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INSTRUCTIONS FOR USE FOR BELOTERO® VOLUME
MERZ AESTHETICS

Viscoelastic implant based on cross-linked sodium hyaluronate for restoring of facial vol-
umes Belotero Volume

Containing:

1. 2 blisters, each containing:

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

- sterile needle 27G x Y "(0.4 x 13 mm)-1 pc.;

- sterile needle 30G x ¥1" (0.3 x 13 mm)-1 pc.;

- traceability label - 2 pcs.

2. 2 blisters, each containing:

- sterile cannula 27g x 37 mm (0.4 x 37 mm) - 1 pc.;

- sterile needle 25g x 12.7 mm (0.5 x 12.7 mm) - 1 pc.;

3. Instructions for use -1 pc.

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

2. Presentation

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

3. Composition

Cross-linked sodium hyaluronate: 26 mg/ml

Phosphate buffer pH 7 g.s.: 1 ml

Phosphate Buffer composition:

- Disodium hydrogen phosphate dodecahydrate (Na2HP04 x 12H20): 2.4 mg/ml,
- Sodium dihydrogen phosphate dihydrate (NaH2P04 x 2H20): 0.5 mg/ml,

- Sodium chloride (NaCl): 8.0 mg/ml,

- Water for injection (g.s.: 1 ml)

4. Intended Use / Indications

4.1. Intended Use
BELOTERO Volume is an injectable biodegradable implant intended for restoration of facial
volumes.

4.2. Indications
BELOTERO Volume is indicated for enhancement of the cheeks, the temples, the chin, or to
treat severe nasolabial folds (NLFs).

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



5. Posology and administration method

BELOTERO Volume is designed to be injected into the deep subcutaneous layers or above the peri-
osteum 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 po-
tential complications.

Inject BELOTERO Volume slowly and not too fast to apply the least amount of pressure necessary,
according to the appropriate injection technique using the provided needles/cannulae.

The risk of an intravascular injection can be reduced by different strategies, including aspiration
prior to injection, utilizing lower volumes and serial injections in high-risk areas, treating one side
at a time, pinching/tenting the skin to provide more space superficial to the branches 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, fanning,
cross-hatching or serial (micro)puncture. The quantity of product to be injected depends on the
area to be corrected.

BELOTERO Volume must be injected under appropriate aseptic conditions into healthy, non-in-
flamed skin. Before injection, thoroughly disinfect the area to be treated.

If necessary a local or loco-regional anaesthetic may be applied according to its instructions for
use.

It is recommended to use one of the supplied needles/cannulae.

To ensure optimal use of BELOTERO Volume , it is recommended to assemble the needle/cannula
according to the diagrams below. Improper assembly may lead to a separation of the needle/can-
nula and syringe and/or leakage of the gel at the Luer-lock connection during injection.

If the needle/cannula becomes obstructed and the injection pressure is too high, stop the injection
and change the needle/cannula.

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

The maximum application volume of BELOTERO Volume shall not exceed 10 mL per session.
If there is a necessity of re-treatment the shortest possible reinjection interval is 4 weeks.
A course of repeated treatment is not envisaged.

BELOTERO Volume is designed to be used in medical and preventive treatment institution.

6. Contra-indications

BELOTERO Volume is contra-indicated:

« Incase of known hypersensitivity to one of the product's components, especially to sodium hyaiuronate
or BODE,

« In pregnant and breast-feeding women,

« In patients under 18 years old,

« In patients presenting a general infection.
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Do not inject BELOTERO Volume into blood vessels.

Do not inject BELOTERO Volume into the glabellar or nose region.

Do not inject BELOTERO Volume into the infra-orbital hollows, eyelids and crow’s feet.
Do not inject BELOTERO Volume into the lips.

Do not inject BELOTERO Volume into skin areas presenting active cutaneous inflammation
or infection due to e.g. immunological, allergic, bacterial, fungal or viral causes.

Do not inject BELOTERO Volume for correction of superficial wrinkles and fine lines (injec-
tion of the product into the superficial dermis).

Do not inject BELOTERO Volume 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.

Rare but serious adverse events associated with the intravascular injection of soft tissue fill-
ers in the face have been reported and include temporary or permanent vision impairment,
blindness, cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necrosis, and
damage to underlying facial structures. Practitioners should immediately stop the injection
if a patient exhibits any of the following symptoms, including changes in vision, signs of a
stroke, blanching of the skin, or unusual pain during or shortly after the procedure. Pa-
tients should receive prompt medical attention and possibly evaluation by an appropriate
health care practitioner specialist should an intravascular injection occur.

In the absence of available clinical data on tolerance of the injection of BELOTERO Volume
in patients with previous medical history of or with an active autoimmune disease, or in pa-
tients presenting a history of severe multiple allergies or anaphylactic shock, the practi-
tioner must decide whether to inject BELOTERO Volume on a case-by-case basis depend-
ing 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 care-
fully monitor these patients after injection.

It is recommended not to inject BELOTERO Volume in patients with a history of streptococ-
cal diseases and in patients pre-disposed to hypertrophic scars or keloids.

BELOTERO Volume injected in the NLFs or temples area may lead to local vascular occlu-
sion, embolization, vision impairment, blindness, ischemia, necrosis or infarction.
BELOTERO Volume 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 Volume into patients with a
Fitzpatrick skin type V/VL

BELOTERO Volume 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
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of each product should be followed. No clinical data are available on the injection of BE-
LOTERO Volume into an area already treated with other aesthetic products or procedures.
BELOTERO Volume 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 Volume must not be
used earlier than 2 weeks after the last treatment. No clinical data is available on the com-
bined use of BELOTERO Volume 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' s Wort), from 10 days pre- to 3 days post-injection may have increased reactions of
hematomas, nodules or bleeding at the injection site.

Injection of BELOTERO Volume 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 Volume on a case-by-case basis depending of the nature of
the disease as well as the associated treatment.

Check the integrity of the inner packaging and the expiry date for both the syringe and the
needle/cannula 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 Volume 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/cannulae 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). Itis therefore recommended that BELOTERO Volume 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 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
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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 (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), oral and dental disorders, nervous system impair-
ment, impairment of the otorhinolaryngological system (e.g. nasal congestion, oropharyn-
geal pain, dysguesia, rhinorrhea, epistaxis, sinusitis, transient hearing loss), mastication
pain, parotid gland enlargement, muscle twitching, muscle injury/disorder, nausea, vomit-
ing, circulatory collapse, presyncope, peripheral venous disease, hot flush, anxiety caused
by trypanophobia, patient dissatisfaction and disappointment (due to lack of or reduced
performance, decreased firmness/response, undesirable aesthetic effect), injection site dis-
charge, device migration, product distribution issue (e.g. product accumulation), injection
site indentation, superficial vein prominence, overcorrection or cranial nerve disorder (e.g.
cranial nerve paralysis, facial paralysis, trigeminal neuralgia).

Rare cases 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.
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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 local or loco-regional anesthetics.

10. Assembly of needle to syringe .
For optimal use of BELOTERO Volume it is important that the needle/cannula 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/cannula on the syringe until a resistance is felt. Do not over-tight.
Over-tightening of the needle/cannula may lead to the Luer-lock moving and dislodging from
the syringe.

