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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

BUWIJATJIMIITUH ABEKCHUMA, 50 mr, TabneTku.

2. KAUECTBEHHBIN ¥ KOJIMUECTBEHHBII COCTAB

JlelicTByroniee BEMIECTBO: BUJIIATIAIITHH.
Kaxxnas tabnerka cogepkut 50 Mr BUIAArJIUuIITHHA.

BemectBa, Hanuyne KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Ipernapara: JaKkTo3a U
HaTpuii (cM. pazaen 4.4.).

[TonHbIii epedyeHsb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyrnele miockouuiauHapudyeckue TalneTku Oenoro WM mHoyTH Oenoro 1Bera ¢ (ackom.
JlomyckaeTcsi MpaMOpPHOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

Jlexapctennsiii npenapat BUJIJJATJIMIITUH ABEKCHMA noka3aH K IPUMEHEHUIO Y B3pOCIBIX B
Bo3pacTte oT 18 ser npu caxapHom auadere 2 Tuna (B COUETaHUU C AUeToTepanve U Gu3nuecKuMu
yIpaKHEHUSIMHU):

¢ B KAaYCCTBC MOHOTCpAIIMU B CJIy4dac HGB(I)(I)CKTI/IBHOCTI/I AUCTOTCpAllUl U (I)I/I3I/ILIGCKI/IX

yIpaXHEHU I y MAIMEHTOB c HaJIM4ueM MPOTUBONOKAa3aHUI K
[IPUMEHEHHUIO/HETIEPEHOCUMOCTH ~ MeThOopMUHA WM B ciaydae  Hed(pPeKTHUBHOCTU
MeT(HOpPMHUHA;

¢ B KOMOMHAalMM C METQOPMHUHOM B KauecTBE Ha4YaJbHOM MEAMKAMEHTO3HOW Tepamnuu IpH
HE0CTaTOYHON 3P PEKTUBHOCTH AUETOTEPANUU U PUZNUECKUX YIPAKHEHUI;

® B COCTaBe JIBYXKOMIIOHEHTHOH KOMOMHHMPOBAaHHOW Tepamuu: ¢ MeT(HOPMUHOM WU
TUA30JIMINHINOHOM, WM C HUHCYJMHOM B cliydyae HE3(PPEKTUBHOCTH JTUETOTEPAINH,
¢u3nYecKUX ynpaXHEHUI 1 MOHOTEpaNuy YTUMH NpenapaTamu;

® B COCTaB€ [JBYXKOMIIOHEHTHOM KOMOMHHMpPOBAHHOW Tepamuu C  [POU3BOJHBIMU
Cy1b(OHMWIMOUEBUHBl y TMAI[MEHTOB C HEIOCTaTOYHBIM KOHTPOJIEM TIJIUKEMUH Ha (oHe
MaKCUMaJbHO MEPEHOCHUMOMN J103bl MPOU3BOJHOTO CYIb(OHUIMOUYEBUHBI WM MPH HAITUYUU
MPOTUBOIOKA3aHUN K IPUMEHEHNIO/ HEIEPEHOCUMOCTH MET(HOPMHHA;

e B COCTaBe TPOHWHOW KOMOWMHUPOBAHHOM Tepamuu: B KOMOHMHALIMM C IPOU3BOJAHBIMU
CyIb(OHIUIMOYEBUHBI M METGOPMUHOM, Yy TMAlMEHTOB, paHee IMOJIy4yaBIIUX TEPAIUIO
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MPOU3BOJHBIMU  CY/Ib(OHUIMOYEBUHBI M MET(GOPMHUHOM Ha (oHEe AMeTOTepanuu U
(bU3HYECKUX YIPAKHEHUH, U HE JOCTUTIIUX aJJeKBATHOTO KOHTPOJIS TIIUKEMUU;

e B COCTaBe TpPOMHONH KOMOMHUPOBAHHOW Tepamuu: B KOMOMHALMKM C MHCYJIMHOM U
MEeT(GOPMHUHOM, y MALIUEHTOB, paHee MOIY4YaBIINX HHCYJIUH B CTAOMIIBHOM 103€ 1 MET(HOPMUH
Ha (poHe AueToTepanuu U GU3NIECKUX YIIPAKHEHHH, U HE TOCTUTIINX a/IeKBATHOTO KOHTPOJIS
TJINKEMUH.

4.2. Pe:kxuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

PexxuM mo3upoBanus

Ho3y mnpenapara BUJIJIATJIMIITUH ABEKCHMA crnexyer mnoadupaTh WHAMBHIYaIbHO B
3aBUCUMOCTH OT 3()(hEKTUBHOCTH U EPEHOCUMOCTH.

Pexomenayemast noza 50 mr 1 unum 2 pasa B JgeHb. MakcumaibHasi CyTOYHasi J03a Ipenapara
coctasiset 100 mr.

Pexomenayemas no3a mpenapata B MOHOTEpAanMH WJIM B COCTaBe KOMOWHHUPOBAHHON Tepamuy C
METGOPMHUHOM, THA30JIMIUHIMOHOM WM HHCYIUMHOM (B KOMOMHAaUMU ¢ MEeT(HOpMHUHOM Wiu Oe3
metdopmuna) cocraisietr S0 mr wiu 100 Mr B CyTKH.

Pexomennyemas no3za mnpenapata BUWJ/IAATJIMIITUH ABEKCHUMA B cocraBe ABOIHOM
KOMOMHHMPOBAHHOW TEepanuy C MpernapaTtamMu Cyab(GoHMIMOYeBHHBI cocTaBisieT S0 mr 1 pa3 B cyTku
yTpoMm. B 3T0i1 momynsuuu nanueHToB 3¢ GekTuBHOCTh BUnAarmunTuHa B 1o3e 100 Mr B cyTku Oblia
CXOIHOM C TakoBOH B 703€ 50 MI' B CYTKH.

PexomennoBannas no3za mnpenapara BUJIJJATJIMIITUH ABEKCHMMA B coctaBe TpOHHOM
KOMOWHUPOBAHHOHN Tepanuy (BWINATIUITAH + MPOU3BOAHBIE CYIb(OHMIMOUYEBUHBI + MET(HOPMHUH)
cocrapisieT 100 Mr B CyTKH.

Ecmu Oeii TIIMKEMHUYCCKOr0 KOHTPOJA HE IOOCTUTHYTBI Ha q)OHe MMPUMCHCHUA MaKCHMaJIbHOM
CYTO‘IHOI>'I J03bI 100 MT, CJICAYCT paCCMOTPETh BO3BMOXKHOCTD I[OGaBJ'ICHI/IH K T€pallhuu nperapaTrom

BWIAATJIMIITUH ABEKCHUMA 1pyrux TUIOTJIMKEMUYECKHMX IIpernaparoB, TaKHX, Kak
MEeTGOPMHUH, TPOU3BOJHBIE CYIb(HOHUIMOYEBUHBI, THA30IMIMHANOHBI UM WHCYIIHH.

Oco0BIe TPVIIIHI TTAIMEHTOB

Jluya noxcunozo 6ospacma
VY nanueHToB NOKUJIOro Bo3pacTa He TpeOyeTcsl KOPPEKLUU PeKUMa 103UPOBAHHUS.
Iayuenmsi ¢ noueunoi HedoCmMamoyHoCmoio

VY nanueHToB ¢ HapyuieHueM (PYHKIIMU MTOYEK JIETKOW CTEeNeHH (CKOPOCTh KIIyOOUKOBOW (hUIbTpanun
(CK®) >60 mn/mun/1,73 M%) u ymepennoii crenenu (CK® 50-60 ma/mun/1,73 m2) ne Tpebyercs
KOPPEKINH PeKUMa JJO3UPOBAHUS TIperapara.

V TalueHToB ¢ HapyleHHeM (QYHKIMM Todek cpefseii cremenn (CK® 30-50 mu/mun/1,73 m? u
tskenoit crenenn (CK® <30 mn/mmn/1,73 M%), BKIIOYas TEPMUHATBHYIO CTAIHI0 XPOHHMYECKOI
6one3nu noyek (XbII) y manueHToB, HaXOIAMIMXCS HA TEMOIUANN3E WIM MPOXOAIIUX MPOLEAYPY
reMojuanusa, mpenapar cieayeT NpuMeHaTh B 1o3e S0 mr 1 pa3 B CyTKH.

