETCTBYKLUIMX aCeMTUYECKUX
yCN0BUSAX B 340POBYIO, HeBOCNaseHHY KOXY. lNepes BBeAeHMEM KOXY B o061acTu BBefeHUSN
TWaTeNbHO AE3UHPOULUNPYIOT.

e [Ona o6ecrneyeHnma ONTMManbHOro npumeHeHns bBenoTepo PeBaiiB (Belotero® Revive)
peKOMeHfyeTcs ycTaHaBNMBaTb Ury COMNacHO pUCyHKam, NpuBefeHHbIM HWXe. HenpaBunbHas
yCTaHOBKa MOXeT MNPUBECTM K OTCOEAMHEHMWIO WUMNbl W LWApULa WU/MNM yTedyke rens 4epes
HaKOHeYHMK Twuna Jlyep-JIoK BO BpeMs BBEAEHWS U MOXeT MNPUBECTM K TpaBMUPOBaAHUIO
nauveHTa n/unun Bpava. Ecnn Bo BpeMsa BBefeHUSA NMPOUCXOAUT OTCOEAMHEHUE UMbl UAN yTevyKa
rens, WOpuy v uUray yTUAM3MPYKT U Npoueaypy NOBTOPSAKT C UCNOMb30BaHMEM HOBOTO
MegULUHCKOro NpogyKTa.

e Ecnu urna 3acopsetcs, M jaBfeHWe NpU BBEAEHWU SABASETCA CAWLLIKOM BbICOKMM, cneayeT
npeKpaTuTb BBefeHME M 3aMeHUTb Urny. Hukorga He nNblTanTecb BbINPAMUTL MNOFHYTYIO UTAY;
BMECTO 3TOr0 BblI6pOCbTE €€ U 3aMeHUTe.

e Konn4yecTBo BBOAMMOrO ressi 3aBUCUMT OT 30HbI, MOABEpPraemMoli KOpPpeKuWu, W Xenaemomn
cTeneHW Koppekuuu. He cnegyeT AonycKaTb Ype3MepHON KOppeKLUn.

e pafynpoBKa Ha 3TUKeTKe WNpuLa npegHasHavyeHa TONbKO AN OpUeHTaLM Nosb3oBaTens.
 [locne BBeAeHMA 06paboTaHHY 30HY chnefyeT MOABEPrHYTb JIEFKOMY Maccaxy Ans
paBHOMEPHOro pacnpefeneHns NpoayKra.

e MNepen npouefypoli cnefyeT OUEHWTb, NOAXOAUT NN NaUWEHT ANA KOPpPeKUuUnm n ecTb n
NoTpebHOCTb Yy MauueHTa B 06e360nMBaHUM (MeCTHbIe aHECTeTUMKM, NaKeTbl CO NbAOM, MeTOAbl
OTB/IEYEHUS BHMMAHWUSA, MHBEKLMWM MECTHOro aHecTeTuka Unm 610Kaja HepPBOB B 3aBUCUMOCTM
OT MecTa BBEJEHUSA U pazMepa UCMOb3YeMO UTbl).

« MakcumanbHaa go3a BBefeHUs benoTepo PeBaliB (Belotero® Revive) 3a ogHYy npoueaypy He
MOXeT npeBbiwaTtb 4 mMa. Benotepo PesainB (Belotero® Revive) MOXHO BBOAWUTb MO CXeMe
Koppekunn oT 1 40 3 UHBEKUMOHHbIX ceccuii. MMUHUMaNbHbIN UHTepBasA MeXAy MNOBTOPHbLIMU
WHBEKLUMAMWN cocTaBnseT 4 Hefenn. 3Ty CXeMY KOPPEKLUUM MOXHO BO30OHOBUTb He paHee YeMm

yepes 6 MecsiLeB, B pesynbTaTe YHero MakcumasnbHas rofoBas 03a COCTaBUT 24 M.

MpoTMBONOKa3aHUA
MpumeHeHne benotepo PeBaiiB (Belotero® Revive) NpoTUBONOKa3aHo:

- B C/lyyae M3BECTHOW MOBbILWEHHOW YYBCTBUTENBHOCTU K OAHOMY M3 KOMMNOHEHTOB W34eNnuns, B
0CO6EHHOCTU K ruanypoHaTy Hatpus, ravuepuHy mnm AL 3,

-y 6epeMeHHbIX U KOPMALLUX TPYAbIO XEHLWH,

-y nauneHTOB B BO3pacTe fo 18 ner,

-y NauNeHTOB C reHepannM3oBaHHOW NHMeKLNEN,

-y NauueHTOB C aKTUBHON GOPMON ayTOMMMYHHOT0 3aboneBaHuns.

e He cneayet BBOAWTL BenoTepo PeBaiiB (Belotero® Revive) B KPOBEHOCHble cocyabl. He

cnepyeT BBoAMTbL Benotepo PeBaliB (Belotero® Revive) B 06/1aCTU KOXM, Ha KOTOPbIX UMeKTCA
ouarm OCTpPOro BOCMA/MTENbHOrO Mpouecca MAM MHGPEKUUU BCNELCTBME MMMYHONOTUYECKUX
WM annepruyecKnx NPUYmnH, a Takxke 6aKTepmanbHOro, rpubKoOBOro AW BUPYCHOTO XapakTtepa.
* He cnepyeT BBOAMTL Benotepo PeBaiiB (Belotero® Revive) B 30HY, B KOTOPYH paHee BBOAUIN

NOCTOAHHbINA fepManbHbIA unnep.

