ot 21.05.2026 Nz 10077

(NOCNELOBATENBHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

I'panruc, 50 mr, TabneTku.

2. KAMECTBEHHBIN M KOJIMYECTBEHHBIN COCTAB

JlelicTByrolIee BEMIECTBO: BUIAATJIUNITHH.
Kaxxnas tabnerka cogepkut 50 Mr BUIAArIUIITHHA.

BcnomorarenbHble BelIecTBa, HANWYUE KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpernaparta: 1akto3a (cM. pa3aeinsl 4.4).

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

prrﬂble IUIOCKOIUJIMHAPUYICCKHUC TaOJIETKU OT OEI0r0 J0 CBCTJIO-KCJITOIO LIBE€TA, C q)aCKOﬁ.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxazanus K NPUMEHEHUIO

JlexapcTBeHHbIl NpenapaT ['paHruc mokasaH K NPUMEHEHMIO IIPU caxapHOM auabere 2 Tuma y
B3pOCIIBIX MAIIMEHTOB OT 18 j1eT (B coueTaHuu ¢ quetoTepanueid U GU3nUecKUMH yIpakKHEHUSIMH):

B KayecTBe MOHOTepanmuu B ciydyae Hed()()EKTUBHOCTH AMETOTEpanuu U  (U3NUYECKUX
yIpaXHEHUH y MAIMeHTOB ¢ HATMYMEM MPOTHUBOIMOKA3aHUI K MPUMEHEHHIO/HETIEPEHOCUMOCTH
MeT(opMHHa U B caydae HeaheKTuBHOCTH MeT(hOopMUHa;

— B KOMOMHAIMM ¢ METGOPMHHOM B KauyecTBE HA4aJbHOM MEIMKAMEHTO3HOM Tepanuu MpU
HeZ0CTaTOYHOU 3((HEKTUBHOCTH IUETOTEPANNK U (PU3UUECKUX YIIPaKHEHUI;

— B COCTaB€ JIByXKOMIIOHEHTHOW KOMOWHHMpPOBAaHHOW Tepamuu: C METQOPMHUHOM WU
THUA30JIMIUHANOHOM, WJIM C UHCYJIMHOM B ciiyyae Hed((HEeKTUBHOCTH JUETOTepannu, GU3HUEeCKUx
YIPa)XKHEHUM U MOHOTEPAIIMHU 3TUMHU IIperapaTaMu;

— B COCTaBe  JIByXKOMIIOHEHTHOH  KOMOWMHMpPOBAaHHOM  Tepamuu C  NPOU3BOAHBIMU
CyJIb()OHMIMOYEBHHBl Yy TMAlMEHTOB C HEJOCTaTOYHBIM KOHTPOJEM TJIUKeMUH Ha (oHe
MaKCHUMAaJIbHO MEPEHOCHMOW 03bl MPOU3BOJHOIO CYIb(OHUIMOYEBHHBI WM NPH HATUYUU
MPOTUBOMNOKAa3aHUI K MPUMEHEHUIO/HENEPEHOCUMOCTH MeT(HOPMHUHA;

— B COCTaBe TpPOMHOM KOMOMHHMpPOBAaHHOW Tepanmuu: B KOMOHMHAIlMM C MPOU3BOJHBIMU
CyJIb(OHMIMOYEBUHBI U MET(GOPMHUHOM, Yy TMAIUEHTOB, paHee TMOJIyYaBIIMX TEPaNUio
MIPOM3BOJHBIMU CYJIb(OHUIMOUYEBUHBI 1 MET(HOPMUHOM Ha (poHE TueToTepanuu U GU3NYECKUX
YOPaXHEHUHN U HE JOCTUTINX aJ€KBaTHOTO KOHTPOJISI IIIMKEMUMY;

— B COCTaBe TPOHHON KOMOMHMPOBAHHOW Tepanuu: B KOMOMHALUH ¢ HHCYJIMHOM M MET(OPMHUHOM,
y TAIMEeHTOB, paHee IMOJIyYaBIIMX HHCYJIMH B CTaOWIBbHON m03¢ W MeThopMuH Ha (oHE
JMEeTOTepanuu u (PU3NYeCKUX YIpaXHEHUH, U He JOCTUTIINX aJeKBAaTHOTO KOHTPOJIS TJIMKEMUU.
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4.2. Pe:xuM 103UPOBAHMS M CIIOCOO MPUMEHEHUS

PexxuM 103upoBaHus

Jo3y npenapara ['panruc cneayer noaOuparb MHANBUAYAIBHO B 3aBUCUMOCTH OT 3 (HEeKTUBHOCTH U
IIEPEHOCUMOCTH.

Pexomennyemas no3za mpenapara — 50 mr 1 unu 2 pa3a B aeHb. MakcuMalibHasi CyTOYHasi J103a
npenapara cocrasiser 100 mr.

Pexomennyemas no3a mpenapaTa B MOHOTEpAalUM WM B COCTaBE KOMOMHUPOBAHHOM Tepamnuu ¢
METGOPMHUHOM, THA3OJUIWHAMOHOM WM MHCYJIWHOM (B KOMOMHamuu ¢ MeTopMUHOM min Oe3
MetdopmuHa), cocraBisger 50 mr uiau 100 Mr B CyTKH.

Pexomenayemas 1o3a mpemapara B COCTaBe JBOWHON KOMOMHHPOBAHHOHM Tepanuu C MpenapaTaMmu
Cyb(QOHUIMOUEBUHBI cocTaBisieT 50 mr 1 pa3 B cyTku yTpoM. B 3TOW momynsiuu HamueHTOB
s dhekTruBHOCTH Tpernapara B 03¢ 100 Mr B cyTKHU ObLTa CXOAHOW C TAKOBOW B 03¢ 50 MT' B CYTKH.

PexomeHi0BaHHAas 103a mpernapaTa B COCTaBe TPOHHON KOMOMHUPOBAHHOM Tepanuu (BUIAArTMITHH
+ Ipou3BOIHBIE CYIb(POHMIMOUYEBUHBI + MeThopMuH) cocTaBisieT 100 Mr B CyTKH.

Ecnu menu TaMKeMHYEcKOro KOHTPOJS HE JOCTUTHYTHI Ha (pOHE MPUMEHEHHS MaKCHMalbHON
cyrouHoil 10361 100 Mr, ciegyer paccMOTPeTh BO3MOXKHOCTh J00aBJIEHUs K Tepanuu Ipernaparom
['paHruc Apyrux THIONIMKEMHYECKUX IIpernaparoB, TaKHMX Kak MET(QOPMHUH, IPOU3BOIHBIC
Cy.]'[B(l)OHI/IJIMO‘ICBI/IHI)I, TUA30JIMANHINOHBI NI UHCYJIMH.

Oco0Oble I'pYHIIBI MIalIMCHTOB

Iayuenmul nodxxcunoco 6o3pacma
VY manueHToB MOKUIIOT0 BO3pacTa He TpeOyeTcs: KOPPEKIUs pexkruMa JO3UPOBAHUS IIperapara.
Iayuenmul ¢ nHapywenuem ynkyuu novex

V NanyMenToB ¢ HapyIIeHneM (QYHKIIMHU ITOY€EK JIETKOi CTENEHH (CKOPOCTh KITyOOUKOBOH (DHIIBTpAIuK
(CK®) > 60 mn/mun/1,73 m?) u cpenneii crenenn ¢ CK® 50-60 mu/mun/1,73 m? He Tpebyercs
KOPPEKIIMH PEKUMA JT03UPOBAHHS TIpenapara. Y NallMeHToB ¢ HapyleHHeM (QYHKIMHI MOYEK CPETHEH
crenenn ¢ CK® 30-50 mun/mun/1,73 M* u Txenoit crenenn (CK® < 30 mn/mun/1,73 M?), BKitodas
TEPMHHAIIBHYIO CTaJMI0 XPOHUYECKOH 6ose3nu modek (XBII) y NMamMeHTOB, HaXOAAIMIMXCS Ha
reMoJMaIN3e WM MPOXOIANIMX IIPOledypy IeMOAHanu3a, Ipenapar cieayeT NPUMEHATh B J103€
50 mr 1 pa3 B cyTKH.