CTH

DddexruBHOCTh U 6e30macHocTh npenapata BUJIJIATJIMIITUH ABEKCHUMA y nereii B Bo3pacte
ot 0 1o 18 neT He ycTaHOBJEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHus
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[Ipenmapar BWIJATJIMIITUH ABEKCHUMA nprHUMAarOT BHYTPh HE3aBUCUMO OT IIPUEMaA MHIIIH.

o3y 50 mr B cyTku ciefyeT npuHUMarh 1 pa3 B AeHb yTpoM, 103y 100 Mr B cyTKu ciaeayeT AeIuTh
Ha 2 ipuema — 1o 50 Mr yTpom U BEUEpOM.

B cnydae npomnycka npuema npernapara cielyeT IPUHATh MPOMYIICHHYIO 103y KaK MOHO CKoOpee.
[Ipu aTOM cnegyer n3berars MpueMa yJaBOCHHOW 036l B OJIUH JICHb.

4.3. IlpoTuBoONOKA3aHUS
e [unmep4yBCTBUTENHHOCTh K BWIJATTUNTHHY WU JTIOOOMY M3 BCIIOMOTATEIIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pazjene 6.1.
e Caxapnsiii quadet 1 Tuna.

e  OcCTpbIi WM XPOHUYECKUH META0OINUYECKHUM alu103 (BKIItoYas A0S THUECKUI KETOAIMI03 B
COYCTAaHMM C KOMOM WM ©0e3 TakoBoH). JlnaOeTHMUeCKHil KEeTOalMI03 JOKCH
KOPPEKTUPOBAThCS UHCYIMHOTEepanueil. JlaktaTanuio3 (B TOM 4ucie B aHaMHE3e).

o HapymeHI/I;I (1)YHKI_II/II/I INC4YCHM, BKJIO4Yasd MNAallUCHTOB C MOBBIIIEHHOH aKTHBHOCTBIO

IICYCHOYHBIX» (hepMeHTOB (amannHaMuHOTpaHC(hEpassl (AJIT) WJIn
acnapratamuHoTpancdepassl (ACT)) B 3 u Oosiee pa3 BbIIE BEPXHEH T'PAHUIBI HOPMEI
(3xBI'H).

e Xponuueckas cepaeuHas HemoctarouHocTh (XCH) IV ¢dynkuuonansHoro kiacca (PK) mo
dyHKIMOHANEHOI Kaccuukaiuy Hero-Hopkckoit kapauonornyeckoii accomuamuu (NYHA)
(BBUAY OTCYTCTBHUS JAHHBIX KIMHMUYECKUX HCCIEAOBAHUN O MPUMEHEHUU BUJIATIIMIITHHA Y
ATOM IPYMIIbI MAlIUEHTOB).

4.4. OcoOble yKka3aHHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipu Heobxoaumoctu uHcynuHorepanuu npenapat BUJIIATJIMIITUH ABEKCUMA npumenstor
TOJIKO B KOMOMHAIMK ¢ HHCYIUHOM. [Ipenapat mpoTHBOIOKa3aH y NallMeHTOB C CaXapHbIM THabeToM
1 Tvma wim JuIst TIeYeHus: AMabeTHIecKoro Keroauao3a (cm. pasuen 4.3.).

CepaeuHasi HeIOCTATOYHOCTh

[Tockonbky nanHble 0 npuMeHeHnH BuiigarnunTiHa y nanueHTos ¢ XCH I ®K no knaccudukanyu
NYHA orpanuueHsl M HE TO3BOJSIIOT CIEJaTh OKOHYATENIBHBIM BBIBOJ, PEKOMEHIYyETCA C
OCTOPOKHOCTBIO IPUMEHATh BUIIATTIUITHH y NAMEHTOB JAaHHOM KaTErOpuu.

He pexomennyercs npumeHenue BungarnunTiHa y namueHtoB ¢ XCH IV ®OK no knaccudukanmm
NYHA, BBUAY OTCYTCTBUSI JaHHBIX KIIMHUYECKUX MCCIEIOBAaHUNA O MPUMEHEHUU BWIJAATIIUANTHHA Y
NAIMEeHTOB 3TON Tpynnsl (cM. paszaen 4.3.).

Hapvyiienne b VHKIIMY ITOYEK

[TockoybKy ONBIT NPUMEHEHHUs] BUIAATJIMITHHA y MALMEHTOB C TepMHUHaNbHOM craguend XbII,
HAaXOJAIIMXCA HAa TEMOJHAIN3€ WU NPOXOAAIIUX MPOUEAYypY T'e€MOAHaIN3a, OTPaHUYEH, Mpernapar
PEKOMEHYETCS MPUMEHSATH C OCTOPOKHOCTBIO Y JAHHOW KaTerOpuM NalUEeHTOB.

HameeHm[ d)VHKIII/II/I IICYCHHU

IlockonbKy B peakux ciaydasx Ipd INPUMEHEHUM BWIAATJIUITHHA OTMEYAJIOCh IIOBBIINIEHHE
aKTUBHOCTH aMHHOTpaHc(hepa3 (Kak mpaBuiio, 0€3 KIMHUYECKUX MPOSIBICHUN), epe] IPUMEHEHUEM
npenapata BUJIIATJIMIITUH ABEKCUMA, a Takxke peryspHO B X0JI€ IEPBOr0 T'oAa IPUMEHEHUS
npemnapara (1 pa3 B 3 mecsua), peKOMEHIYETCsl ONpeeNIATh OMOXUMHUECKUE MOKa3aTenu (QyHKIIUN
neyeHu. [Ipu BbISIBIEHUH MOBBIILIEHUSI aKTUBHOCTH aMUHOTpaHc(epas clieyeT NpOBECTH MOBTOPHOE
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HCCIIE0BAHUE C LEIBI0 MOATBEPKIACHUS pe3yibTaTa, a 3aTeM PEryJIIpHO MPOBOAUTH ONpPENEICHUE
OMOXMMHUYECKUX MOKa3aTesel (HyHKIIMH EUYeHH 10 UX HOPpMAaTU3aIiH.

Ecmu npesbimienne aktuHocth ACT wmm AJIT B 3 mim Gonee pa3 Beimie BI'H moareeprkaeHo
IIOBTOPHBIM UCCJIEJOBAaHUEM, IIpETapaT pEeKOMEHAYETCSI OTMEHUTH (cM. pa3zaen 4.3.).

[Ipu pa3BUTHHU KENTYXHU WK APYTUX MPU3HAKOB HApYyIICHUS PyHKIMHU IIeYeHU Ha POoHE MIPUMEHEHUS
BWIJATJIUIITUHA TEPANUIO IMpenaparoM CieayeT HeMEUIEHHO HpekpaTuTh. llocrme Hopmanuzanuu
nokasaresei (pyHKINY NeUYeHH JIeYeHUE penapaToM BO30OHOBIIATH HENb3S.

T 'unornukemus

W3BecTHO, 4TO mpenaparsl Cylb()OHUIMOYEBUHBI MOTYT MPOBOIUPOBATH PAa3BUTHE TUIIOTIMKEMUU.
Cy1iecTByeT pUCK pa3BUTHUS TMIOTIMKEMUM MPU OJHOBPEMEHHOM MPUMEHEHHH BWJIIATIUNTHHA C
npemnapatamMu Cyib(poHuIMO4YeBUHBL. [Ipn HEOOXOAMMOCTH ClEAyeT PacCMOTPETh BO3MOXKHOCTH
CHIDKCHHUS JIO3BI TPErnapaToB Cyab()OHHIMOYECBHHBI C IIEJIbI0 MUHUMHU3UPOBATh PHUCK Pa3BUTHS
TUIOTJIMKEMHUH.

OcTphlil MAaHKPEATUT

[IpuMeHeHne BHIIJATJIMIITUHA CBSI3aHO C PHCKOM pa3BUTUSA OCTPOro mnaHkpeatuta. Craemyer
mponH(MOPMHUPOBATH MMAIMEHTAa O CHUMITOMAaX, XapaKTePHBIX JJIs OCTPOro maHkpearurta. l[lpwm
MOJO3PEHUH HAa OCTPBIM MaHKpPEaTHT Mpernapar clieJyeT OTMeHUTh. He ciemyeT BO30OHOBIATH
TEpaIuio, €CJIM OCTPBIN MAHKPEATHT ObLI MOATBEPKIEH. Y MAIMEHTOB C OCTPHIM MAaHKPEATUTOM B
anamHese npumensaTs npenapat BUIIJJATJIMIITUH ABEKCHUMA creayer ¢ OCTOPOKHOCTBIO.

