COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 12.05.2025 N= 12001

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOPO TIPEITAPATA 7005

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA
BUJIMHNTPUKC, 50 mr, TabeTKkH.
2. KAYECTBEHHBI 1 KOJIMMECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: BUIAATJIMIITHH.

Kaxxnas Tabnerka cogeput 50 Mr BUIIArIuNTHHA.

BcnomorarenbHble BelecTBa, HAJIMYHE KOTOPBIX HAJAO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Jakro3a 6e3onHas — 47,82 mr (cM. pazzuenst 4.3, 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TalOmeTku.
TabneTrku Kpyriible IBOSIKOBBIMYKJIBIE OT OENOro 0 CBETJIO-KEJITOrO IBETa, JOIYCKaeTcs
HAJIMYUE MPAMOPHOCTH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zanusi K NPUMEHEHUIO

JlexapctBennsiii nipenapar BUJIMUTPUKC noka3zan kK IpUMEHEHUIO MPU CaXxapHOM JauadeTe

2 TUMma y B3pOCJIBbIX MALMEHTOB (B COYETAaHUH C JUETOTepanuell 1 GU3NIECKUMHU YIPAKHEHUSMH):

e B KayecTBE MOHOTEpanuu B ciiydyae HEIP(EKTUBHOCTH AUETOTEpanuu M (PU3MUECKUX
yIpaXHEeHHUH y TallMeHTOB ¢ HATMYKEeM IPOTUBOMNOKA3aHUH K IPUMEHEHHUIO/HENIEPEeHOCUMOCTH
MeT(opMUHa HITH B ciaydae Hea(pPeKTUBHOCTH METPOPMHUHA;

e B KOMOMHAIMM C MET(GOPMHHOM B KauyecTBE HAdalbHOM MEIMKAMEHTO3HOH Tepanmuu Ipu
HEIOCTaTOYHOH 3(PPEKTUBHOCTH AUETOTEPANUHU U PUZNIECKUX YIPAKHECHUH;

e B COCTaBe JIByXKOMIIOHEHTHOHI KOMOMHHUPOBAaHHOM Tepamuu C METGOPMUHOM WU
TUA30JIMIUHANOHOM JMOO C MHCYJIMHOM B cliydae HEd(P(PEKTUBHOCTH UETOTEPAruH,
(¢u3nUeCKUX yIpaXHEHUI U MOHOTEpANUU YTUMH NIpernapaTaMu;

e B COCTaB€ JIByXKOMIIOHEHTHOH KOMOMHHMPOBAaHHOW Tepamuu C  MPOU3BOJAHBIMU
Cyab(OHWIMOYEBHHBl Yy TAIMEHTOB C HEIOCTATOYHBIM KOHTPOJEM TJHMKEeMUUu Ha (oHe
MaKCHUMaJIbHO MEPEHOCUMOM J103bI MPOU3BOJHOTO CYIb(OHUIMOUEBUHBI MM MPH HATUYHH
MPOTUBONOKAa3aHUI K MPUMEHEHUIO/HEIEPEHOCUMOCTH METPOPMUHA;

® B COCTaBe TPOWHOW KOMOWHHUPOBAHHOW TepalMi B KOMOWHAIIMM C TPOU3BOHBIMHU
CyIb(OHUIMOUYEBUHBl U METHOPMHHOM Yy TMALMEHTOB, paHEe TOJIYYaBIIUX TEPAIHUIO
MIPOU3BOHBIMHU CYJIb()OHUIMOYECBUHBI 1 MET(HOPMUHOM Ha (POHE TUETOTEpATHH U (PU3NIECKUX
yIpaKHEHUH U He JOCTHUTIINX aJIeKBaTHOT'O KOHTPOJIS TTTUKEMUH;

® B COCTaBe TPOWHOI KOMOMHHPOBAHHOM Tepanuy B KOMOMHALMY C MHCYJIMHOM U MET(HOPMUHOM
y TaIMeHTOB, PaHEE IOJIY4YaBIIUX WHCYJIWH B CTaOWMIBHOM J03¢ M MeTgopMuH Ha (oHe
IUeToTepanuu W (U3NYECKUX YIOPAKHEHUH W HE JOCTUTIIUX aJeKBATHOI'O KOHTPOJISA
TJINKEMHH.

4.2. Pe:kuMm 103MPOBAHUA U CIOCO0 MPUMEHEHM I

PesxuM 103upoBaHus
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3¢ (HEKTUBHOCTH U IEPESHOCUMOCTH.

Pexomennyemas no3a npenapata BUIIMUTPUKC — 50 mr 1 wim 2 pasza B JeHb. MakcumaibHast
CyTOuHas f03a npenapara cocrasiseT 100 mr.

Pexkomenayemasi 103a mpemnapaTa B MOHOTEpAMK UM B COCTaBE KOMOMHHUPOBAHHOMN Tepamuu ¢
MEeT(GOPMUHOM, THA3OJIUIUHIMOHOM WM HHCYIUHOM (B KOMOMHAIMU C METGOPMUHOM Min Oe3
merdopmuna) coctabnseT 50 wim 100 Mr B cyTKH.

Pexomennyemass no3a mpemnapara BUJIMUTPUKC B cocraBe nBOITHONW KOMOWHUPOBAHHOM
Tepanuu C npenaparamu cyinbGOHUIMOUEBUHBI cocTaBiseT 50 mr 1 pa3 B cyTku yrpom. B aToii
nonyasuy narueHToB 3¢ dexruBuocts npenapara BUIIMUTPUKC B noze 100 Mr B cyTku ObLita
CXOJHOM ¢ TakoBOM B 03¢ 50 MI' B CYTKH.

PexomennoBannas nos3a mpenapara BUIIMUTPUKC B cocraBe TpoiiHOM KOMOWHHPOBAHHOM
Tepanuu (BWIJATJIUIITHH + TMPOU3BOJHBIC CYJIb(OHHIMOYEBUHBI + MET(HOPMHH) COCTABIISICT
100 Mr B CyTKH.

Ecnu nenu ramkeMuyeckoro KOHTPOJS HE JOCTUTHYTHI Ha (pOHE MPUMEHEHUsS MaKCUMalbHON
cyrouHo# 10361 100 Mr, cieayeT paccMOTPETh BO3MOXKHOCTh TOOABJICHUS K TEPAIUH MPErnapaTom
BUJIMUTPUKC apyrux THUNOTIMKEMHUYECKHX TMpenaparoB, TaKuX Kak MeT(OPMHUH,
POM3BOJIHBIE CY/Ib()OHMIMOUYEBUHBI, THAZOJINIMHINOHBI WA UHCYIIUH.

Oco0ble rpyInel NALKMEHTOB

Ilpumenenue y nayuenmos ¢ HapyuieHuem QYHKYuu novex

VYV manueHToB ¢ HapymieHHeM (YHKIIMH TMOYEK JIETKOM (CKOpPOCTh KIyOO4YKOBOHM (pribTpanuu
(CK®) >60 mn/mun/1,73 M?) u cpenneii crenenn (CK® 50-60 mn/mun/1,73 M%) me Tpebyercs
KOPpEKLIMH peXUMa TO3UPOBaHUA Ipernapara. Y MAalMEHTOB C HapylleHHeM (DyHKIHUU MOYeK
cpenneit (CK® 30-50 mn/mun/1,73 M?) u tsoxenoit crenenn (CK® <30 mn/mun/1,73 M?), Bkimodas
TEPMHUHAIBHYIO CTAIUI0 XPOHUYECKOW OOJe3HM IOoYeK Yy TMAalHUeHTOB, HaXONALIMXCA Ha
reMOUAIIN3E WIH MPOXOISIINX MPOIEAYPY FreMOoInanu3a, mpemnapar clieyeT NIPUMEHSITh B 103€
50 mr 1 pa3 B cyTKw.

Hemu

[Tockonbky omnbiTa npumeHenus npenapara BUJIMUTPUKC y nereit 1 nmoapocTKoB Milafie
18 net HeT, HE peKOMEHIyeTCA MPUMEHATH IpenapaT y NalMeHTOB JaHHON KaTerOprH.