CTHU

D¢ dextuBHOCT, U OGe3omacHOCTh mpemnaparta I'panruc y nereir B Bospacte or 0 go 18 mer He
YCTaHOBJIEHBI. J[aHHbBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

Ho3y 50 mr/cyT cnenyer nmpuHuMath | pa3 B JeHb yTpoMm, 103y 100 Mr/cyT cieayer nenuTh Ha
2 npuema — 1o 50 Mr yrpom u BeuepoM. B ciiydae mpomycka npueMa npenapara clelyeT NPUHATD
MIPOMYIIEHHYIO 103y Kak MOXKHO ckopee. [Ipu aTom crienyeT n3berarh MpUHSITHS YIBOCHHOH J03BI B
OJIVH JI€Hb.

[Ipenapar I'panruc nprHUMAKOT BHYTPh HE3aBUCUMO OT MPHEMA TTHIIIH.
4.3. [IpoTnBONOKA3aHUA

L] FI/IHep‘IyBCTBI/ITCHBHOCTL K BI/IHI[aFHI/IHTI/IHy nJin K JHO6I>IM BCIIOMOI'aTCJIbHBIM BCIICCTBaAM,
MEePEUYNCIICHHBIM B TToApaszene 6.1.
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e (CaxapHnsriif uaber | Tuma.

e OcTphlif WM XPOHUUYECKUN META0OIMYESCKUI anuo3 (BKIOYas JUabeTHYeCKUi KeToalumao3 B
COYETaHHM C KOMOH Wi 6e3 TakoBoii). JlnabeTnueckuii KeToanu103 A0HKEH KOPPEKTUPOBATHCS
UHCyJIuHOTepanuel. Jlakratanno3 (B TOM 4KcCie U B aHAMHE3E).

e Hapymenuss ¢yHKIMM TIeUYeHH, BKIOYas MAIMEHTOB C MOBBIIIEHHOW aKTHBHOCTHIO
«TICYCHOYHBIX)» dhepMeHTOB (amannHamMuHOTpaHC(hepasbl (AJIT) WJIn
acriapraramuHoTpancdepassl (ACT) B 3 u Oosnee pa3 Bbile BepxHei rpaHuiisl HopMsl, (3XBI'H).

e Xponuueckas cepnaednas HepoctatouHocTh (XCH) IV dynkumonansHoro kiacca (®K) mo
dynkumonansHol Knaccudukamuu Helo-Hopkekoii kapamonormueckoii accouumarmu (NYHA)
(BBUAY OTCYTCTBUS JAHHBIX KIIMHUYECKUX UCCIIEIOBAHUMN O MIPUMEHEHUH BUIAATIUITHHA Y 3TOM
IpyNIbl NAIIUEHTOB).

4.4. OcoOble yka3aHUs 1 MePbI PEI0CTOPOKHOCTH NIPH IPUMEHEHUH

B 1oxknMHMYECKHMX MCCIENOBAaHUSAX INpU NPUMEHEHUWH B Jo03ax, B 200 pa3 mnpeBbILIAIOIIMX
pEeKOMeHIyeMble JUIs Yell0OBeKa, BUIIATTIUITUH He BbI3bIBAJ HapyIIeHUH (epTUILHOCTH.

[Ipy HEOOXOAMMOCTH HHCYJIMHOTEPANUM BUJAATIMITAH IMPUMEHSIOT TOJIBKO B KOMOMHALIUU C
UMHCYIMHOM. [Ipemapar mpoTHBONOKAa3aH y MAIMEHTOB C caxapHbIM auaberoM 1 Tuma wim uis
JeueHus JuabeTHUeCcKoro KeToanua03a.

CeplieyHass HEAOCTaATOYHOCTD

[TockonbKy manHbIC O TpEMeHeHNH BuiaariauntuHa y nanuentos ¢ XCH I @K no knaccudukanmm
NYHA orpaHunyeHsl M HE MO3BOJSIOT CHENAaTh OKOHYATEIbHBIA BBIBOJ, PEKOMEHAYETCS C
OCTOPOKHOCTBIO IPUMEHATH Mpernapar [ paHruc y nanueHToB TaHHON KaTerOpHH.

He pexomenayercs npumenenue Bungarauntraa y nanueHtoB ¢ XCH IV ®©K no knaccudukanun
NYHA, BBUAY OTCYTCTBHUSI JaHHBIX KIMHUYECKUX MCCIEAOBAHUI O MPUMEHEHNH BUJIIATIUNTHHA Y
MAILMEHTOB 3TOW TPYIIIIBI.

Hapymenus (bVHKHI/II/I IMOYECK

[IockonbKy ONBIT NMPUMEHEHMsS BWIJATVIMITHHA y IANWEHTOB C TepMHUHanbHOM craguen XblI,
HaxOJALIMXCSA HAa TEMOIUAIN3€E WU MPOXOIAIIUX NMPOUEAYpY I'eMOANalIn3a, OrPaHUYEH, IIpernapar
PEKOMEHIyEeTCSl IPUMEHSATH ¢ OCTOPOKHOCTBIO Y JAHHOM KaTEropyuy NalueHTOB.

Hapymenus (bVHKHI/II/I NCYCHU

[Tockonpky B penkux ciy4asx OpU IPUMEHEHWM BWIJAIVIMIITHHA OTMEYaJOCh ITOBBIIICHHE
aKTUBHOCTH aMHHOTpaHcdepas (Kak mpaBuiio, 6e3 KIMHUYECKUX MPOSBICHUN ), TIepe/l IPUMEHEHUEM
npenapata ['paHruc, a Takxke peryyspHO B XOJ€ MepBOTo rojaa npuMeHenus npemnapara (1 pas B 3
MecsIa), PEKOMEHAYeTCs OMNpeneNsiTh OHOXMMUYEeCKHe TIoKazarenu QyHKuuu nedeHu. Ilpu
BBISIBJICHMM TMOBBIIICHUS aKTHUBHOCTHM aMHMHOTpaHcdepa3 cieayeT TMpPOBECTH MOBTOPHOE
HCCIIE0BAHUE C LENbI0 NTOATBEPKACHUS PE3YbTaTa, a 3aT€M PETYJISIPHO IIPOBOJUTE ONPEIECICHUE
OMOXMMHMUYECKUX ToKa3aTesned (yHKUMHM Me4YeHW [0 HMX HopMmanuszaiuu. Ecnu mnpeBblieHue
aktuBHOCTH ACT wmum AJIT B 3 wmnm OGonee pa3 Beime BI'H moarBepkaeHO MOBTOPHBIM
HCCIIEA0BAHUEM, MPENIAPAT PEKOMEHIYETCSI OTMEHUTb.

[Tpu pa3BUTHM KEATYXU UIIH APYTHX IPU3HAKOB HApyIIeHUs (PyHKIIMH MIeYeHH Ha ()OHE TPUMEHEHHUS
npemnapara ['paHruc Tepanuio nmpemnaparom clieyeT HeMeUIeHHO TipekpatuTh. [locie Hopmanu3anmum
nokasaresnei QyHKIMM NeueHH JIeueHHe MpernapaToM BO300OHOBIISATH HEb3S.

I'unornukeMus

W3BecTHO, YTO Mpenaparsl CyIb(OHUIMOUYEBUHBI MOTYT IPOBOLUPOBATh PA3BUTHE THITOTIMKEMHH.
CymiecTByeT pHCK pa3BUTHS TMIOIIIMKEMHUH MPU OJHOBPEMEHHOM NPUMEHEHUM BUIIIATIIMIITHHA C
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npenapaTamu Ccyib(QOHUIMOYEBUHBL. [Ipu HE0OXOaUMOCTU ClelyeT pPaccMOTPETh BO3MOXKHOCTh
CHIDKCHHUS JI03bI TIPENapaToB CyJb()OHUIMOYCBHHBI C IEIBI0 MUHUMHU3UPOBATH PHUCK PA3BUTHS
TUIOTJIMKEMHUH.

OcTphlil TAaHKPEATUT

IIpuMeHeHNEe BHIAAIIMITHHA CBA3aHO C PUCKOM pa3BUTHS OCTporo mnaHkpearura. Crenmyer
NpOMH(GOPMHUPOBATh NAlMEHTa O CHUMIITOMAaxX, XapaKTEePHbIX I OCTpOro mnaHkpeaturta. [lpu
MOJIO3PEHUM Ha OCTPbIM MAHKpeaTUT Ipernapar cieayeT OoTMeHuTh. He ciemyer BO300HOBIATH
TEpaIuIo, €CIM OCTPBIN MAHKPEATUT ObUT MOATBEPKIEH. Y MALMEHTOB C OCTPHIM IMAHKPEATUTOM B
aHaMHe3€ IPUMEHATH Ipenapar ['paHruc ciaenyer ¢ OCTOPOKHOCTBIO.

