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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEIIAPATA
Bunparmunrua- DKM DCHU, 50 mr, TabiaeTku

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB

JlelicTByrol€€ BEUIECTBO: BUIAATJIUITHH.

Kaxxnas tabnerka comepxut S0 MI BUJIIarIunTHHA.

BcriomoratenbHble  BelecTBa, HaJIWYHME KOTOPBIX HAJO0 YYUTHIBAaTh B  COCTaBe
JIEKapCTBEHHOTO Mperaparta: Jakto3a (cM. pazzaen 4.4).

[TonHbIi epeyeHsb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyraele miockonmumuHApUYecKre TabmeTKn Oenoro wWid MmodTth Oenoro mBera C
KpecTooOpa3HOW PUCKOH U (hacKoH.

Jluaus pasznoma (pucka) MpenHa3HaueHa JIMIIb JIJIS pa3liaMbIBaHHs C IIEIbI0 OOJIer4eHus

mporjaTbIBaHUsA, a HC JJIS1 pa3ACICHUA Ha PpaBHBIC 103bI.

4. KIIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

JlexapctBennsii  mpenapatr Bunparmuntua-/DKUDPCU  nokazan K NOpUMEHEHHIO V
B3pOCJIBIX B BO3pacTe oT 18 ner ains JiedeHusl caxapHoro auadera 2 Tuma (B COYETaHUU C
auerorepanueit 1 GU3NYeCKUMHU YIPaKHEHUIMN):

* B KayecTBE MOHOTEpanmuu B ciaydae HedI(PPEKTUBHOCTH IUETOTepanu M (PU3NYECKUX
yIOpaXHEeHUH y TMalWeHTOB C HAJIWYUEM TMPOTHUBOINOKA3aHUH K  MPUMEHEHUIo/
HENEePEeHOCUMOCTH METGOPMHUHA UITU B cilydae Hed(PPEKTUBHOCTH MET(HOPMHUHA;

* B KOMOMHAIMKU ¢ METGOPMHHOM B KauecTBEe HadaJbHOW MEIMKAMEHTO3HOH Tepamuu MpH
HEI0CTaTOYHOH 3(pPEeKTUBHOCTU AUETOTEPANTUH U (PUZUUECKUX YIIPAKHEHUIA;

* B COCTaB€ JIBYXKOMIIOHEHTHOW KOMOMHHMpPOBAaHHOW Tepamuu: C METQOPMUHOM WIIU
TUA30JIMIMHANOHOM, WJIM C HHCYJIMHOM B ciydae Hed((EeKTMBHOCTH [HMETOTEpanuu,
(Gu3nUeCKUX YIpaKHEHUH 1 MOHOTEPAIIUU 3TUMH IIperapaTamMy;

* B COCTaB€ JIBYXKOMIIOHEHTHOH KOMOMHHPOBAaHHOW TEpamuud C TMPOU3BOJHBIMU

Cyab()OHIWIMOYEBHHBl Y MAIMEHTOB C HEAOCTATOYHBIM KOHTpOJIEM TJUKEMUU Ha (QoHe
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IPOTHBOINOKA3aHUN K IPUMEHEHUIO/ HETIEPEHOCUMOCTH MeT(hOopMHUHa;

* B COCTaB€ TPOWHON KOMOMHMpPOBAaHHOW Tepanmuu: B KOMOMHALUMU C IMPOU3BOAHBIMU
CylIb(OHMUIMOUYEBUHBl U MET(HOPMHUHOM, Yy MALUEHTOB, paHee IOJY4YaBIIUX TEPaIHIo
IPOM3BOJHBIMU  CYJIb()OHMIMOYEBHUHBI M METPOPMMHOM Ha (OHE [UeTOTepanuu |
($u3nUeCKUX yIpaKHEHUH U He JOCTUTIIMX aIeKBaTHOTO KOHTPOJIS TNIUKEMUH;

* B COCTaBe TPOWHOW KOMOWHUPOBAHHOM TEpanmuu: B KOMOMHAIMM C HMHCYJUHOM H
MET(GOPMUHOM, Yy MALMEHTOB, paHee IOJYYaBIIMX MHCYJIUH B CTaOWJIBHOM J03e WU
MerpopMuH Ha (oHe aueroTepanuu U (PU3MUECKUX YNPAKHEHHH, U HE JOCTHUTIINX

AZICKBATHOI'O KOHTPOJIA INNIMKEMHHU.

4.2. Pe:kuM 103UPOBAHUS M CIIOCOD MPUMEHEHHUs

PexxuM 103UpOBaHUS

Ho3y mnpemapara Bunnarmuntun-JDKUOPCU  chnenyer moaOuparth HWHIMBUAYAJIbHO B
3aBHCUMOCTH OT 3()(HEKTUBHOCTH M MTEPEHOCUMOCTH.

Pexomennyemast no3a npenapara Bunparnuntun-/DKUO®OCHU 50 mr 1 unu 2 pas3a B J1€Hb.
MakcumanpHas cyTouHas A03a npenapara cocrasiser 100 mr.

Pexomennyemas no3a npenapara B MOHOTEPAIIUY WM B COCTaBe KOMOMHUPOBAHHOM Tepanuu
¢ METQOPMHUHOM, THAZOJIUIUHAUNOHOM UM MHCYJIMHOM (B KOMOMHAIMU ¢ MET(OPMHUHOM WIIN
6e3 metgopmuna), coctapmnsier S0 mr wiu 100 Mr B CyTKH.

Pexomennyemas gno3a mnpenapara Buiparmunmuse-/DKUO®CHM B coctaBe 1BOHHOM
KOMOMHHMPOBAHHOW TEpAINUU ¢ IpernapaTaMu cyJib(poHnIMoueBUHbI cocTasisieT 50 mr 1 pa3 B
CYyTKH yTpoM. B a3Toil momynsiuu nanueHToB 3(pQeKTUBHOCTH INpenapaTa Bunmarnuntus-
JOKUDDCH B no3e 100 Mr B cyTKH ObLIa CXOTHOMN C TAaKOBOU B 03¢ 50 MT' B CYTKH.
PexomeHnnoBanHas no3a mnpenapara Bunparmuntus-/DKUO®CHU B coctaBe TpOHHOM
KOMOMHUPOBAHHOW Tepanuu (BWIJATIUOTHH + TMPOU3BOIHBIC CYIb()OHHUIMOYEBUHBI +
MeTdopmun) coctaBnsger 100 Mr B CyTKH.

Ecnu nenu riimkeMu4eckoro KOHTPOJISE He TJOCTUTHYTHI Ha ()OHE MPUMEHEHUSI MaKCUMaJIbHOM
cyrouHoi 10361 100 Mr, crieayeT pacCMOTPeTh BO3MOXHOCTH J100aBJIEHUS K Teparuu
npenaparoM Bunparmuntus-/DKUO®CU npyrux runorimKkeMU4ecKuX MpenaparoB, TaKUX,
KaK MeT(OpPMUH, TPOU3BOJHBIE CYTb()OHMIMOYEBUHBI, THA30IUANHIUOHBI UJIM UHCYIIHH.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmoi ¢ Hapywenue hynkyuu novex
VYV manueHToB C HapymieHHeM (YHKIIMH TOYeK JIETKOM CTENeHH (CKOPOCTh KIyOOUKOBOM

¢unsTpanun (CK®) >60 mn/mun/1,73 MZ) u cpeaneit crenenu ¢ CK® 50-60 mn/mun/1,73 M
2
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dyHKIHE moYek cpenneii cremenn ¢ CK® 30-50 m/mun/1,73 M* i Tsixenoit crenenn (CK®
<30 mu/mun/1,73 M?), BKTIOYAs TEPMHHANBHYIO CTAZMIO XPOHHYECKOH OONE3HH IOUYEK
(XBIl) y mnanueHTOB, HaXOAALIMXCS HAa TIeMOAMAIN3€ WIM MPOXOJIAIIUX IPOLEnypy
reMo/iManu3a, mpenapar cieayer npuMeHsaTh B 1o3e 50 mr 1 pa3 B CyTKH.
Tayuenmur noocunozo eospacma
Y mManueHToB MOXWIOTO Bo3pacTa He TpeOyeTcss KOPPeKLUUH peKruMa JO3HPOBAHUS
npenapara Bungarmuntun-/ DKM DOCH.

eTH
[Ipumenenne Bunparnmuntuna-/DKUOOCU y nereit no 18 ner mpoTuBOmOKa3aHo.
be3zonacHoCTh M 3 GEKTUBHOCTh BUWINATIUNTHAHA Y AeTel B Bo3pacte 10 18 jer Ha JaHHBINA
MOMEHT HE YCTaHOBJEHBI. JlaHHbIE OTCYTCTBYIOT.

