COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 13.02.2025 N= 3451

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITIAPATA
Bunpgarnuntun Kanon, 50 mr, Tabnetku
2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByro1I€€ BEUIECTBO: BUIAATJIMIITHH.
Kaxxnas tabnerka comepxut 50 Mr BUIAAraIunTHHA.

[TonHbIi IepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIECH B pasnene 6.1.
3. JEKAPCTBEHHAS ®OPMA

TabOmeTku.

TabneTku Kpyrible IUIOCKOUMIMHAPUIECKHE ¢ (hackoil, 6emoro mim noytu 6eIoro IBeTa.
4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusi K NPUMEHEHHUIO

JlexapcTBeHHblli npenapar BunparmuntuH KaHOH IOKa3aH K IIPUMEHEHHUIO INIPU CaxapHOM
muabere 2 Tuma y B3pOCIBIX MAIMEHTOB (B COYCTAHWH C JHUETOTEpanmued M (U3HUECKUMU
yIpaKHEHUSIMH):

* B KauecTBE MOHOTEpanmuu B ciydae HeIPPEKTUBHOCTH IUETOTepanuu U (HPU3HYECKHX
yOpaXHEHUH y TalMeHTOB C  HAJIMYUEM [POTUBOMNOKA3aHUI K  NpPUMEHEHHIO/
HENEePEeHOCUMOCTH METGOPMHUHA UJTU B cllydyae Hed(PPEKTUBHOCTH MET(HOPMHUHA;

* B KOMOMHAIMM C MET(GOPMHMHOM B KauyecTBE HAyalbHOM MEIMKAMEHTO3HOH Tepamuu Mpu
HE/I0CTaTOYHOM 3(pPEKTUBHOCTU AUETOTEPANUU U PUZNUECKUX YIPAKHEHU;

* B COCTaB€ JBYXKOMIIOHEHTHON KOMOMHMpPOBaHHOW Tepamuu: C METGOPMUHOM WIH
TUA30JIMJIMHANOHOM, WM C HUHCYJMHOM B ciiydae Hed((EKTUBHOCTH JUETOTEpaIlvu,
¢u3nUecKUX ynpaKHEHUH 1 MOHOTEPAINIUU 3TUMH IIperapaTaMu;

* B COCTaBe€ JIByXKOMIIOHEHTHOH KOMOMHHUPOBAaHHOM Tepaluud C  MPOU3BOJHBIMHU
Cyab(OHWIMOYEBHHBl Yy TAIMEHTOB C HEIOCTATOYHBIM KOHTPOJIEM TJMKEMUU Ha (oHe
MaKCHMaJIbHO MEPEHOCHUMON J03bl MPOU3BOAHOIO CYIb()OHWIMOYEBHHBI WM MPU HATUYUHU
IPOTHBOINOKA3aHUN K MPUMEHEHUIO/ HETIEPEHOCUMOCTH MEeT(hOpMHUHA;

* B COCTaBe TPOWHOW KOMOMHHMPOBAaHHOW Tepanmuu: B KOMOMHAIIMUM C TPOU3BOJHBIMU
Cynb(OHWIMOYEBUHBl U METPOPMUHOM, Yy TMAlMEHTOB, paHee IOJYy4YaBIIMX TEparuio
MIPOU3BOHBIMHU CYJIb()OHUIMOYECBUHBI 1 METHOPMHUHOM Ha (DOHE TUETOTEPANTUU B PU3HIESCKUX
YIPaXHEHU, U HE TOCTUTIIMX aJ€KBATHOTO KOHTPOJIS TIIMKEMUMY;

* B COCTaBe TpPONHONH KOMOWHHUPOBAaHHOM TepanmuH: B KOMOMHAIMM C WHCYJIUHOM H
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MeT(HOPMHUHOM, Y TTAIMEHTOB, PaHee MOTyYaBIINX HH&UﬁHl%G%ﬁJ}E}%%%"I/ITni'erl(blc;tI)i'va

Ha (I)OHG AUCTOTCPAIIUA U (1)I/I3I/I‘-I€CKI/IX ynpancHeHHﬁ, N HC JOCTUTHINX aACKBATHOI'O KOHTPOJIA

TJINKEMHUU.
4.2. PexuM J103UPOBAHMS U CIIOCOO MPUMEHEHUSA

PexxuM 1o3upoBaHms

o3y npenapara Bunparmuntun Kanon cienyer nmonbupaTs MHIMBUAYATBHO B 3aBUCUMOCTH OT

3¢ (HEKTUBHOCTH M TEPECHOCUMOCTH.