[TarenTaM ¢ peaKo BCTpEYAOLIecs HAaCIeACTBEHHON HETIEPEHOCUMOCTBIO TaJlaKTO3bl, Ae(UIUTOM
JIaKTa3bl, III0K030-TaTaKTO3HOM MababcopOIeil He ciaelyeT NPUHUMATh JaHHbINA Ipenapart.

BcnomorarennHble BEllecTBa
[TaniMeHTBI ¢ PeIKO BCTPEYAOIICHCS HACIEACTBEHHON HEMEPEHOCUMOCTBIO TallaKTO3bl, Ie(PUITUITOM
JIAKTa3bl, TIFOKO30-TAIAKTO3HON MaibabcopOIIHeil He clielyeT MPUHUMATh JIAaHHBIN Tpernapar.

4.5. B3aumogeiictBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMH IMpenapaTtaMd W Jpyrue BHABI
B3aUMO/IeHCTBUA

Bungarnuntux OGJ’I&)I&CT HHU3KHM IIOTCHIOHUAJIOM JICKAPCTBCHHOI'O BSaHMOHeﬁCTBHH.

[TockonbKy BIIIAATIIMIITHH HE sBIsIeTCs cyOcTpaTtoM (pepmentoB ruroxpoma P450 (CYP), a Taxoke
HE MHrUOUMpyeT M He MHAYUUpyeT 3TH (EepMEeHThl, B3aUMOJCHCTBHE BWIJAIIMITUHA C
JIEKapCTBEHHBIMU  IIpernapaTamMH, KOTOpbIE SABJIAIOTCS CyOCTpaTaMu, HWHIMOMTOpaMu WM
uaykropamu P450 (CYP), manosepositTHO. Ilpu 0JHOBpEMEHHOM NPHUMEHEHUH BUJIArTIMITHH
TaKXKE He BIIUSACT HA CKOPOCTh METa0O0JIM3Ma MPENapaToB, SBISAIOIINXCS CyOcTpaTaMu (EpMEHTOB:
CYPI1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2EI u CYP3A4/5.

Kinuanueckn 3HAaYMMOTO B3aWMOJCHCTBHUS BIJIJATJIMIITUHA C TperapaTaMu, Hauboliee YacTo
ucnonb3yeMbiMu Tipu JeueHuu CJ1 2 tumna (rubeHKIaMua0M, MUOTTUTa30HOM, MET(HOPMUHOM) HITH
00Jaat0NMMHU Y3KUM TEPANEBTUYSCKUM JHANa30HOM (aMJIOJUIIUHOM, TUTOKCUHOM, PAMUIIPUIIOM,
CUMBACTaTHUHOM, BaJICAPTaHOM, Bap(hapruHOM) HE YCTAaHOBIIEHO.

Twuasuapl,  IIIOKOKOPTUKOCTEPOWIBI,  IIpenaparsl  FOPMOHOB  IMUTOBHJIHOM  JKEJE3Bbl,
CUMITATOMUMETUKHU MOTYT CHMKATh FMIIOTIIMKEMUYECKOE NE€UCTBUE BWIJAIVIMIITUHA, KaK U APYrUX
MIEPOPAIbHBIX TUIIOTJIMKEMUYECKUX MPENapaToB.

YacroTa pa3BUTHsI aHTHOHEBPOTHUYECKOTO OTEKa ObLIa BHINIEC MPH OJHOBPEMEHHOM MPUMEHEHHUH
BIJIJIATJIUTITUHA ¢ MTHTUOMTOPAMHU aHTHOTEeH3UHIIpeBpataromiero pepmenta (AIID), mpu sTom Obla
CXOJHOW C TaKOBOW B KOHTPOJIBHOH Tpymiie. B GONbIIMHCTBE Cly4aeB aHTHOHEBPOTHUECKHUM OTEK
OBLT CpPeHEeW CTETNEHU TSHKECTH W pa3peniaics CaMOCTOSTENIBHO B XOJE MPOJOJDKEHUS Teparuu
BWIJATJIUIITUHOM.

4.6. ®epTUWIBHOCTD, 0€PEMEHHOCTb M JIAKTAIUSA

bepemeHHOCTD

HOCT&TO‘—IHBIX JAaHHBIX 10 NPUMCHCHHIO BUJIAAT TUIITHHA Y 6epeMeHHBIX HCT, B CBA3HU C UEM IIpCriapar
MPOTHUBOIIOKA3aH BO BPEM:A 6CpCMCHHOCTI/I. B JOKIMHHUYCCKHUX HCCICIOBAHUAX ObUIa BEBIABJIECHA
PENPOAYKTUBHAA TOKCHYHOCTH MpPU NPHUMEHCHHUHU B BBICOKHX 1O03aX, HOTGHHI/I&J’IBHLIﬁ PUCK JIA
YCJIO0BCKa HCU3BCCTCH.



COOTBETCTEYET 3KCMNEPTHOMY OTYETY
oT 21.05.2026 N2 10077

(NOCNELOBATENBHOCTE 0002)

JlakTamus

IIpenapar I'panruc npoTuBOIIOKa3aH B IIEPUOJ I'PYIHOIO BCKAPMIIMBAHMS, IIOCKOJIBKY HEU3BECTHO,
IIPOHUKAET JIM BUIJATIUIITHH B TPYAHOE MOJIOKO y Y€JIOBEKA.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTath ¢
MeXaHM3MaMH

UccnepoBanust BIUSHUS BUIIATIUITHHA HA CIOCOOHOCTH YIPaBJISATh TPAHCIOPTHBIMU CPEJICTBAMU
Wi paboTaTh C MEXaHU3MaMU HE NPOBOAWIUCH. [Ipu pa3BUTHUM TOJOBOKpYXEHHS Ha (QoHe
MPUMEHEHHUs Tpernapara MNalueHTaM HE CJEIyeT YIPaBJIsTh TPAHCIOPTHBIMU CPEIACTBAMU WU
paboTaTh c MEXaHU3MaMHU.

4.8. HexkesaTeJbHbIE peaKIIuH

Pesrome npoduist 0e301acHOCTH

[Ipy npuMeHeHUHU BWIJATJIUOTHHA B MOHOTEpANMM WIM B KOMOMHAIMM C APYTMMHU MpenaparaMmu
OOJIBIIMHCTBO HEXeEJaTeIbHbIX Peaklnii OblTH c1a00 BBIPAXKEHbI, UMENU BPEMEHHBII XapakTep U He
TpeOoBamM OTMEHBI Tepanuu. Koppemsimuu Mexay 4YacToTod HexenarenbHbIX peakuuid (HP) u
BO3pacTOM, II0JIOM, 3THUYECKOW IPUHAMIEKHOCTHIO, IPOAOJDKUTEIBHOCTBIO IPUMEHEHUS WIH
PEXKUMOM J103UPOBAHHUSI HE BBISBIICHO.

YacToTa pa3BUTHs aHIMOHEBPOTHYECKOTO OTE€Ka Ha (poHE Tepamuy BUIATIMITHHOM COCTaBIIsIa
> 1/10000, HO < 1/1000 (rpamanus «peako») Oblla CXOAHOH C TaKOBOH B KOHTPOJBHOH TpyTIIE.
Haubonee yacto ciydan aHTMOHEBPOTHUYECKOTO OTEKa OTMEYAJIUCh MPU MPUMEHEHUHU Npenapara B
KOMOMHAIIMM C MHTUOMTOpaMU aHTMOTeH3MHIIpeBpaiatoniero gepmenra (AIlD). B GonbuinHcTBE
CJTy4yaeB aHTMOHEBPOTHYECKHI OTEK ObUI CpeHEN CTENEHH TSDKECTH U pa3peliasicsi CaMOCTOSITENbHO
B X0/1€ TIPOIOJDKCHHUS TePAITH BUJIIATITUIITHHOM.

