COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 14.04.2026 N2 7637
OBILIASI XAPAKTEPHCTHKA JIEKAPCTBEHIFOPO TIPERAPATA U071

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
TOJITTEPU30H BEJI®APM, 50 mr, TaOGIeTKH, MOKPHITHIE TNICHOYHOW 000JIOYKOM.
TOJIITEPU30H BEJI®APM, 150 mr, TabseTku, MOKPHITHIC MJICHOYHONH 000T0UKOH.

2. KAUECTBEHHBIN X1 KOJIUYECTBEHHBIN COCTAB
JelicTByrolee BENIECTBO: TOIEPU30H

TOJIIEPU30H BEJI®GAPM., 50 mr, Ta0JIEeTKH, IIOKPBITHIE INIEHOYHON 000JIOYKOH

Kaxxnas Tabnerka cogepxut 50,0 Mr Tonmepu3oHa (B BUAE THAPOXIOPHUIA).

TOJITEPU30H BEJIGAPM, 150 mr, TabJIETKH, ITOKPBITHIE INIEHOYHON 000JIOYKON

Kaxnas tabnerka comepxut 150,0 Mr TonmepuzoHa (B BUIE THIPOXIIOPUIA).
BcnomorarenbHble BelecTBa, HaJM4YMe KOTOPBIX HA0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npernapara: JakTo3bl MOHOTHIpAT (caxap MOJOYHBIHN) (cM. pazaen 4.4).

[TonHbIi mepedeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, MOKPBITHIE TNICHOYHOH 000I0UKOH.

TOJIIEPU30H BEJIGAPM, 50 mr, TabJIEeTKH, IIOKPBITHIE INIEHOYHON 000JIOYKON

Kpyribie TBOSIKOBBITYKIIbIE TAOJETKH, MOKPHITHIC TUICHOYHONH 00O0JOYKOW OENOTO0 WM MOYTH
0eJoro 1BeTa ¢ XapakTepHBIM 3amaxoM. Ha monepednom paspese saapo 0e10ro Ui mouTu 0eoro
IIBETA.

TOJIITEPU30H BEJI®APM, 150 mr, TabJIEeTKH, ITOKPBITHIE INIEHOYHON 000JIOYKOMN

Kpyribie TBOSIKOBBITYKIIbIE TAOJETKH, MOKPHITHIE TUICHOYHOH 00O0JOYKOW OENOTOo MM TOYTH
0eJoro 1BeTa ¢ XapakTepHBIM 3amaxoM. Ha monepedrnom paspese saapo 0e10ro Wi mouTu 0eoro

[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

JlexapctBennsiii mpenapatr TOJIIIEPU30H BEJI®APM noka3aH K IPUMEHEHUIO Y B3pPOCIBIX.
CHUMITOMaTHYECKOE JICYCHHUE CIIACTUYHOCTHU Y B3POCIBIX, 00YCIOBICHHOM HHCYIIBTOM.
MuodacuuanbHbiii 00J1€BOM CHHAPOM CPEIHEH M TSHKEJIOW CTENeHU (B TOM YHCIIE MBIIICYHBIN
CIa3M MpHU JOPCOMATHUSAX ).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus
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IIEPEHOCUMOCTH TIperapara.
PGKOMQHI[OBaHHa}I CyTOHYHasd n03a B 3aBUCUMOCTH OT I/IH,Z[I/IBI/II[yaJIBHOI\/'I HOTpGGHOCTI/I u
MEPEHOCUMOCTH TIpenapara nanueHToM cocrasisieT 150 - 450 mr, pa3aeneHHas Ha 3 npueMa.