4. Keep holding the Luer-lock and remove the sheath from the needie/cannula.

11.Storage
Store between 2 °C and 30 °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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Backstop in the right position during injection
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Disposal

Inthe territory of the Russian Federation used and partially

used syringes and needies 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 sanitary 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 applicabie 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 Belotero Volume 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
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A 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 .
syringe.
Sterile. Sterilized by irradiation. Only the needle itself is sterile, but not the out-
side of the needle packaging.
Sterile. Sterilized by ethylene oxide. Only the needle/cannula itself is sterile, but
STBMLEEO

not the outside of the needle/cannula packaging

Temperature limit of storage: 2°C- 30'C

/Vm Date of manufacture

Use-by date
LOT 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.
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Manufacturer

H i

Authorized Representative in the European Community
EC REP

Manufacturer of BELOTERO Volume

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 Polya 2 bld.26, 2nd floor, premises VII, room 29;
125124, Moscow

Tel +7(495)6538555

www.merz.ru

Date of the instructions for use Seen exclusively for the legalization of

2022-05-16 the beside sigrxature of Mrs Amela

Mumirovic
JAUUIIMIic  /iVWRA

The undersigned notary assumes no
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MHCTpYKUMA no npumeHeHUo Benotepo Bonbiom
Mepu, ScTeTnke

VMnnaHTaT ¢ BSI3KOYNpYrumm CBOMCTBaMM Ha OCHOBE MEPEeKPEeCTHOCMLLTOro
rmanypoHara HaTpus /19 BOCCTaHOB/IeHUS obbema sinua benotepo Bonbiom (Belotero
VVolmne), B cocTase:

1. 2 6/IMCTepPHble YNaKOBKY, CoAepyKaLLme Kaxaas:

- Teflb, UMMNTAHTMPYEMbI B NWpMUe o6bemom 1,0 mi- 1w,
- urna crepunbHada 27G x vi (0,4 x 13 mm) - 1uir;

- urna crepunbHan 306G x - (0,3 x 13 Mm) - 1wT;

- 9TUKETKA - 2 LLT.

2. 2 6/UCTepPHbIE YMAaKOBKY, CofepyKaLlme Kakaas:

- KaH/1A cTepunbHad 27g X 37 mvm (0,4 x 37 mm) - 1w,

- urna crepuibHasa 25 g x 12,7 mm (0,5 x 12,7 mm) - 1.

3. VIHCTpYyKUMA N0 NMPUMEHEHNIO - 1 LUIT.

1.0nncaHwve
BEJTIOTEPO Bonblom ABNSETCA CTEPUIbHBLIM, anMpPOoreHHbIM, BA3K03/1aCTUYHBLIM,
GecuBeTHbIM, MPO3PaYHbIM  TefleM  MePeKPEeCTHO-CLUMTOr0 HaTpus  rvastypoHara

HEXXMBOTHOIO MPOUCXOXAEHNS B (D3MoNornyeckom dhoctaTHom bydepe.

2.®dopmMa BblInyckKa

BEJ/IOTEPO BonbioM BbINyCKaeTcad B NPeaBapuUTeIbHO  3aro/IHEHHOM
CTEK/IAHHOM LLNpULE AN1A OAHOKPATHOIO NPUMEHEHWS, CTEPUINZ30BAHHOM B/IaXKHBIM
XapoMm. B Kaxgon nayke COAEPXXUTCH OfHA MHCTPYKUMA MO MPUMEHEHWUIO, [Ba
lwnpuua, ABe STUKETKU NS MPOC/EXUBAHUA U CTEPWIbHbIE WI/IbI/KaHIONW NS
OAHOKPATHOro NMpUMeHeHMA ¢ MapknpoBkoi CE. Ko/imyecTBO LUNPULIEB, pas3mepbl U

KO/IMYECTBO UI/I/KaHKo/b YKasaHbl Ha BHELLIHEW YIMNaKOBKE.
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3. CoctaB

[NepeKPeCTHO-CLUMTBLIN HATPUA MastypoHaT: 26 Mr/mn

dochaTHbIN 6ydep pH 7, B 4OCTATOYHOM KONNYeCTBe A0: 1 mn

- HaTpua ruapodochat gogekarmgpar (NazHP04 x 12H20) 2,4 mr/mn
- HaTpusa gurngpogocat aurngpat (NaH2P04 x 2H20) 0,5 mr/mn,

- HaTpusa xnopug (NaCl) 8,0 mr/mn,

- BOAA 419 IHBEKLMI (B JOCTATOMHOM KOMM4ecTse 40 1 M)

4. HasHauyeHve MmeguumMHCKOro nsgenus/INokasaHns K NpUMeHEHUHO

4.1. HasHayeHne MeguLNHCKOIro n3aenms
VMnnaHTat g8 UHTpagepMasibHOro npumMeHeHnss bBenotepo Bonbtom (Belotero
Volume) npefHasHa4yeH A1 yBeMYeHWs 06beMa TKaHed smua € Uenbio

BbIpaBHMBaHS peribecha W 3anoIHEHUS YYaCTKOB, UMEOLLMX AehULUT 06beMa TKaHMW.

4.2. Tloka3aHUs K MPUMEHEHUIO
Benotepo Bonbtom (Belotero VVolume) npegHasHadeH 11 BOCCTaHOB/IEHNS

JMLIEBOrO 06beMa, Hanpumep, AN yBeNMUeHNs LLEK 1 NMOAO0poAKa.

5.Crnocob npuMeHeHNA 1 [03bl

» benotepo Bonbiom  (Belotero Volume) npefHasHadeH Ans BBefeHWUS B
rnyookve  MOAKOXHbIE  C/IOM WA HAAMEepUoCTa/IbHO  TOJIbKO
YMO/THOMOYEHHbBIM MPaKTUKYHOLWMM BPaYvoM, MMEIOLLIMIM COOTBETCTBYHOLLIYHO
MOArOTOBKY, OMbIT N 3HAHUS aHATOMUW MeCTa MHBEKLUUN N BOKPYT HEro,
YTOOb! MUHUMM3MPOBATL PUCK BO3MOXHBIX OC/TOXXHEHWIA.

» benotepo Bonbtom (Belotero Volume) cnegyeT BBOAUTHL MeSIEHHO, He
C/IMLIKOM ObICTPO, YTOObI fJaBfieHne Ob10 MUHUM&/IbHO [OCTaTOYHbIM, B
COOTBETCTBUW C NMPUMEHNMON TEXHUKOW BBEAEHUS N UCMOJb3YA BXOAALLVE B

KOMI/IEKT UMb/ KaHHOMN.
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*  PUCK BHYTPUCOCYANCTON NHBEKLIMN MOXKHO CHU3UTL C MOMOLLbHO Pa3/INYHbIX
cTparervii, BK/OYaA acnvMpaumio  nepes  WHLEKUMER, UCMo/Ib30BaHMe
MEHbLLMX OO0BEMOB M CEPUNHBIX WMHBEKLMIA B 00/1aCTAX BbICOKOMO PUCKA,
06paboTKy O[JHOM CTOPOHbI 3a pas, 3alleM/IeHNe/PacTsXKeHNE KOXM, YTOObI
obecneunTb  6OMbLLUE  MOBEPXHOCTHOrO  MPOCTpPaHCTBa M1 BETBeM
MarvcTpasibHbIX apTepuin U MaHyaslbHYH0 OKK/IHO3MI0 Haf0/10KOBbIX COCY/0B
He AOMWHMPYIOLLMM MNasibUeM. KaHionn, MMelolpe TYMNon KOHUMK, MOryT
YMEHbLLUNTB, HO HE UCK/TOUUTD PUCK.

o OOue peKoMeHAyeMble TEXHUKU BBEAEHUS BKJ/IKOYalOT,  Hanpumep:
JIHENHOe BBeLeHVE WM BBEAEHVIE CEPUSIMU, BEEPHYHO TEXHUKY, MOMEPEYHYHO
LUTPUXOBKY WIN CEPUIO MPOKO/I0B. KOMM4YecTBO BBOAMMOIO MPOAyKTa
3aBUCUT OT MOA/IEXALLEN KOpPeKLMn 061acTu.

