INSTRUCTIONS FOR USE FOR BELOTERO® SOFT LIDOCAINE
MERZ AESTHETICS

Belotero line, viscoelastic implant based on cross-linked sodium hyaluronate
for correction of depressions of tissue, in the following versions:
1) Belotero SOFT Lidocaine, consisting of:

e implantable gel, in a 1.0 ml syringe -1 pc.,
Seen exclusively for the legalization of

. sterile needle 30G \Z 0,3 x 13) - 2 pcs.; . .
( Jo2p the above signature of Mrs Anne-Sophie

 label - 2 pcs.; Dreano.

' The undersigned notary assumes no
»Instructions for use - 1 pc. responsibility for the validity and
2) Belotero BALANCE: conteni/dflhB.tsfesentdocurnent

Belotero BALANCE Lidocaine;

Belotero LIPS Contour,

consisting of:

e implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc.;
* sterile needle 27G \k(0,4 x 13) and 30G \2(0,3 X 13) -1 pc. each;
e label - 2 pcs.;

* Instructions for use - 1 pc.

3) Belotero INTENSE:

Belotero INTENSE Lidocaine;

Belotero LIPS Shape,

consisting of;

< implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc,;
* sterile needle 27G \2(0.4 x 13) - 2 pcs;

* label - 2 pcs.;

¢ Instructions for use -1 pc.

1. Description

BELOTERO Soft Lidocaine is a sterile, non-pyrogenic, viscoelastic, colourless, transparent
cross-linked sodium hyaluronate gel of non-animal origin in a physiological phosphate
buffer.

BELOTERO Soft Lidocaine contains 0.3 % of lidocaine hydrochloride.

2. Presentation

BELOTERO Soft Lidocaine is presented in a single use pre-filled glass syringe sterilized by
moist heat. Each box contains one instruction leaflet, one syringe, two traceability labels
and two sterile CE-marked needles for single use only. The dimensions of needles are
stated on the external box.
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3. Composition:

Cross-linked sodium hyaluronate: 20 mg/rni
Lidocaine hydrochloride: 3.0 mg/ml
Phosphate buffer pH 7 g.s.: 1 ml

4. intended Use/Indicatlons

4. L Intended Use

BELOTERO Soft Lidocaine is an injectable biodegradable implant intended for enhance-
ment of skin tissue to fill skin depression.

The presence of lidocaine aims to reduce local pain associated with the injection of the gel
and to improve patient comfort

4.2. Indications

BELOTERO Soft Lidocaine is indicated for injection into the superficial to mid-dermis for
treatment of perioral fine lines.

5. Posology and administration method

BELOTERO Soft Lidocaine is designed to be injected into the superficial to mid-dermis by
authorized practitioners who have appropriate training, experience, and who are knowl-

edgeable about the anatomy at and around the site of injection in order to minimize the
risk of potential complications.

BELOTERO Soft Lidocaine can be injected with the blanching technique.

Inject BELOTERO Soft Lidocaine slowly and not too fastto apply the least amount of pres-
sure necessary, according to the appropriate injection technique using the provided nee-
dles.

The risk of an intravascular injection can be reduced by different strategies, including aspi-
ration 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 of the main arteries, and manual occlusion of the origin of 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, fan-
ning, cross-hatching or serial (micro)puncture. The quantity of product to be injected de-
pends on the area to be corrected.

BELOTERO Soft Lidocaine 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 Soft Lidocaine, 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 in-
jection.

If the needle becomes obstructed and the injection pressure is too high, stop the injection
and change the needle.
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The quantity of the gel to be injected depends on the area to be treated and the correction
to be achieved. Do not over-correct.

The graduations on the syringe label are 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 injec-

tions, or nerve blocks depending on the injection site and size of needle used), should be
assessed.

6. Contra-indications
BELOTERO Soft Lidocaine is contra-indicated:

e In case of known hypersensitivity to one ofthe product's components, especially to sodium hya-
luronate, lidocaine hydrochloride, BDDE orto amide-type local anaesthetics,

e In pregnant and breast-feeding women,

e In patients under 18 years old,

e In patients presenting a general infection,

*« In patients presenting an active auto-immune disease.

Do not inject BELOTERO Soft Lidocaine into blood vessels.

Do not inject BELOTERO Soft Lidocaine into skin areas presenting active cutaneous inflam-
mation or infection due to e.g. immunological, allergic, bacterial, fungal or viral causes.

Do not inject BELOTERO Soft Lidocaine into an area previously treated with a permanent
dermal filler.

7. Precautions for use

Health care practitioners are encouraged to discuss all potential risks of soft tissue injec-
tion 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 Soft Li-
docaine in patients presenting a history of severe multiple allergies or anaphylactic shock,
the practitioner must decide whether to inject BELOTERO Soft Lidocaine 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. It 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 injection.

It is recommended not to inject BELOTERO Soft Lidocaine in patients with a history of
streptococcal diseases and in patients pre-disposed to hypertrophic scars or keloids.
BELOTERO Soft Lidocaine can be used in combination with other Belotero® products dur-
ing the same session but in different facial areas. Instructions for use of each product
should be followed.

No clinical data is available on the injection of BELOTERO Soft Lidocaine into patient with a
Fitzpatrick skin type V/VI.

BELOTERO Soft Lidocaine 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 bene-
fits but also adverse events can be cumulative and causality of adverse events could
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become difficult to determine. Instructions for use, depth of injection and appropriate rec-
ommendation of each product should be followed. No clinical data are available on the in-
jection of BELOTERO Soft Lidocaine into an area already treated with other aesthetic prod-
ucts or procedures.

BELOTERO Soft Lidocaine must not be used in association with other aesthetic techniques
such as peeling, dermabrasion, or any type of laser treatment before complete healing of
the last treatment. In any case, even if the healing occurs earlier, BELOTERO Soft Lidocaine
must not be used earlier than 2 weeks after the last treatment. No clinical data is available
on the combined use of BELOTERO Soft Lidocaine 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- inflamma-
tory drugs (NSAIDs; e.g. aspirin, ibuprofen)), or other substances known to increase coagu-
lation time (vitamins or herbal supplements, e.g. Vitamin E garlic, Ginkgo biloba and St.
John' sWort), 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 Soft Lidocaine into patients with a history of previous herpetic
eruption may be associated with herpes reactivation and HHV related diseases (e.g. pityria-
sis rosea).

In cases of patients suffering from epilepsy, impaired cardiac conditions, severely impaired
hepatic function or severe renal dysfunction or porphyria, the practitioner must decide
whether to inject BELOTERO Soft Lidocaine on a case-by-case basis depending of the na-
ture of the disease as well as the associated treatment.

Practitioners and athletes should consider that lidocaine may produce positive results to
anti-doping tests.

It should be noted that the presence of lidocaine may cause local redness, hypersensitivity
or transient loco-regional numbness.

For normal healthy adults it is recommended that the maximum total dose of lidocaine HCI
(without epinephrine) does not exceed 300 mg (or 4.5 mg/kg) per session. Overdosage of
lidocaine HCI usually results in signs of the central nervous system or cardiovascular tox-
icity.

When using concurrently (topical administration--m)/ the total administered dose of lido-
caine should be considered. The concomitant use of other local anesthetic agents or
agents structurally related to amide-type local anesthetics should also be considered since
the systemic toxic effects may be additive.

Care should be taken for patients with congenital methemoglobinemia, with glucose-6-
phosphate dehydrogenase deficiencies and patients who are receiving concomitant treat-
ment with methemoglobin-inducing agents.

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 Soft Lidocaine 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.
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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 expo-
sure 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.

8. Warnings
« Sodium hyaluronate precipitates in the presence of quaternary ammonium salts (such as ben-
zalkonium chloride). It istherefore recommended that BELOTERO Soft Lidocaine does notcome

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
impairment, blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necro-
sis, and damage to underlying facial structures. Practitioners should immediately stop the injec-
tion if a patient exhibits any ofthe following symptoms, including changes in vision, signs of a
stroke, blanching ofthe 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.

As with all dermal filler procedures, BELOTERO Soft Lidocaine should not be used in vascular rich

areas. Use in these areas, such as glabella, nose, temples and periorbital regions, has resulted in

cases of vascular embolization and symptoms consistent with ocular vessel occlusion.

9. 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 spontane-
ously within a few days. This includes swelling, nodule or lump/bump, bruising/purpura,
hematoma, ecchymosis, induration, erythema/redness, tenderness, pain, discoloration and
pruritus/itching, tingling, paraesthesia, numbness, hypoaesthesia, scabbing, needle mark
and discomfort or irritation. These injection site reactions are generally of mild or moder-
ate 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 of the 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 dryness (rough facial skin, exfoliation), injection site erosion, inflammation, shiv-
ering, 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 (in-
cluding persistent swelling), hyper- or hypo-pigmentation, angioedema, induration, blister,
vesicle, papule, lump/ bump (visible and/or palpable material) or nodule (including inflam-
matory nodules), mass, granuloma (including inflammatory signs and foreign body
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reactions), necrosis, ischemia, vascular occlusion, embolization, infarction, Tyndall effect
(including translucent chords), hypersensitivity, allergic reactions (including asthma attack,
Quincke' sedema, anaphylactic shock or throat tightening) to one of the product' s
components (e.g. hyaluronic acid, BDDE, lidocaine hydrochloride), oral and dental disor-
ders, 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 in-
jury/disorder, nausea, vomiting, circulatory collapse, presyncope, peripheral venous dis-
ease, hot flush, anxiety caused by trypanophobia, patient dissatisfaction and disappoint-
ment (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, overcorrec-
tion or cranial nerve disorder (e.g. cranial nerve paralysis, facial paralysis, trigeminal neural-
gia).

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

The risk of granuloma, ischemia, necrosis and vascular occlusion is higher with deep injec-
tions and high volumes.

Isolated cases of visual impairment or blindness following unintentional intra-arterial injec-
tion have been reported in literature.

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, arms, or legs, difficulty walking, face drooping, severe head-
ache, 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.

Patients with lighter skin types are more likely to develop injection-related adverse events.
However, patients with skin of color are more likely to develop post-inflammatory hyper-
pigmentation and /or hypertrophic scar/keloid formation following injection procedures.

Patients with specific ethnic characteristics, e.g. Asian population, should be informed of a
higher risk of tissue reactions, e.g. itching, swelling, erythema, inflammation.

« There is no known interaction with other local or loco-regional anaesthetics.

10. Assembly of needle to syringe

For optimal use of BELOTERO Soft Lidocaine it is important that the needle is properly con
nected to the syringe. See diagrams 1, 2, 3 and 4.

1. Firmly hold the glass cylinder ofthe syringe and the Luer-lock adaptor between the thumb

and the index fingers.
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2. Grasp the protective cap with the other hand and unscrew it.
3. Push & Twistthe needle on the syringe until a resistance is felt. Do not over-tight. Over-tight-
ening ofthe needle may lead to the Luer-iock moving and dislodging from the syringe.

4. Keep holding the Luer-lock and remove the sheath from the needle.

11. Transportation, storage, use
Store between 2°C and 25®C Protect from light and freezing.
Avoid mechanical shocks.

The manufacturer has no requirements to humidity and atmospheric pressure

12. References

Updated documentation may be available from ANTEIS S.A., Switzerland.

Disposal

In the territory of 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 of manufacturing and communal areas, to organization and realization of san-
itary and anti-epidemic (preventive) events” as belonging to hazard class B.
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Requirements for environmental protection
The device should be disposed of in accordance with any applicable local/
national regulations. With proper disposal, there is no harm to the environment.

Terms of warranty:

Anteis SA, 18, Chemin des Aulx/1228 Plan-les-Ouates, Geneva, Switzerland, as the manufacturer of Be-
lotero Soft Lidocaine guarantees the compliance ofthe product with all parameters and properties speci-
fied in this document, subject to the conditions of transportation, storage, and use in accordance with the

instructions for use for two years.

Warning fragments

)I( Caution

Consult instructions for use
Do not use if package ts damaged.
Single use product. Do not re-use

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

r
Sterile. Sterilized by moist heat. Only the gel is sterile, but not the outside of the

STEMLE I syringe.
Sterile. Sterilized by irradiation. Only the needle itself is sterile, but not the out-

STBVLE R . .
side of the needle packaging.

r Temperature limit of storage: 2“C- 25 “C
En

Date of manufacture

Use>by date
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Batch code

LOT

c € CE mark in accordance with Directive 93/42/EEC relating to medical devices. This
mark is followed by the notified body number.

l Manufacturer

Authorized Representative in the European Community

n ¢ of BELOTERO Soft

Anteis SA

18 Chemin des Aulx
1228 Plan-les-Ouates
Switzerfand

European Community Representative:
Merz Aesthetics GmbH

Eckenheimer Landstrasse 100

60318 Frankfurt

Germany

Distributed by:

Authorized Representative in RF

Merz Pharma LLC

3rd street Yamskogo Polya 2 bid.26, 2nd . oor, premises VI, room 28;
125124, Moscow |

Tel +7(495)8538565

www.merz.ru

Date of the instructions for use
2022-05-16

Belotero Soft Lidocaine 9

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

-




& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




AHH-Codon ipearo (Arme-Sophie Dreano)

PykoBoAuTeNb M0 BOMNpPOCaM perncTpaumm n 06ecneyeHnio kauecTsa
/noanuce/

30.08.2023 .

MpOCMOTPEHO UCK/OUUTENBHO AN1S YAO0CTOBEPEHMA
NOA/MHHOCTM noanucy r-xu AHH-Codm [peaHo,
MPOCTaBNEHHON BbILLE.

Hu>KenognucasLniics HOTapuyc He HeceT
O0TBETCTBEHHOCTY 3a AECTBUTENLHOCTb 1
cofiep>KaHue HacTOALLEro JOKYMEHTa.

YKeHesa, 11-e ceHTa6pa 2023 T.
[MevaTs: CaHgpuH LUatenaHa (Sandrine Chatelanat),

HoTapuyc r. XKeHesa]
/nognuce/

NHCTPYKLUA MO NPUMEHEHWIO BEJTOTEPO® COPT CNINAOKANHOM (BELOTERO SOFT

LIDOCAILNE)
MERZ AESTHETICS

MmnnaHTate BA3KOYNPYrMMun cCBOCTBAMM HA OCHOBE MepeKpecTHO-CLUMTOro rrnasypoHara Hatpus
ANA Koppekunn penbeda TkaHel nnHnn «benotepo» (Belotero), BapnaHTbl MCNOSTHEHUS:

1) «benotepo COPT c nupgokanHom» (Belotero SOFT Lidocaine), B cocTaBse:

e reflb UMNAAHTUPYEMbIN, B wWnpuue o6bemom 1,0 ma -1 wr.;

e urna ctepunbHas 30G yr (0,3 x 13) - 2 wr;

e 3TUKETKa - 2 WT.;

* WHCTPYKLMS MO NPUMEHEeHuo - 1 wr.

2) NnHelika «benotepo BAJTAHC»:

» «benotepo BAJIAHC c nugokanHom» (Belotero BALANCE Lidocaine);
» «benotepo INMC KoHTyp» (Belotero LIPS Contour),

B COCTaBe:

* resib UMNAaHTUPyeMblid, B wWnpuye o6svemom 1,0 ma nam 0,6 mn - 1 wr.;
e urna ctepunbHasa 27G vi (0,4 x 13) n 30G ¥ (0,3 x 13) - no 1 wr,;

e 3TUKETKa - 2 WrT.;

* WHCTPYKLMS MO MPUMEHEHU0 -1 wr.

3) NInHeiika «benotepo MHTEHCx:

* «benotepo MHTEHC c nugokanHom» (Belotero INTENSE Lidocaine);
« «benotepo IMMNC Wein» (Belotero LIPS Shape),

B COCTaBe:

e reflb UMNAaHTMpyeMblii, B wnpuue o6vemom 1,0 mn nam 0,6 ma - 1wt
e urna ctepunbHaa 27G # (0,4 x 13) - 2 wr,;

e 3TUKETKa - 2 WT.;

* WHCTPYKUWUSA NO NpUMeHeHuto -1 wr.

1. OnucaHune

«BEJIOTEPO CodT C TMA0KanHOM» ABMAETCA CTEPU/IbHLIM, annporeHHbIM, BA3KO3/1aCTUYHBIM,
6ecuBeTHbIM, MPO3pPaYHbIM resieM NepekpPecTHO-CLUMTOro HaTpUsa rnasypoHara HeXUBOTHOTO
npoucxoxageHna B gusnonornyeckom dpocgatHom 6ycpepe.

«BEJIOTEPO Cotht c nnpgokamHoM» coaepxut 0,3 % nugokanHa rugpoxaopuaa.

«benotepo CodiT C NMMAOKANHOM>»
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2. dopma BbInycka

«BEJIOTEPO CothT c nnaoKanHOM» BblMyckaeTcsA B NpeABapuTesibHO 3aN0/IHEHHOM CTEK/IAHHOM
wnpuue AN 0OAHOKPATHOIo NPUMEHEHNSA" CTEPUIM30BAHHOM B/I@XHbIM XapoMm. B kax ol nauke
COAEPXNTCA Of4HA UHCTPYKLUUA NO NPUMEHEHWNIO, OAUH LWINPUL, ABE 3TUKETKN ONA NPOCNeXuBaHus
N ABE CTepwusibHble UMbl ANA OAHOKPATHOrO NPUMEHeHUs ¢ Mapkuposkoi CE. Pasmepsbl urn
yKa3aHbl Ha BHellHeli ynakoBke.

3. CocTaB

MepeKkpecTHO-CWINTLIA HaTpus rnanypoHat: 20 mr/m
NnpokanHa rmgpoxnopugd: 3,0 mr/mn

docdaTHbIN 6ydep pH 7, B gOCTATOYHOM Ko/undecTBe: 1 M

4. HasHauyeHne/nokasaHus

4.1. Ha3Ha4yeHue

«BEJIOTEPO CodiT ¢ NMg0KanHoM» - 3TO MHBbEKLWOHHbIN Buopasnaraemsiin punnep,
NCNoMb3yeMbI O/ Hapalw,mBaHus gepMasbHOW TKaHW C Lesiblo 3ano/IHEHUSA KOXHbIX YrAy6eHunid.
MpucyTcTBUE NMUAOKanHa CnocobCTBYET YMEHbLUEHUIO STIOKa/IbHO 6011, CBA3AHHOI C
WHBEKLUMOHHbIM BBELEHVNEM T€/is, U MOBbLILWEHNIO YPOBHA KOMdpopTa nauneHTa.

4.2. lNokasaHunsa
«BE/IOTEPO CohT ¢ nAngokamHom» npegHasHayeH ANns  MHbEKUMOHHOroO BBEAEHUA B
NOBEPXHOCTHbIE W CpefHME C/IoM AEPMbl A1 KOPPEKUUMN NepnopasibHbIX MOPLU,UH.

5. [Jo3MpoBKa 1 cnocod NnpuMeHeHus

«BENNOTEPO CochT ¢ nuaokanHom» npegHasHayeH 0719 BBeAEHUS B NOBEPXHOCTHble U cpefHue
CNnon p[epmbl arTecToBaHHbLIMU MPakTUKYOLW, UMW Bpayamu, MpoweawnuMm COOTBETCTBYHOLW,YIO
NnoAroTOBKY, UMELMMN ONbIT U FNy60oKMe 3HaHUA aHaTtoMun B 06nactv BBeAeHUsA U Nobam3ocTu
OT Hee, YTOObl CBECTU K MMHMMYMY PUCK BO3MOXHbIX OCIOXHEHMWIA.

Jonyckaetca BBegeHue «BEJ/IOTEPO bBanaHc C /nMgoOKauHOM»  MOCPEACTBOM  TEXHUKU
61aHWnpoBaHus.

Beoautb «BEJIOTEPO CothT ¢ nuagokanmHom» cnepgyer mMmefneHHo, 6e3 crnewku, MNpUMeHsas
MWUHUManbHOe Heob6xoanMoe faBsieHne, B COOTBETCTBUM C MPUMEHSAEMOl TEXHUKOV BBEAEHUA U C
ncnosb3oBaHMem npuaaraembix Ur.

Puck BHYTpPUCOCYANCTON MHBEKLMUN MOXET ObiTb CHUXXEH MYTEM NMPUMEHEHUS pPa3/InYHbIX TAKTUK, B
TOM uuc/e acnupauuiy nepej WHbeKUWUeER, MCNONb30BAaHUS MEHbLWNX 06BHEMOB U BbINOSIHEHUSA
cepumnm MHbEKUMA B 06N1acTU NOBLILWEHHOTO pUcka, 06paboTKM OA4HOI CTOPOHbI 3a pas, cobupaHus
KOXW B CKAagKy/HaTshKeHUst KOXKW, u4To6bl o0cCcBO6OAMTbL 60/Mblue MecTa Hajg BeTBAMMU
MarucTpasbHbIX apTepuil, a Takke PYYHOW OKK/IO3MM MecTa OTXOXAEeHUs Hab/10KOBbIX COCY[0B
HEAOMWHUPYIO UM nanbueM. Tynble KaHAW CnoCOOHbl YMEHbLWUTb, HO He YCTPaHuTb pPUCK
NMOJIHOCTbIO.

K obwum pekoMeHayeMbiM MeToAaM WHBEKULMOHHOIO BBEAEHWSA OTHOCATCA, Hanpumep,
NIVHEHOEe WU CepuiiHOEe BBEJEHME, BeepHass TEexHMKa, LWTPUXoBka WM  CepuiiHblie
(Mukpo)npokobl. Konmyectso BBOAMMOIO U34eus 3aBMCUT OT KOPPEKTUPYEMOIi obnacTtu.
«BENNOTEPO CodbT ¢ nugokanHom» crefyeT BBOAUTb B Hagnexalwmx acenTuyecknx ycrioBusaxX B
yyacTKM 3[0pOBOIM KOXW, He cogepxawwue BocnasneHui. o Hayana BBefeHUS Heob6XoAUMO
TwarenbHo NpogesnHuumnpoBaTb NaaHMpyemMyo 061acTb BbINOSIHEHUS UHBEKLMWNA.

Ons  ob6ecnedyeHuss onNTMMaNbHOro wucnosnb3oBaHua «BEMIOTEPO CoT € AnMAgoKamHOM»
pekomeHayeTca cobupaTb uUrny B COOTBETCTBUM CO CXeMaMu, TMNPUBEAEHHLIMU  HUXE.
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! HeHagnexawas c6opka MOXEeT Bbl3BaTb OTCOEAMHEHME WIMbl OT wnpuya u (Uan) yTeuky rens B
/  MecTe N03pPOBCKOr0 COeMHEHNS BO BpeMsl NMPOBEAEHUS NHBEKLNUN.
B cnyyae 3acopeHus urnbl 1 U36bITOYHO BLICOKOTO AaB/IEHUSA NPU BBeAEHWUW cnedyeT NpekpaTuTb
BBEAEHUE W 3aMEHUTL UINY.
/ KonuyecTso BBOAWMOIO refs 3aBMCUT OT o6GpabaTbiBaemMoil 06nacTv M pesysibTaToB, KOTOpble
/ HEO6X0AUMO AOCTUTHYTb. He crieqyeT NpoBOANTb M3GLITOUHYIO KOPPEKLMIO.
MpagyvpoBKa Ha 3TMKETKE LWNpuua SIB/ISeTCS OPUEHTUPOBOYHOW M nMpegHasHayeHa TOMbKO ANA
MHOPMUPOBAHUSA NOJSIb30BATESS.
Mocne 3aBeplUeHUss WHbEKLUWUM cfefdyeT akkypaTHO nomaccupoBaTh 06paboTaHHyt 06/1acTb,
uTOGLI 06GecneYnTb paBHOMEPHOE pacnpeeneHne usaenus.
[o Hauyana npoueayp creayeT OLEHUTb Le/ecoo6pasHoCTb UX MNPOBeAeHUs y nauueHta wu
NnoTPeBHOCTb NalueHTa B 06€3601MBaHUN (MECTHble aHecTeTUKWU, NakeTbl CO NbAOM, MeToAbl
OTB/IEYEHUSA BHUMAHUSA, UHBEKLMN MECTHbIX aHECTETUKOB UNKN 610Kaabl HEPBOB B 3aBUCUMOCTM OT
MecTa MHbEKLMU 1 pasMepa UCNOoMb3YEMON UMbl).

6. MpoTmMBOMNOKasaHuA

MpumeHeHne «BETOTEPO CodhT € NMA0KauHoM» NpoTMBONOKa3aHo:

* B cnyyae uctopum noBbILWEHHON YYBCTBUTENILHOCTU K O4HOMY W3 KOMMOHEHTOB u3genus, B
0COOEHHOCTM, K HaTpus  rvanypoHaty, nugokamHa rugpoxsaopuay, Aras[  wnm
MeCTHOAHeCTe3upyLWmm cpegcTteam aMnaHoOro Tuna;

e bepemMeHHbIM U KOPMALLUM TPYAbIO XEeHLWUHAM,

e [laymeHTam B BO3pacte mMmonoxe 18 ner,

* MauneHTam c o6weli nHpekunen B akTUBHOW hopme;

e [MauneHTam c ayTOMMMYHHbIMW 3ab60neBaHUSAMN B aKTUBHOI hopme.

He cnepyet BBoanTb «BE/TOTEPO CohT C NA0KanHOM» B KDOBEHOCHbIE COCYApbl.

He cnepyet BBOAUTE «BE/IOTEPO CohT ¢ NMAOKAUHOM» B YYacCTKW C KOXHbIM BOCMasieHnemM wuiu

NHdeKLMein MMYHONOTMYECKOro, asieprnyeckoro, 6akrtepuanbHoro, rpubKoBOro WAM BUPYCHOTO

NPOUCXOXAEHNSA B aKTUBHOI dhopme.

He cnepyet BBOoauTb «BEJIOTEPO CodT ¢ nugokamHom» B Yy4yacTku, paHee nogeepruinecs

KOppeKLuUn NnepMaHeHTHbIM AepMasibHbIM (PUNIePOM.

7. Mepbl NpefoCTOPOXHOCTU MPU NCNONb30BaHUN

MeguunMHCKNM paboTHMKaAM pekoMmeHpyeTcs 06CyaunTb BCe MOTeHUManbHble PUCKM NPOBeAeHUs
WHbEKUNI A B MATKME TKaHW CO CBOMMMW naumeHTamMu L0 Hadvana npoueaypbl M ybeauTbecs, 4TO
nayMeHTbl 0CBEAOMJIEHbI O MPU3HAKax M CUMNTOMax MNOTEHUMabHbIX OCTOXHEHMWIA.

B oTcyTCcTBME AOCTYMHBIX KIMHUYECKUX OAHHBLIX MO NEPeHOCUMOCTN 1 3P(EKTUBHOCTU BBeLEHUA
«BENOTEPO CodhT Cc 1MA0KanHOM» naumeHTam, UMeLW MM B aHaMHe3e TSXKENYI MHOXEeCTBEHHYI0
annepruio MM aHadunaakTUYECKUn LWOK, NpPakTUKYLWKUiA Bpay LO/KEH pewnTb B KaxaoM
KOHKpeTHOM cniyyae, BBoAUTb nn «BEJIOTEPO CodT ¢ nngokaMHOM», Yy4uTbiBasi Xapaktep
3aboneBaHMss M COMYTCTBYKLWLEE JfledyeHne, MNOCKONbKY W3LennMe MOXeT YCyryouTb COCTOosiHuEe
340pOBbA nNauneHTa. PekomeHayeTcsa NpeasioxuTb TakMMm naumeHTam npoinTu npejBapuTesbHbIi
OBYKpaTHbIA TecT U He OcCywecTBNATb BBefeHue, ecnu 6onesHb nporpeccupyeTr. Takxke
pekomMeHayeTcsa TwaTtesibHoe HaboaeHne 3a TakKuMy naumeHTaMmum nocsie BeeeHuUs nsgenums.
PekomeHayeTcsi He BBOAUTb «BE/IOTEPO CodT ¢ nngokanHom» naynmeHtam C Haandmem B
aHamHese 3abonesaHnii, BbI3BaHHbIX CTPENTOKOKKOM, " nauneHTam, nMerLwnum
nNpPenpacnosioXEeHHOCTb K 06pa3oBaHN0 TMNepTPOPUYECKUX UMM KETOUAHbBIX PyOLOB.

«BE/IOTEPO CopbT ¢ nupgokanHom» [ONyckaeTcd UCNOMb3oBaTb B COYeTaHUM C ApYyrumu
npogyktamuy mapku Belotero® BO Bpemsa OLHOI0O cCeaHca, HO Ha pasHbIX yyacTkax Juua.
Heobxogumo cobnogartb MHCTPYKLMK MO MPUMEHEHMNIO KaXA0ro npoaykra.

«benotepo CodpT C NMA0KAUHOM»
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KnunHnyeckme paHHblie 06 uHbekuymsax «BE/IOTEPO CodT ¢ AnAOKanHOM» MauuMeHTam Cc TUMOM
koxu V/IVI no dutynaTtpuky oTCyTCTBYIOT.

«BE/TIOTEPO CohT ¢ nMagokaMHOM» MOXHO WCMOMb30BaTb B npouegypax ¢ KOMOUHMPOBAHHbLIM
BBEAEHMEM [APYIMX MW3OEeNuin, Taknx Kak O0TyNnoTOKCMH u (uan) ruapokcumanaTuT Kanbuus
(Radiesse®), UCKNUYNTENBHO NPU YCOBUN MX BBEAEHUS B pasHbie o06nactu nuua. MNpakTukyouwme
BpauMm [AO/DKHbI 06/1a4aTb ONbITOM, a MNauMeHTbl [AOJIKHbI MNPOXOAWUTb TWaATeNbHbIA 0T6OP,
NMOCKOJIbKY HakonuTesibHbIM 3d)pekToM 06/1afatl0T He TOJIbKO Npenmyliectsa, HO U MOGOYHbIE
ahhekTbl, a MPUUYUHHO-CNEACTBEHHYK CBSA3b MOOOYHbLIX 3PPEKTOB MOXET ObITb TPYAHO
onpegenntb. Cnegyer cob6nwgaTb WHCTPYKUMM N0  MPUMEHEHU, T[ybuHy BBeAeHUs U
COOTBETCTBYOLLME peKOMeHAaunn ANnsa Kaxpaoro msgenus. OTCYTCTBYIOT K/IMHWYECKUE AaHHble O
BBeAeHun «BE/IOTEPO CodT ¢ nnagokamHoM» B 06/1aCTb, Ha KOTOPON yXe NpuMMEHEHbl apyrue
3CTeTUYecKne NpPoAyKTbl UAN Npouenypbl.

He cnepyet npumeHatb «BE/IOTEPO CodbT ¢ nnAoKanHOM» B COYETaHUU C ApYrMMU MeToauKamu
3CTETUYECKOW MeguuWHbI, TaKUMW KaK NUAWHI, AepMmabpasus unm nasepHas obpaboTka nt6oro
TMna [0 NOJIHOTO 3aXWBNEeHUs nocne nocnegHelr obpaboTkn. B nwb6om cnyvae, faxe ecnu
3aXuBneHne npousowsno paHee, «bE/IOTEPO CodT ¢ nuMpaoKkaMHOM» He cregyet MNPUMEHSTb
MeHblle, 4YyemM 4epe3 2 Hedennm nocne nocnegHeir o6paboTkn. KanHuveckne paHHble no
coyeTaHHOMY npumeHeHuto «BESIOTEPO CodT ¢ AMAOKaMHOM» W BblWEYNOMSHYTbIX METOAMK

OTCYTCTBYIOT.
rNaumveHTbl, NPUHUMAalLWMEe aHTUKOArynsHTbl, aHTUTpoMbouMTapHble WM TPoOMGONUTUYECKUE
npenapatsl (Hanpumep, BapgapuH), MPOTMBOBOCNA/IUTE/bHBIE npenapatsl

(nepopasbHble/MHbEKLUNOHHbIE KOPTUKOCTEPOUAbLI UIN HECTEPOUAHbIE NMPOTMBOBOCNAINTENbHBIE
npenapatbl (HMBIM; Hanpumep, acnupuH, ubynpodeH)) uanm apyrme BeWecTBa, B OTHOLIEHUU
KOTOPbIX U3BECTHO 06 MX AeliCTBMWN NO YBE/IMYEHNIO BPEMEHU CBEPTbIBAHUSA KPOBMW (BUTAMUHbLI WU
TpaBsiHble A006aBKKW, Hanpumep, BUTaMUH E, 4eCHOK, TMHKIo 6mnoba n 3Bepoboit), B TeyeHue 10
AHel 0o n fo 3 gHeli Nocne MHbLEKUMU MOTYT UCNbITbIBATb YCU/IEHHbIE peakuMu B BUAE TeMaToM,
Yy3e/KOB UM KPOBOTEYEHUA B MECTE MHBbEKLUUN.

BeepneHue «BE/IOTEPO CoT ¢ fiMgoKkaMHOM» nauuMeHTam C reprneTuyeckumuy BbICbiNaHUSAMU B
aHaMHe3e MOXET CONpPOBOXAATbCA peakTuBauueli repneca v 3abosnesaHuaMu, ceA3aHHbIMU ¢ By
(Hanpumep, po30BbIli NuLain).

Ecnn nauymeHTbl cTpafatoT 3anuiencueid, HapylweHUsMU cepaedHol AeATEeNbHOCTU, TSXesbIMU
HapyLWeHNAIMN PYHKUMN NeYeHU WKW TSHKENbIMU HapylwWeHUAaMU (GyHKLMM NoYek uam nopdupue,
NPaKTUKYOLWNA Bpay A0/DKEH pPewwnTb B KaXAOM KOHKPETHOM criyyae, BBOAWUTb nn «BEJIOTEPO
CobT ¢ NnMpgokanHoM», OCHOBbIBasiCb Ha XapakTepe 3abo0sieBaHWA, a TakXe Ha CBA3aHHOM C HUM
neveHuu.

Nleyawme Bpaum UM CNOPTCMEHbI AOJDKHbI Y4YWTbIBaTb, 4YTO JIMGOKAMH MOXET 06ycnoBinBaTb
NOIOXUTE IbHbIE pe3yNbTaTbl aHa/IN30B Ha AOMWHT.

Cnepyet OTMeTUTb, 4YTO MNPUCYTCTBME JMAOKaMHa MOXeT Bbi3BaTb JlOKa/lbHOE MNOKpacHeHue,
rMnepyyBCTBUTENILHOCTbL UN Npexoasliee MecTHO-PErmoHapHoOe OHEMEHMe.

34,0pOBbLIM B3pOC/bIM MauMeHTaMm pekoMeHayeTcs, 4yTobbl MakcuMasbHasa obwas fo3a nugokanHa
rmgpoxnopmnga (6e3 agpeHanuHa) He npesBblwana 300 mr (uam 4,5 Mr/Kr) 3a ceaHc.
MepeposupoBka nupgokaMHa rugpoxaopuga o06bl4HO NpPUBOAMT K MNPU3HaAKaM TOKCMYHOCTHU
LEeHTPa/ibHON HEPBHOW WK CEPAEYHO-COCYLUCTON CUCTEMBI.

Mpn cCOBMECTHOM NpuMeHeHUn (MecTHOe NPUMEeHeHue W T. 4.) cnefyeT yyuTbiBaTb 06L Y0 A03Y
BBELEHHOr0 sfuaokanHa. Takxe crefyeT YyuuTbiBaTb COYETAHHOE MNPUMEHEHME C APYITMMHU
cpeacTBaMy  MECTHOW  aHecTe3un  WaM cpefcTtBamu,  CTPYKTYPHO — POACTBEHHbIMU  C
MecTHoaHecTe3unpywmnuMmn cpegcrsamy amMmnuaHOro Tuna, MNOCKOJSIbKY CUCTEMHOE TOKCUYecKoe
AeicTBne MOXET 6biTb aAANTUBHbIM.
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CnepyeT nposiBASAATb OCTOPOXHOCTb Y MauMeHTOB C BPOXAEHHON MeTreMoriobuHemMuei,
feduuntoMm Tr110K030-6-hocthatgerngporeHasbl M y MauuMeHToB, MOoayvalwWwmnx CconyTCcTByoLLee
neyeHue cpefcTBamMmu, Bbl3blBALWUMN METTEMOrN06UHEMNIO.

Mepes vcnonb3oBaHWeM Heob6XO4MMO NPOBEPUTb LEsIOCTHOCTb BHYTPEHHEW ynakoBKM W CPOK
rO4HOCTY Wnpuua v Urbl. 3anpeLLeHo UCnosb30BaTb YKa3aHHble NPOAYKTbl MO UCTEYEHUN CPOKa
roA4HOCTU UAN NPU BCKPbITUU/NOBPEXAEHNN YNAKOBKN.

He cnepyet nepeHocutb «BE/IOTEPO CooT C 1MaoKaMHOM» B APYro KOHTeiHep n A06aBnsTb K
HeMy Apyrue BellecTBa.

CTepu/ibHbIM SAABMISAETCA TONbKO leflb, HO He BHELUHASA NMOBEPXHOCTb Wnpuua.

MNMocne ncnonb3oBaHNA He06X0AMMO BbIOGPOCUTH LUMPUL, OCTABLUMIACA NPOAYKT W UI/bl, NOMECTUB
X B COOTBETCTBYIOLLUNA KOHTENHEP.

He cnepgyetr npoBoAuTb MNOBTOPHYK CTepuaM3auuio M MNOBTOPHO MCNONb30BaTb u3genue no
NPUYMHE CBA3AHHbIX C 3TUM pUCKaMU, B TOM YUC/ie, MHQIEKLUN.

MauneHT foskeH usberatb UCNOMb30BaHNA KOCMETUKM B TeYeHue, N0 MeHblieil Mepe, 12 yacoB
nocne npouegypbl, a TakkKe WCMNO/b30BaHUA cayHbl, NMWAWHIA, Typeukoin 6aHn n ANUTENbLHOro
npeb6biBaHUS Noj BO3AENCTBMEM COMHEUYHbIX UM Y®-nyyeil, BO3AeNCTBUA YpPEe3MEPHOro xapa u
Xono4a B TeyeHue 2 Hefenb nocse npouedypsl. MauneHTam Takxe cnegyet nsberatb faB/ieHUA Ha
obpaboTaHHyl 06nactb U (MNM) MPUKOCHOBEHMSA K HEW, a TakkKe Hanps>XXeHHOW u3n4eckoi
aKTUBHOCTU Mnocne npouenypsbl.

MaumMeHT [O0J/DKEH WCKIIYUTL YNnoTpeb/sieHne asikoronsa B TeyeHuMe 24 yacoB [0 W nocne
npoueaypbl. ANKOroNb MOXET NPMBECTU K PacLUMPEeHUI0 KPOBEHOCHbIX COCYAO0B W YBENVNYEHUID
CUHSIKOB.