Hauuenmbl NnO2HCUTIOC0 803pacma

Y NOXWIBIX TAalMEHTOB He TpeOyercs KOPPEeKIUH pexXruMa JI03UPOBaHMs —Iperapara
BUWJIMHUTPUKC.

Croco0 IIpuMeHeHus

o3y 50 Mr B CyTKH clielyeT MpUHUMATh 1 pa3 B 1eHb yTpoM, 103y 100 Mr B CyTKHU ClieayeT ACIUTh
Ha 2 npuema — o 50 Mr ytpoM u BeuepoMm. B ciayuae mpomycka mpuema mpemnapara cieayer
OPUHATH MPOMYIICHHYIO 103y Kak MOXHO ckopee. Ilpu sTtom cremyer u3berarb NpUHATHUS
JIBOMHOI HO3HI B OOUH JCHb.

[Ipenapar BUJIMUTPUKC npuHuMaloT BHYTpb, HE3aBUCHUMO OT MpUEMa MHUIIIH.

4.3. [IpoTuBONOKA3aAHUS

L] FHHGp‘-IyBCTBI/ITeJIBHOCTB K BI/IJI,Z[aI‘JII/IHTI/IHy UJIn K JIIOGBIM BCIIOMOI'aTCJIbHBIM BCIICCTBaM,
MepEUYUCIICHHBIM B Iopaszene 6.1.

e HacnenacTBeHHass HEMEPEHOCHMOCTh TaJIaKTO3bl, HEIOCTATOYHOCThH JIAKTa3bl, TJIFOKO30-
rajlakTo3Has MaababcopOIusl.
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JTaHHBIX ).

e (CaxapHsblii tuader 1 Tuma.

e OCTpBbIil UM XPOHUYECKUN METa0OMMYECKUI anu03 (BKIIOYast JUabeTHIeCKUI KETOanI03 B
COYEeTaHMM C KOMOM wmiau ©0e3 TakoBoil). JlmabeTwueckuit KeToaruao3 JIOJDKEH
KOPPEKTUPOBATHCS UHCYINHOTEPATTHEH.

e JlakTar-anuo3 (B TOM YUCIIE U B aHAMHE3E).

e HapymieHus QyHKOWHM TE€YEHW, BKIIOYAs TAIMEHTOB C TMOBBIMIEHHOW aKTUBHOCTBHIO
«IIECYCHOYHBIX» dbepMeHTOB (ammannHaAMUHOTpPaHC(Epas3bI (AJIT) WIn
acnapratamuHoTpancdepassl (ACT) B 3 u Oonee pasza BbIIIE BEpXHEH TpaHUIBI HOPMBI
(3xBI'H)).

e Xponuueckas cepaeunas HemoctatouHocTh (XCH) IV dynkumonansHoro kiacca (®K) mo
(GYHKIIMOHATBLHOU KIaCCHU(PUKAIIUU HLIO-IZOpKCKOﬁ Kapauosiorndeckoit acconuanuu (NYHA)
(BBUIY OTCYTCTBUS JNAaHHBIX KIMHUYECKUX HCCIIEAOBAHUN O MPUMEHEHMU BWIJATJIUNTHHA Y
ATOM IPYMIIbI NALIUEHTOB).

e Jlerckuii Bo3pact no 18 nmer (3P PeKTUBHOCTh U 0€30MacCHOCTh MPUMEHEHUS Npernapara He
YCTaHOBJIEHBI).

4.4. OcoOble ykazaHHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0ble yKazaHus

B noximHHMYECKHX HCCIENOBaHUSAX IPU IPUMEHEHUMH B 103ax, B 200 pa3 mnpeBblIaloniux
pPEKOMEHAYyEeMbIE JUIsl YeJIOBEKa, IIPenapar He BbI3bIBAJ HApYIIEHUH (epTHUILHOCTH.

[Ipu HeoOxomumoctn wuHcynmmHOTepanuu mpenapatr BUJIMUTPUKC mnpumeHSOT TOIBKO B
KOMOMHAIMKM ¢ MHCYTUHOM. [Ipemapar mpOTHBOIIOKAa3aH y MAlMEHTOB C CaXxapHbIM JHA0ETOM
1 TMna nnM A JIe4eHus 1MabeTHYecKOro KeToau103a.

Cepoeunas nedocmamouHoCms

[lockonbKky JnaHHBlE O NpuUMEHeHMM BuwgarauntuHa y mnauueHtoB ¢ XCH III @K mo
knaccuukanmmn NYHA orpaHndeHHBI W HE TO3BOJISIOT CHEJaTh OKOHYATEIBHBIM BBIBOJ,
PEKOMEHAYETCS C OCTOPOKHOCTBHIO NMpuMeHATh npenapat BUJIMUTPUKC y nanueHToB 1aHHOM
KAaTEerOpHH.

He pexomenayetcs npumeHenne BunarauntuHa y nanueaTos ¢ XCH IV ©K no kinaccudukanmu
NYHA BBuay OTCyTCTBHS JaHHBIX KIMHUYECKUX UCCIEIOBAHUI O MPUMEHEHUH BUJIJATTUIITHHA
y HalUE€HTOB 3TOU I'PYIIIIHI.

Hapywenue ¢pynxyuu novex

[Tockonbky omnbIT npumeHenusi npenapata BUJIMUTPUKC y nanueHTOB ¢ TEpMUHAIBHOMU
CTaI[Heﬁ XpOHI/I‘IeCKOI\/'I 60JI€3HI/I MOYCK, HaXOAAINHUXCA Ha TCMOJUAIM3C HIIU HNPOXOAAIIUX
npoueaypy reMoiuann3a, OrpaHudeH, IpernapaTr peKOMEeHIyeTcs IPUMEHSTh C OCTOPOKHOCTBIO Y
I[aHHOﬁ KaTCropuu nanucHTOB.

Hapywenue ¢pynxyuu nevenu

[TockonbKy B peAkux ciay4asx NP HNPUMEHEHWH BWIAANIMIOTHHA OTMEYAlOCh IOBBIIICHHUE
aKTUBHOCTH aMuHOTpaHc(hepa3 (kKak mpaBwio, 0e3 KIMHUYECKHX NPOSBICHUI), nepen
npumeHenuem mpenapara BUJIMUTPUKC, a Takke W peryJsipHo B XOJ€ IEPBOro roja
npuMeHeHus npenapata (1 pa3 B 3 Mecsna) peKOMEHIYETCS OMpPENeNsiTh OMOXMMHYECKHUE
nokaszarenu (yHKIUM nedeHu. [Ipy BBIABIEHUM MOBBILICHUS aKTUBHOCTH aMHUHOTpaHcdepas
ClIelyeT MPOBECTH NOBTOPHOE MCCIENOBAHUE C LIEJBIO IOATBEP)KICHUS peE3yibTaTa, a 3aTeM
pEryJsipHO NMPOBOAUTH OIpeJeNeHHe OMOXMMUYECKHUX IOKa3zaTeledl (yHKIUHM IE4YEeHU 10 HX
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COOTBETCTBYET KCNEPTHOMY OTYETY

Ecnu noBeimenue aktuBHOCTH ACT mnm AJIT B 3 unu Gonee pasa Boime BI'H noarepxieHo
MOBTOPHBIM UCCJIEJOBAaHUEM, IIpETapaT pEKOMEHAYETCSI OTMEHUTh.

[Ipu pa3BUTHM KENTYXM WIM APYrUX NPU3HAKOB HapymieHus (QyHKIUHM MedeHu Ha (oHe
npumeHenuss npenapata BUJIIMUTPUKC tepanuio mnpemapatoM cieayeT HEMEIJIEHHO
npekpatuth. l[locie HoOpManu3amuuM ToOKas3arened (YHKIMM TIeUeHH JIeUYCHHE IMpernapaToM
BO300HOBJISTH HETIB3SL.

Tunocnuxemust

N3BectHO, uTO mpemaparhl  CYIb(OHMIMOUYEBHHBI MOTYT MPOBOIUPOBATH  Pa3BUTHE
runorfinkeMuu. CyIecTBYeT PUCK Pa3BUTHS THIOTIMKEMHH MPU OJTHOBPEMEHHOM MPUMEHEHUH
BUJJIATJIMIITHHA C TIpernaparaMud  Cylb(QOHUIMOYEBUHBL. [Ipr HEOOXOAMMOCTH  ClieyeT
paccCMOTpPETh BO3MOXKHOCTH CHIDKCHHSI 03Bl TPENapaToB CYJIb(OHUIMOYEBUHBI C IICIIBIO
MUHHUMH3UPOBATh PUCK PA3BUTHSI TUIIOTJIMKEMUMU.