Ha ¢one Tepanuu BUIZAMIMNTHHOM PEIKO OTMEYAINCh HapylleHHs (YHKLIMU MEYeHHU (BKIOYas
rernaTtut) 0ECCUMITOMHOTO TeueHUs. B OONBIIMHCTBE ciyyaeB JaHHbIE HAPYIIEHUS M OTKJIOHEHUS
nokaszarenel (pyHKIMM MMeYeHU OT HOPMBI Pa3peIMINCh CaMOCTOSATENILHO 03 OCI0XKHEHUH mocie
MpeKpaleHus Tepanuu npenapatom. [Ipu npumenennn Bunaarnuntuya B 1o3e 50 mr 1 wiu 2 pasa B
CYTKH 4YacTOTa yBEJIMYEHUs aKTMBHOCTU «medeHOouHbIX» (pepmeHToB (AJIT unmu ACT > 3xBI'H)
cocrapisia 0,2 % wmm 0,3 % coorBeTcTBeHHO (TI0 cpaBHeHUIO ¢ 0,2 % B KOHTPOIBHOM TPyTIIE).
VBeln4YeHne aKTUBHOCTH  «II€YEHOYHBIX» (EpMEHTOB B  OOJBIIMHCTBE CIIydyaeB OBLIO
0eCcCHMITTOMHBIM, HE IIPOTrPECCUPOBAIIO U HE COITPOBOXKIATIOCH XOJIECTa30M HIIH JKENTYXOH.

Tabnuunoe pe3loMe HeXKellaTelIbHbIX peaKIIni

HP crpynnupoBaHbl B COOTBETCTBHH ¢ Kiaccuukanueil opraHoB u cuctem opranoB MedDRA. B
npenenax Kaxaod TpynIbl OpraHoB M cucteM opraHoB HP mepeunciieHsl B MOpsIKE yMEHbIIECHUS
4acTOTHl BCTpEYaeMOCTH. B mpezpenax kaxaoi rpynmnsl 4actoTel BcTpedaeMoctd HP ykazansl B
MOPSAJIKE YMEHBILIEHUS TSDKECTH.

21.]'[5[ OLCHKU YaCTOTBI HEXKECJIATCIIbHBIX peaKHI/Iﬁ HCIOJIB30BATIUCH CIICAYIOIIUEC KPHUTCPHUH: OYCHb
gacto (> 1/10); wacro (> 1/100, HO < 1/10); HewacTo (> 1/1 000, HO < 1/100); peaxo (= 1/10 000, HoO
<1/1 000); ouenp peako (< 1/10 000), yacTora Hen3BecTHA (HA OCHOBAaHUW HMEIOIIUXCS JTAHHBIX
OLICHUTh HEBO3MOXHO).

Hpu npumerHeruu BUNOA2TIUNMUHA 8 MOHOmMepanuu

[Tpu npumeHeHnn BuaaraunThHa B 03¢ 100 Mr B CYyTKM 4YacTOTa OTMEHBI TEPAalHH B CBS3H C
pa3BuTHeM HexenarenabHbIx peakiuii (0,3 %) Oplia He BbIlIe TakoBOH B rpymmne mianebo (0,6 %) nmm
npenapata cpaBHeHus (0,5 %).
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Ha ¢one MoHOTEpanuu BUIAArIUNTHHOM B 03¢ 100 MI' B CyTKHM YacTOTa pa3BUTHUS TUIOTIMKEMUH
0e3 yBeNMYEHUS CTENCHU TSDKECTH cocTosiHus coctapisia 0,4 %, 94To COMOCTaBUMO C IpenapaToM
cpaBHeHus u iane6o (0,2 %).

Macca Tena He M3MEHsUIaCh 110 CPABHEHUIO C MCXOAHON B KIMHMYECKUX HCCIEIOBaHMSX, KOIza
BunaarmunTuH 100 Mr B cyTKM NpuUMEHsUIM B kauecTBe MoHOoTepanuu (-0,3 kr u -1,3 kr B rpynmnax
BIJIJIATJIMITHHA U I171a11e00 COOTBETCTBEHHO).

Wndexkunu u nHBa3uu OueHb penko HH(bE:KHHH BEPXHHX - JIIXATCILHEIX
nyTel, Ha30(papUHTUT

Hapymenus merabonu3Ma U TUTaHUS Heuacto [lMunornukemus

Hapymenuss co croponsl HepsHoi | YacTo I'o10BOKpYKEHUE

CHCTEMBI Heuwacrto ['onosnast 6o11b

KenmynoyHO-KuIIEUHbIE HAPYLIEHUS Heuacto 3anop

HapyuieHnust co CTOpoHBI COCY10B Heuacto [lepudepuyeckue orexu

Hapymennst co CTOpOHBI MBIIIEYHOM

CKeI:;I};THOﬁ u coem/IHI/II)TenLHoﬁ TKaH! " | Heuacro Aptpairus

JlonrocpouHble KIMHUYECKUE UCCIIEN0BaHUS MPOJOJKUTENBHOCTBIO JO 2 JIET HE BBISIBWIIA KaKUX-
1100 JOMOTHUTEIBHBIX OTKIOHEHHH MpoQuisi 0e30MacHOCTH WM HETPEeIBUICHHBIX PUCKOB IpHU
IIPUMEHEHNUN BUJIJATJIMIITUHA B MOHOTEPAIIUH.

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

[Tpu npumeHeHnu BuiIgarauTouHa B 103¢ 100 Mr/cyt B koMOuHaImu ¢ MeThOpMHUHOM WU TUIa1e00
B COYETAaHUH C MET(POPMHHOM CIydyaeB OTMEHBI TEPANHMH B CBS3M C PA3BUTHUEM HEXKEIATEIbHBIX
peakiuii He OTMEYaJIOCh.

[Tpu npumMeHennu BunAarmunTruHa B 103¢ 100 Mr/cyT B koMOMHaIuu ¢ MeThOPMHUHOM TUITOTTTUKEMUS
ormedanack B 1 % cmyuaeB (B rpymnne manebo + mergopmun — Hedacto (0,4 %)). B rpymme
NMPUMEHEHHS BUWIIATJTUITHHA He HAOJI01aI0Ch Pa3BUTHUS TUTIOTIIMKEMHUH TSDKEIIOW CTETICHH.

Macca Tena He M3MEHsSUIACh IO CPaBHEHHUIO C MCXOJHOM B KIMHHUYECKUX MCCIENOBAHUAX IIPU
npuMeHeHnn komOuHanuu BuigarnunTuHa 100 mr B cytku u merdopmuna (+0,2 kr u -1,0 xr B
rpynmnax BUIJArIUNTHHA U [U1a1e00 COOTBETCTBEHHO).

Hapymenust Metabonu3Ma v MUTaHUS Yacro ['unornmkemust
q . | Yacro Tpemop, TOJIOBHAS 0071b,
HICHUS TOPOHBI ~ HEPBHOM
apyre co cTopo CPBHO TOJIOBOKPY’KEHHE
CUCTEMBI
Heuacto [ToBbIIEHHAS YTOMIISIEMOCTD
KenynouHo-KuII€YHbIE HAPYIIEHUS Yacro TomHoTa

HOJ’IFOCpO‘IHBIe KIIMHUYECKHUEC HUCCICAO0BAHUA MPOAOJIKUTCIIBHOCTBIO 10 2 JIET HE BBISIBUIIM KaKHX-
0o JOIIOJTHUTCIBbHBIX OTKJIOHEHUI HpO(bHHH 0€30IMaCHOCTH HIIH HCIIPECABUICHHBIX PUCKOB IIPpU
IMIPUMECHCHUHN BUJIAAT JIUIITHUHA B KOM6I/IHaHI/II/I C MeT(l)OpMI/IHOM.

W3yuenne mnpuMeHEHUs KOMOMHALUMU BHJIAAMIMOTHHA W MeT()OpMUHA B KauyecTBE CTapTOBOM
Tepanuu Mpu caxapHoM Aualdere 2 TUINA HE BBIBUIO OTKJIOHEHUH mpoduis 0e30MacHOCTH WU
HENpPEBUECHHBIX PUCKOB.