Oco0nIe I'pYHOIIbl TAaMEHTOB

Iayuenmoi ¢ Hapywenuem hyHKyuu novex
OmbIT MMPUMCHCHUS TOJIIICPU3OHA Y IMALIUCHTOB C OYEYHOU HCAOCTATOYHOCTBIO OI'PAHUYCH, Y
JTAaHHOW KaTeropuu MalMeHTOB Yallle BO3HUKAIN HexKenaTeabHble peakiuu. [loaTomMy y nanueHToB
C HapymeHUssMH (QYHKIIMH TIOYEK CPEIHEH CTeNeHHW HEOOXOAMMO MPOBOAMTH MOAOODP 03B
TOJIIICPHU30HA C TIIATCIIbHBIM HaGHIO,Z[GHI/IGM 3a COCTOSIHUEM 310pOBbA MAallMCHTA U KOHTPOJIECM
¢dbyskun novek. [Ipu TspKenoM mopakeHUH MoYeK Ha3HauYeHUE TOJIMEPU30HA HE PEeKOMEHTYEeTCsl.
Ilayuenmul ¢ nHapywenuem QynKyuu neveHu
OnpIT NpUMEHEHUs TOJIMEPU30HA Y MALUEHTOB € MEYEHOYHOW HEIOCTATOYHOCTHIO OIPaHUYEH, Y
HaHHOﬁ KaTCropru nmanucHTOB Yall¢ BO3HUKAJIN HCKCIIATCIbHBIC pCAKIIUH. HOE)TOMy Yy IalfuCHTOB
C HapylmeHUsIMH (QYHKLIUHU TMEYEHU CpeJHEe CTEeNeHH HEeoOXOTUMO IMPOBOAUTH MONOOpP J03BI
TOJIIEPU30HA C TIIATEIbHBIM HAOIIOAEHHEM 3a COCTOSHHUEM 370POBbs MAallMEHTa U KOHTPOJIEM
¢byuknun neyeHu. [lpu  TskenoM TNOpakeHWHM TI€YEHW Ha3HAYeHHE TOJIIEPU30HA He
PEKOMEHYeTCs.

CTU
[Ipenapar npoTUBONOKAa3aH K MPUMEHEHHIO y AeTel 10 18 jerT.

Croco0 rmpuMeHeHust

BHyTpB IIOCJIE €AbI, 3allnBasd CTaKaHOM BOJBI.

BuonoctynHoCTh TONMEpU30HA CHIKACTCS MTPU MTPUEME HATOIIAK.

4.3. [IpoTuBONOKA3aAHUS

- ['unep4yBCTBUTENBHOCTD K TOJIEPU30HY WM K JIFOOOMY M3 BCIIOMOTaTENbHBIX BELIECTB,
MEepEUYUCIICHHBIX B pazjene 6.1.

- Muacrtenus gravis.

- bepemeHHOCTD.

- I'pynHOe BCckapMiiMBaHUE.

— Jetckuii Bo3pact 10 18 ner.

4.4. OcoOble ykazaHHusl M Mepbl NPeJI0CTOPOKHOCTH NPH NPUMEHEHUH

HaH6onee YaCTbIMHU HCXKCIIATCIIbHBIMU  PCAKIIUAMHU 1HpU NPUMCHCHHUU TOJIIICPU30OHA B
MOCTPETUCTPALIMOHHOM Tepuo/ie ObUTM PEaKIMH TUIEPUYBCTBUTEIBHOCTH. VX BBIpaKEHHOCTH
BapbUpPYeT OT JIETKUX KOXHBIX PEAaKIUM [0 THKEIbIX CHUCTEMHBIX peaklMid, BKIIOYas

aHadumakTudeckuii mok. CHMIOTOMaMH peakluid THIEPYYBCTBUTEILHOCTH MOTYT OBITh SpUTEMA,
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OJIBIIIIKA.
JKeHIMHBI ¥ MalMEHTHI C TIOBBIIICHHON YYBCTBUTEIBHOCTHIO K APYTUM TIperaparaMm WM C
alyeprueii B aHaMHE3€  MOTYT  OBITh  TOJBEP)KEHbI  Oojiee  BBICOKOMY  PHUCKY
TUIEPYYBCTBUTEIBLHOCTHU K TOJINEPU3OHY.

B ciydyae u3BeCTHON TUNEPUYYBCTBUTEIHLHOCTH K JIMJOKAWHY TPU TMPUMEHEHUU TOJIEPU30HA
ClieTyeT COONIOAATh TOBBIIICHHYIO OCTOPOKHOCTH M3-32 BO3MOXKHBIX MEPEKPECTHBIX PEaKIIHIA.
HeoOxoaumMo pekoMeHI0BaTh MallM€HTaM MMETh HACTOPOXKEHHOCTh B OTHOLIEHHH BO3MOKHBIX
CUMIOTOMOB ajuiepruu. llanMeHThl NOMKHBI OBITH OCBEIOMJIEHBI O TOM, YTO MpPH MOSIBICHUU
CUMITOMOB aJUIEPTUU CIEIYET MPEKPATHTh MPUEM TOJIEPU30HA U HEMEIIEHHO OOpaTUThCS 32
MEJIULIMHCKON MOMOILIO.