Cnoco0 IIPUMCHCHUA

[Ipenapat Bunnarnuntun-JDKUOOCU npuHuMaioT BHyTph HE3aBUCUMO OT MpHEMa IUILIH.

Jo3zy 50 mr/cyt cnexyer npuHumath 1 pas B 1eHb yTpoMm, 103y 100 Mr/cyT ciemyer nenuTh
Ha 2 npuema — 1o 50 Mr yrpom u BeuepoM. B citydae npomycka npuema npenapara cienyer
IOPUHATH MPOMYIIEHHYIO 103y Kak MOXHO ckopee. IIpu 3Tom crnepyer mzberaTb NpUHATHS

YABOEHHOM J103bI B OJIVH JICHb.

4.3. IlpoTuBONOKAa3aHUSA

e [ UMepYyBCTBUTEIHHOCTh K BWIJAMIHOTHHY WIX K JIFOOBIM BCIIOMOTATEIbHBIM
BEILIECTBAM, IIEPEUUCIICHHBIM B noapaszzene 6.1.

e HacnencrBeHHasi HEMEPEHOCHMMOCTh TajaKTO3bl, HEAOCTATOYHOCTH JIAKTa3bl, TIIFOKO30-
rajlakTo3Has ManbaOCopOITHs.

e bepeMeHnHOCTh, TpyJHOE BCKapMIIMBaHHE (B CBS3M C HEIOCTATKOM COOTBETCTBYIOIINX
JTAHHBIX ).

e Caxapusiii quabet 1 Tuna.

e OcTpplii WIM XPOHUYECKUN METaOONIMUYECKUN anua03 (BKIOYAs JHa0eTHYCCKUN
KeToalua03 B COUYETAaHWH C KOMOM wim Oe3 TakoBoii). JlmabeTwdeckuil KeToarmmo3
JOJDKEH KOPPEKTUPOBAThCA HMHCYIMHOTepanued. JlakraTanmumo3 (B TOM 4YHMCIE U B
aHaMHe3e).

e Hapymenus ¢yHKIMM MeyeHHW, BKIOYAs TMAlMEHTOB C MOBBINICHHOW AaKTUBHOCTHIO

«IEYCHOYHBIX ) (dhepMeHTOB (amannHamMuHOTpaHC(hEpasbl (AJIT) WIn
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(3xBT'H).

e XpoHuueckas cepaeunas HemoctarodHocTh (XCH) IV ¢dynkmuonansHoro kiacca (PK)
o (PYHKIIMOHATBLHOU Kiaccuukamm Hb}O-fIOpKCKOﬁ KapJAHOJIOTUYECKOW acCOUUAIUU
(NYHA) (BBuay OTCYTCTBHS JAAaHHBIX KIMHMYECKUX HCCIECIOBAHUM O NPUMEHEHUU
BUJIIATJIMIITUHA Y 9TOU IPYNIbl HAI[IEHTOB).

e Jlerckuit BozpacT a0 18 ner (3¢deKTUBHOCTh U 0€30MaCHOCTh MPUMEHEHHUs Mperapara

HE YCTaHOBJICHBI).

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH IPUMEHEHUH

Oco0ble yKkazaHus

[Tpu HeobxoauMocTH HHCYIUHOTepanuu npenapat Bunparmuntun-J DK OCU npuMeHsoT
TOJIbKO B KOMOMHAaIMK ¢ HHCYJIUHOM. [Ipenapar npoTuBonokaszaH y MalueHTOB C CaxapHbIM
nuabeToM | THma wim A Ie9eHus TMabeTHIeCKOTO KeTOau103a.

CepsieyHass HEAOCTaTOYHOCTD

[lockonbky paHHble O HpUMEeHeHUM BuwiaarnunTuHa y naumeHtoB ¢ XCH I ®©K mo
knaccudukanmu NYHA orpaHudeHbl W HE MO3BOJSIOT CAENaTh OKOHYATEIbHBIA BBIBOJ,
PEKOMEHAYETCSI C OCTOPOKHOCTBIO MpUMEHATh npenapar Bunparmuntun-JDKUDOCU y
MAalMEHTOB JAaHHOW Kareropuu. He pekomeHayercs IIpUMEHEHUE BUIAATIUITHHA Y
naimeHToB ¢ XCH IV ®K no knaccupukammum NYHA, BBUAY OTCYTCTBHMSI JaHHBIX
KJIIMHAYECKUX UCCIEA0BAHUM O IPUMEHEHNH BWIJATVIMIITHHA Y TAMEHTOB YTOU IPYIIIIHI.

Hapvymrenne dvHKIIMH TT0YEK

ITockonpky onbiT npumeHeHus mnpenapara Bunparmunmusa-/DKUOPCH y nmanmeHTOB C
TepMHuHaNbHOM ctaauer XbII, Haxoadmuxcst Ha TeMOANANIN3€E UM IIPOXOIAIIUX IIPOLENYPY
reMoJuann3a, OTPaHW4YeH, NIpenapaT pPEKOMEHIYETCS MPUMEHSATh C OCTOPOXKHOCTBIO ¥y
JTAaHHOW KaTerOpuu MalMeHTOB.

HaDVHIeHI/Iﬂ d)VHKIII/II/I IIECYCHHU

[lockonbKy B penKuxX cilydasx HpU NMPUMEHEHUHM BWJIIATJIUIITHHA OTMEYAIOCh MOBBILIEHUE
AKTUBHOCTH aMUHOTpaHcdepa3 (Kak mpaBuio, 0€3 KIMHUYECKUX TMPOSIBICHUN), Mepen
npuMmeHenueMm npenapara Bunparmuntus-/DKMO®OCHU, a Takke U peryispHo B XOJe
MepBOTO Toja MpuUMEHeHHs mpemapara (1 pa3 B 3 Mecsia), peKOMEHAYETCS OMpPENesiTh
OMOXMMHYECKHE TMOKa3zaTenn (YHKIUHU MedeHHu. [Ipyu BBISBICHUM MOBBIIMICHUS aKTUBHOCTH
aMUHOTpaHCcdepa3 CIeayeT MPOBECTH MOBTOPHOE HCCIIECIOBAHUE C IENBIO MOATBEPKIACHHUS
pe3ynbTara, a 3aTeM pPETyJsIpHO MNPOBOAUTH OMNpeleeHHe OMOXMMHUYECKHX IOKa3areneit

dbyHKIMKA TIeYeH 10 uX HopManusanuu. Eciu npessimenne aktuHoct ACT wim AJIT B 3
4
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PEKOMEHAYeTCs OTMEHUTh. 1Ipu pa3BUTHM KENTyXH WU JAPYTUX IPU3HAKOB HAPYLICHMS
¢ynkumu nedenu Ha ¢oHe mpuMeHeHus npenapara Bunparmuntua-/DKUOOCU Tepanuio
IIpernapaToM CleNyeT HeMEMIEHHO Ipekpatuth. Ilocne Hopmanm3anmu mokasareneu
(GYHKLUU [IEYSHU JIeYeHHE IperapaToM BO30OHOBIIATh HEJb3sl.

I'unornukemMus

W3BectHO, uTO mTpenapaThl Cylb()OHHIMOYEBHHBI MOTYT IIPOBOLMPOBATH Pa3BUTHE
runornukemMuy. CyniecTByeT pPHUCK pPa3BUTHS THUIOINIMKEMHHM IIPM  OJHOBPEMEHHOM
IPUMEHEHUN BWIJATIMITHHA C IpenapaTtamu cyibQoHmiIMoueBUHbI. [Ipu HEeoOxomumocTH
CIIEIyeT PacCMOTPETh BO3MOXKHOCTh CHMIKEHUS J103bl MPENaparoB CYIb(POHUIMOUEBUHBI C
11€JIbI0 MUHUMHM3UPOBATh PUCK PA3BUTHS FMIIOIVIMKEMHH.