Ilpu npumenenuu eundaerunmuna 6 0o03e S0 me/cym 6 KomMOUHAyUU C NPOU3BOOHBIMU
CYNbPOHUIMOYEBUHDL
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[lpu npuMeHeHHH BWIAAMIMNTHHA B 03¢ 50 Mr/cyT B KOMOMHAIIMU C TIMMEIUPHIOM YacToTa
OTMEHBI T€pPAIUU B CBSI3U C Pa3BUTHEM HEXeJlaTeabHbIX peakuuil coctaisiia 0,6 % (1o cpaBHEHUIO
¢ 0 % B rpymnmne riMMenupu + miamedo).

YacroTa pa3BUTHS TUIIOTIMKEMUW y TMAIMEHTOB, MOMYYaBIINX BWIIATIUNTHH B 103¢ 50 mr/cyT
BMECTE C IIMMenupuaoMm, coctaBmwia 1,2 % (mo cpaBHenuto ¢ 0,6 % B rpymme maneb6o +
rIMenupua). B rpynmne npuMeHeHus BUIAATIUIITHHA HE HAOII01aI0Ch Pa3BUTHUS TUIIOTJIMKEMHH
TSKEJION CTENEeHM.

Macca Tena He M3MEHsUIaCh MO CPABHEHHUIO C MCXOJHOW B KIMHUYECKUX HMCCIICOBAHUAX, KOTJIa
BWIJATJIMNITUH B A03¢ 50 Mr oauH pa3 B CyTkH no0aBimsum kK rauMermpuny (-0,1 xr u -0,4 kr B
rpynnax BUJJIATIAIITAHA U IIAI[e00 COOTBETCTBEHHO).

Wudexkunn u nHBa3zuu Ouens peaxo | Hazodapuarur

Hapymenus merabonu3Ma U TUTaHHS Yacro [lMunornukemus

Hapyumienuss co CTOpOHBI HEpPBHOU Yacto Tpemop, rOJIOBHAs 00715,
CHUCTEMBI rOJIOBOKPYKEHHE, ACTCHUS
KenynouHo-KuIlIeYHbIE HAPYIIEHUS Heuacro 3amnop

1Ipu npumenenuu sundaznunmuna 6 0oze 100 me 6 cymku 8 KOMOUHAYUU ¢ MUAZOTUOUHOUOHOM

[lpu npumenennn BwiparaunTHHa B o3¢ 100 mr/cytr + THa30MMOMHIMOH W Iutanebo +
THA30JIMIMHANOH CIIy4aeB OTMEHBI TEPAIlMH B CBS3U C Pa3BUTUEM HEKEJIATEIbHBIX PEaKIHUi He
OTMEYaJoCh.

[Tpu npumeHeHuM BUIAArIMOTHHA B 03¢ 100 Mr B CyTKM + IMOITIMTa30H OTMEYAJIOCh Pa3BUTHE
runorivkemMus B 0,6 % ciiydaes, a y HallMeHTOB, MOJIy4aBIIKX IU1anedo + nuorauTtaszoH, — B 1,9 %
ciyyaeB. B rpynme npuMeHeHUs BWIJArJIMITHHA HE HAOIIOAAIOCh PAa3BUTHUSA THIIOTIMKEMHUU
TSKEIION CTETICHM.

B wuccrnenoBaHMM TNpUMEHEHHsS BWIJATIUMOTHHA B KAueCTBE JOMOJHUTEIBHOM Tepanuu K
MUOTJINTAa30HY a0COIIOTHOE YBETMUEHHUE MAcChl Teja B rpyIie mianebo u Buigarauntiuia 100 mr B
CYTKHU cocTaBuio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Tpu noGapnenuu BugarnunTiHa B 103¢ 100 Mr B CyTKH K MUOTJIIMTA30HY B 103€ 45 MI/cyT yacToTa
pa3BuTHs nepudepruueckux oTeKoB cocTasisia 7 % (1o cpaBHEHMIO ¢ 2,5 % Ha (poHE MOHOTEpauu
MMHAOTJIUTa30HOM).

Hapymenns co cToOpoHBI COCy10B Yacro [Tepudepuueckue oTexku
Yacto YBenuueHne Macchl Tela
Hapymienust Mmerabonu3mMa v MATaHUS
Heuacro I'mmormukemust
Hapymenuss co CcTOpOHBI HEpPBHOM
py p p Heuacto I'omoBHast 60JIb, aCTEHUS

CHCTCMBI

Ilpu npumenenuu eunoazcrunmuna 6 0oze 50 me 2 paza 6 cymku 8 KOMOUHAYUU C UHCYIUHOM
(c mem¢hopmurom unu 6e3 Hezo)

[Ipu npuMeHeHNH BUJIJArJIUNTHHA B KOMOMHAIIMM C UHCYJIUHOM (B KOMOMHALIMU C MET(HPOPMUHOM
wi 6e3 MeThopMuHa) YacToTa OTMEHBI Tepanuu BeiencTsue pa3sutus HP Owina pasna 0,3 %, B
rpymie Tepanuy BUJIAArIUITUHOM, B TPYyIIIE M1anedo ciiydaeB OTMEHbI Teparuu He ObLIO.

[Tpu nmprMeHeHUH BUIIJArIMIITHHA B KOMOMHAIIMM C MHCYJIMHOM (B KOMOMHAIMH ¢ MET(HOPMUHOM
wim 6e3 MeTpopMrHa) HE OTMEYAIOCh YBEJINYEHHS PUCKA Pa3BUTHS THIIOTTIMKEMHHU IO CPAaBHEHUIO
¢ koMOuHanuei niane6o + uncynus (14 % B rpynne Buwinarnuntusa u 16,4 % B rpymnme iane6o).
VY 2 manmyeHTOB B TPYNNE BWIJATIMNTHHA W y 6 TMAlMEHTOB B TpymHIe IUianedo pa3BHIACh
TUITOTIIMKEMHUS TSKETION CTETICHH.
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MY OTUETY

Ha MoMeHT 3aBepIeHHs HCCIEA0BaHUS MpenapaT He OKa3bIBaJl BIMSHUS HA CPEIHIOI MaccCy Teia
(Macca tena yBenuumiach Ha +0,6 Kr O CpaBHEHUIO C MCXOJHOHM B IpyIe BWIJArJIUNTHHA, a B
rpyI1e mianedo ocTaiach HEM3MEHHOM ).

iﬁi}éﬁifﬂﬂ €O CTOPOHBL  HEPBHOM | I'onoBHast 6016, 03HOO

Yacro TomHoTA, racTpon3odareanbHbIN
Keny104HO-KHUILIEUHbIE HAPYIIEHHUS pediokc

Heuacrto Huapest, meTeopusm
Hapymenust Mmerabonu3Ma U NUTaHUS Yacto ['unornukemus

Ilpu npumenenuu sunoacrunmuna 6 0oze 50 me 08a pasa 6 0eHb 8 KOMOUHAYUU ¢ Npenapamamu
CYNbHOHUIMOYUEBUHBL U MEMPOPMUHOM

CnaydaeB oTMeHbl mpemnapara, cBsa3aHHeIXx ¢ HP B rpynme komMOuMHHMpOBaHHOHM Tepamuu
BUJIOArJIUIITUHOM, MeTq)OpMHHOM H  TIMMCIIHUPUIOM, OTMEYEHO He ObLIO. B I'pynre
KOMOMHUPOBaHHOW Tepanuu Iu1anebo, METGOPMHHOM | TIIMMENMPHUIOM YacTOTa OTMEHBI
npenapara, cBa3anHoi ¢ HP, cocrasuiia 0,6 %.

I'unornukeMust oTMeuanack yacto B o0eux rpymnnax (5,1 % B rpynne KoOMOMHUPOBAHHOW Tepanuu
BUJIAATIMIITUHOM, METPOPMUHOM U TauMenupuioM U 1,9 % B rpymnne KOMOMHUPOBAHHOW Teparnuu
iane6o, MeTpOPMUHOM U TJIIMMENUpPUIOM). B rpymnmne BuijariunTHHa OTMEUYEH OJUH SIHU30]
TUINOIIMKEMHH TSXKEJION CTENIEHU.

Ha MoMeHT 3aBepIilieHHs HCCIIEIOBAHMUS 3HAYMMOT'O BIIMSIHUS Ha MAcCy TeJia BBISIBICHO He Obu1o (+0,6
KT B rpyrmre BuigarmnTuaa u -0,1 Kr B rpyrre mianeoo).