[Tocne snM30/1a TUIIEPUYBCTBUTEIBHOCTH K TOJINEPU30HY MOBTOPHO HAa3HAYATh Mpenapar Helb3s.
[Ipenapar TOJIIIEPU30OH BEJI®APM conepkuT JaKTO36l MOHOTHAPAT (caxap MOJIOYHBIN).
[TarmenTam C penkol HACIEACTBEHHOW HENEPEHOCUMOCTBIO TalaKTO3bl, HEIOCTATOYHOCTHIO
JaKTa3bl ¥ TIIOKO30-TaJakTO3HOW ManmbabcopOuueld He cieayeT MNpUHUMATh Ipernapar
TOJIITEPU30H BEJI®APM.

4.5. B3aummopgeiicTBue ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aUMOJAeHCTBUSA

B papMakokMHETHUYECKUX HCCIEAOBAHUSAX JICKAPCTBEHHBIX B3aMMOJICHCTBUI YCTAaHOBIEHO, YTO
COBMECTHBIN MpHeM Tomepu3oHa ¢ cyocrtpatom mzodepmernta CYP2D6 nekctpameropdanom
CIOCOOCTBYET YBEIMUEHHUIO KOHIICHTPAIMM B KPOBH CPEICTB, KOTOpPbIE METabOIM3UPYIOTCS
npeumymiectBeHHO u3opepmenToM CYP2D6, wHampumep, THOpHUIa3HHA, TOJNTEPOJIUHA,
BeHJIa(aKkCHHA, aTOMOKCETHHA, E3UTIPaAMIHA, JeKCTpoMeTopdana, METOmposoia, HeOUBOJIONIA U
nepdeHazuHa.

B wuccrnenoBanusix in vifro Ha MHUKpOCOMax II€YEHHM 4YeJOBEKa M TenaToluTax dYelloBeKa
BBIp@)KEHHOE WHTUOMpOBaHWME WM WHAYKIUS Apyrux uzodpepmentoB (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He noATBEpKICHBI.

[ToBbillIeHNE SKCIO3ULMK TOJIEPU30HA HE OXKHMJIAETCS TOCiIe OAHOBPEMEHHOIO BBEIEHUS
cyoctpatoB wm3odepmenta CYP2D6 w/unm  gpyrux mpemapaToB  M3-3a  pa3HOOOpasus
MeTabOIMUECKUX MYyTEH TONMepru30Ha.

BronocTymHOCTh TONMEPHU30HA CHUXKACTCS TMPU MPUEME HATOMIAK, IOATOMY MPHUMEHEHUE
npernapaTta peKOMEeHAyeTCsl IOce prueMa MUIH.

XOTsl TOJNMEPU30H BIUSET Ha IIEHTPAIbHYIO HEPBHYIO CUCTEMY, €0 NOTEHUMATbHBIN CeTaTUBHBIH
s dekt Hu3Kui. B cnydae coBMECTHOrO mpuema ¢ APYrdMU MUOpPETaKCAHTaMH IEHTPaIbHOTO

I[GﬁCTBHH CJICOAYCT OLICHUTD HGOGXOI[I/IMOCTB CHUIKCHU NO3bI TOJIICPU3OHA.
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HUGDIYMOBOM KHCIOTHI WM JPYrOro HECTEPOMIHOTO MPOTHBOBOCHAIHUTEIHHOTO IMpenapara
(HIIBII) B cmyyae 0{HOBPEMEHHOTO IPUMEHEHUS C TOJITIEPU3OHOM.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB

B skcnepuMeHTaIbHBIX UCCIEOBAHUSAX HA KUBOTHBIX HE BBISABICHO TEPATOr€HHOTO JEHUCTBUS
tonnepuszona. [lo mpuunHe 0TCYTCTBUS 3HAUUMBIX KIMHUYECKUX JaHHBIX TOJIMNEPU30H HE CIEAYET
OPUMEHSTh TNpU OEpPEeMEHHOCTH, 3a HCKJIIOYEHHEM CIIyyaeB, KOIrJla OXHJaemas I0jb3a
ONPEJIETICHHO ONPABIbIBAET NOTCHIIMAIBHBIA PUCK JUIS TUIOJA.