MHCTPYKLUMA N0 NPUMEHEHUIO
BenoTtepo PeBaiiB (Belotero® Revive) CtpaHuuya 3/~I3L,
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« He cneayeT BBOAUTL Benotepo PeBaiiB (Belotero® Revive) B 06n1acTb MexX6poBbs mam ob6nactb

Hoca.

Mepbl NPeaoOCTOPOXHOCTU NPU UCMONb30BaHUN
e Tllepes npouefypoil MpPaKTUKYKOLWUM BpayaM peKOMeHAyeTcs o06cyaguTb CO CBOUMMU
nayneHTamuy BCe MOTEHUMANbHbIE PUCKN UHBEKLUUN B MATKME TKaHN N y6eAUTbCA, YTO NaLUeHThI
0CBeAOMJ/IEHbI O MPU3HaKax M CUMNTOMax BO3MOXXHbIX OCOXHEHWUA,

e N3-3a OTCYTCTBUSA LOCTYNHbIX KAWHUYECKNX AaHHbIX MO MepeHOCMMOCTM BBefeHMA benortepo
PeBaliB (Belotero® Revive) y nauuMeHTOB, MMEWOLWNUX B aHaMHe3e TsKesble MOBTopsAlL Mecs
annepruyeckne peakuuum uUnM aHa@uUNakTUYeCKU WOK, NPaKTUKYIOLWMNA Bpay LO/DKEH pewmnTb,
BBOAUTbL NN BenoTepo PeBaliB (Belotero® Revive), B KaXA0M KOHKPETHOM C/ly4yae, OCHOBbIBAsCh
Ha xapakTepe 3ab60/ieBaHMSA, a TaKXe CONYTCTBYKLEM JleHEHUN, TaK KaK 3TO MOXET YXYALWUTb
TeyeHMe cyu,ecTBylLU,ero 3aboneBaHusi. PeKOMeHAyeTCA TMPEeANOXWUTb TakKuMM MNauuMeHTam
npeaBapuTeNbHbI  ABYKPaTHbIA TecT M He OCYWecTBAATb BBefeHWe, ecnm 60/e3Hb
nporpeccupyet. TakKXe peKOMeHAyeTcs Tuw,aTeNbHOoe HabnloAeHMe 3a TakKMMU nauumeHTamu
nocne BBeAEHUS.

 BbenoTtepo PeBaiiB (Belotero® Revive) MOXET MNPUMEHATbCA B COYeTaHMM C APYrumu
npogykTamm benoTepo BO BpeMsa OAHOW WHBEKLUWOHHOW Npoueaypbl MpW YyCNOBUW BBELEHUSA B
pasHble 30HblI nAuua. WHCTPYKUMM MO NMPUMEHEHUID KaXAO0ro u3 MNPOAYKTOB [AO/KHbI ObiTb
cob6n0eHbl.

e KAMHWYeCKUe gaHHble MO MHBbEKLUMOHHOMY BBefeHUO benoTepo PeBaiB (Belotero® Revive)
nauyveHtam ¢ V 1 VI TUNom KoXXun no ®ununatpmkKy oTCYyTCTBYIHOT.

* KnnHunyeckune faHHble N0 MHBEKLMOHHOMY BBeAeHU0 Benotepo PesaiB (Belotero® Revive) B
PYKWN OTCYTCTBYIOT.

« He pekomeHayeTcsa BBoAUTb BenoTepo PeBaliB (Belotero® Revive) nauyveHTam C Ha/M4uveM B
aHaMHe3e KOXHbIX 3aboneBaHWli, BbI3BaHHbIX CTPENTOKOKKOM, W MNauueHTam, UMeK LM
npeaspacnonoXeHHOCTb K 06pa3oBaHN0 TMNepTPOPUUECKUX UNN KENTOUAHBIX PY6LIOB.

» benotepo PeBaiiB (Belotero® Revive) MOXeT NPUMEHATLCA B KOMOMHUPOBAHHbLIX MPOTOKONAX
KOppeKumun, Hanpumep, B KOMO6MHaumm ¢ 6GOTY/IMHUYECKMM TOKCUHOM U/MAKM  Kanbuus
rugpokcunanatutom (Paguec), HO TONbKO NPW BBeLEHUW B pasHble 30HbI Nuua. Bpauw,
BbIMOMHAWOLW Ve NPOLEAYPY, AO/KHbI OblTb OMbITHbIMKW, @ NauMeHTbl Hajnexaw,mm obpasom
oTo6paHbl, MNOCKOJIbKY He TO/IbKO TnMoNb3a, HO W MNo60YHble 3PPeKTbl MOryT O6bITb
HaKONUTENbHbLIMMW, @ MPUYMNHY NO6OUYHbLIX 3DHNEKTOB MOXET ObITb TPYAHO onpefennTb. CneayeT
cobnogaTtb WHCTPYKUMM NO MNPUMEHeHU, rnybuHy BBeAeHUS U  COOTBETCTBYHOLLUE
peKoMeHAaLUN AN Kaxforo npogykta. KnvHuyeckume faHHbie MO UHBEKLWOHHOMY BBEAEHWUIO
Benotepo PeBaliB (Belotero® Revive) B o06nactu, B KOTOpble YyXe O6bliIn BBeAEHbl Apyrue
3cTeTMYecKMe NPOAYKTLIN UM NPOBeAeHbl 3CTeTUYECKNE NPOLeAYypbl, OTCYTCTBYIOT.

