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

BELOTERO® HYDRO MERZ AESTHETICS

INSTRUCTIONS FOR USE FOR BELOTERO HYDRO

Name of Medical Device

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

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

¢ Instructions for use - 1 pc.

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

junction for rehydration of skin.

For use by medical practitioner;

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

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

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

glycerol.

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

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

Composition

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

Indications

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

decollelage-and hands.

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

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

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

dermo-epidermal junctionswith multipuncture or micro-papular. injections in 3 sessions
spaced 4 weeks apart. It is'fecommended to use the multipuncture technique over the
whole face and perform a double series of parallel injections, the 2 series being
perpendicular to each other. For the most dehydrated areas, it is recommended to use
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the micro-papule technique consisting of repeated injections of small volumes. Patients
should be informed that these micro-papuies may be visible for 2 to 3 days.

» Inject Belotero Hydro slowly and apply the least amount of pressure necessary.

* In order to minimize the risks of potential complications, Belotero Hydro should only be
used by healthcare practitioners who have appropriate training, experience, and who are
knowledgeable about the anatomy at and around the site of injection. The treatment must

be carried out under appropriate aseptic conditions.
« Belotero Hydro must be injected into healthy, non-inflamed and previously-appropriately

disinfected skin.

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

e ltis recommended to use 30G1/2 needles with the product.

« Do not over-correct.

e There is no preclinical data available regarding the safety for injection_of greater amounts
of Belotero Hydro than 20 ml per year and 10 ml per session.

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

« Hyaluronic acid and glycerol are naturally occurring components=of the skin and also
responsible for water retention-and balance in the tissues. Glycerol (polyalcohoi) is a free
scavenger which helps to stabilize sodium hyaluronate chains’and the association of
hyaluronic acid and glycerol=should maintain the rehydrating effect up to 60 days, the

product slowly degrading over this period.

Contra-indications

Belotero Hydro is contra-indicated:

In case of known, hypersensitivity to one of the product's components, especially

to sodium hyaluronate or to glycerol or to citrictacid,

'm In preghant-and breast-feeding women,

- In patients_under 18 years old,

- In patients presenting a general infection.

* Do not inject Belotero Hydro into blood vessels. Introduction of product into.the
vasculature may lead to embolization, ‘occlusion of the vessels, ischemia” or

infarction.
« Do not' inject Belotero Hydro into skin areas presenting active cutaneous
inflammation or infection due to e.g. immunological, allergic, bacterial, fungal or

viral‘causes.
» Do-not inject Belotero Hydro into an-area previously treated with a(permanent

dermal filler.
* /Do not use Belotero Hydro in patient with joint, tendon, or vascular disease

affecting the hand (when considering injection in the hand).

Precautions for use

¢ Healthcare practitioners are encouraged to discuss all potential risks of soft tissue
injection 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
fillers in the face have been (reported and include temporary—0fr permanent vision
impairment, blindness, cerebral ischemia or cerebral haemorrhage, leading to stroke,
skin necrosis, and damage t0" 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 ofthe skin or unusual pain during
or shortly after the procedure. Patients should receive prompt medical attention and
possibly evaluation by jan! appropriate healthcare practitioner specialist should an

intravascular injection occur.
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In the absence of available clinical data on tolerance on the injection of Belotero/Hydro
in patients with previous medical history of or with an active autoimmune disease, or in
patients presenting a history of severe multiple allergies or anaphylactic shock, the
practitioner must decide whether to inject Belotero Hydro on a case-by-case basis
depending on the nature of the disease as well as the associated treatment-as it may
worsen the existing patient health condition. It is recommended to propose aprior 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.
No clinical data is available on the injection of Belotero Hydro into patient with a

Fitzpatrick skin type VI.

ft is recommended not to inject Belotero Hydro in patients with a history ef streptococcal

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

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

adverse events.
Belotero Hydro can be used in‘eombination with other Belotero products during the same

session only if injected in different facial areas. Instructions for use of each product should
be followed.

' Belotero Hydro can be usedyin combination treatments such as with botullnum toxin

and/or calcium hydroxylapatite (Radiesse®) only if injected)in different facial areas.
Practitioners should be experienced and patients appropriately selected as benefits but
also adverse events can_be cumulative and causality of adverse events could become
difficult to determine. “nstructions for use, depth ‘ef injection and appropriate
recommendation of each product should be followed. Ng clinical data are available on
the injection of Belotero 'Hydro into an area already treated.with other aesthetic products
or procedures.

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

Beiotero Hydro=can be used in addition with laser.treatments that should be conducted 1
or 2 monthssprior to hyaluronic acid injection. Patients using anti-coagulation;, anti-
platelet, or._thrombolviic medications (e.g. warfarin), anti-inflammatory- ~drugs
(oral/injectable corticosteroids or non-steroidal anti-inflammatory drugs (NSAIDs; e.g.
aspirin, ibuprofen), or other substances known) to increase coagulation time (vitamins or
herbal supplements, e.g. Vitamin E, garlic,,-gingko), from 10 days pre- to 3 days post
injection==may have increased reactions{of hematomas, nodules or bleeding at the
injection_site.

Injection)of Belotero Hydro into persons with a history of previous herpeticjeruption may
be associated with herpes reactivation:=Check the integrity of the inner~packaging and
the expiry date of the syringe prior totuse. 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 Hydro into.another container and do not add other substances

to the product.
Only the gel is sterile, but not the, outside of the syringe.
Belotero Hydro must not be used-with an automated injection system’ not recommended

by MER27ANTEIS. If an automatic)system is used, itis recommengded that the practitioner
has previously read its instructions for use and is trained on the use of the system.
Discard the syringe and the remaining product in the appropriate container after use.