BcnoMorarenpHble BEIIECTBA

Jlakmosa
[Mpenapar BUJIJATJIMIITUH ABEKCUMA conepxut JaKkTo3y.

JlaHHBII JIEKAPCTBEHHBIH Iperapar He cJelyeT MPUHUMATh MAleHTaM C PElIKO BCTpEYarolieics
HACJICJICTBEHHOW HEMEPEHOCHMOCTBIO TallaKTO3bl, JAKTa3HOW HEJOCTATOYHOCTHIO HWJIM TITFOKO30-
raJlakTO3HOM MalibabCopOLIHEH.

Hampuu

JlaHHBIN mpenapaTt coAepXKUT MeHee | MMoib (23 Mr) HaTpusi Ha TabJIETKY, TO €CTh, [0 CYTH, «HE
COJIEP’KUT HATPUS».

4.5. BzaumojeiicTBHe ¢ JPYrMMH JIeKAPDCTBEHHbIMH MNpenapaTtamMM # Jpyrue BHJbI
B3aUMO/IeHCTBUA

Bunnarnuntun o6nagaeT HM3KUM IOTEHIMAIOM JIEKAPCTBEHHOro B3auMojieicTBus. Ilockonbky
BUJIIATJIMIITHH HE siBisieTcs: cyocTpaToM pepmenToB utoxpoma P450 (CYP), a Takke He MHTUOUpYET
U HE MHIyUUpyeT OTH (EpMEeHThI, B3aUMOJCWCTBUE BWIJAIIMITHHA C JIEKApCTBEHHBIMU
IpernapaTamMu, KOTOpbIE SBJSIOTCS cyOcTparamu, uHruOutopamu win uHaykropamu P450 (CYP),
MajoBepoATHO. [Ipy OAHOBPEMEHHOM NPHUMEHEHUM BWIJATIUNTHH TAaKK€ HE BIMSIET HAa CKOpPOCTh
MeTaboM3Ma MpenaparoB, sBisromuxcs cyocrparamu pepmentor: CYP1A2, CYP2C8, CYP2C9,
CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.

Knuandeckn 3HAYMMOTO B3aWMOJICHCTBHS BWINANIMITHHA C TpenaparaMu, HauOojiee YacTo
UCIONIE3YEMBIMU TIPU JIEYCHUHM caxapHOro amadera 2 Tumna (MIHOEHKIAMHIOM, MHOTJIUTA30HOM,
MeTHOpMUHOM) WM OO0NAAOMIMMH  y3KUM TEpAleBTHUYECKUM JIHANA30HOM  (aMIJIOJUIIHHOM,
JTUTOKCHHOM, PAaMHUIIPUIIOM, CAHMBAaCTaTUHOM, BaJicapTaHOM, Bap(hapruHOM) HE YCTAHOBJICHO.

TI/IaSI/I)II)I, TIIIOKOKOPTHUKOCTECPOU K], ITpCIIapaTbl TOPMOHOB I]_[I/ITOBI/I}IHOI\/'I JKEJIE3bl, CHUMIIATOMUMETUKHU
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MOTYT CHW)XaTh THIIOTJIMKEMHUYECKOE IEHCTBUE BWINATIUNTHHA, KaK W JPYTUX MEpOpaTbHBIX
MIPOTUBOANA0ETHYCCKHX TPEIapaToB.

YacroTa pa3BUTUS aHTMOHEBPOTHYECKOIO OTEKa ObLIa BBIIIE MPU OJHOBPEMEHHOM IMPUMEHEHHH
BUJIATJIMIITAHA ¢ MHTUOUTOpaMH aHTHOTeH3WHIpeBparammero ¢gepmenta (AIID), nmpu 3Tom Obuia
CXOAHOM C TaKOBOM B KOHTPOJILHOM Tpytiiie. B 60nbIInHCTBE CllyyaeB aHTMOHEBPOTUYECKUHN OTEK OBLIT
CpEeHEeW CTENEHU TSHKECTH M paspemalics CaMOCTOATENbHO B XOJI€ MPOAOJIKEHHUS Teparuu
BWJIJATJIUIITUHOM.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTD U JAKTALUSA

bepemeHnHOCTh

HOCT&TO‘IHHX JAaHHBIX 11O NPUMCHCHHIO BUJIAAIIUIITUHA Y 6€peMeHHbIX HCT, B CBA3H C UCM IIpCriapar
IIPOTHUBOIIOKA3aH BO BpEMs 6€p€MCHHOCTI/I. B JOKIIMHUYCCKUX HCCIICAOBAHUAX ObUla BBISBIIEHA
PECIPOAYKTHBHAA TOKCHUYHOCTL IIPpU NPHUMCHCHUHW B BBICOKHMX J034aX, HOTeHLII/IaJIBHbe/'I PUCK IJIA
YCJIIOBCKA HCU3BCCTCH.

JlakTarms

[Ipenapar BUJIAATJIMIITUH ABEKCUMA npoTtuBoIiokasas B epuo/i rpyJHOr0 BCKapMJIMBAHMS,
MMOCKOJIbKY HEM3BECTHO, TPOHUKAET JIM BUJIIATJIMITHH B TPYIHOE MOJIOKO y Y€JIOBEKa.

DepTHIbHOCTD

B AOKIIMHUYCCKUX HCCICAOBAHUAX IIPpU MNPHUMCHCHUHW B O03ax, B 200 pa3 MPECBLIIIAIOIIUX
PEKOMCHAYCMBIC IJIs1 YCIIOBCKA, IMPEIlapaT HE BbI3bIBAJI HapymeHI/Iﬁ (bepTI/IJ'IBHOCTI/I.

4.7. BiusiHue HA CIOCOOHOCThH YHOpaBJsiTb TPAHCHOPTHBIMMH CpPEACTBAMH H paﬁDTaTb C
MeEXaHU3MaMHu

I/ICCJIGI[OBaHI/Iﬂ BJIMAHHWA BUJIJarJIMIITHHA Ha CIIOCOOHOCTH YIIPpaBJIATh TPAHCIIOPTHBIMH CPCACTBAMU
50044 pa60TaTB C MCXaHNU3MaMHU HE ITPOBOJUIIUCE.

[Ipu pa3BUTHH rOJIOBOKPYKEHMSI HAa (JOHE MPUMEHEHUS Ipernapara nalueHTaM He ciaeayeT YIpaBisiTh
TPAHCHOPTHBIMH CPEJICTBAMU WJIM PabOTaTh ¢ MEXaHU3MaMH.

4.8. HexkesaTeibHbIE peaKkuu

Pesrome nmpoduiist 0e300acHOCTH

[Ipy nmpumMeHeHUM BWIJArJUNTHHA B MOHOTEpANMH WM B KOMOMHALMU C JIPYTMMH INpenaparaMu
OOJBIIMHCTBO HexenaTenbHbIX peakiuii (HP) Obutu cabo BeIpaskeHbl, IMEIN BpEMEHHBIN XapakTep
u He TpeboBamu oTMeHbl Tepanuu. Koppemsuuu mexnay vacrotod HP u Bospactom, mosowm,
9THUYECKOH NPUHAJUIEKHOCTBIO, IPOIOJKATEILHOCTHIO IPUMEHEHUS UIIA PEKUMOM TI03UPOBAHUS HE
BBISIBJICHO.

YacToTa pa3BUTHS aHTMOHEBPOTHYECKOIO OTeKa Ha ()OHE Teparuu BUWIJATIMITHHOM COCTaBisIa
>1/10000, vHo <1/1000 (Tpamaius «peako») W ObUIa CXOJHOW C TaKOBOW B KOHTPOJBHOM TpyIIIE.
Haubonee yacTo ciy4an aHTMOHEBPOTHYECKOTO OTE€KAa OTMEYAIUCh MPU NPUMEHEHHUHU Iperapara B
koMOuHamu ¢ uHruburopamu AIID. B GonpIIMHCTBE CilydaeB aHTMOHEBPOTUYECKUH OTEK ObLI
CpPEOHEH CTENEHM TSDKECTH W pa3pellaics CaMOCTOSTENBHO B XOJ€ MPOJOJDKEHMSI Tepanuu
BUJIAATTTUIITUHOM.