Pexomennyemas no3a npenapara Buwimarmuntud Kanon 50wmr 1 wim 2 pa3a B JICHb.

MakcumanbHas CYTOYHAas n03a Mnpemnapara CoCTaBJISICT 100 mr.

Pexomenyemas no3a nmpenapata B MOHOTEpAMHU UM B COCTaBE KOMOMHUPOBAHHON Tepamnuu ¢
MET(GOPMUHOM, THA3OJIHUINHIAOHOM WM HHCYJIMHOM (B KOMOMHAIUU ¢ MET(HOPMUHOM WU Oe3

meTdopmuHa), coctapiser 50 mr win 100 Mr B cyTKH.

Pexomennyemas no3a npenapara Bungarnuntun KanoH B coctaBe ABOHHON KOMOMHHPOBAHHOMN
Tepanuu C npemnaparamu Cyiab(hoHUIMOUEBHHBI cocTaBisieT S0 mr 1 pa3 B cyTku yrpom. B atoit
HOIYJISIIIH MAIMEHTOB AP PEeKTUBHOCTH npemnapara Bunparmuntiua Kanon B noze 100 Mr B cyTku

ObLJ1a CXOJTHOM ¢ TaKOBOI1 B 103¢ 50 MT B CyTKH.

PexomenoBanHas n03a npenapara Bunnarnuntun KanoH B coctaBe TpoiiHOM KOMOMHUPOBAHHOM
Tepanuu (BUJIAATIMITUH + MPOM3BOAHBIE CYIb()OHWIMOYEBUHBI + MET()OPMHMH) COCTaBISET

100 Mr B CyTKH.

Ecnu nenu ramMkeMuyeckoro KOHTPOJISl HE JIOCTUTHYTHI Ha (poHE MpUMEHEHHs] MaKCUMaJlbHON
cyTouHo# 10361 100 Mr, ciaexyeT paccMOTPETh BO3MOYKHOCTh JOOABJIEHUS K Tepaliy IpenapaToM
Bunpgarmuntua KaHOH Jpyrux TrUNOMIMKEMHUYECKHX IpEenapaTroB, TaKUX, Kak MeT(OpMHUH,

IMPON3BOAHBIC CYHI)(i)OHI/IJ'IMO‘IGBI/IHI)I, TUA30JIMAMHINOHBI NI MHCYJINH.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmul ¢ Hapywienuem @yHKYUU NoYex

VY nmnanueHTOB ¢ HapyleHHeM (YHKIUU TOYeK JIETKOM cTeneHH (CKOpOCTh KIyOOUKOBOM
¢unprpanuu (CK®) >60 mn/mun/1,73 M?) u cpexneit crenenn ¢ CK® 50-60 mu/mun/1,73 m? He
TpeOyeTcst KOPPEKLUHU PexXUMa JJO3UPOBAHUS IpenapaTa. Y MalueHTOB ¢ HapylIeHHeM (yHKIUN
nouek cpenueit crememn ¢ CK® 30-50 wmua/mun/1,73 M®> u Tskenoit cremenu (CK®
<30 mu1/mMun/1,73 M%), BKIIFOYas TEPMHHANBHYIO CTaJUI0 XPOHUYECKO# Gonesnu nodek (XBII) y
NAlMEHTOB, HAXOMSIUXCA Ha TIeMOAMAIM3€ WIM MPOXOIAIUX MPOLEAYypY TI'€MOAUANIN3a,

npenapar cieAayer NpuMeHaTh B 103¢ 50 mr 1 pa3 B CyTKH.
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(NOCNEQCBATENEHOCTE 0003)

HauueHmbl NnOJ2HCUTIOC0 803pacma

VY narueHToB MOXKWIOrO BO3pacTa HE TpeOyeTcs KOPPEKIMU pexuMa JI03UpOBaHUS Mperapara
Bunparnmunrua Kanos.

eTH
[Ipumenenue npenapara IPOTUBONOKA3aHO Y JIETEH.

Cnooco0 nnpuMeHeHus

Jo3y 50 mr/cyt crienyer npuHHMaTth | pa3 B eHb yTpoM, 03y 100 mMr/cyT cieayer AenuTh Ha
2 mpuema — 1o 50 Mr yTpoMm ¥ BeuepoM. B citydae nporycka npuema npenapara cieayeT NpUHATh
NPOMYIICHHYO 103y Kak MOXHO ckopee. [Ipu aTom crieyer nzderatb NpUHATHS YABOCHHON JT03BI
B OOUH JICHb.