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

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

handling the treated area.
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» If Belotero Hydro was injected with micro-papulartechnique, the patient can massage.the
papules only if the hands and the treated area have been previously disinfected.

Warnings
e Sodium hyaluronate precipitates in the presence of quaternary ammonium salts_(such as
benzalkonium chloride). It is therefore recommended that Belotero Hydro does'not come
into contact with such substances.
e There is no known interaction with local or loco-regional anesthetics.

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

before treatment.

* Sijde effects;
Injection site reactions may occur following injection into the skin but disappear spontaneously
within a few days. This includes (swelling, nodule or Ilump/bump,/bruising, induration,
erythema/redness, pain, discoloration.. and pruritus/itching. These injection sitereactions are
generally of mild or moderate intensity. A transient bleedingmay also ‘eccur 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 either immediately or as a delayed
reaction; inflammation, rash, burning sensation, pruritus/ itching,shematoma, (lymph) edema,
swelling, induration, lump/bumpsor nodule, granuloma, necrosis;=vascular occlusion, hyper- or
hypo-pigmentaiion, Tyndall effect, blister, and loss of performance. The risk of granuloma,
ischemia or necrosis, and vascular occlusion is higher with deepZinjections and high volumes.

Rare cases of the following=adverse events have been reported with hyaluronic acid products
such as infection (e.g. cellulitis and abscess), scarring, hypersensitivity reaction or allergy to one
of the product’'s components (e.g. hyaluronic acid, glycerol, citric acid), as well as sarcoid
granuloma formation in(subjects with hepatitis C and interferon treatment.

Isolated cases of visyal-impairment or blindness following unintentional intra-arterial injeetion
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-ehanges
in his/her vision, signs of a stroke (including sudden-difficulty speaking, numbness orjweakness
in his/her face, arms or legs, difficulty walking, face:drooping, severe headache, dizziness, or
confusion), white.appearance of the skin, or unusual pain during or shortly 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
hyperpigmentation and/or hypertrophic scar/keloid formation following injection procedures.
Patients with-specific ethnic characteristics, eig. Asian population, should be infermed of a higher
risk of tissue reactions, e.g. itching, swelling; erythema, inflammation.

Storage
Store_between 2®C and 25°C. Protectfrom’light and freezing.Avoid mechanical shocks.
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Disposal

Used and partially used syringes and needles for injection can be biologically dangerous
and therefore should be considered and disposed of in accordance with “medical
procedures adopted in medical institutions and local, state or federal regulations.

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

References

Updated documentation may be available_from ANTEIS S.A., Switzerland.
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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 syringe.

Temperature limit of storage: 2®C- 25“C.

Date of manufacture

Use-by date

Batch code

Manufacturer
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Manufacturer of Belotero Hydro:

ANTEIS S.A.

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

Distributed by:
Authorized Representative in RF
LLC «Merz Pharma»: 125124, Moscow, sir. 3-ya Yamskogo polya, 2. bid,-26, 2nd floor,

premises VII, room 29; tel. +7 (495) 653(8555; www.merz.ru

Date of the instructions for use: 2022-07-19

D

Seen exclusively for the legalization of
the below-signature of Mrs Barbara, Lise,
Marine Humbert.

The undersigned notary assumes no
responsibility for the validity and
contentiofthepresentdocument

Backstop in the /right position during

Injection

jx 10

Ti'U +~1 yy 300 93 00
99 300 93 01
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[MepeBoA € aHINIMINCKOIO si3blKa Ha PY.CCKMIi A3bIK]

MHCTpyKumMa no npumMmeHeHuto - MESO1+_BEH_ Bep. 6.0 (benotepo® Nigpo) POCCUA

«BEMIOTEPO MMAPO» (BELOTERO ® HYDRO) «MEPL, 3CTETUKC» (MERZ AESTHETICS)

VHCTPYKUMA MO NPUMEHEHNIO «BEJTIOTEPO M'MAPO»

HavmeHoBaHVMe MegULMHCKOro n3genuvsa

MMnnaHTar ¢ BA3KOYNPYruMu CBOMCTBAMW Ha OCHOBE ruajlypoHata Hatpus A YBNIAXKHEHUA KOXHbIX
TKaHell «Benotepo 'mapo», B cocTase:
*  refb, UMNAHTUPYyeMsblii B Wnpuue o6bemom 1,0 ma - 1 wrT,;

e 3TUKEeTKa - 2 WT.:
*  WHCTPYKUMUS NO NMPUMEHEHUI0 - 1 .

HasHauyeHne
«benotepo vgpo» npeAHasHayeH A0S BBeAEHUSS B MNOBEPXHOCTHbIA, C/MOA AepMbl

coeguHeHNA AepMbl N annaepmMuca aaa-perngpatalnm Koxu.

mnan B MECTO

[Nnsi npuMeHeHVs1 NPaKTUKYOLWMU=-Bpadamu.
MpumeHsiTb «Benotepo MMApo» AOMKHbI TOMBKO NPaKTUKyOWMWe Bpa4u, MMelole COOTBETCTBYIOLLYIO

KBa]'IVI(bI/IKaLI.VHO, OonbIT KN Xopowee 3HaHNe aHaTOMUM MeCTa BBeAEHUA U obnactu BOKPYr Hero. JleyeHue
A0/DKHO NpoBOANTBLCA B COOTBETCTBYHOLWMNX acenTUYeCKnX yCcroBusax,