 He cnepyet npumeHAaTb Benotepo PeBaiiB (Belotero® Revive) 04HOBPEMEHHO C APYrUmmu
MeTOAMKAMM 3CTETUYECKONW MeAUMLUHbI, TakKUMU KakK MWAWHT, Aepmabpasus unnm nasepHas
o6paboTka Nwb6oro Tvna, 40 MOJIHOTO 3aXXMBJIEHUSA MoOcNe NocnefgHer npouegypbl. B ntobom
cyyae, ga)ke ecnu 3aKMBJ/IeHWe Mpoumsowno paHee, benotepo® PeBaiiB (Belotero® Revive) He
cnefyeT NMPUMEHSATb paHee 4YeM 4epe3 2 Hefenu Mocne nocnefHeld npouegypbl. KnnHnyeckue

JaHHble N0 KOMOGWHMPOBAHHOMY MNpuMeHeHUO bBenotepo® PesaliB (Belotero® Revive) c

BblWWEYNOMAHYTbIMN MeTOANKaMWN OTCYTCTBYIOT.

MHCTPYKLMA N0 NPUMEHEHUIO
BenoTtepo PeBaiiB (Belotero® Revive) CTpaHuua
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y naymeHTOB, NPUMEHAKLWNX  aHTUKOAryNnsaHTHble, /~HTUTpPOMOGOLUTApPHbIE nnu
TpomMb6onMTUYecKue npenaparsbl (Hanpumep, BapdapuH), NPOTUBOBOCMANNTE/IbHbIE
NeKapcTBeHHble cpeAcTBa (NepopanbHble/MHbEKLMOHHbIE KOPTUKOCTEPOUAbI UNN HECTEPOUAHbIE
npoTuBOBOCNanMTeNbHble cpeacTBa (HMBC; Hanpumep, acnuMpuH, nmoynpodeH) wanm gpyrue
BellecTBa, KOTOpble YBeNMUUBAKT BpeMs Koarynauuum (BUTamMWHbl WNAWM TpaBsiHble [J06aBKW,
Hanpumep, BUTaMuUH E, vecHok, TMHKro 6uno6a m 3Bepoboii), B nepuog ot 10 AHeli nepeg
WHBbEKUMEN 1 A0 3 fHEN Mocie UHBEKUMU, BO3ZMOXHO YCU/IEHUE peakuuin B BUae obpaszoBaHus
reMaToM, y3e/IKOB UM KPOBOTEUEHUS B MeCTe BBefeHUS.

e BBepeHne benotepo PeBaiiB (Belotero® Revive) nauymeHTam Cc npegwecTBYOWMM
repneTMYyeckMM BbICbIMaHUEM B aHaMHe3e MOXeT ObiTb CBSI3aHO C peakKTMBaLUWen repneca u
3aboneBaHMAMMU, CBA3aHHbIMKU ¢ BM'Y (Hanpumep, po30BbIA nuwaii).

* Y mauuneHToB, CTpajaloWwmnx anunencmnen, KapanonormyecknmMm 3aboneBaHnaMmn, NpPu TAXKEIOM
HapyweHun MQYHKUMU MNeYeHW WUAN  TsHKeNoh AUCOYHKUMM  NoYeK, wunm noppupuu,
NPaKTUKYKOLW A Bpay [JO/DKEH NPUHATbL pelleHue, BBoAUTb nu Benotepo PealiB (Belotero®
Revive), B KaXXJOM KOHKPETHOM c/ly4yae, OCHOBbIBasiCb Ha XxapakTepe 3abo/eBaHusA, a Takxe Ha
COMYTCTBYIOUWLEM IEHYEHUMN.

e MpoBepbTe LENOCTHOCTb BHYTPEHHel YyMakKOBKW U CPOK FOAHOCTM WNApULA WU WUIbl Nepeg
ncnonb3oBaHMeM. He ncnonb3yinTe UX, eC1n CPOK FOLHOCTM UCTEK MM yNakKoBKa 6blsia BCKPbITa

NN NoBpexXzeHa.
* He nepeHocuTe BenoTepo PeBaiiB (Belotero® Revive) B gpyrol KoHTeliHep U He fob6aBnsaiiTe K

HeMy fpyrue Bel,ecTBa.
e CTepunbHbIM SBMSIETCA TONbKO Feflb, HO HEe BHELUHSASA MOBEPXHOCTb WNpuLa.

e Nocne ncnonb30BaHUA Bbl6GpPOCHTE LWINPUL, OCTABLIUACA MPOAYKT N UIbl B COOTBETCTBYIO LWL N
KOHTENHep.

e He npoBogUTEe NOBTOPHYH CTepU/IM3aLuU0 U NOBTOPHO He UCMONb3YNTe N3Lenne B CBA3M
CO CBAA3aHHbLIMMW pUCKaMU, BKAKOYAA PUCK UHDULMPOBAHUSA.