JlakTanus

[TockonpKy maHHBIE O BBIACICHHHM TOIMNEPU30HA C TPYAHBIM MOJIOKOM OTCYTCTBYIOT, TO €rO
IIPUMEHEHHUE B NIEPUOJ KOPMIIEHUS I'PYAbIO IPOTUBOMOKA3aHO.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNU3MaMu

Tonmepu3oH HE OKAa3bIBACT BIMSHHUS HAa CIOCOOHOCTh K YIIPABJICHHUIO TPAHCHOPTHBIMHU
cpeacTBaMu M MexaHu3MamHu. [larmeHTaM, y KOTOPBIX €CTh TOJIOBOKPYKEHHE, COHJIMBOCTb,
HapylIeHHEe BHUMAaHUS, SMUIETICHSA, HEYETKOCTh 3PEHUS WM MbIlIeyHas ci1a0ocThb BO BpeMms
npueMa TOJIIEPU30HA, CIEIYET MPOKOHCYIbTUPOBATHCS C BPAUOM.

4.8. HexxenaTesibHbIE peaKIUU

Pesrome mpoduiist 6e3onacHOCTH

[lpodmnp Oe3omacHOCTH TOJNMEPHU30HA OIECHUBAICS IO JAHHBIM IOCTPETHUCTPALMOHHOTO
npuMeHeHus 6onee ueM y 12 000 manueHToB.

CornacHo 3TUM JTaHHBIM HauOoJiee YacThIMUA OBUTH HAPYILIEHHUS CO CTOPOHBI KOKHU M TTOAKOXKHBIX
TKaHeH, OoOIIMe paccTpPOWCTBa, HAPYIICHHWS CO CTOPOHBI HEPBHOW CHCTEMBI W KEIIYIOYHO-
KUIIEYHOTO TPAKTA.

[Ipy mOCTperucTpallMOHHOM TNPUMEHEHUH pPEAKLUUU THIIEPUYBCTBUTEIBHOCTH COCTABUIIH
50-60 % Bcex MOOOUYHBIX peakIyii. BOTBIIMHCTBO MOOOYHBIX peakuuii He ObUTH CepPbEe3HBIMH U
HPOXOMIIA CAMOCTOSTEIIBHO.

JXusHeyrposkaromue peakiui THIepIyBCTBUTEIILHOCTH PETHCTPUPOBATIMCH OYEHB PEIIKO.

PesroMe HexxenaTeabHbIX pEAKIIUN

[ToGouHBbIe peakiy MPUBEIECHBI HUXKE B COOTBETCTBHH C Kiaccudukaimeir MedDRA u wactoroii:
odeHpb vacto (>1/10), gacto (ot >1/100 go <1/10), meuacto (ot >1/1 000 mo <1/100), penko (ot
>1/10 000 mo <1/1 000); ouenp penko (<1/10000); uwacToTa Hem3BecTHa (HAa OCHOBAHHH
UMEIOIIMXCS JAHHBIX OLEHUTH HEBO3MOXKHO).

Hapywenus co cmoponul kposu u tumgpamuueckou cucmembl.
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Ouensb penko: anemus, TUMQaaCHOATHS

Hapywenus co cmopoHvl uMMYHHOU cucmembl

Penko: peakius runepuyBCTBUTENLHOCTH, aHADUIAKTHYECKAS PEAKITUS;

Ouensb penko: aHapUIAKTUYECKHH I0K;

Yacrora HeM3BECTHA: aHTHOHEBPOTUYECKHI OTEK, BKJIFOYAs OTEK JIMIIA, T'yO.
Hapywenus memabonuzma u numanus

Heuacro: anopekcus;

OueHb peliKO: MOJTUAUTICHUS.

lcuxuueckue napyuenus

Hewacro: 6ecconnuIia, HapyIIeHHs CHA;

Penko: cHm>XeHME aKTUBHOCTH, JICTIPECCHUS;

OueHb peliKo: CIYTaHHOCTh CO3HAHMUSL.

Hapywenus co cmoponwvl nepsHoti cucmembwi

Hewacro: ronoBHas 607b, TOIOBOKPYKEHHE, COHITUBOCTb;

Penko: HapylieHre BHUMaHUsI, TPEMOP, SIUJICTICUS], TUIIECTE3Us1, TapeCTe3us, JeTaprusl.
Hapywenus co cmoponwl opeana 3penus

Penko: HEUETKOCTh 3pEHHUSI.

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Penko: mrym B ymax, BEpTHUIO.