* benotepo Bonbtom  (Belotero Volume) Heobxogumo BBOAUTHL MpU
COOTBETCTBYIOLLIMX aCeNTUYECKUX YC/TOBUAX B 340POBYH0, HE BOCMasIEHHYHO
Koxy. INepef BBeeHVEM TLLATE/ILHO MPOAE3NHPULUMPYITE 00pabaTbIBaeMbIi
Y4acTOK.

» PeKOMeHZyeTCs UCMOo/b30BaTb O4HY M3 Npu/iaraemMbIX Uri/KaHHo/b.

» [1ns obecrneyeHns onTUMa/IbHOIo NpumeHeHns Benotepo Bonbtom (Belotero
Volume)  peKkoMeHAyeTCs  yCTaHaB/MBaTb  UIMY/KaHKOM  COrsliacHo
NPVBEAEHHBIM HIDKE pUCYHKaM. HenpasuiibHas coopKa MOXET MPUBECTU K
OTAENEHNIO UMNbI/KaHIOMM OT LLMPULA NN yTeUKe e/l B COeAVHEHN TUMa
Jlyep-J1oK BO Bpemsl BBeEHUA.

» Ecnu vrna/kaHions 3acopseTcs 1 aaBrieHvie NPy BBEAEHUN ABMSETCA C/TULLKOM
BbICOKVM, C/iefyeT NPeKpaTuTb BBEAEHWE U 3aMEHUTb UT/Ty/KaHIOSHO.

* Ko/myecTBO BBOAMMOIO e/ 3aBUCUT OT 06pabaTbIBaeMoi 30HbI BBEAEHUA U
YKeNlaeMon  CTemneHU KoppeKuuwn. He criefyeT ponyckarb Upe3MepHOi
KOppeKLmW.

o [pagyvpoBKa Ha 3TUKETKe LWINpUUa MpeAHasHaveHa TOMbKO [N

OPUEHTNPOBAHUA MO/1b30BATENA.
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Mocne BBeaeHpPM 00paboTaHHYK 30HY CriedyeT TMOABEPrHYTh JIerkoMy
Maccaky A/15 paBHOMEPHOr0 pacnpefeneHns npoayKra.

Mepes npoueaypoit cneayeT OLEHNTL BO3MOXKHOCTb MPOBeEeHMS NPoLedypb!
naumeHTy W MNOTPeOHOCTb naupeHTa B 06nervyeHUM 601 (MeCTHble
aHEeCTETMKK, TMakKeTbl CO JIbAOM, METOAbl OTB/IEYEHUS  BHUMaHWS,
MeCTHOAHECTE3VPYHOLLME UHBEKLMM W 6110Kafa HePBOB B 3aBUCKMMOCTU OT
MeCTa MHBEKLIMM 1 pa3mepa UCMob3yeMon UTbl).

MakcumanbHaa fo3a BeeaeHUA benotepo Bonbiom (Belotero Volume) 3a
OAHY NpoLeaypy He MOXeT rpesbliLaTs 10 M.

Mpy  HeobXOAMMOCTM  [OMOSIHUTENIbHOrO  BBEAEHUS VHTepBan  MeXay
npoLeaypamm o/mHkeH bbITb He MeHee 4 Hefle/b.

KypcoBoe BBefigH/e He NnpeaycMOTPEHO.

Benotepo Bonbtom (Belotero Volume) npegHasHayeH 415 NpUMeHeHUs B

NeYebHO-NPONNAKTUYECKN YUPEXAEHMSIX.

6.IMpoTMBONOKa3aHWs
MNpumeHeHve wu3gennsa  Benotepo  Bosbiom (Belotero  Volume)

NMpPOTMBOINOKa3aHo:

B C/lydae W3BECTHOW MOBbILLEHHOW YyBCTBUTE/IbHOCTU K OAHOMY W3
KOMIMOHEHTOB M3e/NSA, B OCOGEHHOCTU K HaTpUs rvanypoHaty wiv 1,4-
oyTaHguon guravuuannosomy agvpy (6A43),
- 'y 6epeMeHHbIX WM KOPMALLMX MPYALH YKEHLUWH,
- Y NaumeHTOB B BO3pacTe MOMoXxe 18 NeT,
- Y NaUMEHTOB C MMEIOLLIENCA reHepasiM3oBaHHOW MH(EKLME.
» Benotepo Bonbtom (Belotero VVolume) He cregyeT BBOAUTL B KPOBEHOCHbIE
cocyabl.

» Bbenotepo Bonbtom (Belotero VVolume) He crneayeT BBOAUTL B MEXXOPOBHYHO

WM HOCOBYHO 061acTb.
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» Bbenotepo Bonbiom (Belotero VVolume) He criefyeT BBOAWTL B MOAM/Ia3HNYHbIE
BMauHbl, BEKU N MOPLLUMHbI B YTO/IKaX r/1a3 («rycuHbIE arkuy).

» Benotepo Bonbiom (Belotero VVolume) He crefyeT BBOAUTL B ryobil.

» Benotepo Bonbtom (Belotero Volume) He crieflyeT BBOAUTL B 30HbI KOXMW,
MMetoLLMe MPU3HAKM aKTUBHOMO KOXKHOTO BOCMA/IEHUA WM MHGEKLMK,
BbI3BaHHbIX, Harpumvep, NpUYMHaMM UMMYHOMOMMYECKOrO, a/l/ieprmyeckoro,
6aKTepuasibHOro, rPUOKOBOIO UM BUPYCHOT 0 XapaKTepa.

» benotepo Bonbiom  (Belotero Volume) He cnepyeT BBOAUTH C  LEMbIO
KOPPEKLMM MOBEPXHOCTHBIX MOPLUMH 1N MESTKUX NINHWIA (BBELEHWE N3LeNns B
MOBEPXHOCTHbIE C/IOUN KOXW).

» benotepo Bonbtom (Belotero VVolume) He criegyeT BBOAUTHL B 30HY, Kyda

paHee BBOAWM NEPMaHEHTHbIN AepMasibHbI nnnep.