Ocmpuwiii nankpeamum

[Ipumenenue npenapara BUIIMUTPUKC cBsizaHo ¢ puCKOM pa3BUTHS OCTPOrO MaHKpPEAaTUTA.
CrnenyeT nponH(OpPMUPOBATH MAIIMEHTA O CUMIITOMAX, XapaKTEPHBIX JUISI OCTPOTO MaHKpEaTHTA.
[Ipy momo3peHMH Ha OCTPBIM MNaHKpeaTUT MpenapaTr cieayer OTMeHUTh. He cruemyer
BO300HOBIISTH TEPAIHIO, €CIIM OCTPHIM MAaHKPEATUT OBbLT MOATBEPKACH. Y MalUEHTOB C OCTPBIM
MaHKpeaTUToOM B aHaMHe3e npumeHATh npenapat BUIIMUTPUKC cneayeT ¢ oCTOpOAKHOCTHIO.

BcnoMorarenbHEIC BEIIECTBA

Jlakmo3sa

[TammeHnTam ¢ peako BCTPEYAIOLIEHCS HACIEACTBEHHOM HENEPEHOCUMOCTBIO TalaKTO3bl,
ne(UIUTOM JIaKTa3bl JIOTIAPEeH WM TIIIOKO30-TaJaKTO3HOW MallbaOcopOlnuei He ciaemyer
MIPUHUMATh 3TOT Mpernapar.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aHMOJAEHCTBUSA

Bunparnuntun o61agaeT HU3KUM MOTEHIMAIOM JIEKAPCTBEHHOT'O B3aUMOJICHCTBUS.

[TockonbKy BHIIJArIMIITUH HE siBiseTCs cyOcTpaToM n3odepmentoB nuutoxpoma P450 (CYP), a
TaKk)Ke He MHTUOMPYET U HE MHIYLUPYET 3TU n30(epMEHTHI, B3aUMOJICHCTBIE BUJIIATIMIITHHA C
JICKapCTBEHHBIMU TperapaTaMH, KOTOpbIE SBISIOTCS CyOCTparamMu, WHTHOUTOpaMU WM
unaykropamu P450 (CYP), manoBepositHo. [Ipy oqHOBpEeMEHHOM MPUMEHEHUW BHJIIATJIUIITHH
TaKXKe HE BIHUSET HAa CKOPOCTb METaboIM3Ma MpernaparoB, SBIAIOIUXCA cyOcTpaTamu
uzopepmentoB CYP1A2, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EI u CYP3A4/5.
Kivandeckn 3Ha4MMOro B3aMMOJICHCTBUS BUJIATNIMIITUHA C TIperaparaMmu, HauOojee 4YacTo
UCIIOJIb3YEMBIMU TIPH JICUEHUU caxapHOro auadera 2 tuma (rIuOeHKIaMUA0M, MHOTJINTa30HOM,
METGOPMUHOM) WM OONAJAIOUIMMU Y3KHUM TEPaNeBTHUECKUM JUANa30HOM (aMJIOJUIIMHOM,
JTUTOKCUHOM, PaMHUIIPUIIOM, CUMBAaCTaTHHOM, BaJICApPTaHOM, Bap(apuHOM), HE YCTAaHOBJICHO.
Tuasuapl, IIIOKOKOPTUKOCTEPOMABI,  Ipernaparbl TOPMOHOB  IMUTOBUAHOM  JKENE3BI,
CUMIATOMUMETUKM MOTYT CHI)KAaTh THUIOTIMKEMHUYECKOEe JAEMCTBHE BHJIJATJIUNTHHA, KaKk W
JPYTUX MepopaIbHBIX TPOTUBOANAOETUYECKHX MPEMapaToB.

YacroTa pa3BUTHS aHTHOHEBPOTUYECKOTO OTEKa ObLIa BBIIIE MIPH OJHOBPEMEHHOM NMPUMEHEHUU
BUJIATJIMIITHHA C UHTHOUTOpaMU aHTHOTeH3WHNpeBpaawmero ¢pepmenta (AIID), mpu stom
ObLJ1a CXOTHOU C TAKOBOM B KOHTPOJILHOM rpytine. B 00NbIIMHCTBE ClIydyaeB aHTHOHEBPOTHYECKUNA
OTEK ObUI CpelHEHl CTENeHU TSHKECTH M pa3pelialics CaMOCTOSATENBHO B XOJ€ MPOAOIDKEHHS
Tepanuu BUIAATTIUIITHHOM.
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4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

Joctrarounbix gaHHBIX 1o TpuMeHeHuto npenapata BUJIMUTPUKC y GepeMeHHBIX HET, B CBS3H
C UCM IMpfcIiapaT NpPpOTUBOIIOKAa3aH BO BPCMsI 6epeMeHHOCTI/I. B JOKIIMHNYECKUX HUCCICAOBAHUAX
OblIa BBISBIIEHA PENPOAYKTUBHAS TOKCHYHOCTh MpPH TNPUMEHEHUH B BBICOKMX J103aX,
HOTeHHHaHBHBIﬁ PUCK OJId 4CJIOBCKA HCU3BCCTCH.

Kopmienue rpyapio

[Ipenapar BUJIMUTPUKC npotuBomnokazan B NepHoOJ IPYAHOIO BCKaPMIIMBAHUSA, MOCKOJIbKY
HEU3BECTHO, IPOHUKACT JIM BWIJATJIUNTHH B IPYAHOE MOJIOKO Y Y€JIOBEKa.

4.7. BuausiHMe Ha CHOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHM CpeACTBAMHM M padorarb
¢ MeXaHU3MaMH

UccnenoBanust  Bnusnus npenapata BUJIMUTPUKC Ha  cmocOOHOCTH — YHpPaBisThH
TPAHCHOPTHBIMM CPEACTBAMH WM paboTaTh ¢ MeXaHW3MaMM He npoBogwiuck. [Ipu pazButun
TOJIOBOKPY)KEHUSI Ha (POHE TNPUMEHEHHUs TIpernapara NalueHTaM He CJIEeAyeT YIpPaBIsaTh
TPAHCHOPTHBIMM CPEICTBAMHU WM PabOTaTh ¢ MEXaHU3MaMH.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 6e3onacHOCTH

[Tpu npuMeHeHUN BUIIIArIMIITHHA B MOHOTEPANIUY UM B KOMOMHALIMY C IPYTHMMHU MpenapataMu
OOJBIIMHCTBO HeXenaTenbHbIX peakiuil (HP) Obutn cnabo BeIpa)keHHBIMU, UMEIH BPEMEHHBIH
XapakTep U He TpeboBaym oTMeHBI Tepanuu. Koppemsuun mexay yactroroit HP u Bo3pacTtom,
II0JIOM, 3THUYECKOW NPUHAMIEKHOCTBIO, IMPOJOLKUTEIBbHOCTBIO NMPUMEHEHUS WIH PEXHUMOM
JIO3UPOBAHUS HE BBISBIICHO.

YacroTra pa3BUTHS aHTHOHEBPOTUYECKOTO OTEKa Ha (pOHE Tepanuu BUIIATIUITHHOM COCTaBIsIa
>1/10 000, <1/1000 (rpamamusi «peakKo») u ObLJIa CXOAHOW C TAaKOBOW B KOHTPOJBHOW TPYIIE.
Haubosnee yacTo ciry4an aHTHOHEBPOTUYECKOTO OTE€Ka OTMEYATIMCh IPU MPUMEHEHUH TpenapaTa
B KoMOnHanuu ¢ narnoutropamu AII®. B GonbmnHCTBE clTydaeB aHTHOHEBPOTHYECKUI OTEK ObLT
CpeIHEN CTENEHM TSHKECTU M pa3pelajcss CaMOCTOSITENIbHO B XOJ€ MPOJOJDKEHHUS TEparuu
BUJIJATJIUIITHHOM.