8. MpepnynpexgeHue

« TunanypoHaT HaTpusi ocaxpaeTcsa B NPUCYTCTBUU 4YETBEPTUYHLIX aMMOHUEBbLIX CONei (Takmx
Kak 6eH3askoHua xnopug). NMoatomy pekomeHayetca usberatb koHTakTa «BEIOTEPO CodiT C
NMpoKanHoM» ¢ NoA06HbIMK BeLecTBaMu.

¢ Coobwanocb 0 pefkux, HO Cepbe3HbIX HexXenateNbHbIX HABMNEHUAX, CBA3aHHbIX C
BHYTPUCOCYAUCTbIM BBegeHMeM (WAepoB MATKMX TKaHeil nuua, KoTopble BieKyT 3a co60ii
BPEMEHHble WIN MOCTOSAHHbIE COCYAUCTblE OC/IOXHEHUA, HapyleHue 3peHus, Ccrienory,
uepebpasibHyl0 MWEMUIO WAN KPOBOMU3NUSAHWE B MO3M, MPUBOAALLMNE K WHCY/bTY, HEKpPO3y
KOXW M NOBPEXAEHUIO CTPYKTYP HUXHUX c/loeB nuua. Bpay foskKeH HeMeA/IeHHO npekpaTuTb
BBeleHNe U3[enusa, eciv y nauneHTa nposiBASATCA Kakue-nnbéo u3 cnegyrowmx CUMNTOMOB,
BK/IlOYAA U3MEHEHUSA 3pPEHUs, NPU3HAKN WHCYNbTa, NobaefHEeHNE KOXUN UNN HeOobblyHYo 60/1b
BO BpeMsa WAM BCKOpe nocse npouenypbl. lMauuMeHTbl AOJ/IKHbI MOJYYUTb HEMeLNeHHYI0
MeAMLWHCKYIO MNOMOLWb W, BO3MOXHO, nNpoiTM ob6cnegoBaHne Yy COOTBETCTBYIOLLETO
npakTuKyrLwero MeauLWUHCKOro crneyuvanucta B C/y4yae BHYTPUCOCYAUCTOrO BBeAEHUS
nsgenus.

* Kak 1 B cnyyaax BBefeHUa apyrux gepmMmansHolx counnepos, «bEJTOTEPO CodiT ¢ N1MA0KaANHOM»
He cnegyeT MPUMEeHATb B 06/1acTAX C 4YacTbiM PacrnosioeHuem cocyfoB. [lMpumMeHeHue
n3genusa B Takmx obnactax, Kak HajnepeHocbe, HOC, BUCKW W nepuopbutasbHble obnactu,
npueogMno Kk ambéonusaumnm cocyfoB U CMMNTOMaM, COOTBETCTBYIOLWMWM OKK/O3UM COCY[0B
rnasa.

9. Mo6ouHble aPdeKTbl U HeXenaTeslbHble ABNEHUS

MaymeHTbl [0XHbI 6bITb MPOUH(OPMUPOBAHLI NPAKTUKYOLWUM BPaYOM O BO3MOXHbIX NOOOYHbIX
athpekTax N HexenaTesibHbIX ABNEHUAX A0 Havana npoueaypsbl,

* [lo604HblE ahdeKTbI:
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Peakuun 8 mecTe WHBLEKUMM MOTYT BO3HMKATL NOCNE BBEACHWUA W3ACNWA B KOXKY, # APOXOAUTL
CaMOCTORTENBHO B TEYEHWE HECKOABKUX AHEeW. B UX YMCND BXOAAT OTEKM, Y3enKn WAW
NPUNYXACCTH/BbINYKNOCTH, cUHAKK/Nypnypa, rematombi, IKXUMO3, YNAOTHEHUE,
puTema/noKpacHeHne, GONe3HEHHOCTL NPM  NpUKOcHOoBeHMM, OBonb, obecupeunsanne M
NPYpPUT/3yA, NOKanbiBaHwe, NapecTe3un, OHEMEHWUE, TMNECTEINA, CTPYMIbAR, OCTaTOMHBIW cneg or
UrAB M AUCKOMDOPT UK pasaparenue. Takue peakuymu B MeCTe MHBEKUMK, KaK NPaBWAO, UMEIOT
NETKYIO MU CPEAHIOIO CTeNEHb TAXKECTH. B MeCTe MHBEKLMM TaKIKe MOXKET BOIHUKHYTL BpEMEHHOe
KPOBOTEUEHHE, KOTOPOE ODLIMHO CAMOCTOATENbHO OCTAHABAMBAETCA Cpady NOcAe 3aBeplieHMA
UHDBEKLUMN.

¢ HexenarenbHble ABACHUA:

B OTAeNbHLIX CAYMaAX 8 CBA3W € MCNONLIOBAHMEM M3ACAMA NUHEHKW «BenoTepo» Momer
BO3HMKaTL OQHO MAU HECKOABKO U3 HWKENEPEMHUCNEHHLIX ABAEGHWIA B BMAS HEMEeANeHHOH Wau
OTCPOMEHHOW PEAKLMN: KUCTO3HDBIE YIPW, MUAMYMbBI, CYXOCTb KOXK (WepOoXOBaTan KoXa Auya,
wenyweHme), 3po3vA B MECTE MHDLEKUMM, Bocnanexue, 03HOG, yTOMAREMOCTb, PacCTPOWCTBO
AMmPaTUHECKOIt  cuCTeMb), CbiNb,  OlUYlleHue  MoKeHun, 6GonesHeHHOCTH/NoBLIWEHUE
TEMNEePaTypbl/IKap B MECTE UHDLEKUWW, TIPYPUT/3yA, KPaNMBHULA, rEMaTOMa, TEACaHIUIKTA3WUN,
IKXMMO3bI, OTeK (BKAIOYAA AMmPaTMYECKWIt OTeK), ronosHas Goab/uedanrun, ApUNYXNOCTD,
HanpaXeHue, oTeK (BKAIOMAA CTORKUA OTex), rHnep- AW TUNONUIMEHTALUMA, aHTMOHEBPOTUMECKMIA
OTEK, YNAOTHEHME, Ny3bipeK, BEe3UKYyN3, Nanyna, NPUNyxaocTb/6yropok (smaumbii u (wan)
NanbNUpyemMelii Matepuan) uaM y3enok (BKAIOYaR BOCNAAMTEABHBIE Y3EAKHM), MAcCa, TPaHYAEMa
(BKAIOYAA NPU3HAKK BOCNANEHUA) U PEAKUMMW HA MHOPOAHOE TENO), HEKPO3, MILEMMA, OKKNOIUR
cocynos, 3mGonuaaumna, wHpapkT, 3¢dpekT TuHaana (B T. 4. NOAYNPO3pPauHbIe XOpAb),
rMNEPYYBCTBUTENLHOCTD, aNnepruieckMe peakumn (B T. 4. npucTyn acTmbl, otex KemuHke,
AHAPMNAKTUMECKMA WOK MAM 3aTPYAHEHHOE AbiXaHWe) Ha 0AMH U3 KOMNOHEHTOB W3NeNWA
(Hanpumep, rwanypoHosan kucnota, AMBA, nnaokauHa rmapoxaopua), 3abonesanna noaoctm
pra u 3y6oB, nopaxeHue HEPBHON CUCTEMbI, HAapYLIEHNE CO CTOPOHBI CTOPHHOA3PHUHIOAOTMYECKON
cucTemel (Hanpumep, 3aN0MEHHOCTL Hoca, 60Ab B POTOrNOTKE, AUCIE3HA, PUHOpPEA, HOCoBOe
KPOBOTEYEHNE, CHHYCHT, NPEXOAAWAA noTepa cayxa)l, 60Ab Npu KeBaHWW, yBeAWdEHUe
OKONOYWHOW enesbi MbillEYHLIE MOAEPIMBAHNA, MbIISYHBIC TPaBMbI/PacCTPOACTBa, TOWHOTA,
pBOTa, COCYAMCTHII KOAnanc, npeaobmopouHoe CocTOAHKE, 3abonesanue NnepuPepUIEcKnuX BeH,
npuanebl, 6eCNOKOACTBO, BbI3BaHHOE TpUNaHOPObKeln, HeyACBAETBOPEHHOCTL U pa3ovaposaHue
nauMeHTa (U3-3a OTCYTCTBMA WMAM CHUHEHUA 3POEeKTa, CHUMEHMA TeepAoCcTH/peaKuun,
HEXXENaTeNbHOro 3CTETHYECKOTO 3pPeKTa), BLIANCHKA U3 MECTa MHDEKUMM, MUTPALUMA duanepa,
npo6aembl ¢ pacnpeaeseHuem usaenun (Hanpumep, HakonaeHue u3aenun), yrnybnenue 8 mecre
MHBLEKUMM, BLICTYNAHME NOBEPXHOCTHOW BEHbI, TUNMEPKOPPEKUMA MAM NOpaMeHue uvepenHobix
Hepeos (Hanpumep, Napanuy YepenHbiX HEepsos, Napaand /MUEBOrO HEPBa, HespPanrua
TPOWHUYHOrO HepBa).

Coo6Wwanoc O PeaKMX CAYMAAX BO3HMKHOBEHUA C/AEAYIOWMX HEMENaTLAbHLIX ABAEHWIA NpU
NPUMEHEHUM NPOAYKTOB HAa OCHOBE FMANYPOHOBOW KWUCAOTHI, TaKUX Kak uHPEKUMA (Hanprmep,
POXa, GNErMOHa, NAHHUKYAMT,, BKIIOMAA OTKPbLITbIE WAW TPOPLIBHbIE PaHLl W {AeHTaNbHBIA)
abcuecc, MMNETHro, NyCTy bl), XpoHudeckan uHdexkuma (skmovaa obpasoBaHue GuonneHku),
pybuesanme , CTOWKOE M3MEHEHME LIBETa KOXW, CEHCOPHaa AMCOYHKUMA, HeTpomboTHuecKan
nerovHan ambonun, a Takke 06pasoBaHne CAPHOMAHDIX MPAHYAEM Y NALMEHTOB ¢ renatutom C npu
nevennn uHrepdepoHom, uepebpanvHeie Tpasmbl (HanpuUmep, BHYTPUYEPENHOE NPOHUKHOBEHWE,
cyGapaxHOMAANLHOR KPOBOM3NUAHWE), KOcornaswe, OQPTaNbMONAETHA, CNAWKK PaAYHOW
060A0MKM, KaTapaKTa, KPOBOMINMAHUE B KOHBIOHKTUBY, NTO3 BEK W C/Ie30TeUeHue,

PUCK rpaHynembl, HILEMHUKU, HEKPO3a M OKKNIO3UH COCYAOB NOBLIWAETCA NPH rayboKom BBeaRHWK
W UCNO/Ib30BaHUN BoNbLNX 06LEMOB U3LEAMA.

«benorepo Codr ¢ AMaoKaHOM» 6

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



B MTepaTtype coobw,anocb 06 O0TAE/bHbIX CAyYasx HapyLWeHUs 3peHUA WKW HACTYMN/IEHUS C/ENOTbI
nocsie HenpegHaMepPEHHOT0 BHyTpMapTepmnasibHOrO BBEAEHUS U3AeNns.
MauneHTbl AO0MXHbI ObiTb MPOUHCTPYKTUPOBAHbI O HEOO6XOAMMOCTU WMHOPMMUPOBAHUA CBOEro
Nevaulero Bpava 0 NHOObIX MOGOYHLIX 3ahdekTax, coxpaHsowmxcs 6Gonee OAHOI Hepenu, U O
NG6bLIX HexenaTefbHbIX SIB/IEHWUAX, HEMEAJ/IEHHO MNOC/Ae UX BO3HWKHOBEHWS, OCOBGEHHO ecnun y
nauynmeHTa HabnwgalTcsa W3MEHEHMS 3peHusl, MNpPU3HaKM UWHCyNbTa (BK/IOYas BHe3anHoe
HapylleHne peyn, OHEMEHME UM CNabocTb B NMLE, pPyKax UM Horax, 3aTpygHeHus npu xonbbe,
onyuieHne nuua, CuabHas ronoBHass 60/b, [OMOBOKPYXEHME WAM CNYyTaHHOCTb CO3HaHUA),
nobesieHne KOXMN WM HeobblYHas 60/1b BO BPEMSI MW BCKOPE NOC/e 3aBepLUEHMs npoueaypbl. B
TakoM cnyvae NpPakTUKYKLWMA Bpay MOXET HadHauYnMTb NauneHTy COOTBETCTBYHOLLEE IeUeHme.
MayneHTbl CO CBET/IbLIM TUNOM KOXW 60/1ee CKAIOHHbI K pasBUTUO NOBOYHbLIX 3¢PDEKTOB, CBSA3AHHbIX
C WHbekuueil. OpHako Yy nayMeHTOB C LBETHOW KOXeill 6Gonee BePOSATHO pas3BUTUE
NnocTBOCMNANINTE/bHOIA rmnepnurMmeHTaunm n (unn)  obpasoBaHue runepTpoduyeckmx
py6uoB/KENONAOB NOCNE UHBEKUMOHHbLIX npoueayp. MauneHTbl ¢ onpeAeneHHbIMU 3THUYECKUMU
0CO6EHHOCTAMM, Hanpumep, asuaTbl, AO/MKHbl ObiTb NMPOUHGOPMUPOBAHbLI O 6G0siee BbICOKOM
pucke TKaHEBbIX peakLUuil, TakMx Kak 3y, OTeK, 3pUuTemMa, BocnasieHue.
e [aHHble 06 M3BECTHbIX B3aMMOLENCTBUSAX C APYTMMW MECTHbIMW WAW JIOKOPErMOHapHbIMU
aHecTeTMKamMmu OTCYTCTBYHOT.

10. YcTtaHOBKa Urfibl Ha wnpuL,

Ona onTumanbHoro npumeHeHna «bBENIOTEPO CodT ¢ NMAOKAMHOM» BaXHO, 4YTo6bl urna 6blna
Hagsexaluium obpasom npucoeguHeHa K wnpuyy. Cm. guarpammel 1, 2, 3 n 4.

1. CnepyeT HaAexXHO yAepXmBaTb CTEKASHHbIA UWMAWHAP wWnpuua W agantep BUHTOBOIO
NI03POBCKOro coegnmHeHua mexay 60blMM 1 yKasaTelbHbIM NasiblamMu.

2. Apyroii pykoii 3axBaTuUTb U OTKPYTUTb 3aLLMTHbIA KONAYOK.

3. HagaBuTb 1 3akpyTuTb Wy Ha WnNpuue A0 OWYyLleHUS CONpoTMB/IEHUS. He nepeTarusatsb.
MepeTarnBaHne Urabl MOXeET MPUBECTU K CMELLEHNIO BUHTOBOIO JSIIO3POBCKOr0 COEAUHEHUA U ero
OTCOEeAMHEHMNIO OT LWnpuua.

4. MpopomkKaTb yAepXusaTb BUHTOBOE /1I03POBCKOE COeAMHEHNE U CHATb 3aliMTHBIA KOna4vok C
UM Nbl.

11. XpaHeHune

XpaHnTb npu Temneparype oT 2 °C Ao 25 °C B 3aliMWEeHHOM OT CBeTa MecCcTe, He 3amMopaxuBas.
N3beratb MexaHW4YeCcknx yaapos.

MpousBoanTesib He NpeabaBaseT TpeboBaHUli K BAaXHOCTU M aTMOCEPHOMY AaB/IEHUIO.

12. Ccblnikm
OGHOB/IEHHYO AOKYMEHTALMIO MOXHO NONyunTb B KOMnaHum ANTEIS S.A., Wseliyapus.

«benoTtepo CoT C 1INOKANHOM»
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. MNpaBuAbHOE NOAOKMEHUE OFPAHUUHTENA X043 NOPLIHA BO BPEMA BbINOAHEHHA HHBEKLMA.

Yruausayuna

Ha tepputopumn Poccuitckoi Pegepaumn UCnoAb30BaHHbIE W HAaCTUMHO MCNOAb3OBaHHbLIE WNPU-
LI U WFAbI AN MHBEKUMK MOTYT BbiTe GMOAOrMYECKH ONACHBIMKU W NOTOMY OMKHBI PacCMaTpu-
BaThCA M yTUAM3MPOBaTbcA B cootsercreMm ¢ CanluH  2.1.3684-21 «CanwurapHo-
anuaemmonoruieckne TpebosaHna K COASPKIHMIO TEPPUTOPUA FOPOACKUX U CENbCKUX nocene-
HUH, K BOAHBIM OGbEKTaM, NUTLEBOA BOAE M NUTLEBOMY BOAOCHAGKEHUID, aTMochepHOMY BO3-
AYXY, NOMBAM, XUABIM NOMEULCHUAM, SKCNIYaTaluUH NPOU3BOACTBEHHDbIX, 0DWECTBeHHBIX Nnome-
WEHMIA, OpraHn3auMK ¥ NPOBEACHUIO CaHWTAPHO-NPOTMBO3NUAEMHUYECKMX (RPOPUAAKTHYECKNX)
MEPONPUATHH» KaK OTHOCALLMECA K KAaccy OnacHocTH b.

Tpebosannuna K oxpaHe oxpymaiouei cpegs
Hagenne cneayer yTMAM3NPOBaTb 8 COOTBETCTBMM C NPMMEHUMbBIMM MECTHBIMM/HALMOHANBHBIMK
HOpmaTUBamMu. Mpu HagNeXaleNn YTHAM3ALMN BPEAa OKPYNAIOWEIt cpeae He HAHOCUTCA.

YCnoBUA rapanTuu:

«AHTeidc C.A.» (Anteis S.A.), 18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva, Lieenuapus, 8
KavuecTee Npon3soauTens benorepo BanaHc ¢ AMAOKANHOM, rapaHTHPYET COOTBETCTBUE NPOAYK-Ta
BCEM NapaMeTpam W CBOMCTBAM, YKa3aHHBIM B A3HHOM JAOKYMEHTe, npu cobaloaeHnu ycno-smi

TPaHCNIOPTUPOBKH, XPAHEHWUA W UCNONB3OBAHUA B COOTBETCTEMM C MHCTPYKUMEA NO NPUME-HEHUIO
8 TEeMEHWe ABYX NeT C AaThl NPOM3BOACTBA.

Mpeaynpexalowue sHaKw

A OcropoxHo

[: :] CM. MHCTPYKUMIO NO NPUMEHEHUIO
[ 3
) |
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He ucnonb3oBaTh B C/lyyae NOBPEXAEHNS YNAKOBKMN.
Ana ofHOKPATHOTo NpUMeHeHusa. He ncnonbL30BaTh NOBTOPHO
UTo6bl OTKPbITb 6GMMCTEP, MOTSHUTE KPbIWKY 6MMCTEpA B HanpaB/eHuu,

yKa3aHHOM CTPesiKoi.

CtepunbHo. CTEpUNM3oBaHO BfaXHbIM Xapom. CTepusieH TOMNbKO Teflb, HO He
STEHLE 1 BHELIHSIA NOBEPXHOCTb Wnpuua.

CtepunbHo. CTtepununsosaHo paguauuneii. CTepusibHa TOMIbKO cama urna, Ho He
STEHE R BHELUHAA YacTb YNaKOBKN UrNbI.

X rac Mpepensl Temnepatypbl XpaHeHus: 2 “C- 25 “C

[ata npoussoacTea
CpokK rogHocTH

Kop cepumn

LOT

Mapkupoeka CE cornacHo [AupektuBe Ne 93/42/EEC «O MeagULUHCKUX
C€ nsgenuax». ocne faHHoOW MapKMpoBKW criefyeT HOMep HOTUPULMPOBAHHOIO
opraHa.

MpoussoanTenb

Mi

EC REP

YNoMHOMOUYEHHbI1 NpefcTaBuTe b B EBponeiickom cooblu,ecTse

Mpoussogutenb «bENIOTEPO CodhT c MnaoKanHOM»

Anteis SA
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18 WemaH ge3 O (Chemin des Aulx)
1228 MnaH-ne-Kyat (Plan-les-Ouates)
Lsenyapus

MpepcTtaButenb B EBponeickomM coobliecTse:

dkeHnxalimep NaHgwTtpacce (Eckenheimer Landstrasse) 100
60318 dpaHkdypT (Frankfurt)

FepmaHnsa

PacnpocTtpaHuTtens:

MonHOMOYHbIA NpeacTaBuTesnb B PP

000 «Mepy Papma»

3-a ynuua Amckoro nongd, A. 2, CTp. 26, atax 2, nomeuwieHne VII, komHaTta 29
125124, MockBa

Ten. +7(495)6538555

wWww.merz.ru

Jata MHCTPYKLMMW N0 NMPUMEHEHNIO:
16.05.2022 .
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MepeBOA AAHHOTO TEKCTA C aHIIMACKOT0 A3biKa Ha PYCCKUI A3bIK BbINONHEH NepeBOgYNKOM
MantowoBoit AHHOI AHLpeeBHO

noannce

Poccuiickaa depepauuns
Nopoa MockBa
LLlecToro gekabps ABe ThiCAYM ABajLATb TPETbEro

9, Bepemnin KOnus WropesHa, HoTapuyc ropofga MoCKBbI, CBUAETeN
nepesofuMka MantooBoli AHHbI AHIPEEBHbI.

Moanuch cienaHa B MOEM MPUCYTCTBUU.

JInyHoCTL NoAnucaBLLEro JOKYMEHT YCTaHOB/EHa.

3aperucTpuposaHo B peecTpe: No 77/2194-H/77-2023-6~'37(0

YnnayeHo 3a coBepLUeHne HoTapuanbHoro gelictams: 400 py6. 00 kon.

NOAMUCH Mep6oBas neyaThb
HoTapuyca r. MOoCKBbI

Bepemunin HO.A,

Poccuiickaa degepauma
Nopoa MockBa
LLlecToro gekabps ABe ThiCAYM ABajLaTb TPETbero roga

A, Bepemuii HOnus WropeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYID BEPHOCTb KOMWK C
MPeACTaBNEHHOTO MHE [IOKYMEHTa.
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INSTRUCTIONS FOR USE FOR BELOTERO® BALANCE LIDOCAINE
MERZ AESTHETICS

Belotero line, viscoelastic implant based on cross-linked sodium hyaiuronate
for correction of depressions of tissue, in the following versions;
1) Belotero SOFT Lidocaine, consisting of;

* implantable gel, ina 1.0 ml syringe -1 pc; . . .
Seen exclusively for the legalization of

+ sterile needle 30G vr (0,3 x 13) - 2 pcs.; the above signature of Mrs Anne-Sophie
) Dreano.
« label - 2 pcs; .
The undersigned notary assumes m
« Instructions for use ~ 1 pc. res/x)mibiry for the validity and

contento N ~ presientdgcm”ent

2) Belotero BALANCE;

>
Belotero BALANCE Lidocaine;
Belotero LIPS Contour,
consisting of;
«implantable gel.iaa 1.0 ml or 0.6 ml syringe -1 pc.;
« sterile needle 27G W (0,4 x 13) and 30G Y (0,3 x 13) -1 pc. each;
e label - 2 pcs,;
e Instructions for use - 1 pc.
3) Belotero INTENSE;
Belotero INTENSE Lidocaine;
Belotero LIPS Shape,
consisting of;
e implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc.;
e sterile needle 27G Yr (0,4 x 13) - 2 pcs.;
e label - 2 pcs.;

e Instructions for use - 1 pc.

1. Description

BELOTERO Balance Lidocaine is a sterile, non-pyrogenic, viscoelastic, colourless, transpar-
ent cross-linked sodium hyaiuronate gel of non-animal origin in a physiological phosphate
buffer.

BELOTERO Balance Lidocaine contains 0.3 % of lidocaine hydrochloride.

2. Presentation

BELOTERO Balance Lidocaine is presented in a single use pre-filled glass syringe sterilized
by moist heat. Each box contains one instruction leaflet, one syringe, two traceability labels
and two sterile CE-marked needles for single use only. The dimensions of needles are
stated on the external box.

Belotero Balance Lidocaine
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3. Composition:

Cross-linked sodium hyaluronate: 22.5 mg/ml
Lidocaine hydrochloride: 3.0 mg/mi
Phosphate buffer pH 7 g.s.: 1 ml

4. Intended Use/ Indications

4.1. Intended Use

BELOTERO Balance Lidocaine is an injectable biodegradable implant intended for enhance-
ment of skin tissue to fill skin depression.

The presence of lidocaine aims to reduce local pain associated with the injection of the gel
and to improve patient comfort.

4.2. Indications
BELOTERO Balance Lidocaine is indicated for injection into the superficial to mld-dermis for
treatment of naso-labial folds, marionette lines, perioral lines and moderate oral commis-
sures. BELOTERO Balance Lidocaine is indicated for lip enhancement

5. Posology and administration method

BELOTERO Balance Lidocaine is designed to be injected into the superficial to mid-dermis
by authorized practitioners who have appropriate training, experience, and who are knowl-
edgeable about the anatomy (explicitly about the distribution pattern of labial arteries) at
and around the site of injection in order to minimize the risk of potential complications.
BELOTERO Balance Lidocaine can be injected with the blanching technique. Submucosal or
subcutaneous injection is recommended for lip enhancement. In the tear trough area, in-
ject deep on the bone below the orbicularis oculi muscle.

Inject BELOTERO Balance Lidocaine slowly and not too fastto apply the leastamount 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 aspi-
ration prior to injection, utilizing lower volumes and serial injections in high-risk areas,
treating one side at atime, pinching/tenting the skin to provide more space superficial to
the branches of the main arteries, and manual occlusion of the origin of 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, fan-
ning, cross-hatching or serial (micro)puncture. The quantity of product to be injected de-
pends on the area to be corrected.
BELOTERO Balance Lidocaine 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 Balance Lidocaine , 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 atthe Luer-lock connection during
injection.
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br<ance trnocaine

If the needle becomes obstructed and the injection pressure istoo high, stop the injection
and change the needle.

The practitioner should note that the use of SOGVa" needle requires greater force to inject
the gel than 27GV2" needle.

The quantity of the gel to be injected depends on the area to be treated and the correction
to be achieved. Do not over-correct.

The graduations on the syringe label are 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 injec-

tions, or nerve blocks depending on the injection site and size of needle used), should be
assessed.

6. Contra-indrcations
8ELOTERO Balance Lidocaine is contra-indicated:

*« In case of known hypersensitivity to one ofthe product's components, especially to sodium hya-
luronate, lidocaine hydrochloride, BODE or to amide-type local anaesthetics,

e 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 Balance Lidocaine into blood vessels.

Do not inject BELOTERO Balance Lidocaine into skin areas presenting active cutaneous in-
flammation or infection due to e.g. immunological, allergic, bacterial, fungal or viral causes.

Do not inject BELOTERO Balance Lidocaine into an area previously treated with a perma-
nent dermal filler.

Do not inject BELOTERO Balance Lidocaine into the glabellar or nose region.

7. Precautions for use

Health care practitioners are encouraged to discuss all potential risks of soft tissue injec-
tion 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 Balance
Lidocaine in patients presenting a history of severe multiple allergies or anaphylactic shock,
the practitioner must decide whether to inject BELOTERO Balance Lidocaine 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. It is recommended to propose a prior
double test to these patients and not to inject if the disease is evolving. It is also recom-
mended to carefully monitor these patients after injection.

It is recommended not to inject BELOTERO Balance Lidocaine in patients with a history of
streptococcal diseases and in patients pre-disposed to hypertrophic scars or keloids.
BELOTERO Balance Lidocaine injected in the forehead (excluding glabellar) area may be as-
sociated with an increased risk for intravascular complications and the consequences of lo-
cal vascular occlusion, embolization, vision impairment, blindness ischemia, necrosis or in-
farction.

Belotero Balance Lidocaine
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BELOTERO Balance Lidocaine injected in the periorbita! region may be associated with an
increased frequency and severity of side effects and adverse events.

BELOTERO Balance Lidocaine can be used in combination with other Beiotero® products
during the same session but in different facial areas. Instructions for use of each product
should be followed.

Limited clinical data is available on the injection of BELOTERO Balance Lidocaine into pa-
tients with a Fitzpatrick skin type V/VL

BELOTERO Balance Lidocaine can be used in combination treatments such as with botuli-
num toxin and/or calcium hydroxylapatite (Radiesse®) only if injected in different facial ar-
eas. 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 rec-
ommendation of each product should be followed. No clinical data are available on the in-
jection of BELOTERO Balance Lidocaine into an area already treated with other aesthetic
products or procedures.

BELOTERO Balance Lidocaine must not be used in association with other aesthetic tech-
niques such as peeling, dermabrasion, or any type of laser treatment before complete
healing of the last treatment In any case, even if the healing occurs earlier, BELOTERO Bal-
ance Lidocaine must not be used earlier than 2 weeks after the last treatment No clinical
data is available on the combined use of BELOTERO Balance Lidocaine 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- inflamma-
tory drugs (NSAIDs; e.g. aspirin, ibuprofen)), or other substances known to increase coagu-
lation time (vitamins or herbal supplements, e.g. Vitamin E garlic, Ginkgo biloba and St
John' sWort), 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 Balance Lidocaine into patients with a history of previous herpetic
eruption may be associated with herpes reactivation and HHV related diseases (e.g. pityria-
sis rosea).

In cases of patients suffering from epilepsy, impaired cardiac conditions, severely impaired
hepatic function or severe renal dysfunction or porphyria, the practitioner must decide
whether to inject BELOTERO Balance Lidocaine on a case-by-case basis depending of the
nature of the disease as well as the associated treatment.

Practitioners and athletes should consider that lidocaine may produce positive results to
anti-doping tests.

It should be noted that the presence of lidocaine may cause local redness, hypersensitivity
or transient loco-regional numbness.

For normal healthy adults it is recommended that the maximum total dose of lidocaine HCI
(without epinephrine) does not exceed 300 mg (or 4.5 mg/kg) per session. Overdosage of
lidocaine HCI usually results in signs of the central nervous system or cardiovascular tox-
icity.

When using concurrently (topical administration-m)/ the total administered dose of lido-
caine should be considered. The concomitant use of other local anesthetic agents or

Belotero Balance Lidocaine
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agents structurally related to amide-type local anesthetics should also be considered since
the systemic toxic effects may be additive.

Care should be taken for patients with congenital methemoglobinemia, with glucose-6-
phosphate dehydrogenase deficiencies and patients who are receiving concomitant treat-
ment with methemoglobin-inducing agents.

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 Balance Lidocaine 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 expo-
sure 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.

8. Warnings
« Sodium hyaluronate precipitates in the presence of quaternary ammonium salts (such as ben-
zalkonium chloride). Itistherefore recommended that BELOTERO Balance Lidocaine 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 vascularcom plication, vision
impairment, blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necro-
sis, and damage to underlying facial structures. Practitioners should immediately stop the injec-
tion if a patient exhibits any of the following symptoms, including changes in vision, signs of a
stroke, blanching ofthe 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.

9. 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 spontane-
ously within a few days. This includes swelling, nodule or lump/bump, bruising/purpura,
hematoma, ecchymosis, induration, erythemal/redness, tenderness, pain, discoloration and
pruritus/itching, tingling, paraesthesia, numbness, hypoaesthesia, scabbing, needle mark
and discomfort or irritation. These injection site reactions are generally of mild or

Belotero Balance Lidocaine
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moderate intensity. A transient bleeding may also occur at the injection site and usually
stops spontaneously as soon as the injection is finished.

sAdverse events:

In occasional cases, one or more of the 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 dryness (rough facial skin, exfoliation), injection site erosion, inflammation, shiv-
ering, 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 (in-
cluding persistent swelling), hyper- or hypo-pigmentation, angioedema, induration, blister,
vesicle, papule, lump/ bump (visible and/or palpable material) or nodule (including inflam-
matory nodules), mass, granuloma (including inflammatory signs and foreign body reac-
tions), necrosis, ischemia, vascular occlusion, embolization, infarction, Tyndall effect (in-
cluding translucent chords), hypersensitivity, allergic reactions (including asthma attack,
Quincke' sedema, anaphylactic shock or throat tightening) to one of the product' s
components (e.g. hyaluronic acid, 8DDE, lidocaine hydrochloride), oral and dental disor-
ders, 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 in-
Jury/disorder, nausea, vomiting, circulatory collapse, presyncope, peripheral venous dis-
ease, hot flush, anxiety caused by trypanophobia, patient dissatisfaction and disappoint-
ment (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, overcorrec-
tion or cranial nerve disorder (e.g. cranial nerve paralysis, facial paralysis, trigeminal neural-
gia).

Rare cases of the following adverse events have been reported with hyaluronic acid prod-
ucts such as infection (e.g. erysipelas, phlegmon, cellulitis, including open or draining
wounds and (dental) abscess, impetigo, pustules), chronic infection (including biofilm for-
mation), scarring, persistent skin discoloration, sensory dysfunction, non-thrombotic lung
embolism as well as sarcoid granuloma formation in subjects with hepatitis C and inter-
feron treatment, cerebral injuries (e.g. intracranial penetration, subarachnoidal hemor-
rhage), strabismus, ophthalmoplegia, iris adhesions, cataract, conjunctiva! hemorrhage,
eyelid ptosis and iacrimation.

The risk of granuloma, ischemia, necrosis and vascular occlusion is higher with deep injec-
tions and high volumes.

Isolated cases of visual impairment or blindness following unintentional intra-arterial injec-
tion have been reported in literature.

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, arms, or legs, difficulty walking, face drooping, severe head-
ache, 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.

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

e There is no known interaction with other local or loco-regional anaesthetics.

10. Assembly of needle to syringe

For optimal use of BELOTERO Balance Lidocaine 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 ofthe 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 & Twistthe needle on the syringe until a resistance is felt. Do notover-tight. Over-tight-
ening ofthe 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.

11. Transportation, storage, use

Store between 2BC and 25®C. Protect from light and freezing.

Avoid mechanical shocks.

The manufacturer has no requirements to humidity and atmospheric pressure

12. References

Updated documentation may be available from ANTEIS S.A., Switzerland.
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Disposal

In the territory of 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 of manufacturing and communal areas, to organization and realization of san-
itary and anti-epidemic (preventive) events”as belonging to hazard class B.

Requirements for environmental protection

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

Terms of warranty:

Anteis 5A, 18, Chemin des Aulx/1228 Plan-les-Ouates, Geneva, Switzerland, as the manufacturer of Belotero Balance
Lidocaine 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.

Belotero Balance Lidocaine
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EE Consult instructions for use

Do not use if package is damaged.
_’ ' Single use product. Do not re-use

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 of the

b 'I syfinge.

Sterile. Sterilized by irradiation. Only the needle itseif is sterile, but not the out-
side of the needle packaging.

X = Temperature limit of storage: 2 °C—-25°C

Date of manufacture

g Use-by date

Batch code

LOT

c € CE mark in accordance with Directive 93/42/EEC relating to medical devices. This
mark is followed by the notified body number.

Belotero Balance Lidocaine 9

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Manufacturer

M

Authorized Representative in the European Community
EC REP

Manufacturer of BELOTERO Balance Udocaine

Anteis SA
18 Chemin des Auix
1228 Plan-les-Ouates

Switzerland

European Community Representative:
Merz Aesthetics GmbH

Eckenheimer Landstrasse 100

60318 Frankfurt

Germany

Distributed by:

Authorized Representative in RF

Merz Pharma LLC

3rd street Yamskogo Polya 2 bid.26, 2nd , oor, premises VII, room 29;
125124, Moscow

Tel +7(495)6538555

www.merz.ru

Date of the instructions for use
2022-05-16

Belotero Balance Udocaine
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AnH-Codm ipeaHo (Anne-Sophie Dreano)

PykoBoauTeNb Mo Bonpocam perncTpaumum n 06ecrneyeHnio KauecTsa
/mognuce/

30.08.2023 .

IMpPOCMOTPEHO UCKOUNTENBHO A1 YA0CTOBEpeHs
NOANMHHOCTI noanuncun r-xun AHH-Codm OpeaHo,
MPOCTaB/IEHHON BbILLE.

Hu>kenoanvcasLwmiica HOTapuyc He HeceT
O0TBETCTBEHHOCTM 3a AENCTBATE.YbHOCTb U
cofiep>KaHue HacTOALLEro AoKyMeHTa.

XKeHesa, 11-e ceHTA6ps 2023 T.
[MeuaTs: CaHgpuH LilaTenaHa (Sandrine Chatelanat),

HOTapwuyc T. XXeHeBa]
/noanuce/

NHCTPYKLUNA 1O NPUMEHEHWKO BEJTOTEPO® BAJTAHC CNTNMAOKANHOM (BELOTERO BALANCE

3 LIDOCAINE)
MERZ AESTHETICS

NmnnaHTate BA3KOYNPYruMu CBOKCTBaAMU Ha OCHOBE NEPEKPEeCTHO-CLUMTOro rmanypoHaTa HaTpus
015 Koppekuumn penbeda TkaHein nuHun «benotepo» (Belotero), BapnaHTbl UCNOSTHEHUSA:

1) «benotepo COPT c nupgokanHom» (Belotero SOFT Lidocaineb B cocTase:

e reflb UMNAAHTUPYEMBbIN, B Wnpuye o6vemom 1,0 ma - 1 wT,;

e wurna crepunbHasa 30G yr (0,3 x 13) - 2 wr,;

e 3TUKeTKa - 2 WrT.;
e WHCTPYKUWUS NO NPpUMEHEHM0 - 1
2) NMnHelika «benotepo BAJTAHC»:

LT,

» «benotepo BANIAHC c nuagokanHom» (Belotero BALANCE Lidocaine);
» «benoTtepo nune KoHTyp» (Belotero LIPS Contour),

B COCTaBe:

e reflb UMNJIaHTUPYEMBbIA, B wnpuue obvemom 1,0 ma vam 0,6 ma - 1 wr,;
e urna ctepunbHaga 27G yr (0,4 x 13) n 30G ¥r (0,3 x 13) - no 1 wr,;

e 3TUKETKa - 2 WT.;
* WHCTPYKUUA MO NpUMeHeHuto - 1
3) NlnHelika «benotepo NHTEHCx:

LT,

» «benotepo VHTEHC c nugokanHom» (Belotero INTENSE Lidocaine);
+ «benotepo INMC Welin» (Belotero LIPS Shape),

B COCTaBe:

e reflb UMNNAHTUPYEMBIN, B WNpuue o6bemom 1,0 ma nnm 0,6 mn - 1 wr,;
e urna ctepunbHasa 27G yr (0,4 x 13) - 2 wr,;

* 3TUKETKa - 2 WT.;
* WHCTPYKUWSA NO NPUMEHEHUID-1

1. OnucaHune

LT,

«BE/NOTEPO BanaHc ¢ ingoKkanHoOM» ABJIAETCA CTEPUSIbHBIM, anMpPOreHHbIM, BA3KO3/1aCTUYHbIM,
6ecuyBeTHbIM, NPO3paYHbIM resieM NePeKPecTHO-CLIMTOro HaTpusa rmasiypoHata HeXnBOTHOTO
npoucxoxaeHnsa B dgusmonorndeckom cocdatHom bydepe.