Ha ¢one Tepanuu BUINATIUNTHHOM PEIKO OTMEUYAINCh HApylmIeHHS (YHKIMM Me4eHu (BKIIOYast
rernaTut) 0eCCUMITOMHOTO TeueHus. B OonbIIMHCTBE ciydyaeB JaHHbIE HApYUICHUS U OTKIOHEHUS
nokaszarenel (yHKIMU MMEYEHU OT HOPMBI Pa3pelIMIUCh CaMOCTOSATENbHO 0€3 OCIOKHEHUH Iocie
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MpeKpalieHus Tepanuu npemnaparoM. [Ipu npumMenenun BuaarauntiHa B 1o3e 50 mr 1 win 2 pasa B
CYTKH 4acTOTa YBEIMYCHUS aKTUBHOCTH «medeHOUHbIX» (epmenToB (AJIT mmu ACT >3xBI'H)
cocraBisina 0,2 % wnu 0,3 % coorBercTBeHHO (10 cpaBHeHUIO ¢ 0,2 % B KOHTPOJBHOI Tpyrie).
VYBenuueHne aKTHUBHOCTH  IICYEHOYHBIX» (EPMEHTOB B  OOJBIIMHCTBE CIy4acB  OBLIO
0eCcCHMITTOMHBIM, HE IPOTPECCUPOBAIIO U HE COMTPOBOXKAATIOCH XOJIECTa30M UITU JKEITYXOH.

Pe3roMe HexenaTeabHbIX DEAKIINI

HP crpynnupoBaHbl B COOTBETCTBUU ¢ KjiaccuduUKaiueir opraHoB u cuctem opranoB MedDRA. B
Ipezesiax KakJIou IpyIIbl OPraHoB U cucteM opraHoB HP mepeuuncrieHsl B MOpsAKE YMEHBIICHUS
4acTOThl BCTpPEYaeMOCTH. B mpenenax Kaxaod rpymmsl 4acToTbl BcTpeyaeMocTd HP ykaszanbl B
MOPSAJIKE YMEHbBILIEHUS TSDKECTH.

JUis OLIEHKM 4YacTOThl BCTPEYAEMOCTH HEXKEJIATENbHbIX PEAaKLUUH HCIONb30BAINCH CIEIYyIOIINE
KpUTEPUH:

oudeHb yacto (>1/10);

qacto (>1/100, o <1/10);

Heuacto (>1/1 000, Ho <1/100);

penko (=1/10 000, vo <1/1 000);

oueHb peako (<1/10 000);

94acTOTa HEM3BEeCTHA (HA OCHOBAHWHU MMEIOLINXCS TAHHBIX OIIEHUTh HEBO3MOXKHO).
Ipu npumernenuu uI0aA2IUNMUHA 8 MOHOMEPANUU

[Ipu npuMeHnenuu BumarmnTiHa B 1o3¢ 100 Mr B CyTKM 4acTOTa OTMEHBI TEpallid B CBS3U C
pasButHeM HexenatenbHbix peakiuii (0,3 %) Oblia He BhIle TakoBOH B rpyiie 1ianebo (0,6 %) win
npenapara cpasaenus (0,5 %).

Ha ¢one MoHOTepanuu BHUIAArIUNTHHOM B 103¢ 100 MI B CyTKM 4acToTa Pa3BHTHUS TMITOTJIMKEMHU
0e3 yBEIMYEHHUsI CTEIIEHU TSKECTU cocTosiHUs cocTasisiia 0,4 %, 4TO COMOCTaBMMO C IpernapaToM
cpaBHenus u miane6o (0,2 %).

Macca Tena He M3MEHsSUIaCh 10 CPaBHEHHUIO C MCXOJHOM B KIMHUYECKHX MCCIEI0BaHUAX, KOTJa
BuwarmunTuH 100 Mr B CyTKM NPUMEHSJIM B KadecTBe MoHoTepanuu (-0,3 kr u -1,3 kr B rpynnax
BWIJATJIUNITUHA U TJ1A1[e00 COOTBETCTBEHHO).

HHd)eKMMM U UHeasuu

OueHb penko: HH(EKINHY BEPXHUX AbIXaTEIbHBIX MTyTeH, Ha30()apUHTUT.

HaDVZMEHM}l MemaboauMa U NUManus

HeuacTo: rumnoriimkeMus.

HaDVZMEHM}l CO CImMOpPOHDBL H€D8H012 cucmembl

YacTo: roJIoBOKpyKeHHE.
HeuacTo: ronoBHas 601b.

Hapywenus co cmoporbl ofceﬂydquo-Kumequozo mpaxkma

Heuacro: 3amop.

Hapywenus co cmoponbl COCV@OB

Heuacro: nepudepudeckue oTexu.
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Hapywenus co cmopoHbl MblueyHou, KOCMHOU U COCOUHUMENbHOU MKAHU

Heuacro: aprpanrus.

JlonrocpoYHble KIMHUYECKUE HCCIIENOBaHUS MPOJOJDKUTEIBHOCTBIO 1O 2 JIET HE BBISIBUIM KAKHX-
1100 JOTOJIHUTENBHBIX OTKIOHEHUH mpoduis 6e30macHOCTH WM HENPEIBUACHHBIX PUCKOB IpU
IIPUMEHEHHUH BUJIJATJIMIITUHA B MOHOTEPAIIUH.

Ipu npumenenuu sundaznunmuna 6 0oze 100 me 6 cymku 6 KOMOUHayuu ¢ MemgoOpMuHoMm

[Ipu npumenenun BuigarnunTuHa B n03e 100 Mr B cyTku B KOMOMHAIMH ¢ METHOPMUHOM HIIU
ianebo B COYETaHWU C MET(HOPMUHOM CIIydaeB OTMEHBI TEpaluu B CBs3U ¢ pa3ButueM HP He
OTMEYaJIOCh.

[Ipu npumeHenun BwigarmuntaHa B go3e 100 Mr B CyTkKM B KOMOMHANuM ¢ MeT(HOPMHUHOM
TUIONIMKeMHs oTMedanachk B 1 % ciydaeB (B rpymme miane6o + merdopmun — Hedacto (0,4 %)). B
rpyIie NPUMEHEHUS BUIJATIUIITHHA HEe HAOII01aI0Ch Pa3BUTHSI THIIOTTIMKEMHUH TSHKEION CTETICHH.

Macca Tena He H3MEHAIACh IO CPaBHEHMIO C HMCXOJHOM B KIMHHYECKUX MCCIEOBAaHUSAX IPH
pUMeHeHun KomOuHauuu BuiaarmuntuHa 100 mr B cytku u merdopmuna (+0,2 xr u -1,0 xr B
rpymnmnax BUIJArIUITHHA U IU1a1e00 COOTBETCTBEHHO).

Hapywenus MemaboauMa U NUMaHus

YacTo: ruIoriuKeMusl.

Hapywenus co cmoporbl H€D6H01/7 cucmemyl

Yacro: TpEMOp, I'0JIOBHAA 6OJ'II>, T'OJIOBOKPY?KCHHC.
HeuacTo: noBbimmeHHast YTOMIIACMOCTD.

HapvmeHuﬂ CO CImMOpPOHDbL che.flV()O’{HO‘KMLble’{HOZO mpaxKma

YacTo: TOLIHOTA.

JlonrocpouHble KIMHUYECKUE HCCIIEN0BAaHUS MPOJOJDKUTENBHOCTBIO O 2 JIET HE BBISIBUIM KaKHX-
MO0 JOTOJIHUTEIBHBIX OTKJIOHEHHM Mpoduist 0e30MacHOCTH WM HENpPEeIBUICHHBIX PHUCKOB MpHU
NPUMEHEHUH BUIIJATrJIMIITHHA B KOMOUHAIIMY ¢ MET(OPMHUHOM.

N3ydyenne npuMeHeHnss KOMOWHALMY BIIIJATJIUIITHHA U METQOPMIHA B KaYECTBE CTAPTOBOM Teparuu
IpU caxapHOM Jjauabere 2 TuUma HE BBIIBWIO OTKJIOHEHUH mpoduis Oe30MacHOCTH WU
HEINPEABUICHHBIX PUCKOB.