Hapywenus co cmoponwl cepoya

Penko: creHokapaus, TaXUKapaus, ONTyIIEHNUE CEPALICONCHMS;

Odenpb penko: OpaguKapaus.

Hapywenus co cmoponwvl cocyoos

Heuacro: aprepuaiibHasi TUIIOTEH3US,

Penko: «npuinBb» KPOBHU K JIUILY.

Hapywenus co cmopoHbvl OvixamenbHoll cucmembvl, OP2ano8 2pyOHOU KiemKu U CpedoCmeHUs
Penko: ojpiiika, HOCOBOE KPOBOTEUEHHUE, YUALIEHHOE JIbIXaHHE.
Kenyoouno-Kuueunvie HapyuleHus

HeuwacTo: nuckomdopT B )KUBOTE, AUAPEs], CYXOCTh BO PTY, TUCIEIICHS, TOIITHOTA;
Penko: 601p B anuracTpanibHON 001aCcTH, 3a110p, METEOPHU3M, PBOTA.

Hapywenus co cmopoHvl newenu u cenuesvi800aWuUx nymei

Penko: meueHoyHast HEJOCTATOYHOCTE JIETKOM CTEIEHH.

Hapywenus co cmoponwl kodicu u noOOKONICHbIX MKaAHel

Penko: annepruyueckuii 1epMaTUT, MOBBILIEHHAS MOTIMBOCTb, 3y/l, KPAlIMBHUIIA, CHIIb.

Hapywenus co cmopoHuvl nouex u Mouesvbl8o0auux nymet
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Penxo: sHype3, IpOTEUHYpPHUSL.

Hapywenus co cmopoHvl MbiuieyHoll, cKenemHou U coeOUHUMenbHou mKaHu
HeuacTo: mbIiieunas ¢a1ab0CcTh, MUAIITHs, 00JIb B KOHCYHOCTSIX

Penxo: nuckoMdopT B KOHEUHOCTSIX;

OueHb pelIKo: OCTEONEHUS.

Obwue napyuwenus u peakyuu 6 mecme 68e0eHuUs.

Hewacro: acrenus, TuckoM@opT, yCTaIoCTh;

Penko: 4yBCTBO ONbSHEHUS, UYBCTBO kKapa, pa3ApakUTEeIbHOCTD, KakK/a;
Ouensb penko: TMCKOMGOPT B TPYIHOM KIIETKE.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

PellKOI CHMXXCHUC apTCPUAJIbHOTO OAaBJICHUA, FHH€p6I/IHpr6I/IHeMI/I}I, U3MCHCHHUC aKTHUBHOCTHU
MEYEHOYHBIX (PEpMEHTOB, TPOMOOLIUTONEHHUS], TEUKOLIUTO3;

OdeHb peKo: yBeIHUeHUE KOHIICHTPAIlUN KPeaTHHUHA B IJIa3Me KPOBHU.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX.

BaxxHo coo01maTh 0 Mo 03peBaeMbIX HeXKeNaTeNbHBIX PEAKIUIX MOCIIEe PETUCTPAIINH
npernapara ¢ 1elbl0 00eCTIeYeHHsT HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS «I10JTh3a —
PHCK» JIEKAPCTBEHHOTO Tpernapara. MeAuInHCKAM pabOTHHKAM PEKOMEHIYETCs COO0IIaTh O
TOOBIX MOJI03PEBAEMbIX HEXKENATEbHBIX PEaKIUAX JIEKapCTBEHHOTO IIperapara 4yepes
HAI[MOHAJILHBIC CUCTEMBI COOOIIEHUS O HEXKENATEIbHBIX PEAKIIUIX TOCYAAPCTB — YWICHOB
EBpa3uiickoro 3KOHOMUYECKOT0 COH03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CrnaBsiHCKast miiomiaib, 1. 4, ctp. 1

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WNureprer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMIITOMBI

COHJIMBOCTD, KEITYJOYHO-KUIIIEYHBIC HApPYIICHHS (TOUTHOTA, pPBOTA, OOJb B SIHUracTPUH),
TaXWKapus, MOBBIIICHHE apTePUATHHOIO [ABJICHHS, OpPaJUKUHE3WS W BEPTUTO. B TsKeNbIX
ClIy4asix CyJIOpOry, yTHETEHUE JbIXaHHUs, allHO? U KOMa.