IIpenapar Bunparnuntus KaHOH IPpUHUMAOT BHYTPh HE3aBUCUMO OT IIpUEMA ITULIH.
4.3. IIporuBomokazaHusi

* ['Unep4yBCTBUTEIBHOCTh K JEHCTBYIONIEMY BEIIECTBY WM K JIIOOOMY U3 BCIIOMOTAaTEIbHBIX
BELIECTB, [IEPEUNCIICHHBIM B nlopasaene 6.1.

» Caxapnbiit quader 1 tumna.

*  OcTpblil UM XPOHUYECKUN METa0OINYEeCKU alua03 (BKI0Yas quabeTHYeCKril KeToaua03 B
coyeTaHMM C KOMOM wiM Oe3 TakoBoi). Jlmabermueckuit KeToaUWAO3 JIOJKEH
KOPPEKTUPOBAThCsl UHCYIMHOTepanueil. Jlakrataumo3 (B TOM 4uciie U B aHAMHE3E).

e Hapymenus QyHKOMH TI€UYEHW, BKIOYAs TAIMEHTOB C TIIOBBIICHHONW aKTUBHOCTHIO
«TIE€YEHOYHBIX» bepMeHTOB (amaHMHAMHHOTpaHC(epa3bl (AJIT) WIH
acnapratamuHoTpancdepazsl (ACT) B 3 u Oonee pa3 Bblllle BEpXHEH TpaHUIBI HOPMBI,
(3xBI'H).

» Xponuueckasi cepaeunas HemoctatouHocTh (XCH) IV ¢yukmumonansaoro kimacca (®K) mo
dbyHKIIMOHaIBHOU Kiaccudukanuu Heio ﬁopKCKOﬁ Kkapauonorudeckoi accormanuu (NYHA)
(BBUAY OTCYTCTBHUS NaHHBIX KIMHUYECKUX HCCIEAOBAHUN O NMPUMEHEHHM BWJIIATIIUITHHA Y

STOM IpyNIbl HAIlUEHTOB).
4.4. OcoOble ykazaHMs U MepPbI NPEIOCTOPOKHOCTH NIPH IPUMEHEHUH

Oco0ble yKazaHus

B noknMHMYECKHX HCCIENOBAaHMSIX IpPU NPUMEHEHMM B A03ax, B 200 pa3 npeBblIAIONIUX
pPEKOMEHIyeMble JJIsl 4YeJIOBEKa, Mpenapar He BhI3bIBAT HapylIeHUuH (GepTUILHOCTH.

[Tpu HeoOX0IUMOCTH MHCYJIMHOTEPANHUH BUJAATIMITAH TPUMEHSIOT TOJBKO B KOMOMHAIMH C
uHCynuHOM. [Ipemnapar mpoTHMBONOKa3aH y MAallMEHTOB € caxapHbIM AuabeToM | Tuma wnu Juis

JIeyeHUs 1Ua0eTUUECKOr0 KETOAUA034a.
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Cepieusast HeJOCTaTOYHOCTE

[Tockonpky naHHBIE O NpUMEHEHHMH BuiaraunTuHa y namueHtoB ¢ XCH III ®K no
knaccupukanun NYHA orpaHuueHbl W HE TIO3BOJISIOT CJENaTh OKOHYATEIBHBINA BBIBOJI,
PEKOMEHIYETCS C OCTOPOKHOCTBIO IPUMEHATh BUJIIATIUITHH Y NAMEHTOB JaHHOM KaTeropuu.
He pexomennyetcst npuMeHeHue BruuiarmnTiHa y nanueHToB ¢ XCH IV ©K no knaccudukanuum
NYHA, BBUly OTCYTCTBHUS JAHHBIX KIMHUYECKUX UCCIEAOBAaHUIN O MIPUMEHEHUN BUIATJIUIITUHA
y HAlMEHTOB 3TOU I'PYIIIIHI.

Hapynienue d)VHKHI/II/I IIOYCK

[TockoJIbKy OMNBIT MPUMEHEHUS BWIAATJIUITHHA Y MAallMEHTOB ¢ TepMuHaibHOU cranueit XbII,
HaxXOJAIIMXCS Ha TeMOAHAIN3E WM MPOXOASIIUX MPOUEAYPY T'eMOAHAlIn3a, OTrPaHUYEH,
npenapar peKOMEHIyeTCsl IPUMEHSITh C OCTOPOKHOCTBIO Y IAHHOW KaTerOpuu MaIlieHTOB.