Ilpu npumenenuu eunoaznunmuna 6 0o3ze 50 me 6 cymku 6 KOMOUHayuu ¢ NpouU380OHbLIMU
CYNbDOHUIMOYEBUHDL

[Tpu npuMeHeHnH BUIIAATIUIITHHA B 103€ 50 MI' B CYTKHM B KOMOMHALIMU C TJIMMENUPHUIOM 4acTOTa
OTMEHbI Tepanuu B cBs3u ¢ pazBurueM HP cocrasmsa 0,6 % (mo cpaBHenuto ¢ 0 % B rpymme
TIIUMEnUpH + mianedo).

YacToTra pa3BUTHs TUTIOTIUKEMHUH Y MAIIIEHTOB, MOJTYYaBIIUX BUJIATTUNTHH B 103€ 50 MT' B CYTKH
BMECTE C TIMMeNnupuaoM, coctaBmwia 1,2 % (mo cpaBaenuro ¢ 0,6 % B rpymme mianebo +
mmMenupua). B rpynmne npuMeHeHusT BUIAATIUIITHHA HE HAONIOAAIOCh PAa3BUTHS THUIIOTJIMKEMHUHN
TSDKEJIOW CTETIEHU.

Macca Tenla He M3MEHSUIACh 10 CPaBHEHHUIO C MCXOJHOM B KIIMHWYCCKUX HCCIICOBAHHAX, KOTJa
BUJIIATJIMIITHH B J]03¢ 50 MT O/IMH pa3 B CyTKHU n00aBmsuin K raumenupuny (-0,1 kr u -0,4 xr B rpymnmax
BWJIJIATJIUTITUHA | TIJ1A1[e00 COOTBETCTBEHHO).

Unpexyuu u unsaszuu
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Ouensb penko: Ha30(hapUHTHT.

Hapywenus MemadoIUIMa U NUMAHUSL

YacTo: ruIorimKeMus.

Hapywenusa co cmoporbl WCQﬂV@O‘iHO'KUW@‘iHOZO mpaxkma

Heuacro: 3amnop.

Hapywenus co cmoporbl H€D6H012 cucmemyl

YacTo: TpeMop, roJI0BHast 00JIb, TOJIOBOKPYKCHHE, aCTCHHSI.
Ipu npumenenuu sundazrunmuna 6 0oze 100 me 6 cymku 8 KOMOUHAYUU C MUAZOTUOUHOUOHOM

[Ipn nmpumenennu BwiIgaraunTuHa B jgo3e 100 Mr B CyTkM + THA30MAMHIMOH M Iutanebo +
TUA30JIUIUHUOH CIy4yaeB OTMEHBI TE€paluu B CBS3M C Pa3BUTHEM HEXKEIATEIbHBIX PEAKIUN He
OTMEYAJIOCH.

[Ipu npumeHenun BuijaariuntuHa B o3¢ 100 Mr B CyTKM + NMUOIIIMTA30H OTMEYAIOCh Pa3BUTHE
runorivkemun B 0,6 % cinydyaes, a y MalMeHTOB, MOJIy4aBIIUX Ianedo + nuorauTasox, — B 1,9 %
cirydaeB. B rpyrie npuMeHeH!s BIIIIATIUITHHA HE HA0JI01a710Ch Pa3BUTHS THITOTJIMKEMHUH TSHKETION
CTCIICHH.

B wuccnenoBanumum npuMEHEHMs BWIJATIMOTHHA B KAauyeCTBE JOMOJHUTEIBHOM Tepamuu K
MUOTJIMTA30HY a0COMIOTHOE YBEIHMUEHUE MACChI Tella B Tpyrie mianedo u Buiaarmuntuia 100 mr B
CyTKH cocTaBmwio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Tpu nobGaBnenun BuaarauntuHa B 103¢ 100 Mr B CyTKM K NMHUOTIHMTA30HY B 03¢ 45 MI' B CyTKH
4acToTa pa3BUTHA NepH(EepHUUecKuX OTeKOB coctaBisuia 7 % (mo cpaBHeHuio ¢ 2,5 % Ha ¢oHe
MOHOTEPAIHH ITHOTIIUTA30HOM).

Hapywenus MemaboauMa U NUMaHus

Yacro: yBenTuUeHHE MacChl Tea.
HeuacTo: rumnoriimkeMus.

HaDVZMEHM}l CO CImMOpPOHDBL H€D8H012 cucmembwl

Heuacro: ronoBHas 00j1b, aCTCHHSL.

HaDVZMEHM}l CO CImMOpPOHDBL COCV&OG

YacTo: nepudepuueckre OTeKH.

Ilpu npumenenuu eunoazrunmuna ¢ 0oze 50 me 2 pasa 6 cymku 6 KOMOUHAUUU C UHCYIUHOM (C
Memehopmunom unu 6e3 Hezo)

ITpu npuMeHeHHH npenapaTa B KOMOMHAIIMK ¢ MHCYJIMHOM (B KOMOMHALIMU ¢ METPOPMHUHOM MU 0e3
MeT(hOpMHHA) YacTOTa OTMEHbI Tepanuu BcieactBue pasButuss HP Obuta paBna 0,3 %, B rpymme
Tepanuy BUWIAAMIMOTUHOM, B TPYIIE MJanedo cliydaeB OTMEHbI Tepanuu He ObLIO.

[Ipu npumeHeHnn npenapara B KOMOMHALIMY C HHCYJIMHOM (B KOMOWHAIuu ¢ MeT(hopMHUHOM min 6e3
MEeTQOpMHHA) HE OTMEYAJOCh YBEJIMYEHHS DPHCKA pa3BUTHS TUIOTIIMKEMHH IO CPAaBHEHHUIO C
KoMOuHanmen iamedo + nacynuH (14 % B rpynne BuwinarmnTtaaa U 16,4 % B rpynme miamne6o). Y
2 ManMeHTOB B IPYIINe BUIAATIUIITHHA U 'y 6 MTallMEHTOB B TPYIIIE [U1a1ed0 pa3BUiIach TMIOTIINKEMUS
TSKEIION CTETICHH.

Ha MoMmeHT 3aBepieHus uccieqoBaHMs Ipenapar He OKa3blBajl BIMSHMS Ha CPEIHIOI0 Maccy Tena
(Macca Tena yBenunumiiach Ha +0,6 KT 10 CpPaBHEHUIO ¢ KCXOIHOM B rpyIIIe BUJIIATJIUIITHHA, a B TPYIIe
1anebo ocTanach HEU3MEHHOM ).
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Hapywenus MemaboauMa U NUMmarus,

YacTo: TUIIOTJINKEMMUSL.

Hapywenus co cmoponsl HepsHoil cucmembl

Yacro: rojioBHas 00J1b, 03HOO.

Hapywenus co cmoponbl WCQﬂV@O'{HO-KUWGHHOZO mpaxkma

YacTo: TOIIHOTa, racTpod3odareaabHbIi pedIIroKC.
Hewacto: nquapes, MeTeopusMm.

Ilpu npumenenuu eundaciunmuna 6 0oze 50 me 08a pasza 6 OeHb 8 KOMOUHAYUU C Npenapamamu
CYNbOHUIMOUEBUHBL U MEMPOPMUHOM

CaydaeB OTMeHBl Tmpemapara, cBsi3aHHbIX ¢ HP B rTpynme KOMOMHUpPOBaHHON —Tepanmuu
BWIJATJUITUHOM, MET(GOPMHUHOM M  TJIUMENUPHIOM, OTMeueHo He Obuto. B rpymnme
KOMOWHUPOBAHHOH Tepanuu iane6o, MeT(OpMHUHOM H TTUMETIHPHIOM 4acTOTa OTMEHBHI ITperapara,
cBsi3anHoM ¢ HP, cocraBuina 0,6 %.

'umornukemust oTMedanachk 4acto B ooeux rpynmnax (5,1 % B rpynmne KOMOMHHPOBAHHOHN Teparnuu
BWIJIATJIUITHHOM, MET(HOPMUHOM M riumenupuioMm u 1,9 % B rpymnne KOMOMHUPOBAHHOW Tepanuu
wrane6o, MeTGOpMUHOM W TIUMENHPHUAOM). B Tpymme BUIIAariunTHHA OTMEYEH OJWH D307
TUIIOTIIMKEMUH TSDKEJIOHM CTENeHN.