OnuncaHune
«benotepo MMapo» sABNAeTcd CTepPUIbHbIM anUPOreHHbIM BA3KOS/1ACTUYHBLIM GeCcuBEeTHbIM MPO3payvHbIM

refleM HaTpua ruanypoHaTa=HEeXMBOTHOIO MPOUCXOXAEHUA BAPN3NONOTMYECKOM (POCHATHO-LUUTPATHOM
6yhepe ¢ cogepXaHmem rULEPUHA.

dopma Bbinycka
«benotepo 'mapo» BbilyCKaeTCcsas B NpeABapuTESIbHO-. 3aMo/IHEHHOM CTEKNAHHOM  LIApULE A4

OHOKPaTHOro NPUMEHEHUSA, CTEepPUNIM30BAHHOM BJI@XHbIM XXapom. B Ka)KAOVI navyke cogepxutcda ogHa
MHCTPYKUWA MO NPUMEHEHWNI0, OANH WWNPpUL, ABE 3TUKETKN AAA NPOCNEXNBaHUA.

CocrtaB
anypoHat HaTpus: 18 mr/mn

I AvuepwH: 21 mr/mn
docdaTHo-uMTpaTHelli 6ydep, pH 7, B 4OCTAaTOYHOM KOMYeCTBE: 06bem rens
MNokaszaHua

«benotepo uapo» ABAAETCA WHBEKUUOHHbIM /Oriopasnaralowumca UMNAaHTaToM;= NokasaHHbIM  A/s
3anonHeHus  yrAy6neHuii B obnactu artpodmueckux pyobuLoOB Ha Nuue, a Takke pervgparauun u
OMOJIOXEHUS ~KOXWN. «Benotepo Mapo» NO3BONSET YBENWYUTb MNAOTHOCTb W 3NACTUYHOCTb  KOXMW,

YNyylWnTb UBET U APKOCTb /inua, Wen, 30Hbl AEKO/TbTE U PyK.

Cnocob ApuMeHeHns n Ao3bl
+ «benotepo mgpo» npegHasHayeH AN “BBEAEHUS B MOBEPXHOCTHblE C/IOM KOXW WM B LepMo-

anygepMasribHble  C/IoM, KOTOpPOE ,~OCYLIEeCTBASIETCA  NPAaKTUKYIOLMM, , BpauoM, [AOMNyLWeHHbIM
IOpUaMYeckn Hagnexawuv o6pasom.
» ATpochuueckme py6Lbl Ha Le NeyaTcs 3a OAMH CEaHC KOPPEKLMN MOBEPXHOCTHLIX C/IOEB KOXW.
Pervapataumu 1 OMOSIOXEHNUST KOXU MOXHO JOCTUYb, NMPUMEHUB M/laH KOPPEKUUM B 3 ceaHca, Kaxablii
U3 KOTOPbIX OCYLLECTB/ISIETCH /7MHOTOTOYEUHbIMU  WAM  MUKPOMANy/feaHbIMU  BBEAEHUSMU B
NOBEPXHOCTHbIE C/IOM KOXW WAM B [epMO-anuaepmasibHble C/eu™ C WHTEepBa/ioM B 4 Hejesnu.
PekomeHayeTCcsl MPUMEHSTb TEXHWUKY MHOrOTOYEYHbIX BBEAEeHW. Mo BCEeMy /Uy, OCYLLecTBss

napannenbHbiX WHBLEKUWIA, nNpuyem 2 Ccepuu .NeprneHAVKyNspHbl ApYyr Apyry.

[ABOliHblE cepun
B

Mukponanysbl, 06pasyemMbl€~.fpy MNOBTOPHbLIX BBEAEHWAX MafblXx 06bLemMoB, 6osiee YyMEeCTHbI
HauGonee AernapaTMpoBaHHbIX 30Hax. Ecnu npumeHsieTcs aTa TocnefHsAs TeXHUKa, pekoMeHayeTcs
MH(OPMUPOBATL MaUMeHTa 0 TOM, YTO MUKponanysbl 6yAyT 3aMeTHbl B fiedeHne 2-3 AHell.
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MHCTpyKUMA No npuMmeHeHuto - MESO1+_BEH_ Bep. 6.0 (benotepo® Nmapo) POCCUA

«benotepo Mmapo» cnegyeTt BBOAUTbL MEA/IEHHO C MUHUMA/IbHO HEOGXOANMBIM AAB/IEHNEM,
UT06bl MUHUMWU3NPOBATL PUCK BO3HUKHOBEHWS MOTEHLMA/IbHBIX OC/TOXHEHWIA, NpUMeHaTh «Benotepo
MMApo» AOMKHBI TO/IBKO MPAKTUKYHOLWME BpayM, UMeLLne COOTBETCTBYHOLWY KBaNMMUKaLmio, onbIiT 1
Xopollee 3HaHMe aHaToOMUM MecTa BBefeHUs 1 061acTy BOKPYT Hero. JledeHue A0/KHO NPOBOAUTLCA

B COOTBETCTBYIOLINX ACENTUYECKNX YCOBUSIX.
«Benotepo Mmapo» cneayet BBOAWTL B 340POBYH, HEBOCMA/IEHHYIO W NpeABapUTENlbHO TLLaTeslbHO

Oe3VHMULVPOBAHHYIO KOXY.
B cnyyae HE06X0AUMOCTM MOXET 6bITb MCNO/Ib30BaH MECTHbI/i UM MEeCTHO-PErUOHAPHbI aHecTeTuK

COrMlacHO MHCTPYKUMU NO NPUMEHEHUIO.
e Cwuspenuem pekomeHayeTcs MCNosib3oBaTb UMbl kKanuoépom 30G1/2.