OcTpbIii TAaHKPEATUT

[Ipumenenue npenapara Bunparmuntun-/DKUO®OCHU cBa3aHO ¢ pUCKOM pa3BUTHUSL OCTPOTO
nankpearuta. Cieayer HpoMHPOPMUPOBATH MAMEHTAa O CHUMIITOMAX, XapaKTePHBIX IS
OoCTporo mnaHkpeatuta. lIpm nNomoO3peHMM HaA OCTPBIA IAHKPEATUT IIpenapar Cleayer
oTMeHUTh. He crenyeT BO30OHOBIATH TEpaNUIO, €CIU OCTPBIA MaHKPEaTUT ObLI
MOATBEPKJEH. Y MAalMEHTOB C OCTPhIM NAHKPEATUTOM B aHAMHE3€ NPUMEHSTH Ipenapar
Bunnarmuntun-JDKUDDCU crnienyeT ¢ 0CTOpOKHOCTHIO.

BcnomMorarennHble BelecTBa

Jlaxmosa
[TauenTamM € peAKO BCTPEYANOIIEHCS HACIEICTBEHHON HENEPEHOCUMOCTBIO TIajlaKTO3bl,
neUIUTOM JIaKTa3bl Jiomaped WM IUIIOKO30-TaJlakTO3HOM MaibabcopOuueil He cieayeT

MIPUHUMATh JAHHBIW Mpenapar.

4.5. B3aumopeiicTBue ¢ JPYrMMH JIEKAPCTBEHHBIMHM NpenaparaMM M Jpyrue BH/IbI
B3aMMO/AEeHCTBUA

BunpgarnunTtus o61agaeT HU3KUM MOTEHIMAIOM JIEKAPCTBEHHOT'O B3aUMOJICHCTBUS.
[TockonbKy BHIIIArIMIITHH HE ABIseTCA cyocTpatoM (epmeHToB mutoxpoma P450 (CYP), a
TaKXe He MHIMOUpPYeT U He UHAYIHUPYET 3TH (PepMEHTHI, B3aUMOICHCTBUE BUIIIATIIUIITHHA C
JIEKapCTBEHHBIMHU IIperapaTamMH, KOTOpbIE SIBISAIOTCS CyOCTpaTaMu, WHTHOMTOpaMU WIH
unaykropamu P450 (CYP), wmanosepostHo. Ilpu oaHOBpEeMEHHOM MpPUMEHEHUU
BIWIJIATJIMIITAH TakXe HE BIHUSAET Ha CKOPOCTh MeTabojM3Ma MpenapaToB, SBISIOIIMXCS
cyoctparamu ¢pepmentoB: CYP1A2, CYP2CS8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u
CYP3AA4/5.



COOTEBETCTBYET ZKCNEPTHI i'_r-'T'.'-"' OTYETY

e,
oT 25012025 Nz 1836

Knunuuecku 3Ha4uuMOro B3aMOJICHCTBUS E Hnﬂarnﬁ%ﬁgg%ﬁgﬁ%ﬂ (HantGofed gacto

ucnons3yembiMu  Tipu  siedeHuun  CJI 2 tuma  (TIMOCHKIAMHUIOM, TMHOTJIMTA30HOM,
MET(GOPMUHOM) WK OOTAJAIOIIMMHU Y3KHM TEPareBTHUYECKUM JUANa30HOM (aMIJIOJUITUHOM,
JTUTOKCUHOM, paMHUIIPUIIOM, CAMBAaCTaTUHOM, BaJICApTaHOM, Bap(hapruHOM) HE YCTaHOBJICHO.
Tuasuapl, TIIOKOKOPTUKOCTEPOUIBI, IMpernapaTbhl TOPMOHOB  IIUTOBHJHON  KEJe3bl,
CUMIIATOMUMETUKHM MOTYT CHMXXaTh I'MIIOIVIMKEMHUYECKOE NEHCTBUE BWJIJArJIUNTHHA, KaK U
JPYTUX MepopaIbHBIX NPOTUBOANAOETUYECKHX IPETIapaToB.

Yacrora pa3BUTUS aHTHOHEBPOTHYECKOIO OTeKa Oblla BBIIIE IPU OJHOBPEMEHHOM
NPUMEHEHUN BWIIATJIUMOTUHA C MHTUOMTOpAMM aHTMOTEH3WHIIpEBpamiaromero ¢epMenrta
(AII®), npu sToM ObLIa CXOAHOM C TAaKOBOW B KOHTPOJbHOW rpymnne. B OonblinHCTBE
CIIy4aeB aHIMOHEBPOTHYECKUH OTEK ObUI CpelHEH CTENEeHU TSDKECTH U pasperiaics

CaMOCTOATCJIIBHO B XOJ€ IMPOJOJIKCHHA TCPpAIIMU BUJIAATJIMIITUHOM.

4.6. ®epTUIBHOCTD, 0ePeMEHHOCTD H JIAKTALUSA

bepeMeHHOCTB

JlocTaTOYHBIX JAaHHBIX MO MPUMEHEHHUIO BUIIATIUIITHHA Y OEpPEMEHHBIX HET, B CBSI3U C YEM
npenapatr Buinarnmuntus-JJKUD®OCU  npoTtuBomnoka3an BO Bpemsi OepeMeHHocTH. B
JOKJIIMHUYECKUX MCCIEOBaHUSAX ObUla BBISBIEHA PENpOAYKTHBHAas TOKCHUYHOCTb IIPU
IIPUMEHEHNN B BBICOKHX J103aX, TOTEHI[MAIBHBIA PUCK JIJIS YEJIOBEKA HEU3BECTEH.

JlakTanums

[Tpemapar  Bunparmmntue-JOKMO®CH  npotuBomoka3an B NEPUOA  TPYIAHOIO
BCKapMJIMBaHUS, ITIOCKOJIbKY HEU3BECTHO, IPOHUKAET JIM BUJAATIUIITAH B IPYTHOE MOJIOKO Y

YCIO0BCKaA.

4.7. BiusiHue HA CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMM M padoTaTh
MeXaHUu3MaMH

HccnenoBanus BAMSHMUS BWIJATJUMOTHHA Ha CIOCOOHOCTH YHPABIATH TPAHCIOPTHBIMU

cpeAcTBaMHM WiIM paboTaTh C MEXaHM3MaMHd He TNpoBOAWIMCH. [lpu  pa3BuUTHH

TOJIOBOKPY)KEHUSI Ha (OHE NPUMEHEHHUs Ipernapara MalueHTaM HE CIeAyeT YIPaBIsTh

TPAHCIIOPTHBIMU CpEACTBAMU UIIU pa6OTaTB C ME€XaHU3MaMHU.

4.8. Hexkesnare/ibHbIE peaKINU

Pesrome npoduiist 0esonacHoCcTH

[Ipy npuMeHEeHWM BUIAATIMITHHA B MOHOTEpAllMd WM B KOMOMHAIMM C JPYTUMHU

npernapaTaMu OOJIBIIMHCTBO HEXENATeNbHBIX peakuuid ObLIM Ci1abo BBIPAKEHBI, UMENIH
6
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HexenarenbHbix peakuuii (HP) um Bo3pacToM, MojoMm, 3THHUYECKOW NPUHAAIECKHOCTHIO,
MPOJIOJKUTENIHOCTBIO IPUMEHEHUSI WIIM PEXKUMOM JTIO3UPOBAHUS HE BBISIBIICHO.

Yacrora pa3BUTUS AaHTHOHEBPOTUYECKOTO OTeka Ha (oHEe Tepanuu BUIAATIMIITHHOM
coctaBisuia >1/10000, wo <1/1000 (rpamamms «penko») ObLIa CXOAHOW C TaKOBOW B
KOHTpPOJIbHOU Tpymie. Haunbosnee yacTo ciydan aHTHOHEBPOTHYECKOTO OTEKAa OTMEYAIIUCh
IpY MPUMEHEHHH Tpenapara B KOMOMHAIIMK ¢ MHTUOUTOpAMU aHTHOTEH3UHITPEBPAIIAIOIIETO
depmenta (AIID). B OoibIIMHCTBE CIy4acB aHTHOHEBPOTHYECKHM OTEK ObUT cpemaHeit
CTEMEHH TSKECTH U pa3pelialicss CaMOCTOSTEIbHO B XOJ€ MPOJOJDKEHHS Teparnuu
BWJIJIATJIUTITUHOM.