e MauuneHT Jo/KeH usberaTb MCMNONb30BaHUE KOCMETWKU (BKKYas MPOAYKTbI, 3alluuiatLme
KOXY) B TeuyeHuWe, Mo KpaWHelh mepe, 12 4yacoB nocne o06paboTKM, a TakXe u3beraTb cayHbl,
NUANHra, TYpeuKnx 6aHb WU ANAUTENbHOro nNpebbiBaHWSA NOJ CO/THEYHbIMU UAKM Y D-nyyamu, a
TaKXXe 3KCTPeMalbHbIX FOPAYUX U XONOAHbIX NpoUefyp B TeHeHUe 2 HeAeNb Nocse NpoLefypbl.
Kpome Toro, nauueHTbl [AO/DKHbI MK3beraTb fJaB/feHUss Ha o06paboTaHHble 30HY WU/unu
NPMKOCHOBEHWIT K HeW, a TakxXe un3beraTb HaNpPsIXXEHHOW (U3NYECKO aKTUBHOCTM Mocne
npouesypbl.

e MaumneHT He JO/MKEH yNnOoTPe6/ATb anKoroab B Te4eHue 24 4yacoB L0 1 NOC/Ae NpoUeaypbl.

* ANKOroflb MOXEeT BbI3BaTb pacllMpeHne KPOBEHOCHbIX COCYAOB U NOSABIEHWUE CUHAKOB.

e leNb Henb3si BBOAUTL B 06/1acTb, FAe Haxo4WTCs paccacbiBaloWMUiics UMMNAaHTaT, Hanpumep,

6uoferpagupyeMblie HATU ANa NUGTUHTA.

MHCTPYKUUA N0 NPUMEHEHUIO
Benotepo PeBaiiB (Belotero® Revive) CtpaHunua 5/4™ [
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MpaBunbHaa GuKcayns ynopa Ans nanbLeB NpU BBEAEHUN.

MpepynpexaeH /A

* MManypoHaT HaTpusa BbiNagaeT B 0Caf0K B NMPUCYTCTBUN YeTBEPTUUHbIX aMMOHUEBBLIX COJeEl
(Takmx Kak 6eH3anKoHWA xnopupg). TMo3ToMy pekomeHpyeTcs, u4To6bl benoTepo PesaiiB
(Belotero® Revive) He KOHTaKTUpOBaa C TAKUMW BellecTBaMU.

+ Coobwanocb 0 pefjKUX, HO Cepbe3HbIX HeXenaTe/bHbIX HABJIEHNAX, CBA3AHHBLIX C
BHYTPUCOCYANUCTbIM BBeAeHMWEM (UNNEPOB MATKUX TKaHel B NMU0, BK/AKOYAss BPEMEHHble WU
NOCTOSAHHbIE COCYAWUCTblI€ OCMOXHEHWUSA, HapylLleHue 3peHus, CAenoTy, WUIWEMUID TFOJIOBHOrO
MO3ra UauM KpPOBOMU3NNAHWE B MO3T, NMPUBOAALME K UHCY/IbTY, HEKPO3Y KOXMW W MOBPEX[EHUIO
OCHOBHbIX NIMLEBbIX CTPYKTYp. Bpay fonxeH HemefeHHO MNpPeKpaTUTb BBEefEHWEe NPOLYKTA,
ecnn y nauyueHTa NPOSABAAKTCA Kakue-nn6o vM3 cnefyrouwmx CMMNTOMOB, BK/OYas U3MEHEHUS
3peHuns, NpU3HaKnW MHCYNbTa, Nob6aefHeEHMNEe KOXWN UM HEeoOblUHYI0 60/1b BO BPEMSA UM BCKOpe
nocne npoueaypbl. MayneHTbl LO/DKHbI NOAYYUTb HEMELNEHHYHD MeAWLUWMHCKYH MOMOLWb U,
BO3MOXHO, 06cnefoBaHne y COOTBETCTBYIOLLEN0 NPAKTUKYIOLEro Bpaya-cneymanncra B cnyyae
BHYTPUCOCYANCTOr0 BBEAEHUSA.

e YpaaneHne wuan 3aMeHa MMnNaaHTaTta HeBO3MOXHa. [119 YCKOPEHNA paccacbiBaHUSA MOTyT 6bITb
MCMNONb30BaHbl MHBEKLUMN (EepMeHTOB ruanypoHujasa unm aoHrmgasa no BbIGOPY nevauiero

Bpauva.
» Busyanusauusa nocpegctsoM MPT n/unu ynbTpa3ByKoBOW AUAFHOCTUKM HEBO3MOXHA.

Mo60YHbIe 3P eKTbl N HeXenaTeNbHble ABNEHNSA

Bpay [Jo/KeH pacckasaTb 0 BO3MOXHbIX MOGOUYHBLIX 3hPeKTax U HeXenaTeSibHbIX SABAEHUAX

naumeHTam 4o Hadana npoueaypbl.