JleueHme

CHCI_[I/I(l)I/ILIeCKOFO AHTHA0TAa HECT, pCKOMCH0OBaAHA CUMIITOMATHYCCKas TCpaIrus.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA
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5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

COOTBETCTBYET 2KCNEPTHOMY OTYETY

®apMaKkoTEpaNIEBTUYECKAs TPYIINA: MUOPETAKCAHTBI; MUOPEJIAKCAHTHI LIEHTPAJIBHOTO JIEHCTBUS;
JIpYTe MUOPETaKCAHThl IEHTPAIBHOIO JEHCTBUS.
Kong ATX: M03BX04

MexanusM aeiictsusl, papmakognaamMuyeckue dperTel

TonnepusoH ABIAETCS MUOPEIAKCAHTOM LUEHTPAIBLHOIO NEUCTBUA. TOUYHBIA MEXAHU3M JICHCTBUS
MOJTHOCTBIO HE BBIICHEH. ToJmepu3oH oOnazaeT BBHICOKOH ad(GUHHOCTBIO K HEPBHOM TKaHH,
nocturasi HauOONBIIMX KOHIEHTPAaluid B CTBOJE TOJIOBHOTO MO3ra, CIMHHOM MO3re H
nepudepudeckoil  HepBHOM cucteme. OcHOBHOM 3¢(dEKT Toamepu3oHa OIMOCPEIOBaH
TOPMOXXCHHEM CHUHAIBHBIX pPe(ICKTOPHBIX Iyr. BeposTHO, 3TOT 3¢ (eKT COBMECTHO ¢
yCTpaHEHUEM OOJIeTdYeHUs] MPOBEJCHUS BO30YXKIACHUS MO HUCXOAALIMM IYTSAM OOecreuuBacT
TepaneBTUYECKOe BO3/IEHCTBUE TOIIEPU30HA.

XuMHuYecKasi CTpyKTypa TOJNEPH30HA CX0a CO CTPYKTYpo# maokanHa. [1ogo0HO muaokanny,
OH o0Omagaer MeMOpaHOCTAOMIU3UPYIOIIMM JCHCTBHEM UM  CHHXKAET DBJICKTPUYECKYIO
BO30yIUMOCTh JIBUTATEIBHBIX HEHUPOHOB M TMEPBUYHBIX apPepeHTHBIX BOJOKOH. TommepusoH
J0303aBUCUMO  TOPMO3UT  AKTUBHOCTh  TOTEHIUAI3aBUCUMBIX  HATPUEBBIX  KAaHAJIOB.
CoOOTBETCTBEHHO, CHUYKACTCS aMIUIUTY/a U 4YacTOTa MOTeHIala AeHCTBUS.

bout  nokasan  yrueratommii  3¢¢QeKT Ha TOTEHIMAI3aBUCHMbIE KaJbLUEBBIC KaHAJbIL.
[Ipennonaraercs, 4To B AONOJHEHUE K €T0 MEMOPaHOCTAOMIN3UPYIOLIEMY AEHCTBUIO TOJIIEPU3OH
MOXXET Tak)Ke€ TOPMO3UTH BhIOpOC Meauatopa. Toimepu3oH 00J1aJaeT HEKOTOPHIMH CIaOBIMU
cBoiicTBamMHt anb(a-aIpeHEPruuecKX aHTarOHUCTOB U AHTUMYCKapHHOBBIM JIEHCTBHUEM.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AGcopbuus

[Tocne npruemMa BHYTPH TOJINEPU30H XOPOIIO BCACHIBAETCS B TOHKOM KHILIEYHHKE. MakcuManbHas
MJIa3MEHHAas KOHILeHTpalusa otMeudaercs yepe3 0,5—1,0 4 mocine npuema.

Pacnpenenenue

[lo mpuunHE BBIPAKEHHOTO MPECHCTEMHOI0 MeTaboau3Ma OMOIOCTYIHOCTh COCTAaBIISET OKOJIO
20 %. boraras >xupamMu NHIIa yBEIUYUBAET OMOJOCTYMHOCTh MPUHATOrO BHYTPH TOJIEPU30HA
npumMepHo Ha 100 % u yBenuuuBaeT MaKCUMAJIBHYIO MUIA3MEHHYIO KOHIIEHTPALMIO TPUMEPHO HA
45 % 1o CcpaBHEHMIO C IPUEMOM IIpenapara HaTOIIAK, 3aJ€p)KUBas BPEMs JOCTHXKEHHUS
MaKCHUMalbHOW KOHLEHTpaluu IpUuMepHO Ha 30 MUH.