Ha ¢one Tepanmuu BHIATTHIITHHOM PEIKO OTMEUAINCHh HApPYHMICHUS (QYHKIMH TCYCHH
(BKJIOYAsi TemaTtuT) OECCUMITOMHOTO TedeHUs. B OONbIIMHCTBE CllydaeB JdaHHBIE
HApyIICHUs W OTKJIOHEHUs TMoOKa3areneil (yHKUMM TEeYeHH OT HOPMBI Pa3pelInIuCh
CaMOCTOSITEIbHO 0€3 OCIIOKHEHUW TM0CIe TpeKpalleHus Tepanuu mnpenaparoM. [lpu
MPUMEHEHUN BUJAAraunTuHa B go3¢ 50 mr 1 mnm 2 pa3a B CyTKM YacTOTa YBEIWYCHUS
akTUBHOCTH «reueHouHbIX» (pepmenToB (AJIT mmun ACT >3xBI'H) cocraBnsna 0,2% wnu
0,3% cootBercTBeHHO (M0 cpaBHeHUI0 ¢ 0,2% B KOHTPOJIBHOHM Tpymie). YBeIUYeHHE
AKTUBHOCTH «TI€YEHOYHBIX» (PEPMEHTOB B OOJILITMHCTBE CIIy4aeB ObLJI0O OECCUMITOMHBIM, HE
IPOrPECCUPOBAIIO U HE COITPOBOXK/IATIOCH XOJIECTa30M MM JKEATYXOH.

HP crpynnupoBanbl B COOTBETCTBHMU C KiaccH(UKAlMed OPraHoB M CHUCTEM OPraHOB
MedDRA. B npenenax kaxmoil rpynmsl opraHoB U cucreM opraHoB HP mepeunciiensl B
MOPSIIKE YMEHBIIEHUS YacTOThl BCTpEYaeMOCTH. B mpenenax Kakaodl TpyMIbl YacTOTHI
BcTpeyaemoct HP yka3zaHbl B Opsiike YMEHBIICHUS TSKECTH.

Jns  OLleHKM YacTOThl BCTPEYAEMOCTH HEKENATENbHBIX PEaKUMi HCIOJIb30BAINCH
clenyroIue Kputepuu: odeHpb yacto (>1/10), vacto (>1/100, no <1/10), Heuacto (>1/1000,
HO <1/100), penko (>1/10000, o <1/1000), ouens peako (<1/10000), yactora HEU3BECTHA
(OCKONBKY ~ COOOIIEHHs] TOJMy4yeHbl B JOOPOBOJILHOM TOpSAAKE OT  MOMYJSALUU
HEONPEIETIEHHOTO pa3Mepa, JOCTOBEPHO OMNpPENETuTh 4YacToTy pa3BUTHs NaHHbIX HP He
MPEJICTABISIETCS BO3MOXKHBIM, B CBSI3M C 4Ye€M OHHU KIACCH(PHUIIMPOBAHBI KaK YacTOTa
HEW3BECTHA).

HDI/I IIPUMCHCHUU BUJIAATJIMIITUHA B MOHOTEPAIINHU

[Ipu npumenennn Bungarnuntuia B 1o3e 100 Mr B CyTKM 4acToTa OTMEHBI TEPANUU B CBSI3U
¢ pa3BuTHEM HexenaTenbHbIX peakuuit (0,3%) Obuta He BBIIIE TAKOBOW B TpyIIe Ianedo

(0,6%) wnu mpenapara cpaBaenus (0,5%).
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TUTIOTJIMKEMHUH 0e3 yBEJIMYCHHS CTENEHU TshKecTu coctostaus coctaBimsuia 0,4%, 4To
COIOCTaBUMO C TIpenapaToM cpaBHeHus u iamne6o (0,2%).

Macca Tena He M3MEHsUIaCh MO CPAaBHEHUIO C UCXOAHOW B KIMHUYECKHX HCCIIETOBAHMSIX,
koraa BuiaarmunTiuH 100 Mr B cyTKH MPUMEHsUIA B KauecTBe MoHOTepanuu (-0,3 xr u -1,3 kr

B TpyIIax BWIJATIUITHHA U TU1ale00 COOTBETCTBEHHO).

Hngpexyuu u unsazuu
Ouenb penko MHdexnun BepXHUX AbIXaTeNbHBIX IyTeH, Ha30()apUHIUT
Hapywenusa memabonuzma u numanus
Heuacto ['unornukemus
Hapywenus co cmopoHbl HepeHOll cucmembl
Yacro I'osoBOKpy)KEHUE
Heuwacrto I"onoBHas 601b
Kenyoouno-kuweunvle napyuienus
Heuacto 3anop
Hapywenus co cmoponwl cocyoog
Heuacto Ilepudepuueckue orexu
Hapywenus co cmoponvl mbluieunotl, ckeiemuot U cOeOUHUmenbHou mKanu
Heuacto ApTtpanrus
JlonrocpouHble KIMHUYECKHUE MCCIEA0BAaHUS NPOAOIKUTEILHOCTBIO 0 2 JIET HE BBIIBUIM

KaKuX-JI1100 JOITIOJTHUTCIBHBIX OTKJIOHEHHI HpO(i)I/IJ'IH 0€30IaCHOCTH WU HCIIPCABUACHHDBIX
PHUCKOB IIPpU ITPUMCHCHHUU BUJIAATJIUIITUHA B MOHOTCPAIINH.

ITpu npuMeHeHnH BryygarannTHHa B 1o3e 100 Mr B CYTKH B KOMOMHAIIMY ¢ METHOPMHUHOM

[Ipn npumenenun BuigaraunTuHa B go3e 100 mr/cyt B koMOMHAuu ¢ MET(HOPMUHOM WIH
ianebo B COYETaHUU C MET(HOPMUHOM CIy4yaeB OTMEHBI TE€paluu B CBA3M C Pa3BUTHEM
HE)KEJIATEJIbHBIX PEAKIUI HE OTMEYAJIOCh.

[Ipn npumenenun BuinaraunTuHa B 103e 100 Mr B CyTKHM B KOMOMHALIUKA ¢ METPOPMUHOM
TUTIOTJIMKeMUST oTMedanach B 1% ciywyaeB (B rpynne miane6o + MeTpOpMHH — HEYACTO
(0,4%)). B rpymme npuMeHeHHs] BIJIJATTUITHHA HE HAOIOAIOCH PA3BUTUS THIIOTJITMKEMHU
TSYKEJION CTEIICHU.

Macca Tena He U3MEHsUIAaCh 110 CPABHEHUIO C UCXOAHON B KIMHUYECKUX UCCIEAOBAHUSX MIPU
npuMeHeHnn komOuHanmu BuaarmunTuHa 100 mr B cytku u metgopmuna (+0,2 kr u -1,0 kr

B I'pylIiax BUWIAArIHAIITUHA U rmaue6o COOTBCTCTBCHHO).

Hapywenus memabonruzma u numanus
Yacro I'unornukemus
Hapywenus co cmopoHwvl HepeHoti cucmembl
Yacto Tpemop, rosoBHas 60JIb, TOJIOBOKPYKEHHE
Heuacto IloBbIIIEHHAs] YTOMIISIEMOCTh
Kenyoouno-Kuueunvie HapyuleHus
Yacrto TomuoTa
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KaKUX-TMOO JOMOJHUTENbHBIX OTKJIOHEHUH Mpo¢uis 0€30MacHOCTH WM HEMPEIBUACHHBIX
PHUCKOB TP MPUMEHEHUN BWJIJATIMIITHHA B KOMOWHAIIMH ¢ MET(HOPMUHOM.

W3yuenue npumMeHeHUs] KOMOMHAIIMY BIJIJATTIMOTHHA U MET(HOPMHUHA B KAU€CTBE CTAPTOBOM
Tepanuu Mpu caxapHoM Juabere 2 TUNa HE BBISIBIIIO OTKJIOHEHUH mpoduis 6e30MacHOCTH
VI HENIPEIBUJICHHBIX PUCKOB.