«BENNOTEPO BbanaHc c nupgokanHomMm» cogepxut 0,3 % nnpgokanHa rugpoxnopuaa.

«benotepo banaHc c nugokanHom»
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2. dopma BblInycka

«BEJNOTEPO BbanaHC c nngokanHoM» BbiNyCcKaeTca B NpeaBapuTesibHO 3ano/IHEHHOM CTEK/IAHHOM
wnpuue s 04HOKPATHOIO NPUMEHEHUSA, CTEPUIN30BAHHOM B1@XHbIM XapoMm. B kaxpoi nadke
COEPXNTCA Of4HA UHCTPYKLMUA MO NPUMEHEHUIO, OAUH LWINPUL, ABE 3TUKETKN ANA Npoc/exXuBaHns
W oBe CTepu/bHble UIMbl AN OA4HOKPATHOIO NpuMeHeHnsa ¢ mapkmpoBkoin CE. Pa3mepbl urn
yKa3aHbl Ha BHELWIHel ynakoBke.

3. CocrtaB

MepekpecTHO-CWNTLIA HATPUSA rManypoHart: 22,5 mr/mn
Nnpokanna rmgpoxnopug: 3,0 mr/mn

docchaTHbIN Bydep pH 7, B fOCTaTOYHOM KOondecTBe: 1 mn

4. HazHayeHue/nokasaHus

4.1. Ha3Ha4yeHune

«BE/NOTEPO BanaHc ¢ NnA0KaNHOM>» - 3TO UHBEKLMOHHbIA Gnopasnaraemslit ounnep,
ncnosb3yeMblil 018 Hapalw,uBaHns 4epMasibHON TKaHW C LeNbio 3ano/IHEHUSA KOXHbIX YIy6neHui.
MpucyTcTBUE NMaoKanHa cnoco6CcTBYET YMEHbLIEHUIO NTOKaNbHOW 60711, CBA3AHHOW C
WHBEKUNOHHbIM BBEAEHMEM Tens, U NOBbIWEHNIO KoMmdopTa A4NA nauneHTa.

4.2. lNoka3saHnsa

«BEJIOTEPO bBanaHc ¢ nupokanHoM» npefHasHayeH A9 WHBbEKUMOHHOTO BBeAEeHUA B
NOBEPXHOCTHbIE W cpefHuMe cnou AepMmbl ANA KOPPEKUMM HOCOrybHbIX CKNafoK, MOPLUH
MapuoHeTKN, NepnopasibHbIX MOPLWNH U YMEPEHHbIX MOPLWNH yronkos pta. «bE/IOTEPO BbanaHc ¢
NMAoKanHOM» nokasaH A5 yBesinyeHuss oobema ryo.

5. Jlo3upoBKa 1 cnocob NpuMeHeHUs

«BEJIOTEPO BanaHc c nuagokanHoM» npefHasHayeH 4719 BBeAEeHUSA B NOBEPXHOCTHble M cpefHue
cnon fAepMbl aTTecTOBaHHbIMM MPaKTUKYOLWUMKU Bpavyamu, MpowefwnMn COOTBETCTBYHOLLYIO
NoAroTOBKY, MMEKLWUMM ONbIT MU [Ny6oKMe 3HaHua aHatomum (B 4aCTHOCTW, OTHOCUTENBHO
pacnosioXeHust ryoHbIX apTepuii) B ob6nactn BBeAeHWS U NO6GAM30CTU OT Hee, UYTOObl CBECTU K
MUHUMYMY PUCK BO3MOXHbIX OCTOXHEHWIA.

Jonyckaetca BBegeHue «BEJ/IOTEPO BanaHc C /MAOKaMHOM»  MOCPeACTBOM  TEXHUKU
6naHwnpoBaHusa. Ansa yBenmyeHus obbema ryb6 pekomeHayeTcs NOACAU3NCTOE WU MOAKOXHOE
BBeAeHue. B obnactu cnesHoli 6opo3abl m3genve cnepyeT BBOAUTb [NYO6OKO Ha KOCTb HUXe
KpPYroBoli MbllW bl rnasa.

Beoantb «BE/IOTEPO banaHc ¢ nugokanHoMm» cnegyeT MeffleHHO, 6e3 Cnewku, npuMeHas
MWHUMaNbHOE HeobxoanMoe AaBfeHne, B COOTBETCTBUM C MPUMEHSEMOI TEXHUKON BBEAEHMUA U C
NCNo/b30BaHMEM Mpuaaraembix Ur.

Puck BHYTpMCOCYLQUCTON MHBEKLMN MOXHO CHU3UTb NYTEM MPUMEHEHUS PasNNYHbIX TAKTUK, B TOM
yncne acnupauyun nepep MHbEKUMeRn, NCnosib30BaHNA MEHbLINX 06BLEMOB M BbIMOJIHEHUA CEPUU
MHBbEKLMNI B 061acTh NOBbLILWEHHOTO prUcka, 06paboTkM O4HON CTOPOHbLI 3a pas3, CobMpaHnsa KoXmu B
cknafky/HaTsaXeHus KOXu, 4Tobbl 0CBO6GOAUTL OONblLle MecTa Haj BeTBAMU MarucTpasbHbIX
apTepuii, a TaKkXe pPYYHOM  OKK/A3UWM MecTa OTXOXAEeHMS  HaAb/IoKOBbIX  COCYyAOB
HEeLOMUHUPYOLWNUM nanbueM. Tynble KaHi/AW CNOCO6HbI YMEHbLWUTb, HO He YCTpaHuTb PUCK
NMOJIHOCTHIO.

K obwum pekomMeHAyeMblM MeToAaM WHBEKLMOHHOTO BBEAEHUS OTHOCATCH, Hanpumep,
NuHelHoe wunAun cepuitHoe BBeAeHMe, BeepHasa TexHuKa, LWTPUXOBKA WAN  CepuitHble
(Mnkpo)npokonbl. Konnyectso BBOAMMOIO U3Lens 3aBUCUT OT KOPpPeKTMpyeMoi obnactu.

«benotepo BanaHc c nugokanHom»
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«BEJIOTEPO BanaHc c nnugokanHoM» crefyeT BBOAWUTL B HagNexaliux acenTuyecknx ycnoBuax B
yyacTKn 340POBOIM KOXMW, He cojepxawme BocnaseHuin. o Hayana BBefeHUS Heobxoaumo
TWaTe/bHO NpoAe3nHULMPOBAaTh NAaHUPyeMyo 061acTb BbINO/THEHUA UHBbEKLUMIA.

Ona ob6ecneyeHna onTuManbHOro wucnosb3oBaHua «BE/IOTEPO banaHC € NWA0KaWHOM»
pekomeHayeTca cobupatb WUrNy B COOTBETCTBMM CO CXeMaMW, TMpUBELEHHbIMU  HUXe.
HeHagnexauwiana c6opka MOXeT Bbl3BaTb OTCOEAUHEHWE UMbl OT wWnpuua n (Wan) yTeuky rens B
MecTe JI03POBCKOro CoefHEeHNA BO BpeMS NpoBefeHUs UHBbEKL NN,

B cnyvyae 3acopeHus urnbl U N36bITOYHO BbICOKOTO AaB/IeHUA NPU BBEAEHWUWU crefyeT npekpatuTb
BBeZleHMe N 3aMEeHUTb Urny.

MpakTUKyLWmii Bpad [LO/DKEH ydYuTbiBaTb, YTO UCNOSb30BaHue urn kannbépom 30G 1jT TpebyeT
npu BBeAEeHUMN rens 60MbLIero ycunansa, 4em urna kanmépom 27G 1/2".

KonnuecTBo BBOAMMOrO rens 3aBucUT OT obpabaTbiBaemoli 06/1actM U pe3ynbTaToB, KOTOpble
Heo6xoANUMO JOCTUTHYTL. He cnefyeTt NnpoBOAUTL M3ObITOUYHYHO KOPPEKLMIO.

MpafynmpoBKa Ha 3TMKeTKe wWnpuua ABMASeTcs OPUEeHTMPOBOYHON W MpefHasHayeHa TOSbKO ANs
MHHOPMUPOBAHUA MOJIb30BATENS.

Mocne 3aBeplleHMA WHbEKUMU CclegyeT akkypaTHO nomaccuposaTtb 06paboTaHHylo ob6nacTs,
yTO6bl 06ECNEUYNTb PABHOMEPHOE pacnpegeneHue nlgenus.

[Jo Havana npouegyp crnegyet OLEHUTb LesiecoobpasHOCTb WX NPOBEAEHUA Yy nauueHta u
notpebHocTb naumeHta B o06e3bosimBaHUM (MECTHble aHecTeTUKW, NakeTbl CO NbAOM, MeToAbl
OTB/IEYEHNA BHUMAaHWUA, UHBEKLUN MECTHbLIX aHECTETUKOB UK 6/10Kafbl HEPBOB B 3aBUCMMOCTU OT
MecTa UHbEKLMU 1 pasMepa UCMONb3YEMON UMNbl).

6. NMpoTuBONOKa3aHUA

MpumeHeHne «BENIOTEPO banaHc ¢ ingoKanHOM» NPOTUBOMNOKa3aHo:

* B cnyyae McTtopun MOBbILEHHOW 4YyBCTBUTENBLHOCTU K OAHOMY U3 KOMMNOHEHTOB W34enns, B
ocobeHHOCTW, K HaTpusa T[mMasypoHaTy, nugokauHa rugpoxnopugy, Arap4d  wnm
MeCTHOaHecTe3upyLwmm cpegcrsam aMmuaHoro Tuna;

* bepemMeHHbIM U KOPMALLUM TPYAbIO XEeHLMHaM,

e T[lauymeHTam B BO3pacte MOJsioXe 18 ner,

e [laymeHTam c obulei nHekunen B akTMBHON DOPME;

e [aymeHTam Cc ayTOMMMYHHbIMU 3a60/1€BaHUAMUN B aKTUBHON hopme.

He cneayet BBoanTh «BE/IOTEPO BanaHc c nMaoKkanHoOM» B KDOBEHOCHbIE COCyAbl.

He cnepyet BBoanTbL «BE/IOTEPO BanaHc ¢ Nna0KanHOM» B YYaCTKN C KOXXHbIM BOCMNaJ/IeHUEM WUun

NHeKumeih MMMYHOMOTMYECKOro, ansieprnieckoro, bakrepmanbHOro, rpubKOBOr0 UAN BUPYCHOTO

NPOUCXOXAEHNSA B aKTUBHOW hopme.

He cnepyetr BBogntb «BEJIOTEPO BanaHc ¢ nugokaMHOM» B y4vyacTKW, paHee nojBepruiuvecs

KOppeKkLnn nepMaHeHTHbIM AepMasibHbIM (PUINEPOM.

He cneayet BBoanTb «BEJ/IOTEPO BanaHc ¢ nnaokanHom» B 06/1aCTb MEX6POBbS UMM HOca.

7. Mepbl NPefoCTOPOXHOCTU MNPU UCMO/b30BaAHUN

MeauunHcKkum paboTHMKaM pekoMeHayeTcss 06CyAuTb BCe NOTEHUMalibHble PUCKM NPOoBefeHus
WHBEKUNIA B MATKMe TKaHW CO CBOMMW nauveHTamy [0 Hadvana npouepypbl n yb6eanTbCs, 4To
naumeHTbl OCBEAOM/IEHbI O NPMU3HAKAX Y CUMNTOMaX NOTEHUMabHbIX OCOXHEHWUIA.

B oTcyTCcTBME AOCTYMHbLIX KAMHUYECKUX OAHHbIX MO MNEePeHOCUMOCTU U 3(PEKTUBHOCTU BBeAEHUSA
«BE/NIOTEPO BanaHc c 1naokanHOM» nauueHTam, cTpagarowmmMm ayToMMMYHHBIMW 3a601eBaHnAaAMM
UNn MMeLWMMNU B CeMeWHOM aHamMHe3e ayTOMMMYyHHble 3ab0neBaHusA, a Takke nauneHTam,
UMEKLWMM B aHamMHe3e TSXKEeNYyl MHOXECTBEHHYK anneprui unum aHadunakTMyeckuii  LWOK,
NPaKkTUKYOLWNA Bpay OO/KEH pPelnTb B KaXAOM KOHKPETHOM cfydvae, BBOAUTb nn «BENOTEPO
BanaHc ¢ nupgokaMHOM», yuyuTbiBas Xxapakrtep 3aboneBaHMsa U CONYTCTBYHOLWEE JleYeHue.

«benoTtepo BanaHc ¢ IMAOKANHOM»
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PekomeHayeTca NpeasioxXnTb TakMm nayveHTam NponTun npeaBapuTesibHbii ABYKPATHbIV TECT U He
OCyLWeCcTBNATL BBefeHUdA, ecnim 60/1e3Hb nporpeccupyet. Takke pekoMeHAyeTcsa TwartefibHoe
Hab6aeHVe 3a TaKUMW NauneHTaMun nocrsie BBefeHus.

PekomeHpgyeTca He BBoauTb «BEJIOTEPO BanaHc ¢ nngokanvHom» naymeHtaMm C Ha/inynem B
aHaMHese 3abonesaHnii, BbI3BaHHbIX CTPENTOKOKKOM, " naymeHTam, nMerLWwmnm
npeapacnosiokeHHOCTb K 06pa3oBaHmnio rMnepTpouIecKnx Nan KenongHbix pyouos.

BeegeHune «bEJIOTEPO BanaHc c nngokanHom» B 06nactb n6a (Mcknovasd Mexo6poBHYI0 06/1acTb)
MOXET ObITb COMPSXEHO C MOBbIWEHHBIM PUCKOM BHYTPUCOCYAMNCTbIX OCMIOXHEHWU 1 NOCNeaCcTBUiA
MECTHOW OKK/1H03UMN COCYA0B, 9IM60M3aLLMNM, HAPYLWEHNS 3PEHNS, CNENO0Tbl, NWEMUN, HEKPO3aA NN
MHgapKTa.

BeegneHune «BE/IOTEPO BanaHc c¢ nuaokaMHOM» B nepuopbutanbHyld 061acTb MOXET ObiTb
COMPSXXEHO C MOBbIWEHHO 4YacTOTON BO3HUMKHOBEHUA W TSHKECTbO MNOOGOYHbIX 3PGEKTOB "
HeXesnaTesibHbIX ABMEHWUA.

«BE/IOTEPO banaHc c nuaoKavHOM» [ONyCcKaeTCa WCMNOo/b30BaTb B COYeTaHUM C ApYrumu
npogyktamMu Mapku Belotero® BO Bpema OAHOI0 ceaHca, HO Ha pasHblX yyacTkax nuvua.
Heob6xoanmo cobnogarb MHCTPYKLUM MO MPUMEHEHUIO KaXAO0ro NpoaykTa.

MmetoTca orpaHuMYeHHble KAWHMYECKME [AaHHble 00 uHbekumsax «BEIOTEPO banaHc c
NNAOKanHOM» naumeHTam ¢ TMnom Koxu V/VI no dutynaTpuky.

«BE/IOTEPO banaHc ¢ NMAOKaMHOM» MOXHO WCNOMb30BaTb B fnpoueaypax ¢ KOMOUHMPOBAHHbIM
BBEAEHWEM [APYIMX un3[enuid, Takmx Kak O0TynoToKCUH W (Waun) rugpokcuanaTuT Kanbuus
(Radiesse®), UCKMOUYNTENBLHO NMpPU YC/IOBUN UX BBEAEHUSA B pasHble ob6nact nuua. MNpakTukyoume
Bpaun [O/DKHbI 06nagaTb OMbITOM, @ nNauuMeHTbl AOJ/XHbl MPOXOAMTb TWaTefNbHbI 0T6Op,
NMOCKO/IbKY HakonuTesibHbIM 3(dekTom o6s1agaloT He TONbKO MpeuMmylecTBa, HO M NOGOUHbIE
ahhekTbl, a MNPUYMHHO-CNEACTBEHHYI CBA3b MNOOGOYHLIX 3PPEKTOB MOXeT ObiTb TPYAHO
onpegenntb. Cnepyet cob6nwgaTb WHCTPYKUMM NO  NPUMEHEHU, Trn1ybuHy BBeAEHUS W
COOTBETCTBYIOLIME pPeKOMeHJaunn AN Kaxpaoro msgenua. OTCYTCTBYHOT KMHWYECKUE [aHHble O
BBegeHun «BEJIOTEPO BanaHc ¢ NMgoKkanHoOM» B 06/1acTb, HA KOTOPOW yXe MPUMEHEHbI Apyrue
3CcTeTnYyeckue NpoayKTbl Uau Npoueaypsbl.

He cnepyet npumeHaTts «BEJIOTEPO BanaHc ¢ 1MA40KanHOM» B COYETaHUU C APYTUMU MeToAuKaMu
3CTeTMYEeCKO MegMUMHbI, TakuMu Kak NUAWHT (oTwenywuBaHue), aepmabpasvsa (wandoska
KOXW) WAM nasepHas o6bpaboTka Nw60ro Tvna [0 MNOJIHOTO 3aXWBMAEHWSA nocne nocfiefHen
o6paboTkn. B nto6om cnyvae, gaxe ecnv 3axumBrieHUe nNpousowno paHee, «bEJIOTEPO banaHc ¢
NMOoKanHoM» He cnepyetr NPUMEHATb MeHblle, 4YeM 4Yepe3 2 Hefenu nocne nocnegHen
06paboTkn. KnauHunyeckne paHHble N0 CO4YeTaHHOMY npumeHeHuw «BEIOTEPO BanaHc c
NNA0KANHOM» U BbILIEYNOMSHYTbIX METOLUK OTCYTCTBYIOT.

MauymeHTbl, NpUHUMAaKLWME aHTUKOarynsaHTbl, aHTUTpoMbOuMTapHbie WAKM TpomboUTUYECKne
npenapartbl (Hanpumep, BapgapuH), npoTMBOBOCMNA/INTESIbHbIE npenapartsl
(nepopanbHbl€/MHBEKLMOHHbIE KOPTUKOCTEPOUALI UMM HECTEPOUAHbIE NMPOTUBOBOCMANINTE/bHbIE
npenapatbl (HMBM; Hanpumep, acnupuH, nbynpodeH)) unan apyrue BelLecTBa, B OTHOLWEHWUU
KOTOPbIX N3BECTHO 06 MX AeliCTBMW NO YBEIMYEHWNIO BPEMEHWN CBEPTbIBAHUSA KPOBU (BUTAMUHbI NN
TpaBsiHble go6aBku, Hanpumep, BUTamuH E, 4yecHOK, TMHKro 6mnoba n 3Bepoboii), B TeyeHne 10
AHeNn 0o 1 oo 3 AHE nocne MHbLEKUMU MOTYT UCNbITbIBATb YCU/IEHHbIE peakuMn B BUAE TEMaTOM,
Yy3€/IKOB U/IN KPOBOTEYEHUS B MECTE UHDBEKLNN.

BeepneHne «bE/IOTEPO BanaHC ¢ nngokaMHOM» nauuMeHTam C repneTtuyeckumMun BbiCbiNaHUAMU B
aHamMHe3e MOXeT CONpoBOXAAaTbCA peakTuBauueli repneca n 3abosnesaHnaAMn, cBA3aHHbIMK ¢ Br'Y
(Hanpumep, po30BbIl Auwwaii).

Ecnn naumeHTbl cTpagalwT anunencuein, HapyweHUusMu CepaedyHON [AeATeNIbHOCTU, TSAXesbiMU
HapyWeHNAMNU PYHKLAN NEYEHN UNN TSHKENbIMU HapyweHMsaMn (OYyHKUUKM Novek nan nopdgupurei,
NPakTUKYKLWNA Bpad AO/IKEH PELUTb B KaXAOM KOHKPETHOM cnydvae, BBOAUTb in «BE/IOTEPO
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BanaHc ¢ nmaokanHOM», OCHOBbIBasACb Ha xapakTepe 3aboneBaHNsa” a TakKe Ha CBA3aHHOM C HUM
nevyeHuu.

Nleyawme Bpayn M CNOPTCMEHbI AOJ/IKHbI Y4uUTbiBaTb, 4YTO NUAOKauH MOXeT o6ycnoBnuBaTtbh
NOMIOXUTE IbHbIE pe3ynbTaTbl aHa/IM30B Ha LOMUHT.

Cnepgyetr oTMeTUTb, 4YTO MPUCYTCTBME /NMAOKAMHA MOXET Bbi3BaTb JlIOKa/lbHOE MNOKpacHeHwue,
rMNep4YyBCTBUTE/ILHOCTb WA NPExXoasiliee MeCTHO-PETMOHapHOEe OHEMEHME.

34,0pOBbLIM B3pOC/IbIM NauueHTaM peKkoOMeHAyeTcs, YToObl MakcuMmasnbHasa obwas gosa nMgokanHa
rmgpoxnopuga (6e3 appeHanuHa) He npesbiwana 300 mMr (uam 4,5 Mr/kr) 3a ceaHc.
Mepepo3upoBka nupgokamHa rugpoxnopuga O6bIYMHO NPUBOAUT K MPU3HAKAM TOKCUYHOCTHU
LEHTPa/rbHON HEPBHOW MM CEPAEYHO-COCYANCTO CUCTEMBI.

MpyM COBMECTHOM NPUMEHEHUN (MecTHOoe MpUMEHEHWE W T. A4.) crefyeT yuuTbiBaTb 06Uy 403y
BBEAEHHOro JngokamHa. Takxe cnefyeT Yy4yuTbiBaTb COYETAHHOE TMNPUMEHEHME C APYrUMu
cpegcTBaMM  MECTHOW — aHecTesuum  Wau  cpeactBamMu,  CTPYKTYPHO — POACTBEHHbIMM  C
MeCTHOaHecTe3MpylLWmMMmn cpeactsaMmy aMuMAHOro Tunma, NOCKOSbKY CUCTEMHOE TOKCcuuyeckoe
peiictBue MoxeT OblTb aAANTUBHbIM.

CnepyeT nposiBAATb OCTOPOXHOCTb Yy NaUMEHTOB C BPOXAEHHON MeTreMornobuHemuen,
gednunTom rnKo30-6-chochartaerngporeHasbl 1y nauueHToB, MNosyyawlmx conyTcTBylolee
neyeHne cpencTBaMu, Bbi3blBAOWMMU METTeMOoriobuHeMuio.

Mepen wvcnonb3oBaHWMeM Heob6XO0AUMO NPOBEPUTH LENOCTHOCTb BHYTPEHHEN YNakoBKM U CPOK
rOAHOCTM WNpuLa 1 Urbl. 3anpeweHo UCcnoib3oBaTb YKasaHHble MPOAYKTbl MO UCTEYEHUU CpoKa
roA4HOCTW, aTakXe NPUu BCKPbITUM WU MOBPEXAEHUN BHYTPEHHE yNnakoBKN.

He cnepyet nepeHocntb «BE/IOTEPO BanaHc ¢ NnnaoKkanHOM» B APYTrOi KOHTeliHep n A06aBnATh K
HeMy gpyrue BewecTtsa.

CTepubHbIM SABNAETCHA TONbKO reflb, HO HE BHELWHAS MOBEPXHOCTb LWNpuua.

Mocne ncnosb3oBaHMsA HEOBXOAMMO BbIOPOCKTL LWNPKUL, OCTaBLIMACA MNPOAYKT U WUMbl, NOMECTUB
X B COOTBETCTBYIOLL I KOHTEWHEP.

He cnepgyetr npoBoAWTb MOBTOPHYK CTepuaM3auuio U MNOBTOPHO MCMNOMb30BaTb uU3genue no
NPUUYMHE CBA3AHHbIX C 3TUM pUCKaMu, B TOM YuUC/e, MHADEKLUN.

MauneHT fosmkeH m3beraTb MCNOMb30BAHWUA KOCMETUKM B TeyeHue, Mo MeHblieil mepe, 12 yacos
nocne npoueaypbl, a Takke WCNOAb30BaHWA cayHbl, NMWAMHIA, Typeukoi 6aHn n ANMTENbHOro
npeb6biBaHMA NofL BO34EWCTBUMEM COMIHEYHbIX UM Yd-nydeil, BO3AENCTBMA Ype3MepHOro xapa u
Xosiofa B TeveHue 2 Hegenb nocne npoueaypbl. MaymeHTam Takke cnegyet nsberatb gaBneHnsa Ha
obpaboTaHHyl 06n1acTte M (MNM) NPUKOCHOBEHMSA K HEl, a TakKe HanpshkeHHoW dmsndeckoli
aKTMBHOCTU MOCne npoueaypsbl.

MaumMeHT [O/KEH UCKAYUMTL ynoTpebneHme ankorons B TedyeHue 24 yacoB [0 W nocne
npoueaypbl. ANKOrosib MOXeT NPUMBECTM K pPacCLUMPEHU) KPOBEHOCHbLIX COCYZAOB U YBE/IMYEHUHD
CUHSIKOB.

8. MpepynpexaneHve

+ [wmanypoHaT HaTpus ocaxpaeTcs B NPUCYTCTBUM YETBEPTUYHBIX aMMOHMEBbLIX COMein (Takmx
Kak 6eH3ankoHusa xnopug). NMosaToMmy pekoMmeHayeTcsa nsberatb KoHTakta «BEJIOTEPO BanaHc
C/IMA0KANHOM» C NOAO06HLIMU BELLECTBAMU.

+ Coob6Wanocb 0O pegkux, HO CePbe3HbIX HexenaTesibHblX SABIEHUSAX, CBA3@HHbIX C
BHYTPUCOCYANCTbIM BBeAEHMEM (UANEPOB MATKUX TKaHel smua, KoTopble BAeKyT 3a coboii
BPEMEHHbIE WM TMOCTOAHHbIE COCYAMUCTblE OC/IOXKHEHUS, HapyleHue 3peHus, C/enoTy,
uepebpasibHYI0 UWIEMUIO WAN KPOBOWU3/IUAHWE B MO3M, NPUBOAALLME K WHCY/bTY, HEKpPO3y
KOXUW 1 NOBPEXAEHWUIO CTPYKTYP HUXHUX C/I0EB inua. Bpay fonxeH HeMeeHHO NpekpaTuTb
BBeJEeHNe W3fe/ing, ecqiv y naunmeHTa nposBAsiTCcAa KakMe-nmbo M3 crefylinx CUMNTOMOB,
BK/IOYAS U3MEHEHUS 3pEeHUs, NPU3HaKN UHCY/bTa, No6NeAHEeHNe KOXMN WM HeOObIYHYO 60/b
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BO Bpemsa WM BCkope mnocse npoueaypbl. MauuMeHTbl AO0SKHbI MOYYNTb HeMeOsIEHHYIO
MeOMLUMHCKY0 TMNOMOLLb W, BO3MOXHO;, MpPOKTM o06cnegoBaHNue y COOTBETCTBYHOLLETO
NPakTUKYOLEero MeAuLWUHCKOTO chneuuManncta B C/lyyae BHYTPUCOCYAUCTOrO BBefEHUS
n3penus.

9. Mo6ouHble adhdheKTbl U HeXenaTeslbHble ABNEHUS

MayneHTbl 4OMKHbI O6bITb MPONHAOPMUPOBAHbI NPAKTUKYOLWUM BPAYOM O BO3MOXHbIX NOBOUYHbIX
athbdpekTax 1 HexenaTesibHbIX AB/IEHUAX A0 Ha4Yana npoueaypbl.

e T[Mo6GOYHbIE 3PPEKTDI:

Peakumn B MecTe MHBEKLMW MOTyT BO3HMKATb MOCAEe BBEAEHUA WU3LENA B KOXY W NPOXOAUTb
CaMOCTOSTENIbHO B TEYEHME HEeCKOJIbKMX [AHEeil. B ux 4uc/io BXOAAT OTEKW, Y3eNKW Wan
NPUNYXA0CTU/BbINYKNOCTH; cuHdaku/nypnypa, remMaTombl, 3KXUMO3, YN/0THEHME,
spuTema/nokpacHeHue, 601€3HEHHOCTb NpPU MPUKOCHOBEHUW, 6OMb, o0b6ecuBeuyMBaHue "
npypuT/3yA, nNokasbiBaHWe, napecTe3ns, OHeMeHue, rMnecTesns, CTPynbs, OCTaTOuYHbIA cnepn oT
UMbl U AUCKOMOPT UK pasgpaxeHue. Takne peakunm B MecTe MHBLEKLUU, KaK Npasusio, UMerT
Nerky U cpefHIol CTeneHb TAXeCTU. B MecTe nHbekunm Takke MOXeT BO3HUKHYTb BPEMEHHOEe
KpoBOTEeYeHMe, KoTopoe 0OblYHO CaMOCTOATE/IbHO OCTaHaB/MBAETCA cpasy nocsie 3aBeplleHuns
NHBEKLNN.

e HexenatenbHble ABNEHUSA:

B oTgenbHbIX cnyyasix B CBA3W C MCNOMb30BaHMEM u3genuii AuHeikn «benotepo» MoxeT
BO3HMKATb O4HO WM HECKOJIbKO W3 HMKENEPEUUCSTIEHHbIX SB/IEHW/ B BUAE HEMEAJIEHHOW WK
OTCPOYEHHOI peakuun: KUCTO3Hble Yrpu, MWUINYMbl, CyXOCTb KOXW (LWepoxoBaTas Koxa uua,
WwenyweHne), apo3ua B MecTe WHbekuuu, BOcnasieHue, 03HO6, YyTOMASAEMOCTb, PacCTPONCTBO
numdatnyeckoli CUCTEMDI, ChiNb, OLlYUlEHNE  XXEHUSH, 60/1€3HEHHOCTb/NOBbILWIEHNE
TemnepaTypbl/kap B MecTe WHbekuuu, NPypuT/3ys, KpanvBHuua, remMatoma, TeneaHrnakrasuwu,
3KXMMO3bl, OTeK (Bka4Yasa numdatnyecknii oTek), ronosHas 6onb/uedanrnsa, MOPUNYyxnocTb,
HanpshxeHne, oTek (BkAwYas CTOWKUI OTeK), rmnep- UM rmnonUrMeHTayns, aHrMoHeBPOTUYECKNA
OTeK, YMN/IOTHEHUEe, My3blpek, Be3ukyna, nanyna, MNpunyxaocTe/6yropok (Bugumblii un (uanm)
nanbnMpyeMblii maTepuan) unu ys3enok (Bkawuas BOCNasiMTesibHbie Y3esiku), Macca, rpaHysema
(BKNOYas NpM3HaKu BOCMANEHWS) U peakuyunm Ha MHOPOAHOE TEeNO0), HEKPO3, ULIEMUSA, OKK/I3UA
cocypoB, ambonusauma, uHdapkt, addekt TuHgana (B T. Y. NOJAynpo3payHbie XopAbl),
TMNepYyBCTBUMTENbHOCTbL, assiepruiyeckne peakuum (B T. 4. NpPUCTyn acTMmbl, O0TeK KBuHKe,
aHanNakTUYeCKUin LWOK WM 3aTpPygHEHHOe AblXxaHWe) Ha OAWH U3 KOMMOHEHTOB W3Aenns
(Hanpumep, rnanypoHoBas kucnoTa, Ar3BMA, nugokamHa rugpoxaopug), 3abosieBaHus MoNOCTU
pTa u 3yboB, NopaxeHne HEPBHOW CUCTEMbI, HAPYLUEHWE CO CTOPOHbI OTOPUHOMAPUHIO/IOTNYECKO
cuctembl (Hanpumep, 3a/l0KEHHOCTb Hoca, 60/b B POTOrNOTKE, AUCTe3us, puHOpesi, HOCOBOE
KpOBOTEYEHME, CUHYCUT, npexogdawas noteps cayxa), 60nb Npu  XKeBaHUW, YBendyeHune
OKOJIOYLIHOM >Xenesbl MbllWeYHble NoAepruBaHus, MbilleyHble TPaBMbl/paccTpoiicTBa, TOWHOTA,
pBOTa, COCYAMUCTbIA Kosnanc, npegobmMopoYyHoe cOocTosiHWe, 3abosieBaHne nepueprnyecknx BEH,
npunnebl, 6€CNoKONCTBO, Bbi3BaHHOe TpunaHodobueli, Heya0BNETBOPEHHOCTbL M pa3oyapoBaHue
nauveHTa (M3-3a OTCYTCTBUS WAW  CHWXKEHUA 3ddiekta, CHUMXKEHUa TBepgpocTu/peakuynu,
HeXenaTenbHOro 3CcTeTnYeckoro adipekra), BblAeNI€HUS U3 MecTa UHbEeKUuUn, murpaumsa dunnepa,
npob6aembl ¢ pacnpegeneHnem msgenusa (Hanpumep, HakonneHne musgenus), yrnybneHme B mecrte
WHBbEKLWNWN, BbICTYyNaHWE MOBEPXHOCTHON BEHbl, TUNEPKOPPEKLUS WAM MNOPaXeHne 4YepenHblX
HepBOB (HanpuMmep, napanuMy 4epenHbiXx HEPBOB, Napanuy /ULEBOr0 Hepsa, HeBpanrus
TPOIHUYHOTO HepBa).

Coobuwanocb 0 pefkmx crydyasx BO3HUKHOBEHUSA CrefyloWmnx HexenartenbHbiX SABJEHUNA npu
nPYMMEHEHNN NPOAYKTOB Ha OCHOBE TMajlypOHOBOW KWUCNOTbl, TakuX Kak WHekums (Hanpumep,
poxa, (pnermMoHa, MNaHHWKYAUT, BK/AOYAA OTKPbITbIE WAW MNPOPbIBHbIE paHbl N (AEHTaNbHbIN)
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abcuecc, uMneTuro, MycTynbl), XpoOHuYyeckas wuHQekunsa (Bkaw4yas obGpasoBaHWe OMONIEHKN),
pybueBaHune, CTOWKOE W3MEHEeHWe LUBeTa KOXMW, CEeHCOopHas p[uciyHKUus, HeTpomboTmueckas
neroyHas amb60s11s, aTakke ob6pasoBaHue capKouAHbIX rpaHyseM y nauneHToB c renatutom C npu
neyeHun nHTepepoHoM, LepebpasibHble TpaBMbl (Hanpumep, BHyTpuYepenHoe NpoHNKHOBEHNKE,
cybapaxHoumpganbHoe KpOBOWU3NUSHWUE), Kocornasue, odrTanbMmonnaernsa, crnanku pagyxHol
060/104KN, KaTapakTa, KpOBOU3NIMAHNE B KOHBIOHKTUBY, NTO3 BEK U CNe3oTeyeHune.
Puck rpaHynemsbl, nwemnn, HeEKpO3a M OKK/II03MU COCYAOB MOBbIWAETCA Npu rNy60KOM BBEAEHUYU
M UCNOJb30BaHUN 60MbLWMX 06BEMOB U3AENUSA.
B nuTtepatype coobuwanocb 06 OTAE/NbHbLIX CyYanaX HapyLeHUs 3PEHUSA UK HACTYN/IEHUA C/ENOThbI
nocsie HenpegHaMepeHHOro BHyTpuapTepmnasnbHOro BBefeHNs nsgenus.
MaumveHTbl AO0/KHbI OblTb MPOUHCTPYKTUPOBaHbI O HEOB6XO0AMMOCTM WMH(POPMUPOBAHUSA CBOEro
Nnevauiero Bpaya O /1H06bIX NOBGOYHbLIX ahdhekTax, COXpaHsiloWnxcs 6onee OAHOW Heaenu, U o
N06bIX HexenaTesibHbIX SABIEHUAX, HEMEeA/IeHHO Noc/ie WX BO3HUKHOBEHUs, 0COBeHHO ecnn y
nauymeHta HabnwpalwTcd U3IMEHEHUS 3peHus, MNpu3HaKM UWHCyNbTa (BkIYas BHe3anHoe
HapylleHne peyn, OHeMeHne WUau cnabocTb B /INLE, PyKax WX Horax, 3aTpyLHeHua npu xoabbe,
onyuieHne nuua, cwunbHaa ronoBHasA 60/b, TFO/IOBOKPYXEHWE WAW CNYTaHHOCTb CO3HaHuA),
nobeneHne KOXW uUnm HeobblyHas 60/1b BO BPEMSA WM BCKOpe MOC/e 3aBeplueHus npouenypsl. B
TakoM c/lyyae NpakTUKYLWKni Bpay MOXeT Ha3HaunuTb NauneHTy COOTBETCTBYIOLLEe flevyeHune.
MauneHTbl CO CBET/IbIM TUMOM KOXMW 60/1ee CK/IOHHbI K Pa3BUTUIO MO6OYHbIX 3PdEKTOB, CBA3AHHbIX
C MuVHbekumeli. OfHako Yy MauMeHTOB C LUBETHON Koxeli 60nee BepoATHO pasBuTue
nocTBOCNa/INTENLHO runepnurMeHTaumu n (nan)  obpasoBaHue rmnepTpogonyecKnx
pybuoB/Kenonaos nocse MHbEKUMOHHbLIX npoueayp. MNauneHTbl ¢ onpegeneHHbIMU 3THUYeCKUMU
0COBGEHHOCTAMU, Hanpumep, asvaTbl, OAO0/IKHbl ObiITb NPOMH(OPMUPOBaAHbI O 60siee BbICOKOM
pUCKe TKaHeBbIX peakuuii, Takux Kak 3yf, oTek, apuTema, BocnaneHue.
 [laHHble 06 M3BECTHbIX B3aMMOAEWCTBUAX C APYTMMU MECTHbIMW WM JTIOKOPErnoHapHbIMU
aHecTeTUKaMu OTCYTCTBYIOT.

10. YcTaHOBKa Urfbl Ha wWnpwu,

[Ona onTumansHoro npumeHeHns «bE/IOTEPO BanaHC ¢ NnAOKaMHOM» BaXHO, 4TOObI uria 6biia
Hagsexawmm obpasom npucoegunHeHa K wnpuyy. Cm. guarpammel 1, 2, 3 n 4.

1. CnepyeT HafeXHO yAepXmBaTb CTEKNAHHbIA UWAUHAP wWRApuya W agantep BUHTOBOTO
NII09POBCKOr0 COeAMHEHNA Mexay 60MbWMM 1 yKasaTe lbHbIM nanbLaMu.

2. pyroii pykoi 3axBaTuUTb U OTKPYTUTb 3aLUTHbIA KOMNa4ok.