Ha ¢one Tepanuu BUIAArTUOTHHOM PEAKO OTMEUAINCh HAapyIIeHUs GYHKINU TIeUueHH (BKIIIOYast
renarut) 6€CCUMITOMHOTO TeueHus. B 60bIIMHCTBE ClTyyaeB TaHHbIE HAPYILIEHUS U OTKJIOHEHUS
nokasaresei (yHKIHU IEYeHU OT HOPMBI pa3pelIiINCh CAMOCTOSITENBHO 03 OCIIOKHEHHI Tocie
MpeKpalleHus Tepanuu npenaparom. [Ipu npumenennn BuiaarauntTiHa B 1o3e S0 mr 1 wim 2 pasa
B CYTKHU YacTOTa YBEJIMYCHHS aKTUBHOCTH «11eueHOUHBIX» pepmeHToB (AJIT mnu ACT >3xBI'H)
cocraBisia 0,2 wian 0,3% coorBercTBeHHO (10 cpaBHeHHIO ¢ 0,2% B KOHTPOJBHOW TpyIIIe).
VYBenuyeHne AaKTHBHOCTH «IICUYCHOYHBIX» (epMEHTOB B OOJBLIIMHCTBE CIy4aeB ObLIO
0eccUMIITOMHBIM, HE IPOTPECCUPOBAIIO U HE COMTPOBOKAAIOCH XOJIECTA30M MU HKEITYXOM.

HP crpynnupoBaHbl B COOTBETCTBUHU C KiaccUpUKaIuei opraHoB u cucteM opranoB MedDRA.
B npenenax kaxmgoil Tpymnmbl OpraHoB W cucteM opraHoB HP mnepeduciensl B mnopsiake
YMEHBILIEHUS 4aCTOThI BCTPEYaeMOCTH. B mipezenax kaxaou rpynisl 4acToTsl Bcrpedaemoctu HP
YKa3aHbl B IOPSAKE YMEHBIICHHUS TSHKECTH.

Jns ouenku yactoTsl BetpeyaemMocTd HP mcnonp30Banuck ciienyrommue KaTeropun: O4eHb 4acTo
(>1/10); gacto (=1/100, <1/10); meuacto (>1/1000, <1/100); penko (=>1/10 000, <1/1000); oueHs
penko (<1/10 000); gactora HeusBecTHa (IIOCKOJBbKY COOOIIEHUS MOJIYYEHBI B JOOPOBOIHHOM
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

JAaHHBIX HP me NpeaACTaBIACTCAd BO3MOXKHBIM, B CBA3W C 4YCM OHHU KHaCCI/I(bI/II_II/IpOBaHBI KaK
«4acToOTa HEU3BECTHAY).

IIpu npumenennn npenapara BUJIMUTPUKC B MoHOTEpAITHU

[Ipyn npumenennn BungaraunTuHa B 103€ 100 Mr B CyTKM 4acTOTa OTMEHBI T€pAlMK B CBSI3U C
passutuem HP (0,3%) Opima He BbIIe TakoBod B rpynme mane6o (0,6%) mnm mpemnapara
cpaBaenus (0,5%).

Ha ¢one monHoTepanuu BuigarauntuHoM B o3¢ 100 Mr B CyTKM dYacToTa pa3BUTHS
TUIOTTIMKEMUH 0€3 YBEJIMYEHUs CTENEHH TKECTH cocTossHus cocraBimsuia  0,4%, dro
COIIOCTABUMO C TIpernapaTtoM cpaBHeHus u miaiedo (0,2%).

Macca Tena He U3MEHsIACh 0 CPAaBHEHUIO C UCXOAHOM B KJIMHUYECKHUX HUCCIIEIOBAaHUSX, KOT/Aa
BWIIATTIUNTUH B 103¢ 100 Mr B CyTKHM NPUMEHSIN B KauecTBe MoHOTepanuu (—0,3 kr u —1,3 kr B
rpynnax BUJIAArIMOTHHA U [1J1a11€00 COOTBETCTBEHHO).

HP | Yacrora HP

Hugpexyuu u unsazuu
MNudexnun BepxHUX AbIXaTSILHBIX ITyTEH

¢ P yrem, Ouens penko
Ha30(hapUHIUT
Hapywenus memabonusma u numanus
I'unornukeMus | Hewacto
Hapywenus co cmoponwl Heperotl cucmembl
TosioBoKpykeHNE Yacro
TonoBHas 6016 Heuacto
JKenydouno-kuueunvle HapyueHus
3amnop | Heuacto
Hapywenus co cmoponst cocydos
[epudepuueckne orexkn | Hewacto
Hapywenus co cmoponvl mvluieynol, ckeiemnou u cCOeOUHUMenbHOU mKaHu
ApTtpanrus | Heuacto

B 10arocpouHbIX KIMHUYECKUX HCCIECTOBAHUSAX MPOAOJIKUTEIBHOCTBIO 0 2 JIET HE BBISIBICHO
KaKuX-TH0O0 JOMOJHUTENbHBIX OTKJIOHEHWH B Mpoduie 0e30MacHOCTA WM HEMPEIABHUICHHBIX
PUCKOB TIPU NPUMEHEHUHN BHJIAATJIMIITHHA B MOHOTEPAUH.

I[Ipu npumenenun npemnapara BUJIMUTPUKC B moze 100 Mr B CYTKM B KOMOWHAIIMH C
MeThHOPMUHOM

[Ipu npumeHennn BuaarmuntTuHa B 103¢ 100 Mr B cyTku B KOMOMHAIIUU ¢ METPOPMUHOM WITH
mianedo B coueTaHUU ¢ MET(OPMHUHOM CllydyaeB OTMEHBI Tepanuu B cBs3u ¢ pa3Butuem HP He
OTMEYaJIOCh.

[Ipn nmpuMeHennn BuiagaraunTuHa B n03¢ 100 Mr B CyTKM B KOMOMHAIHMHU ¢ METHOPMHHOM
THIIOTIIMKEMHSI OTMevasiachk B 1% ciydaeB (B rpymnme miane6o + merdopmun — Hedacto (0,4%)).
B rpymnne npuMeHeHusi BUIJAriUNTHHA HE HAOIIOJANOCh PA3BUTHUS TUIIOTJIUKEMHUHU TSKEION
CTEIEHHU.

B knuHMYECKUX MCCIIeIOBAHUAX ITPH MPUMEHEHHH KOMOWHAIIMY BUJIaraunTuHa B 1o3e 100 mr B
CyTKH U MeThOpMHHA Macca Tella TI0 CPABHEHUIO ¢ UCXOAHOU He n3MeHsiiach (+0,2 kr u —1,0 kr B
rpynnax BUJIAATIMITHHA U IJ1a1e00 COOTBETCTBEHHO).
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HP ! (COCHELRD "QIL.TEﬂi:-if_'ﬁ”,L To 0005]
Hapywenus memaboausma u numanus
I'mnornukeMus | Yacro
Hapywenus co cmoponwvl HepsHotl cucmemol
Tpemop, TosioBHas 00JIb, TOIOBOKPYKEHUE Yacro
IToBbIIIEHHAS] YTOMIIIEMOCTh Heuacto
Kenyoouno-kuuieunvle HApyuLeHus
TomHoTa | Yacro

B monrocpouHbIX KIMHUYECKUX HCCIEIOBAHUSX MPOJIODKUTEIBHOCTBIO IO 2 JIET HE BBISBICHO
KaKUX-TH0O JOMOJHHUTENBHBIX OTKIOHEHHH B Tpoduiie Oe30MacHOCTH WM HENpPEIBHICHHBIX
PHUCKOB IIpH IPUMEHEHUY BUJIATJIMIITHHA B KOMOMHAIIUY C METQOPMUHOM.

W3yueHre mpuUMEeHEHUs: KOMOWHAIMM BWJIJATIMITAHA M MET(QOpMHUHA B KauyecTBE CTapTOBOU
Tepanuu Mpy caxapHOM JradeTe 2 TUIA He TIOKAa3aJI0 OTKIOHEHUI B rpoduiie 6e30MacHOCTH WK
HETPEe/IBUICHHBIX PUCKOB.