HDI/I NPUMCHCHUU BUWJIJAIJIMIITUHA B JA03€ 50 MI‘/CVT B KOM6HHaHHI/I C IIPpOU3BOJHBIMH

CVJ'IB(bOHI/IJ'IMOLICBI/IHBI

[Ipu npumeHeHuu BUIAAraUNTHHA B A03e 50 MI/CyT B KOMOMHALIUU C TIMMENHPUIOM
4acTOTa OTMEHBI TEPAIIUU B CBSA3U C PA3BUTUEM HEXeEJaTeNbHbIX peakiuil cocrasisia 0,6%
(o cpaBuenuto ¢ 0% B rpyrmre rmuMenupua + miamebo).

YacroTra pa3BUTUS TUIOTJIMKEMUHU Yy TAIMEHTOB, MOJTYYaBIIMX BWJIIATIMOTHH B 03¢ 50
MT/CYT BMECTE C TIuMenupuaom, cocrasuna 1,2% (mo cpasuenuto ¢ 0,6% B rpynne miamnedo
+10 roumenupun). B rpynme npuMeHEHWS BWINATIWITAH HE HAONIOJAIOCH Pa3BUTHS
TUIOTJIMKEMUH TSKEJION CTETIEHH.

Macca Tena He M3MEHSIACh [0 CPAaBHEHHUIO C MCXOJHOW B KIMHUYECKUX HCCIEIOBAHUSX,
KOr'Jla BUJIATIUITHH B J103¢ 50 Mr OfuH pa3 B CyTKH 100aBisuiu K rimMenupuny (-0,1 xr u -

0,4 xr B rpynnax BUJIAArJuNTHH U TU1a11e00 COOTBETCTBEHHO).

HUngpexyuu u uneazuu
OueHb pesko Hazodapunrur

Hapywenus memabonuzma u numanus
Yacto ['unmormikemus

Kenyoouno-kuueynvie HapyuleHus
Heuacto 3anop

Hapywenus co cmoponul nepénoti cucmemol
Yacto TpemMop, To0BOKpY>KEHHUE, TOJIOBHAS 00JIb, ACTEHUS

[Ipy nOpuUMEHEHMM BWIAAIIMOTHHA B 03¢ 100 Mr B CYTKH B KOMOMHAIINK _ C

THA30JIMANHANOHOM

[Ipn npumenennn BuwimarmunTHHA B 103¢ 100 Mr/cyt + THA30MAMHIMOH W IHIanedo +
THA30JIUIUHINOH CITy4aeB OTMEHBI TEPAITMHU B CBSI3M C PA3BUTHEM HEXEJIATEIbHBIX PEaKIui
HE OTMEYaJIOCh.

IIpu npumenenun BumgarauntuHa B go3e 100 mMr B cyTkM + MHOMIMTAa30H OTMEYAlIOCh
pazButue rumnoraukemuu B 0,6% ciydyaeB, a y MalMEHTOB, MOJy4YaBIIMX IUianedo +
MUoTNIMTa30H, — B 1,9% cnyuae. B rpynmne nmpumMeHeHus BUIAArIUNTHHA HE HaOII0JAI0Ch

Pa3BUTHA THIIOTIIMKEMHN TSKEJION CTEICHH.
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MUOTJINTA30HY a0COFOTHOE YBEIMUYEHUE MACChl Tella B TPYyIIe Ianedo U BIIIATIUNTHHA
100 mr B cyTku coctaBuio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Ipu noGamnennu BumarmnTuHa B 03¢ 100 M B CyTKHM K IMHOTJIMTA30HY B 1103€ 45 Mr/cyT
4yacToTa pa3BUTHS Nepudepruueckux 0TeKoB cocTanisuia 7% (1o cpaBHeHUIO ¢ 2,5% Ha doHe

MOHOTEPANUN TUOTIIUTA30HOM).

Hapywenus co cmoponwl cocyoos
Yacto ITepudepuueckue oTexku
Hapywenus memabonuzma u numarnus
Yacto VBenumueHne Macchl Tenna
Heuacto I'nnornukemus
Hapywenus co cmopoHuvl HepsHOU cucmemul
Heuacto I'onoBHas 60k, acTeHUS

IIpu npumenennu BrunarmnTraa B 1o3e 50 Mr 2 pa3a B CYTKM B KOMOMHAIIMY C HHCYJINHOM

(c methopMUHOM WM O€3 HEro)

[lpy npuMeHEeHMH BWIAATTUNTAHA B KOMOWMHALMU C WHCYJIMHOM (B KOMOWHAmuu C
MeT(hOopMHHOM WK 0e3 MeT(GOpMHUHA) YacTOTa OTMEHBI TEpaluy BCieAcTBUE pa3Butus HP
Ob1a paBHa 0,3%, B TpyIIe Tepanuy BUIIATIAIITHHOM, B TPYIIIE TUIAe00 CIydaeB OTMEHBI
Tepanuu He ObUIO.

[lpy npuMeHeHMM BWIAATJIMNTHHA B KOMOMHALIMM C HWHCYIMHOM (B KOMOHMHALMU C
merpopMuHOM MM 0e3 MeT(hopMUHA) HE OTMEYAJOCh YBEJIMYEHHUS pPHCKA Pa3BUTHUSA
TUTIOTJIMKEMUH [0 CpaBHEHUIO ¢ KomOwHarumei mmaneb6o + wuncymud (14% B rpymnme
BujAarunTuHa u 16,4% B rpynne niane6o). ¥ 2 mauueHToB B IpyIe BUIIAIUITHHA U Y 6
NalMEeHTOB B IPyIIE Manedo pa3Builach THIOTIIMKEMUS TSXKEJION CTENeHN.

Ha MoMeHT 3aBeplieHHs MCCle0BaHMsI BUJIATNIMOTHH HE OKa3bIBaJl BIMSHUS HA CPEIHIOIO
Maccy Tena (Mmacca Tena yBenuuwiach Ha +0,6 Kr MO CpaBHEHHMIO C MCXOJHOW B TpyIe

BUJIIATJIMIITHHA, a B TPYIIIE 1anedo ocragach HEU3MEHHON ).

Hapywenus co cmoponsl HepeHoti cucmembl
Yacto I'onoBHast 6011k, 03HOO
Kenyoouno-kuweunvie napyuienus
Yacro TomHoTa, TacTpos3odareaabHbIN peduIroke
Heuacto [wnapes, mereopusm
Hapywenusa memabonuzma u numanus
Yacto [M'unornukemust

I[Tpu tpuMeHeHMW BWIOArIWUNTHHA B g03¢ 50 Mr mBa pasa B JIEHb B KOMOMHAIIMH C

nopenaparamMu CVJ'ILd)OHI/IJIMOLICBI/IHBI )41 MCTd)ODMI/IHOM

CﬂyqaeB OTMCHBI BHJIJArJIMIITHHA, CBA3aHHBIX C HP B rpyimrme KOM6I/IHI/Ip0BaHHOI71 TCpannn

BUJIIATJIMIITUHOM, METGOPMUHOM U TIIMMENHUPUAOM, OTMeueHOo He Obuto. B rpymme
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BUJIIATIMIITHHA, cBsa3aHHou ¢ HP, coctasuna 0,6%.

lMunornmkemust oTMevanach 4acto B obeux rpymmax (5,1% B rpymnmne KOMOMHUPOBAaHHOM
TEepanuu BWIJATJIUNTHHOM, METQOpMUHOM U mimuMenupuaom u 1,9% B rpynme
KOMOMHHMpPOBAaHHOW Tepanuu Iwianedo, MeTrGopMHMHOM U TiauMmenupuioMm). B rpymme
BWIJIATJIMIITUHA OTMEYEH OJIMH 3MU30/] TUIIOTJIMKEMHUHU TSXKEJION CTETICHH.

Ha MomeHT 3aBepiiieHusi UCCIIEIOBaHUS 3HAUMMOTO BIIMSIHUSI Ha MAacCy TeJla BBISIBJICHO HE

obu10 (+0,6 KT B rpynme BuaaraunTuHa u -0,1 kr B rpymne miame6o).