3. HagaBuTb U 3aKpyTUTb UTy Ha WNpUUe 00 OWYLUeHUA conpoTuB/ieHus. He nepeTtdarnsatb.
MepeTarnBaHue Urnbl MOXET MPUBECTU K CMELLEHUIO BUHTOBOIO /II0O3POBCKOTO COEAMHEHUA U €ero
OTCOEAMHEHUIO OT Wnpuua.

4. MpopgonmkaTb yaepXnBaTb BUHTOBOE /IIO3POBCKOE COEAUMHEHMNE U CHATb 3alMTHbIA KOMNa4vok ¢
NI bl.

11. XpaHeHune

XpaHutb npu Temnepatype ot 2 °C go 25 °C B 3alULULEHHOM OT CBeTa MecTe, He 3aMopaxuBas.
N3beraTtb MexaHU4eCcKnx yaapos.

MpounsBoanTenb He NpeabaBaseT TPeb6oBaHU K BIAXHOCTU M aTMOCHEePHOMY AaBEHUIO.

12. CcbUikn
OOHOB/IEHHYIO AOKYMEHTAL N MOXHO NOMy4nTb B KomnaHum ANTEIS S.A., Lseliyapus.
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MNpasnuabHoe NOAOKEHUE OrPAHUINTENR X0AA NOPWHA BO BPEMA BLINOAHEHUA UHBEKUMN,

YTUAK3aUMA

Ha Tepputopuu Pocchitckoi deaepaummn UCNOAL3OBAHHBIE H YaCTUYHO MCNONLIOBAHHLIE WNPMUM
M MIAB SNA MHBEKLUMKU MOTYT BbiTb GMOAOrMMECKU ONACHBIMY M NOTOMY AOMKHBI PACCMATPHBATLCA
W YTMAK3IUPOBaTLCA B cooTeerctemn C CanluH 2.1.3684-21 «CanutapHo-anuaemmuonoruyeckue
Tpe6oBaHMA K COAEPKAHUID TEPPUTOPHIA FOPOACKUX M CRAbCKMX NOCeAEHU, K BOAHbIM obbekTam,
NUTLEBOW BOAE W NWUTLEBOMY BOAOCHAOKEHMIO, atMOChHepHOMY BO3AYXY, NOYBAM, KHUALIM
NOMELWEHUAM, IKCNAYATAUMH NPOM3BOACTBEHHDIX, OOLWECTBEHHbIX NOMELEeHUA, OPraHU3aLUMN W
NPOBEAEHWIO CAHUTAPHO-NPOTUBOINUACMUYECKMX (NPOPUNAAKTHYECKUX) MEPONPUATUAY  KaK

. OTHOCALMECA K KNACCY onacHocTu b.

TpeGosaHur K OXpaHe oKpyXaouwei cpeas
HU3genune crepyeT yTMAMIMPOBATL B COOTBETCTBUM C NPUMEHUMbBIMY MECTHBIMM/HAUVOHANbHLIMU
HopmaTHBamu. Mpu HapaeXKallel YTUAK3ALMK BPEA3 OKPYKAIOWEH cpeae He HaHOCUTCA.

YCAOBUA rapaHTUm:

«AuTeiic C.A.» (Anteis S.A.), 18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva, llleeuapus, 8
Kavectse npoussogutens benotepo banaHC ¢ NMAOKAUHOM, rapaHTUPYET COOTBETCTBUE NPOAYKTA
BCEM MaPameTPam M CBOMCTBaM, YKa3aHHbIM B RaHHOM AOKyYMeHTe, Npu coBAIoAEHHN YCNOBUIA
TPaHCNOPTUPOBKMK, XPAHEHUA Y MCNOAL3OBAHUA B COOTBETCTBUM C UHCTPYRUMEHA NO NPUMEHEHWIO B
TeyeHue ABYX NIeT C AaThi NPOM3BOACTBRA.
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Mpeaynpexgatoume 3Hakm

A

OCTOpPOXHO

CM. MHCTPYKLUIO MO MPUMEHEHUNIO

He ncnonb3oBaTh B C/lydae MOBPEXAEHNS YNAKOBKU.

[na ogHOKpaTHOro NpuMeHeHus. He ncnonb3oBatb NOBTOPHO

UT0o6bl OTKPbITb 6AUCTEP, MOTAHUTE KPbIWKY 6AMcTepa B HanpasaeHuwu,
yKa3aHHOM CTPEJIKOA.

CTepunibHO. CTepUnn3oBaHo BAAXHbIM XapoM. CTepusieH TONbKO Tefb, HO He
STERLE 1 BHELLHSAS NOBEPXHOCTb WNpULA.

CtepunbHo. CTepunn3oBaHo paguauueli. CTepunbHa TOMbKO camMa Wrfa, HO He
STERLE R BHELLUHASA YacCTb YNAKOBKU WI/bI.

Mpegensl TemnepaTtypbl XpaHeHus: 2 - 25 °C
2C

Jarta npou3soacTtea
Cpok rogHocCTun

Koa cepuun

LOT

Mapkuposka CE cornacHo [Aupektuse Ne 93/42/[EEC «O MegULMHCKUX

C€ nsgenusax». ocne AaHHONW MapKUPOBKM cnegyeT HOMEP HOTU(ULUPOBAHHOTIO
opraHa.
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- J Mponssogutens

EC REP

YNoNHOMOUYEHHbIN NpeacTaBuTens B EBponeiickom coobuiecTtse

Mpounssogutens «<bEJIOTEPO BanaHc c 1ngoKanHoOM»

Anteis SA

18 WemaH ne3 O (Chemin des Aulx)
1228 MnaH-ne-Kyat (Plan-les-Ouates)
LWBeliuapusa

MpepcTtasutenb B EBponeinckom coobuiecTse:

Merz Aesthetics GmbH

OkeHxanmep NaHgwTtpacce (Eckenheimer Landstrasse) 100
60318 ®paHkdypT (Frankfurt)

FepmaHus

PacnpocTpaHuTesns:

MoNHOMOUHBIA NpeacTaBuTens B PO

000 «MepL, Papma»

3-a ynuua Amckoro nongl; 4. 2, cTp. 26, atax 2, nomeweHue VI, komHaTa 29
125124, MockBa
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MepeBOA A4AHHOTO TEKCTa C aHT/IMINCKOM0 A3blKa Ha PYCCKMIA A3bIK BbIMO/HEH NMEPEBOAYNKOM
MantowoBol AHHOW AHAPEEBHO

noAnucCh

Poccuiickas depepauus
Nopoa MockBa
LLiecToro nekabps ABe TbicAYM ABafLaTb TPeTbero roga

A, Bepemnii HOnus NropesHa, HoTapuyc ropoga MOCKBbI, CBUAETE, nognucu
nepeBoauMka ManoLwoBoi AHHbI AHAPEEBHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoANMCcaBLLUEro AOKYMEHT YCTaHOB/EHA.

3apei nctpuposano B peectpe; No 77/2194-ii/77-2023-5~'2>41S

¥YnnayeHo 3a coBepLLUeHNe HOTapuaibHOro fevicteus: 400 py6. 00 Kon

noanumch FepboBas neyaTb Fep6oBas neuyatb
HoTapuyca r. MocKBbl HoTapuyca r. MockBbl
Bepemuii HO.. Bepemuin HO.A
HO.W. Bepemnii

Bcero npowHypoBaHo, HPOH )BaHO
W cKpenieHo neyvatsio 20 ] -0B).

Hotapuyc: noanu
Poccuitckas ®epepayns

Nopoa MockBa
LLlecTtoro gekabpa gBe TbicA4M ABajLaTh TPeTbEro roga

f, Bepemuit HOnus MropeBHa, HoTapuyc ropoga MOCKBbI, CBWAETENLCTBYH) BEPHOCTb KOMUU C
NpeacTaBNeHHOr0 MHE JOKYMeHTa.

3apcructpup 77/2194-H/77-2023-5-3VIS

YnnaveH HoTapu”bHoro ferictaus: 2100 py6. 00 Kon.
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KOLLiS

INSTRUCTIONS FOR USE FOR BELOTERO® LIPS CONTOUR
MERZ AESTHETICS

Belotero line, viscoelastic implant based on cross-linked sodium hyaluronate
for correction of depressions oftissue, in the following versions:

1) Belotero SOFT Lidocaine, consisting of;

»implantable gel, in a 1.0 ml syringe -1 pe.; Seen exclusively for the legalization of

. sterile needle 30G ¥2 (0,3 x 13) - 2 pcs.; the a_lbove signature of Mrs Anne-Sophie
DreaiX).

* label - 2 pes.; The undersigned notary assumes no

responsibility for the validity and

e Instructions for use - 1 pc. i
ofthe presepitdocument.

2) Belotero BALANCE:

Belotero BALANCE Lidocaine; Geaeval t ie
Belotero LIPS Contour,’,

consisting of:

e implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc.;

» sterile needle 27G ¥2 (0,4 x 13) and 30G ¥2 (0,3 x 13) -1 pc. each;
- label - 2 pcs.;

¢ Instructions for use - 1 pc.

3) Belotero INTENSE;

Belotero INTENSE Lidocaine;

Belotero LIPS Shape,

consisting of:

«implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc.;

* sterile needle 27G ¥2 (0,4 x 13) - 2 pcs.;

e label - 2 pcs.;

e Instructions for use -1 pc.

1. Description

BELOTERO Lips Contour is a sterile, non-pyrogenic, viscoelastic, colourless, transparent
cross-linked sodium hyaluronate gel of non-animal origin in a physiological phosphate
buffer.

BELOTERO Lips Contour contains 0.3 % of lidocaine hydrochloride.

2. Presentation

BELOTERO Lips Contour is presented in a single use pre-filled glass syringe sterilized by
moist heat. Each box contains one instruction leaflet, one syringe, two traceability labels
and two sterile CE-marked needles for single use only. The dimensions of needles are
stated on the external box.
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3. Composition:

Cross-linked sodium hyaluronate: 22.5 mg/m|
Lidocaine hydrochloride: 3.0 mg/ml
Phosphate buffer pH 7 g.s.: 0.6 ml

4. IntendedUse/Indications

4.1, Intended Use

BELOTERO Lips Contour is an injectable biodegradable implant intended for enhancement
of skin tissue to fill skin depression.

The presence of lidocaine aims to reduce local pain associated with the injection of the gel
and to improve patient comfort.

4.2. Indications
BELOTERO Lips Contour is indicated for injection into the superficial to mid-dermis for
treatment of lip contour, perioral lines and moderate oral commissures. BELOTERO Lips
Contour is indicated for lip enhancement

5. Posology and administration method

BELOTERO Lips Contour is designed to be injected into the superficial to mid-dermis by
authorized practitioners who have appropriate training, experience, and who are knowl-
edgeable about the anatomy {explicitly about the distribution pattern of labial arteries) at
and around the site of injection in order to minimize the risk of potential complications.

BELOTERO Lips Contour can be injected with the blanching technique. Submucosal or sub-
cutaneous injection is recommended for lip enhancement In the tear trough area, inject
deep on the bone below the orbicularis oculi muscle.

Inject BELOTERO Lips Contour slowly and not too fastto apply the least amount of pres-
sure necessary, according to the appropriate injection technique using the provided nee-
dles.

The risk of an intravascular injection can be reduced by different strategies, including aspi-
ration prior to injection, utilizing lower volumes and serial injections in high-risk areas,
treating one side at atime, pinching/tenting the skin to provide more space superficial to
the branches of the main arteries, and manual occlusion of the origin of 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, fan-
ning, cross-hatching or serial (micro)puncture. The quantity of product to be injected de-
pends on the area to be corrected.

BELOTERO Lips Contour 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 Lips Contour, 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 in-
jection.
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If the needle becomes obstructed and the injection pressure istoo high, stop the injection
and change the needle.

The practitioner should note that the use of 30GV2" needle requires greater force to inject
the gel than 116 v i* needle.

The quantity of the gel to be injected depends on the area to be treated and the correction
to be achieved. Do not over-correct.

The graduations on the syringe label are 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 injec-

tions, or nerve blocks depending on the injection site and size of needle used), should be
assessed.

6. Contra-indications

BELOTERO Lips Contour is contra-indicated:

e In case of kroWn hypersensitivity to one ofthe product's components, especially to sodium hya-
luronate, lidocaine hydrochloride, BDDE orto amide-type local anaesthetics,

e In pregnant and breast-feeding women,

* In patients under 18 years old,

n patients presenting a general infection,

n patients presenting an active auto-immune disease.
Do not inject BELOTERO Lips Contour into blood vessels.

Do not inject BELOTERO Lips Contour into skin areas presenting active cutaneous inflam-
mation or infection due to e.g. immunological, allergic, bacterial, fungal or viral causes.

Do not inject BELOTERO Lips Contour into an area previously treated with a permanent
dermal filler.

Do not inject BELOTERO Lips Contour into the glabellar or nose region.

7. Precautions for use

Health care practitioners are encouraged to discuss all potential risks of soft tissue injec-
tion 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 Lips
Contour in patients presenting a history of severe multiple allergies or anaphylactic shock,
the practitioner must decide whether to inject BELOTERO Lips Contour 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. It 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 injection.

It is recommended not to inject BELOTERO Lips Contour in patients with a history of strep-
tococcal diseases and in patients pre-disposed to hypertrophic scars or keloids.
BELOTERO Lips Contour injected in the forehead (excluding glabellar) area may be associ-
ated with an increased risk for intravascular complications and the consequences of local

vascular occlusion, embolization, vision impairment, blindness ischemia, necrosis or infarc-
tion.
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BELOTERO Lips Contour injected in the periorbital region may be associated with an in-
creased frequency and severity of side effects and adverse events.

BELOTERO Lips Contour can be used in combination with other Belotero® products during
the same session but in different facial areas. Instructions for use of each product should
be followed.

Limited clinical data is available on the injection of BELOTERO Lips Contour into patients
with a Fitzpatrick skin type V/VI.

BELOTERO Lips Contour 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 bene-
fits but also adverse events can be cumulative and causality of adverse events could be-
come difficult to determine. Instructions for use, depth of injection and appropriate recom-
mendation of each product should be followed. No clinical data are available on the injec-
tion of BELOTERO Ups Contour into an area already treated with other aesthetic products
or procedures.

BELOTERO Lips Contour must not be used in association with other aesthetic techniques
such as peeling, dermabrasion, or any type of laser treatment before complete healing of
the last treatment. In any case, even if the healing occurs earlier, BELOTERO Lips Contour
must not be used earlier than 2 weeks after the last treatment. No clinical data is available
on the combined use of BELOTERO Lips Contour 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- inflamma-
tory drugs (NSAIDs; e.g. aspirin, ibuprofen)), or other substances known to increase coagu-
lation time (vitamins or herbal supplements, e.g. Vitamin E garlic, Ginkgo biloba and St.
John' sWort), 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 Lips Contour into patients with a history of previous herpetic erup-
tion 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 dysfunction or porphyria, the practitioner must decide
whether to inject BELOTERO Lips Contour on a case-by-case basis depending of the nature
of the disease as well as the associated treatment

Practitioners and athletes should consider that lidocaine may produce positive results to
anti-doping tests.

It should be noted that the presence of lidocaine may cause local redness, hypersensitivity
or transient loco-regional numbness.

For normal healthy adults it is recommended that the maximum total dose of lidocaine HCI
(without epinephrine) does not exceed 300 mg (or 4.5 mg/kg) per session. Overdosage of
lidocaine HCI usually results in signs of the central nervous system or cardiovascular tox-
icity.

When using concurrently (topical administration --)/ the total administered dose of lido-
caine should be considered. The concomitant use of other local anesthetic agents or
agents structurally related to amide-type local anesthetics should also be considered since
the systemic toxic effects may be additive.
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Care should be taken for patients with congenital methemoglobinemia, with glucose-6-
phosphate dehydrogenase deficiencies and patients who are receiving concomitant treat-
ment with methemoglobin-inducing agents.

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 Lips Contour into another container and do not add other sub-
stances 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-steriiize 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 expo-
sure 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.

8. Warning”
e Sodium hw'.uronate precipitates in the presence of quaternary ammonium salts (such as ben-
zalkonium chloride). It istherefore recommended that BELOTERO Lips Contour does notcome

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
impairment, blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necro-
sis, and damage to underlying facial structures. Practitioners should immediately stop the injec-
tion if a patient exhibits any ofthe following symptoms, including changes in vision, signs of a
stroke, blanching 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.

9. 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 spontane-
ously within a few days. This includes swelling, nodule or iump/bump, bruising/purpura,
hematoma, ecchymosis, induration, erythema/redness, tenderness, pain, discoloration and
pruritus/itching, tingling, paraesthesia, numbness, hypoaesthesia, scabbing, needle mark
and discomfort or irritation. These injection site reactions are generally of mild or moder-
ate intensity. A transient bleeding may also occur at the injection site and usually stops
spontaneously as soon as the injection is finished.

« Adverse events:
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In occasional cases, one or more of the 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 dryness (rough facial skin, exfoliation), injection site erosion, inflammation, shiv-
ering, 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 (in-
cluding persistent swelling), hyper- or hypo-pigmentation, angioedema, induration, blister,
vesicle, papule, lump/ bump (visible and/or palpable material) or nodule (including inflam-
matory nodules), mass, granuloma (including inflammatory signs and foreign body reac-
tions), necrosis, ischemia, vascular occlusion, embolization, infarction, Tyndall effect (in-
cluding translucent chords), hypersensitivity, allergic reactions (including asthma attack,
Quincke' sedema, anaphylactic shock or throat tightening) to one of the product' s
components (e.g. hyaluronic acid, BDDE, lidocaine hydrochloride), oral and dental disor-
ders, 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 in-
Jury/disorder, nausea, vomiting, circulatory collapse, presyncope, peripheral venous dis-
ease, hot flush, anxiety caused by trypanophobia, patient dissatisfaction and disappoint-
ment (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, overcorrec-
tion or cranial nerve disorder (e.g. cranial nerve paralysis, facial paralysis, trigeminal neural-
gia).

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

The risk of granuloma, ischemia, necrosis and vascular occlusion is higher with deep injec-
tions and high volumes.

Isolated cases of visual impairment or blindness following unintentional intra-arterial injec-
tion have been reported in literature.

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, arms, or legs, difficulty walking, face drooping, severe head-
ache, 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

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

There isno known interaction with other local or loco-regional anaesthetics.

10. Assembly of needle to syringe

For optimal use of BELOTERO Lips Contour it is important that the needle is properly con-

nected to the syringe. See diagrams 1, 2, 3 and 4.

1. Firmly hold the glass cylinder ofthe 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 & Twistthe needle on the syringe until a resistance is felt. Do notover-tight. Over-tight-
ening ofthe 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.

11. Transportation, storage, use
Store between 2°c and 25®C, Protect from light and freezing.
Avoid mechanical shocks.

The manufacturer has no requirements to humidity and atmospheric pressure

12. References

Updated documentation may be available from ANTEIS S.A., Switzerland.

Backstop in the right position during injection
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Disposal

In the territory of 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 of manufacturing and communal areas, to organization and realization of san-
itary and anti-epidemic (preventive) events" as belonging to hazard class B.

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

Terms of warranty:

Anteis SA, 18, Chemin des Aulx/1228 Pian-les-Ouates, Geneva, Switzerland, as the manufacturer of Belotero Lips
Contour 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.

Warning fragments

Caution

A

Consult instructions for use

O 5
Do not use if package is damaged.
Single use product. Do not re-use
Open the blister by pulling the blister lid following the arrow.
STEnUE Sterile. Sterilized by moist heat. Only the gel is sterile, but not the outside of the

syringe.
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Sterile. Sterilized by irradiation. Only the needle itself is sterile, but not the out-
side of the needle packaging.

- X we Temperature limit of storage: 2 °C~25°C

Date of manufacture

Use-by date
¥

Batch code

LOT

c € CE mark in accordance with Directive 93/42/EEC relating to medical devices. This
mark is followed by the notified body number.

I Manufacturer

Authorized Representative in the European Community

Man RO Lips Contour

Anteis SA

18 Chemin des Auix
1228 Plan-les-Ouates
Switzerland

European Community Representative:
Merz Aesthetics GmbH

Eckenheimer Landstrasse 100

60318 Frankfurt

Germany
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Distributed by:

Authorized Representative in RF

Merz Pharma LLC

3rd street Yamskogo Polya 2 bid.26, 2nd . oor, premises VII, room 29;
125124, Moscow

Tel +7(495)6538555

www.merz.ru

Date of the instructions for use
2022-05-16
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AnH-Codoun ipeaHo (Anne-Sophie Dreano)

PykoBoanTenb No BONpocam perucTpauumn 1 obecneveHmo KayecTsa
/noanuce/

30.08.2023 .

[MpOCMOTPEHO UCKIHOUMTENBHO ANS YA0CTOBEPeHUS
NOA/IMHHOCTX noanucy r-xun AHH-Cogn dpeaHo,
MPOCTaBNEHHOW BbILLE.

Hu>kenognucasLwimnincs HoTaprdyc He HeceT
OTBETCTBEHHOCTY 38 [e/iCTBUTENBLHOCTb U
cofiep>KaHne HaCTOALLEro JOKYMeHTa.

YKeHeBa, 11-e ceHTA6ps 2023 T.
[MeuaTs: CaHapuH LLlaTenaHa (Sandrine Chatelanat),

HoTapuyc . YKeHeBa]
/nognuce/

MHCTPYKUNA no MPUMEHEHWNIO BETOTEPO® /IMMNC KOHTYP (BELOTERO LIPS CONTOUR)

Cp MERZ AESTHETICS

MimnnaHTate BA3KOYNpyrMmuy CBOWCTBaMW HA OCHOBE NMEPEKPECTHO-CLUNTOrO rmasypoHaTa HaTpus
ONA Koppekuuun penseda tkaHen nuHum «benotepo» (Belotero)® BapraHTbl UCMOSTHEHWS:

1) «benotepo CO®PT c nupokanHom» (Belotero SOFT Lidocaine), B cocTaBe:

e reflb UMNAAHTUPYEMBINA, B Wnpuue o6bemom 1,0 ma - 1wt

e urna ctepunsHaa 30G yr (0,3 x 13) - 2 wrt,;

e 3TUKETKa - 2 WT,;

e VMHCTPYKLMS NO NPUMEHEHMUIO -1 WT.

2) NuHelika «benotepo BAJTAHC»:

» «benotepo BA/IAHC ¢ nupokanHom» (Belotero BALANCE Lidocaine);
» «benotepo INMC KoHTyp» (Belotero LIPS Contour),

B COCTaBe:

e reflb UMNAAHTUPYEMBbIA, B Wnpuue o6bemom 1,0 ma uam 0,6 ma - 1 Wt
e urna ctepunbHasa 27G yr (0,4 x 13) n 30G ¥r (0,3 x 13) - no 1 wr,;

A e 3TUKeTKa - 2 WrT.;

~ * VHCTPYKLMS MO NPUMEHEHMU0 -1 WT.

3) NluHelika «benotepo MHTEHC»:

» «benotepo MHTEHC c nuaokanHom» (Belotero INTENSE Lidocaine);
» «benotepo JIUMC Welin» (Belotero LIPS Shape),

B COCTaBe:

* reflb UMNNAHTUPYyeMbIl, B wWnpuye o6bvemom 1,0 ma vnm 0,6 mn - 1 wT,;
e urna crtepunbHasa 27G yr (0,4 x 13) - 2 wr,;

* 3TUKETKa-2 WrT.;

* VHCTPYKLMA NO NPUMEHEHUo - 1 wr.

1. OnwucaHwue

«BEJIOTEPO Jlnne KoHTyp» ABNAETCA CTEPUSIbHbIM, alNMPOreHHbIM, BA3KO3/1aCTUYHbIM,
6ecuBeTHbIM, MPO3PaYHbIM resiemMm NepekpecTHO-CLUMTOro HaTpUsa rmaslypoHata HeXWBOTHOIO
NPOUCXOXLEHNSA B du3monornyeckom docdartHom bydepe.

«BEJIOTEPO J/lnne KoHtyp» cogepxut 0,3 % nupgokanHa rmapoxnopuaa.

2. ®opma Bbinycka
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«BEJIOTEPO Jlune KoHTyp» BbiNyckaeTcsA B npefBapuTenbHO 3ano/IHEHHOM CTEKNSAHHOM LWnpuLe
ANS OAHOKPATHOrO NPMMEHEeHUs, CTEPUIN30BAHHOM BIaXHbIM XapoMm, B kaxaoi nayke
COAEPXUTCA OfHa MHCTPYKUUA MO NPUMEHEHUIO, OAMH LUNPUL, ABE 3TUKETKN A1 NPOCNeXuUBaHUA
N ABe CTepusibHble UMbl 419 OA4HOKPATHOIO NPUMEHEHUS ¢ MapkupoBkoin CE. Pasmepsbl vrn
yKasaHbl Ha BHELLHEel ynakoBke.

3. CocTaB

MepeKkpecTHO-CWUNTLIN HATpUS rnanypoHar: 22,5 mr/mn
NnpokanHa rmugpoxnopug: 3,0 mr/mn

docdaTHbIn 6ydep pH 7, B gocTaTtouHOM Konuyectse: 0,6 mMn

4. HazHayeHue/nokasaHus

4.1. HasHayeHue

«BEJIOTEPO /lnne KOoHTyp» - 3TO MHBbEKLUMOHHLIA GMopasnaraembiini punnep, UCnosb3yemsblin Ans
Hapall,MBaHMsa gepMasibHOW TKaHW C Lesnblo 3aM0/THEHNSA KOXHbIX YyriaybneHuii.

MpucyTcTBUE NMAoOKanHa cnoco6CTBYET YMEHbLIEHNIO TOKaIbHOW 6071, CBA3aHHOM C
WHBEKUWOHHbIM BBEAEHWEM refisd, U NOBbIWEHNIO YPOBHA KOMAGIopTa nauuneHTa.

4.2. NMokasaHnsa

«BEJIOTEPO Jlune KoHTyp» npegHasHayeH ANs VHBEKUMOHHOINo BBEAEHUA B MOBEPXHOCTHbIE U
cpegHve cnou pgepmbl A8 KOPPeKuurm KOHTypa ryb, nepuopasibHbiX MOPLWH U YMEPEHHbIX
MOpPLWWH yronkos pTa. «BEJIOTEPO Jlune KoHTyp» nokasaH A4 yBenmueHus obbema ryo.

5. [lo3npoBKa 1 cNOCO6 NPUMEHEeHUs

«BE/NOTEPO Jlnne KoOHTyp» npefHasHavyeH [/19 BBeAEHUA B MOBEPXHOCTHble U cpefHue cnou
OEepMbl  aTTeCcTOBaHHbIMW  MNPakTUKYOLWUMN  Bpayamu, npoweawMmy  COOTBETCTBYHOLLYIO
NoAroTOBKY, WUMEWLWMUMW ONbIT U rNybokMe 3HaHUA aHatoMuum (B 4YacTHOCTM, OTHOCUTENbHO
pacnonoXxeHus ryoGHbIX apTepuil) B obnactu BBeAEHMS U NOGAN3OCTU OT Hee, YTOObl CBECTU K
MUHUMYMY PUCK BO3MOXHbIX OCTOXHEHUIA.

[onyckaeTcs BBegeHune «BEJIOTEPO Jlune KoHTyp» nocpeAcTBOM TEXHUKM GriaHwmpoBaHuda. Ons
yBennyeHnss obvema rybé pekomeHayeTcs MOACMAM3UCTOE WAW NOAKOXHOE BBegeHue. B obnactu
cnesHoli 6o0po3abl usgenue craegyeT BBOAUTL My60KO HA KOCTb HMXE KPYroBoOi MbIlLbl rasa.
Beoantb «BEJIOTEPO Jinne KoHTyp» cnenyeT MeasieHHO, 6e3 cnewwku, NpuMMeHss MUHUMasnbHoe
HeobxoaMmoe gaBfieHne, B COOTBETCTBUM C MPUMEHSAEMONM TEXHUKO BBELEHUSA NpuaaraembiX WUr.
Puck BHYyTpUCoOCyanCTOl NHBEKLUN MOXET ObiTb CHVMKEH NYTEM NPMMEHEHNS pasNMyHbIX TakTUK, B
TOM uucfe acnupauun nepen WHbeKuuel, WCNO/b30BaHWA MEHbLIMX 06bEMOB W BbINOSIHEHUSA
Cepun nHbekUuuii B 06/1aCT NOBbLILUEHHOTO pUCcka, 06paboTkM OAHON CTOPOHbLI 3a pas, cobupaHus
KOXW B CcKnaaky/HaTsHkeHusas KOXu, u4Tobbl ocBoboauTb 60Nnblle MecTa Haj BeTBAMU
MarmcTpasbHbIX apTepuii, a Takke PY4YHON OKKIK3MU MecTa OTXOXAEeHUS Hanb/10KOBbIX COCYAO0B
HELOMUHMPYOLWNM nanblueM. Tynble KaHW/ANW CNOCOGHbI YMEHbLWMUTb, HO HE YCTPaHWUTb PUCK
NOJIHOCTLIO.

K o6wum pekomMeHAYyeMbIM MeTogaM WHBLEKLUOHHOTO BBEAEHUS OTHOCATCHA, Hanpumep,
NIMHEHOe WM CepuilHOe BBefeHue, BeepHas TexHuWka, LWTPUXOBKA WAW  CepUiiHble
(MMKpo)npokonbl. Konnyectso BBOAMMOIO U3aenuns 3aBUCUT OT KOPpPeKTMpyeMoil 06actu.
«BEJIOTEPO Jinne KoHTyp» cnefyeTt BBOAMTbL B Hajgfexaliux acenTUHecKUX YCNOBUAX B y4HacTKu
3[0pPOBOI KOXMW, HE cofepxaliMe BocnaseHuin. 1o Hayana BBeAEHUS HEOOGXOAMMO TUlaTe/bHO
npoae3nHULUMpoBaTb 061aCTb NAHUPYEMbIX UHBEKLUIA.

Ona obecneyvyeHnss onTMMasnbHOro ucnosnb3oBaHua «BEIOTEPO Jlune KoHTyp» pekomeHAyeTtcs
cobupaTb uray B COOTBETCTBMM CO CXemamu, nNpuBefeHHbIMM Huxe. HeHagnexawasa cbopka
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MOXeT Bbi3BaTb OTCOEAMHEHWE Wbl OT wnpuuya u (Unu) yTeuky refss B MecTe JIl03POBCKOro
CoefMHEHNST BO BPEMS NMPOBEAEHUS UHBEKLUN.

B cnyyae 3acopeHusi urnbl U M36bITOYHO BbLICOKOTO AaB/IEHUS NPW BBEAEHWUU CneayeT nNpekpaTuTb
BBEAEHME U 3aMEHUTb Urny.

MpaKTUKy LKNiA Bpay AOMXKEH YYUTbIBATb, YTO UCMNOMb30BaHne urn kannépom 30G yr TpebyeT npu
BBeAEHNN renst 60NbLIEro ycunams, 4em urna kannépom 27G yr .

KonnuectBo BBOAMMOrO rens 3aBuMcUT OT o6pabaTbiBaemoil 06s1acTm M pesynbTaToB, KOTOpble
Heo6xoA4MMOo AOCTUTHYTbL. He crieayeT NpoBOAUTbL M36bITOYHYH KOPPEKLUIO.

FpagynpoBKa Ha 3TMKETKe LwWnpuua SBNASETCS OPUEHTUPOBOYHOW W npefHa3HayeHa TONbKo AN
NHOPMMpPOBAHUA NONb30BaTENSA.

Mocne 3aBepleHWs MHDBbEKLUW cnepyeT akKypaTHO MomaccupoBatb 06paboTaHHyl o6nacTb,
yTo6bl 06ECNEYNTL paBHOMEPHOE pacnpegeneHne nsgenus.

[Jo Havana npouepyp cnegyet OLEHUTb LLENECO06GPA3HOCTb WX MPOBEAEHUSA Yy MauueHTa u
noTpebHOCTb NauneHTa B 06e3601MBaHMN (MECTHble aHecTeTUKW, nakeTbl CO N1bAOM, MeTOoAbl
OTB/IEYEHMNS] BHUMAHMWS, MHBEKLUUM MECTHbIX aHECTETUKOB WM 6/10Kagbl HEPBOB B 3aBUCMMOCTU OT
MecTa MHbEeKLMN 1 pasMepa UCNONb3YEMOR Urbl).

6. lMNpoTuBONoOKasaHmMA

MpumeHeHne «BEMTIOTEPO Jinne KoHTyp» NpoOTUBONOKa3aHO:

e B cnyyae MCTOpPUW MOBbLIWEHHOW YYBCTBUTE/IBHOCTU K OAHOMY W3 KOMMOHEHTOB W3A4ennd, B
ocobeHHOCTN, K HaTpusa T[MasypoHarty, JugokaumHa rugpoxsopugy, Ar3gad  wnm
MecTHoaHecTe3upyiydum cpegcteam aMuUaHOMO TUNAa;

* bBepemMeHHbIM 1 KOPMALL,UM TPYAbIO XEHLL, MHaM,

* [laymeHTam B BO3pacTe MoJsioxe 18 ner,

* [MauuneHTam c 06w, eii UHeKLmneli B akTUBHOW chopme;

* NMauneHTam Cc ayTOMMMYHHbIMMW 3a60/1€BAHUAMN B aKTUBHON hopme.

He cneayet BBoanTb «BE/IOTEPO JIne KoHTYp» B KPOBEHOCHbLIE COCYAbI.

He cnepyetr BBoauTb «BEJIOTEPO Jiune KOHTYp» B YYacCTKM C KOXHbIM BOCNaneHuem wau

NHdeKLein MMMYHONOTMYECKOro, ansepruyeckoro, 6akrepmanbHOro, rpubKoOBOro UM BUPYCHOrO

NMPONCXOXAEHUA B aKTUBHON chopme.

He cnepyeTt BBoAUTb «BEJIOTEPO J/lune KOHTyp» B y4YacTKW, paHee nNoABeprwmnecs Koppekuuu

NnepmMaHeHTHbIM AepMalibHbIM PUINepom.

He cnegyet BBOguTh «BEJIOTEPO J/lune KoHTyp» B 06/1aCTb MEXOPOBLS UMM HOCA.

7. Mepbl NpesoCcTOPOXHOCTU MNPU NCMOJIb30BaHNN

MeauuMHcKum paboTHUKaM pekoMmeHayeTcs 06CyauTb BCe MOTeHUMaNbHble PUCKM NpPOBeAeHUs
WHbEKUNI B MATKME TKaHM CO CBOMMW nauMeHTamy [0 Havana npouenypbl U yb6eautbCs, 4TO
nauMeHTbl OCBEAOMJ/IEHbI O NPU3HAKaX U CUMNTOMaXxX NOTEHLMANbHbIX OC/TOXHEHWA.