I[Ipu npumenennu npenapara BUJIMUTPUKC B mo3ze 50 Mr B CYyTKM B KOMOWHAIIMK C
IIPONU3BOAHBIMHA CV.HBd)OHI/IJIMO‘-IeBI/IHBI

[Ipu npuMeHeHn BUIIATIUNTHHA B 103€ 50 MI' B CyTKH B KOMOMHAITUH C TTIUMETIHPHIOM YacTOTa
OTMEHBI TEpalid B CBSA3M C PA3BUTHUEM HEXKeNaTeNbHBIX peakuuii coctaBmsuia 0,6% (mo
cpaBHeHuio ¢ 0% B rpymnme rauMenupu + miamedo).

Yacrora pa3BUTHs TUIONNIMKEMUN y MALKWEHTOB, MOJYYaBIIMX BWIJATJIMNTHH B 03¢ 50 Mr B
CYTKH BMeCTe ¢ TmuMenupuaom, cocrasmina 1,2% (mo cpaBaenuto ¢ 0,6% B rpymnme mianedo +
rMenvpua). B rpynne npuMeHeHrs BUIarIunTHHA He HaOII01a710Ch pa3BUTHS TUIOTIIMKEMHUH
TSKEJIOW CTETIEHMU.

B xnmHMYeckux ucciae0BaHusAX MpHu J00aBICHUH BUJIIATIUIITHHA B 103€ 50 MI OJTUH pa3 B CYTKU
K TJIMMENUpPUIY Macca Tella M0 CpaBHEHHIO ¢ UCXOoAHO# He m3mensuiachk (0,1 kr u —0,4 kr B
rpynnax BUJIAATIMITHHA U IJ1a1e00 COOTBETCTBEHHO).

HP | Yacrora HP
Hugpexyuu u uneasuu
Hazodapurarur | Odens penko
Hapywenus memabonusma u numanus
I'unornukemus | Yacto
Hapywenus co cmoponsi HepsHoti cucmembi
Tpemop, rotoBHAs 00JIb, TOJTOBOKPYKEHHUE, ACTCHUS | Yacro
JKenyoouno-kuuieunvle HapyuleHus
3amnop | Heuacto

I[Ipun npumenenun 1npemnapara BUJIMUTPUKC B moze 100 Mr B CYTKM B KOMOWHAIIMH C
THUA30JIUINHINOHOM

[Ipu mpoBeaeHUM UcCCiIenOBaHUs, B XOJ€ KOTOPOTO MALUEHTHI MOJIY4Yalyd BUIJATJIUIITUH B J103€
100 Mr B CyTKM B KOMOWHAIIMH C THA3OJIMJIMHIANOHOM WM MOHOTEPAIHUIO THA30JUIUHINOHOM,
CJIy4aeB OTMEHBI Teparuu B cBsi3u ¢ pazputueM HP He oTMeuanocs.

[Ipn npuMeHeHNM KOMOWHANWMKM BHiAarunTuHa B g03¢ 100 Mr B CyTKM M MHOTJIMTa30HA
OTMEUaJIOCh pa3BuTue runoraukemMun B 0,6% cioyyaeB, a y MalMEHTOB, MOJIYy4YaBIIMX
KOMOWHanuio 1ianebo + muornura3oH, — B 1,9% cmywaeB. B rpynme BwimarmunTuHa He
HAOJI01A7I0Ch PA3BUTHS TUIIOTTIUKEMUH TSHKEIIOM CTETICHH.

B wuccnenoBaHuM TpUMEHEHUs BIIIATNIMITHHA B KA4eCTBE JOTOJHUTEIBHON Tepamuu K
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MAOTJINTa30HY a0COIFOTHOE YBEITMYCHHE MACCHI [TeJ1a B rﬁ%éﬁﬁé&fggb“l}- W&%Eﬂdggcﬁb MT

B CYTKHU cOoCcTaBujo 1,4 u 2,7 KT COOTBETCTBEHHO.

[Tpu nobGapnennn BungaraunTuHa B o3¢ 100 Mr B CyTKH K MUOTJIMTA30HY B 03¢ 45 MTI' B CYTKH
4acToTa pa3BUTHUS NepudepuyecKux OTEKOB cocTaBisia 7% (mo cpaBHeHuto ¢ 2,5% Ha done
MOHOTEpAITUH MUOTJIUTa30HOM).

HP | Yacrora HP
Hapywenus co cmoponul cocyoos
[epugepuueckne oTexku | Yacro
Hapywenus memaboauzma u numanus
YBean4eHUe Macchl Tela Yacro
I'mnornukemMus Hewacto
Hapywenus co cmoporbvl HepeHOli cucmembl
l'onoBHas 6011b, acTeHHS | Hewacto

IIpu npumenennun npenapara BUIIMUTPUKC B moze 50 mr 2 pa3a B CYTKH B KOMOWHALIMKA
¢ MHCYIHHOM (¢ MeThOpMHUHOM WK O€3 HEro)

[Tpu npuMeHeHnn Ipenapara B KOMOMHAIIMY C HHCYJIUHOM (B KOMOMHAIIUN ¢ METHOPMHUHOM HIIH
6e3 meropMuHa) yacToTa OTMEHBI Tepamnuu BCieACTBHE pa3Butuss HP B rpymme Tepanuu
BUJIIarIUNTHHOM Oblia paBHa 0,3%, B rpymniie miamnedo cayyaeB OTMEHbI Tepaniy He ObLIO.

[Ipu npuMeHeHnn npenapaTa B KOMOMHAIIMH ¢ MHCYJIMHOM (B KOMOMHALIMU ¢ METQPOPMUHOM WITH
6e3 MeT(opMrHA) HE OTMEYAJIOCH YBEJIMUYEHUS PUCKA Pa3BUTHUS TUIOTIMKEMHH 10 CPAaBHEHUIO C
KoMOuHarmel miane6o + uncynut (14% B rpynne Buigarauntusa u 16,4% B rpymnmne miane6o).
VY 2 panueHtoB B rpylme BWIJArJIUNOTHHA W y 6 MaIMEeHTOB B Ipymme Imianedo pa3Buiiach
THITOTIIMKEMHUS TSKETION CTETICHH.

Ha MomeHT 3aBepIiieHHsI HCClIeJoOBaHus IIpernapaT He OKa3bIBall BIUSHUS Ha CPEIHIOI0 Maccy Tela
(Macca Tena yBenuuniach Ha 0,6 Kr 10 CpaBHEHHUIO C MCXOJHOM B IpyIIe BUINATIUNTHHA, a B
rpyIe mianedo ocTanrach HEM3MEHHOM ).

HP | Yacrora HP
Hapywenus memaboauzma u numanus
T'unornukemus | Yacto
Hapywenus co cmoporbvl HepeHOli cucmembl
l'onosHast 60116, 03H00 | Yacro
Kenyoouno-kuweunvie napywenus
TomHoTa, racTpod3odareanbHbIH pedIroKe Yacro
Huapes, meTeopuzm Heuacto

IIpu nmpumernenun npemnapara BUIIMUTPUKC B no3ze 50 Mr asa pa3a B JiIeHb B KOMOWHALIUKA
¢ mpernaparaMi cyiab(OOHUIMOYEBUHBI 1 METHOPMHUHOM

CrnyqaeB OTMEHBI TpemapaTa, cBs3aHHbIX ¢ HP, B rTpynme KOMOWMHMpPOBAHHOW Tepanuu
BUIIOArJIUIITUHOM, MGT(bOpMI/IHOM n TJIUMCOUpruIOM OTMCYCHO HC 6]:1)10. B rpymre
KOMOMHHMpPOBAaHHOW Tepanuu Iuianebdo, METPOPMUHOM U TIUMENHUPUIOM YacTOTa OTMEHBI
npemnapara, cBa3anHoi ¢ HP, cocrasuna 0,6%.

['unornukeMus orMevanachk 4acto B o0eux rpynnax (5,1% B rpynmne KOMOMHUPOBAHHOM Teparuu
BWIJIATJIMIITUHOM, MeTGOpMHHOM M Tiumenupuaom u 1,9% B rpymnne KOMOMHHPOBAHHOM
Tepanuu 1ianedo, MeTGOPMUHOM U IIUMENUPUAOM). B rpynmne BungariunTiHa oTMEYeH OJMH
SMU304 T'MIIOTJIIMKEMHUN TSDKEJION CTEIICHMU.