Ha MomenT 3aBepiiieHust ucciae10BaHms 3HAYMMOTO BIMSHUS HA MacCy Teja BeIsIBJICHO HEe ObL10 (+0,6
KT B rpyrie Buwigarauntuia u -0,1 kr B rpymme miane6o).

Hapywenus MemaboauMa U NUMaHus

YacTo: rUIoriuKeMusl.

Hapywenus co cmoporbl H€D6H01/7 cucmemul

Yacro: T'OJIOBOKPYKCHHUC, TPEMOD.

Hapyuwenus co cmoponbsl koocu u NOOKONCHLIX MKAHE

YacTo: runepruapos.

Obwue Hapyuienus U peaxuyuiy 8 Mmecme 66e0eHus

YacTo: acTeHHU.
Ilocmpecucmpayuonusie ucciedo8anus

Bo BpeMs mpoBeneHUS MOCTPETUCTPALMOHHBIX HCCIENOBaHUN OBLTH BBIABIEHBI cienyromue HP
(TOCKOJIBKY COOOIIEHUs TOYYEHBI B JOOPOBOJIHLHOM TMOPSAKE OT TMOMYJAINH HEONPEACICHHOTO
pa3Mepa, JOCTOBEPHO OIPEAETUTh YaCTOTY pa3BUTHs NaHHBIX HP He mpeacTaBnsieTcss BOSMOXKHBIM, B
CBSI3M C YEM OHM KJIaCCU(UILIMPOBAHBI KAK «4aCTOTAa HEU3BECTHAY).

HaDVZMEHM}Z CO CImMOpPOHDBL WC@ﬂV@O’{HO'KMWELIHOZO mpaxKma

YacToTa Hen3BeCTHA: TAHKPEATHT.

Hapywenus co cmoponbl newenu u 9!C€ﬂ1l€6bl6’06ﬂ1/14ux nymetl

YacTtoTa HEeM3BeCTHA: TeMAaTUT (Pa3pEIIMBIINIICS CAMOCTOATEIHFHO MOCIE OTMEHBI JIGKAPCTBEHHOTO
mpernapara), HOBBIIICHHE aKTHBHOCTH «II€YCHOYHBIX» (DEPMEHTOB (pa3pelInBIIeecs CaMOCTOSTEIBHO
MocJie OTMEHBI JIEKAPCTBEHHOT'O IIpernapaTa), XOJIeUCTHUT.

Hapywenus co cmoporbl Kodcu u NOOKONCHLIX MKAHell
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YacTora HEM3BECTHA: KpANMBHMILA, HKC(HOIMATUBHOE M OyJUIE3HOE MOPAXKEHHUS KOXKH, BKIIOYAs
OyIs1e3HbIN TeM(Uron, KOKHBIM BaCKYIHT.

Hapywenus co cmopoHbl MblueyHoU, KOCMHOU U COCOUHUMEIbHOU MKAHU

YacToTa HEU3BECTHA. MUAITHUS.

COO6I_HCHI/IC O ITOA03PEBACMBIX HCKCJIATCIBbHBIX PCAKIIUAX

BaxxHo co001maTh 0 M0J03peBaEMbIX HEXKENATENBbHBIX PEAKIUAX OCIIE PErHCTPALUH JICKApCTBEHHOTO
mpernapaTta ¢ Lelblo 00ecredeHHs] HEMpPephbIBHOTO MOHUTOPHHIA COOTHOIIEHHUS «II0JIb3a — PHUCK»
JICKApCTBEHHOTO TpenapaTa. MeIWIUHCKUM paboTHUKaM PEKOMEHAYeTCs CoOo0maTh O JIOO0BIX
M0/I03PEBAEMbBIX HEXKEJIAaTeNbHBIX PEaKIMIX JIEKapCTBEHHOTO Ipenapara 4epe3 HaI[MOHaJbHbIC
CHCTEMBl COOOLICHHS O HEXKENATeIbHBIX pPEaKUUsAX ToCyIapcTB — 4iIeHOB EBpa3uiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas ciyx0a o Haa30py B cepe 3ApaBoOXpaHEHUS

109012, r. Mocksa, CiaBsiHcKast Tiiomiaib, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnektponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B UHGOPMAIMOHHO-TEIEKOMMYHHUKAIIHOHHOM ceTh «HTepHET»:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

CHUMIITOMBI
Bungarnuntus Xopolo nepeHocuTcs Mpy NpuMeHeHuu B 103¢e 10 200 Mr B CyTKH.

[Ipu npumenenuu npenapata B 1o3€ 400 Mr B CyTKH MOTYT Ha0Jt0/1aThesi: O0JIb B MBIIILAX, PEIKO -
JIETKUE U TPAH3UTOPHbIE MMAPECTE3UH, JTUXOPAaKa, OTEKH U TPAH3UTOPHOE IOBBIIIEHHE aKTUBHOCTH
nunassl (Beiie BI'H B 2 paza). [Ipu yBenuduenun no3s! BuiaariuntuHa 10 600 Mr B CyTKH BO3MOKHO
pa3BUTHE OTEKOB KOHEUHOCTEH, CONPOBOKIAIOIIMXCS MApecTe3UsMH W IOBBIILIEHUEM aKTUBHOCTH
kpeatuHocdokunaspl, C-peakTuBHOTO Oenka W Muorinobuna, aktuBHOCTH ACT. Bce cummTomsr
NEepeO3UPOBKM W U3MEHEHHs J1abopaTOpHBIX IOKa3arened oOpaTUMBbl TOCIE MpeKpalleHus
MIPUMEHEHHUS IIpernapara.

Jleuenue

BeiBenienne mnpemapara nM3 OpraHu3Ma € MOMOINBIO JUaln3a MaloBeposATHO. OJHAKO OCHOBHOMH
rUIpoNn3HbIi Metabonut BuiaarnaunTuHa (LAY 151) mMoxxeT ObITh yJnajleH W3 OpraHu3ma IyTem
reMOINaIN3a.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTepaneBTUYECKas TPYIIa: CPeICTBA IS JICUCHUs CaXapHOTo quadera; TUIMOTIMKEeMIYeCKHe
Cpe/cTBa, KPOME HHCYJIMHOB; HHTHOUTOPHI AunienTuamimnentuaassi-4 (JI111-4).
Kon ATX: A10BHO2.

MexaHu3M aeicTBus

BuigarnmunTtus, npeacTaBUTENb Kilacca CTUMYJIATOPOB OCTPOBKOBOIO allapara IOAKEIyI0YHOU
JKeJle3bl, SBJISETCS MOIIHBIM U ceNeKTUBHBIM nHruOutopom [III1-4, ynydmaonmm rivkeMUuecKui
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KoHTpoJib. WHrmomposanune pwimarmntuaoM JIII1-4 mpuBomuT K yBenWMYEeHHIO 0a3ajbHOTO M
MOCTIPAHUATBFHOTO YHJAOTCHHOTO YPOBHS HHKPETHHOBBIX TOPMOHOB TIIFOKArOHOMO00HOTO MENTH 1A
1 (I'TIII-1) u rroK0303aBHCUMOT0 HHCYIIHHOTpOIHOro monunentuaa (CUIT).

dapmakonmHamuueckue 3hdEKThI

[Ipu npumenennn BungaraunTuHa B 103¢ 50-100 Mr B CyTKHM y TIAIIMEHTOB C CaXapHBIM JTHa0eTOM 2
tuna (CJ] 2 tuna) oTMedaeTcst yaydiieHue QyHKIMH [-KIETOK TOHKENyI09HON kelne3bl. CTeneHb
yiydieHus: GyHKIUHU B-KIETOK 3aBUCUT OT CTEIIEHU UX UCXOIHOTO MOBPEKAEHUS; TaK y jull 6e3 CJJ
2 tumna (C HOpMaJIbHOW KOHILIEHTpAILMEN TIFOKO3bI B TJ1a3Me KPOBH) BIWIIJIAMIUITHH HE CTUMYJIUPYET
CEKpEeLMIO MHCYJIMHA U HE CHUKAET KOHLEHTPALIUIO TIFOKO3BI.