e M3bGeraTb runepkoppekymnu.
Ons «benotepo MMapo» HeT AOKIMHWYECKMX AaHHbiX 0 6e30MacHOCTM WHBEKUuii o6bemom 6Gonee

20 mn B rog n 10 mn 3a ceaHc.
Mocne BBefeHNss ob6paboTaHHy0 30HY/ CilleayeT NOABEPrHYTb JIEFKOMY MacCaxy A1 paBHOMEPHOro
pacnpefeneHus MeauLMHCKOro M3gesnus.

e TnanypoHoBas KucsoTa W [/IMUEPUHs SBJIAIOTCA €CTECTBEHHbIMYM KOMAOHEHTaMM KOXWU, Takxe
OTBETCTBEHHbIMUN 3a yAepXaHue u panaHC BOAbl B TKaHAX. MuuepuH (MHOroaToMHbIA CAMPT)— 3TO
nornoTuTeNb CBOGOAHbLIX PaAVKanes; C MOMOLLbI KOTOPOro cTabwuan3mpyloTcs uenu ruanypoHata
HaTpusi. BMecTe C rmasiypoHOBOW KUCMOTOWN T/IMUEPUH CMOCO6EH MOAAEpXUBaTb perugpartvpyollee
geictene B TeyeHue 60 gHeR,/~B TeuyeHwe ITOr0 nepuoja BpPeMEeHVW MeAULMHCKoe u3fenve

nojBepraeTcsi MeAJ/IEHHOMY pa3pyLleHuo.

MpoTuBonokasaHus
MpumeHeHne meguUUHCKOro nsgenna «benotepo MNapo» NpoTMBonokKasaHo:

B cnyyae n3BecTHOI NOBBIWEHHOW YYBCTBMTE/NIBHOCTU K OAHOMY M3 KOMMOHEHTOB MeAMLMHCKOro
n3fenunsi, 0CO6EeHHO K HATPUA rmanypoHarty, ruuepuHy WinJIMMOHHOR KucnoTe.

- Y 6epeMeHHbIX Y KOPMALLUX TPYAbI0 XEHLLVH.

- Y nauueHTOB B BO3pacTe mMosioxe 18 nert.

- Y nauyMeHToB C CUCTEMHOIN MHeKUNe.

He BBOguTL «Benotepo:Enapo» B KpoBEHOCHble cocyAbl. FlonagaHve B COCYAMUCTYHO CUCTEMY MOXET
BbI3BaTb 3MOO0/INI0, OKKAO3MIO COCYZ0B, ULLIEMUIO U MHADAPKT:

He BBOoAnTb «benotepo - I'mapo» B yyacTM KOXM C ovaramiut akTUBHOIO BOCNasieHUs unm uHGeKuun
UMMYHOJI0TMYECKOT0, /all/Ieprnyeckoro, 6akrepuasbHoro, “spYUGKOBOro UIN BUPYCHOIO XapakTepa.

He BBOAMTL «BenoTtepo 'mapo» B y4yacTok, Kyaa yxe BBOAWINCL MOCTOSAHHbIE AepMasibHble nnnepsl.

He BBOaNTbL «benaotepo Mapo» nauveHTam € 3a60/€BaHUAMU CYCTaBOB, CYXOXWNWI Wn.COCYy[0B B
obnactn pyk (ecnm paccmaTpuBalTCA MHBbEKUUN B 06AACTb pyk).

Mepbl NPeaoCcTOPOXHOCTH
+ [MpakTuKylOLWMM /BpayaM pekoMeHAyeTcs nepef) NPpoBefeHNEM fiedeHusi o6cyanTb .C NalLUeHTOM Bce

BO3MOXHbIE PUCKN MPU VHBEKLUM B MSTKME TKaHW, @ Takke y6eanTbCa B TOM, YTO NaLUeHT 03HAKOMEH
C 06BLEKTUBHBIMU 1 CY6BLEKTUBHBIMWU CUMMNTOMaMU: BO3MOXHbIX OCIOKHEHUIA.

Mpn BBEAEHUM HanoNHWTenei reneii ANA MArKNX TkaHel B cocydbl NuLa COOGLANOCL O PEAKUX, HO
Cepbe3HbIX HeXxenatesibHblX ABNMeHUAX, B TOM., YUC/ie BPEMEHHOM NM6o NOCTOAHHOM HapyweHunn
3peHusl, cChRenoTe, WWEMUM TO/IOBHOTO MO3ra WM KPOBOW3MUAHUM B MO3M, UTO) Bbl3biBA/I0 WHCY/IbT,
HEKpo3e /KOXW W NOBPEXAEHNN BHYTPEHHER CTPYKTypbl fuvua. Bpauvam (CRegyeT HemeafieHHo
npekpatuTb BBefeHWe, ecnu Yy nauueHTa, NosIBUICA KakoW-nM6o u3 CREAYWMX CUMNTOMOB:
3puTefibHbie PacCTPOCTBA, NPU3HAKU UHCYIBTA, NobriefHeHne KOXW UM HeobbluHas 60/b BO BpPeMs
NM6o cpasy xe nocsie npoueaypbl. Ecnu . Npousowno BHyTPUCOCYANCTOE BBeeHNe, COOTBETCTBYIOLLNI
NPakTUKyiol A Bpay [O/KEeH HesaMefAUTeNbHO oKasaTb MeAWMUMHCKYIO-AOMOLLb NauueHTy W, no

BO3MOXHOCTHU, OLUEHNTb COCTOAHNE 300P0OBbA.
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NHCTpYyKUMA Mo npumeHeHuto - MESO1+_BEH_ Bep. 6.0 (benotepo® Nmapo) POCCUA