Ha MomeHT 3aBepiiieHus uccieqoBaHus 3HAUMMOr0 BIUSHUSL HA Maccy Tejia BBISIBJICHO He ObLIO
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HP | Yacrora HP
Hapywenus memabonuzma u numanus
I'mnornukemMus | Yacro
Hapywenus co cmoponwl Hepgrotl cucmembl
I'onoBokpyxeHHe, TpeMop | Yacro
Hapywenus co cmoponul kodicu 1 NOOKOINCHBIX MKAHEl
TlMunepruapos | Yacro
Obwue napyuienus u peakyuu 8 mecme 66e0eHusl
Actenus | Yacto

IlocTperucTpalinOHHLIC UCCASIOBAHMUS

Bo Bpems mpoBeneHrs MOCTPEruCTPAIMOHHBIX UCCIEA0BaHN ObUTH BBISIBIIEHBI cieaytomue HP
(TTOCKOJIBKY COOOIIEHUS MMOTYYCHBI B JOOPOBOJILHOM MOPSIKE OT MOMYJSALUNA HEOMPEIEICHHOTO
pasmepa, JOCTOBEpPHO OMpENeIUTh YacTOTy pa3Butus naHHeIX HP He mpeacraBisercs
BO3MOJXKHBIM, B CBSI3U C U€M OHH KJIACCU(UIIMPOBAHBI KAK «4aCTOTa HEM3BECTHAY).
Kenyoouno-kuuieunvie HapyuieHus: 9acToTa HEN3BECTHA — MTAHKPEATHT.

Hapywenusa co cmoponsl neuenu u d#cenyesvlo0sawux nymei: 4acToTa HEM3BECTHA — IeNaTUT
(pa3pemuBIIMIICS CAMOCTOSATEIBLHO TOCIE OTMEHBI JICKAPCTBEHHOTO Iperapara), MOBBIIICHUE
AKTUBHOCTH «II€YCHOYHBIX» (PEpMEHTOB (pa3peIIuBIICeCs CAMOCTOSTEIBHO TII0CIE OTMEHBI
JIEKapCTBEHHOTO Mpernapara).

Hapywenusa co cmoponvl MululeyHol, CcKelemHou U COeOUHUMENbHOU MKAHY. YacToTa
HEU3BECTHA — MHAJTHA.

Hapywenus co cmoponvl kodicu u nOOKONMCHbIX MKAHel. 4acTOTa HEU3BECTHA — KPAINWBHUIIA,
9KCPOJIMATUBHOE W OyIJIe3HOE MOpaKEHUE KOXKH, BKIIOYAs OyJUIe3HBIA MeMQUTOHI, KOXKHBII
BACKYJIHT.

COOGH.ICHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX TIOCIEe PETUCTPAIUU
JIEKapCTBEHHOI'0 Tpernapara ¢ 1elbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TONTh3a—PHUCK» JICKAPCTBEHHOTO Tpernapara. MEIUIIMHCKUM pPaOOTHHKAM pPEKOMEHIYeTCs
coo01aTe O JIIOOBIX MOJI03PEBAEMbIX HEXeNaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara
YCpe3 HAIIMOHAJIBHBIC CUCTCMBbI COOGH_IGHI/I}I 0 HCXKCJIATCIIbHBIX PCAKNUAX IOCYAAPCTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas ®@enepanus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBoOXpaHEHUS
109012, r. Mocksa, CnaBsiHCKas iomans, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
CuMOTOMBI
BunpgarnunTuH Xopo1o NepeHoCcuTes Ipyu NpuMeHeHnHt B 03€ 10 200 Mr B CyTKH.

[Ipu mpumeHenun npenapara B 103¢ 400 Mr B CyTKHM MOXKET HaOIIOJaThCsA OOJIb B MBIIIIAX,
PEIKO — JIETKHE M TPAH3UTOPHBIC MAPECTE3UH, JIMXOPAJKA, OTEKH U TPAH3UTOPHOE IMOBHIIICHUE
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aKTHUBHOCTH Jinmasbl (B 2 pasa Beime BI'H). TIp Wennd&f%&ﬂ%ﬁﬂﬁﬁﬁﬁggg 0-600" r B

CYTKM BO3MO)XHO pa3BUTHE OTEKOB KOHEYHOCTEH, CONPOBOXAAIOIIMXCS MapECTE3UsIMU U
MOBBIIICHHEM aKTHBHOCTH KpeaTuH(pocPoknHasbl, C-peakTUBHOTO O€JIKa 1 MHOTJIIO0MHA, a TAKXKe
aktuBHOCTH ACT. Bce cuMmnTombl nepefo3UpOBKH U M3MEHEHHUS JIAOOPAaTOPHBIX IMOKa3aTesen
o0OpaTtuMBbl TIocye peKpalleHns MPUMEHEHUS MTpernapaTa.

Jleuenne

BriBenenue npenapata U3 opraHu3Ma ¢ MOMOIIBIO AUAIN3a MajJoBepossTHO. OHAKO OCHOBHOM
ruAponu3Hbi MeTabout BunarnuntuHa (LAY 151) Moxker ObITh yajeH U3 opraHu3Ma myTeM
reMoHann3a.

5. PAPMAKOJOI'NYECKHUE CBOUCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUYECKass TPYyNIa: THIOTIMKEMHYECKOEe CPEACTBO JUIsl  MEePOPaTBLHOTO
MPUMEHEHUS, JUIETITHIUINEI THAa3bI-4 HHTHOUTOP.

Koxg ATX: AI0BHO2.

MexaHu3M IeHCTBUS

Bunparnuntuz, npeacTaBuTeNb Kjacca CTUMYJISTOPOB OCTPOBKOBOIO amnmapara Mmo/HKeny109HON
JKEJIe3bl, SBIISETCS MOIIHBIM U CETIEKTUBHBIM MHTHOUTOpOM aumnentuamimentuaassi-4 (JII111-4),
YIIYYIIAIOITUM TIIHKEMAYECKH KOHTPoJb. UHrnouposanue Bungarauntuaom JAI1I1-4 npuBonut
K YBEJIWYECHHIO 0a3ajlbHOTO M MOCTIPAHAMAIBHOIO HHIOTEHHOTO YPOBHS HHKPETHHOBBIX
TOPpMOHOB —  TiokaroHomogoOHoro mentumaa 1 (I'THI-1) w  TIIFOKO303aBUCHMOTO
uHCynuHOoTponHoro nojunentuaa (I'UII).

dapmakoauHamuyeckue 3P HeKTol

[Tpu npumenennu BunaraunTrHa B 103¢ 50—100 Mr B CyTKH y MAIUEHTOB € CaXapHBIM JHa0ETOM
2 TuMa oTMEeYaeTcs yilydlleHue GyHKIUH B-KIETOK MOIKETYA0YHON Kee3bl.

Crenenp ynydieHus] GQyHKIUH B-KIETOK 3aBUCUT OT CTENEHH MX MCXOHOTO MOBPEKICHUS; TaK,
y Ju1r 6e3 caxapHoro auabeta 2 Tuma (C HOpMalbHOW KOHIICHTPAIMEH TITFOKO3BI B TIJIa3Me KPOBH )
BUJIJJATJIMIITUH HE CTUMYJIMPYET CEKPELMIO MHCYIMHA U HE CHIDKAET KOHIIEHTPALIMIO TJIFOKO3bI.
[Tobimas koHueHTpanuto s3uaoreHHoro I'TII-1, BUigarnunTiH yBeIMYUBaeT YyBCTBUTEILHOCTD
0-KJIETOK K TJIIOKO3€, YTO MPUBOJIUT K YIYUIIEHUIO TIIOKO303aBUCUMOMN PETYJIALMHN CEKPEeLu
rimokarona. CHIKEHUE TOBBIIIEHHON KOHIEHTPALMU IITI0KaroHa BO BpeMsl €/Ibl, B CBOIO OUYEpE/Ib,
BBI3bIBAET YMEHBILIEHNE UHCYJIIMHOPE3UCTEHTHOCTH.