B oTcyTCcTBME AOCTYMHBIX KJAMHUYECKUX OAHHBLIX MO NEPEHOCUMOCTU M 3PEKTUBHOCTU BBELEHUSA
«BEJ/IOTEPO Jiune KOHTYyp» nauveHTam, WMeEWLWMUM B aHaMHes3e TAXeNyl MHOXECTBEHHYI
anneprmio naMm aHauIakTMYecKnid LWOK, MPaKTUKYOLWNWA Bpady [O/MKEH pPewnTb B KaX4oMm
KOHKpeTHOM cnydvae, BBoanTb in «BENTIOTEPO Jlnne KoHTyp», yunTbiBas xapakrep 3abonesaHusa u
conyTcTBylolWee feyeHne. PekomeHgyeTca  NpeasioXnTb  TakMM  nauuMeHTam  NponTu
npefaBapuTenbHblii ABYKPaTHbIA TECT N HE OCYLLECTBAATL BBeAeHUe, ecsim 60/1e3Hb Nporpeccupyer.
Takxke pekoMmeHAyeTcH TwartenbHoe HabnoaeHne 3a TakKMMuM nauneHTaMmu nocne BBeAeHus.
PekomeHayeTca He BBoauTb «BEJIOTEPO Jinne KoOHTyp» nauvMeHTam C Halanynem B aHamHese
3aboneBaHNil, BbI3BaHHbIX CTPENTOKOKKOM, W nauuMeHTaM, MMEeKLUM npeapacnonokeHHOCTb K
obpa3oBaHuio rMNepTPoNUYECcKnX UM KenongHbix pyouos.
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BeepeHne «BEJSIOTEPO J/lune KoHTyp» B 06n1acTb n6a (Mcknwvas mMexobpoBHYH 06/1acTb) MOXeET
OblTb COMPSXXEHO C MOBbIWEHHBIM PUCKOM BHYTPUCOCYAMUCTbIX OCJ/IOXKHEHWIA WM NocnencTBuii
MECTHOI OKK/1l03MK COCYyAOB, aMb60on3aLnmn, HapyLeHns 3peHuns, cnenoThl, UWeMnmn, HeKpo3a unu
NHapKTa.
BeegeHne «BE/IOTEPO Jinne KoHTyp» B nepuopbuTanbHylo 061acTb MOXET OblTb CONPSKEHO C
MOBbILWEHHON 4YacTOTON BO3HWKHOBEHUSA W TSXKECTbIO MO6GOUYHbIX 3PMEKTOB U HexenaTenbHbIX
ABJIEHUA.
«BEJIOTEPO Jlnne KOHTyp» AOMycKkaeTCcA WCMNO/b30BaTb B COYeTaHUM C APYTUMU NpoayKTamu
Mapkn Belotero® BO BpemMs 0AHOro0 ceaHCa, HO Ha pasHbIX y4yacTkax nauua. Heobxogumo
cobnogarb MHCTPYKLUKN MO MPUMEHEHUIO KaXA0ro npoaykra.
VimMeloTca oOrpaHuMYeHHble K/AMHMYecKne pAaHHble 06 wuHbekuusx «bBEMIOTEPO Jlnne KoHTyp»
nauneHtam c Tunom koxu V/VI no duntunaTtpuky.
«BENNOTEPO Jlune KOHTYp» MOXHO WCNONb30BaTb B npouegypax € KOMOGWHUPOBAHHLIM
BBeLeHWEeM ApYyrux usgennin, Takmx Kak O0TYNOTOKCUH u (MAnW) rugpokcumanatuT Kanbuus
(Radiesse®), uckntunTesnibHO NpU yC/I0OBUM UX BBEAEHUS B pasHble o6nact nuua. MNMpakTukytopmne
BpauM [AOJ/DKHbI 0651agate OMbITOM, a nNauMeHTbl AOJ/DKHbI NPOXOAMThb TwaTtenbHblA 0T6OP,
NOCKOJ/IbKY HakonuTenbHbIM 3dpdpekToM ob6s1afialoT He TOJIbKO Mpeumyliectsa, HO U NO6GOYHbIE
# ahhekTbl, a MNPUYNUHHO-CNEACTBEHHYIO CBA3b MNOOOYHbLIX 3PPEKTOB MOXET OblTb TPYAHO
onpegenntb. Cnegyetr cobniogatb WHCTPYKUMM NO  NPUMEHEHUID, T[/YyO6UHY BBEAEHUS U
COOTBETCTBYHWOLLME peKkoMeHJauun Ana Kaxaoro usgenusa. OTCYTCTBYHOT KNWUHUYECKUE [aHHble O
BBefeHun «BEJIOTEPO Jiune KoHTyp» B 06nactb, Ha KOTOPOW YXe MNpUMEHEHbI Apyrue
acTeTnyeckne NPOoAyKTbl UAN Npouenypsobl.
He cnepyet npumeHats «BEJIOTEPO Jlune KoHTyp» B coyeTaHuu C APYrMMU MeToAuKamu
3CTETUYECKON MeguLUHbI, TaKUMWU Kak NUAWHT, gepmabpasus uam nasepHasd obpaboTka nw60ro
TMna A0 MNOJIHOTO 3aXMB/IEHMs nocne nocnegHeli o6paboTkn. B nwb6om cnyvae, gaxe ecnu
3aXuBneHne npousowsio paHee, «bE/IOTEPO Jlinne KoHTyp» He cnefyeT NPUMEHATL MeHbLIe, YeMm
yepe3 2 Hegenu nocne nocnegHein o06paboTku. KnumHMyeckme paHHble M0 COYEeTaHHOMY
npumeHeHno «bEJIOTEPO Jiune KOHTYpP» ¥ BbIWEYNOMAHYTbIX METOAMK OTCYTCTBYIOT.
MauyneHTbl, NpUHUMAalOLWME aHTUKOAarynaHTbl, aHTUTpomMbouuTapHble UM TPOMOONUTUYECKUE
npenapartbl (Hanpuwmep, BapapuH), npoTMBOBOCNAaNMNTE IbHbIE npenaparthbl
(nepopanbHble/MHbEKLNOHHbIE KOPTUKOCTEPOUAbLI WAN HECTEPOWUAHbIE NPOTUBOBOCNANMUTESIbHbIE
npenapatel (HMBIM; Hanpumep, acnupuH, mMbynpodeH)) wunu pgpyrve BewecTBa, B OTHOWEHUM
KOTOPbIX N3BECTHO 06 MX AeCTBUN NO YBENTMYEHUIO BPEMEHWN CBEPTbIBAHUSA KPOBU (BUTaAMUHbI UK
TpaBsiHble A06aBKK, Hanpumep, BuTamuH E, yecHok, rmMHKro 6mnoba un 3Bepoboii), B TeyeHne 10
AHel oo n Ao 3 gHeli nocse MHbEKUUM MOTYT UCMbITbIBATh YCU/IEHHbIE peakuuu B BUAE remaTtom,
Yy3€e/IKOB UMY KPOBOTEYEHNA B MECTe UHBbEKLUMN.
BeepeHne «BEJIOTEPO Jlune KoHTyp» nauuMeHtam C repnetuyeckMmMm BbICbiNaHUAMW B aHaMHese
MOXET COMpoBOXAaTbCA peakTusauueir repneca u 3aboneBaHMsMU, CBsA3aHHbIMM ¢ BrY
(Hanpumep, PO30BbIii NuLwai).
Ecnn naumeHTbl cTpafatoT 3nuiaencuein, HapylweHUsMU CepaevHoil AeATesIbHOCTU, TAXesbiMu
HapyweHUAMN (PYHKLUUN NEeYEHN UNKN TSHKENbIMU HapyleHMaMn PyHKUUKM novyek unm nopdgupuei,
NpakTUKYOLWKNA Bpady AO/IKEH PelunTb B KaXAO0M KOHKPETHOM criyyae, BBOAUTbL /n «BENTOTEPO
Jlune KoHTyp», OCHOBbIBasACb Ha XxapakTepe 3ab0/1eBaHNs, a TakXe Ha CBA3aHHOM C HUM JIEYEHUN.
Nevawme Bpaunm u CNOPTCMEHbI AOJDKHbI Y4UTbiBaTb, 4YTO /iMAOKauH MoOXeT 06yc/noBiuBaTthb
NOJIOXUTENIbHbIE pe3ynbTaTbl aHa/IN30B Ha AOMUHT.
Cnegyetr oTMeTUTb, 4YTO MPUCYTCTBME NUAOKanHa MOXET Bbi3BaTb JlOKa/lbHOE MNOKpacHeHue,
rMNepyyBCTBUTENLHOCTbL UAN Npexoasliee MeCcTHO-perMmoHapHoe oHeEMeHue.
340p0BbIM B3POC/ILIM NaUuMeHTaM peKkoMeHayeTcs, 4Tobbl MakcumMasibHaa obwas fo3a nugokanHa
rngpoxnopuga (6e3 apgpeHanuHa) He npesblwana 300 mr (uam 4,5 Mr/kr) 3a ceaHc.
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MepenosnpoBka nugokaMHa rugpoxnopuga o06bI4HO NpPMBOAMT K MPM3HAKaM TOKCUYHOCTHU
LEeHTPasIbHO HEPBHOW NN CEPAEYHO-COCYANCTON CUCTEMBI.

Mpy COBMECTHOM NPUMEHeHUn (MecTHoe NpMMeHeHue W T. 4.) crefyeT yuuTbiBaTb 06LY0 [03Y
BBEEHHOro nuaokaMHa. Takke crnefyeT y4duTbiBaTb CO4YETaHHOE TMPUMEHEHWE C APYrnMu
cpefgcTBaMM  MECTHOW  aHecTesuum  waMm - cpegcrtBamMu,  CTPYKTYPHO — POACTBEHHbIMW €
MeCTHOAHeCcTe3upywmmmM cpeactsamm amMmugHOro Tuna, MOCKOJIbKY CUCTEMHOE TOKcuyeckoe
LelCTBNE MOXET 6bITb afANTUBHbBIM.

Cnegyetr nposiBNATbL OCTOPOXHOCTb Yy MaUMEHTOB C BPOXAEHHOW MeTreMorniobuHemuen,
AednynToM T1HK030-6-chochaTgerngporeHassl M y nNayMeHTOB, MNOJyYallWwmx CONyTCTBylOLLee
neyeHne cpeAcTBaMu, Bbi3blBALWMMU METIEMOT/TIOOUHEMUID.

Mepes vcnonb3oBaHMEM HeO6XOAMMO NPOBEPUTb LENOCTHOCTb BHYTPEHHEN yMakoBKM U CPOK
rO4HOCTM Wnpuua u urabl. 3anpeweHo UCMNo/b30BaTh YKa3aHHble NPOAYKTbl MO MCTEYEHUU Cpoka
rOAHOCTU UNU NPU BCKPbITUN/MOBPEXAEHUN YNAKOBKN.

He cnepyet nepeHocutb «BEJIOTEPO Jinne KoHTyp» B ApPYrol KOHTelHep U A06aBNSATb K HEMY
Apyrve BellecTsa.

CTepubHbIM SBMISETCA TOMbKO Fe/lb, HO HE BHELLHSAS MOBEPXHOCTb WNpuLa.

Mocne ncnosib3oBaHWSA HEOOGXOAMMO BbIOPOCUTHL LINPUL, OCTaBLUMIACA MPOAYKT U WUINbl, MOMECTUB
X B COOTBETCTBYHLNIA KOHTEliHEp.

He cnepyeT npoBOoAMTbL NOBTOPHYK CTEpMAn3aLnio U NOBTOPHO UCNOMb30BaTbh U3genue B CBA3N CO
CBSAA3@HHbIMM C 3TUM pUCKaMu, B TOM 4ncne, MHeKLnu.

MauneHT gosHkeH msberatb UCMOb30BAHUA KOCMETUKM B TedeHue, Mo MeHbluein mepe, 12 yacos
nocne npoueaypbl, a Takke MWCNONb30BaHUA CayHbl, NUAWHIA, Typeukon 6aHu n ANMTEeNbHOro
npebbiBaHnA Noj BO34ENCTBMEM COSIHEYHbIX WM Y®-nyueli, BO34eliCTBUSA Ype3MEepHOro xapa u
Xonoga BTevyeHue 2 Hegenb nocne npoueaypbl. MaymeHTam Takxe cnegyet usberatb gaB/eHUsa Ha
obpaboTaHHy0 06nactb M (MNM) NMPUKOCHOBEHMS K HEW, a Takke HanpshXeHHoW dqu3nyeckomn
aKTMBHOCTM MOC/Ie npoueaypsl.

MauymMeHT [OMKEH WCKIIYUTL YynoTpeb/aieHne ankorona B TedyeHue 24 vyacoB [0 M nocne
npoueaypbl. ANKOrosb MOXET MPUBECTU K PacCWMPEHUNI0 KPOBEHOCHbLIX COCYAOB U YBEIMYEHUIO
CUHSAKOB.

8. MpepynpexaeHune

+ [wnanypoHaT HaTpuMsi ocaxpaeTcsi B MPUCYTCTBMM YETBEPTUYHbIX aMMOHWUEBbLIX COMel (Takux
Kak 6eH3ankoHus xnopug). T[loaTomy pekomeHayeTca u3beraTb KOHTakTa u3genus
«BENOTEPO J/lnne KoHTyp» ¢ NO406HbIMM BELEeCTBaMU.

+ Coob6lWanocb 0O pefknx, HO Cepbes3HbIX HexXenartesibHblX SABJIEHUAX, CBA3aHHbIX C
BHYTPUCOCYAUCTbIM BBEAEHUEM (DUNNEePOB MATKUX TKaHel nuua, KoTopble BfIEKYT 3a COOOW
BPEeMEHHble WX MOCTOSIHHbIE COCYAMUCTble OCJ/IOXKHEHUA, HapylleHue 3peHus, Ccnenory,
uepebpasibHyl0 UWEMUIO WIN KPOBOU3JIUAHUE B MO3I, NMPUBOAALLME K WHCYNbLTY, HEKPO3y
KOXWN Y NOBPEXAEHUIO CTPYKTYP HMXKHUX CMoeB nivua. Bpay fo/mkeH HemMeasleHHO npekpaTtuTtb
BBEAEHMEe n3genus, ecniv y naumeHta nposBAA0TCA Kakme-nmbo u3 cnefyouwmnx cUMMnToMOoB,
BK/IOYAA U3MEHEHUSA 3pEHUA, NPU3HAKN UHCYNbTa, No6NedHEeHNE KOXMN UM HEOObIYHYO 60/b
BO BpeMsA WX BCKOpe nocse npouedypbl. lMaunmeHTbl AO/KHBI NOMYYUTb HEMEAJSIEHHYIO
MeAUUMHCKYI0 MNOMOULb W, BO3MOXHO, MNpoOWTM ob6cnefoBaHMe Yy COOTBETCTBYHOLLErO
npakTUKyluwero MeguLuHCKOro cneunanucta B C/lydae BHYTPUCOCYAUCTOro BBeAeHUA
n3penus.

9. Mo6ouHble ahdheKTbI N HeXenaTeslbHble ABNEHUS

MauneHTbl AOMXHbI 6bITb MPOMHGOPMUPOBAHLI NPAKTUKYIOLUM BPayoM O BO3MOXHbIX NMOGOYHbIX
adhdheKTax 1 HexenatesbHbIX ABIEHUSX [0 HAaYana npoueaypsi.
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e [lo60o4YHble 3pEKTDI:

Peakunn B mMecTe MHBbEKUMM MOIYT BO3HMKaTb MOCMEe BBeAEHUS WU3LeNns B KOXY, U MPOXOAUTb
CaMOCTOATE/IbHO B TeYeHMe HEeCKONIbKMX AHeil. B WX 4ncno BXOOAT OTEKU, Y3eKu WUnu
NpUNYXA0CTU/BLINYKNIOCTH, cuHsakn/nypnypa, reMaTombl, 3KXUMO3, YyN/0THEHME,
sputema/noKkpacHeHne, 60ME3HEHHOCTb NpW MNPUKOCHOBeHUW, 60nb, o0b6ecuBeunBaHNE U
npyput/3yA, nNokasbiBaHWe, MapecTe3nsi, OHEMEHMWE, TMNecTesus, CTPynbs, OCTaTOYHbIi crep oOT
Urbl U AUCKOMAOPT nan pasgpaxeHune. Takme peakynn B MeCTe MHBEKUWUM, Kak NpaBusio, UMewT
NEerky uUam cpefHIo cTeneHb TSXXECTU. B MecTe MHbeKUMN Takke MOXeT BO3HUKHYTb BpeMeHHoe
KpoBOTeYeHUe, KOTopoe O06bLIYHO CamMOCTOATE/IbHO OCTaHaB/MBAETCA cpas3y nocjie 3aBeplueHus
NHBbEKUUHN.

* HexenatesnbHble ABAEHUSA:

B oTAenbHbIX cnyyassx B CBA3M C WCMNOSIb30BaHWEM u3fenuii nuHenkn «benotepo» Moxer
BO3HMKaTb OAHO WAN HECKOJIbKO U3 HMXENepeuyuC/IeHHbIX ABAEHU B BMAE HEMEeAsIeHHOW Wuu
OTCPOYEHHO peakunn: KUCTO3Hble Yrpu, MWUINYMbI, CyXOCTb KOXW (LWlepoxoBaTas Koxa Jsuua,
WwenyweHne), 3po3Mss B MecTe MWHbEeKUMW, BOcNasieHMe, 03HO6, YTOMISSEMOCTb, PaccTpoiicTBO
nmmdaTtnyeckoli CUCTEMDI, CbiNb, ouwlyL,eHne XXKeHus, 60/1€3HEHHOCTb/MOBbLIWEHNE
TemnepaTtypbl/)Kap B MeCTe WHbeKuuu, Npyput/3ya, KpanuBHMUA, rematoma, TesieaHrmakrasuu,
3KXMMO3bl, OTek (BkIwYasa numdarTnyeckuii oTek), ronoBHas 6onb/uedanrnsa, NpPUNYXA0CThb,
HanpsbkeHne, oTek (BKMYasa CTOMKMIA OTek), rmnep- Wan rMNoONUrMeHTauus, aHrMoOHEBPOTMNYECKINA
oTeK, YNAOTHeHWe, My3blpek, Be3ukyna, nanyna, MNpPUNyxaocTb/6yropok (Buagumbin n (nnu)
nanbnNMpyemblii matepuan) namn y3enok (Bkaw4vas BOCnaauTesibHble y3efiku), macca, rpaHyiema
(BKNOYaa MpU3HaKM BOCNaseHWs) U peakuum Ha MHOPOAHOE Teslo), HEKPO3, ULIEMUS, OKK/IO3US
cocynoB, a3mbonusaumns, wHcpapkt, adpekt TuHgans (B T. Y. NOAynNpo3payHbie XOopAbl),
rMNepyYyyBCTBMUTENILHOCTL, anjepruyeckse peakuyum (B T. Y. MPUCTYN acTmbl, oTek KBuHke,
aHaMNakTUYeCcKUin WoK WM 3aTpyfHEHHOe [AblXxaHue) Ha OAWH M3 KOMMOHEHTOB u3genus
(Hanpumep, rnanypoHoBasi kucnota, Ar3BM4, nupgokawHa rugpoxnopua), 3aboneBaHuss MoNOCTU
pTa u 3y60B, MOpPaXeHNe HEPBHOMN CUCTEMbI, HAPYLLEHNE CO CTOPOHbI OTOPUHOTAPUHTONTOTNYECKO
cuctembl (Hanpumep, 3an0XeHHOCTb Hoca, 60/b B POTOr/IOTKE, AUCre3ns, puHopes, HOcoBOe
KpoBOTEYEHME, CUHYCUT, npexofdwas notepsa cnyxa), 60nNb nNpu  XeBaHuW, YBendyeHune
OKOJIOYLIHOW Xenesbl MblWeYyHble NOAEPIMBAHMSA, MblEYHble TpaBMbl/paccTpoiicTBa, TOWHOTA,
pBOTa, COCYyAWCTbIA Kosnanc, npesobmMopoyHoe cocTosiHue, 3aboneBaHne nepuepruyeckmx BEH,
npuanBbl, 6ecnokKoiicTBo, Bbi3BaHHOE TpunaHodobueid, HeyAOBNETBOPEHHOCTb 1 pa3oyapoBaHue
nauymeHta (M3-3a OTCYTCTBUS WM  CHMKEHUA adhekTa, CHUXEHUSA TBeppocTu/peakuuu,
HeXenaTesibHOro acTeTuyeckoro adychekra), BblgeneHnss U3 Mecta UHbeKUun, murpauusa dpunnepa,
npobnembl c pacnpegeneHnem musgenusa (HanpuMmep, HakonsaeHne nlgenus), yrnybneHme B mecte
WHBEKLUN, BbICTYyNaHWE MOBEPXHOCTHO BEHbl, TMNEPKOPPEKUMA WM MNOpPaxeHue YepenHbix
HepBOB (Hanpumep, Mapaavy 4epenHbiX HEepBOB, nNapasavy JULEBOr0 HepBa, HeBpanrus
TPOHNUYHOTO HepBa).

Coobwanocb 0 pefkmx cnyvyasx BO3HUKHOBEHMWSA CliefylowWmnx HexesnaTesbHblX SABMAEHUA npu
npMMEHeHUN NPOAYKTOB Ha OCHOBE rMasypOHOBOW KUCMOTbl, TakKUX Kak WHdekuuns (Hanpumep,
poxa, nermoHa, NaHHWKY/UT, BKAKOYasA OTKPbITble WAM MNPOPbIBHbIE paHbl U (LeHTasbHbIN)
abcuecc, umneTuro, NycTynbl), XpOHUYeckas UHQekuns (Bkawoyas obpaszoBaHue OUONNEHKN),
pybueBaHvne , CTOKOe W3MeEHeHWe LBeTa KOXW, CeHCOopHas AucyHKuMsa, HeTpomboTuyeckas
neroyHas amb60/114, a Takke ob6pasoBaHMe capkoMAHbIX rpaHy/sieM y nayneHToB c renatutom C npu
nevyeHnn nHTepcepoHoM, LepebpasbHble TpaBMbl (Hanpumep, BHYTpUyepenHoe NPOHUKHOBEHME,
cybapaxHouganbHoe KpPOBOW3UAHWE), KOcornasve, ogTanbMonaerus, cnamkm pagyxHol
060104KN, KaTapakTa, KPOBOU3NNSAHNE B KOHBIOHKTMBY, NTO3 BEK U CNE30TEYEHME.

Puck rpaHynemsbl, nwemMun, HEKpo3a M OKKI3UM COCYAO0B MOBbIWAETCA nNpu rnybokomM BBeAEHUU
M UCMONb30BaHNN 60/bLINX 06 BHEMOB M3AENNS.
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Bnutepatype coobuianock 06 0TAeNbHbIX CyYasax HAPYLIEHUS 3PEHUSS UAN HACTYNEHUS CNenoThbl
nocsie HenpegHamMmepeHHOro BHyTpMapTepMasibHOr0 BBEAEHUA U34eNns.
MauneHTbl LO/XHbl ObiTb MPOUHCTPYKTUPOBAHbI O HEO6XOAMMOCTM MHGOPMWPOBAHUS CBOEro
nevauwiero Bpaya 0 N6bIX NOBGOYHbLIX 3hdekTax, coxpaHswwmxcs 6onee ogHON Hepgenu, N o
N6bIX HexernaTesbHbIX SBAEHUAX, HEMEO/IEHHO MOCNe WX BO3HWMKHOBEHMWSA, O0COGEHHO ecnn y
nayMeHTa HabnwgarTcd W3MEHEHUS 3peHusl, MNpu3HakM WHCynbTa (BK/AKOYas BHe3anHoe
HapylweHne peyn, OHEMEHME UNAKU ClabocTb B NULE, pyKax WM Horax, 3aTpyAHeHus npu xopboe,
onywieHne nuua, CuabHas Trof0BHast 60Mb, TO/IOBOKPY)XEHME WM CNYTaHHOCTb CO3HaHUA),
no6eneHne KOXu nanm HeobblyHass 601b BO BPEMSI WM BCKOpE Moc/ie 3aBeplleHns npoueaypsl. B
TakoM c/lyyae NpakTUKYHLWNiA Bpady MOXET HasHa4YMTb NaLMeHTY COOTBETCTBYIOLLEE NEeYeHMe.
MauneHTbl CO CBET/IbIM TUMOM KOXW 60/1ee CK/TOHHbI K Pa3BUTUIO NOGOYHbIX 3HEKTOB, CBA3AHHbIX
C WHbekuyueli. OpfgHako y nNauMeHTOB C LUBETHOW KOXell 6osee BEPOSITHO pasBuUTUE
nocTBOCNANIUTE/BHOW rmnepnurMeHTaumm n (win)  obpasoBaHue rmnepTpocuyeckunx
py6uoB/KENONAOB NOC/E MHBEKLUMOHHbIX Npoueayp. MayneHTbl ¢ onpeAeneHHbIMU 3THUYECKUMMU
OCOBGEHHOCTSAAMMW, Hanpumep, asuaTbl, AO0/DKHbl OblTb MPOUH(OPMMUPOBAHbI O 6Osiee BbICOKOM
pUCKe TKaHeBbIX peakuuii, Takux Kak 3y, OTeK, apuTema, BocnasieHume.
* [laHHble 06 W3BECTHbIX B3aMMOAENCTBUAX C APYTMMMWU MECTHbIMWU UMW JTIOKOPETMOHAPHbIMU
aHecTeTMKamMu OTCYTCTBYIOT.

10. YcTtaHoBKa Urfbl Ha WwWnpuLy

Ona ontumanbHoro npumeHeHusa «BEMIOTEPO Jiune KOHTyp» BaxHO, 4T0O6bl urna 6bina
Hagnexawmm obpasomMm npucoegnHeHa K wnpuyy. Cm. gnarpammel 1, 2, 3 u 4.

1. CnegyeT HafexHO yaepXuBaTb CTEKASAHHbIA UWAMHAP WApuua WM ajgantep BUHTOBOIO
JII03POBCKON0 COeAMHEHUA Mexay 60MblWNM 1 yKasaTes/lbHbIM NasbLaMu.

2. pyroii pykoii 3axBaTuUTb U OTKPYTUTb 3aLUTHbIA KOSMAYOoK.

3. HagaBuTb M 3aKpyTUTb WIYy Ha WNpULe A0 OLWYLEeHUA COnpoTuBrieHUA. He nepetdarusarth.
MepeTdarnBaHme WUrnbl MOXeT NPUBECTM K CMELLEeHN0 BUHTOBOIO JSIIO3POBCKOI0 COEANHEHUA 1 €ero
OTCOEAMHEHUIO OT Wnpuua.

4. TlpogoskaTb yAepXuBaTb BUHTOBOE /II03POBCKOE COEAUHEHME U CHATb 3alUTHbIA KOMMavokK ¢
NI Nbl.

11. XpaHeHune

XpaHuTb npu Temnepartype ot 2 °C go 25 °C B 3alMUWEHHOM OT CBeTa MeCTe, He 3amopaxuBas.
N3beraTb MexaHN4YeCcknx yaapos.

MpousBoanTenb He NpeabsaBaseT TPeboBaHMI K BNAXHOCTN M aTMOCEepHOMY AaB/eHUI0.

12. Ccblnkm
OGHOB/IEHHYIO AOKYMEHTALLMI0 MOXHO NOAy4nMTb B KomnaHum ANTEIS S.A., LBeiiuapus.
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MpasnabHOE NONOKEHNE OTPAHUNHTENA X042 MOPWHA B8O BPEMA BLINOAHEHHA HHBEKLUMN.

Ymuanzayma

Ha Tepputopun Poccuiickoii Pegepaunmn NCNOAb3OBAHHLIE W HACTUMHO UCMONL30BAHHbIE WNPULBI

Y ATALI 417 MHBEKUMK MOTYT GbiTb GMOAOTMUYECKH ONACHBIMKW U NOTOMY JOMKHBI PACCMATPUBATLCA
Q U YTMAM3KPOBaTLCA B cooteeTcTBMn ¢ CaHluH 2.1.3684-21 «CaHMTapHO-3NHAEMUONOTHYECKHE

TpeS08aHUR K COGEPKAHNIO TEPPUTOPHUIA FOPOACKUX M CRABCKUX MOCENEHWH, K BOAHBIM O6beKTam,

MTLEBOI BOAE M NUTLEBOMY BOAOCHAbMEHWIO, aTMOCHEPHOMY BO3-AyXy, NOUBAM, XMAbIM

NOMELWEHNAM, IKCNAYATAUMM NPOU3BOACTBEHHBIX, OBECTBEHHBIX NOMEWEHWH, OPTaHN3aUMN K

NPOBEACHUI0 CaHUTAPHO-NPOTUBOINUAGMUYECKUX (NPOPUNAKTUMECKMX) MEPONPUATHIR»  Kak

OTHOCAWIMECA K KNAcCy ONacHocTu 6.

TpeGoBaHun K oxpaHe oKpyxaloweis cpean

HU3nenue cneayer yTMAMsMpOBaTh B COOTBETCTBUM C NPUMEHUMBIMU MECTHBIMMK/HALMOHANBHBIMK

HopmaTusamu. Npu Hagnexawei yTuansaumn 8peaa OKPYIKaIoWeN cpege He HAHOCUTCA.

Ycnosun rapasTun: .

«AnTeiic C.A.» (Anteis S.A.), 18 Wimen ae3 O, 1228 Nnan-nes-Yar, Xernesa (18 Chemin des Aulx,

CH-1228 Plan-les-Ouates, Geneva), LLiseituapua, 8 Ka4ecTee nponssoauTenn benorepo banauc ¢

NNAOKAUHOM, FAPAHTUPYET COOTBETCTBME NPOAYKTa BCem NapameTpam W CBOMCTBAM, YKa3aHHbIM 8

DAHHOM JOKYMEHTE, NPK COBNI0AEHNNA YCNOBHIA TPAHCNOPTUPOBKK, XPAHEHHA U MCNONLIOBAHUA B
c COOTBETCTBUN ¢ MHCTPYKLUMEHN NO NPUMEHEHMIO B TEHEHUE ABYX AET C AaThl NPON3BOACTBA.

Npeaynpexaalouine IHaKu

A OCTOPOXKHO

[: :] CM. MHCTPYKUMIO NO NPUMEHEHMIO
[ ]
p 1

@ He ucnoav3osarb 8 Cay4ae NOBPEXASHUA YNAKOBKH.
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Ona ogHOKpaTHOTro npumMmeHeHna. He ncnonb3oBatb NOBTOPHO

Utobbl OTKpPbITb 6AMCTEP, MNOTAHMTE KpbIWKY 6nMcTepa B HanpaB/AeHUu,
yKaszaHHOM CTPESKOIA.

CtepunbHo. CTepunn3oBaHO BaXHbIM Xapom. CTepuneH TOJIbKO reflb, HO He
BHELUHASA NOBEPXHOCTb Wnpuua.

CtepunbHo. CTepunnsoBaHOo paguauunein. CtepunbHa TOMbKO cama WUrfa, HO He
STERLE R BHELLHAA YaCTb YyNaKOBKU WUIJIbl.

Mpepenbl TemnepaTtypbl XpaHeHua: 2 X - 25 °C

[JaTta npousBoacTBa

"WeT]

CpoK rogHocTH

Kopg cepun

LOT

Mapkuposka CE cornacHo [Aupektnse Ne 93/42/[EEC «O mMegULUHCKNX
C€ n3genuax». ocne gaHHo MapkMpoBKW criegyeT HOMep HOTU(ULUPOBAHHOIO
opraHa.

Mpoun3soaunTtesnb

M .

YNo/IHOMOYEHHbIV npeacTaBuTesis B EBponeiickom coobuecree

EC REP

Mpoussogutens «<BEIOTEPO Jinne KoHTyp»

Anteis SA

18 WemaH ge3 O (Chemin des Aulx)
1228 MnaH-ne-Kyat (Plan-les-Ouates)
LWseliuapus
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MpeactaBuTenb B EBponeiickom coobuiecTse:

Merz Aesthetics GmbH

OkeHxalimep MlaHgwTpacce (Eckenheimer Landstrasse) 100
60318 dpaHkdypT (Frankfurt)

FepmaHus

PacnpocTpaHuTtesns:

MoNHOMOUYHbI NpeacTaBuTeb B PO

000 «Mepuy Papma»

3-a ynuua AmMckoro nons, 4. 2, cTp. 26, atax 2, nomeweHune VIl, komHata 29
125124, MockBa

Ten. +7(495)6538555

wWww.merz.ru

JaTta NHCTPYKLUMN NO NPUMEHEHUIO:
16.05.2022 .
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MepeBoa AAaHHOrO TeKCTa C aHINMIACKOro A3blka Ha PYCCKUI 3blK BbINOSIHEH NEPEBOAYNKOM
MantowoBoi AHHON AHOPEEBHOIA

NOAMUCH

Poccuitckasa ®egepayns
Nopos MockBa
LLlecToro gekabps ABe ThicAYM ABajLaTh TPETbEro roga

A, Bepemuii KOnus MropesHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCT HHOCTbL noZnucu
nepesofYMka MantoLoBoli AHHbI AHAPEEBHbI.

Mopnuck caenaHa B MOeM MPUCYTCTBUN.

JInuHocTb NognucasLLEro JOKYMEHT YCTaHOB/EHa.

3apernctpuposaHo B peectpe: Ne 77/2194-n/77-2023-N3V/IV

YnnayeHo 3a COBepLUEHME HOTapuanbHOro aelicteumst: 400 py6. 00 K

MOAMNnUCL lepboBas neyatb e
HoTapuyca r. MocKBbl HOTapuyca r. MOCKBb
Bepemuin 0. Bepemuii O.U.
FO.N. Bepemn
Bcero npoLuHypoBaHo, np| pBaHO
1 cKpensieHo neyvatbio 20 | KpB)-
Hotapuyc: nognu

Poccuitckaa ®efepaums
[Nopoa MockBa
LLlecTtoro gekabps ABe TbicAYM ABajLaTb TPeTbero roga

A, Bepemuin HOnms WropesHa, HOTapuyc ropoga MOoCKBbI, CBUAETENbCTBYIO BEPHOCTb KOMUM C
npescTaBneHHOro MHY\ak\:MeHTa.

3aperucTpup”™ | o NpBcC'ppc; PN 2194-H/77-2023-5-30~

YnnayeHo ipg”ibllpro gelicteus: 2100 py6. 00 kon.
nac; a5

i} B n s
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INSTRUCTIONS FOR USE FOR BELOTERO® INTENSE LIDOCAINE
MERZ AESTHETICS

Belotero line, viscoelastic implant based on cross-linked sodium hyaluronate
for correction of depressions of tissue, in the following versions:
1) Belotero SOFT Lidocaine, consisting of;

e« implantable gel, in a 1.0 ml syringe -1 pc.; . . .
Seen exclusively for the legalization of

- sterile needle 30G ¥3(0.3 x 13) - 2 pes.; the above signature of Mrs Anno-Sophie
. Drearx).
* label - 2 pcs.; .
The undersigned notary assumes no
« Instructions for use - 1 pc. respopsibility for the validity and

content ofyoeLpresentdoet™eni.
2) Belotero BALANCE:

Belotero BALANCE Lidocaine;

Belotero LIPS Contour,

consisting of:

e implantable gel, ina 1.0 mlor 0.6 ml syringe -1 pc.;
« sterile needle 27G »I(O,4 x 13) and 30G }Q(O.S x 13) -1 pc. each
e label - 2 pcs;

e Instructions for use - 1 pc.

3) Belotero INTENSE:

Belotero INTENSE Lidocaine;

Belotero LIPS Shape,

consisting of:

« implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc.;
* sterile needle 27G WI(O,4 x 13) - 2 pcs.;

* label - 2 pcs.;

e Instructions for use - 1 pc.

1. Description

BELOTERO Intense Lidocaine is a sterile, non-pyrogenic, viscoelastic, colourless, transparent
cross-linked sodium hyaluronate gel of non-animal origin in a physiological phosphate
buffer.

BELOTERO Intense Lidocaine contains 0.3 % of lidocaine hydrochloride.

2. Presentation

BELOTERO Intense Lidocaine is presented in a single use pre-filled glass syringe sterilized
by moist heat. Each box contains one instruction leaflet, one syringe, two traceability labels
and two sterile CE-marked needles for single use only. The dimensions of needles are
stated on the external box.

Belotero Intense Lidocaine
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3. Composition;

Cross-linked sodium hyaiuronate: 25.5 mg/ml
Lidocaine hydrochloride: 3.0 mg/ml
Phosphate buffer pH 7 g.s.: 1 ml

4. Intended Use/ Indications

4.1. Intended Use

BELOTERO Intense Lidocaine is an injectable biodegradable implant intended for enhance-
ment of skin tissue to fill skin depression.

The presence of lidocaine aims to reduce local pain associated with the injection of the gel
and to improve patientcomfort

4.2. Indications

BELOTERO Intense Lidocaine is indicated for injection into the deep dermis for treatment
of naso-labial folds and marionette lines. BELOTERO Intense Lidocaine is also indicated for
lip enhancement

5. Posology and administration method

BELOTERO Intense Lidocaine is designed to be injected into the deep dermis by authorized
practitioners who have appropriate training, experience, and who are knowledgeable
about the anatomy at and around the site of injection in order to minimize the risk of po-
tential complications. Submucosal or subcutaneous injection is recommended for lip en-
hancement.

Inject BELOTERO Intense Lidocaine slowly and nottoo fast to apply the least amount of
pressure necessary, according to the appropriate injection technique using the provided
needles.

General recommended injection techniques are for example: linear or serial threading, fan-
ning, cross-hatching or serial (micro)puncture. The quantity of product to be injected de-
pends on the area to be corrected.

The risk of an intravascular injection can be reduced by different strategies, including aspi-
ration prior to injection, utilizing lower volumes and serial injections in high-risk areas,
treating one side at atime, pinching/tenting the skin to provide more space superficial to
the branches of the main arteries, and manual occlusion of the origin of the supratrochlear
vessels with the non-dominant finger. Blunt cannulas may reduce, but not eliminate the
risk.

BELOTERO Intense Lidocaine must be injected under appropriate aseptic conditions into
healthy, non-infiamed skin. Before injection, thoroughly disinfect the area to be treated.

To ensure optima! use of BELOTERO Intense Lidocaine , 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 in-
jection.

If the needle becomes obstructed and the injection pressure Istoo high, stop the injection
and change the needle.

Belotero Intense Lidocaine
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The use of the enclosed 11G v i needle is recommended, as a smaller needle diameter
would require a greater force to inject the implant

The quantity of the gel to be injected depends on the area to be treated and the correction
to be achieved. Do not over-correct

The graduations on the syringe label are only intended for orientation for the user.
Gently massage the treated area after the injection to distribute the product uniformly.
Before treatment the patient ssuitability for the treatment and the patient' s need for
pain relief (topical anaesthetics, ice packs, distraction techniques, local anaesthetic injec-

tions, or nerve blocks depending on the injection site and size of needle used), should be
assessed.

6. Contra-indications

BELOTERO Intense Lidocaine is contra-indicated:

e In case of known hypersensitivity to one ofthe product's components, especially to sodium hya-
luronate, lidocaine hydrochloride, BODE orto amide-type local anaesthetics,

e In pregnant and breast-feeding women,

* In patients under 18 years old,

* In patients presenting a general infection,

n patients presenting an active auto-immune disease.
Do not inject BELOTERO Intense Lidocaine into blood vessels.

Do not inject BELOTERO Intense Lidocaine into skin areas presenting active cutaneous in-
flammation or infection due to e.g. immunological, allergic, bacterial, fungal or viral causes.

Do not inject BELOTERO Intense Lidocaine into an area previously treated with a perma-
nent dermal filler.

Do not inject BELOTERO Intense Lidocaine into the glabellar or nose region.

7. Precautions for use

Health care practitioners are encouraged to discuss all potential risks of soft tissue injec-
tion 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 Intense
Lidocaine in patients presenting a history of severe multiple allergies or anaphylactic shock,
the practitioner must decide whether to inject BELOTERO Intense Lidocaine 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. It is recommended to propose a prior
double test to these patients and not to inject if the disease is evolving. It is also recom-
mended to carefully monitor these patients after injection.

It is recommended not to inject BELOTERO Intense Lidocaine in patients with a history of
streptococcal diseases and in patients pre-disposed to hypertrophic scars or keloids.

BELOTERO Intense Lidocaine injected in the temples area may be associated with an in-
creased risk for intravascular complications and the consequences of local vascular occlu-
sion, embolization, vision impairment, blindness, ischemia, necrosis or infarction.

BELOTERO Intense Lidocaine can be used in combination with other Beloterod) products

during the same session but in different facial areas. Instructions for use of each product
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No clinical data is available on the injection of BELOTERO Intense Lidocaine into patient
with a Fitzpatrick skin type V/VL

BELOTERO Intense Lidocaine can be used in combination treatments such as with botuli-
num toxin and/or calcium hydroxylapatite (Radiessed)) only if injected in different facial ar-
eas. 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 rec-
ommendation of each product should be followed. No clinical data are available on the in-
jection of BELOTERO Intense Lidocaine into an area already treated with other aesthetic
products or procedures.

BELOTERO Intense Lidocaine must not be used in association with other aesthetic tech-
niques such as peeling, dermabrasion, or any type of laser treatment before complete
healing of the last treatment. In any case, even if the healing occurs earlier, BELOTERO In-
tense Lidocaine must not be used earlier than 2 weeks after the lasttreatment No clinical
data is available on the combined use of BELOTERO Intense Lidocaine 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- inflamma-
tory drugs (NSAIDs; e.g. aspirin, ibuprofen)), or other substances known to increase coagu-
lation time (vitamins or herbal supplements, e.g. Vitamin E garlic, Ginkgo biloba and St.
John' sWort), 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 Intense Lidocaine into patients with a history of previous herpetic
eruption may be associated with herpes reactivation and HHV related diseases (e.g. pityria-
sis rosea).

In cases of patients suffering from epilepsy, impaired cardiac conditions, severely impaired
hepatic function or severe renal dysfunction or porphyria, the practitioner must decide
whether to inject BELOTERO Intense Lidocaine on a case-by-case basis depending of the
nature of the disease as well as the associated treatment.

Practitioners and athletes should consider that lidocaine may produce positive results to
anti-doping tests.

It should be noted that the presence of lidocaine may cause local redness, hypersensitivity
or transient loco-regional numbness.

For normal! healthy adults it is recommended that the maximum total dose of lidocaine HCI
(without epinephrine) does not exceed 300 mg (or 4.5 mg/kg) per session. Overdosage of
lidocaine HCI usually results in signs of the central nervous system or cardiovascular tox-
icity.