Mo6oyHble 3 PeKTbI:
B MecTax MHbekuWii nmocne BBeAeHUS MPOAYKTa B KOXY MOTYT pasBMTbCA peakuuu, KoTopble

CaMOCTOSATeIbHO MNpeKpalLalTcs B TeYeHUe HEeCKONbKUX AHel. Takue peakuumum BKAYaKT B
ceb6a OTEKWU, Yy3enKW uUAM O6YFrOpKU/WLIMWKK, KPOBONOATEKM/Nypnypy, reMaTtomMbl, 3KXWMO3,
YAOTHEHMSA, 3PUTEMbI/MOKPacHeHNA, 60/1€3HEHHOCTb, 60/b, o0b6ecuBeYMBaHuMe U NPYpPUT/3ya,
nokanbiBaHWe, MapecTe3nto, OHeEMeHWe, runectesnto, obpasoBaHWe KOPKW, cnej OT UMbl "
ANCKOM®MOPT MM pasgpaxeHue. VIHTEHCMBHOCTb TakKuX peakuuii B MecTaX BBeAeHMSA 00bIYHO

OblBaeT Nerko unu cpegHeii. Kpome Toro, B MecTe BBEAEHWUS MOXET MOSIBUTLCA MPEXofsilyee

VHCTpYKLMA N0 NPUMEHEHMIO

BenoTepo PeBaiiB (Belotero® Revive) CtpaHnua 6/-y-1i
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KpoBOTe4YeHMNE, KOTOpOe 06bIYHO CaMOCTOATE/IbHO npeKpawaeTca cpa3y nocne OKOHYaHWUA

MHBEKLNN.

HexenaTtenbHble ABNEHUSA:
B oTaenbHbIX cnydyaaxXx BO3MOXHO Hemef/ieHHOe W/AN OTCPOYEHHOe pa3BuUTUe OAHOVI nnn

HECKONTbKUX HUXXEMNepevyuncreHHblIX peakuynii B CBA3U C MCMO/b30BAaHUEM MPOAYKTOB'M3 NMMHENKM
Belotero®: KMWUCTO3Hble aKHe, MWAMMK, CYXOCTb KOXW (lWepwaBas Koxa nwuua, LWenyLeHue),
3po3Ms B MecTe BBeJeHWUSs, BoCMajieHUe, TPeMoOp, ynajoK CWU/, HapyleHuWe CO CTOPOHBI
NMM@aTUUecKol CUCTEMBbI, CbiMb, OLWYLLEHNE XOKEHUS, 60nb/Kap/NoBbilLeHNEe TeMnepaTypbl B
MecTe BBeAeHUS, MPypuT/3yA, KpanuBHUUA, remMaTtoma, TeNeaHrMosKTasus, 3KXMMO03, O0TeK
(BkKNtOYas numdpaTnUUecKNin 0TeK), ronoBHasa 6onb/uedanrusa, NPUNYXa0CTb, Hanps>KeHue, 0TeK
(BkNOYas HecnajawWuin 0TeK), TUMAep- UAN TUMONUTMEHTauUs, aHTMOHEBPOTUYECKUI OTeK,
YNAOTHEHWEe, BOAAbIPU, MNy3blpbKW, Nanynbl, 6yropok/wuwka (c BUAUMBIM  K/unu
nanbnMpyeMbliM MaTepuanom) UanM y3enok (BKAYas BocnannmTeNbHble Y3€1KUN), ONYX0NeBUAHOE
obpasoBaHue, rpaHyneMma (Bkaw4asd MNpusHakuM BOCNaneHUs M peakuUm Ha WHOPOLHOe Teno),
HEKpO3, UWEeMUs, OKK3NA COCYyAOB, 3ambonmsaumsa, WMHGPapKT, apdekT TuHaans (BkNtoudas
npocBeunBawLUiMecss XxoAbl OT BBeAeHUs ¢unnepa), MNOBbIWEHHAsA YYyBCTBUTENbHOCTD,
annepruyeckue peakuum (BKaYas NpUCTyn acTMbl, 0TeK KBUHKe, aHa(hUNaKTUUYECKU LWWOK 1Uan
chaBnMBaHWe ropna) Ha OAMH W3 KOMMOHEHTOB NpojykKTa (Hanpumep, Ha rMaaypoHOBYIO
kucnoty, BAA3), 3aboneBaHMsA nonocTM pTa U 3y60B, MNOPaXeHWe HEPBHON CUCTEMBbI,
nopaxeHune JIOP-cucTtembl (Hanpumep, 3an0XEHHOCTb Hoca, 60/1b B POTOr/0TKe, AUCreB3uUs,
pvHopes, HOCOBOE KPOBOTEUYEHWE, CUHYCUT, Npexogauias notepsa cnyxa), 601b Npu >XeBaHUWU,
yBefIMYeHNEe OKOMOYLIHbIX C/MOHHbIX Xene3, MblleyHas cyjopora, TpaBmMa/nopaxeHue MblLiL,
TOWHOTA, PBOTa, HapyweHue KpoBoobpaweHUs, npesobMopoyHoe cocTosAHue, 3aboneBaHue
nepugepuyecknx BeH, MNPUAMBBLI >Xapa, 6ecnokKoicTBO, BbI3BaHHOEe TpuNaHohobUei,
HeyLOB/eTBOPEHHOCTb M pas3oyapoBaHue nauueHTa (M3-3a OTCYTCTBUA WU CHUXEHUS
pesynbTaTa, YMEHbLIEHWS MJ0THOCTU/peaKLMun, HexenaTeNbHOro 3CTeTMUYECKOro addekTa),
Bble/ieHne B MecTe BBeAeHUS, MuUrpauusa wusgenusa, npobnema pacnpejeneHns nNpojyKTa
(HampuMep, KyMynsauus npogykKTa), BNaguHa B MecTe BBELEHWUS, BbIMYK/0CTb MOBEPXHOCTHbIX
BEH, Ype3MepHas KOoppeKuusa MAM MopaKeHue YepenHoO-mMO3roBblX HepPBOB (Hampumep, napanuy

YepenHoO-MO3rOBbIX HEPBOB, Mapasny MNLEBOr0 HepBa, HEBPaNTrua TPOMHMUHOIO HepBa).