[ToBbrmas konnenTpauuto sua0reHHoro I'TII-1, BuigarnunTiH yBeIUYMBAET YyBCTBUTEIBHOCTD O~
KJIETOK K TJIIOKO3€, 4YTO IMPUBOJUT K YJIYYIICHUIO TJIFOKO303aBUCHUMOW PEryJsiUM CEKPELHHU
rokaroHa. CHM)KEHHE MOBBIIICHHOW KOHIEHTPAIMU TJIIOKaroHa BO BPEMs €J1bl, B CBOIO OuYepe/b,
BBI3BIBAECT YMEHBIIICHNE UHCYJIUHOPE3UCTEHTHOCTH.

VYBenudeHWe COOTHOIICHHWS WHCYJIMH/TIIOKAroH Ha (OHE THICPTIMKEMUH, OOYCIOBICHHOE
noBbiienreM koHenTpauuu ['TII-1 u I'UI1, BeI3bIBaeT yMeHbLIEHNE TPOAYKIIUHU TTIFOKO3bI IEYEHBIO
Kak BO BpEMs, TaK W IOCJE MPUEMA MUIIU, YTO MPUBOAUT K CHMKEHUIO KOHILIEHTPAlUMU TIIOKO3bI B
J1a3Me KpOoBH.

Kpowme Toro, Ha ¢oHE MPUMEHEHHs BIIIJATIAIITHHA OTMEYAETCsl CHIYKEHUE KOHIICHTPAIUH JIUIIHIOB
B IJIa3Me KPOBHM IOCJIE€ MIpUEMa UM, OAHAKO 3TOT 3(PdeKT He cBsA3aH ¢ ero aeiicreuem Ha ['TIIT-1
wm ['UIT n ymyumenuem QyHKIIUN OCTPOBKOBBIX KJIETOK TOKEITYIOUHOM KEIE3bl.

W3BecTHO, uTo noBblimieHre koHueHTpauuu ['TIII-1 MoxeT NpUBOAUTE K 3aMeJUIEHUIO OIIOPOXKHEHUS
’KeTy/IKa, OHAKO Ha (JOHE MPUMEHEHHs BIIIAIMITHHA N000HO0Tr0 3(dekra He HabmogaeTCs.

[Ipu npumenenun BungarnuntuHa y 5795 maumentoB ¢ CJ] 2 Tuma B TeueHue 52 Henenb B
MOHOTEpAMA WM B KOMOWHAIMK C MET()OPMUHOM, IPOU3BOJHBIME CYJIb()OHUIMOYCBUHBI,
TUA30JIMIUHAMOHOM, WM MHCYJIMHOM OTMEYaJoCh JIOCTOBEPHOE [JIMTEIBHOE CHUYKEHUE
KOHLEHTpAaLUU TIUKUpoBaHHOTO reMoriodnHa (HbA1c) u riaoko3sl KpOBH HATOIIAK.

[Tpu mpuMeHeHUN KOMOWHAIIMK BUJIATJIUIITHHA U METQOpPMHUHA B KauyeCTBE HAYalIbHOW TEpamnuu y
nanuentoB ¢ C/] 2 tuma B TeueHune 24 Heenb 0TMEUaIoCh J10303aBUCUMOE CHUKEHNE KOHIIEHTPAIU!
HbAlc B cpaBHeHuu ¢ MOHOTepamuei naHHBIMU Tpemnaparamu. Ciaydaw pa3BUTHS TUIIOTTUKEMUU
ObUIM MUHHMAaJIbHBI B 00€UX Irpynnax Tepanuu.

IIpu npuMmeHeHnn BugarnunTUHa B 1o3e 50 Mr 1 pa3 B CyTku B TeueHHE 6 MECALEB Yy MAlUEHTOB C
C/J1 2 tumna ¢ mapynrenreM GyHKImK modek cpeneii (CK® >30, <50 mn/mun/1,73 M?) unm Tsxenoi
(CK® <30 ma/mun/1,73 M?) cTeneHn oTMeuanoch KITMHIYECKH 3HAYMMOE CHUKEHHE KOHIIEHTDAINH
HbAlc no cpaBHenuto ¢ mianedo.

[Tpu mpuMeHeHuN BUIIArIunTHHA B 103€ 50 Mr 2 pasa B cyTKkU B KoMOuHaIuu ¢/6e3 MeTopMuHa u
uHcynuHOM (cpeassist no3a 41 EJl B cyTku) ObUIO NMPOJEMOHCTPUPOBAHO CHUXKEHHME MOKa3aTels
HbAlcna 0,77 % ot ucxoaHoro cpeanero 3HaueHus 8,8 % co cTaTUCTHYECKH JOCTOBEPHOU pa3HUIIeH
¢ tuiaue6o 0,72 %. YactoTa TMNOTTIMKEMUN B IPYIIE BUIJATJIUIITHHA CPaBHUMA C TAKOBOM B TpyIe
wiane6o. [lpu npumeHenun BuigarnaunTHHa B go3e 50 Mr 2 pasa B CYTKH B KOMOWHAIIUU C
MeTdopmuHOM (>1500 MT B CyTKHM) ¥ TIIMMETTUPUIOM (>4 MT B CYTKH ) OBUIO TIOKA3aHO CTATUCTHYECKU
3HauuMoe cHuxkeHne ypoBHs HbAlc Ha 0,76 % ot ucxognoro cpensero 3Hadenus 8,8 %.

5.2. dapmakoKHHETHYECKHUE CBOIiCTBA

AOcopbrms

[Ipy mnpueme BHYTpb HATOLIAK BWJIJAMVIMITUH OBICTPO BCachIBaeTcs, a €ro MaKCHMaJbHas
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KOHIIeHTpanus B TutasmMe KpoBH (Cmax) gocturaercss depe3 1,75 waca mocie npuema. [lpu
OJTHOBPEMEHHOM IPUEME C THIIEH CKOPOCTh a0COPOIIMH BUJIIATIMIITHHA CHIYKASTCS He3HAUUTENBHO:
oTMevaeTcs yMmeHblleHUE Cmax Ha 19 % 1 yBennueHne BpeMEeHU €€ JOCTUKEHUs 110 2,5 yacoB. OgHAKO
MIPUEM TTHIIN HE OKA3bIBACT BIUSHUS HAa CTETICHb a0COPOINH U TJIOIA/Ib O KPUBOU «KOHIIEHTPAIIHS-
BpeMsi» (AUC).

Bunnarnuntun ObICTpO BcachIBaeTcs, a €ro adCoJOTHass OMOJOCTYHNHOCTh IOCIE NMpHUEeMa BHYTPb
coctaBisieT 85 %. Cmax 1 AUC B TepaneBTUYECKOM JMalla30HE 103 YBEIUYMBAKOTCS MPUMEPHO
IIPOIOPLIMOHAIIBHO J103€.

Pacopenenenune

CreneHp CBSI3bIBaHUS BHJIIATJIMITHHA C OelKaMu IUia3Mbl KpoBu Huzkas (9,3 %). Bunparnmuntun
pacmpesnenseTcss pPaBHOMEPHO MEXAY IUIa3MOil KpoBM M spuTpouuTamu. Pacmpenenenue
BWIIATJIUNITAHA TPOMCXOJHUT, MPEANOI0KHUTEIbHO, SKCTPABACKYIAPHO, 00BEM pacmlpeneiieHUus B
PaBHOBECHOM COCTOSIHUH I10CJI€ BHYTpUBEHHOTO BBeeHus (Vss) cocrasisier 71 .

Buorpancdhopmarms

OCHOBHBIM ITyTE€M BBIBE/ICHUS BUJJIATIIMIITHHA sIBIIsieTcst Onorpancdopmariius. B oprannsme uenoeka
69 % mo3sl mpemnapara noasepraercs ouorpanchopmarmu. OcHoBuoit meradonut -LAY151 (57 %
703b1) (hapMaKOJIOTHYECKA HEAKTUBEH M SIBJISICTCS MTPOAYKTOM THPOJIN3a IIHaHO-KoMIToHeHTa. OKOJI0
4 % 103wl mpernapaTa MoBeprarTcs aMUTHOMY THAPOIIH3Y.