T.Mepbl NPeaoCTOPOXKHOCTU MPU UCMOb30BaHUM

 Tlepes npoueaypor Bpady HeobXoAMmo 06CYAUTb CO CBOMMMW MaLyeHTamMu
BCe MOTeHUMa/IbHbIe PUCKM, CBSA3aHHbIE C BbIMOIHEHVEM MHBEKLIMN B MSrKUe
TKaHW, a Takke MH(OPMUPOBaTb MAaUMEHTOB O MPU3HaAKax M CUMMATOMAX
BO3MOXXHbIX OC/IOXKHEHWIA.

o CooOLWanocb O PefKMX, HO Cepbe3HbIX HEe6IaronpusATHBLIX COObITUSAX,
CBSI3aHHbIX C BHYTPUCOCYANCTbIM BBEEHMEM (DU/I/IEPOB B MArKME TKaHW 1L,
KOTOpble BK/IOYa/IM B Ce0S BPEMEHHOE WM MOCTOSAHHOE HapyLLEHWe 3PeHNS,
CNEenoTy, ULLEMUIO FOSIOBHOMO MO3ra UK KPOBOU3/INSIHME B MO3T, NMPUBOASILLIEE
K VHCY/IbTY, HEKPO3Y KOXW M MOBPEXAEHWNIO HYDKENEXALMX CTPYKTYP mua.
Bpau gomkeH HemeA/1leHHO NPEKPaTUTb MHBEKLIMIO, EC/TN Y NaLMeHTa MOSIBATCA
Kakune-nmbo 13 crefytoumx CUMMTOMOB, BK/HOYas M3MEHEHUS B 3PEHUN,
NPU3HAKN MHCY/bTa, NOBNEAHEHNE KOXM WM HEOObIYHBLIE 60711 BO BpeMS UK
BCKOpe rocsne npoueaypbl. MauneHTy crefyeT HesaMe/IMTeIbHO MOyyYnTb
MEAVLMHCKYKO  MOMOLLb M, BO3MOXHO, NPOWATKM  06cnegoBaHue Y
COOTBETCTBYHOLLIEr0 MeANLIMHCKOIO CreLpanuncTa B Clyvae BBEAEHWS U3AeNns

B KPOBEHOCHbI COCYL.
5
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* B OTCYTCTBME AOCTYMHbIX KIIMHNYECKUX JAaHHbIX O MEPEHOCMMOCTY BBeLEHUS
n3nenusa benotepo Bosbtom (Belotero VVolume) y naupeHTOB ¢ nepeHeceHHbIM
B MPOLLIOM WM aKTMBHbIM ayTOMMMYHHbIM 3a60/1eBaHVEM B TeKYLLMIA
MOMEHT WL Y NaUMEHTOB C TSHKE/bIMA MHOXECTBEHHbLIMU a/1/1IePrNYECKUMMN
peakUMAMY W aHahMIaKTUYeCKMM LLIOKOM B aHaMHe3e Bpad [0/DKEH peLaTb
B KaXX[OM KOHKPETHOM C/lyyae, BBOAUTb /M wu3denne Benotepo Bosbiom
(Belotero Volume), npuHMMasi BO BHUMaHWe XapaKTep 3ab0/1eBaHUS W
COMYTCTBYIOLLIEE JieYeHWe, TMOCKO/IbKY BBefEeHVE Tefid MOXET YXyALWUTb
TeKyllee COCTOSHME nauueHTa. PeKOMeHAyeTca NPef/IOKUTL  Takum
nauvieHTam npeaBapuTe/ibHbIA - [BYKPATHBIA TECT UM HEe  OCYLLECTB/IATb
BBefeHVe un3genvs, ecsin 60/1e3Hb NPOrpeccupyeT. Takke PeKOMeHAyeTcs
TulatesibHoe HabnNtoAeHME 3a TaKMMM NMaLyeHTamMm Noc/ie BBEAEHWIA.

* He pexkomeHayetca BBoauTb benotepo Bosbtom  (Belotero Volume)
nauveHTam ¢ HaMuvMeM B aHamHese 3ab0/1eBaHVA,  Bbl3BaHHbIX
CTPEMTOKOKKOM, W MaupeHTaMm, WMEOLWMM  NPeapacronoXeHHOCTb K
06pazoBaHUI0 MMMEPTPOPUYECKUX NN KeIOMAHBLIX PyOLOB.

» BaeneHuve n3nenust benotepo Bonbtom (Belotero VVolume) B 30HY rny60oKmnx
HIFC v BUCOYHYHO 30HY MOXET MPUBECTU K MECTHOM OKKJ/IHO3UW COCY[0B,
amboMmM3aLMKY, HapyLUEHUIO 3PeHUs], CrieroTe, WLIEMUKW, HEKpPo3y Win
NH(apKTY.

» benotepo Bonbtom (Belotero Volume) MOXXHO BBOAUTL B KOMOGUHaUMK C
APYTMU U3eNNaMU NINHUK BenoTepo BO BpeMs OAHOM MpoLedypbl, HO B
pasHble 30Hbl smua. [py 3Tom crefyeT CcobmofaTtb UHCTPYKUMM M0
MPVIMEHEHMIO KaXKOr0 U3 U3AENNIA.

o JIOCTYMHbI OrpaHNYeHHble K/IMHUYECKME [aHHble O BBEAEHUN W3OeNns
Benotepo Bonbiom (Belotero VVolume) naupeHTam ¢ TUNoM Koxxn VAN no
PULNaTPUKY.

» Benotepo Bonbtom (Belotero Volume) MOXHO NpUMEHSATb B KOMOUHaUmn ¢
APYrMU MpoLeaypamm, TaKMMK Kak BBefeHVe 60TyI0TOKCUHA NN KanbUps

rmapokcvanatuta («Pagmuec»), ToNbKO B CllyHae UX BBEAEHWS B pasHble 30Hb
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vda. Jlevapin Bpad 0/KeH MMETDb OMbIT U TLAaTe/lbHO BbIOMpaTh NauMeHToOB
019 TaknX npouesyp, MOCKO/bKY KaK Mo/b3a, Tak M HeblaronpustTHble
COObITUS MOTYT VMMETb KyMY/IATMBHbIA XapaKTep, YTO MOXET 3aTpyAHUTb
onpegeneHne NPUYNH BO3HMKHOBEHMA HeG/1aronpuATHbIX CoobITUIA. CriegyeT
cobntofarb MHCTPYKUMIO MO MPUMEHEHUIO, T/TyOUHY BBeAEHUS W30e/VA U
COOTBETCTBYHIOLLIME PEKOMEHAALMM MO MPUMEHEHMIO KaX0ro 13 NpPoayKTOoB.
KnvHnyeckne gaHHble No BBeaeHWO u3aenva benotepo Bonbiom (Belotero
Volume) B 30HY, B KOTOPYHO paHee BBOAW/IUCH APYrue SCTETUYECKIME (PUIepb!,
WM MOABEPrLUYOCA  ApYrvM  Mpoueaypam  3CTETMYECKOM  MeAVUMHBI,
OTCYTCTBYHOT.

* He cnegyet npumeHaTs Benotepo Bonbiom (Belotero Volume) B couetaHnn ¢
OPYTUMU  METOAMKAMWN  3CTETUYECKOM MeAUUMHBI, TakUMW KaK TUNHT,
AepmMabpasns Uy fasepHas 06paboTKa /1t060ro TMNa Ao NOSTHOMO 3aKMBIIEHNS
nocne nocnegHert npouenypbl. B 11o6om cnydae, fadke ecnv 3aKMBMEHME
npou3oLwno paHblue, Benotepo Bonbtom  (Belotero Volume) He cneayet
NMPVUMEHATb paHee, 4Yem 4epe3 2 Hefeny Mocse Mnoc/efHe npouesypbl.
FOTUHMYeCKVe JaHHble Mo CcoYeTaHHOMY MNPUMEHEHUIO m3nenua benotepo
Bonbtom (Belotero VVolume) v BbILLEYNOMAHYTLIX METOAMK OTCYTCTBYIOT.