Coobwanocb 0 pefKUX Cnyyasx CAefylUWMX HexenaTeNbHbIX SABAEHWI MNPU UCNONb30BaHUM
n3gennmini Ha OCHOBe TMaNypOHOBOI KMWCNOTbl, TaKMX KakK WHMeKUMU (Hanpumep, pPOXMUCToe
BocrnaneHue, ¢nermMoHa, BoOcnaneHWe MNOLKOXHOM KeTyaTKW, BK/KYas OTKPbITble WK
LpeHupytouwne paHbl u abcueccbl (3y6a), UMMETUro, NYCTyNbl), XPOHMYECKUE WUHGPEKUUN
(BkNtouvaa obpasoBaHMe 6MONNEHOK), pybubl, CTOMKOE HapylleHMe OKpPackKu KOXMW, CeHcopHas
ANChHYHKUNSA, HeTpomb6oTMyeckas 3mM60/MA  JNeroyvyHoii apTepun, a Takxke ob6pasoBaHue
CapKOWAHOW rpaHynembl y NauMeHTOB ¢ renatutom C M NoayyaBLWINUX NevyeHUe MHTepdepoHOM,
TpaBM TFO/I0BHOr0O Mo3ra (Hanpumep, BHYTpuUUepenHoe MPOHUKHOBeHMWe, cyb6apaxHoupjanbHoe
KPOBOW3NNSAHUE), Kocornasme, oTanbMonaiernsa, crnaiku pagyXHo 060104KM, KaTapakTa,
KOHBbIOHKTMBaNIbHOE KPOBOM3MAHUE, NTO3 BEKA U CMe30TeYEHNUE.

PUCK BO3HUKHOBEHWS TrpaHyfiembl, WWEMWUU, HEKPO3a W OKKJ3UU COCY[L0B Bblile npwu

WHBEKLMNAX B rNYy60KNe CAON KOXM U Npn 601bWKNX 06bemax.

VIHCTPYKUUS MO MPUMEHEHNIO

BenoTtepo PeBaiiB (Belotero® Revive) CtpaHuua 7/4411
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B NuUTepaType OMuUcaHbl OTAeNbHbIe CAy4Yaum HapyweHUs 3peHUs WAM  CNenoTbl  nocre
HenpejHaMepPeHHOro BHYTpMapTepnanbHOro BBeAeHUS.

MayneHTbl CO CBET/IbIM TUMOM KOXW 60/iee CKMOHHbI K Pa3BUTUIO HeXenaTeNbHbIX SBAEHUNA B
pesynbTaTe MHbeKUMW. OAHAKO Yy MNauMeHTOB C LBETHON KOXeil 60onee BepPOATHO pa3BUTUE
NocTBOCNANUTENIbHOW TUNEPNUIMeHTaumMm n/mnm obpasoBaHUs rMNEPTPONUYECKUX/KENOULHbIX
py6uoB Mocne WHBLEKUWMOHHbIX npoueayp. [lauymeHTbl € oOnNpefeneHHbIMU 3THUYECKUMMU
XapakTepucTukamm, Hanpumep, HaceneHune A3nun, [ONXHbI 6bITb NPOUHOPMMPOBaHbI 0 6onee
BbICOKOM pUCKe peakLnii TKaHel, TaKUX Kak 3y[, 0TeK, sapuTema, BocnaneHue.

[JaHHble 0 B3aMMOAEWCTBUM C MECTHbIMWU WAW  MECTHO-pPermoHapHbIMU aHecTeTUKaMMu

OTCYTCTBYIOT.
O6cTOATENbCTBA, MPU KOTOPbIX MNauMeHT [0fXKeH MNPOKOHCYbTUPOBAThCA C MEAVMLUHCKUM

paboTHUKOM

MayneHTbl J4O0/IKHbI 6bITb MPOUHCTPYKTMPOBaHbI 0 HEO6XOAMMOCTM CO0OLWMUTL CBOEMY Bpauy o
N6bIX NO60YHBIX 3 peKTax NPOLO/IKUTENBHOCTbIO 60NblLUe HeLeNn, U HEMELNEHHO O NH06bIX
HeXxenaTesibHbIX ABMIEHUSAX, 0COGEHHO ecnu y nauueHTa HabnwgalwTcAa W3MEHEHUS B 3peHUu,
NPU3HAKM UHCYNbTa (BKAOYasa BHe3anHble HApyLEHNs peyn, OHeEMeHMe nnum cnabocTb B 06nacTu
nuua, pyK wWnnM HOr, 3aTpyAHeHUs npu xonbb6e, ob6BMcaHWe nuua, cuabHas ronoBHas 60b,
ro/1I0BOKPYXXeHWE UAN CNYTAaHHOCTb CO3HaHMA), 6/1e4HOCTb KOXW UAM HeobblyHas 60/1b BO BpemA
Wnu BCKOpe nocne npoueaypbl. B nogo6HoM cnyyae Bpay MOXET HasHauyuTb nNauUeHTy

COOTBETCTBYIOLLEE leUeHUe.