Buorpancdhopmarims

Tonnepu3oH WHTEHCHMBHO MeTabonM3UpyeTcss B MedeHH u moukax. dapmakonornueckas

aKTUBHOCTh METa0O0JIMTOB HEU3BECTHA.

DIMMUHALIUSA
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IOJIyBBIBEIEHUS TIOCIIE IPUEMA BHYTPb - OKOJIO 2,5 .

6. PAPMAIEBTHYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Cocras sapa TabneTku:

Hemntono3a mukpokpucramindeckas 101
JlakT03B1 MOHOTHIpAT (Caxap MOJIOYHBIN)
Kpockapmernosa Harpus (mpuMenio3a)
l'unpomenio3a (OKCUITPONMIMETHIIIIEIUTION03a)
JIMMOHHOW KHCIIOTBI MOHOTHIPAT

Maruus creapat

CocraB 000JI0YKH:

[Cyxast cMech A IUIEHOYHOI'O IOKPBITHS, COJAEp)Kallash TUIIPOMEIUIO3Y, TUTaHA IUOKCHUJ,
MaKpOoToJI WM THIIPOMEII03a (OKCHIIPOITMIMETHIILEIUII0N03a), TUTaHa JUOKCUA, Makporoia 6000
(momuaTrneHraukoas 6000, mommdyTrienokcu 6000)]

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

2 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPHU XPAHEHUU

Xpanutsb npu remneparype Huxke 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

[To 10 TabieToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IJICHKH MOJIMBUHUIXJIOPUIHON U (DOTBTH
ATIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 20, 30, 40, 50, 60, 70, 80, 90, 100 TabneTok B OaHKY MOJIUMEPHYIO U3 MOIUMPONUICHA WK
MIOJINATUJICHA, YKYIIOPEHHYIO HATATMBAEMON WIM HaBUHYMBAEMOM KPBIIIKOW IOJMMEPHON IS
JIEKAPCTBEHHBIX CPEACTB U3 MOJUIIPONMIICHA WU MOJIUATUIEHA C KOHTPOJIEM MTEPBOTO BCKPBITHS
K 0e3 KOHTPOJISL, C YIUIOTHSIOIIUM 3JIEMEHTOM WM 0e3 Hero.

[Ipu oTcyTCcTBUM YIUIOTHHUTENS NMPOOKK CBOOOJHOE MPOCTPAHCTBO B OaHKE 3aMOJHSIOT BAaTOM
MEJIULIMHCKON THIPOCKONMYECKON UM aMOPTU3aTOPOM.

Ha GaHKy HaKkjeHBalOT 3TUKETKY CAMOKJIESIIIYIOCS.

Kaxnyto 6anky, 2, 3,4, 5, 6,7, 8,9, 10 KOHTYpHBIX SYEHKOBBIX YIAKOBOK C JIACTKOM-BKJIA IBIIIIEM
MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
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Apyrue MaHUMYJIALUH € IPenapaToM

He npumenumo.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

OO011ecTBO ¢ OrpaHNYEHHON O0TBETCTBEHHOCTHIO «DJ[BADAPM» (OO0 «DJI3ADAPM»)
124460, r. Mocksa, r. 3eneHorpas, np-kt ['enepana Anekceesa, 1. 42, ctp. 1, atax 3, oM. 1,
KOMHara 19.

7.1. llpeacraBuTeIb AepPKATES PETHCTPALMOHHOIO YA10CTOBEPEHU

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckas o6., T. Kypran, npocnekt Koncrutynuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

AJlpec MHTEpHET-caliTa www.brwaygroup.ru, B pazzaene «[ IPOJYKIUS» — «DapmakoHamzop».

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
INEPEPETUCTPALINN)

JlaTa niepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6mas xapakrepuctuka JiekapcTBeHHoro mnpenapata TOJIIIEPU30H BEJI®APM, 50 wmr,
150 mr, TabneTKH, MOKPHITHIE TUICHOYHON 00O0JIOUKOHN AOCTyMHA Ha MH(OPMAITMOHHOM MOpTaJIe
EBpasmiickoro AKOHOMHYECKOTO COi03a B  HMH(OPMAIMOHHO-KOMMYHUKAITMOHHOW  CETH

«UuTepuer» http://eec.eacunion.org/.