* Y NaumeHToB, MPUHUMAIOLLNX aHTUKOAry/saHTbI, aHTUTPOMOOLUTAPHBbIE WA
TPOMOO/IUTUYECKIME npenaparb (Hanpwvmep, BapapuiH),
NPOTVBOBOCMA/INTESIbHbIE npernaparb (NepopasibHbIe/MHBEKUMOHHbIE
KOPTUKOCTEPOUAbI WM HeCTePOMAHbIE MPOTUBOBOCNA/INTE/bHBbIE MpenapaThbl
(HMBI, Hanpumep, acnupuH, ubynpogeH)) win apyrve BeLLECTBa,
YBE/IMUMBAONILLE BPeMS Koary/isiummy (BUTaMUHbI WK pacTUTeSbHbIE J06aBKU,
Hanpumep, BATaMWH E, YeCHOK, MMHKro 6unoba n 3Bepoboil) B TeveHne 10
OHEN [0 N B TedeHMe 3 [He MOoC/e VHBEKUMM MOXET Habnoaatbes
MOBbILLEHHAsA peaKLs B BULE reMaToM, Y3e/IKOB UM KPOBOTEYEHUS B MeCTe
NHBEKUNI.

» BeegeHuve usgenusa benotepo Bonbtom  (Belotero Volume) naumeHTam c
repreTMYecKUMM  BbICbINMaHUSAMN B aHaMHe3e MOXET ObITb CBSA3aHO C
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peakTUBaLMeN BUpYca repreca (3abos1eBaHWN, CBSI3aHHbIX C MH(eKUmen BIMY,
HarnpyMep, TaknX Kak Po30BbI NLLIai).

* B OTHOLWEHMM MaumeHTOB C anusencuen, 3aboeBaHNAMM CepaLa, TSHKebIM
HapyLLeHVEM (DYHKUMM MEeYeHW, TSDKEION MOYeUHOM AUCHYHKUMEN Wnn
nopupren neval;uii Bpay L0/HKeH MPUHMMAThL PeLLeHne O BO3MOXXHOCTU
BBeaeHuA wusgennsa benotepo Bonbtom  (Belotero Volume) B Kaxkaom
KOHKPETHOM C/lydae B 3aBUCMMOCTM OT XapakTtepa 3abosieBaHUS U
COMYTCTBYIOLLIErO JIeUeHUS.

» lMepen wcnonb3oBaHWEM CriefyeT TMPOBEPUTL  LIESIOCTHOCTb  BHYTPEHHEN
YNakoBKM M CPOK FOAHOCTM LUNpuua U Urnbl/KaHon. He mcnonb3oBaTth
n3genne, ecnv CPOK roAHOCTU WCTEK WM ynaKoBKa 6blia BCKpbITa WK

MoBPEXAeHA.

* He cnepyet nepeHocuTb Benotepo Bonbtom (Belotero Volume) B apyroi
KOHTENHeP W He crefyeT A06aBnATb K HeMY Apyrive BeLLecTsa.

o CTepuibHbIM SB/MSETCA TOMBbKO Meflb, HO He BHELLIHSSA MOBEPXHOCTL LLNpUUA.

 [Mocne Mcnosnb30BaHUA LLUNPWL, OCTaBLLIEECH B HEM W3LeNNE N UI/bI/KaHION
BbIOPaCchIBatOT B COOTBETCTBYHOLLIMIA KOHTEMHEP /159 OTXOLOB.

* He cnegyeT NpoBOAUTL MOBTOPHYHO CTEPUIM3ALIMIO M MOBTOPHO UCMO/Mb30BaTb
n3fenne B CBA3N CO CBA3AHHBIMM C 3TUM PUCKaMIK, B TOM YMCE UHGEKLN.

o [laumeHT Jo/mKeH mM3beraTb MCMO/b30BaHNS KOCMETUKN (BK/KOYas CpeacTea
0NA yxofa 3a KOXel) B TeuyeHWe, MO KpanHe Mepe, 12 4yacoB rocne
NpoLeypbl, a Takke n3berarb MoceLeHNs cayH, MUMHIa, TYPeuKnx 6aHb U
ATENIbHOrO  MpebblBaHNA Ha COMHUE, BO3AEACTBUSA Y ®P-nyyeil, 0YeHb
BbICOK/X WM O4YeHb HU3KMX TeMmrepatyp B TeyeHWe 2 Hefesb Moc/e
npoueaypbl. MaupeHTbl Takke JO/MKHbI U3beraTb JaB/eHus Ha 06paboTaHHbIe

30Hbl, @ Takke M3beraTb HarnpsPKEHHOM (U3NYECKON aKTMBHOCTM MOC/e

npoLeaypbl.
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e [MaupeHTbI JO/MKHbI M36eraTh YNoTpedieHNs ankorons B TedeHne 24 4acoB [0
M nocne npoueaypbl. AKOro/lb Croco6CTBYET PaCLLMPEHMIO KPOBEHOCHbIX

COCY/10B U, TaKUM 00Pa30M, MOXET YCU/IMBATL 06Pa30BaHIe CUHSIKOB.

8.MpenynpexaeHns

e Hartpusi ruanypoHaT BbINafaeT B 0Caf0K B MPUCYTCTBUN YETBEPTUUHbIX
aMMOHVEBbIX COMel  (TakKmMx Kak OeH3ankKoHWA  xnopug). [oatomy
PEKOMEH/YETCA C/leanTb, UT0Obl Benotepo Bonbtom (Belotero Volume) He
BCTYMNa/1 B KOHTAKT C TaKNMM BELLIECTBAMMU.

e Coo6Llanocb 0 peaKknx, HO Cepbe3HbIX HebMaronpUATHLIX COObITUSIX,
CBSA3aHHbIX C BHYTPUCOCYANCTLIM BBEIEHNEM (PU/IIEPOB B MATKME TKaHW /g,
KOTOpble BK/MOYa/IM B Cebs1 BPEMEHHOEe WM MOCTOAHHOE COCYAUCTOe
OC/NOXXHEHWe, HapyLUeHWe 3peHus, CIenoTy, ULEMUIO FOMI0BHOM0 Mo3ra Wi
KPOBOM3/MAHME B MO3I, MNPUBOASALLEE K MHCYNbTY, Helholy KOXM U
NOBPEXAEHNIO HYDKENeXalMX CTPYKTYP /vua. Bpayd [o/mkeH Heme1eHHO
NPeKpaTuTb UHLEKLUMIO, €cM Y rMauueHTa MosIBATCH Kakue-imbo  r3
cneayroLLInX CUMMTOMOB, BK/THOHasA N3MEHEHWS B 3pEHNN, MPU3HAKN UHCY/bTa,
Nno6/eaHeHNEe KOXWM WK HeobbluHble 60NN BO BPeMS WM BCKOpe Mocsie
npoueaypbl. MauyeHTy cneayeT He3aMeLIMTe/IbHO MOyYUTb MeOALIMHCKYHO
MOMOLL 1, BO3MOXHO, MPOMTK 06CnefgoBaHMe Yy  COOTBETCTBYHOLLIErO
MeAULMHCKOro crieupanncTa B c/iydae BBEAEHUS M3AeNNA B KPOBEHOCHLIN
cocyg,