B oTcyTCTBME AOCTYMHbIX KAWHUYECKMX [AaHHbIX O MEePeHOCMMOCTM U 3P EeKTMBHOCTI ~BBeAEHNS
«benotepo MMapo» y nauuveHToB, CTpajaloLlivX ayTOMMMYHHbIMKU 3a60/eBaHUAMU WIU-MMEKLNX B
aHamMHe3e ayTOMMMYHHble 3a60/eBaHUs, UM Yy NALUEHTOB, UMEKLMX B aHAMHE3e MHOXECTBEHHYH
anneprvio UM aHauIakTyecknii WoK, NPaKTUKYIOLWMIA Bpay [O/KEH PELInTb B KaXAOM._ KOHKPETHOM
cnyyae, BBOAWTbL N «bBenotepo Mmapo». NpuHUMasi BO BHMMaHWe xapaktep 3abosieBaHuvs, a Takke
COMYTCTBYIOLEE JIEYEHUE, MOCKOMbKY 3TO MOXEeT YyXy[lWTb COCTOsiHMe nauveHTa.( PekomeHayeTcs
npeasioxnTs TakuM nauyueHTam npefBapuTesibHblii ABYKPATHbI TECT U He OCyLecTBAATbL BBEAEHUS,
ecnn 6onesHb nporpeccupyeT. Takxe pekoMeHAyeTcs TuiaTeslbHOe HabnwgeHue 3a TakuMu

nauveHTamun nocne BBefeHus.
KnnHnyeckne pgaHHble 1o BeBepeHuio «benortepo MNuapo» nauymeHtam ¢ VI TMNom Koxu no déuunatpuky

OTCYTCTBYIOT.
PekomeHgyeTca He BBOAUTb «Benotepo Mmapo» nauveHTaMm C Hanuumem B aHaMHe3e 3ab60/1eBaHUiA,
BbI3BaHHbIX CTPENTOKOKKOM, W nauveHTam;. UMEKLWNM npeapacnonoxXeHHoeTb K o06pa3oBaHuio
rMnepTpodnYeCcKnX NN KeNonaHbIX PyoLIOB.

«benotepo Magpo» MoxeT BBOAMTLCA B MEpPMOpOMTAnbHYIO 30HY, B TOM 4ucCiie U cnesHyl 6oposgy,

TONbKO OOGYYEHHbIMU Bpavyamy C ONbITOM ‘Takux npoueayp W rnybokumMu MNO3HAHUSAMW B aHaTOMWW.

BBefneHne reneit Ans MArkMx TkaHel BL3Ty 061acTb MOXET NOBbICUTbHACTOTY BO3HUKHOBEHUS U

TSXKECTb NO60UYHbLIX 3PEKTOB U HEXeTaTeNbHbIX ABMEHWIA.

«benotepo magpo» MOXeT MCNo/b3eBaTbCA B COYETAHUU C APYrMMu MCRonHeHuamn Benotepo Bo

BPeMS OAHOr0 W TOrO e ceaHca TOAbKO €C/nn ANS WHbEeKUWidi MCno/b3yloTcA pasHble 30Hbl nuua.

Heob6xoanmo cnefoBaTb TpeOGOBAHUSAM' UHCTPYKUMIA MO MPUMEHEHUIO KaXAO0ro 13 3TUX UCMOMHEHUIA.

* «benotepo IMapo» MOXeT uWCNOAb30BaTbCA B COYeTaHWM C APYIIMU  cpeacTBaMu, Hanpumep
6GOTY/IOTOKCMHOM W/Mnn  ruapokcuanaTtutom kanbumsa («Paguecc®» (Radiesse®)) Tonbko ecnun ans
WUHBEKUMIA MCNONb3YTCHA pas3Hble’ 30Hbl nnua. Bpaunm fo/mKHbI MMETH ONbIT BBEAEHUS, a NauneHToB
cneayeT BblbMpaTh COOTBETCTBYIOLLMM 06pa3oM, NOCKO/bKY Kak NPeVMyLLEeCTBa, Tak 1 HexenaTesibHble
ABNEHUA MOTryT ObiTb KYMY/ATVBHbIMW, MPEACTaBAAS C/OXHOCTb MNpU  OnNpefesieHnuy  NpUYMH
BO3HVWKHOBEHMA. [N Kaxaoro. npoAykta Heo6xoAnMO crefoBaTlb WHCTPYKUMAM MO NPUMEHEHUIO,
TpeboBaHMAM N0 [Ny6UHEe MUHBEKUMIA W ApPYrMM COOTBETCTBYIOWMM pekoMeHAauusM. KnuHuyeckue
JaHHble no BBefeHuo «beforepo Mmapo» B 06nacTb, rAe YyXeMPOBOANIOCH NevyeHne ¢ NPUMEHEHNEM
[pYroro acTeTMyeckoro Npegykra uam npouenypbl, OTCYTCTBYHOT:

«Bbenotepo MMapo» Henb3s NPUMEHATb B COYETaHUW C APYTUMU. TEXHUKAMKU M3 06NacTh 3CTETUUECKOW
MeAMUMHBI, TaKUMWU KaK MANHT Uan gepmabpasvs, A0 MOJHO0 BOCCTAHOB/IEHWA MOCMAe MOCAeHero
NeveHns. B nwobom cryyae, faxe ecnu BOCCTaHOBMeHue! HacTynaeT paHblwe. «benotepo-Lungpo»

HENb3s NMPUMEHSITL paHee, YeM uyepes 2 Hefenn nocfie NOC/eAHEro fieyeHnus. KnnHuyeckuesgaHHble
«benotepo Mapo» ¢ BbilenepeynucyieHHbIMU  BUAAMUY JIeUeHNs!