Hapywenus memabonuzma u numanus
Yacto l'unornukemus
Hapywenus co cmoponvl nepenoii cucmemol
Yacro ["os10BOKpYKEHME, TPEMOD
Hapywenus co cmopoHul Kodcu 1 NOOKOINCHOU KIemyamKu
Yacro ['unepruapos
Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHUs
Yacro Actenus
[MocTperucrpalimoHHbIe UCCIEI0BaAHUS

Bo Bpems nmpoBenieHHs TOCTPEruCTPAIIMOHHBIX UCCIEAOBAHNUN ObUIH BBISIBICHBI CIEIYIOIIHE
HP (mockonbKy coOOIIeHHS TOJIy4eHbl B JTOOPOBOJIBHOM TMOPSAAKE OT MOIYJISIHU
HEOIPEJEIEHHOr0 pa3Mepa, JOCTOBEPHO OMPEACNIUTh 4YacTOTy pa3BuUTHUs AaHHbIXx HP He
MIPEACTABISIETCS. BO3MOXKHBIM, B CBSI3M C YE€M OHHM KJIACCU(PHUIIMPOBAHBI KaK «4acToTa
HEU3BECTHAY).

Kenyoouno-kuuieunvie HapyuleHus: 9aCTOTa HEU3BECTHA — MTAHKPEATHUT.

Hapywenus co cmoponsl neuenu u scenyesvblg00awux nymeli: 4acToTa HEM3BECTHA — IeNaTuT
(pa3pemMBIINNCS CAaMOCTOSATEIHLHO TOCTIE OTMEHBI JIEKAPCTBEHHOTO Mperapara), MOBHIIIICHUE
AKTUBHOCTH «II€UYEHOYHBIX» (PEPMEHTOB (pa3pelirBIIEecs] CAMOCTOATEIBHO MOCIE OTMEHBI
JIEKApCTBEHHOIO Mpernapara), X0JICHCTHT.

Hapywenua co cmoponbi MuluieyHou, cKelemHOU U COeOUHUMENbHOU MKAHU: YacToTa
HEU3BECTHA — MUAJITHUA.

Hapywenus co cmoponsl Kodcu u noOKoI’CHbIX mKaHeli: 9acToOTa HEeN3BECTHA — KPATMBHUIIA,
skc(honMaTiBHOE U OyJIe3HOE TMOPAKEHUS KOXKHU, BKIOYAs OYJUIe3HBIH MeMQpUTOUI,

KOXKHBIH BAaCKYJIUT.

Coo00111eHre 0 HeXENATEIbHBIX PEAKIIHIX

Baxwno COO6IJ_IaTB 0 TMOHO3PCBACMBIX HCKCIIATCIBHBIX PCEAKIUAX IMOCJIC PErucTpanuun
JICKApCTBCHHOI'O  IIpfriaparta C ILCJIbIO obecneucHUs HCIIPCPBIBHOTO MOHHUTOPUHIA

COOTHOIIEHUS «I10JIb3a — PUCK» JIEKaPCTBEHHOIO Ipemnapara. MeauIuHCKUM pabOTHUKAM

11
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JIEKapCTBEHHOT'O IMpernapara uyepe3 HallMOHAIBHBIE CHCTEMbI COOOIICHUS O HEXKENaTeIbHBIX
peakIusaX rocyJapcTB — YieHOB EBpa3niickoro 3kOHOMHUYECKOTO CO03a.

Poccuiickas @enepanust

ODenepanbHas ciryx0a mo Hag30py B cdepe 3npaBooxpanenus (Poc3apaBuanzop)

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

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

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B HH(})OpMaAITMOHHO-TEIEKOMMYHUKAITAOHHON ceTu «HTEepHEeTY:!

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMnromsl

BunparnuntuH X0poIo nepeHoCUuTCs Py MpUMEHEHHH B 03¢ 10 200 Mr/cyT.

[Ipu mpumenenun npenapata B goze 400 mr/cyr mMoxeT HaOmOaTbcs OONb B MBIIIIAX,
peAKO — JErKHe W TPaH3UTOPHBbIE NAPECTE3HUH, JINXOpaJKa, OTEKM U TPaH3UTOPHOE
NOBBbIIIEHUE aKTUBHOCTH Juna3sl (Bbime BI'H B 2 paza). Ilpu yBenmueHuu 1036l
Buwigarmuntuaa g0 600  Mr/cyr  BO3MOXHO  pa3BUTHE OTEKOB  KOHEYHOCTEH,
COIPOBOXKAAIOIINXCS MMapECTE3UsIMHU U MOBBIILIEHUEM aKTUBHOCTU KpeaTuHpocpokuHassl, C-
peakTuBHOrO Oenka M MuoriobuHa, aktuBHoctd ACT. Bce cumMnTOMBI NEpeo3UpOBKH U
U3MEHEHMs J1a0OpaTOpHBIX IOKa3arened oOpaTUMBbl IOCIE MPEeKpaIleHus NPUMEHEHUs
npernapara.

Jleuenue

BeiBenenue mnpenapara M3 OpraHM3sMa C IIOMOIIBIO AHaln3a MajoBeposTHO. OnHako
OCHOBHOH ruapoiu3Hblii Metabonut BuiagarmunTiHa (LAY151) moxer ObITh ynaneH u3

OpraHu3Ma IIyTeM IeMOHaIn3a.

5. ®APMAKOJOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHE CBOIiCTBA

dapmakoTepaneBTHUECKasi TpyIIa: CpencTBa JUIsl  JICUEHHsS caXxapHOro auadera;
TUTIOTJIMKEMHYECKHAE CPEJICTBA, KPOME WHCYJIMHOB; HHTHOWTOPHI JAMITCTITHIMIIICIITHIa3bI-4
(AAII-4).

Kon ATX: A10BH02

MexaHus3M IeUCTBUS

12
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BHIATANTHE, — TMpEACTABUTENb  KIaccd  CTHMYIATODOS-- S0CTpoBROBOro = Arirapara

MOJUKETYJOYHON  JKele3bl, SBJIACTCS  MOIIHBIM W CENEKTUBHBIM  HHTHOUTOPOM
aunentuawinentuaasei-4  (JI111-4), YVIYUYIIAMUM  TJIMKEMUYECKUH  KOHTPOJIb.
Nurubuposanue BuigarmuntuaoM JIIII1-4 npuBomur K yBenWueHHIO 0a3ajbHOTO H
MOCTIPAaHAUATBLHOTO  JHJOT€HHOTO  YpOBHS  HMHKPETHHOBbIX  ropmoHo  [TIII-1
(rmoxarononogoOHbt  mentuny 1) w UL (TI0K0303aBUCHMBIN  WHCYJTMHOTPOITHBIN
TTOJTUTICTITH).

dapmarkonmaamudeckue 3O HEKTHI

[Ipu npumenennun BwigarauntuHa B 03¢ 50—-100 Mr B CyTKM y MalMEHTOB C CaXapHbIM
mraberom 2 tumna (CJl 2 Tuma) orMevaercs yaydieHne GyHKIUU B-KIETOK IOKEITyI09HON
xemne3pl. CTeneHb ynydmieHus (QYHKIUU [(-KIETOK 3aBHCHUT OT CTENEHH WX HCXOIHOTO
noBpexAeHus; Tak y nun 6e3 C/] 2 tumna (c HopMallbHOI KOHIIEHTpAIMel TTI0KO3bI B IIa3Me
KpOBH) BUJIATJIMIITUH HE CTUMYJIUPYET CEKPEIUIO MHCYJIMHA U HE CHIKAeT KOHIIEHTPAILIHIO
[JIFOKO3BI.

[loBpimass ~ koHuHeHTpauuio  3HporeHHoro  ['TIII-1, BuaparmunTUH  yBEJNIWYUBAECT
YYBCTBUTEIBHOCTh O-KJIETOK K TJIFOKO3€, YTO INPHUBOAUT K YJIYUIICHHUIO TTHOKO303aBUCUMOM
peryisiiuyd CeKpeuuu TitokaroHa. CHUKEHUE MOBBIIIEHHONW KOHILIEHTPALMU TJIOKaroHa BO
BpeMs €]1bl, B CBOKO OYEPElb, BBI3BIBAET YMEHBIICHUE HHCYJINHOPE3UCTEHTHOCTH.
VYBenuueHne COOTHOUICHUS] MHCYJIMH/TJIIOKaroH Ha ()OHE TMIIEPIIIMKEMHUH, 00YCIOBIEHHOE
noBbiieHreM KoHueHtpauuu [TIIT-1u ['UII, BbI3bIBa€T yMEHbIIEHHE TPOIYKIUU TIHOKO3BI
[IEYEHBI0O KaK BO BpeMs, TaKk U IIOCIE€ IpUEMa IHUIIU, YTO IPUBOAUT K CHUKCHUIO
KOHIIEHTPALUHU IIFOKO3BI B IIJIa3M€ KPOBH.