9.Mobo4YHble 3)heKTbl 1 HebNaronpUsATHbIe COObLITUSA
Mepes npoueayport Bpad [LO/HKEH MPOMHMOPMUPOBaThL MalMeHTOB O
BO3MOXHbIX MO604YHbIX 3pdeKTax 1 HebNaronpPUATHLIX COObITUAX.
* [Mo6oyHbIe athheKTbI:
Peakupn B MeCTe MHBbEKUMM MOTYT BO3SHUKHYTb MOC/1E BBEAEHNSA B KOXY,
HO OHM CaMOMNpPOU3BO/IbHO UCHE3HYT B TeUYEHME HECKO/IbKUX [Hein. Peakumu

BK/HOYAOT OTeK, Y3eM0K WM MPUNYXI0CTb/OMyXoMb, CUMHSK, TFeMaTomy,
9
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9KXNMO3, YNJI0THEHWE, apuTeMy/NOKpPacHeHMe, MOBbILLEHHYO
YyBCTBUTE/IbHOCTb, 60/1b, M3MEHEHME LBETA U 3yANKKEHME, MOKa/lbiBaHWe,
MapecTesnto, OHEMEHME, TUMECTE3NIO, 00pasoBaHVe KOPKW, Crief OT Wbl U
ANCKOMGIOPT WM pasfpadkeHre. TN peakUMM B MECTEe MHBEKUMM 00bIYHO
ABMAOTCA C1abbiIMM UM YMEPEHHbIMU. B MecTe BBeAeHUS Takke MOXET
BO3HVMKHYTb BPEMEHHOE KPOBOTEUEHME, KOTOPOe 00bIYHO OCTaHaB/IMBAETCS
CamOonpoM3B0/IbHO CPa3y Mocsie 3aBepLUEHNS BBEAEHNIS.
» HebnaronpuaTHble COObITUA:

B oTaeNbHbIX Cryyasx cpasy Wi B BUAe OTCPOYEHHOM peakumi MOXET
NOSIBUTLCS OAWH WM HECKO/IbKO CefyHOLLIMX CUMITOMOB: KMCTO3HbIE aKHe,
MWIUA, CYXOCTb KOXM (OrpybeBLUas KoXKa Nnua, 0TC/IOEHNE KOXKK), 3p03nNS B
MecTe  MHBLEKUMY, BOCMasieHWe, [POXb, YCTa/loCTb, PaCcCTPOMCTBO
NIMM{AaTUNYECKON CUCTEMBI, CblIrb, OLLYYLLIEHWE XOKEHWNS, 60MbAKap/nnxopanka B
MECTe WMHBLEKUMN, 3YAMOKEHWE, KpanuMBHMLEA, reMatomMa, TesieaHrmaKTasus,
9KXMMO3, 0TeK (BK/IKOHasA 0TEK IMMMbI), ronoBHas 6onb/uedanrus, onyxaHue,
HanpsbkeHVe, OTeK (BKKOYas MEPCUCTUPYIONLWA  OTeK), runep- wm
rUMONUrMeHTaUmMsl, aHrMOHEBPOTUYECKUIA OTEK, YIJIOTHEHME, BONAbIPb,
Be3NKy/a, narysia, NpunyxnocTb/onyxosb (C BUAUMBbIM W/ NanbnupyeMbIM
mMaTepuasiom) WM y3e/loK  (BK/KOYas  BOCMaATESIbHbIE  Y3e/KN),
onyxoneBnaHOe 0bpasoBaHue, rpaHysieMa (BKoYas NprisHaky BocnasieHns v
peakuMn Ha WHOPOAHOE Teslo), HeKpo3, WLIeMUs, OKK/O3MA COoCcyfa,
ambonmzaums, UHMapKT, addeKT TuHOans (BKMKOYas NPOCBEeYMBAONLLECA
cnedbl OT BBeAeHWA uepa), rUNepyyBCTBUTENIBHOCTb, a/lIEPrnyecKme
peakunn (BKMHO4Yas NPUCTYN acTMbl, 0TeK KBMHKe, aHapMIaKTUYECKUA LLIOK
WX caB/MBaHWE rop/ia) B KayecTBe peakUMM Ha OfHM W3 KOMIMOHEHTOB
n3gennst (Hanp., Ha ryaslypoHOBYHO KUCNOTY, JMAOKaMHa napoxnIopwva,
BAOAJ), paccTpoiicTBa MOIOCTU pPTa M CTOMATO/IOrMYecKme 3abosieBaHus,
nopaxxeHne HepPBHOI CUCTEMBI, HapyLLeHue paboTbl
OTOPWUHOIAPUHIO/IOMMYECKO CUCTEMbI (HanNpUMep, 3a/10XKeHHOCTb HOCa, 60/b

B POTOrNoTKE, ANCIresnsd, PUHOPEA, HOCOBOE KpPOBOTEYEHWME, CUHYCUT,
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npexogdAwian notepst cryxa), 60/b MNpWU >XeBaHWW, MblLLEeYHas Cy[opora,
TpaBMa/roparkeHre MbiLLLbI, TOLLUHOTA, PBOTa, COCyAMCTas HeOCTaTOUHOCTb,
npegobMOpPOYHOE COCTOSAHME, 3ab0/1eBaHNe MepUdepUYeCKX BeH, NPWIBBI,
GECrnoKoMCTBO, BbI3BaHHOE TpuNaHo(oOMen, HeyaoB/IETBOPEHHOCTL U
pasoyvapoBaHve nauvieHTa (K3-3a OTCYTCTBUSA WM CHVDKEHUSA pesy/ibTaTa,
YMEHbLLIEHUA MIOTHOCTW/PeaKUK, HeXXeraTe/lbHOro aCTETUYECKOro adpeKT),
Bble/leHNe B MECTe WHBEKUMM, TMepeMeLLieHre  u3fenns, npobrema
pacrnpegeneHns renid (HanpyMep, HakKor/ieHve refis), BAAB/IEHHOCTb MecTa
NHBEKLMM, BbIMYyKIOCTb MOBEPXHOCTHbIX BEH, Ype3MepHas KOppeKuus vav
pacCTPOMCTBO YepPEernHO-MO3roBbIX HEPBOB (Hanpumep, napanmy 4eperiHo-
MO3rOBOIr0 HepBa, Mapasiny JIMLEBOro HepBa, HEBPa/TTNS TPOMHUYHOIO HEPBa).