When using concurrently (topical administration- G the total administered dose of lido-
caine should be considered. The concomitant use of other local anesthetic agents or
agents structurally related to amide-type local anesthetics should also be considered since
the systemic toxic effects may be additive.

Care should be taken for patients with congenital methemoglobinemia, with glucose-6-
phosphate dehydrogenase deficiencies and patients who are receiving concomitant treat-
ment with methemoglobin-inducing agents.

Belotero Intense Lidocaine
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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 8ELOTERO Intense Lidocaine 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 expo-
sure 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.

8. Warnings
« Sodium hyaluronate precipitates in the presence of quaternary ammonium salts (such as ben-
zalkonium chloride). It istherefore recommended that BELOTERO Intense Lidocaine 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
impairment, blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necro-
sis, and damage to underlying facia! structures. Practitioners should immediately stop the injec-
tion if a patient exhibits any ofthe following symptoms, including changes in vision, signs of a
stroke, blanching ofthe skin, or unusual pain during or shortly afterthe procedure. Patients
should receive prompt medical attention and possibly evaluation by an appropriate health care

practitioner specialist should an intravascular injection occur.

9. 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 spontane-
ously within a few days. This includes swelling, nodule or lump/bump, bruising/purpura,
hematoma, ecchymosis, induration, erythema/redness, tenderness, pain, discoloration and
pruritus/itching, tingling, paraesthesia, numbness, hypoaesthesia, scabbing, needle mark
and discomfort or irritation. These injection site reactions are generally of mild or moder-
ate 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 of the 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 dryness (rough facial skin, exfoliation), injection site erosion, inflammation,

Belotero Intense Lidocaine
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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 (in-
cluding persistent swelling), hyper- or hypo-pigmentation, angioedema, induration, blister,
vesicle, papule, lump/ bump (visible and/or palpable material) or nodule (including inflam-
matory nodules), mass, granuloma (including inflammatory signs and foreign body reac-
tions), necrosis, ischemia, vascular occlusion, embolization, infarction, Tyndall effect (in-
cluding translucent chords), hypersensitivity, allergic reactions (including asthma attack,
Quincke' s edema, anaphylactic shock or throat tightening) to one of the product' s
components (e,g. hyaluronic acid, BDDE, lidocaine hydrochloride), oral and dental disor-
ders, 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 in-
jury/disorder, nausea, vomiting, circulatory collapse, presyncope, peripheral venous dis-
ease, hot flush, anxiety caused by trypanophobia, patient dissatisfaction and disappoint-
ment (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, overcorrec-
tion or cranial nerve disorder (e.g. cranial nerve paralysis, facial paralysis, trigeminal neural-
gia).

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

The risk of granuloma, ischemia, necrosis and vascular occlusion is higher with deep injec-
tions and high volumes.

Isolated cases of visual impairment or blindness following unintentional intra-arterial injec-
tion have been reported in literature.

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, humbness
or weakness in his/her face, arms, or legs, difficulty walking, face drooping, severe head-
ache, dizziness, or confusion), white appearance of the skin, or unusual pain during or
shortly after treatment. The practitioner may then refer the patientto the appropriate
treatment.

Patients with lighter skin types are more likely to develop injection-related adverse events.
However, patients with skin of color are more likely to develop post-inflammatory hyper-
pigmentation and /or hypertrophic scar/keloid formation following injection procedures.

Patients with specific ethnic characteristics, e.g. Asian population, should be informed of a
higher risk of tissue reactions, e.g. itching, swelling, erythema, inflammation.

e« There isno known interaction with other local or loco-regional anaesthetics.

Belotero Intense Lidocaine
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10. Assembly of needle to syringe

For optimal use of BELOTERO Intense Lidocaine 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 & Twist the needle on the syringe until a resistance is felt. Do not over-tight. Over-tight-
ening 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.

11.  Transportation, storage, use
Store between 2°C and 25°C. Protect from light and freezing.

Avoid mechanical shocks.
The manufacturer has no requirements to humidity and atmospheric pressure

" 12. References
Updated documentation may be available from ANTEIS S.A,, Switzerland.

Backstop in the right position during injection

Disposal

In the territory of the Russian Federation used and partially used syringes and needles for injection can be
binlogically 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

Belotero Intense Lidocaine 7
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rural settlements, to waterbodies, to drinking water and water supply of citizens, to atmosphere air, to soils,
to living areas, to exploitation of manufacturing and communal areas, to organization and realization of san-
itary and anti-epidemic (preventive) events” as belonging to hazard class B.

Requirements for environmental protection
The device should be disposed of in accordance with any applicable local/

national regulations. With proper disposal, there is no harm to the environment.

Terms of warranty:

Antels SA, 18, Chemin des Aulx/1228 Plan-les-Ouates, Geneva, Switzerland, as the manufacturer of Belotero Intense
Lidocaine 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.

Warning fragments

Caution

A

Consult Instructions for use

m

Do not use if package is damaged.

Single use product. Do not re-use

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 of the
STERUE syringe.

Sterile. Sterilized by irradiation. Only the needle itself is sterile, but not the out-
STEraif n

side of the needle packaging.

Temperature limit of storage: 2*C- 25 “C

Belotero Intense Lidocaine
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Date of manufacture

Use-by date
L OT Batch code

C € CE mark in accordance with Directive 93/42/EEC relating to medical devices. This
mark is followed by the notified body number.
Manufacturer

id
Authorized Representative in the European Community

EC REP

Manufacturer of BEIOTERO intense Lidocaine

Anteis SA
18 Chemin des Aulx
1228 Plan-les-Ouates

Switzerland

European Community Representative:
Merz Aesthetics GmbH

Eckenheimer Landstrasse 100

60318 Frankfurt

Germany

Distributed by:

Authorized Representative in RF

Merz Pharma LLC

3rd street Yamskogo Poiya 2 b!d.26, 2nd . oor, premises VII, room 29;
125124, Moscow

Tel +7(495)6538555
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AHH-Codou ipearo (Arme-Sophie Dreano)

PykoBoauTeENb N0 BONPOCaM PerncTpaLmny 1 06ecneveHnto KayecTsa
/noanuce/

30.08.2023 r.

MpOCMOTPEHO UCK/IUUTENBHO NS YAOCTOBEPEHNS
NOAMHHOCTL nognucy r->xu AHH-Codm [peaHo,
MPOCTaB/IEHHON BbILLE.

Hu>KenoanucasLUNACS HOTapuyc He HeceT
O0TBETCTBEHHOCTV 3a AECTBNTENLHOCTb M
cofep>KaHue HaCcTOALLEro AOKYMEHTa.

XeHeBa, 11-e ceHTA6ps 2023 T.
[MeuaTs: CaHgpuH LLlaTenaHa (Sandrine Chatelanat),

HoTapuyc r. >KeHeBa]
/nognuce/

NHCTPYKLIA 1O NPUMEHEHWIO BENOTEPO® MHTEHC CJZTIMAOKANHOM (BELOTERO INTENSE

LIDOCAINE)
MERZ AESTHETICS

MiMnnaHTaTe BA3KOYNpPyrMmm CBOMCTBaMM Ha OCHOBE MEPEKPECTHO-CLUMTOrO rMaslypoHaTa HaTpust
4N Koppekuun penbedha TkaHeln nnHum «benoTtepo» (Belotero), BapmaHTbl UCMOMHEHWSA:

1) «<benotepo COPT c nnaokanHom» (Belotero SOFT Lidocaine); B cocTaBe:

e re/lb UMNMIaHTUPYEMbIN, B Wwnpuye oobemom 1,0 ma - 1 wr,;

e urna crepunbHasa 30G 34 (0,3 x 13) - 2 wr.;

e 3TUKETKa - 2 WT.;
* NHCTPYKUMSA NO NPUMEHEHU0-1
2) NuHelika «benotepo BA/IAHC»:

LLIT.

« «Bbenotepo BAJIAHC c nnaokanHom» (Belotero BALANCE Lidocaine);
» «benotepo IMMNC KoHTyp» (Belotero LIPS Contour),

B COCTaBe:

* reslb UMMNIAHTUPYEMbIiA, B wnpuue o6bemom 1,0 ma nwam 0,6 mn -1 wm,;
e wurna crepunbHan 27G 34 (0,4 x 13) n 30G # (0,3 x 13) - no 1 wr;

* 3TUKETKa - 2 WT.;

* VHCTPYKUMSA NO NMpUMeHeHuto - 1
3) NMnHeiika «benotepo MHTEHC»:

» «benotepo VHTEHC c nuagokanHo

LLIT.

M» (Belotero INTENSE Lidocaine);

» «benoTepo JINMC LWeiin» (Belotero LIPS Shape),

B COCTaBe:

e Treflb MMMNIaHTUPYEMbIN, B wnpuye o6bemom 1,0 ma wim 0,6 mn - 1 wr.;
e urna crepunbHasa 27G 34 (0,4 x 13) - 2 wr;

* 3TUKETKa - 2 WT.;
* WHCTPYKUMA NO NPUMEHEHN0-1

1. OnucaHwue

LLIT.

«BEJIOTEPO VIHTEHC C NNA0KaUHOM» ABMSAETCA CTEPU/IbHBIM, anupOreHHbIM, BA3KO3/1IACTUYHbLIM,
6ecuBeTHbIM, MPO3PaYHbIM FresieM NePEeKPECTHO-CLUNTOrO HATPUSA rmastypoHata HEXXMBOTHOIO
npouUcCxXoXaeHnsa B usnonornyeckom gpoctatHom Gydepe.

«BEJTIOTEPO VIHTEHC c ningokanHoM» cogepxut 0,3 % nugokanHa rngpoxiaopuaa.

«Benotepo VIHTEHC ¢ NUA0KANHOM»
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2. ®opmMa BbInycka

«BEJIOTEPO NHTEHC Cc NnnaoKanHOM» BbIMyCKaeTCA B NpeaBapuUTesibHO 3anoSIHEHHOM CTEK/IAHHOM
wnpuue 718 O4HOKPATHOro NPUMEHEHUS, CTEPUIN30OBAHHOM BJ/1&XHbIM XXapoM. B kaxaoli nayke
COAEPXUTCA OAHa UHCTPYKUUSA MO MPUMEHEHUIO, OAMH LLNPUL, ABE 3TUKETKU AN NPOCNeXnBaHnA
N ABe CTepw/ibHble UMbl A1 O4HOKPATHOIO NPUMEHEHUA C MapKnpoBkoi CE. Pa3mepbl U
yKasaHbl Ha BHELUHeWN ynakoBKe.

3. CocraB

MepekpecTHO-CLUNTbIN HaTpusa rmanypoHar: 25,5 mr/mn
NnpokavHa rugpoxnopug: 3,0 mr/mn

docdratHbI 6ydep pH 7, B 4OCTaTOYHOM KosimyecTBe: 1 Mn

4. Ha3HayeHune/nokasaHus

4.1. Ha3Ha4yeHune

«BEJIOTEPO NHTEHC C ANA0KanHOM» - 3TO MHBEKUWOHHbIV 6uopasnaraembliii ouiniep,
NCcnosib3yemblil ANS Hapal,MBaHUA AepPMasibHOM TKaHW C LeNblo 3ano/IHEHNSA KOXHbIX Yry6eHuA.
MpucyTcTBME NnAOoKanHa CnocoOGCTBYET YMEHbLUEHUIO SIOKa/IbHOM 601, CBA3aHHOM C
WHBEKUMOHHbIM BBEAEHWEM refis, 1 NoBbIWeHNIO KoMdbopTa AN naumeHTa.

4.2. Noka3aHuA

«BEJIOTEPO WHTEHC C NuaokauHOM» rpefHa3HadyeH O1A UHBLEKUMOHHOro BBeAeHUs B rybokue
c/on gepMbl ANs KOppeKummn HOCOryOHbIX CKNafoK U MOPLWMUH MapuoHeTku. «BEJTIOTEPO MHTeHC ¢
NNOOKaNHOM» Takxe nokasaH 4N5 yBe/inyeHuss obbema ryo.

5. lo3npoBKka n cnocob npnmeHeHns

«BEJTIOTEPO WHTEHC C NnuaokKauHOM» npeaHasHayvyeH A1 BBeOEHUS B rnybokue crion Aepmbl
aTTecToBaHHbIMW MPaKTUKYIOWUMN  BpadyamMu, npowegumMyu  COOTBETCTBYIOLLYHO MNOATOTOBKY,
VMEKLWMMN OMNbIT 1 [NyOOKMEe 3HaHMA aHaToMuu B 06s1aCTM BBELEHUSA M NO6G/M30CTU OT Hee,
4YTO6bl CBECTU K MUHUMYMY PUCK BO3MOXHbIX OCNOXHEHWA. [Ons yBenunveHnsa obbema ryb
pekomMeHayeTcAa MoAC/IN3UCTOe WM NOAKOXHOEe BBELEHME.

BeBoante «BEJIOTEPO WIHTEHC € NuaokKauvHOM» criefyeT MeAfleHHO, 6e3 crewkn, npuMeHss
MWUHMMaNbHOEe Heo6xoaMMOe AaBfieHne, B COOTBETCTBMM C MPUMEHAEMON TEXHUKO BBeAEeHUS U C
MCMOJIb30BaHUEM MpuiaraembIxX Uri.

K obwum pekomeHAyeEMbIM MeTOoA4aM WHBbEKUMOHHOIO BBEAEHUS OTHOCATCS, Hanpuwmep,
NINHeHOe W CepuiiHOe BBeAEHME, BeepHas TEeXHUKa, LWTPMXOBKa Wan (MUKPO)MYHKTUPHas
TexHuKa. KonnyectBo BBOAMMOrO M3gesins 3aBUCUT OT KOPPEKTMPYEMO obnacTu.

Prck BHYTpPUCOCYAMCTON NHBEKLUNN MOXET ObITb CHVKEM MyTEM MPUMEHEHUS Pa3INYHbIX TaKTUK,
B TOM 4ucC/ie acnupaumm nepen vHbeKuMen, UCNob30BaHUSA MEHbLLUNX 06bEMOB U BbINOJHEHWS
Cepn UHBEKUNIA B 06/1aCTV MOBBLILWEHHOIO pUcKa, 06paboTKM OAHONM CTOPOHbLI 3a pas, cobupaHus
KOXM B CKNagKy/HaTshKeHUs KOXK, 4Tobbl 0CBO6OAWUTL 6O/blle MecTa Hag BeTBAMM
MarmcTpasibHbIX apTepPuii, a TakKe PYYHON OKKO3UM MecTa OTXOXAEHUS Hagb/10KOBbIX COCYAOB
HEeLOMUHMPYOLWMUM MasibueM. Tymble KaHKAM CNOCOOHbI YMEHbLLUUTb, HO HE YCTPaHWUTb PUCK
MOJIHOCTBIO.

«BEJIOTEPO WHTEHC C nngokanHoM» criefyeT BBOOUTH B Hag/1eXalmx acenTuyecknx ycnoBusx B
yyacTKM 340pPOBOW KOXW, He coepxawme BocnasieHwuii. Lo Havyana BBeAeHUs HeobXxoaumo
TWwaresibHO NPOAE3MHPULMPOBATL MJaHNPYyeMYI0 061aCTb BbINOJIHEHUS UHBEKUUIA.

Ona ob6ecnedyeHns ONTUMas/lbHOTO Ucnonb3oBaHuss «BEIOTEPO WMHTEHC ¢ AngoKanHOM»
pekomMmeHayeTcsa cobupatb WUIly B COOTBETCTBUM CO  CXeMamu, MpUBEAEHHbIMU  HUXE.

«benotepo VIHTeHC c 1MgOKanHOM»
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HeHagnexauiasa cbopka MOXeT BbI3BaTb OTCOEAUHEHME WI/bl OT WNpuya u (Man) yTeuky refis B
MecCTe J1I03POBCKOro cCoeANHEHNSI BO BpeMsI NPOBEAEHNA NHBEKUUN.

B cnyyae 3acopeHunsa urbl U N36bITOYHO BbICOKOIO AaB/IEHUS MPU BBEAEHUU criefyeT npekpaTuTb
BBeLEHNE VN 3aMEHUTb UITTY.

PekomeHAayeTCs1 MCNO/b30BaTb NMPUSTIOXEHHYIO Uy Kanmopom 27G Yr , MOCKOJIbKY UIMa MEHbLLEro
Kasinbpa noTpedyeT Npu BBEAEHUM MMMIaHTaTa 60/1bLIEr0 YCUnS.

KonnyectBo BBOAMMOIO refs 3aBUCUT OT obpabaTbiBaeMoil 06/1aCTu U pe3ysibTatoB, KOTOpble
Heo6xoANUMO AOCTUIHYTb. He criegyeT NpoBOANTL N3ObITOYHYHO KOPPEKLUMIO.

FpagynpoBKa Ha 3TUKETKe Wnpuua SBNSETCS OPUEHTMPOBOYHOM M NpefdHa3HayeHa TOJSIbKO Ass
MH(popMMpoBaHUSA Nosib30BaTess.

Mocne 3aBepweHVA WHBEKUUU clefyeT akKypaTHO rnomMaccmpoBaTb 06paboTaHHY 06/1acTb,
4YTOObI O6ecnevYnTb paBHOMEPHOE pacnpenesieHne nsgenus.

[Jo Havana npouenyp cnegyeTr OUEHUTb LENecooOpasHOCTb WUX MNPOBeAeHUA Yy MnaumeHTa wu
NoTpebHOCTb MaumeHTa B 06e360nMBaHUM (MECTHble aHecTeTMKW, MakeTbl CO /1bAOM, MeTOoAbl
OTB/IEYEHUS] BHUMAHUS, MHBEKLUMN MECTHbIX aHECTETUKOB UM 6/10Kadbl HEPBOB B 3aBUCUMMOCTU OT
MecTa UHBEKLUN N pasMepa UCNOb3yeMOn Urnbl).

6. lNpoTmBONOKasaHnA

MpumeHeHune «BEJIOTEPO NHTEHC C MnpoKanHOM» NPOTUBOMNOKa3aHo:

* B cnyyae mctopun MOBbIWEHHOW YyBCTBUTE/IbHOCTM K O4HOMY U3 KOMMOHEHTOB w3genus, B
OCOOEHHOCTW, K HaTpus ruaslypoHarty, AnAugokavHa rumgpoxnopugy, Arabd wvan
MeCTHOaHeCTe3VpYyLUM cpeacTBaMm aMUAHOIMo TUMNa;

e BbepeMeHHbIM N KOPMSLLUM TPYAbH XeHLUMHaMm,

e [laumeHTam B BO3pacte mMosnoxe 18 ner,

« [auwneHTam c 06Lei nHdekymeli B akTUBHOM dhopMe;

e NauyneHTam c ayTOMMMYHHbIMU 3a60/1€BaHNSIMM B aKTUBHOW dhopMme.

He cnepyet BBOANTL «BEJ/IOTEPO NHTEHC CNnA0OKaHOM» B KDOBEHOCHbIE COCY/bl.

He cnepyet BBOanTL «BEJIOTEPO VIHTEHC C IMO0KAMHOM» B YYaCTKN C KOXHbIM BOCMaJ/IEHNEM Win

NHGEeKUNEN UMMYHOIOTMYECKOro, asllIeprmieckoro, 6akrepuasibHOro, rpMbKoBOro UM BUPYCHOrO

NPOUCXOXAEHUS B aKTUBHOW chopMme.

He cnepgyetr BBoantb «BEJIOTEPO WHTEHC € nmnpokKaMHOM» B y4acTKW, paHee noasepriuvecs

KOpPPEKUMU NepMaHEHTHbIM AepMasibHbIM (OUIIepoMm.

He cnepyeT BBOoanTb «BEJIOTEPO VHTEHC C NngoKanHOM» B 0611aCTb MEXO6POBbSA UM HOCa.

7. Mepbl NpegoCcTOPOXKHOCTN NPU NCMOMNb30BaHNN

MeaAVUUMHCKNM paBboTHUKAM pPeKOMeHAyeTcsa Ob6CyAnTb BCe MOTEHUMallbHble PUCKU MPOoBeAeHUs
WHBEKUUA B MATKME TKaHM CO CBOMMU MauveHTamMu [0 Havyana npouenypbl v ybeauTtbcs, 4To
nauMeHTbl 0OCBeOM/IEHbI O NMPU3HaKax M CUMNTOMax NoTeHLUNaIbHbIX OC/TOXHEHUA.

B oTcyTCcTBME AOCTYMHbIX KIMHUYECKUX AaHHbIX MO MNepeHOCUMMOCTU U 3(PheKTUBHOCTU BBeAEHUS
«BENNIOTEPO WMHTEHC € fuvgokaMHoOM»  MauueHtam, UVMerwuMm B aHaMHe3e TSXenyro
MHOXECTBEHHYIO a/11EPrv0 UM aHanIaKTUYEeCKNI LLOK, NPaKTUKYIOWNA Bpad AO/DKEH pewunTb B
KaXX4OM KOHKpeTHOM cny4dae, BBOAUTb Jin «BEJIOTEPO WHTEHC C nupokanHOM», YuyuUTbiBas
Xapaktep 3abosieBaHUA W CONYyTCTBYIOLWEE JledeHue, TMOCKOJIbKY u3genve MOXeT YCyryoutb
COCTOsiHME 340pOBbA nNaumeHTa. PekoMeHgyeTca MpensiokUTb TakMM  nauueHTam  nponTtu
npenBapuTesibHbIA ABYKPaTHbI TECT N He OCYLLECTBATbL BBeAeHue, ecnn 60/1e3Hb nporpeccupyer.
TakxXe pekomeHOyeTcAa TwaTe/ibHOe Habo4eHMe 3a TaKUMU NaunmeHTamMmm rnocrie BBeAeHUs.
PekomeHayetca He BBoauTb «BEJ/IOTEPO WHTEHC C nnpokaMHOM» nayumeHtam C Ha/indmem B
aHamHese 3abonieBaHwMii, BbI3BaHHbIX CTPENTOKOKKOM, 7 nagmeHTam, MMeLWUm
npeapacrnosioXeHHOCTb K 06pa3oBaHUI0 TMNepPTPOPUUECKNX NN KeSTOUOHBIX Py6LOB.

«benotepo NHTeHC c A1ng0KanHOM»
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BBeaeHne «BEJIOTEPO MHTEHC C NNAOKaMHOM» B BMCOYHYHO 06/1aCTb MOXET ObITb COMPSHKEHO C
MOBbIWEHHbIM PUCKOM BHYTPUCOCYAUCTbIX OC/IOKHEHUA W MOCAeACTBUIA MECTHOM OKK/IH3MU
CocyoB, aMbonm3aunmn, HapyLLeHUs 3peHnst, CNenoTbl, NWEeMNN, HEKPO3a Uian UHgapkTa.
«BENOTEPO WIHTEHC C NUAOKaMHOM» [OOMYCKaeTCsa WCNOoMb30BaTb B COYeTaHUW C 4pyrumu
npoayktamu Mapku Belotero® BO Bpemsi O[HOro ceaHca, HO Ha pas3HbIX Yy4yacTkax Juua.
Heobxoanmo cobniogarb MHCTPYKUUM NO NPUMEHEHUIO KaXA40ro npoaykra.

KnunHnyeckne paHHble 06 nMHbeKUUsax «BEJIOTEPO WNHTeHC € NUAOKaMHOM» MNauuveHTamMm C TUMOM
KoXu V/VI no dntunaTpuky OTCYTCTBYHOT.

«BEJIOTEPO NHTEHC C NNA0KaMHOM» MOXXHO MCNOoMb30BaTh B Npoueaypax ¢ KOMOMHMPOBaHHbIM
BBeLEeHNEM [ApYrnux usnesnnii, Takmx Kak OO0TYyNOTOKCUH U (Unn) ruapokcuanatuTt Kasbuus
(Radiesse®), nckounTenibHO NpU YCNoBUN UX BBEAEHUA B pa3Hble ob6nactn nuua. MNpakTtukytoume
Bpaun [O/DKHbl 06/slagaTb ONbITOM, a MauyMeHTbl LO0/DKHbl MPOXOAMTb TLAaTesbHbIA  0T6Oop,
MOCKO/IbKY HaKOMUTEeSIbHbIM 3ddpekToM 061a4al0T He TOJIbKO MNpeumMyllecTBa, HO U NO60YHble
aphekTbl, a NPUUUMHHO-CIEACTBEHHYIO CBA3b MNOOOYHbIX 3PEKTOB MOXeT OblTb TPyLHO
onpegenutb. CnepgyetT cobntogaTb WHCTPYKUUMM MO MPUMEHEHUIO, T[Ny6uHY BBeAEHUS W
COOTBETCTBYIOLLME peKoMeHAauun Ana Kaxaoro nsgenuvd. OTCYTCTBYHOT K/IMHUYECKMe AaHHble O
BBegeHMn «BE/IOTEPO MHTEHC C nMgoKanHoM» B 06/1aCTb, Ha KOTOPOW y)Xe NMpPUMEHEHbI Apyrue
acTeTnyeckue NPoAyKTbl UK npoueaypsbl.

He cnepyet npumeHaTb «BEJIOTEPO VIHTEHC Cc nnaoKanHOM» B COYETaHUM C OPYTMMU MeTo4nKamu
3CTETUYECKOW MeAULMHbI, TaKUMU Kak MUIWNHT, aepMmabpas3ns uam nasepHasi obpaboTka A60ro
Tuna [O MOJSIHOrO 3aXUBJ/IEHUS TMOC/ie noc/siegHern o6paboTkn. B nwbom crniydae, faxe ecnm
3axuBnieHne npousowno paHee, «BESIOTEPO VHTeHC Cc nnaokanHoOM» He cnepyeTr MpPUMEHATb
MeHbLLEe, 4YeM u4epe3 2 Hedenn nocfe nocnegHein o6paboTku. KanmHuuyeckme paHHble MO
coyeTaHHOMY npuMeHeHnto «BEJIOTEPO WMHTEHC C NNAOKaMHOM» W BbIWEYNOMSAHYTbLIX MEeTOoAMNK

OTCYTCTBYHOT.
MayneHTbl, MPUHUMAKOWNE aHTUKOArynsiHTbl, aHTUTPOMOOUMTAPHbIE WAN TPOMOONTUYECKME
npenapaTtbl (Hanpumep, BapcapuH), NPOTMBOBOCNA/INTESIbHbIE npenaparbl

(NnepopanbHble/MHBEKLMOHHbIE KOPTUKOCTEPOUAbLI WUAW HECTEPOUAHbIE NMPOTUBOBOCNAINTENbHBbIE
npenapatbl (HMBI1; Hanpumep, acnupuH, ubynpodieH)) wam apyrue BewecTBa, B OTHOLUEHUU
KOTOPbIX N3BECTHO 06 UX AeNCTBUM NO YBE/INYEHMNIO BPEMEHU CBEPTbIBAHUSA KPOBU (BUTAMUHbLI UK
TpaBsiHble [06aBkK, Hanpumep, BUTamMuH E, 4ecHOK, TMHKro 6unoba n 3Bepoboii), B TeueHue 10
OHel 0o v go 3 gHei nocne MHBLEKUUM MOTyT UCMbITbIBaTb YCU/IEHHbIE peakuun B BUAE reMatom,
N y3e/IKOB WM KPOBOTEYEHUNSA B MECTe MHBEKLUN.
BeepeHue «BEJIOTEPO WHTeEHC C nnpokKanHOM» naymeHtam C repnetuyeckMmMy BbICbINaHNAMU B
aHaMHe3e MOXeT COMPOBOXAAaTbCA peakTMBaumeli repneca un 3aboneBaHUsiMu, CBA3aHHbIMK ¢ BMY
(HanpuMep, PO30BbIN NinLIaA).
Ecnv nauueHTbl cTpagaroT anwusencuei, HapyweHMAMU CepaevHON AeAaTeslbHOCTU, TSXKebiMu
HapyLlweHnAMN (PYyHKUNN NeYeHU WK TSXeNbIMU HapyleHUaMn OYHKLMM MoYeK uiv nopdupuen,
NPakTUKYIOLWMA Bpad O0/DKEH PEWNTb B KaXAOM KOHKPETHOM cnydyae, BBoauTb m «BEJIOTEPO
WHTEeHC c NnpokanHoM», OCHOBbIBasCb Ha XapakTepe 3abosieBaHus, a TakKe Ha CBA3aHHOM C HUM
nieyeHnun.
Nevawme Bpaunm M CNOPTCMEHbI AO/HKHbl Y4YUTbIBaTb, YTO NNAOKAUH MOXET 0O6yCcnoBvBaTb
NOOXNTE/IbHblE pe3y/ibTaTbl aHaIM30B Ha AOMMWHT.
CnegyeT OTMETUTb, 4YTO MNPUCYTCTBME J/MLOKaMHA MOXET BbI3BaTb JIOKa/IbHOE MOKpPacHeHue,
rMNepyyBCTBUTE/IBHOCTb WM Npexojsllee MeCTHO-PErMOHapPHOE OHEMEHNE.
300pOBbIM B3pPOC/IbIM MauMeHTaM pekoMeHayeTcd, YToObl MakCuMasibHasa obllas Ao3a ngokanHa
rmgpoxnopuga (6e3 agpeHanmHa) He npeBblwana 300 mr (unn 4,5 Mr/Kr) 3a ceaHc.
MepenosvpoBka upokavHa rugpoxsaopuga  O06bIYHO NPUBOAMT K MpuU3HakaMm TOKCUYHOCTU

LieHTpasIbHO HepBHOW WM cepaeuYHO-COCYANCTON CUCTEMbI.
«Bbenotepo VHTEHC ¢ NuaoKanHom»
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MNpy COBMECTHOM MpuMeHeHUn (MecTHoe NMpUMeHeHue W T. [.) cnefyeT yunTblBaTb 06Uy A03Y
BBeleHHOro nuaokamHa. Takxke cregyeTr y4unTbiBaTb COYETaHHOE TMPUMMEHEHWEe C APYrUMu
cpegctBaMu  MeCTHOM — aHecTe3uuM  WIM  CpPeAcTBamMu;  CTPYKTYPHO — POACTBEHHbIMW  C
MeCTHOaHeCcTe3MpyoLwmuMn cpegcreaMmm amMuUAHOro Tuna, MNOCKOJIbKY CUCTEMHOE TOKCUYeCKoe
OencTBne MOXeT BbITb aAaUTUBHbLIM.

CnepyeT nNposiBNSATb OCTOPOXHOCTb Yy MNaUMEHTOB C BPOXAEHHOW MeTreMornobuHemueii;
JedrunTom 1HKOo30-6-thocdargernaporeHasbl 1y nauMeHToB, MNOJyYaroLmnx COnyTCTBYHOLLee
NneyeHne cpefCcTBamMu, BbI3bIBaKOWMMN METTEMOII06MHEMUIO.

Mepen mMcnosib3oBaHMEM HEO6XOAMMO MPOBEPUTH LIE/IOCTHOCTb BHYTPEHHEN YMakOBKU U CPOK
roAHOCTM Wnpuua 1 Urfbl. 3anpeLweHo UCMo/b30BaTb YKa3aHHble NPOAyKTbl MO UCTEYEeHUN CpoKa
rOAHOCTW, a TakKxke Mpu BCKPbITUM WM NOBPEXAEHUM BHYTPeHHel ynakoBku. He cnepyert
nepeHocntb «BEJIOTEPO WMHTEHC C NMAOKaMHOM» B APYror KOHTeliHep n [o6aBfisiTb K HeMy
Apyrve BellecTBa.

CTepw/ibHbIM ABNSAETCA TOSIbKO reflb, HO He BHELLHASA NMOBEPXHOCTb LUNPULLA.

Mocne ncnosib3oBaHNA HEOO6XOANMO BbIOPOCUTL LUMPULL, OCTaBLUMACA MPOAYKT N UMMbl, NMOMECTUB
MX B COOTBETCTBYIOLLNI KOHTENHEP.

He cnenyet npoBoAMTb MOBTOPHYIO CTEPUIM3ALMIO 1 NMOBTOPHO WCMOMb30BaTb U34eNne B CBA3M CO
CBSA3aHHbLIMMW C 3TUM pUCKaMu, B TOM Yucrie, NHAEKLUN.

MauneHT go/mKeH m3beratb UCMNOMb30BaHNA KOCMETUKN B TeyeHue, N0 MeHblueil mepe, 12 yacos
nocne npoueaypbl, a Takxe MWCNo/b30BaHUA CayHbl, NWIWHIE, TypeuKon 6aHu u ANUTesIbHOro
npebbiBaHUs MoL BO3LENCTBUEM COJIHEYHbIX WM Yd-y4eil, BO3L4ENCTBUS YPE3IMEPHOro Xapa u
X0/l04a BTeyeHne 2 Hedenb nocre npouenypbl. MNauneHTam Takxe cnegyetT nsberatb Aas/eHUs Ha
0bpaboTaHHyl0 0651acTb M (MIN) NPUKOCHOBEHUSA K HEW, a TakXe Hanps>XeHHOM (OM3NYECKO
aKTMBHOCTW MOC/e npoueaypbl.

MayneHT AO0J/DKEH WCKNKUUTL YynoTpebrieHne asikorona B TedeHMe 24 4yacoB [0 W nocne
npoueaypbl. A/IKOroflb MOXET MNPUBECTU K PacLUMPEHUI0 KPOBEHOCHbLIX COCYAOB W YBesIMYEHUIO
CUHSIKOB.

8. MpepynpexaeHue

e [mManypoHaT HaTpus ocCaXAaeTcs B NPUCYTCTBUM YETBEPTUYHbLIX aMMOHMEBBLIX COMel (Takmx
Kak 6eH3ankoHua xnopua). NMostomy pekomeHayeTca nsberatb KOHTakta «BEJIOTEPO WHTeHC
C/IngoKanHoOM» C NoA06HbIMUY BeLecTBaMMU.

e Coo6wanocb O PpegKknx, HO Cepbe3HbIX HexenaTeflbHbIX SB/IEHUSAX, CBSA3aHHbIX C
BHYTPUCOCYOUCTbIM BBeAEHMEM (DUIIEPOB MATKMX TKaHel fmua, KOTopble BeKyT 3a cOboii
BPEMEHHbIE WX TMOCTOSIHHbIE COCYOUCTblE OC/IOXKHEHWUSA, HapylleHWe 3peHusd, CNnenory,
uepebpasibHy0 MWEMUIO WIN KPOBOU3USAHWE B MO3I, MPUBOAALINE K WHCY/IbTY, HEKPO3Y
KOXW U MOBPEXAEeHNIO CTPYKTYP HUWXKHUX CM0EB Nuua. Bpad Ao/HKeH HeMeaA/IleHHO NnpekpaTuTb
BBeAEHMNE U3OENNSA, eCQiM Y NauneHTa NpPoSABAAIOTCA Kakme-nmbo u3 criegyrowmyx CUMMITOMOB,
BK/IHOYaA N3MEHEHUSA 3pEHUA, NPU3HAKM VHCY/bTa, NOobBsiegHEHME KOXN UMK HEOObIYHYIO 60/1b
BO BpPeMsi WM BCKOpe nocse npoueaypbl. lMauneHTbl A0MKHbI MOMyYUTb HEMeONIEHHYIO
MEAVLUVHCKYKD TMOMOLWb W, BO3MOXHO, MPOiTM o06CregoBaHME Yy COOTBETCTBYHOLLErO
MpakTUKyoWwero MeAULMHCKOro cneynasimcta B Cllydae BHYTPUCOCYOMUCTONO BBeAeHUSA
usnenvs.

9. Mo6ouHbIe ahdeKTbl N HeXelaTeslbHble ABMIEHUSA

MaumeHTbl AO/MKHbI ObITb NPOUHAOPMUPOBaHbI MPaKTUKYIOWMM BPaYOM O BO3MOXHbIX NOBOYHbLIX
aphekTax U HexenartenbHbIX AB/IEHUAX A0 Havyana npoueaypsbl.