VYBenuueHrne COOTHOIICHUSI WHCYJIMH/TIIOKaroH Ha (OHE TUIepriuKkeMud, OO0YCIIOBICHHOE
noBbliienreM koHueHtpauuu [TIII-1 u T'UII, BbI3bIBaeT ymMeHbIIEHUE MPOIYKIUU TIIHOKO3bI
MEYEHbIO KaK BO BpPEeMs, TaK M MOCJE IpUeMa MU, YTO MPUBOIUT K CHHYKEHUIO KOHIICHTPAIIUU
[JIFOKO3BI B IJIa3M€ KPOBH.

Kpome TOro, Ha QoHe npumMeHEeHHUS BUIAATIMIITHHA OTMEYAETCS CHUKEHHE KOHIICHTpAluU
JUTNHIOB B TUTa3Me KPOBHU TOCTIE MpUeMa MHIIHU, OJHAKO 3TOT 3((EKT He CBSA3aH C €ro JIeHCTBUEM
Ha ['TII1-1 nou TUII u ymydmerrnemM GyHKIIMA OCTPOBKOBBIX KJIETOK ITOJIKEITYA0YHOM JKeIe3bl.
M3BectHO, uTOo moOBBIMIEHHE KOHUEHTpauuu [TIII-1 MoxkeT NpUBOAUTH K 3aMEUICHHUIO
OTIOPOXKHEHUS JKeITyJIKa, OHAKO Ha (hOHE MPUMEHEHHS BWJIIAIMITHHA MTOA00HOTO 3¢ deKTa He
HaOIr01aeTCsl.

[Ipu mpuMeHEeHUH BIIIIATIIMNITHHA ¥ 5795 ManueHToB ¢ caXxapHbIM 1Ua0eToM 2 THIa B TCUEHHUE
52 Hemenb B MOHOTEpANWHM WM B KOMOWHAIMU C METHOPMUHOM, MPOU3BOIHBIMH
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CyNb(OHUIMOYEBUHBI, THA3OJIUIUHIAOHOM MU H%%H&;C@rﬂmgrﬂ&%{;@ﬁoe

JUINTENIbHOE CHIDKEHHE KOHLEHTpAallMM TIIMKUpoBaHHOro remoriobouHa (HbAlc) u rmoxo3st
KpPOBH HATOIIAK.

[Ipu npuMeHeHnr KOMOMHAIIMY BIJIJATTUNTHHA U MeT(OPMHUHA B KAY€CTBE HAYAIIBLHON Teparuu
y MaIMeHTOB C caxapHbIM auabeToM 2 Tuma B TeueHue 24 Heledb 0TMEYaoCh J10303aBUCUMOE
CHIDKeHHe KoHIeHTpauuu HbAlc mo cpaBHeHHIO ¢ MOHOTEpamueil JaHHBIMU IpenapaTaMu.
Crnyyau pa3BUTHS TUIIOTIIMKEMUHU ObUTM MUHUMANBHBI B 00€UX IpyMax Tepanuu.

[Ipu npumMeHeHnr BUIAArIunTHHA B 103¢ 50 Mr 1 pa3 B CyTKHM B TeueHue 6 MECSIEB Yy MallUCHTOB
C caxapHblM jauabeTroM 2 THHa ¢ HapymeHueM ¢yHknuu Tmodek cpeaneit (CK® >30,
<50 mn/mun/1,73 M%) wmm taxenoit (CK® <30 wmn/mun/1,73 M?) cTemeHM oTMedanoch
KJIIMHUYECKH 3HAYMMOE CHIDKeHHE KoHIleHTpanuu HbA 1¢ mo cpaBHeHMIO ¢ TI1a11€60.

[Ipu npumMeHeHnH BUIIAraUNTHHA B 103€ 50 Mr 2 pa3a B CyTKM B KOMOMHaNuu ¢/6e3 MeTpopMHuHa
u uHcynmuHOM (cpennsis no3a 41 EJl/cyT) Obl10 mMpoAeMOHCTPUPOBAHO CHIDKCHHE MOKa3aTess
HbAlc na 0,77% ot ucxomgHoro cpemHero 3HaueHus: 8,8% cO CTAaTHCTHYECKU TOCTOBEPHOU
pasHuueit ¢ miamnedo 0,72%. YactoTa rMNOrIMKEeMUH B TPYIIE BHIJATJIUNTHHA CpaBHHUMA C
TaKkoBOHW B rpymmne ruiane6o. [Ipu npuMeneHnn BuiigaraunTuHa B qo3e 50 mMr 2 pasa B CyTKU B
koMOuHammu ¢ MethopmuHOoM (>1500 mr/cyT) u rmmMmenupuaoM (>4 Mr/cyt) ObIIO MOKa3aHO
CTaTUCTHUYECKH 3HaUYMMOoe cHIbkeHue ypoBHs HbA lc Ha 0,76% OT HCXOAHOTO CpeaHEro 3HAaUeHUS
8,8%.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopOnus

[Ipy mpueme BHYTpPb HATOIIAK BUJIJATIUITHH OBICTPO BCACBIBAETCS, & €0 MaKCHUMaJbHas
KOHLEeHTpauuss B IutasMe KpoBH (Cmax) ZocTuraercs depe3 1,75 uaca mocne npuema. Ilpu
OJTHOBPEMEHHOM IIpHE€ME ¢ TMHIIEH CKOpocTh a0copOLMM BWIAAMIMITHHA CHHXKAeTCs
HE3HAYUTENbHO: OTMeYaeTcs yMeHbIIeHHE Cmax Ha 19% 1 yBenuueHue BpEMEHM €€ TOCTHKEHUS
70 2,5 yaca. O1HaKo pHeM MUIIK HEe OKa3bIBACT BIMSHUSA HAa CTENIEHb a0COPOLIMHU U TIOIIA/lb O]
KpHuBOH «KoHIEHTpauus—Bpems» (AUC).

Bunnarnuntus ObICTpo BcachIBaeTcs, a €ro abcooTHas OMOIOCTYITHOCTh IIOCIE IpUeMa BHYTPb
coctaBisieT 85%. Cmax 1 AUC B TepaneBTHUECKOM IMaNa3oHE 103 YBEIUYMBAIOTCS IPUMEPHO
IPONOPLHMOHAIIBHO J03€.

Pacnopenenenue

CremneHb CBSI3bIBaHMS BUIIIATTIMIITHHA ¢ OeJTKaMu 11a3Mbl KpoBu HU3Kas (9,3%). Bunparnuntux
pacnpenensercs pPaBHOMEPHO MEXIy IUIa3MOM KpoBM M spurpouutamu. Pacnpenenenue
BUJIIATJIMIITHHA MTPOUCXOIUT MPEAINOIIOKUTEIFHO 3KCTPABACKYISIPHO, 00BEM pacIipe/iesicHUs B
PaBHOBECHOM COCTOSIHUU 10CJI€ BHYTpUBEHHOI 0 BBeeHus (Vss) coctasisier 71 1.

Buorpancdopmarnus

OCHOBHBIM TIyT€M BBIBEJICHUS BHIIJATIUITHHA SBIsETCS Omorpancopmamus. B opranusme
yenoBeka 69% 10361 BWIIATIIMIITUHA TIoJIBepraeTcst OnoTpanchopmanmu. OCHOBHOM META0OIUT —
LAY151 (57% no3sl) ¢apMakoIOTHYECKH HEAKTHBEH U SIBISCTCS TMPOMYKTOM THAPOIU3A
nraHokoMIioHeHTa. Oko110 4% 10361 npenapaTta NoABEPracTcss aMUIHOMY THIPOJIU3Y.