B wtepatype coo6Liasiocb O  PeaKuUx  Ciyyasix - CnegyroLmx
HebNaronPUATHBLIX COBLITUIA MPY MPUMEHEHN Ta/TyPOHOBO KUCMOTbI, TaKMX
KaK MHMeKUMA (Hanpumep, POXKMCTOe BoOcMasieHue, (IerMoHa, LIEIHOMNT,
BK/IHOYaA OTKPbITble WM APeHVpYyroLLMe paHbl 1 abcuecc (3y6a), MMNeTuro,
NyCTy/bl), XPOHMYECKas WHQeKUMA (BKIOYas obpas3oBaHWe OUOMIeEHKW),
pybueBaHVe, HeMNpoXofslliee HapylleHVe OKpackuM KOXW, CeHCopHas
OVCHYHKUMS, HETPOMOOTMYECKasA JleroyHas ambosns, a Takke 0bpasoBaHue
CapKOVHOW rpaHy/iemMbl Yy nauueHToB C rernatmtoMm C UM fiedeHVEM
NHTePEPOHOM, LiepebpasibHble MOBPEXAEHUA (HanpuMep, BHYTpU4epenHas
neHeTpauus, cybapaxHougasibHoe KPOBOU3NNAHWE), Kocornasue,
ohTasIbMONSIErns, Crnaiikn pady><Ho 060/104KM, KaTapakTa, KPOBOU3NSHWE
Nof, KOHBbIOHKTUBY, MTO3 BEKa W C1e30TeYeHNe.

PUCK BO3HWMKHOBEHWSA TpaHy/neMbl, WLLIEMWUM, HEKPOo3a W  OKKJ/IH3UN
COCYZ0B BblLLIE MPU TY60KNX NHBEKLUMAX U 60/IbLLINX 06beMax.

B nutepaType coobLanock 06 OTAeNbHbLIX CydasxX HapyLUeHU 3peHns
W CMIenoThbl Moc/ie HenpeaHaMepPeHHOro BHYTPUapTEPUasibHOro BBELEHWS.

MauneHTbI 4O/MKHBI 6bITb MPOMHCTPYKTUPOBaHbI O TOM, YTO OHU JO/DKHBbI
coobwatb 0 /6bIX MOBOYHBLIX AeKTax, KOTopble ANATCA Gosiee OAHOWM
Hege, U 0 J0ObIX HeG1aronpuUATHbLIX COObITUSX, KaK TOMbKO OHU
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NPOUCXOASAT, HEMoCPeACTBEHHO CBOEMY MPaKTMKYHOLLEMY Bpayy, 0CO6EHHO
ec/v y nauyieHTa Habnio[atoTCAa U3MEHEHNST B 3PEHNN, MPU3HAKU UHCY/bTa
(BK/MOYaA BHe3arHoe HapyLLeHWe peyn, OHEMEHME WK CrlabocTb B 06n1acTu
mua, pyK Wi Hor, 3aTpydHeHue npu xoabbe, obBuCaHWE NnLg, CUIbHasA
rosioBHasi 60/1b, ro/IOBOKPY>KEHNE WM CMYTaHHOCTb CO3HAHWUS), HETUMUYHO
OeNbli LIBET KOXW WM HeoObluHble 60711 BO BpeMsA WM BCKOPE MOC/ie
npoueaypbl. Jleyanwi/i Bpad MOXET 3aTeM HanpaBuUTb MNauueHTa s
COOTBETCTBYHIOLLIENO JSIEHEHVISI.

MaupeHTbI ¢ 60/1€e CBET/IbIM TUMOM KOXW 60/1ee CK/IOHHbI K Pa3BUTUIO
HebMaronPUATHBLIX COObITUIA, CBSI3aHHbIX C WHBEKUMEN. TemM He MeHee,
NMaumMeHTbl C  UBETHOM  KOXel  060/iee CKMOHHbI K PasBUTUIO
NOCTBOCNA/TUTE/TbHOM rMnepnvrmMmeHTaLmm nnm 06pa3oBaHUIO
rmnepTpodnyecKnX pPyoLOB/KENOMAOB MOC/IE WHBEKLUMOHHLIX Mpoueayp.
MaupeHTbl ¢ onpeaesieHHbIMUA 3THUYECKMMM  OCOBEHHOCTAMM, Harpumep,
asmarckas nonynaums, o/MKHbI 6bITb MPOVMHGOPMUPOBaHbI 0 60/1ee BbICOKOM
PUCKe TKaHEBLIX peaKLUmiA, Hanpumep, 3y, OTEK, apuTeMa, BocrasieHue.

WNHdopmaupsi 0 B3aMMOAECTBMM C APYIrMMW CpeacTBaMyM MeCTHOW WY

JTOKOPErOHapHOIi aHeCTe3NM OTCYTCTBYET.

FO.YcTaHOBKa UI/ibl Ha LWNPWLY,

Ona  oNnTUMaIbHOrO  MPUMEHEHUS MeAMLMHCKOro u3genusa benortepo Bosbiom
(Belotero Volume) BaxkHO, UTOObI Urna 6bLUa Hag/exanwMm 06pasom NpucoeanHeHa
K LWnpuy. CMm. grarpammel 1, 2, 3n 4.

1. CnefyeT HaeXXHO YAep)XMBaTb CTEKMAHHbIA LUMMHAD WNpyua v agantep
BMHTOBOIO JTO3POBCKOI0 COeAMHEHUS MeXXay 60/bLLUMM U YKasaTe/TlbHbIM NasibLiamu.
2. [pyroi pyKom 3axBaTtuTb N OTKPYTUTb 3aLLMTHBIA KO/INAYoK.

3. HapaBuTb 1 3aKpyTUTb Wy Ha LUNPULUE 4O OLLYLLIEHUSA COnpOoTUB/IeHNS. He
nepetarvBatb. [lepeTarnBaHve UMbl MOXKET MPMBECTU K CMELLEHWIO BUHTOBOMO

JTKO3POBCKOro coegnHeEHNA U ero OTCOEAMHEHNIO OT LUMpULa.
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4. TMpogo/mKaTb YAep)K1BaTb BUHTOBOE /IFO3POBCKOE COEANHEHNE W CHATb 3aLLUUTHbIIA

KO/INa40K C UI/bL.
11.YcnoBua XpaHeHUs 1 CPOK rogHOCTU
XpaHuTb npy Temnepatype ot +2°C o +30°C. bepeyb OT CBeTa, 3amMep3aHusa K

yaapoB. [pou3BoAWTE b He NPEAbSBNSET TPEOOBAHWUIA K BNaYKHOCTM U aTMOCEPHOMY

NABMEHMIO.
12./icnonb3oBaHHas nuTepaTypa
OG6HOB/IEHHAs! [JOKYMEHTALS MOXET ObITb MO/lyYeHa B KOMMaHUN «AHTeNC CA»,

LLIBeriLapms.

13

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



[NpaBu/ibHOE MOMOXEHME OrpaHNuUTeNns Xxofda MOPLUHA BO BpPeEMS BbIMNOSIHEHWSA

VHBELCLAN.

YTtunnmsauusa

Ha Tepputopnn Poccuiickoin Peaepaup UCMO/Ib30BaHHbIE M YaCTUYHO
MCMONb30BaHHbIE LUMPULLI U UMbl AN MHBEKUMM MOTYT ObITb 6M0/10rMYecKu
OMacHbIMA 1 MOTOMY [O/DKHbl paccMaTpmBaTbCa W YTUIN3MPOBaTLCA B
cootBeTcTBUM € CaHlMvH 2.1.3684-21 "CaHuUTapHO-3NMAEMNOMOrNYECKIE
TPeboBaHNA K COAEPXKaHMI0 TEPPUTOPUIA TOPOACKUX U CEIbCKMX MOCENIEHNI, K
BOOHbIM  00beKTaMm, TMUTLEBON BOAe W  MUTLEBOMY  BOLOCHAGXEHWIO,
armMocepHomy BO34yXy, rMoyBaM, >XWibIM MOMELLEHUAM, 3KCryaTaumm
MPOV3BOACTBEHHBIX, 0OLLIECTBEHHbIX MOMELLIEHWIA, OpraHu3aLmmn 1 NpoBeaeHNIO
CaHNTapPHO-MPOTMBONMUAEMNYECKNX (NMPOPUIAKTUHECKNX) MEPONPUATUIA™, Kak

OTHOCALLMECS K K/laccy onacHocTu b.