Hapymienns metabonusma v mUTaHUs Yacro ['unmornukemust
Hapymenus co cropoHbl HepBHOM cucTteMsl | Hacto I'onoBokpyxeHue, TpemMop
Hapymenunss co  CTOpOHBI KOXH U

2 . p Yacro ['unepruapos
MOJKOKHBIX TKAHEN
OO0me HapylieHUsT U PEeaKkIMd B MECTe

. Py peardt Yacro Acrenus

BBCACHUA

IlocTperucrpalliOHHBIE HCCAESI0OBAHMUS

Bo Bpems npoBeneHHs] MOCTPETUCTPALMOHHBIX HMCCIEI0BAaHUN ObUIM BBIABIEHBI cieayromue HP
(TOCKOJIBKY COOOILEHUS MOJIy4YeHbl B JOOPOBOJIBHOM HOPSIKE OT MOMYJSLUU HEONPEAEeICHHOTO
pa3Mmepa, TOCTOBEPHO ONPENEIINTh YacTOTy pa3BUTHA NaHHBIX HP He mpencraBisieTcs: BO3MOKHBIM,
B CBSI3U C YeM OHM KJIaCCU(PUIIMPOBAHBI KAK «4aCTOTa HEM3BECTHAY).

)Keﬂy()ouuo—lcume%ble Hapyuwiernus: 4aCToTa HCU3BCCTHA — ITAHKPCATHUT.

Hapywenusa co cmopoHbl neueHu u dcenuegvlgoO0suwux nymetl: 4acTOTa HEU3BECTHA — TElaTHT
(pa3pemMBIIMKCS CaMOCTOSITENIbHO II0CI€ OTMEHBl JIEKApCTBEHHOTO Ipenapara), IMOBBIIIEHUE
aKTUBHOCTH «II€YCHOUYHBIX» (EPMEHTOB (pa3pelIMBIIeecs CaMOCTOSTENBHO TIOCIE€ OTMEHbI
JIEKapCTBEHHOI'O IIperapara).

Hapywesz CO CMOpPOHDBI Mblu/lellHOIZ, CKelemHou U COeOUHUMENbHOU MKAHU. 9aCTOTa HEU3BECTHA —
MHUAJITHA.

Hapywenus co cmopousl Kodcu U NOOKOJCHBIX MKAHel. 4YacTOTa HEW3BECTHA — KpalUBHHMIIA,
sKkcoaMaTUBHOEC W OyJUIe3HOE TOPAKEHUSI KOXKU, BKIIIOYas OYJIJIC3HBIM TEeMQOUTOWI, KOMXKHBINA
BaCKYJIUT.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

COO6I.HCHI/I$I O ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxHo coobmare 0 TOA03pEBAaCMbIX HEXKENATEIbHBIX PEAKLUSAX I[OCIE  PErHcTparuu
JIEKapCTBEHHOI'0 IIpernapara ¢ Ledbl0 00eCHeueHUs] HENpPepbIBHOIO MOHMTOPUHIA COOTHOLICHMS
«T0JIb3a — PHCK» JIEKAPCTBEHHOTO Tpemnapara. MeAWIUWHCKUM pPaOOTHUKAM pPEKOMEHIYEeTCs
coo0IIATh O JIOOBIX M10103PEBAEMBIX HEXKENATENIBHBIX PEAKIMX JEKapCTBEHHOTO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEIATENbHbIX pEeakUusiX TOCYJapcTB — UJIEHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COH3a.

Poccuiickas @enepanus

®enepanpHas ciyx0a o Hag30py B cdepe 3npaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IUI0IIa1b, 1. 4, cTp. 1

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

DnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru uinum npr(@roszdravnadzor.gov.ru

CaiitT B uHGOpPMAIIMOHHO-TENIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»: www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI
Bungarnuntus Xopo1io nepeHoCcUuTcs pu NpuMeHeHuu B go3e 10 200 mr/cyT.

[Tpu mpumenenun npemnaparta B 1o3e 400 Mr/cyt MokeT HaOIOAATbCs 0OJb B MBIIIIAX, PEAKO —
JIETKHUE U TPaH3UTOPHBIE MAPECTE3UH, JTUXOPaaKa, OTEKH U TPAH3UTOPHOE MOBBILIEHUE aKTUBHOCTU
mumassl (Beime BI'H B 2 paza). Ilpu yBenmuennu 10361 BugarmunTiHa 10 600 MI/cyT BO3MOXKHO
pa3BUTHE OTEKOB KOHEYHOCTEH, COMPOBOXKIAIOIIUXCS MMAapEeCTe3UsIMU U MOBBIILIEHHEM aKTHBHOCTHU
kpeatuH@ocdokunaspl, C-peakTuBHOro Oenka u Muorioonna, aktuBHoctu ACT. Bce cumnTombr
NEepeO3UPOBKM M M3MEHEHHUs J1abopaTOpHBIX IOKa3aTened oOpaTHMBl IOCIE MpeKpalleHus
MIPUMEHEHHUS IIpernapara.

Jleuenue

BeiBeieHne mnpemnapara U3 OpraHu3Ma € IOMOIIBIO JHaaM3a MajoBeposTHO. OJHAKO OCHOBHOMU
rUIponn3HbI MeTaOonut BuiaarnunTuHa (LAY 151) mMoxer ObITh yJaneH M3 OopraHu3ma IyTeM
reMOINaIN3A.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYEeCKHEe CBOMCTBA

dapmakoTepaneBTHUECKass ~ Ipymdma:  CpeiacTBa A JIeYeHUs — caxapHoro  jauabera;
TUMNONIMKEMUYECKHUE CPeJICTBA, KpOME MHCYJIMHOB; MHTMOUTOPHI Aunentuawinentuaassl-4 (AI1I1-

4).
Kong ATX: A10BHO02

MexaHHn3M AelCTBUS

Bunarnmuntve — npeacTaBuTeNnb Kiacca CTUMYJIATOPOB OCTPOBKOBOIO aIIapara MOAKeNyI0YHOU
JKeJe3bl, SBISETCS MOIIHBIM M CEJIEKTHBHBIM HHTHOMTOpOM aunentuawitnentuaasbi-4 (UAI11-4),
YIIyYIIAIOIUM TIIMKeMUYecKiil KoHTpoib. Murubuposanue sungarnuntuaom JII1-4 npuBoaut k
yBEIUYEHUI0 0a3albHOTO U MOCTIPAHAMATBHOTO SHIOT€HHOI'O YPOBHS MHKPETHMHOBBIX TOPMOHOB
I'TIII-1 (rmroxaroHomogoOHed mentun 1) u [UIT (rmroko303aBUCUMBIA  MHCYJIMHOTPOIHBIN
TTOJTUTICTITHT).
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(CMEPTHOMY OTUETY

dapmarkonmaamuueckue 3O GHEKTHI

[Tpu npumenenuu BuinarauntuHa B 103e¢ 50—100 Mr B CyTKHM y HallMEHTOB C CaxapHbIM JHabeToM
2 tuna (CJI 2 Tumna) oTMedaeTcs yinydiieHue GyHKIUH B-KIETOK MO KETYTI09HOM kee3bl. CTeneHb
yIIydiieHus: QyHKIUH B-KJIETOK 3aBUCHT OT CTEIIEHN X UCXOAHOTO MOBPEXKICHUS; TaK y ull 6e3 CJ]
2 tuna (¢ HopMaJlbHOW KOHIIEHTpALUel IIII0KO03b!I B IU1a3M€ KPOBM) BUIIJATIMIITUH HE CTUMYJIMPYET
CEKpELIMIO MHCYJIMHA U HE CHUXKAET KOHLIEHTPALINIO [JIFOKO3BI.

IloBbmmas KOHIOCHTPAIUIO SHAOTCHHOI'O FHH-I, BUJIJArJIMIITUH YBEJIIMYUBACT YyBCTBUTCIBHOCTD O~
KJICTOK K TIJIFOKO3C, YTO IPUBOJUT K YIYYIICHHIO T. JIFOK0303aBUCHUMOM peryjsinnun  CEKpCuuun
rarokarona. CHMIKEHUE TTOBBIIICHHOM KOHILOCHTpAIUK I'JIFOKaroHa BO BpEMs €/1bl, B CBOIO OYCPCIb,
BBI3bIBACT YMCHBIICHUC HMHCYJIMHOPEC3UCTCHTHOCTH.