KOM6VIHVIpOBaHHOFO npuUuMeHeHna

OTCYTCTBY!IOT,
«Bbenotepo MMapo»=MOXeT NPUMEHSATLCS [AOMOSMHUTEALHO K flasepoTepanin, KOTOPYH ~HEOGX0AMMO

nposectn 3a 1w 2 mecsua 40 VMHbEKUWM TManypoHOBOIM KWACAOTbl. Y MauMeHTOB, MPUMEHSIOLLMX
aHTUKOarynsaHTHblE, ' aHTUTpombouuTapHble  wnul( TpombonuTuyeckme  npenapatbl. (Hanpumep,
BapapnH), NpeTNUBOBOCNANUTESNbHbIE J1IeKAPCTBEHHbIE cpeAcTBa (MepopasibHble/MHbeKUNOHHbIe
KopTukocTepougplunn HMNBC (Hanpumep, acnupyH, noynpodeH) wav apyrue BeulecTBa, KoTopble
yBEIMUMNBAIOT BPEMSA Koarynauny (BUTaMuHbl WAW-TFpaBsHble A06aBku, Hanpumep BUTamMuH E, yecHok,
TMHKF0), B nepwnoj oT 10 gHeil nepep MHbekuneld W' fo 3 AHel Mocne UHBEKUUW BO3MOXHO pa3Butue
BblpaXXEHHbIX-PEaKUuin B BUae 0b6pa3oBaHns reMaTtoM, y3e/KOB WU KPOBOTEUYEHNSI B’ MECTE UHBEKLUN.

BeeaeHne «Benotepo Miapo» naumeHTam C fepneTuyeckoin MHdekumeli B aHaMHe3e MOXeT NpuBecTu
K peueausy repneca. NMepen ucnosnb3oBaHneM-CleayeT NPOBEPUTb LEe/IOCTHOCTb-BHYTPEHHEN YNakoBKM
M CPOK rogHOCTU wnpuua. He wucnonb3osBaTh, )€CM CPOK FOAHOCTW MpeBblleH) WAn ynakoska O6bina

BCKPbITA. VW NOBPEXAEHA.
He nepeHocutb «Benotepo mapo» B APYFOW KOHTEWHEp W He criegyeT [00aBAATb K HEMY Apyrue

BellecTea.
CTepuribHbIM SIBMSIETCS TOJILKO M€flb, HO HESBHELUIHSIA Y4acTb LUNPULA.

«beporepo [mgpo» He cnegyet MPUMEHATbL C  aBTOMaTMYeCKMMU CUCTeMaMW BBefEeHUs, He
pekomeHAoBaHHbIMKM KomnaHnen «MERL»/«AHTENC». Ecnn ncnonb3yeTess aBTOMaTMyeckas cuctema,
pekoMeHayeTcs, 4TOoObl MpakTUKYyWWUin  Bpad npeaBapuTeslbHO NpoYuTan WHCTPYKUMIO Mo  ee

NPUMEHEHMNIO U Npoles o6yYeHne UCROAb30BaHNI0 CUCTEMBI.
[locne wncnosib3oBaHMS LWIMNPUL, W-0CTaKWMIACA Tenb noanexar yIWav3auunm B COOTBETCTBYHOLLMWIA

KOHTelHep.
He npoBoAuTbL NOBTOPHYI CTEPMAN3aLMIO 1 NOBTOPHO MCMNO/b30BaTh MEAULMHCKOE n3genve.

MauyuneHT gonxeH nsberatb MCNONbL30BaHNSA KOCMETUKN B TeYeHWe, No kpaiHein mepe, 12 yacoB nocne
06paboTKn, a Takke usberatb MNUANNHIOB. MOMIb30BAHUSA CayHOI, Typeukumu GaHaAMU U AJNTENIbHOro
npebbiBaHWA MO COSIHEYHbIMU WM Y®P-iyyamm B TeuyeHue 2 Hefesib nocne 06paboTku. lMauneHTsbl
TaKke J0/MKHbI n3beratb AaBneHns Ha 06paboTaHHbIe 30HbI U/MN UX 06paboTKN.
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NHCTpYyKUMa no npumeHeHunto - MESO1+_BEH_ Bep. 6.0 (Benotepo® N'mgpo) POCCUA

Ecrm «Benotepo Mapo» BBOAWTCS TEXHUKOW MUKpOMNanyne3Horo BBEAEHWs, MauWeHTy /pa3peLleHo
nanynbl TO/IbKO MpU  yC/IOBUM, 4TO pykn U o6nacTb BoO3feiicTBus  6yayT

L]
mMaccupoBatb
OE3UHULMPOBaHbI.

Mpeaynpexaexus
HaTpus ruanypoHat BbinagaeT B 0Caf0K B NPUCYTCTBUM YETBEPTUYHBIX aMMOHUEBLIX.COMEl (Taknx Kak

6eH3asikoHua xnopug). MoaTomy pekomeHayeTcsi, 4Tobbl «BefoTepo MMapo» He'KOHTAKTMPOBan C

TakKnMmn BellecTBamMu.
3BecTHbIe B38.VIMO,£I,€VICTBVIFI C MECTHbIMU NN MECTHO-permoHapHbIMA aHecTeTUKaMi OTCYTCTBYIOT.