Tpe6oBaHNS K OXpaHe OKPYXKatoLLIel cpeapbl
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N3pnenve cnemyeT  yTWIM3MPOBAaTb B COOTBETCTBUM C  MPUMEHUMbIMM
MECTHbIMW/HALMOHa/TbHBIM HOpMaTMBaMW. [Mpy Hagnexxallelid yTunmsaummn Bpeda

OKPY>KatoLLIEl cpefie He HaHOCUTCS.

Ycnosus rapaHTum
KomnaHusa «AHTenc CA», 1228 lMnaH-ne3-Yart, LmeH ae3 O, 18, >KeHeBa,
LLiBeriuapua (Anteis SA,18, Chemin des Aulx/1228 Plan-les-Ouates, Geneva,

Switzerland), Kak npou3BoAUTENlb MEAULIMHCKOIO U3Aenus MmnnaHTar ¢
BA3KOYMNPYrMMn CBOMCTBAMM Ha OCHOBE MePeKPeCTHOCLUMTOrO rmaslypoHara Hatpus
11 BOCCTaHOB/IEHNA o6beMa smua benotepo Bosbtom  (Belotero  Volume)™,
rapaHTUPYeT COOTBETCTBME U3Me/IA M0 BCEM MOKa3aTeNsiM 1 CBOMCTBaM, YKasaHHbIM
B [JaHHOM [OKyMeHTe, Mpuv CO6/IH0LEHNN YC/TOBUIA TPAHCMOPTUPOBKY, XPaHeHWS,

NMPUMEHEHNA B COOTBETCTBUN C I/IHCprKU'I/IEI‘/JI no NPpMMeHeEHNO B TeHEHNE OBYX JIET.

[MpepynpexxaaroLLme 3HaKN

A OCTOpPOXKHO!

O6paTUTECh K MHCTPYKLMM M0 NMPUMEHEHMIO.

@ He 1crnosb30BaTh NPY MOBPEXIEHNMN YITaKOBKU.
@ 3arpeT Ha NOBTOPHOE MPUMEHEHME
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OTKponTe 6/1MCTep, MNOTAHYB 3a KPbIWKY 6/1McTepa B
HanpaB/IeHNN, YKa3aHHOM CTPE/TKOA.

Crepunmsaumst NapoM Win Cyxmm Temnsiom

PaauaumoHHas cTepumsaums

Crepunusaums oKCMaoM sTuneHa

«[pefen TemnepaTtypbI» C yKasaHveM rpaHuLbl BepxHero (30°C)
N HWXKHero (2°C) npegena TeMneparypbl

[laTa n3rotosnieHns

CpoK rogHocTw

Howmep cepum

Mapknpoeka CE cornacHo [upektvBe 93/42/EEC
OTHOCUTENIbHO  MEAVUMHCKMX — u3gennin.  [ocne  gaHHOWA
MapKUPOBKY CrieflyeT HOMEP Yro/IHOMOYEHHOI0 OpraHa.

M3rotoBuTesb

OdwmumansHbIn MNMpeactasuTenb B EBponerickom CoobLecTse
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IMponssogmtenb benotepo Bonbom
AHTenc CA
1228 INnaH-ne3-Yar, LLimeH ge3 O, 18, LLiseiuapus

MNpeactaBuTtenb B EBponeiickom CoobLLIECTBe:
Mepu, ScTeTnke MM6X

SKeHxanmep JSlaHannpacce 100

60318 dpaHKdypT

["epmaHuA

YNOMHOMOYeHHbIA NpeacTaBuTesb NpoussoauTtens: OO0 «Mepl, Papmar, 125124,
r. Mocksa, 3-4 yn. AAMcKoro nons, 4. 2, Kopn. 26, aT. 2, nom. VII, kom. 29.

Ten. +7(495) 653 8 555, www.merz.ru
[aTta MHCTPYKUM MO NMPUMEHEHNIO:

16.05.2022

Amena MyMnHOBNY IMpOCMOTPEHO UCKMKOUUTENBLHO A1A
CneuvanucT no sonpocam yA0CTOBEPEHNA NOA/TMHHOCTU PALOM
perncT payum CTOSALLIEN NOAMNCK XK AMENbI
AHTeiic CA MyMrHoBINY.

/nognwuce/ Hu>kenoanucaBw ninica HOT apuyc He

HeceT OTBETCTBEHHOCTM 3a
JEeWCTBUTENbHOCT b U COAEPXK aHMe
HacT OsL,ero JOKyMeHT a.

>KeHesa, 10 noHA 2024 T.

[MevaTs: CAHOPVH LUATEJTAHA
(SANDRINE CHATELANAT),
HoTapuyc I. XKeHeBa]

/nognuce/
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HacTosAwmnii nepeBos ¢ aHIMIACKOTO S3blKa Ha PYCCKUI 513blK BbIMOTHEH MHOM, NEPEeBOLYNKOM
LUrTkuHoi MapuHoii [MasnoBHol. COOTBETCTBME MepeBoja OpuUrMHany [OKYMEHTa
nogTBep>Kjato.

Moanwuce:

Poccniickaa deaepaums.

Mopog Mockea

[eBATHaALATOro UIOHA ABe ThICAUN ABajLAaTb YeTBEPTOro roga

A, PagueHko Wnba Bnagnmnposud, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MC HOCTb
nognucu nepesogunka LLnmacuHolii MepuHbl aBnoBHbI.

Mognuce cagenaHa B MoeM NPUCY T CTBUU

JnyHoCcTL nepeBofUnKayCcTaHoB/eHa

3aperncTpupoBaHo BpeeTnpe: Me 77/465-H/77-2024- '3-
YnnayeHo 3a coBepLueHne HoTapuansHoro geicTaus: 400py6. 00 kon.

. B. PagyeHko

MpownTOo, NPOHYMepoBaHO
M CKpensieHo neyaTblo 19 (geBATHaUaTb) IMCTOB.
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Poccuitickas degepauus.
["opog Mocksa.
[lBafLaToro 1oHS e ThiCAYM ABagUaTb YeTBEPTOrO roga.

O PapyeHko Unbsa Bnagummposuy, HoOTapuyc ropoga Mocksbl, CBUAETE/NLCTBYIO
BEPHOCTb KOMWKM C NpeacTaBNeHHOro MHe JOKYyMeHTa.

JiIncTbl 1-10 aBNAOTCSA KOMUAMN.

3aperucTpupoBaHo “peecTpe: No 77/465-H/77-2024-
rpve HoTapuanbHOro gencTeus: 2800 py6. 00 kom.

M. B. PagyeHko

MpownTOo, NPOHYMEpPOBAHO
N CKpenaeHo rneyaThblo 28 (4BaguaTb BOCEMb) /IMCTOB.

HoTapuyc:
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