VBe/ln4YeHne COOTHOLICHHUS HHCYJIUH/TIIOKaroH Ha (OHE THUIEePIIMKeMHH, OO0YCIOBIEHHOE
noBpllieHueM KoHueHtpauuu [TIII-1 u T'HUII, BbI3bIBaeT yMeHbIIEHUE MPOIYKLIUU IIIIOKO3BI
IIEYECHBIO KaK BO BPEMs, TaK U IIOCIE IIPUEMa IHILMU, YTO MPUBOJUT K CHUKEHUIO KOHUEHTPaLUU
IJIFOKO3BI B IIJIa3M€ KPOBH.

Kpome Toro, Ha poHe mpUMeHEeHHsI BUIATTIUITHHA OTMEYAETCsl CHUKEHUE KOHLIEHTPALK JIUITUA0B
B IJIa3Me KPOBH IOCIIE TIpUeMa THIIH, OJHAKO 3TOT 3 (deKT He cBsizaH ¢ ero aeiicreuem Ha ['TII-1
i ['UIT n ynydmenuem QyHKIUN OCTPOBKOBBIX KJIETOK MOKEITY0YHOM HKee3bl.

N3BectHO, yTOo noseimieHue KoHueHTpauuu ['TIII-1 MoxkeT mpuBOIUTH K 3aMEIJIEHHUIO OITOPOKHEHUS
KeJyJKa, OHAaKO Ha (hOHE NPUMEHEHUs BUIIIATIMIITHHA [T0100HOT0 3 deKTa He HaOI01aeTCs.

[Ipn npumenenuun BuwigaraunTuHa y 5795 namuentoB ¢ CJl 2 tuna B TeueHue 52 Henenb B
MOHOTEpanMi WIM B KOMOMHAaMM € MET(GOPMHHOM, IPOU3BOAHBIMU CYJIb(OHUIMOYEBUHBI,
TUA30JIMIMHINOHOM, WM HHCYJIMHOM OTMEYajoch JOCTOBEPHOE JUJIMTEIbHOE CHUXEHHE
KOHIIEHTPALMHU MIIMKHpoBaHHOTO remMoriaoonHa (HbAlc) u rimoko3bl KpoBH HATOIIAK.

[Ipu mprMeHeHnH KOMOWHALMK BHJIJATJUMOTHHA U MET(GOPMHUHA B KaUeCTBE HavyalbHOW Tepanuu y
nanueHTos ¢ C/1 2 Tuna B TedeHue 24 Heenp 0TMEYAI0Ch 10303aBUCUMOE CHHPKEHNE KOHLIEHTPAaLuu
HbAlc B cpaBHEeHUU ¢ MOHOTepanuel JaHHbIMU npenapatamu. Ciayyau pa3BUTHS THIIOTJIUKEMUU
ObUIM MUHHUMAJIbHBI B 00€MX TPpYINax TepanuH.

[Tpu mpumeHeHnn BUiaraunTrHA B 103¢ 50 Mr 1 pa3 B CyTKH B TeUeHHE 6 MECSIIEB y IMAlUEHTOB C
CA 2 tuma c HapyumeHueM (yHKIMM MOYeK cpeaHed (CKOpOCTh KIyOOUKOBOM (uiabTpanuu
(CK®) > 30, < 50 ma/mun/1,73 m?) umu tsokenoit (CK® < 30 mu/mMun/1,73 M%) cTeneHn 0TMEYanoch
KJIIMHUYECKH 3HaUMMOoe CHUKeHue KoHueHTpauuu HbAlc no cpaBHeHuto ¢ mianeoo.

[Tpu npuMeHeHnn BUIAAMIMOTHHA B 103¢ 50 Mr 2 pa3a B CyTKH B KOMOMHaNuu c¢/0e3 MmeThopMuHa u
uHcynuHoM (cpeansist no3a 41 EJl/cyT) Ob110 IpoAeMOHCTpUPOBAHO CHIXKeHHE noka3arens HbAlc
Ha 0,77 % oT ucxonHoOro cpenHero 3HaueHus 8,8 % cO CTaTUCTMYECKH JTOCTOBEPHOW pazHMILEH ¢
wiane6o 0,72 %. YacTora rUMoOrIMKEMHUH B IpyMIe BUIJIATJIMITHHA CpaBHUMA C TAKOBOM B TPYyIINe
wiane6o. [lpu mpuMeHneHuM BuwinarauntuHa B jgo3e 50 mr 2 pasa B CyTKM B KOMOWHAIMM C
Metropmunom (> 1500 mr/cyT) u rauMenupuaoM (>4 Mr/cyT) ObUIO MOKAa3aHO CTAaTUCTUYECKH
3HaynMoe cHmxeHue ypoBHs HbAlc Ha 0,76 % ot ucxonnoro cpeanero 3Hauenus 8,8 %.

5.2. PapmakokMHeTHYECKHE CBOMCTBA

AOGcopbims

[Ipy mpueme BHYTPh HATONIAK BWJIJATIMITHH OBICTPO BCAChIBACTCA, a €ro MaKCHMalbHas
KOHIIeHTpauusi B 1miazMe KpoBU (Cmax) Jocturaercs uepes 1,75 waca mocnme mpuema. llpum
OMHOBPEMEHHOM TIpUEME C THIIEeH CKOpocTh a0copOIMM  BWIAATTIMOTHHA  CHUKACTCS
HE3HAYMUTEJIbHO: OTMeuYaeTcst yMeHbllleHue Cmax Ha 19 % u yBennueHrue BpeMEHHU ee JOCTUKEHHUS J10
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2,5 yacoB. OHaKO NpueM MMIIY HE OKa3bIBaeT BIMSIHMA Ha CTElEeHb a0COpOLMHU U IUIOLIAAb MOJ
KpuBO# «koHUeHTpauusa-Bpems» (AUC).

BunpgarnmunTun ObICTpO BCacklBaeTcs, a €ro adCONIIOTHAas OMOAOCTYIHOCTH IOCIE TpHEMa BHYTPb
coctaBisieT 85 %. Cmax 1 AUC B TepaneBTHMUECKOM JHala3oHe 103 YBEIWYUBAIOTCSA MPUMEPHO
IPOTIOPIIHOHATIBHO JI03€.

Pacopenenenne

CreneHb CBA3BIBAHUS BWIAATIMIITHHA ¢ OeKaMu Tuia3Mbl KpoBu HU3Kas (9,3 %). Bunparnuntun
pacnpeznenseTcss paBHOMEPHO MEXAy IUIa3MOM KpoOBH M 3dpuTpouuTamu. Pacmpenenenue
BIWJIIATTIUITAHA MPOUCXOIUT, MPEANOIOKUTENFHO, SKCTPABACKYISIPHO, 00BEM pacHpencieHus B
PaBHOBECHOM COCTOSIHUH I10CJI€ BHYTpUBEHHOT0 BBeieHus (Vss) cocrasisier 71 .

Buorpancdhopmarms

OCHOBHBIM TyT€M BbBIBEJCHHs BWJIJATJIUNTHHA sIBisgeTcs OuorpaHcopmanus. B opranusme
gemoBeka 69 % m03bI mpemapara mojBepraeTcs Omorpanchopmammu. OCHOBHOW METa0OTUT —
LAY151 (57 % no3bl) dapMakoIOorH4ecK HEAKTUBEH U SIBISCTCS MPOAYKTOM THAPOJIU3a LHUAHO-
komroHeHnTa. Okoso 4 % 1036l npernapaTa MoABepraloTcs aMUIHOMY THIPOJIU3Y.

B noxnMHMYECKHX HCCIIEIOBaHUSAX OTMedaeTcs mnojoxutenbHoe BinusHue JI1I1-4 Ha rHaposns
BWJIATJIMIITAHA. BumgarmunTua Metadonu3upyercs 0e3 ydactust n30dpepMeHToB 1uToxpoma P450.
Bunpgarnuntun He sBisercs cyoctpatom uzodepmentoB P450 (CYP), me uHrubupyer u He
UHAYIHpYeT n3odepmenTsl muToxpoma P450.