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

+ [lo6ouHble adhhehbl
B MecTax MHBLEKUMIi rnocfie BBeAeHUs B’ KXYy MOryT pasBUTLCA peakuuu, ;KOTOpble CamMOCTOATE/bHO

npekpaLLaloTcsi B TeUeHUe HEeCKONbKUX AHEel. Takue peakuun BKUaT B Ce6s1 OTEKM, Y3NKN WK LUULLIKH,
KPOBOMOATEKM, YN/IOTHEHUSI, 3PUTEMbI WM -AOKPaCHeHusl, 6051b, o6eclBeunBadme u 3ya. VIHTEHCMBHOCTb
TakMX peakuuii B MecTax WHBEKUMIA 06bIMHO 6biBAeT JNerkoii unm cpegHeli. Kpome Toro, BO Bpewms
BBEAEHUS] MOXET OTMeYaTbCsl HE3HAYWTE/bHOE KPOBOTEYEHWE, OHO CaMOCTOATENbHO NpekpaliaeTcs

Cpasy nocsie OKOH4aHnA BBeAEHNA.

. HexenartenbHble ABneHUs
B eguHNYHBIX criyyasx O4HO nnu 6onee n3 npuBegeHHbIX HXe SIBJIEHUIA MOXeT oTMeyaTbCs cpasy mwimn B

KayecTBe OTCPOYEHHOW peakuuun: -BOCMasieHue, BbICbiMaHMe, YYBCTBO JXKEHWs, 3yA, remartoma,
(nMMdbaTmyecknin) oTék, MpUNyx0CThb, YNIOTHEHWE, LWWLIKA WKW Yy3eflKW, rpaHy/siemMa, Hekpos, 3akyrnopka
cocyga, runep- unu runonurMeHTayus, addekt TuHaansa, BonAbipb AN YXyALEHNE COCTSHUSA.

Puck passutns rpaHynembl, MIWEMAM WU HEKPO3a W 3aKyNnopKy cocypasTeM Bbille, YEM 1y6GXe NUHbEeKUUn
1 6onblie 06BbEMBbI BBEAEHUS.
B nuTepatype onucaHbl pejkie HexenaTefbHble ABEHWSA, )BO3HMKalWwWe nocne npuMeHeHus
MeAVLMHCKOro N3aenns Ha OCHOBE rMasypoHOBOW KUCMOTbI, Takne kak uHdekuns (Hanpumep, dierMoHa un
abcuecc), obpasoBaHMe pyobuoB, NOBbIWEHHAS YyBCTBUTENbHOCTE-WIN afi/ieprus Ha OgMH M3 KOMMNOHEHTOB
npoaykTa (Hanpumep, rmasaypoHOBYH KUC/MOTY, MULEPVH, IMMOHHYO KACNOTY), TaKXe Kak u obpa3oBaHue
CapKoMAHOW rpaHynémbl y nauneHToB ¢ renatutom C 1 Tepanuein’ nHTepgIepoHoOM.

B nutepartype onvcaHbl OTA4E/bHblE C/yYyan HapyleHUs 3peHus UM crenoTbl Nocse HenpegHamMepeHHon
BHYTpMapTepnasibHOW NHbEKLNN.

MauyueHTam crnepyeT gatb-ykasaHue coobliaTh nevalemy, Bpady o /lbbix N0604YHbIX achdekTax, koTopble
ONATCA B TeyeHne 60M1€e-04HON HeAenm 1 0 HexenaTebHblX SB/IEHMAX CPasy Xe Mpu UX BOZHUKHOBEHUN.
B 0cO6eHHOCTY 3TO KacaeTcsl c/lyyaeB HapyLUeHWUs 3peHusi, MPU3HAKoB MHCYNbTa (B TOM YUCAE BHe3anHoe
3aTpyLHEHUE peun, OHEMEHWe WA cNabocTb MbIWL JWLa, PYK WM HOI, 3aTpygHEHUs=Npu Xoabbe,
napanvy NNLEBOro_“HepBa, TsXKesble TO/I0BHble 60Jd, JFO/TOBOKPYXEHME WU CNYTAHHOCTb CO3HaHuSA),
no6negHeHNs KOXu-MnNmn HeobblYHbIX 6oneil Bo Bpems/cpasy e nocne koppekuyuu. fleyallinii Bpay MoXeTt
3aTem Ha3HauuTb AALWEHTY COOTBETCTBYHOLLEE JIeHeHNE,

MaupeHTbl ¢ 60/1€€ CBET/ION KOXEW MMEKT O0Mblnii, PUCK BO3HWKHOBEHUS HeXesatellbHbiX SBEHWUN,
CBfI3aHHbIX C /uUHbekumei. OpfgHako, Yy nNaLeHTOB C LUBETHON Koxeli vawe~ HabnwgaetlTcs
nocTeocnanuTeAbHas runepnurMeHTaums wwnu rmneptpoduyeckne pyo6ubl/doopmnpoBaHne Kenomaos
nocsie WbeKUMoHHbIX npoueayp. [MMauneHTbl ,cO cneundrnyeckuMm 3THUYECKMMWU.. XapakTepuctukamu,
HanpvmMep, @suarckasa nonynAuus, AOJ/MKHbI =OblTb NPOMHAOPMUPOBAHbI O 060Jiee BbICOKOM puUCKe
BO3HWKHOBEHUSA KOXHbIX peakunii, Takux Kak 3yd, npunyxsiocTb, apuTema, BOoCnanuteibHas peakuus.

XpaHeHune
XpaHute( Npn Temnepartype 2 -

MeXaHUYEEeKMX yaapoB.