¢ Tlo60yHble 3dhdheKTb:

«benotepo VIHTeHC c "MAOKaAUHOM»
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Peakuun B mMecTe MHBEKUMW MOTyT BO3HMKATb MOC/e BBELEHUS U3AENNS B KOXY, U MNPOXOAUTb
CaMOCTOAATE/IbHO B TeUYeHMe HeCKOSbKMX [AHel. B nx uncno BXogAaT OTEeKW, Y3enku win
NPUNYXSI0CTU/BLINYKIOCTH, CUHAKKU/Nypnypa, remMaTomsbl, 3KXMMO3, YMN/I0THEHNE,
apuTema/nokpacHeHne, ©OOMIE3HEHHOCTb NpPW MNPUKOCHOBEHUU, 60Mb, oObecuBeyYMBaHne U
npypuT/3ya, NOKasibiBaHWe, Mapecte3vsi, OHEMeHMe, TUMNeCcTe3ns, CTPYNbs, OCTATOYHbIA creg OT
UMbl U AUCKOMMOPT N pasgpaxeHue. TakMe peakumn B MeCTe MHbEKUMW, KaK NpaBuio, UMeKT
JNIETKYIO NN CPELHIOKD CTerneHb TSHXEeCTU. B MecTe MHbeKLUU TakKe MOXET BO3HUKHYTb BPEMEHHOe
KpOBOTEUEHME, KOTOPOEe OObLIYHO CaMOCTOATE/IbHO OCTaHaB/IMBAETCA cpasy Mnocse 3aBepLueHus
NHBEKLUMN.

e HexenatenbHble ABAEHUS:

B oTaenbHbIX cnyyasx B CBA3W C MWCMOJMIb30BaHUEM WU3[ennii NnHelkn «benotepo» MoXeT
BO3HUKaTb OLHO WM HECKOJIbKO W3 HUXenepeyucsieHHbIX SIBNeHUA B Buae HeMensIeHHOW wm
OTCPOYEHHOI peaKuun: KUCTO3HbIE YIrpu, MUINYMbI, CyXOCTb KOXW (LuepoxoBaTas Koxa suua,
WenlyweHne), 3po3nsd B MeCTe WHBbEKUMU, BOcCNasieHne, O3HOO, YTOM/ISEMOCTb, PacCTPOMCTBO
nmMmdpatmyeckoii CUCTEMbI,  CbiNb,  OLWYLUIEHNE  MOKEHWUS, 60/1€3HEHHOCTb/NOBbILEHNE
TemnepaTypbihkap B MeCcTe WMHbEKUUW, MPYpUT/3ya, KpanuBHULA, remMaTtoma, Te/sleaHrnakrasuu,
3KXMMO3bl, OTeK (Bk/oYas AnmdaTnyeckuini OTeK), ronioBHasi 6onb/uetanrusi, ApunyxsocTb,
HanpsbkeHue, OTeK (BK/IKYas CTOMKUIA OTeK), rmnep- Wiv runonurMmeHTaums, aHrMOHEBPOTUYECKNIA
OoTeK, YNAOTHeHWe, My3blpek, Be3ukyna, nanysaa, npunyxaocTb/6yropok (BUAUMbIA © (M)
nanbnupyemblii MaTepuasl) WM y3enok (Bko4vas BOCNa/MTesIbHbIE Y3e/KM), Macca, rpaHysiema
(BKNOYass NpM3HaKM BOCMa/ieHUs) U peakuuMm Ha MHOPOAHOE Tesl0), HEKPO3, MLLIEMUS, OKK/IH03US
cocyaoB, ambonuzauus, wHdapkT, a3ddekt TuHgana (B T. 4. NOJSynpo3payvHble XxopAabl),
rMNepyYyBCTBUTE/IBHOCTb, aslsiepryiyeckne peakumm (B T. 4. MPUCTYN acTMbl, OTeK KBUHKe,
aHanIaKTUYEeCKUIA LWOK WKW 3aTpyAHEHHOE [biXaHWe) Ha OAWH U3 KOMMOHEHTOB wu3genus
(Hanpumep, rmanypoHoBas kucnota, Or3B[, nupokamHa rmugpoxnaopug), 3aboneBaHusa MNOSOCTU
pTa u 3y6oB, NopaxeHne HePBHOM CUCTEMbI, HApYLUEHME CO CTOPOHbI OTOPUHONAPUHION0rNYECKO
cuctembl (HanpuMmep, 3a/1I0KEHHOCTb HOca, 60/b B POTOM/IOTKE, AMCre3vs, pUHOpesi, HOCOBOEe
KpOBOTEYEHME, CUHYCUT, nMpexogsuas noteps cryxa), 60nb Npu >XeBaHuW, YyBendeHue
OKOJIOYLWIHOWM enesbl MblleYHble NOAEPruBaHus, MblleYHble TpaBMbl/pacCTpPOCTBa, TOLLHOTA,
pBOTa, COCYAMUCTLIA Kosnanc, NpegobMopoyYHOe COCTosIHME, 3abosieBaHne nepudheprnyecknx BeH,
npuanBbl, 6ECNOKOICTBO, BbI3BaHHOE TpunaHo(obMen, HeyA0BEeTBOPEHHOCTb U pa3ovyapoBaHue
nauveHta (M3-3a OTCYTCTBMSA WM CHWXeHUs aduchekTa, CHWXKeHUs TBepaocTu/peakuynn,
HeXenaTeNbHOro 3CTeTUYeckoro adodekTa), BblAeNEHUS U3 MeCTa MHbEKUUN, Murpaumsa donninepa,
npo6sembl C pacnpegenieHem nsgenusa (HanpMMep, HakonseHue usgenus), yrnybneHne B mecre
WHBEKLMN, BbICTyNnaHMe MNOBEPXHOCTHOW BeHbl, TMNEPKOPPEKUUS WA MNOPaxXeHue 4epernHbIX
HepBOB (Hanpumep, MapajiMy 4epernHbiX HEpPBOB, Mapany JNLEBOrO HepBa, HeBparms
TPOAHNYHOIO HepBa).

Coobuwanocb 0 pefkux crydyasx BO3HMKHOBEHUS CrefyloWmMX HexenatenbHbIX SABJAeHWi npu
NMPMMEHEHUN MPOAYKTOB Ha OCHOBE FMaslypOHOBOW KUCAOTbI, TaKMX Kak MHGekums (Hanpumep,
poxa, (pnermMoHa, MNaHHWKYNUT, BKIOYas OTKPbITbIE WM MPOPbIBHblE paHbl U (OeHTasbHbINA)
abcuecc, UMMETUro, NycTysfbl), XpPoHUYeckas wHekuna (BkIoyas ob6pas3oBaHMe OUOMNJIEHKN),
pybueBaHue, CTOMKOE W3MEHEeHWe uBeTa KOXMW, CeHcopHas AUCHYHKUUSA, HeTpomboTuyeckas
nero4yHasa amo60/mA, a Takke obpasoBaHMe CapKoOUOHbIX rpaHyneM y nauneHTos c renatutom C npu
neyeHnn MHTepdepoHOM, LepebpasibHble TpaBMbl (Hanpumep, BHyTpuUyepenHoe NpPOHUKHOBEHNE,
cybapaxHouganibHOe KPOBOWU3MUSIHME), Kocornasmve, odTa/ibMOMNAervsi, Ccrnamkm pagy>XHow
060/104KN, KaTapakTa, KPOBOU3/NAHME B KOHBIOHKTUBY, MTO3 BEK U C/Ie30TEYEHME.

Puck rpaHynembl, MWemMnn, HEKPO3a U OKK/IKO3UM COCYA0B MOBbIWAETCA Npy ry60KOM BBEAEHUU
1 UCNOMb30BaHUN 60/bLUMX OO BEMOB U3Aens.

«benotepo NHTEHC C IMAOKANHOM»
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/ Bnuteparype coobujanock 06 oTAeNbHbIX Cy4asx HapyLeHUst 3pEHUST UM HACTYMN/IEHUs CrenoThbl

/
YL L
/

nocse HenpegHaMepPEeHHOro BHyTpUapTepuasibHOro BBEAEHWST U3OeNUs.
MauyeHTbl [JO/MKHbI ObITb MPOVMHCTPYKTUPOBaHbl O HEOGXOAMMOCTU WHGOPMMPOBAHUS CBOEro
flevyawero Bpaya O 0ObIX MOBGOYHLIX 3duhekTax, COXPaHAKLWMXCA 6onee O4HOM Hepenwu, u o
NO6bIX HexenaTenbHbIX ABMEHUSAX, HEMEAJ/IEHHO MNOC/e WX BO3HMKHOBEHUS, OCOGEHHO €C/n Yy
nauveHta HabwoOalOTCA WU3MEHEeHMSA 3peHusi, MNpU3HaKM WHCy/bTa (BKOYasd BHe3anHoe
HapyLleHVe peyn, OHEMEHUEe WM CNabocTb B fiMUE, PyKax WM Horax, 3aTpyAHeHUs npu xonbbe,
onyuwieHne nua, CUNbHas T[oOfIoBHasA 60Mb, TO/IOBOKPY)XEHWE WM CAYyTaHHOCTb CO3HaHWs),
nob6esieHne KOXnM unn HeobblvyHas 601b BO BPEMS UM BCKOpe MOc/e 3aBepllieHuss npoueaypbl. B
TakoM crlydae MpPaKTUKYOLWWIA Bpay MOXeT Ha3HaunTb NauueHTy COOTBETCTBYHOLLEE SIeHeHMe.
MauneHTbl CO CBET/IbIM TUMOM KOXXM 60J1ee CK/TIOHHbI K Pa3BUTUIO NOOOUYHbIX 3dh(pekToB, CBA3aHHbIX
C WHbBbeKkumer. OpHako y MauMeHTOB C LBETHOW KOXeil 6osfiee BeEPOATHO pasBUTUE
nocTBocnanIMTesibHOMN rmnepnurMmeHTaunmn n  (nnn) obpaszoBaHue rmnepTpodnyeckKmnx
py6LoB/KennonaoB Nocse NHbEKUMOHHbIX npoueayp. MaumeHTbl ¢ onpeaeneHHbIMU 3THUYECKUMU
OCO6GEHHOCTAMU, Hanpumep, asuvartbl, AO/DKHbl ObITb MPOVH(OPMUPOBaHbI O 60IEE BbICOKOM
pucKe TKaHEBbIX peakumii, Takux Kak 3y, OTeK, aputemMa, BocnasieHue.

e [laHHble 06 M3BECTHbIX B3aMMOAEWCTBMAX C APYTMMU MECTHLIMU WM JIOKOPErMOHAapPHbIMU

aHecTeTUKaMn OTCYTCTBYHOT.

. YCTaHOBKa UI/bl Ha Wnpuy,

A ONTUMaNbHOro npumeHeHns «bEJIOTEPO VIHTEHC € NMAO0KanHOM» BaXHO, YTOObl urna 6biuia
Haanexawmm obpasom npucoeanHeHa K wnpuyy. Cm. gnarpammbl 1, 2, 3 n 4.
1. CnepyeT HafexXHO yAepXmBaTb CTEKMSAHHbIA UWAMHAP wWnpuua v agantep BUHTOBOrO
JIIO3POBCKOro coeguHeHna Mexay 60/bWNM 1 yKa3aTes/lbHbIM NasibLamu.
2. pyroi pykow 3axBaTuTb U OTKPYTUTb 3alMTHbIN KO/INayoK.
3. HapaBuTb 1 3aKpyTUTb UMy Ha LWMApule A0 OWYLEeHUA CONPOTUBIIEHUA. He nepetarnsaTthb.
MepeTarnBaHue Uribl MOXeT MPUBECTU K CMELLEHUIO BUHTOBOIO JSIO3POBCKOrNO0 COeIUHEHUA U ero
OTCOEANHEHUIO OT LNpuua.
4. TpoponxaTtb yaepXuBaTb BMHTOBOE /IO3POBCKOE COEAVHEHME U CHATb 3alUTHbIW KO/INayoK C
Wbl

11. XpaHeHue

XpaHnTb npu Temnepartype ot 2 °Cc Ao 25 °C B 3aWulLeHHOM OT CBeTa MecTe, He 3aMopaxmBas.
N36eratb MexaHMYeCcKnX yaapos.

MpousBoguTesb He NpenbaABseT TPebOBaHWi K BNI@XHOCTU N aTMOCepHOMY AaB/1EHUIO.

12. Ccblikm
OG6HOB/EHHYIO AOKYMEHTaLMIO MOXHO MNOMyunTb B KOMnaHum ANTEIS S.A., LUBeiyapus.

«benotepo VHTEHC C TNAOKAUHOM»
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Q MpasunbHOE NONOKEHHE OTPAHMIUTRAA X0A3 NOPILUHA BO BPEMA BbINOAHEHMUA UHBEKUWW.

Yruansauma

Ha Teppuropun Poccuitickoi deaepauumn UCNONL3OBAHHLIE W HYACTUMHO MCNOALIOBAHHLIE WNPMU-
Ubl ¥ UFALI ANA UHBEKUMHU MOTYT ObiTb BUONOrMYECKM ONACHBIMU U NOTOMY AO/HKHBI paccmarpu-
BaTbCA W yTMAM3MpOBaTbcA 8 cootBetcteuM ¢  CanluH  2.1.3684-21 «CanutapHo-
nnaemuonoryeckue TpeGoBaHMA K COABPIKAHWMIO TEPPUTOPUIA rOPOACKNX W CeNbCKUX nocene-
HUM, K BOAHBbIM OBbEeKTam, NUTLEBOI BOAE W NUTLEBOMY BOAOCHabXKeHMI0, aTMOCHepHOMY BO3-
AYXY, NOYBaM, XKMALIM NOMEWEHUAM, IKCNAYATAUMM NPOM3BOACTBEHHDIX, OBWECTBEHHBIX Nome-
WEHMUH, OPraHu3auMM U NPOBEAEHWUIO CAHWUTAPHO-NPOTUBOINUAEMUUECKUX (NPOPUNAKTUHECKWX)
MEPONPUATHIA® KAK OTHOCAWMECH K KAACCY ONAacHOCTH b,

TpeGosanun x oxpane oxpymaoueil cpeabl
H3agenue cnegyet YTMAWIMPOBATb B COOTBETCTBMM C NPUMEHNMbBIMN MECTHBIMW/HAUMOHANBHBIMK
HopmaTueamiu. Mpu Hagnexallell yTHAN3AUMK Bpea OKPYHaIOWeN Cpeae HE HAHOCUTCA.

. YCNOBMA rapaHTUm:
«AnTteiic C.A.» (Anteis S.A.), 18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva, LLiseitiuapun, 8
Kauecrse npoussoaurens beaorepo BaNaHe ¢ AMAOKIUHOM, rapaHTUPYET COOTBETCTENE NPOAYK-TA
8CeM NapameTpam U CBOMCTBaAM, YKa3aHHbLIM B AaHHOM AOKYMEHTe, npu cobalogeHnm ycno-snin
TPAHCNOPTHPOBKYU, XPAHEHMA U UCNONABL3OBAHUA B COOTBETCTBUM C MHCTPYKUMEN NO NpUME-HEeHNIo
B TEMEHUE ABYX NeT C AaTbl NPOU3BOACTBA.

Mpeaynpenaacume sHaKn

: OCTOpOMHO
E] CM. MHCTPYKUMIO NO NPUMEHEHMIO
[ ]
1

@ 000 LMPMI 7 INFO@CIRMIRU € WWWGOSZDRAVNADZOR RU PM® 8




He ncnonb3oBatb B Cniydae nospexgeHund ynakoBKU.
ans OAHOKPAaTHOINo npnMMmeHeHunA. He ncnonb3osatb NOBTOPHO

UTto6bl OTKpbITb 6AKMCTEpP, NOTAHWTE KpPbIWKY 61McTepa B HanpaB/IeHWW,
yKaszaHHOM CTPesKoiA.

CtepunbHo. CTepUNn30BaHO BNaXHbIM XapoM. CTepusiieH TOMbKO Teflb, HO He
STEMLE | BHELIHSIA NMOBEPXHOCTb LWINpULA.

CTepmano. CTepI/II'II/ISOBaHO pa,u,mau,meﬁ. CTepmana TOJIbKO CamMa Wurna, HO He
sTEMLE R BHELWHAA 4aCTb YNAaKOBKWU WUINbI.

Xc Mpegensl TemnepaTtypbl XpaHeHua: 27-25 C

[JaTta npousBoacTBa

|

CpokK rogHocTH

Kopg cepun

LOT

Mapkuposka CE cornacHo [Aupektuse Ne 93/42/EEC «O MeAUMUUHCKUX

C € Nn3nennax».

Mocne gaHHO MapKkMpoBKKU creayeT HOMEpP HOTUULMPOBAHHOIO opraHa.

Mponssogutens

YNONHOMOUYEHHbIN NpeacTaBuTeNlb B EBponeiickom coobL,ecTee

EC REP

Mpounssogutens «<6EJIOTEPO MHTEHC cngoKanHOM»
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Anteis SA

18 WemaH ge3 O (Chemin des Aulx)
1228 MnaH-ne-Kyat (Plan-les-Ouates)
LBeliuapus

MpepcTtaBuTtens B EBponeiickoMm coobuiecTBe:

Merz Aesthetics GmbH

JkeHxalimep JlaHawTpacce (Eckenheimer Landstrasse) 100
60318 ®paHkypT (Frankfurt)

FepmaHus

PacnpocTtpaHuTens:

MONHOMOUHLIN NpeacTaBuTens B PO

OO0 «Mepuy Papma»

3-4 ynuua AmMckoro nons, 4. 2, CTp. 26, atax 2, nomeuieHne VI, komHaTa 29
125124, MockBa

Ten. +7(495)6538555

www.merz.ru

Jata UHCTPYKLUM NO NPUMEHEHUIO:
16.05.2022 r.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU ) M »

10



MepeBog, faHHOTO TEKCTAa C aHrIUACKOTO A3blKa Ha PYCCKUI A3bIK BbINO/IHEH NEPEeBOAYNKOM
MantowoBoit AHHOV AHApPEEeBHON

noannch

Poccuiickaa depepauyms
Nopoa MockBa
LLiecTtoro gekabpsa ABe TbiCAYM ABajLUaTh TPeTbero roga

A, Bepemuin HOnus NropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCT
nepesogumka MantowoBoin AHHbI AHPEEBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NofnucasLLero JOKYMeHT YCTaHOB/eHa.

3apeructpupoaHo B peectpe: Ne 77/2194-n/77-2023-5“3\1b

YnnayeHo 3a coBepLUeHne HoTapuanbHOro aeictems: 400 py6. 00 Ko

NoAMUCH Mep6oBas nevatb lep6o
HoTapuyca r. MocCKBbI HoTapuyca r. MocKBbl
Bepemuii 0.1, Bepemuii HO.U,
HO.N. Bepemwii

Bcero npoLwHypoBaHo, HPOH
1 CKpensieHo neyatsio 20 nu

HoTtapuyc: noanu
Poccuinickasa denepalms

Nopoa MockBa
LLlecTtoro gekabps ABe ThicAYM ABajLaTb TPETbero roga

A, Bepemuin HOnma W~ p~BHa, HOTapuyc ropoga MOoCKBbI, CBWUAETENbCTBYH) BEPHOCTb KOMuM C

npesCcTaBneHHorc
3apervcTpu 194-ii/77-2023-52)41'f
YnnayeHo jk-"cgisip KpM LU |ro gevicteus: 2100 py6. 00 Kor.

HO.W. Bepemuii

Bcer|/niic"Hyp”BaHO, NPOHYMEPOBaHO
n G ew”H|o neyatbto 20 nncT(-a,-0B).

H/ Tamya:
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INSTRUCTIONS FOR USE FOR BELOTERO® LIPS SHAPE
MERZ AESTHETICS 0*?.ror

Belotero line, viscoelastic implant based on cross-linked sodium hyaluronate
for correction of depressions of tissue, in the following versions;
1) Belotero SOFT Lidocaine, consisting of:

e implantable gel, in a 1.0 ml syringe -1 pc.;

Seen exclusively for the legalization of
the above sigroture of Mrs Ame-Sophie
* label - 2 pcs.; Dreano.

The undersigned notary assumes no
responsibility for the validity and
2) Belotero BALANCE: conterlfoftheipfesentdocument

 sterile needle 30G Vi (0,3 x 13) - 2 pcs.;

e Instructions for use - 1 pc.

Belotero BALANCE Lidocaine;

Belotero LIPS Contour,

consisting of:

e implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc.;
e sterile needle 27G Vi (0,4 x 13) and 30G Vi (0,3 x 13) -1 pc. each;
e label - 2 pcs,;

e Instructions for use - 1 pc.

3) Belotero INTENSE;

Belotero INTENSE Lidocaine;

Belotero LIPS Shape,

consisting of:

*« implantable gel, in a 1.0 ml or 0.6 ml syringe -1 pc,;
» sterile needle 27G Vi (0.4 x 13) - 2 pcs.;

e label - 2 pcs;

¢ Instructions for use - 1 pc.

1. Description

BELOTERO Lips Shape is a sterile, non-pyrogenic, viscoelastic, colourless, transparent cross-
linked sodium hyaluronate gel of non-animal origin in a physiological phosphate buffer.

BELOTERO Lips Shape contains 0.3 % of lidocaine hydrochloride.

2. Presentation

BELOTERO Lips Shape is presented in a single use pre-filled glass syringe sterilized by
moist heat. Each box contains one instruction leaflet, one syringe, two traceability labels
and two sterile CE-marked needles for single use only. The dimensions of needles are
stated on the external box.
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3. Composition:

Cross-linked sodium hyaluronate: 25.5 mg/ml
Lidocaine hydrochloride: 3.0 mg/ml
Phosphate buffer pH 7 g.s.; 0.6 ml

4. Intended Use/Indications

4.1, Intended Use

BELOTERO Ups Shape is an injectable biodegradable implant intended for enhancement o f'
skin tissue to fill skin depression.

The presence of lidocaine aims to reduce local pain associated with the injection of the gel
and to improve patient comfort

4.2. Indications

BELOTERO Ups Shape is indicated for submucosal or subcutaneous injection into the lips.
ABELOTERO Lips Shape is indicated for injection into the deep dermis for treatment of pe-
rioral lines and severe oral commissures.

5. Posotogy and administration method

BELOTERO Lips Shape is designed to be injected into the deep dermis by authorized prac-
titioners who have appropriate training, experience, and who are knowledgeable about the
anatomy (explicitely about the distribution pattern of labial arteries) at and around the site
of injection in order to minimize the risk of potential complications. Submucosal or subcu-
taneous injection is recommended for lip enhancement.

Inject BELOTERO Lips Shape slowly and not too fastto apply the least amount of pressure
necessary, according to the appropriate injection technique using the provided needles.

General recommended injection techniques are for example: linear or serial threading, fan-
ning, cross-hatching or serial (micro)puncture. The quantity of product to be injected de-
pends on the area to be corrected.

The risk of an intravascular injection can be reduced by different strategies, including aspi-
ration prior to injection, utilizing lower volumes and serial injections in high-risk areas,
treating one side at atime, pinching/tenting the skin to provide more space superficial to
the branches of the main arteries, and manual occlusion of the origin of the supratrochlear
vessels with the non-dominant finger. Blunt cannulas may reduce, but not eliminate the
risk.

BELOTERO Lips Shape 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 Lips Shape , it is recommended to assemble the nee-
dle 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.

If the needle becomes obstructed and the injection pressure is too high, stop the injection
and change the needle.
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The use of the enclosed 21Icv2 needle is recommended, as a smaller needle diameter
would require a greater force to inject the implant

The quantity of the gel to be injected depends on the area to be treated and the correction
to be achieved. Do not over-correct

The graduations on the syringe label are only intended for orientation for the user.
Gently massage the treated area after the injection to distribute the product uniformly.
Before treatment, the patient' ssuitability for the treatment and the patient’ s need for
pain relief (topical anaesthetics, ice packs, distraction techniques, local anaesthetic injec-

tions, or nerve blocks depending on the injection site and size of needle used), should be
assessed.

6. Contra-indications

BELOTERO Lips Shape is contra-indicated;

« In case of known hypersensitivity to one of the product's components, especially to sodium hya-
luronate, lidocaine hydrochloride, BDDE or to amide-type local anaesthetics,

* 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 Lips Shape into blood vessels.

Do not inject BELOTERO Lips Shape into skin areas presenting active cutaneous inflamma-
tion or infection due to e.g. immunological, allergic, bacterial, fungal or viral causes.

Do not inject BELOTERO Lips Shape into an area previously treated with a permanent der-
mal filler.

Do not inject BELOTERO Lips Shape into the glabellar or nose region.

7. Precautions for use

Health care practitioners are encouraged to discuss all potential risks of soft tissue injec-
tion 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 Lips
Shape in patients presenting a history of severe multiple allergies or anaphylactic shock,
the practitioner must decide whether to inject BELOTERO Lips Shape on a case-by-case ba-
sis depending on the nature of the disease as well as the associated treatment as it may
worsen the existing patient health condition. It 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 injection.

It is recommended not to inject BELOTERO Lips Shape in patients with a history of strepto-
coccal diseases and in patients pre-disposed to hypertrophic scars or keloids.

BELOTERO Lips Shape injected in the temples area may be associated with an increased
risk for intravascular complications and the consequences of local vascular occlusion, em-
bolization, vision impairment, blindness, ischemia, necrosis or infarction.

BELOTERO Lips Shape can be used in combination with other Belotero® products during

the same session but in different facial areas. Instructions for use of each product should
be followed.
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No clinical data is available on the injection of BELOTERO Lips Shape into patient with a
Fitzpatrick skin type V/VI.

BELOTERO Lips Shape can be used in combination treatments such as with botulinum toxin
and/or calcium hydroxylapatite (Radiesse®) only if injected in different facial areas. Practi-
tioners 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 diffi-
cult 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 BE-
LOTERO Lips Shape into an area already treated with other aesthetic products or proce-
dures.

BELOTERO Lips Shape must not be used in association with other aesthetic techniques
such as peeling, dermabrasion, or any type of laser treatment before complete healing of
the last treatment. In any case, even if the healing occurs earlier, BELOTERO Lips Shape
must not be used earlier than 2 weeks after the last treatment. No clinical data is availab-le
on the combined use of BELOTERO Lips Shape 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- inflamma-
tory drugs (NSAIDs; e.g. aspirin, ibuprofen)). or other substances known to increase coagu-
lation time (vitamins or herbal supplements, e.g. Vitamin E garlic, Ginkgo biloba and St.
John' sWort), 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 Lips Shape into patients with a history of previous herpetic 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 dysfunction or porphyria, the practitioner must decide
whether to inject BELOTERO Lips Shape on a case-by-case basis depending of the nature
of the disease as well as the associated treatment

Practitioners and athletes should consider that lidocaine may produce positive results to
anti-doping tests.

It should be noted that the presence of lidocaine may cause local redness, hypersensitivity
or transient loco-regional numbness.

For normal healthy adults it is recommended that the maximum total dose of lidocaine HCI
(without epinephrine) does not exceed 300 mg (or 4.5 mg/kg) per session. Overdosage of
lidocaine HCI usually results in signs of the central nervous system or cardiovascular tox-
icity.

When using concurrently (topical administrationml the total administered dose of lido-
caine should be considered. The concomitant use of other local anesthetic agents or
agents structurally related to amide-type local anesthetics should also be considered since
the systemic toxic effects may be additive.

Care should be taken for patients with congenital methemoglobinemia, with glucose-6-
phosphate dehydrogenase deficiencies and patients who are receiving concomitant treat-
ment with methemoglobin-inducing agents.

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.
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Do not transfer BELOTERO Lips Shape into another container and do not add other sub-
stances 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 expo-
sure 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.

8. Warnings

« Sodium hyaluronate precipitates in the presence of quaternary ammonium salts (such as ben-
zalkonium chloride). It istherefore recommended that BELOTERO Lips Shape does not come into
contact with such substances.

Rare but serious adverse events associated with the intravascular injeaion of soft tissue fillers in

the face have been reported and include temporary or permanent vascular complication, vision
impairment, blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necro-
sis, and damage to underlying facial structures. Practitioners should immediately stop the injec-
tion if a patient exhibits 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 procedure. Patients
should receive prompt medical attention and possibly evaluation by an appropriate health care
practitioner specialist should an intravascular injection occur.

9. 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 spontane-
ously within a few days. This includes swelling, nodule or lump/bump, bruising/purpura,
hematoma, ecchymosis, induration, erythema/redness, tenderness, pain, discoloration and
pruritus/itching, tingling, paraesthesia, numbness, hypoaesthesia, scabbing, needle mark
and discomfort or irritation. These injection site reactions are generally of mild or moder-
ate 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 of the 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 dryness (rough facial skin, exfoliation), injection site erosion, inflammation, shiv-
ering, 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
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(including persistent swelling), hyper- or hypo-pigmentation, angioedema, induration, blis-
ter, vesicle, papule, lump/ bump (visible and/or palpable material) or nodule (including in-
flammatory nodules), mass, granuloma (including inflammatory signs and foreign body re-
actions), necrosis, ischemia, vascular occlusion, embolization, infarction, Tyndall effect (in-
cluding translucent chords), hypersensitivity, allergic reactions (including asthma attack,
Quincke' sedema, anaphylactic shock or throat tightening) to one of the product’ s
components (e.g. hyaluronic acid, BDDE, lidocaine hydrochloride), oral and dental disor-
ders, nervous system impairment, impairment of the otorhinolaryngological system (e.qg.
nasal congestion, oropharyngeal pain, dysguesia, rhinorrhea, epistaxis, sinusitis, transient
hearing loss), mastication pain, parotid gland enlargement, muscle twitching, muscle in-
jury/disorder, nausea, vomiting, circulatory collapse, presyncope, peripheral venous dis-
ease, hot flush, anxiety caused by trypanophobia, patient dissatisfaction and disappoint-
ment (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, overcorrec-
tion or cranial nerve disorder (e.g. cranial nerve paralysis, facial paralysis, trigeminal neural-
gia).

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

The risk of granuloma, ischemia, necrosis and vascular occlusion is higher with deep injec-
tions and high volumes.

Isolated cases of visual impairment or blindness following unintentional intra-arterial injec-
tion have been reported in literature.

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, arms, or legs, difficulty walking, face drooping, severe head-
ache, 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.

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

* There is no known interaction with other local or loco-regional anaesthetics.
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10. Assembly of needle to syringe

For optimal use of BELOTERO Lips Shape it is important that the needle is properly con-

nected to the syringe. See diagrams 1,1, 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 & Twist the needle on the syringe until a resistance is felt. Do not over-tight. Over-tight-
ening 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.

11. Transportation, storage, use
Store between 2°C and 2s°c Protect from light and freezing.
Avoid mechanical shocks.

The manufacturer has no requirements to humidity and atmospheric pressure

12. References
Updated documentation may be available from ANTEIS S.A., Switzerland.

Backstop in the right position during injection

Disposal

In the territory of 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
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rural settlements, to waterbodies, to drinking water and water supply of citizens, to atmosphere air. to soils,
to living areas, to exploitation of manufacturing and communal areas, to organization and realization of san-
itary and anti-epidemic (preventive) events" as belonging to hazard class B.

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

Terms of warranty:

Anteis SA, 18, Chemin des Aulx/1228 Plan-les-Ouates, Geneva, Switzerland, as the manufacturer of Be-
iotero Lips Shape 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 in-
structions for use for two years.

Warning fragments
Caution
Consult instructions for use
Do not use if package is damaged.

Single use product. Do not re-use

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 of the

STEHLE 4 syringe.
Sterile. Sterilized by irradiation. Only the needle itself is sterile, but not the out-
STERLE R side of the needle packaging.
wc

Temperature limit of storage: 2“C- 25“C
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Batch code

LOT

c € CE mark in accordance with Directive 93/42/EEC relating to medical devices. This
mark is followed by the notified body number.

,. | l Manufacturer

Authorized Representative in the European Community

cturer of BE Lj

Anteis SA
18 Chemin des Aulx
1228 Plan-les-Ouates
Switzerland

W

European Community Representative:
Merz Aesthetics GmbH

Eckenheimer Landstrasse 100

60318 Frankfurt

Germany

Distributed by:

Authorized Representative in RF

Merz Pharma LLC

3rd street Yamskogo Polya 2 bid.26, 2nd . oor, premises VI, room 20;
125124, Moscow
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AnH-Codm ipeaHo (Anne-Sophie Dreano)

PykoBoAuTeNb N0 BONPOCaM perncTpaLmum n 06ecneyeHnio KauecTsa
/noanuce/

30.08.2023 r.

[MpOCMOTPEHO MCKNIOYUTENBHO AN YA0CTOBEPEHNS
NOAAMHHOCTKX noanucy r-xun AHH-Codn [peaHo,
MPOCTaBNEHHOIA BbILLE.

Hu>kenognucasLIWiics HOTapuyc He HeceT
O0TBETCTBEHHOCTM 3a AECTBUTENLHOCTb U
Cofiep>KaHve HaCcToALLEro JOKYMeHTA.

YKeHeBa, 11-e ceHTA6ps 2023 T.
[MevaTs: CaHgpuH LWartenaHa (Sandrine Chatelanat),

HoTapuyc r. XXeHeBa]
/noanucek/

WHCTPYKUMA MO NPVUMEHEHWIO BENIOTEPO® NIUMNC LWEWM (BELOTERO LIPS SHAPE)

MERZ AESTHETICS

MimnnaHTaTt c BA3KOYNPYrMMun CBOWCTBaMMW HA OCHOBE MEPEKPEeCTHO-CLUMTOrO rmanypoHara HaTtpus
ANA KOppekumun penbeda TkaHen nuHum «benotepo» (Belotero), BapuaHTbl MCNOMHEHUS:

1) «<benotepo COPT c nugokanHom» (Belotero SOFT Lidocaine), B cocTaBe:

e reflb UMNAAHTUPYEMBINA, B Wnpuye o6bemom 1,0 Ma - 1 wr.;

e urna ctepunbHasa 30G yr (0,3 x 13) - 2 wrt,;

e 3TUKETKa - 2 WT.;

e WMHCTPYKLMS MO NPUMEHEHN0-1 wr.

2) NnHelika «benotepo BANTAHC»:

» «benotepo BA/IAHC c nugokanHom» (Belotero BALANCE Lidocaine);
» «benotepo JINMC KoHTyp» (Belotero LIPS Contour),

B COCTaBe:

e reflb UMNAAHTUPYEMBbIiA, B wWnpuuye o6bemom 1,0 ma unm 0,6 ma - 1 wr,;
e urna ctepunbHasa 27G yr (0,4 x 13) n 30G » (0,3 x 13) - no 1 wr.;

e 3TUKETKa - 2 WWT.;

* WHCTPYKLUSI NO NPUMEHEHUIO -1 W,

3) NnHeiika «benotepo MHTEHCx:

» «benotepo MHTEHC c nngokanHom» (Belotero INTENSE Lidocaine);

B COCTaBe:

«benotepo JINMC LWeiin» (Belotero LIPS Shape),

* reflb UMNAaHTUpyemsblit, B wnpuue o6vemom 1,0 ma uam 0,6 mna - 1 wr,;
* urna crepunbHasa 27G yr (0,4 x 13) - 2 wr,;

* 3TUKETKa - 2 WrT.;

* WHCTPYKUUSA MO NpUMeHeHuo -1 wr.

1. OnucaHue

«BE/IOTEPO /lune LWein» ABNSETCA CTEPUNbHBIM, aNUPOTrEHHbIM, BA3KO3/1aCTUUYHbIM, 6ECLIBETHbIM,
npo3payHbIM refieM nNepekpecTHO CBA3aHHOIO HaTpuA rmasypoHata HeXMBOTHOTO
npouCxXoXxaeHus B gouamonornyeckom cocarHom bydepe.

«BEJIOTEPO /lnne Wein» cogepxut 0,3 % nuagokanHa rugpoxnopuga.

2. ®opma BbInycka
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«BEJIOTEPO Nune Welin» BbiNnyckaeTcsl B NpeABapuTenbHO 3an0/IHEHHOM CTEK/ASIHHOM LWNpuue
ONA OAHOKPATHOrO NPUMEHEHUS, CTEPUIM30BAHHOM BJIaXHbIM XXapoM. B kaxpoi nadvke
COLEPXUTCHA Of4HA UHCTPYKUMSA NO NPUMEHEHUIO, OAUH LWINPUL, ABE 3TUKETKM 418 NPOCAEXUBaAHUSA
N ABE CTEPU/bHbIE UMbl 4N OAHOKPATHOrO NPUMEHEHNA ¢ MapknpoBkoit CE. Pasmepbl urn
yKa3aHbl Ha BHeELLHeli ynakoBKe.

3. CocTtaB

MepekpecTHO-CLWIUTLIA HaTpua rnanypoHart: 25,5 mr/mn
NvpokanHa rmgpoxnopugd: 3,0 mr/mn

doccaTHbIN 6ydep pH 7, B gocTatoyHOM konuyectse: 0,6 mn

4. HasHauyeHne/nokasaHus

4.1. Ha3HauyeHune

«BENIOTEPO /lune Wehn» - 3T0 UHBbEKLWUOHHBIN Buopasnaraemsblii ounnep, NCNonb3yemMblii Ans
Hapall,MBaHna gepMasnbHOW TKaHW C Leblo 3ano/IHEHNSA KOXHbIX YI1y6neHui.

MpucyTcTBUE NMAoOKanHa cnocobCTBYET YMEHbLUEHNIO NOKabHOW 6011, CBA3AHHOM C
WHBEKLUMOHHbIM BBEAEHVNEM T€/Is, U MOBbLILEHNIO KOMpopTa A1 NaymeHTa.

4.2. TlokasaHus

«BEJIOTEPO /lnne Weiin» npegHasHavyeH A5 NO4CAM3UCTOrO UAN MOAKOXHOTO BBEAEHUS B rybbl.
«BENIOTEPO /lnne LWenn» nokasaH Ans BBeAeHWs B rybokne crnoum gepmbl Ans KOppekuun
nepnopasibHbIX MOPLMH M TNy60KMX MOPLLUH YINOB pTa.

5. [o3npoBKa 1 cnocob NpuMeHeHust

«BENIOTEPO JNlune LWelin» npegHa3HayeH pAna BBedeHWs B raybokue c/iom  AepMbl
aTTecToBaHHbIMW NPaKTUKYOLWMUMKM Bpayamu, npoweawMMn COOTBETCTBYIOLYH MOATOTOBKY,
MMELWUMN ONbIT U FNYy6OKMe 3HaHMA aHaToMuK (B 4aCTHOCTM, OTHOCUTE/IbHO pPacnosiokKeHus
rybHbIX apTepuil) B 06s1acTu BBEAEHUS M NOGAM3OCTM OT Hee, YTOObl CBECTM K MUHUMYMY PUCK
BO3MOXHbIX OCJ/IOXHEeHU. [na yBenuyeHnss obbema ryb6 pekomeHgyeTcs noaC/n3ncToe unm
NoAKOXHOEe BBeAEHME.

Beoantb «BEJIOTEPO Jlune LWenn» cnegyet MegneHHO, 6€3 Cnewkn, NpUMeHAas MWHMMasbHOe
Heobxoaumoe pgaBfeHue, B COOTBETCTBUM C MNPUMEHAEMOl TEeXHWKON BBeAeHWs U ¢
NCNosib30BaHUEM npuiaraembix Uri.

K obwum pekomMeHAyeMbliM MeTofgamM WHBLEKUMOHHOIO BBEAEHWA OTHOCATCHA, Hanpumep,
NMHeHOe uWAM  cepuitHoe BBeAEHMe, BeepHas TexHuKa, LWTPUXOBKA WANM  cepuliHble
(MrKpo)npokonbl. KonnyectBo BBOAMMOIO M34e/US 3aBUCUT OT KOPPeKTMpyeMoi obnacTu.

Puck BHYTPUCOCYANCTON MHBEKLUN MOXET BbiTb CHUXXEH NyTEM MPUMEHEHUSA Pas/INUHbIX TaKTUK, B
TOM unMcie acnupauum nepep UHbekumeln, UCNosb30BaHWSA MEHbLUX O06bEMOB U BbIMNOSIHEHUSA
cepun MHBbEKLMA B 061acTM MOBbLIWEHHOTO pucka, 06paboTkn O4HON CTOPOHLI 3a pa3, cobupaHus
KOXW B CKnagky/HaTsaxeHusa KOXu, 4tobbl ocBo60AMTL 6Gosiblle MecTa Haf BeTBAMU
MarncTpasbHbIX apTepuii, a Takxke PY4YHON OKK/IK3MU MecTa OTXOXAeHUA HaA6/10KOBbIX COCYAO0B
HELOMUHMPYIOWNM nanbuem. Tynble KaHAW CNOCOOHblI YMEHbLWMUTb, HO HE YCTPaHUTb PUCK
NOJIHOCTbIO.

«BENNOTEPO /Nune Weiin» cnepgyet BBOAMTbL B Hagnexalwux acenTUYeCKUX YC/I0BUAX B ydacTKu
340POBOI KOXW, He cofepxalime BocnaneHuii. [Jo Havyana BBeAeHMA HeobXOA4MMO TuiaTesbHO
npogesnHunuMpoBaTb NaaHMpyemMy 061acTb BbINOSHEHUA UHBEKLMNNA.