B [MOKJIMHUYECKHX WCCICIOBAHUSAX OTMeuaeTcs mosoxkurtenbHoe BinusHue [I1I1-4 Ha Tmaponus
BWIJATJIUNITUHA. Bunparmuntud metabonu3upyeTcs: 6e3 ydacTusi uzopepMeHToB nuroxpoma P450.
Bungarnuntun He sBusercs cyOctparom uzopepmentoB P450 (CYP), me unrubOupyer u He
UHAYIHpYeT n3odepMeHTsl muToxpoma P450.

ONIMMUHAIMSA

[Tocne mpuema npenapara BHyTPb OKOJIO 85 % /103bI BEIBOJUTCS MOYKaMu 1 15 % — yepe3 KUIeqHuK.
[Toueynast SKCKpelMs HEU3MEHEHHOrO BHWIAraunTHHAa cocTaBisieT 23 %. I[lpu BHyTpUBEHHOM
BBEJICHUU CPEIHHIA IEPHOJ] MOITYBBIBEJICHUS AOCTUTACT 2 4acoB, OOV IJIa3MEHHBI KIUPEHC U
MOYEYHBIH KIUPEHC BWINATIUNTHHA cocTaBisitoT 41 m/u m 13 1/u coorBercTBeHHO. [lepmon
nonyBbiBenieHus (T1,) mociie mpuemMa BHYTpPh COCTABIISIET OKOJIO 3 4acOB, HE3aBHCHUMO OT JI03HI.

Oco0nIe T'PYHIIbI HAIWUCHTOB

Toueunas neoocmamoyunocme

VY npanuMeHToB ¢ HapylleHHeM (YHKIMM TOYeK JIeTKOHM, cpeaHedl mim Tsokenoi cremeHn AUC
BWIJATJIUNITUHA YBEIMYMBAIACH 110 CPABHEHHUIO CO 3/I0pPOBBIMU A00poBoJbiiamu B 1,4, 1,7 u 2 pa3za
cootBeTcTBeHHO. AUC Merabonuta LAY 151 yBenuuuBanace B 1,6, 3,2, u 7,3 pa3a, a metabonuta
BQS867 — B 1,4, 2,7, u 7,3 pa3a y NalyeHTOB ¢ HapylieHneM (YHKIIUU TIOYEK JIETKOH, CpeaHEH U
TSKEIION CTeNeHel COOTBETCTBEHHO. OTpaHUUYEHHBIE JaHHBIE Y TAIIMEHTOB C TEPMUHAIIBHOW CTaguei
XBII yka3pIBalOT Ha TO, YTO IOKA3aTEIW JAHHOW TIPYIIIBI CXOXH C TAKOBBIMHU Yy IAIIMEHTOB C
HapylieHneM (QyHKIMY Touek Tspkenoi crenenu. Konnenrparus metabonura LAY 151 y manuentoB
¢ tepmuHanbHOU craguei XbBII yBenumuuBamace B 2-3 pa3a MO CPpaBHEHHMIO C KOHUEHTpALMEH Yy
MAIMEHTOB C HapylIeHneM (QYHKIIUU TOYEK TSKEIIOH CTereH .

[Ipu npuMeHeHUM npenapara y MaldeHTOB C HapylIeHHEM (YHKIIMH MOYEeK MOXKET MoTpeOoBaThCs
KOPPEKLHUS JO3bI.

BriBenieHue BWIITArIMNTHHA TIPH TEMOIUANN3E OTpaHWYECHO (depe3 4 dYaca Mocje OJHOKPATHOTO
npuema coctasisieT 3 % MpH JUIMTENbHOCTH MpoLeaypsl 6osee 3-4 yacos).

Ileyenounas neoocmamounocms
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VY nanueHToB ¢ HapylieHueM (YHKIIMH IIEUYCHU JIETKOW U cpeHel cTeneHel Tshkectr (6-9 6amioB mo
mkane Yaiina-Ilpro) nocine OZHOKpAaTHOrO IPUMEHEHMsI IpenapaTra OTMEYAeTCs CHUXKEHHE
ouomoctynHocTd BuaarauntuHa Ha 20 % u 8 % cooTBETCTBEHHO. Y MAIIMEHTOB C HapylIEHHUEM
¢ynkuun mnedeHn Tspkenon cremeHu (10-12 GamnoB mo mkane Yaiinna-ITsro) GuMogocTymHOCTH
BWIIATJUIITHHA TOBbIIAaeTcss Ha 22 %. VYBeIWYeHHE WM YMEHBIICHHE MaKCUMAJIbHOMN
OMOIOCTYITHOCTH BUJIATJIMIITAHA, HE npeBbimaroniee 30 %, He SBISETCS KIMHUYECKH 3HAYHMMBIM.
Koppensimun Mexay cTeneHblo TSKECTH HapylIeHUH (YHKIUU TeYeHH U OHOAOCTYIHOCTHIO
rpenapara He BBISBIICHO.

J]ub;a noosicus10co eo3pacma

VY 3M0pOBBIX MOXKWIBIX 0l (>70 nmet) obmee Bo3aeiicTeue BuigarnunTiuHa (100 Mr onuH pa3 B
CYTKH) YBEIMUYUBaIoCh Ha 32 %, IpU 3TOM MUKOBask KOHIIEHTPAIUs B IJIa3Me KPOBU YBEJIUYUBAIACh
Ha 18 % 1o cpaBHEHUIO C MOJIOABIMU 3/10pOBbIMU JIt0AbMU (18-40 5ieT). Tem He MeHee 3TH U3MEHEHUS
HE CUMTAIOTCS KIMHUYEeCKH 3HauuMbIMHU. MHrubuposanue /(I1[1-4 BungarmnunTHHOM HE 3aBUCUT OT
BO3pacTa MalKeHTa B Mpeeiax UCCIeI0BAHHBIX BO3PACTHBIX TPYIII.

CTH

dapMaKOKHHETUYCCKUE OCOOSHHOCTH BWJIATJIMIITHHA Yy JeTed W TOJIPOCTKOB muaime 18 yer He
YCTaHOBJICHBI.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHBIX BElIECTB

[ennrono3a MUKPOKpUCTAILIIMYECKAS
JlakTo3a 6e3BOgHAs

Hatpus xapOokcumeTrikpaxmai (tum A)
Marnus creapar

6.2. HecoBMeCTUMOCTH

He nmpumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHusl)

2 roxa.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B OPUTHHAIBHON YIIaKOBKE MpH TeMIiiepatype He Boiie 25 °C.
6.5. XapakTep u cogep:kaHue YNAKOBKHU

ITo 10 TabieTok B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY U3 (DOJBI'M Ul XOJIOAHOTO (HhOPMOBAHUS
(OpHeHTHPOBaHHBIN MOJIHMAMM]L/ ATFOMUHHUN/ MOTUBUHWIXJIOPU]) U (DOJIBTU aJIFOMUHHUEBOH, IEYaTHON
JIAKUPOBAHHOM.

ITo 3 nnm 6 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK C JINCTKOM-BKJIQJIBIILIEM B ITAYKY U3 KapTOHA.
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6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPH YTHUJIM3ALHMHN HCIOJIb30BAHHOIO J1€KAPCTBEHHOI0
npenapara Wi OTX0J0B, MOJYYEHHbIX MOCJIe NMPUMEHEHHUS JIEKAPCTBEHHOr0 Mpenapara, u
Apyrue MAHMIYJISLMYU € NPenapaTom

Oco0ble TpeOOBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas @enepanus

OAO «ABekcuma»

125284, r. Mocksa, Jlenunrpajackuii npocnekrt, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28

Anpec anekTpoHHOM mouThl: info@avexima.ru

7.1. IIpeacTaBUTENb A€pPrKATE/ISI PETHCTPAIMOHHOTO YA0CTOBEPEHUSI

[Iperen3un notpeduTeell HanpPaBiIsATh MO aAPECY:
Poccuiickas @enepanus

OAO «ABekcumay

125284, r. Mockga, Jlenunrpaackuii mpocnekr, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28

Anpec 37eKTpoHHO# mouTsl: iInfo@avexima.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTrOPUH OTITYCKa 110 PCLCIITY.

O6mas xapaktepuctuka jekapcrBeHHoro npenapara BUJIJATJIMIITUH ABEKCUMA nocrtymHa B
€IMHOM PEeCTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3suiiCKOro 3KOHOMHUYECKOTO
co3a M Ha OQUUUAIBHOM caiiTe yIOJIHOMOYEHHOTO oOpraHa (PKCHEpTHOM oOpraHu3alun)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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