Kpome Toro, Ha oHe npuMeHeHHUs] BUIAATIMIITHHA OTMEUYAETCs] CHUKEHHE KOHIICHTPAIUH
JUMHUJOB B IJIa3Me€ KPOBU IOCHIE NMpHEMa IMHUIIM, OAHAKO 3TOT 3((eKT He CBs3aH C €ro
neiicteuemM Ha [ITIII-1 wim TUIl u yaydmeHueM QYHKIUM OCTPOBKOBBIX KJIETOK
MOJIKETYIOYHOMN KETE3bI.

N3BecTHO, uyTO mnoOBbINIeHHE KOHUEHTpauuu [TIII-1 MoxkeT npuBOIUTHE K 3aMEIJICHUIO
OTIOPOKHEHHUSI JKENTy/IKa, OIHAKO Ha (JOHE MPUMEHEHHUs BUJIArIMITHHA 0J00HOT0 3 dexTa
He Ha0Jro1aeTcsl.

[Ipy npumenenun BunparnuntuHa y 5795 nanuenrtos ¢ C/ 2 tuna B TedeHne 52 Henenp B
MOHOTEpaNUU Wik B KOMOMHAIUU C MET(HPOPMHHOM, MPOU3BOAHBIMU CYIb(HOHUIMOUYEBHHBI,
THA30JIMIUHIUOHOM, WM HUHCYJIMHOM OTMEYAJIOCh JOCTOBEPHOE MJIUTEIBHOEC CHUKCHHUE
KOHIIEHTPALMHU TIIMKUpOBaHHOTO remMoraoouHa (HbAlc) u rimoko3bl KpOBH HATOIIIAK.

[Ipn npuMeHeHMM KOMOMHAIMM BWJIJATJIUNTHHA U MET(QOpMHHA B KayecTBe HadajJbHOMU

Tepanuu y nanueHToB ¢ CJI 2 Tuma B TedyeHue 24 Henelb OTMEUYaOCh J0303aBUCHMOE
13
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Crnyyau pa3BUTHS TUTIOTIIMKEMUH ObUTM MUHUMAIIBHBI B 00CHX TPYIIAX Teparuu.

[Tpn nmpuMeneHnun BumaraunTuHa B Ao03e 50 mr 1 pa3 B CyTKH B TeueHHE 6 MECSIEB Y
nanuentoB ¢ CJ[ 2 Tuna ¢ HapymeHueM (QYHKIMH MOYEK CpeaHel (CKOpOCTh KIIyOOYKOBOM
¢unprpamuu (CK®) >30, <50 mu/mun/1,73 m2) umu Tsoxenon (CK® <30 mu/mun/1,73 m2)
CTCTIICHH OTMEUAJIOCh KIWHUYECKH 3HAUYMMOE CHWXEeHHe KoHueHTpauuu HbAlc mo
CPaBHEHHUIO ¢ TU1ane0o.

[Ipn mpumeHeHWH BWIAraunTUHa B 03¢ 50 Mr 2 pa3a B CyTKM B KoMOWHaIuu c/0e3
MerpopmuHa u uHcynuHOM (cpemusas pgo3a 41 EJl/cyr) Obuto NMpOaEeMOHCTPUPOBAHO
cHmwkenne mokasarenss HbAlc wa 0,77% ot ucxomHoro cpemHero 3HaudeHus 8,8% co
CTaTUCTUYECKU JOCTOBEPHOI pasHulel ¢ mianedo 0,72%. YacToTa runorjiinkeMuy B IpyIine
BUJIIATJIMIITHHA CPAaBHUMA C TaKOBOM B rpymime miane6o. [Ipu npumeHenny BUIIarivinTHHA
B no3e 50 Mr 2 pa3a B CyTku B KoMOuHammuu c MeTdopmuHoMm (=>1500 wmr/cyt) u
TIIMMETTUPHUIOM (>4 MT/cyT) OBUIO MOKa3aHO CTATUCTHYCCKH 3HAUYMMOE CHIDKEHUE YPOBHS

HbAlc na 0,76% ot ucxomgsoro cpemnero 3aaueHus 8,8%.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

AOcopOrus

[Ipu mpueme BHYTpPH HATOIIAK BWJIJATIHMITHH OBICTPO BCACHIBAETCS, a €r0 MaKCHMallbHAs
KOHIIEHTpalus B mia3me kposu (Cmax) gocturaercs yepe3 1,75 yaca nmocne npuema. [lpu
OJTHOBPEMEHHOM TIpUEME C MHIIEH CKOpoCTh abcopOUMM BUIAATNIMOTHHA CHUDXKAETCS
HE3HAUMUTENbHO: OTMevaeTcsi yMmeHblieHne Cmax Ha 19% u yBenuueHue BpEeMEHH ee
JOCTIDKEHUS 10 2,5 vacoB. OmHaKo TpUEM THIIM HE OKa3bIBACT BIMSHUS HA CTEIEHBb
abcopOuMHu U MmIoLab Mo KpUBOH «koHIeHTpanus-spems» (AUC).

BunparnuntuH OBICTPO BcachlBaeTcsi, a €ro abCOMIOTHas OMOJOCTYHMHOCTh MOCHE MpHeMa
BHYTpPH cocTaBisieT 85%. Cmax u AUC B TepaneBTUYECKOM JUANIA30HE 103 YBEIMUNBAOTCS
PUMEPHO MPOMTOPIIHOHAITBEHO JI03€.

Pacrnpenenenue

CreneHb CBs3BIBAHUSA BWIJATJIUNTHHA ¢ Oenkamu 1a3Mbl KpoBu Huskas (9,3%).
BunmarmunTuH pacripenensercss paBHOMEPHO MEXKIY IJIa3MOW KPOBU M JPUTPOILIUTAMH.
Pacnipenenenue BwiImarmunTHHA TPOMCXOAMUT, MPEANOIOKUTEIBHO, AIKCTPABACKYISPHO,
00BeM pacrmpe/ielieHuss B paBHOBECHOM COCTOSIHMM TIOCJI€ BHYTPUBEHHOTO BBeAcHHs (Vss)
cocTaBnsaeT 71 .

Buorpancdhopmariisg
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OCHOBHBIM NyTE€M BBIBEICHUS BUJAATIUITHHA HBHSIQIC_'IH::GHAE(%%%M; E:b%;QI;ﬂSMe
yT

gyenoBeka 69% 1036l npenapara noasepraercs onorpancopmanmu. OCHOBHON MeTabONHT -
LAY151 (57% no3sl) papMakomornuyecku HEAKTHUBEH U SIBISICTCS TPOJAYKTOM THAPOIIN3A
nuaHokomiioHeHTa. Oxono 4% 1103bl Ipernapara MOABEpPralTcs aMUIHOMY Tuapoiusy. B
JOKIMHUYECKUX MCCIIEAOBAHUAX OTMeuaeTcs nojoxkurenbHoe Bausnue JI111-4 na ruaponus
BWIJIATTUITAHA. Bungarmuntun merabonmusupyetcst 6e3 ydacTusi n30(pepMEHTOB IIUTOXpOMaA
P450. Bungarnuntun He sBiisiercst cyoctparom uzodepmentoB P450 (CYP), ne unrubupyer
¥ HE UHAYIHUPYET u30hepMeHThI uToxpoma P450.

DJIMMUHALNS

[locne npuema npenapara BHYTpb OK0JIO 85% J103bl BBIBOAUTCS mouykamu U 15% — uepes
KuIIeyHuK. [loueyHast SKCKpelnus HEM3MEHEHHOro BWiaaraunTuHa coctasisieT 23%. [lpu
BHYTPUBEHHOM BBEICHHM CPEIHUN IEPHOJ| MOIYBBIBEACHHS TOCTUTaeT 2 4YacoB, OOIIMiA
IJIA3MEHHBIA KJIMPEHC W MOYCYHBIH KIMPEHC BUAATIUITHHA COCTaBIAOT 41 /4 u 13 /4
cootBeTcTBeHHO. [lepnoa momyseiBenenus (TY2) mocne nmpuema BHYTpPh COCTaBIISET OKOJIO 3
4acoB, HE3aBUCHUMO OT J103bl.