YcTaHOBKa UMbl Ha wWnpuy,
Ona onTumanbHoro npumeHeHua bBenotepo PeaiiB (Belotero® Revive) BaXHO0, 4To6bl uUrna

6blna HagnexawMum o6pasoM npucoegmHeHa K wnpuyy. Cm. pucyHkm 1,2, 3 un 4.

1. Kpenko yaepxuBaiTe CTeKASAHHbIA LUWAWHAP WNpuua M HaKOHEYHUK Tuna Jlyep-Jlok
MeX Ay 60NbWKUM N yKasaTeNbHbIM Nanblamu.

2. Opyroin pykoin Kpenko cxBaTuTe U OTKPYTUTE 3arnyLKy.

3. HagaBuTe 1 3aKpyTMUTe UIy Ha LUNPULUE A0 OWYUIEHUS cOoNpoTUBNeHNsA. He 3aTaruBaiiTe
CAMWKOM CUNbHO. CHAUWKOM CUNbHOE 3aTArnMBaHuWe WrAbl MOXeT MNPUBECTU K [LBUXEHWUIO
HaKOHeYHMKa Tuna Jlyep-JIOK 1 ero CMeLLeHUI0 Co LWnpuua.

4. MpogomkaiiTe yAepXnWBaTb HaKOHEUHWK Tuna Jlyep-J/I0OK U CHUMWUTE MpPefoxpaHUTenbHbli

Ko/nna4yokK C Urnbl.

MHCTPYKUUSA N0 NPUMEHEHUIO
BenoTtepo PeBaiiB (Belotero® Revive) CtpaHuua 8/4™[,
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TpaHCNOpPTUPOBKA, XpPaHEHNE N NPUMEHEHNE
XpaHnTb Npu Temnepatype oT 2_°C pgo 25_°C. 3awuwatb OT CBeTa U 3amep3aHud. MN3beraTb
MexaHMuyeckmx ygapoB. [lpousBoguTenb He nNpegbaBAseT Tpeb6oBaHWI K BAAXHOCTU MU
aTMocthepHOMY AaB/IEHUIO.

PekoMeHAyeTCS BbIMONHATbL MHBEKLMIO NPU KOMHaTHOM TemnepaTtype (oT 15 °C go 25 _°C).
MmnnaHTaT npefHasHayeH A/ UCNOMb30BaHWSA BO BHYTPEHHeN cpefe opraHusma. WMspgenus
McnpaBHbl B MpoLecce aKcnayaTayum npu Bo3aeincTBmm temnepatyp ot 32_°C go 42 °C.
TpaHcnopTUpOBKa OCYLLEeCTBASETCA B KapTOHHbIX KOpo6Kax, BHYTPb KOTOPbIX Y/0XeHa

noTpe6uTenbcKas ynakoBKa. lMepeBo3Ka N06bLIMU BUAAMU TpaHCnopTa nNpu TemnepaType oT 2

°C go 25 °C He BNuMsAeT Ha CBOlCTBa NPoAYyKTa.

YTunnsauns
Ha TeppuTopum Poccuiickoin depepaynmm WUCMNONb30BaHHbIE M YaCTMUYHO WCMNO/Ib30BaHHbIe

wnpuubl U UrNbl 4189 WHbEKUUM MOTYT OblTb GMONOMMYECKN OMacHbIMWU UM MNOTOMY [OJIXKHBI
paccmaTpuBaTbCad U yTUNU3MpoOBaTbCA B cooTBeTcTBUM ¢ CaHlnH 2.1.3684-21 «CaHuTapHo-
aNnAeMmnonornyeckne TpeboBaHUS K COAEPXAaHWUK TeppUTOPUA TOPOACKUX U CENbCKUX
nocefeHnM, K BOAHbIM 06beKkTaM, nMNUTbeBOW BOLe W NUTbeBOMY BOAOCHabGXEHWU!O,
aTMOoC(hepHOMY BO3AYXY, MOYBaAM, >XMWU/bIM MOMELLEHMAM, 3KCNayaTaumm MNPOU3BOLCTBEHHbIX,
00U eCTBEHHbIX MOMELLEHU, OpraHn3aLmMn 1 NPoOBeAEeHNI0 CAHUTAPHO-NPOTMBO3INUAEMNYECKNX

(NpothnnakTUYECKNX) MEPONMPUATUIA» KaK OTHOCALW MeCA K Knaccy onacHoctu b.

Tpe6oBaHUA K OXpaHe OKpYy>Katolleir cpeabl

Mpu Hagnexalelii yTunnusaunum Bpea oKpyxatuieit cpefe He HAHOCUTCS.

VHCTPYKUMS N0 NPUMEHEHMIO

BenoTepo PeBaiiB (Belotero® Revive) CTpanuua 9/4-3-1J.
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OcTopoxHo!

O6paTUTeCh K MHCTPYKL UMW MO MPUMEHEHUIO.

He ncnonb3oBatb NpU NOBPeXAeHNUU YNaKOBKN.

O,qHOKpaTHOG npnmMmeHeHue. He ncnonb3oBaTb MOBTOPHO.

He cTtepnnnisoBaTb MNOBTOPHO.

OTKpoliTe 6nucTep, MNOTAHYB 3a KPbIWKY 61UcTepa B HamnpaBiieHUM,

yKa3aHHOM CTPesKOiA.