25 “C B ,3aulyweHHOM OT CBeTa MecTe, He 3amopaxuBas. W3beraTb
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Ytunusauyuma
Mcnosb3oBaHHbIE M YACTUYHO WCMOJIb30BaHHbIE LWNPULLI MOTYT BbiTb GMONOITMYECKM ONACHBIMY WU NOTOMY

paccMatpuBaTtbCA U YyTUAM3MpoBatbCA B COOTBETCTBMM C MeAUUUMHCKUMU <apoueaypamu,

[LO/MKHbI
NPUHATBIMA B MEAWLMHCKMX YUpexXaeHusiX, U MeCTHbIMW, TOCYAApPCTBEHHbIMU UM heaepanbHbIMK
HopMaTVBaMu.

Tpe6oBaHus K OXxpaHe okpyxatouieii cpegbl
N3genve cnepyet YTUAU3MPOBATb B COOTBETCTBUMU
HopmaTuBamu. Mpu Haanexallein ytuaMsauum Bpeaa okpyxawouei cpege He HaHOCUTES,

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

CnpaBo4yHasa nuTtepartypa .
O6HOBNEHHAsA AOKYMeEHTaumMs MOXeT ObiTb nosiydeHa B komnaHum «AHTENC C.A.», Wiseiuapus.

~  OCTOpPOXHO

CM. MHCTPYKLMIO MO NPUMEHEHMIO

He ncnonb3osBaTtb_Benyvyae NoBpexXxaeHnsa yrnakosku
[nsa ogHOKpaTHOTro NpuMeHeHus. He ncnonb3oBartb TOBTOPHO

UTOGbl OTKPLITL 6MCTEpP, NOTSHUTE YrOI0K B HANpaBAeHUM, yKa3aHHOM CTPEesIKoi

STER1
CTrepunpHe. CTepUIM30BaHO BIaXHbIM Xapom. CTepusbHbIM ABASETCA TONMbKO Feflb, HO He
BHELLUHSIS, YacTb LWINpULA.

. T Mpegenbl TemnepaTypbl XxpaHeHus: 2 -=25 *C
Jarta npoussoacTtea

Cpok rogHocTu

LOT Kog cepun

id MpoussoauTens

Perucrpanus MH B Poc3gpaBrapsope
www.nevacert.ru | info@nevacert.ru



MHCcTpyKuma no npmmeHeHunro —MESO1+_BEH_ Bep. 6.0 (Benotepo® I'mgpo) POCCUH

Mpounssoantenb «benotepo M'mapo»:

«AHTENC C.A.» (Anteis S.A))

18 WmeH ge3 O

CH-1228 lMnaH-ne3'Yar
XeHesa, LWBelinapwus

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

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

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

Jarta MHCTPYKUUM No rnpumeHeHunto: 19.07.2022 r.

MNpaBusbHas (*)I/IKC&U,I/IH orpaHnuynTensda xoga nopwHA npu eBeeHUn

PaccMoTpeHO WCKAUYUTENBHO AN neraamnsaumnu HI/I)KeyKa3aHHOI7I noannucun r-xu 5ap6apbl lns MapuH

XambepT (Barbara Lise Marine Humbert).
Hwxenognncasmuiica HOTapuyc He HeceT OTBET.CTBEHHOCTMW 3a AeNCTBUTENBHOCT b U COAepXKaHue

HacToAWero AgoKymeHTa.

XeHeBa, 25 /aBrycta 2022 .

[MevaTb: MAPNSNA BANNEPUN-CMNETE (MARIELLA VALLERY-SPAETHE)

HOTAPWNYC/'T. )XEHEBA]
/noannce/

B. Xam6epT (B. Humbert)
JKcnepT no BonpocaM HopmMaTMWBHO-MPABOBOIro peryinpoBaHus

24.08.2022 1.
/nogavice/

[vTamn: «AHTelcC.A.»

18 WmeH pge3 O,

1228 MnaH-nes-Yar, >XeHeBa, LUseiiyapus
Ten.: +41 22-308-93-80

dakc; +41 22-308-93-81]
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Mcpcnon /yimioro rhjccra BbINOSIHEH NepeBofuYMkom MantowoBoit J/lnnoi Jinapeesnoi
7
Poccuiickas ®epepayunm

[opog MockBa
MaTtoro fekabpu gBe ThicAYM ABajLaTb TPeTbero roga

>, Bepemuii tOnus WropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBY MOAJMHHOCTL MNOANUCK
nepesogunka Ma;lfOLI0BOV JIMHbLI AHAPEEBHbI.

Mognuce caenaHa B MOeM MPUCYTCTBUN.
JInyllOClby HOoNNMcasuacro-gakym”n'yctaHoBsieHa.

3aperunctpupol™o Ipcec'hpc:'A277/2194" 1A 7-2023~ N \ LA L
YnnayeHo 3a foBeplleHne po3apuasbHol®o geiicTeus: 400 py6. 00 kon.

HO,.N. ["epcmuii- A

CEro-npoLIHYypoOBaHo, NPOHYMCLUBALrO
CKPEN/IeHO NevaTblo 12 nvct (il os)

loT™nyc

Perucrpanug MH B PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



Poccuiickaa degepayunn

fopog MockBa ,@
CpHnaguaoro espanun gBe TbhicAYM ABajLarb YeTBepTOro roga @
>1, Bcpemuii KOnua W[ opcHma, norapuyc ropoga MockBbl, CBUACTENbC ‘@

npcacraBaicMMoro MmMmc aokymMmcuia.
3apcrucrpuposano 8 194-ii/77-2024-V-"»r6

YnnayeHo 3a COBC cue ¢0Tapitonntrcicinerems: 1300 py6. 001
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