DdapmMaKOKMHETHYECKAS — (baDMaKOHI/IHaMI/I‘leCKaSI 3aBUCUMOCTDb

JInia mo)Kujaoro Bo3pacra

VY 310p0BBIX TOKUIBIX JitojeH (=70 ner) obmiee Bo3aericTBue Bungarauntuaa (100 mr onux
pa3 B CyTKH) yBeau4uBaioch Ha 32 %, mpu 5TOM MUKOBas KOHIIEHTPAIMs B TUIa3Me KPOBU
yBenuuuBaiach Ha 18 % 1Mo cCpaBHEHHIO ¢ MOJIOABIMHU 3A0pOBbIMHU ToabMu (18—40 1er).
Tem He MeHee 3TU M3MEHEHHs] HE CUMTAIOTCS KIMHUYECKH 3HAaYMMbIMU. MHTHOWpOBaHUe
JIIII-4 BuniariunTHHOM HE 3aBUCHUT OT BO3pacTa MalMeHTa B IpejeaxX HCCIIEeJOBaHHbBIX
BO3PAaCTHBIX TPYIII.

[IeyeHOYHAs HEAOCTATOYHOCTh

VY nanMeHToB ¢ HapylleHHeM (YHKIUM MEeYeHU JIeTKOM U cpenHell creneHel Tskectu (6-9
6amnoB no mkaine Yaitna-I1st0) mocie oJHOKpaTHOrO MPUMEHEHHUS Mpernapara OTMe4aeTcs
CHIKeHne OuogoctynHocTH Buigarmuntuaa Ha 20% u 8% cOOTBETCTBEHHO. Y TAIMEHTOB C
HapylmeHueM (YyHKIUU nedeHu Tspkenoil crenenu (10-12 6amnoB mo mkane Yaitna-I1sio)
OMOMOCTYHOCTh BWJIJATJIMITHHA TOBbILAETCS Ha 22%. YBenMueHHE WM yMEHBIIECHUE
MaKCUMaJIbHOW OMOJOCTYITHOCTH BWJIJATJIUIITUHA, HE TpeBbimatomee 30%, He sBiseTcs
KIMHUYECKH 3HAYMMbIM. Koppemsiiuu Mexay CTENEHbI0 TSKECTH HapyLIeHWH (QYHKIHMU
NeYeHN U OMOIOCTYITHOCTbIO Mpenapara He BBISBICHO.

IloueyHas HEIOCTATOYHOCTD

V manueHToB ¢ HapymieHrneM (QYHKIMH TTOYeK JETKOW, cpemHel wim Tsbkenoit crernenn AUC

BWIJIATJIMIITUHA YBEJIMYHUBAJIACh TIO CPABHEHHIO CO 3/I0POBBIMH J00poBoJbiiamMu B 1,4, 1,7 u
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2 pasa coorerctBenHo. AUC meraGomnra LAY151! %&ﬂﬁ%&ﬁeﬂ@ﬂ'ﬁﬁéz -I;/F"ﬁl?; 'iﬁ-aléa, a

metabomura BQS867 — B 1,4, 2,7, u 7,3 pa3a y HalyeHTOB ¢ HapylnieHHeM (pYHKIIUHA TTOYEK
JIETKOW, CpeaHed U TSHKEIOW cTeneHed COOTBETCTBEHHO. OrpaHUYEeHHBIE JaHHBIE Yy
NAlMEHTOB ¢ TEPMUHAJIBHOW CTaJivell XpOHUYECKOM OO0JIE3HU MOYEK YKa3bIBalOT HA TO, YTO
[OKa3aTeau JaHHOW IPYMIbl CXOKU C TAaKOBBIMU Yy IMALMEHTOB C HapylIEHUEM (QYHKLIUHU
noyek Tsokenoi cremenu. Kounentpamms wMerabomura LAY151 y manmeHToB
tepMuHanbHOM cragueil XbII yBennuuBanach B 2—3 pasa 110 CpPaBHEHUIO C KOHLIEHTpaLUEn y
NAlMEHTOB C HapylleHUeM (YHKLUHU IoYeK TshKenol crenenu. Ilpu npuMeHenun mpenapara
y MAalUeHTOB C HapylIeHHeM (QYHKLHU IOYEK MOXKET HOTpeOOBAThCS KOPPEKLUS 03Bl
BriBenenne BUIAArIUNTAHA TMPU TEeMOAMANIM3E OTpaHW4YeHO (uepe3 4 wyaca TOCie
OJIHOKPATHOTO MpueMa cocTaBisieT 3% Mpu JUIMTEILHOCTH TpoLieyphl 6osee 3—4 JacoB).
eTH
dapMakOKMHETHYECKHE OCOOCHHOCTH BMJIIATTUNTHHA Yy JIeTe W MOJApOCTKOB Mulazme 18

JICT HC YCTAHOBJICHBI.

6. ®PAPMAIIEBTHUECKHWE CBOMCTBA
6.1. Ilepeyenb BcmoMoOraTeibHBIX BellECTB
MuKpOKpHCTaIITHIECcKast [eJUTI0N03a

JlakT03BI MOHOTHPAT

Hatpus kpaxmana rmukonst

Marnus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 roza.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
[Ipu temmneparype He Bblie 25°C B OpUTMHAJIbHOW ymakoBKe (KOHTYpHas siueiKoBas

yIaKoBKa B MAyUKe) JUIs 3alUThI OT CBETA.

6.5. XapakTep u coaep:KaHHe MEPBUYHOI YIAKOBKH
[To 10 TabGneTok B KOHTYpHYIO STYEHKOBYIO YIAaKOBKY W3 TJICHKHM MOJIMBUHWIXJIOPUIHOW U

(b oJIbrY aTIOMHUHUEBOM IMEUaTHOM JIAKUPOBAHHOM.
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ITo 3, 5 win 6 KOHTYPHBIX SYEUKOBBIX YITAKOBOK C Hf/l@&él\]@%ﬁ'ﬁ&%l@ IﬁUf\;éﬂTa%bil-la“ﬂéqu

13 KapTOHa.
[lo 14 TaGneTok B KOHTYpHYIO SUEHKOBYIO YNAKOBKY W3 IUIEHKU IMOJMBUHWIXJIOPUIHON U
(G oJIbTH ATIOMHUHHEBOM IMEYaTHOM JIAKUPOBAHHOM.

ITo 2, 4 i 8 KOHTYPHBIX SYEUKOBBIX YITAKOBOK C JIMCTKOM-BKJIQIbIIIEM MOMENIAIOT B TAYKY

U3 KapTOHa.

6.6. OcoOble Mepbl TNPEAOCTOPOKHOCTH NPH YHHUUYTOKEHUHM HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Ipenapara WIH OTXO0A0B, TMOJYYeHHBIX IOcjde TPHUMeHeHUs
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MaHUIYJISIIIUN ¢ IPenaparom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

000 «JIXKNDDC»

Anpec: 354340, Kpacnonapckuii kpaii, r. Coun, yi. JleMokpatuueckas, a. S4A, noMmenieHue
1

Temedon: +7 (812) 779-30-27

OnekTpoHHas nouta: info@gphce.ru

7.1. IIpeacTaBuTe/Nb JepsKATEIsl PETrHCTPANMOHHOIO YI0CTOBEPEHHUS

IIperen3un norpedbuTeENE HATPABIATH [0 AAPECY:

Poccniickas @enepanns

000 «JIXKNDIDCU»

Anpec: 354340, KpacHonapckuil kpaii, r. Couwn, yi. Jlemokpatudeckas, a. 54A, noMmenieHue
1

Temedon: +7 (989) 836-11-33

OnexTponHas noyra: safety@gphc.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUS

9. JATA MEPBUYHOM PETUCTPALIMU (IOATBEPKIEHUSI PETUCTPAIIAM,
INEPEPETNCTPALIUN)

JlaTa nmepBoii perucTpanuu:
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(NMOCNEOOBATENEHOCTE 0002)

10. JATA HEPECMOTPA TEKCTA
OO0mras xapakTepUCTHKA JIeKapcTBeHHOTO npernapaTta Bunparmuntun-JDKNNODCHU noctymnHa

Ha WH(pOpMaMoHHOM nopTasie EBpa3uiickoro 3KOHOMHUYECKOTO COK03a B HH()OPMAIIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT»: https://eec.eaeunion.org.
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