B noxnmHMYecKUX HCCleIOBaHUSIX OTMedaeTcs nosnoxurenbHoe BiausHue JIII1-4 na runponus
BUJIAMIMNTAHA. Bunparnmuntun metabonusupyercss 0e3 ydacTtus H30(EepMEHTOB LIUTOXpOMa
P450. Bunnarnuntus He sBisiercs cyoctparom uzopepmertoB P450 (CYP), He unrubupyer u He
WHIyIHUpYeT n30(hepMeHTHI ruToxpoma P450.
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[locne mpuema mpenapata BHYTpPb OKOJIO 85% mA03bl BBIBOOUTCA Moykamu U 15% — uyepes
kuiieyHuK. [loyeuHast SKCKpenuss HEM3MEHEHHOro BwiaaraunTuHa cocrtasiser 23%. [lpu
BHYTPUBEHHOM BBEICHMM CPEIHUNA MEpHO] TMOJYBBIBEJCHHUS JOCTHUraeT 2 4YacoB, OOIIui
IUIa3MEHHBIA KIMPEHC M TOYEYHBIM KIUPEHC BWJAArIMOTHHA cocTaBisiior 41 w 13 n/u
cooTtBeTcTBeHHO. [lepuon nomyssiBeneHus (11,) mocie mpruemMa BHYTPh COCTaBIISIET OKOJIO 3 4acoB
HE3aBUCHUMO OT J03bl.

dapMaKOKMHETHKA B 0COOBIX clIydasax

Tayuenmul noscunoco 6ospacma (65 rem u cmapuie)

VY 310p0BBIX MOXKUIBIX Jtoneh (=70 neT) obmiee Bo3aeiicTBue Buigarimntuaa (100 mr onuH pas
B CYTKM) yBeIW4YMBaJIoCh Ha 32%, IpH ATOM INHMKOBas KOHILIEHTpalMs B IUIa3Me€ KpOBU
yBenuuuBaiach Ha 18% 1o cpaBHEHHUIO ¢ MOJIOBIMH 310poBbIMU JtoAbMH (18—40 ner). Tem He
MEHEe OSTH HW3MEHEHHsI HE CUUTAIOTCAd KIMHUYECKH 3HauuMbiMU. Wurubuposanume HIIII-4
BUJIIATJIMIITHHOM HE 3aBHCHUT OT BO3pacTa MalleHTa B Mpeeiax MCCIEJOBAaHHBIX BO3PACTHBIX

TPYIIL.

Ileuenounas nedocmamounocms

VY nanueHToB ¢ HapylieHueM (GYHKIIMH ITEUYEHU JIETKOW U CPeHEH CTeneHn TshkecTH (6—9 6amioB
no wmkaine Yana—IIsio) mocne oJHOKpATHOTO MPUMEHEHUsl Ipernapara OTMEYaeTcsl CHUXKEHUE
OouonocTymHocTH BuiAarauntiHa Ha 20 u 8% COOTBETCTBEHHO. Y MAIMEHTOB C HApYIICHUEM
¢ynkuuu nedenu Tsoxenoi crenenu (10—12 6amnoB mo mkane Yaitng—Ilei0) GuogocTynHOCTh
BUJIJATJIMIITUHA TOBbIIIAETCS Ha 22%. VYBeIWYEHUE WM YMEHBIICHHUE MaKCUMaJIbHOU
OMOJOCTYITHOCTH BUJIJATTUNTHHA, He npeBbimatomiee 30%, He SBIsIeTCs KIMHHYECKA 3HAYNMBIM.
Koppensiiiuu Mexny CTEneHblo TSHXKECTH HapylleHHd (YHKIUU MEeYeHH M OMOJOCTYIMHOCTBIO
npenapara He BBISBIICHO.

Iloueunasn nedocmamoynocmuy

VY manueHToB ¢ HapylieHHeM (DYHKIIMH TOYeK JIETKOH, cpemHed minm Tspkenoit cremenn AUC
BIWJIJIATJIMIITHHA YBEIMYUBAIACH IO CPABHEHUIO CO 310POBbIMH 10OpoBosbiiamu B 1,4, 1,7 1 2 paza
cootBercTBeHHO. AUC metabonuta LAY 151 yBennuuBanacs B 1,6, 3,2, u 7,3 pa3a, a Metaboimrta
BQS867 — B 1,4, 2,7 u 7,3 pa3a y maiueHTOB C HapylIeHHEM (YHKIUU OYEK JIETKOH, CpeiHel u
TSYKEJION CTENEHU COOTBETCTBEHHO. OrpaHMYEHHBIE JaHHbBIE y MAllMEHTOB C TEPMUHAIBHOMN
CTaaueil XpOHNYECKOH 00JIe3HN MOYEK YKA3bIBAIOT Ha TO, YTO MOKA3aTENN JaHHOU TPYIIIBI CX0XKH
C TaKOBBIMH Y TALIMEHTOB C HapylleHHeM (QYHKIIMH MouYeK Tsxkenoil creneHu. KoHueHTpanus
metabonuta LAY 151 y manueHTOB ¢ TEPMHUHAIBHOM CTagueil XpOHUYECKOW OOJIe3HH IMOYeK
yBEIUYHMBaIach B 2—3 pa3a 1o CPaBHEHHIO C TAKOBOM y MAIIMEHTOB C HApyIIeHHEeM () YHKIIMH TTOYEK
TSYKEJIOU CTEIICHU.

[Tpu nprMeHeHuH pernapara y NaueHToB ¢ HapylleHneM (QyHKIIUHU [T0YEeK MOXKET NOTpedoBaThCs
KOPPEKLHSI JO3BI.

BriBenenue BUIIarIMITHHA PU TEMOIMAIN3€e OTpaHUYeHO (depe3 4 yaca mocjae 0JHOKPaTHOrO
npreMa coctapisieT 3% Mpu ATUTENBHOCTH MPOLEAYyphl Oonee 3—4 4acoB).

CTH

dapMakOKHMHETHYECKHE 0COOCHHOCTH BIJIAATIIMIITHHA Y IETeH U MOAPOCTKOB Mutajie 18 et He
YCTaHOBJICHBI.

Crpanuna 12 u3 14



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 12.05.2025 N= 12001

6. PAPMAIIEBTUYECKHE CBOICTBA (MOCNEOOBATENBHOCTE 000E)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[enmrosi03a MUKpOKpUCTanyeckas tum 102

JlakTo3a 6e3BoHAs

KapOokcumernnkpaxman HaTpust T A

Marnus creapat

6.2. HecoBmecTUMOCTD

Henpumenumo.

6.3. Cpok rogHocTu (CPOK XpaHeHHUs1)

2 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu TeMIiepatype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

[To 14 TabneTok B KOHTYpHYIO SUEHKOBYIO YIIAKOBKY M3 (DONBIM alrOMMHHEBOW (MaTepua
KOMOWHUPOBAHHBIN UIS  XOJOMHONM (OpMOBKHM) #  (POJIBTH  ATIOMHHHEBON  IE€YaTHOU
JTAKUPOBAHHOM.

[To 2 win 4 KOHTYpHBIE SAYEUKOBBIC YIMAKOBKA BMECTE C HMHCTPYKIHEH MO MEAUIMHCKOMY
MPUMEHEHUIO (JTMCTKOM-BKJIABIIIIEM) TOMEIIAIOT B TAYKy U3 KApTOHA KOPOOOUYHOTO.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPHM  YHUUYTOKEHHMH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBbIX TOcjle NPHMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHUMyJIsIUU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

AO «P-Dapm»

123154, r. Mockga, yi. bep3zapuna, 1. 19, k. 1

Tenedon: +7 (495) 956-79-37

dakc: +7 (495) 956-79-38

DnekTpoHHas nmoyvra: info@rpharm.ru

7.1. lIpencraBuTeib AepKaTessi PErHCTPALMOHHOIO Y0CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIATE 110 aJPECY:

Poccuiickas @enepanus

AO «P-®apm»

123154, r. Mockasa, yi. bep3apuna, 1. 19, k. 1
Tenedon: +7 (495) 956-79-37
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DnekTpoHHas nmouta: info@rpharm.ru
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
JITI-Ne(003520)-(PT-RU)

9. JTATA NEPBUYHOM PETUCTPAIIMUA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPALIUN)

Hara nepoii peructpanuu: 27.10.2023.
10. JATA IEPECMOTPA TEKCTA
O6mas  xapakrepuctuka JekapctBeHHoro mnpemnapata BUWJIMHWTPUKC npoctymra Ha

uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO C€O03a B HMH(DOPMAIMOHHO-
KOMMYHUKaIMOHHOU cetn MHTEepHeT: http://eec.eacunion.org/.
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