ONIMMUHALIMSA

[Tocne mpuema npenapara BHyTpb 0K0JI0 85 % 71036l BEIBOAUTCS MTOYKaMU U 15 % — uyepe3 KUIIECUHHK.
[Toueuynast >KCKpelsi HEM3MEHEHHOTO BWIAArIunTHHa coctaBiser 23 %. [Ipu BHyTpuBEHHOM
BBEJICHUM CPEJIHHI MEPHO]I MOJYBBIBEJACHHS JOCTUTAET 2 4acoB, OOIIMN TUTa3MEHHBIN KIUPEHC U
MOYEYHBIA KIMPEHC BWIIATIUNTHHA cocTaBisiioT 41 n/u u 13 1/u coorBercTBeHHO. [lepuon
nonyBeIBeieHus (T1,) mociie mpuemMa BHyTPh COCTABIISIET OKOJIO 3 4acoB, HE3aBHCHUMO OT JI03HI.

IloyeuHass HEIOCTATOYHOCTh

VY nanueHToB ¢ HapylieHueM (yHKUIUU TOYEK JIETKOHM, cpeaHei umu Tspkenod creneHn AUC
BIWJIJIATJIUITHHA YBETMYMBAIACh 110 CPAaBHEHHIO CO 370pOBBIMU J0OpoBoibliaMu B 1,4, 1,7 u 2 pa3a
cootBercTBeHHO. AUC metabonuta LAY 151 yBennuuBanacs B 1,6, 3,2, u 7,3 paza, a Merabonura
BQS867 — B 1,4, 2,7, u 7,3 pa3a y naiMeHTOB C HapyleHHEeM (YHKINHU MOYEK JIETKOU, cpeHel u
TSKEJIOHN CTereHel COOTBETCTBEHHO. OTpaHNYEHHBIE JaHHBIE Y TAIIMEHTOB C TEPMUHAIBHOM CTauei
XPOHHUYECKOH 00JIE3HM MOYEK YKa3bIBAIOT Ha TO, YTO MOKA3aTENIN JAHHOM IPYIIIBI CX0XKH C TAKOBBIMH
y MAlUEeHTOB C HapylleHueM (yHKUMU TMouYeK Tspkenol creneHu. KoHmeHTpamus merabonuTa
LAY151 y nanuenToB ¢ TepMuHanbHoi cragueil XbII yBennuusanach B 2—3 pa3a 110 CpaBHEHHUIO C
KOHIIEHTpaluel y NalMeHTOB ¢ HapylleHneM QyHKIUH MOYEK TSHKETIOW CTEMeHH.

[Tpu npumeHeHuN npemnapaTa y NallMeHTOB ¢ HapylleHHeM (PyHKIIMH OYeK MOXKET MOTpeOOBaThCS
KOPPEKIHS T03bI.

BriBenienne BUIIArIMOTHHA TPU T€MOJHMANIN3E OTrpaHUYeHO (depe3 4 dJaca 1ociie OJHOKPATHOTO
npueMa cocTaBisieT 3 % mpu JUIMTEIBHOCTH TIpolieIyphl 0oee 3—4 JacoB).

IleyeHOYHAsI HEIOCTATOYHOCTD

Y nmnamueHTOoB ¢ HapymieHHeM QYHKIUA TIEYCHH JIETKOM W CpeIHeHd CTeleHEeH TsHKEeCTH
(69 6amnoB mo mkane Yaina-I1pr0) mocine OJHOKPAaTHOTO MPHMEHEHHUs IMpernapara OTMEUYaeTcs
CHWXeHuEe OuopoctynmHocTH BuigarauntuHa Ha 20 % u 8 % COOTBETCTBEHHO. Y MAIUEHTOB C
HapymeHueM (yHKOUM TedeHu Tsokenoil cremenn (10-12 6ammoB mo mkane Yaitnna-I1sro)
OMOJIOCTYITHOCTh BWJIJATJUIITHHA TOBBIMAeTCss Ha 22 %. YBenWyeHHWE WIM YMEHBIICHHE
MaKCHMaJabHOW OWOJOCTYITHOCTH BWIJATTUNTHHA, HE mnpeBblmaromee 30 %, He sBsercs
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KIIMHUYECKH 3HauuMbIM. Koppensiuu Mexay CTEeNeHbl0 TSHKeCTH HapylleHUd (yHKIUU MEeYeHU U
OMOIOCTYTHOCTBIO Mperapara He BBISIBICHO.

JInIia moXua0ro Bo3pacra

VY 3710p0BbIX MOXKUIBIX Jtozen (> 70 ser) obmiee BoznericTBre Buigarauntuaa (100 mr onux pas B
CYTKH) YBEJIIMUYMUBAIIOCH Ha 32 %, TP 3TOM TUKOBAsk KOHIICHTPAIIH B TUTa3ME KPOBHU yBEITMYMBAIACH
Ha 18 % mo cpaBHEHHIO C MOJOABIMU 3A0poBbIMH JtoAbMHU (18—40 ner). Tem He MeHee ATH
W3MEHEHUS HE CUYMTAIOTCSA KIWHWYECKH 3HauYuMbIMu. arnouposanue [AI1I1-4 BuimarnmunTaHOM He
3aBUCHUT OT BO3pAcCTa MAlMEHTA B MpeJienax UCCISA0OBAaHHBIX BO3PACTHBIX TPYIIIL.

C€TH

dapMaKOKMHETHYECKHME OCOOCHHOCTH BWJIJATIIMIITHHA y neTed B Bo3zpacte or 0 mo 18 ;er nHe
YCTaHOBJICHBI.

6. PAPMALLEBTUYECKUE CBOWCTBA
6.1. Ilepeyenb BcioMoOraTeibHbIX BElIECTB

LEJUTI0J103a MUKpOKpucTaiinueckas (tun 200)
JaKTo3a 6e3BOgHAS
KapOOKCUMETUIIKpaxMaj HaTpHs

MarHus creapar
6.2. HecoBmecTMOCTH

He nmpumenumo.

6.3. Cpok rogHocTu (CPOK XpaHeHHUs )

3 rona.

6.4. Oco0Oble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUH
XpaHuTb IpH Temiieparype He Boie 25 °C.

6.5. XapakTep u coaepkaHue NEPBUYHOM YIIAKOBKH

ITo 7, 10 unu 14 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 IUICHKH MOJIUBUHIIXJIOPUIHON 1
(boNbIY ATIOMUHUEBON MEYaTHOM JTAKUPOBAHHOM.

Ilo 1, 2, 3,4, 6,8, 9 win 12 KOHTypHBIX SYEHKOBBIX YITAKOBOK BMECTE C JMCTKOM-BKJIQJIbIIIEM
IIOMENIAIOT B [TAYKy U3 KapTOHA.

6.6. OcoObIe Mepbl MPETOCTOPOKHOCTH MPH YHUYTOKEHUH MCI0JIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara ujiM 0TX0J0B, OJY4YeHHBIX M0CJIe IPUMEHEeHHs NMPenapara v Apyrue MaHuIyJI U
¢ IpenapaTrom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.
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7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccuiickas @enepanus

AO «DPOPII»

121087, r. MockBa, BH.Tep.r.MyHUIIMNIAIbHBIN Ookpyr duneBckuit napk, yiu. bapkmas, n. 6, ctp. S,
nomerr. 1/1

Tenedon: + 7 (499) 730-76-13

DnektpoHHas noura: info@forp.ru

7.1. HpelICTaBI/ITeJ'[L AEPRATECIA PErNCTPAIIMOHHOT0 YAO0CTOBEPECHUSA

[IpereH3un notpeduTesiell HANPaBIATh MO AAPECY:

Poccuiickas ®@enepanns

AO «DOPII»

121087, r. MockBa, BH. Tep. I'. MyHUIIUNIAIBHBIN OKpyTr DuiieBckuid mapk, yia. bapkiuas, 1. 6, cTp. 5,
noment. 1/1

Tenedon: + 7 (499) 730-76-13

DnexTponHas nouta: info@forp.ru

8. HOMEP PETUCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA JTEKAPCTBEHHOI'O ITPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa 110 PCLCIITY.

OOmrast XapakTepUCTHKa JIEKAPCTBEHHOTo mpemnapata [paHruc IOCTymHa B €IMHOM peecTpe
JIEKapCTBEHHBIX cpeacTB EBpa3uiickoro »KOHOMHUYECKOTO0 CO3a W Ha O(UIHMaIbHOM caiiTe
YIIOJITHOMOYEHHOTO oprana: https://eec.eaeunion.org.
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