Ons ob6ecneyvyeHnss onTuMasnbHOro ucnosnb3oBaHus «BE/IOTEPO J/lune LWelin» pekomeHayeTcs
cobupaTb WUr1y B COOTBETCTBMM CO CXeMaMu, NpuMBELEHHbIMU HWXe. HeHapgnexawas cbopka

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MOXeT Bbi3BaTb OTCOEAMHEHWE WI/Mbl OT Wwnpuuya u (MNK) yTeuky renss B MecTe JIH3POBCKOro
COeIMHEHNS BO BPEMS NPOBEAEHNS UHBEKLMN.

B cnyyae 3acopeHusi Urabl U U36GbITOYHO BbICOKOrO AaBfEeHWUS Npu BBEAEHUU criefdyeT NpekpaTtuTb
BBeAEHME U 3aMEHUTb Ury.

PekomeHayeTCcs MCNonb3oBaTb MNPUMNOXEHHYI UMy Kanunbépom 27G Yr\ NOCKOJIbKY MEHbLUNA
Kanuép urnbl NOTpebyeT NPUIOXEHNS 6OMbLIEro yCUnMa npu BeeaeHnn cunnepa.

Konnuecteo BBOAMMOrO renss 3aBUCUT OT obGpabaTbiBaeMoil o6nacTu U pe3ynbTaTtoB, KOTOpble
Heo6xoAMMO AOCTUTHYTb. He cnegyeT NpoBOANTL M30bITOUHYH KOPPEKLULD.

FpagyvpoBKa Ha 3TUKETKe wWNpuua ABNSETCA OPUEHTUPOBOYHOW WM NpegHasHavyeHa TONbKO ANs
cBefeHus nonb3oBaTens.

Mocne 3aBeplIeHUss WHbEKUMW cneayeT akkypaTHO nomaccupoBaTb 06paboTaHHyl 061acTb,
4yTo6bl 06ecneynTb paBHOMEpPHOE pacnpejesieHne u3genus.

[o Havana npoueayp cnegyeT OUeEHWTb Uenecoobpas3HOCTb WX MPOBeAEeHMs Yy nauveHTa u
NnoTpe6GHOCTb MauneHTa B 06e360/MBaHUN (MECTHble aHecTeTUKM, MakeTbl CO AbAOM, METOoAbl
OTB/IEYEHUS BHUMAHUSA, NHBEKL NN MECTHbIX aHECTETUKOB Mnn 610Kagbl HEPBOB B 3@aBUCUMOCTM OT
MecTa MHbEKUMUN 1 padMmepa UCMNOob3yeMON UIbl).

6. TpoTmBonokasaHus

MpumeHeHne «BENOTEPO Nlune LWelin» npoTMBONOKasaHo:

e B cnyyae MCTOPUM NOBbLIWEHHON YyBCTBUTENbHOCTU K OAHOMY U3 KOMMNOHEHTOB u3gesnnsd, B
ocobeHHOCTW, K HaTpua  ruanypoHarty, numpgokamHa rugpoxnopuay, Arob4 — wnu
MeCTHOaHecTe3Vpyl1um cpegcTsamMm aMmnaHoro Tuna,;

e bepemeHHbIM 1 KOPMALW,UM TPYAbIO XEHLMHAM,

e [laymeHtam B BOo3pacTte mosioxe 18 ner,

e [laymeHTam c obuiel MHpEeKUunen B akTUBHOI dhopme;

e [MauueHTam c ayTOMMMYHHbIMU 3a60/1€BaHUAMMN B aKTUBHOW (hopme.

He cnegyet BBoAMThL «BEJIOTEPO Jlvne Leiin» B KPOBEHOCHbIE COCYAbI.

He cnepyetr BBoAuTb «BEJ/IOTEPO Jlune LWelin» B y4yacTKM C KOXHbIM BOCNasiEHUEM WK

UHeKLMen MMMYHONOTMYECKOT0, ansiepruyeckoro, 6akrepumanbHoro, rpubKkoBOro UAM BUPYCHOrO

NPOUCXOXAEHUA B aKTUBHOW hopme.

He cnepyet BBOauMTb «BE/IOTEPO /lune Lelin» B y4yacTkua, paHee MoABepriiMecs KOppekuuu

nepMaHeHTHbIM AepMaibHbIM (PUIEPOM.

He cnepyet BBoAnTb «BEIOTEPO Nlnne Weiin» B 06/1acTb MeX6POBbA WM HOCA.

7. Mepbl NpegoCTOPOXHOCTU NPU NCNOJIb30BaHUN

MegunumMHcknMm paboTHMKaM pekomeHayeTca 06CyauTb BCe MOTeHUuMallbHble PUCKM NpPOBeAeHUusn
MHBEKUWIA B MATKME TKaHW CO CBOMMM NauumeHTamu A0 Hayana npoueaypbl u yb6eantbcs, 4To
nauneHTbl 0OCBeAOMNEHbl 0 MPU3HaKax U CUMATOMAax NOTEeHLUMaNbHbIX OCIOXHEHWUIA.

B oTcyTcTBME AOCTYMHBIX KAWHUYECKUX AAHHBIX MO NEPEHOCUMOCTU U 3PEEKTUBHOCTU BBELEHUSA
«BENNOTEPO Jlvne LUWenn» nauueHTam, cTpagalwliMm ayTOMMMYHHbIMU 3aboneBaHusaMn Wn
MMEerLWnmMmM B CeEMENHOM aHamMHe3e ayToOMMMYyHHble 3abofnieBaHus, a Takke nauueHTam,
MMELWMM B aHamMHe3e TSXEesSyl0 MHOXECTBEHHYH aniepruio uau aHaguaakTU4eckuin Lok,
NPaKTUKYKOLNA Bpay AO/IKEH PELWNTb B KaXAO0M KOHKPETHOM criyyae, BBOAUTb n «BE/IOTEPO
Nune LUWelin», yuynTbiBas Xxapaktep 3aboneBaHusi U CONyTCTBYyKOUWEE sedyeHne. PekomeHayeTcs
npeanoXunTb TakMM nauymeHtTam NpouTh npefBapuTesibHbI ABYKPATHBIA TECT U HE OCYLLeCTB/IATb
BBeJeHus, ecnim 6onesHb nporpeccupyet. Takxe pekomeHAyeTca TuiaTesibHoe HabnwpaeHue 3a
TakMmMy nauvmeHTamm rnocrne BBeAeHus.
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PekomeHgyetca He BBOguTb «BEJIOTEPO Jlnne LWelin» nayMeHTam C Ha/MdMem B aHamHese
3aboneBaHnii, Bbi3BaHHbIX CTPENTOKOKKOM, W NauMeHTaM, MMEKLWNM NpeapacnosioKeHHOCTb K
06pa3oBaHuio TMNePTPOPUUECKNX MU KESTOUAHbLIX PyOLOB.

BeepgeHue «BEJ/IOTEPO Jlune LWelin» B BWUCOYHYKD 061acTb MOXET OblTb COMPSHXKEHO C
NOBbIWEHHbIM PUCKOM BHYTPUCOCYAUCTLIX OCMIOXKHEHUN W NOCNEACTBUA MECTHON OKKI3NK
cocynoB, amb6onu3aumnn, HapyLeHus 3peHuns, crenoTbl, NeMnuu, HeKpo3sa uian nHgapkra.
«BE/NOTEPO /lvne LWeiin» gonyckaeTcs UCMOMb30BaTb B COYETAHUM C APYTUMU MPOAYKTaAMU MapKu
Belotero® BO BpeMs O[HOro ceaHca, HO Ha pasHbIX yyacTkax nuua. Heobxogumo cobnwpatb
WHCTPYKLUUN MO MPUMEHEHUIO KAXAOro npoaykra.

KnnHunyeckne gaHHble 06 nHbekunsax «bEMIOTEPO fiune LWeiin» nayneHTam ¢ Tunom koxu V/VI no
duTyNaTPUKY OTCYTCTBYIOT.

«BENNOTEPO Jlune LWein» MoXHO MCcNosb30BaTb B npouenypax ¢ KOMOGMHUPOBAHHbLIM BBEAEHUEM
ApYyrux um3genuii, Takux Kak OO0Ty/NO0TOKCMH u (unm) rugpokcuanatuT kanbuusa (Radiesse®),
NUCKNIOYNTENBHO NPWU YCNOBUM UX BBEAEHUSA B pasHble obnacty nuua. lpakTukylowme Bpayun
JOMXHbI 06/1ajaTb OMbITOM, @ MauMeHTbl OO/DKHbI MPOXOAUThL TWATesbHbli 0T60P, MOCKOMbKY
HakonuTenbHbIM 3dhdpekToM 06nafalT He TONbKO Mpeumyl,ecTBa, HO U NOOGOYHbIE 3adhekTbl, a
NPUYNHHO-CNEACTBEHHYIO CBA3b NOOOYHBLIX 3PPEKTOB MOXET ObITb TPYAHO onpenenuts. Cnepyet
cob604aTb UHCTPYKUMN MO NPUMEHEHUI0, TNYO6UHY BBEAEHUS N COOTBETCTBYIOLME peKOMeHAaLumm
ANa Kaxgoro nagenus. OTCYTCTBYIOT KJIMHUYECKne gaHHble 0 BBegeHun «bEIOTEPO Jflune Welin»
B 0611aCTb, HA KOTOPOW yXe NpUMEHEHbI ApYyrue acTeTmyeckue nNpoaykTbl UM npoueaypsbl.

He cnepyetr npumeHsaTb «BENNOTEPO Jlune Lenn» B co4vyeTaHMM C APYIUMU  MeTOoguKamu
3CTETUYECKON MeguUWHbI, TaKUMKW Kak NUAWHI, agepmabpasnsa unu nasepHasa obpaboTka nwb6oro
Tna A0 MNOJIHOTO 3aXWB/IEHWS nocse nocnegHeld o6paboTkn. B nwb6om criyvyae, gaxe ecu
3axuBrieHne npousowso paHee, «bENIOTEPO Jlune Weiin» He cnegyeT NPUMEHATb MEHbLUE, YeMm
yepes 2 Hegenu nocne nocnegHenn o6paboTkn. KnuMHuYeckme p[JaHHble NO COYEeTaHHOMY
npuMmeHeHuno «BENIOTEPO Jlune Welin» n BbllWeyNOMSAHYTbIX METOAMNK OTCYTCTBYHOT.

MayMeHTbl, NpUHUMAKLWME aHTUKOArynsHTbl, aHTUTPpOMOGOUUTapHbie WA TPOMOGONUTUYECKME
npenapartsl (Hanpumep, BapapuH), npoTnueBoBOCNaNUTE/IbHbIE npenaparbl
(nepopanbHble/MHbEKLUNOHHbIE KOPTUKOCTEPOUAbLI WKW HECTEPOULHbIE NPOTUBOBOCNANMUTESbHbIE
npenapatbl (HMBI; Hanpumep, acnupuH, MOynpodieH)) wnu Apyrve BelwecTBa, B OTHOLWEHUK
KOTOPbIX U3BECTHO 06 WX AECTBUN NO YBEIMYEHNIO BPEMEHUN CBEPTbIBAHUA KPOBMW (BUTAMMUHbLI UK
TpaBsiHble A06aBKW, Hanpumep, BUTaMUH E, 4ecHOK, TMHKro 6unoba u 3Bepoboi), B TeyeHne 10
AHel oo v no 3 gHel nocne UHbEKUUM MOTYT UCNbITbIBATb YCU/IEHHbIE peakunun B BUAe remaTom,
Yy3e/IKOB UM KPOBOTEYEHUA B MeCcTe UHBbEeKLUUN.

BeegeHune «BEJSIOTEPO Jlune Welin» nayneHTam C repneTUY4eckKMMu BbICbIMAHUAMKU B aHaMHe3e
MOXEeT COMpPOBOXAaTbCA peakTuBauuen repneca W 3aboneBaHMs MU, CBs3aHHbIMM C BMY
(Hanpumep, po30BbIi NnLwwai).

Ecnn nauyveHTbl cTpafalT anunaencueid, HapylweHUsMU cepaedHoin AeATeNbHOCTU, TSXeNbiMu
HapyWeHNAMN DYHKLMA NeYEeHN UMM TSXKENbIMW HapylweHnAMn PYHKUUN nodek nan nopdupueii,
NPaKTUKYOLW WA Bpay AO/DKEH PELNTb B KaXXAOM KOHKPETHOM cny4vae, BBOAUTb nn «BENIOTEPO
Nune Wein», OCHOBbIBaAChH Ha xapakTepe 3ab0/ieBaHus, a Takke Ha CBA3aHHOM C HUM /1eYeHuu.
Nleyawme Bpaynm n CNOPTCMEHbI AOJIKHbI Y4YMTbIBaTb, 4YTO NNAOKAUH MOXeT 06ycnosnuBaTb
NMONOXUTE IbHbIE pe3ynbTaTbl aHaNIM30B Ha AOMUHT.

Cnepyet OTMeTUTb, 4YTO MNPUCYTCTBME JMAOKAMHA MOXET Bbi3BaTb JlOKa/SIbHOE [MOKpacHeHue,
rTMNepyyBCTBUTENBHOCTb NN Npexosllee MecTHO-permoHapHoe oHeEMeHMe.

30p0BbIM B3POC/ILIM NaLneHTaM pekoMeHayeTcs, YToObl MakcumanbHas obuwasa nosa AugokanHa
rmgpoxnopuga (6e3 apgpeHanuHa) He npesblwana 300 mr (Mam 4,5 wMmr/kr) 3a ceaHc.
Mepeno3npoBka nNuaokauwHa rugpoxnopuga o06bIYHO MNPUBOAUT K MPU3HAKAM TOKCUUYHOCTU
LEeHTpasibHON HEPBHOW UMM CEpAEYHO-COCYANCTON CUCTEMBI.
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Mpn coBMeCcTHOM NpMMeHeHun (MecTHOe NPUMEeHeHue u T. 4.) cnepyeT yuuTbiBaTb 06LL Y0 [03Y
BBELEHHOIO fngokamHa. Takke crnegyeT yyuTbiBaTb COYETAHHOE MNPUMEHEHUE C APYrUMu
cpeAcTBamyM  MECTHOW  aHecTesuum WM cpeactBamMu,  CTPYKTYPHO — POACTBEHHbIMM €
MeCTHOaHeCcTe3MpyLWUMN cpeacTBaMuU aMULHOro Tuna, MOCKOJSIbKY CUCTEMHOE TOKCuU4Yeckoe
[eNcTBME MOXET 6bITb aAANTUBHbIM.

CnepyeT nposiBAATb OCTOPOXHOCTb Yy MNaUMEeHTOB C BPOXAEHHOW MeTreMornobuHemue,
AeduumMToM T[0K030-6-dpocdpaTaerngporeHassl My MauueHToB, MOJydalwmux ConyTCcTByolLee
nevyeHune cpefcTBamMu, Bbi3blBAWOLWMMMN METTEMOINO6MHEMULO.

Mepes vcnonb3oBaHMEM HEO6XOAMMO NPOBEPUTb LEMOCTHOCTb BHYTPEHHEN yMakoBKM W CPOK
rOAHOCTM Wnpuua n urbl. 3anpewLeHo Mcnosb3oBaTb yKasaHHble NPOAYKTbl N0 UCTEYEHUU CpoKa
rog4HOCTMW, aTakke Mpu BCKPbITUM UM MOBPEXAEHUN BHYTPEHHENR yNnakoBKN.

He cnepyet nepeHocuTtb «BEJIOTEPO Jlune LWelin» B Apyroin kKoHTeliHEp un [06aBnATb K HEMY
Apyrue BellecTBa.

CTepunbHbIM SBNSETCS TONLKO reflb, HO HE BHELUHAS MOBEPXHOCTL WNpuua.

Mocne ncnonb3oBaHUA HEOH6XOAMMO BbIOPOCUTH LWINPUL, OCTaBLIKUACA NPOAYKT WU WUMMbl, MOMECTUB
X B COOTBETCTBYIOL WA KOHTENHEP.

He cnepgyetr npoBoAWTb MNOBTOPHYK CTepunvsauuio U MOBTOPHO WCMNOAb30BaTh M3genne no
NpUYnHE CBA3AHHbIX C ATUM PUCKaMWU, B TOM YuCe, UHGIEKLUN.

MaumeHT go/mKeH nsberatb UCMONb30OBAHUA KOCMETUKU B TeYeHue, Mo MeHbllen mepe, 12 vyacos
nocse npoueaypbl, a Takke wusberarb MCNOMb30BAHUA CayHbl, MNUAWHIA, Typeukoh 6aHu u
OANNTENbHOTO npebbiBaHUA MOJ BO34EWCTBMEM  COJIHEYHbIX wan  Y®-nydeit, BO3pelicTBuS
ype3MepHOro xapa u xonofa B TeyeHue 2 HefdeNb nocne npoueaypbl. MaymveHTam Takxe cnegyet
nsberatb gaBsieHUss Ha o6paboTaHHyl o6nactb UM (UAM) MNPUKOCHOBEHUS K HeW, a Takxke
HanpsXXeHHOoW (hn3nyecko akTUBHOCTM Nocse npouenypsb.

MauneHT [O/MKEH WUCKAKYNTb YNoTpeb/sieHMe ankoronss B TeyeHMe 24 vyacoB A0 UM nocne
npoueaypbl. ASKOTO/lb MOXET MPUBECTM K pacCLIMPEHUN KPOBEHOCHBLIX COCY[OB U YBENUYEHUIO
CUHSIKOB.

8. MpeaynpexaeHne

« TnanypoHat HaTpus ocaxjaeTcs B NPUCYTCTBUM YETBEPTUYHBIX aMMOHMWEBbLIX COMel (Takmx
kKak ©6eH3ankoHus xnopug). [loaTomy pekomeHgyeTcsa usberaTb KOHTakTa wu3genuns
«BENOTEPO Nnne Weiin» ¢ nogo6HbIMK BeLLECTBAMU.

+ CooblWwanocb 0 pefkux, HO Cepbe3HbIX HexXenartesibHblX SABJIEHUAX, CBA3aHHbIX C
BHYTpUCOCYAMCTbIM BBefeHueM UNIepoB MATKUX TKaHel nuua, KoTopble BfeKyT 3a coboi
BPEMEHHbIE WM MNOCTOSAHHbIE COCYAWUCTblE OC/IOXHEHUSA, HapyleHue 3peHus, CcrenoTy,
uepebpasnbHyl0 UWEMUID WM KPOBOWU3NUAHWE B MO3l, NPUBOAALLMNE K WHCY/NbTY, HEKpPO3y
KOXW M NOBPEXAEHMNIO CTPYKTYP HMXKHMUX CNOEB Nnua. Bpay gonxeH HeMeaneHHO npekpaTuTb
BBEJEHMe n3genus, ecnu y naumeHta NposiBAATCA Kakne-nnbo nU3 cnegyrwmx CUMNTOMOB,
BK/II0YAA U3MEHEHUSA 3peHUs, NPU3HaKN NHCYNbTa, No6NefHEHMNE KOXN UMM HEOBBLIYHYIO 60/b
BO BpeMs WM BCKope nocne npoueaypbl. MaumeHTbl AO0MXHbI NONYYUTb HEMEASIEHHYIO
MEeAWLUMHCKYI0 MNOMOLWb W, BO3MOXHO, npoiTM o06crnefoBaHMe Yy COOTBETCTBYIOLLETO
NpakTUKylLwero MeauLMHCKOro crneuuannucta B C/lyd4ae BHYTPUCOCYAMCTOrO BBeAeHUA
nsgenus.

9. Mo60ouHbIe 3hPEKTLI N HEXeNnaTeNbHbIe ABIEHUSA

MaumeHTbl 4O/DKHbI 6blITb MPOUHGOPMUPOBAHBI NPAKTUKYHLWMM BPAYOM O BO3MOXHbIX MOB6OYHbIX
adphekTax n HexenaTtesnbHbIX ABNEHUAX 40 Hayana npoueaypsbl.

e Tlo604Hble 3hEKTDI;
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Peakuny B MecTe WHbEKLUM MOryT BO3HUKATb NOC/e BBeAEHWUS WU3Le/INs B KOXY W NPOXOAUTb
CamMOCTOAATENIbHO B TeYEeHWe HEeCKONbKMX [AHeli. B ux uucno BXOAAT OTEKWU, Y3eNIku Wau
NPUNYXA0CTU/BbINYKIOCTH, cuHaku/nypnypa, remMaTombl, 3KXMMO3, YNNOTHEHNE,
aputemMal/nokpacHeHne, 60/IE3HEHHOCTb MpUM MNPUKOCHOBEHUM, 6onb, ob6ecuBeynBaHve wu
npypuT/3yA, nokanbiBaHWe, napecTe3usi, OHeMeHue, rMnecTesus, CTPynbs, OCTATOUYHbIA cneq OT
UrNbl M ANCKOMAOPT UNKU pasgpaxeHue. TakMe peakuun B MecTe MHbEKUMWU, Kak npasuio, UMewT
NEerky Win CpefHIo CTENEHb THKEeCTU. B MecTe MHbeKUMU TakKe MOXeT BO3HUKHYTb BpeMeHHOoe
KpoBOTeYeHMe, KOoTopoe OObIYHO CaMOCTOATEs/IbHO OCTaHaB/MBaeTCA cpa3y nocfne 3aBeplueHus
NHBEKLUN.

* HexenatesnbHble ABNEHNSA:

B oTgoenbHbIX cnydasx B CBA3M C MCNOMAb30BaHUMEM wu3genuin nuHeikn «benotepo» MoxeT
BO3HMKaTb OAHO WM HECKONIbKO W3 HMXEeNepeyucrneHHbIX fBNeHUii B BUAE HEMeAJIEHHOW uun
OTCPOYEHHOWN peakunun: KUCTO3Hble YrpM, MWUAMYMbl, CYXOCTb KOXW (WepoxoBaTas Koxa uua,
WwenyweHne), 3po3msa B MeCTe MWHbeKuuu, BOcnaseHue, 03HOO, yTOMIAEMOCTb, PaccTpPOiCTBO
nmmdaTnyeckoi CUCTEMBI, CbiMb, ouwyLl,eHne XXKeHuns, 60/1€3HEHHOCTbL/MOBbLIWEHNE
TemnepaTypbl/kap B MecTe WHbekuuu, Npyput/yf, KpanuBHuua, rematoma, TeneaHrnakrasuu,
3KXMMO3bl, OTeK (BkAwYass numatnyeckmin oTek), ronoBHasd 6onb/uedanrud, NpPUNyxnocTb,
Hanps)xeHue, oTek (BK/OYasA CTOWKWUIA OTeK), runep- UanM rMnonMrMeHTaums, aHrMoOHeBPOTUYECKNA
OTeK, YMN/OTHEHWe, ny3bIpeK, Be3uWkyna, nanyna, MNpunyxaocTe/6yropok (Bugumblii un (uanm)
nanbnupyemblii MaTepuan) uauM y3enok (Bkawuvas BOCNanuTesibHble y3esfku), macca, rpaHynema
(BKNOYaA Npu3Hakym BOCNaNeHWUs) U peakuum Ha MHOPOLHOE Teno), HeKPO3, ULIEMUS, OKKN3NUSA
cocynoB, ambonusauma, wHdgapkt, adydpekt TuHgana (B T. 4. NoOAynpo3payHbie XopAabl),
TMNepYyBCTBUTENILHOCTbL, anjepruyeckme peakymm (B T. 4. MPUCTYN acTmbl, O0TeK KBUHKe,
aHaMIakTUYeCKNin WOoK WA 3aTpyfHeHHoe [AblXaHwe) Ha OAWH W3 KOMMNOHEHTOB Wu3fenuns
(Hanpumep, rmanypoHoBas kucnota, Ar9BA, nupgokanmHa rngpoxnaopug), 3aboneBaHus MnosoCTy
pTa n 3y60B, NnOpaxeHne HepBHOI CUCTEMbI, HAPYLIEHNE CO CTOPOHbI OTOPMHOTAPUHIOIOTUYECKOA
cucTembl (Hanpumep, 3a/l0XEeHHOCTb Hoca, 60/b B POTOrNOTKe, AWUCre3us, puUHOpes, HOCOBOEe
KpoBOTEYEHUE, CUHYCUT, npexogsw,aa noteps cnyxa), 600b Npu XKeBaHWMW, YyBe/IMYeHue
OKOJIOYLIHOM Xefnesbl MbllWeYHble NoAeprMBaHns, MblleYHble TpaBMbl/paccTpolicTBa, TOLIHOTA,
pBOTa, COoCyAWCTbIl Konnanc, Nnpefo6MOopoYHOe COCTosiHWe, 3aboneBaHne nepudepuyeckux BeH,
npununBebl, 6€CNOKOCTBO, Bbl3BaHHOE TpunaHogobuei, Heyq0BNEeTBOPEHHOCTL U pa3oyapoBaHue
nauneHta (u3-3a OTCYTCTBMSI WM CHMXeHUst adhdekta, CHUXEHUS TBepaocTu/peakuynm,
HeXeflaTeNbHOro acTeTnyeckoro adppekra), BblaeNeHna N3 mecta UHbeKUUu, murpauusa dunnepa,
npo6siemMbl ¢ pacnpegeneHuem nsgenua (Hanpumep, HakonjeHue msgenus), yrnybneHne B Mecre
WHBEKUUMN, BbICTyNaHMe MOBEPXHOCTHON BEHbl, TMNEepKOppeKkuns uamM nopaxeHue uYepenHbix
HepBOB (Hanmpumep, napaavy 4YepenHbliX HepBOB, Napaany JNLEBOrO HepBa, HeBpasrns
TPOWHWYHOrO HEpBa).

CoobL,anocb 0 pefknx cryvyadax BO3HUKHOBEHMWS ClefyloLWunX HexXenaTesibHblX SABMNEHUA npu
NPMMEHEHNN NPOAYKTOB Ha OCHOBE rMajlypOHOBOM KWUC/OThbl, TakKMX Kak MHdekuua (Hanpumenp,
poxa, nermoHa, NaHHWKYNUT, BK/IOYAA OTKPbITblE WAM MPOPbIBHbIE paHbl U (AEHTaNbHbIN)
abcuecc, MMNeTUro, nNycTynbl), XpOHMYeckasa wuHdekuna (BkN4yass oGpaszoBaHWE OUOMNEHKW),
pybueBaHne , CTOlKoe W3MeHEeHWe LBeTa KOXW, CeHCcopHas AUCHYHKUMA, HeTpomboTuveckas
neroyHas am6o0numda, aTakke obpasoBaHue capkoMaHbIX rpaHysiemM y nauneHToB c renatutom Cnpu
neyeHun nHTepdepoHoM, uepebpasbHble TpaBMbl (Hanpumep, BHyTpuYepenHoe NPOHUKHOBEHNUE,
cybapaxHomganbHoe KpPOBOM3MUSAHWE), KOcornasve, odTanbMONaerns, cnaku pagyxHom
060/104KN, KaTapakTa, KPOBOU3NUAHME B KOHBIOHKTUBY, NTO3 BEK U C/ie30TeYeHNe.

Puck rpaHynemsl, nwemMum, HeKpo3a M OKK/H3UN COCYA0B MOBbILLAETCA NpU rMy60KOM BBeAeHUU
M MCNONb30BaHMN 60MbLWINX 06 bEMOB U3AENUSA.
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B IMTepaType coobuw,anocb 06 OTAE/bHbIX C/AyYasx HapyLWeHUs 3peHUS UKW HACTYN/IEHUS CNenoThl
nocse HenpegHaMepPeHHOro BHyTpuapTepmnanbHOro BBeAEHNA U3aenus.
MauneHTbl AO/MKHbI OblTb MPOWMHCTPYKTUPOBAaHbI O HEOOGXOAMMOCTM WHKHOPMMPOBAHUS CBOEr0
nevauwero Bpaya O 06ObIX MOBGOYHbLIX 3ahdiekTax, coxpaHsawwmxcsa 6onee oAHOW Hedenu, U O
N6bIX HexenaTtesbHbIX SABAEHWUSIX, HEMEA/IEHHO MOC/fe WX BO3HWKHOBEHWS, OCOBEHHO ecnu y
nauynmeHTa HabnwpalwTcs W3MEHEHUs 3peHusl, MNpPU3HaKM UWHcynbTa (BKAK4Yass BHe3anHoe
HapylweHne peyn, OHEMEHME UM cnabocTb B ULUE, pyKax UM Horax, 3aTpygHEeHUs npu xoabbe,
onyuieHne nuua, cuabHas Tro/i0BHAsA 60Mb, TO/I0BOKPYXEHWE WM CNYyTaHHOCTb CO3HaHMWA),
nobesieHNe KOXM UM HeobblYHas 60/b BO BPEMS WM BCKOpPe MOC/e 3aBeplleHus npoueaypbi. B
TakoM c/lyyae NpaKkTUKYLW N Bpady MOXET HadHauYuTb NauneHTy COOTBETCTBYIOLEE NeYeHme.
MauyneHTbl CO CBET/IbIM TUNMOM KOXW 60/1ee CKNOHHbI K PasBUTUD NO60YHbIX 3EKTOB, CBSA3AHHbIX
C WHbekuyueili. OpfgHako Yy nMauMeHTOB C UBETHOW KOXeli 60nee BEPOSATHO pasBuTUe
nocTBOCNANINTESBHOW rmnepnurMeHTaymm n (wan)  obpasoBaHue rmnepTpognYecKnx
py6uoB/KENONAOB MOCNE UHBEKLUMOHHbIX Npoueayp. MayneHTbl ¢ onpeaeneHHbIMU 3THUYECKUMN
ocob6eHHOCTAMKU, Hanpumep, asmartbl, AO/DKHbl OblTb MPOWHGOPMUPOBAHbLI O 60/1IE€ BbICOKOM
puUCKe TKaHEeBbIX peakuuii, Takmx Kak 3y, oTek, apuTema, BocrnaneHue.
e [laHHble 06 W3BECTHbIX B3aWMOAENCTBUSAX C APYTMMU MECTHbIMU WU JIOKOPETMOHaPHbIMU
aHecTeTMKamu OTCYTCTBYIOT.

10. YcTaHOBKa UMbl Ha WNpuy,

Ona onTtumanbHoro npumeHeHnss «BEJIOTEPO Jlune LWein» BaxHO, 4Tobbl urna 6Gbina
Hagnexawmm obpasomMm npucoeanHeHa K wnpuyy. Cm. ganarpammel 1, 2, 3 n 4.

1. CrnepgyeT HafexHO yaepxmBaTb CTEKNAHHbIA UWAWHAP wWwnpuua W agantep BUHTOBOTO
NII03POBCKOr0 COeAUHEHNA Mexay 60blIMM U yKasaTe/lbHbIM nanbLamu.

2. lpyroi pykoi 3axBaTuUTb M OTKPYTWUTb 3aLlUTHbIA KOMMa4vok.

3. HapaBuTb 1 3aKpyTUTb WUINYy Ha Wnpuue A0 OWYLEHUA conpoTuB/ieHUs. He nepetarusartsb.
MepeTarnsaHue Uribl MOXeT NMPUBECTU K CMELLLEHNI0 BUHTOBOrO /II03POBCKOr0 COeANHEHNA U ero
OTCOEMHEHUIO OT LWnpuua.

4. MpopgosmkaTb yaepxmnsaTb BUHTOBOE /II0IPOBCKOE COEAMHEHME U CHATb 3alUUTHbIA KOINA4YoK C
UINbl.

11. XpaHeHune

XpaHutb npu temnepartype ot 2 °C go 25 "C B 3alMUeHHOM OT CBeTa MecTe, He 3aMopaxuBas.
M3beraTb MexaHnyecknx yaapos.

MponsBoauTenb He NpeabABNAeT TPe60BaHUN K BNAXHOCTU U aTMOCHEePHOMY AaB/1IEHUIO.

12. Ccblikun
OO6GHOB/IEHHYIO AOKYMEHTALMI0O MOXHO NOMyyYnuTb B KoMnaHuu ANTEIS S.A., LWBeiyapus.
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. MpasunbHOE NONOKEHUE OrPAHMIUTENA X043 NOPLUHA BO BPEMA BbINONHEHNA UHBEKUWA.

Ymansauyun

Ha Tepputopumn Poccuitickoi Peaepaumn CNONB3IOBEHHLIE W YACTUMHO UCNONL3OBAHHDbIE WAPWUYL!
¥ MEAbl ANA MHDBEKUMK MOTYT BbiTh BMOAOTHUECKM ONACHBIMM W NOTOMY SOMKHB PACCMATPUBATLCA
¥ yTUAn3NpoBaTbcA B cooteetTcTeun € CaHlNuH 2.1.3684-21 «CaHUTapHO-INMAEMHOAOrUNECKUE
Tpe6oBaHNA K COASPHAHNIO TEPPUTOPHIA FOPOACKUX M CEALCKMX NOCeNeHUH, K BOAHBIM O6beKrTam,
NUTLEBOW BOAE M NUTLEBOMY BOAOCHAOKEHMIO, aTMOChEpPHOMY BO3-AyXy, MNOYBAM, MUAbIWM
NOMELLeHHAM, SKCAAYATAUMK NPOM3BOACTBEHHLIX, OOUIECTBEHHBIX NOMELLEHWA, OPraHu3aumMn W
NPOBEAEGHWIO CaHMTAPHO-NPOTUBOINUAECMMUECKUX (NPOPUNAKTUUECKUX) meponpnamii» KaK
OTHOCAWMECA K KAACCY ONACHOCTH B.

TpeGosanua x oxpaxe okpyxaiouwei cpeadl
M3penne cnegyet YTMAMIUPOBATL 8 COOTBETCTBMM C NPUMEHMMbLIMY MECTHBIMMU/HALMOHANBHBIMU
HopmaTueamu. Mpun Hagnexalel YTHAM3AUMK BPeaa OKpYKatoLei cpeae He HAHOCHTCA.

YCAOBUA rapaHTUN:

«Anteiic C.A.» (Anteis S.A.), 18 Chemin des Aulx, CH-1228 Plan-les-Ouates, Geneva, LLiseiuapus, B
KavyecTee Npon3eoauTenn benorepo BanaHt C AMAOKINHOM, FapaHTUPYET COOTBETCTBHE NPOAYKT
BCEM NapamMeTPam W CBOWCTBAM, YKa3aHHbIM B JaHHOM AOKYMEHTE, npu CoBNI0AeHHU YCAOBUW

TPaHCNOPTUPOBKK, XPAHEHHMA N UCNOAL3OBAHWUA B COOTBETCTBHM C MHCTPYKUMEN NO NPUMEHEHMIO B
TeyeHMe ABYX NeT € AaTbl NPOU3BOACTBA.

Mpeaynpexgaowme 3HaKku

? OctopomHo
D] CM. MHCTPYKUMIO NO NPUMEHEHWIO
L
1
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He ncnonb3oBaTh B C/lyuyae NOBPEXAEHNS YNAKOBKMN.
Ons oqHOKPaTHOro NpMMeHeHus. He Ucnonb3oBaTb NOBTOPHO
UTo6bl OTKPbITL 6GMMUCTEP, MNOTAHWTE KPbIWKY 671cTepa B Hanpas/ieHUW,

|. yKasaHHOM CTPEsIKOWA.

CTepmano. CTepMﬂMSOBaHO B/TaXXHbIM XapoMm. CTepmneH TOJIbKO TréJjib, HO He
BHELWIHAA NOBEPXHOCTL WNpuua.

CtepunbHo. CTepunnsoBaHo paguauueli. CTepusibHa TO/IbKO camMa wrna, HO He
STERLE R BHELLHAA 4YacTb YNaKOBKU UMb,

Mpegensl Temnepatypbl XxpaHeHus: 2 X - 25 X

Jata npoussojcTea
Cpok rogHocTH

Kopg cepun

LOT

MapkupoBka CE cornacHo [AupektuBe Ne 93/42/EEC «O MeauUNHCKUX
C€ n3genuax». focne faHHONW MapkKMpOBKW cnegyet HOMep HOTU(ULMPOBAHHOIO
opraHa.

MpounssoauTtensb

YNO/THOMOYEHHbI npeacTaBuTens B EBponeickom coobuiecTse

EC REP

Mpoussogntenb «BEIOTEPO /lnne Wein»

Anteis SA
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18 UWemaH ge3 O (Chemin des Aulx)
1228 MnaH-ne-Kyat (Plan-les-Ouates)
LWsenyapus

MpepctaButens B EBponeiickom coobuiecTse:

Merz Aesthetics GmbH

JkeHxanmep NaHgwTrpacce (Eckenheimer Landstrasse) 100
60318 ®paHkypT (Frankfurt)

FepmaHus

PacnpocTtpaHutens:

MonHoOMOuYHbI NpepcTaBuTens B PO

000 «Mepy dapma»

3-9 ynuua Amckoro nona” 4. 2, cTp. 26, atax 2, nomeuieHue VI, komHaTa 29
125124, MockBsa

Ten. +7(495)6538555

www.merz.ru

Jata MHCTPYKLUMN NO NPUMEHEHMNIO:
16.05.2022 1.
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MepeBoA AaHHOMO TEKCTA C aHIMMIACKONO A3blKa Ha PYCCKUIA A3bIK BbIMOHEH NMEPEeBOLYNKOM
MantontoBoi AHHOW AHPEEBHO

noAnucCh

Poccuitckas ®egepayns
Nopoa MockBa
LLlecToro fekabps ABe ThiCAYN ABajLAaTb TPETbEro

A, Bepemuin tOnms WropesHa, HoTapuyc ropofa MOCKBbI, CBULE; nognucu
nepesoaunka MantoLoBoit AHHbI AHAPEEBHbI.

Mognwuce cenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL NognmcaBLIero JOKYMEHT YCTaHOB/IEHA.

3apernctpuposaHo B peectpe; Ne 77/2194-H/77-2023-5-3HIL

YnnayeHo 3a COBEpPLUEHME HOTapuasibHOro aenctans: 400 py6. 00 kon

noAnncCh Fep6oBas nevatb FepboBas neuatb
HoTapuyca r. MoCKsbl HoTapuyca r. MocKBbl
Bepemuii 0.1, Bepemuii HO.U.
HO.W. Bepemwii

Bcero npoLHypoBaHo, NPoHYyApoBr
1 cKpenneHo neyatbto 20 nnesa,-0B'

HoTapuyc: noannc
Poccuiickas ®epepauus

Mopog MockBa
LLlecToro gekabps ABe ThiCAYM ABajLaTb TPETbEro roga

A, Bepemuin HOTW, WropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO BEPHOCTAKOMMM C
npeactaBniE Mo MHego!LiweHTa.

77/2194-1/77-2023-5" BHI13

anbHoro genctema: 2100 py6. 00 kor.

HO.N. E3epemnii

Bcero np , MPOHYMEpPOBaHO
1 cKpen to 20 nuct(-a,-0B).
HoTapny
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