CtepunbHo. CTepununsoBaHo B/IAXHbIM TensoM. TONbKO refib ABNAAETCHA
CTEPUNbHbIM, HO He BHELHAS NOBEPXHOCTb WNpuLa.

CtepunbHo. CTepunusoBaHO pagunaunein. TonbKo wWrna sBnsercs
CTEPUNIbHOM, HO He BHELIHSASA NOBEPXHOCTb YNaKOBKU UTbI.

Mpegen Temnepatypbl xpaHeHua: 2 °C - 25 °C

JaTta n3rotosneHusa

Mcnonb3oBaTth 0

Homep cepun
MapkupoBka CE cornacHo PernameHty (EC) 2017/745 OTHOCWUTE/IbHO
MeAULMHCKUX u3fenunin. locne AaHHON MapKUPOBKW CcnefyeT HoMep

YMO/SIHOMOYEHHOr0 opraHa.

N3roTtoBuTenb

Homep no katasnory

CucTema ¢ 0fMHApPHbIM CTEPUSIbHBIM 6apbepom

WHCTPYKUMS MO NPUMEHEHUIO

BenoTtepo PeBaiiB (Belotero® Revive)

CtpaHnuya 10/47
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Saude

AT

CepTudmkaynmoHHblii 3Hak INMETRO 1 HoOMep HOTUDULUPOBAHHOTO OpraHa

MpousBoguTens Benotepo PesaliB (Belotero® Revive):

«AHTeic C.A.» (Anteis S.A))
18 Chemin des Aulx,
CH-1228 Plan-les-Ouates,
Geneva, L Benuapus

YNONHOMOYEHHbIN NpeAcTaBUTENlb W3rOTOBUTENSA Ha TeppuTopun POCCUMICKOMN
|.|.|I depepauymu:

OO0 «Mepuy Papma»
125124, ropog MockBa, ynuua 3-a4 AMCKOro nonsd, oM 2, kopnyc 26, atax 2, nomew,eHue VII,

KomMHaTa 29
Ten.: +7 (495) 653-8555, hakc: +7 (495) 653-8554, e-iw iiOji. noyTa: info@merz.ru

YcnoBua rapaHTumn
«AHTelic C.A.» (Anteis S.A.)), 18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva,

L Beiyapusa, B Ka4yecTBe npoussogutens benotepo PesaliB (Belotero® Revive), rapaHTupyeTt
cooTBeTCTBMe NpoaykKTa Bcem napaNreTpaM v cBOWCTBaM, YKa3aHHbIM B JaHHOM LOKYMeHTe, Npu
CcO6MI0AEHNMN YCNOBUIA TPaAHCMNOPTUPOBKMW, XpPaHEHMS W WCNO0b30BaHMSA B COOTBETCTBMM C

WHCTPYKLMER MO NPUMEHEHUIO B TeUeHMe A4BYX NIeT ¢ AaTbl NPON3BOACTBA.

A Jata 10.04.2024

VIHCTPYKUUSt NO NPUMEHEHWIO

Benotepo PeaiiB (Belotero® Revive) CtpaHunua 11/441_
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MepeBOA AaHHOTO TEKCTA BbIMOMHEH MepeBOAUYMKOM MantolWwoBoilt AHHOW AHApeeBHOI

MnoAMUCH

Poccuitckaa ®epepayuns
Mopof MockBa
JBajuaTb 4YeTBEPTOro MIOHA ABe ThbiCAYN ABajLaTb YeTBepPTOro roja

A, Bepemuini Hataniba MropeBHa, BPEMeEHHO WCMONHSAKOLWAA 0653aHHOCTH
Bepemuii KOnun MropeBHbI, CBUAETENLCTBYIO MOATMHHOCTE NOANMCK Nep~MayHKa
AH[LpEeBHbI.

Moanuckb caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb nognucaBLLero JOKYMEHT yCTaHOBJ/IEHaA.

3apeructpupoBaHo B peectpe: No 77/2194-H/77-2024-

YnnayeHo 3a CoBepLUEeHMe HOTapuanbHOro gectems: 400 py6. 00 kon.

noAMncChb MepboBas nevaTtb MepboBasa neyatb
HoTapuyca r. MocKkBbl HoTapuyca r. MocKBbl

Bepemuii HO.U. Bepemuin HO.U,

H.N. Bepemnii

Bcero npolwHypoBaHo, NpoHyMepoBaHa
N CKpenJeHo neyartbto 22 nnct(-a,-0B).

BPUO HoTapuyca: noanncob
Poccuiickasa degepaymns
Mopos MockBa

[ABafuaTb YeTBEPTOro MIOHS ABe TbiCSAUYN ABajLATb YeTBEPTOro roja

A, Bepemnii Hatanbs VropeBHa, BPeMeHHO WCMNOMHAWOLWAA 0093aHHOCTM HoTapuyca ropoga MOCKBbI
Bepemuii KOnum ViropeBHbl, CBUAETENLCTBYH BEPHOCTb KOMUM C NPEACTaBNEHHOr0 MHe JOKYMeHTa.

3aperncTpu 077/2194-H/77-2024-9g,aS

Ynnaye bHOro felicteua: 2300 py6. 00 kon.

H.N. Bepemuii

Bcero npowHypoBaHo, NPOHYMEPOBAHO
N CKPEMNeHo neyaTbio 22 nucTt(-a,-0B).

BPWO HoTapuyca:
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