Hapymenus d)VHKHI/II/I INCYCHHU

ITockonpKy B peIKHMX Clydasx HpU INPUMEHEHMM BUJIAIVIMIITHHA OTMEYAlOCh IOBBIIICHUE
aKTUBHOCTH aMuHOTpaHc(epa3 (Kak MpaBmio, 0€3 KIMHUYECKUX TMPOSBICHHUN), Tepen
IIPUMEHEHUEM BWJIJAIVIMIITHHA, & TaKXX€ M PEryjlsipHO B XOJAE IEpPBOr0 Ioja IPUMEHEHUs
npenapata (1 pa3 B 3 Mecsla), peKOMEHIYeTCsl ONpeNeNsiTh OHOXMMHYECKHE I10Ka3aTesn
¢ynkuuu neudeHu. [Ipu BBIIBIEHMM TOBBILICHWS AaKTUBHOCTU aMHHOTpaHcdepas cieayer
IIPOBECTU MOBTOPHOE MCCIEJOBAHKME C LEIbIO MOATBEP)KICHUS PE3yIbTaTa, a 3aTEM PETYIAPHO
IIPOBOAMTH ONpe/esieHne OMOXUMHUUYECKUX MOKa3aTeael (yHKIMY MTeYeHH JJO UX HOPMalIu3aliH.
Ecnu npessimenne aktuBHoctT ACT mnu AJIT B 3 unum Gonee pa3 Beiie BI'H noareeprxaeno
IIOBTOPHBIM UCCJIEIOBAHUEM, IIpENapaT PEKOMEHAYETCS OTMEHUTD.

[Ipy pa3BUTUM KENTYXW WIM JPYrMX MPU3HAKOB HapylleHus (YHKUMU TNe4YeHH Ha (oHe
IIPUMEHEHNs BWIJATJIMIITHHA TEPAIHIO0 IPEenaparoM CIEeAyeT HEMEIJIEHHO Npekparutb. llocie
HOpMaJTM3aliK MoKa3aTeae QyHKIMK eUYeHH JIeueHHe MpernapaToM BO30OHOBISATh HENb3.

[ uoornmukemMus

W3BecTHO, 4YTO mpenaparbl  CyAb()OHWIMOYEBMHBI MOTYT IPOBOLIMPOBATH  Pa3BUTHE
runornukemMun. CylecTByeT pUCK pa3BUTHS THIIOTJIMKEMHUH IIPU OJHOBPEMEHHOM MPUMEHEHUU
BWIJATJUITHHA C TpenapaTaMu  Cyiab(QOHWIMOUYEBUHBL. [lpm HEOOXOOUMOCTH  cleayeT
paccMOTpeTbh BO3MOKHOCTh CHMKEHMS JI03bl TMpPEnapaToB CYyJIb(OHUIMOUYEBUHBI C IIEIIbIO
MUHHMH3UPOBATh PUCK PA3BUTHS TUITOTIIMKEMUH.

OcCTphlil TAHKPEATUT

[IpuMeHeHre BUIJATIMIITHH CBSI3aHO C PUCKOM pa3BUTHUsS OCTpOro mnaHkpeatuta. Ciengyer
nporH(pOPMUPOBATh MAIMEHTa O CHUMIITOMAaX, XapaKTepHBIX JJIs OCTPOro naHkpearuta. Ilpum
NOJO3PEHUH Ha OCTPBIM MaHKpeaTUT Ipenapar cieayeT oTMeHUTb. He cienyer Bo30OHOBIATH

Teparnuio, eCIM OCTPBIA MAaHKPEATUT ObLI MOATBEPKICH. Y MAIMEHTOB C OCTPHIM MTAHKPEATUTOM B
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aHaMHe3¢ PUMEHSTh BHJIIATIMIITHH CIIETYET C OCTopomQO'c 1];"1 IBATEINBHOCTE 0003

4.5. BszaumopeiicTBHe ¢ APYIrMMH JIEKADCTBEHHbIMH IIpenaparaMi M Jpyrue BH/bI

B3aNMOeiCTBUA
BI/IJ'II[al"J'II/IHTI/IH 06nanaeT HU3KHM IMOTCHIHAJIOM JICKAPCTBECHHOI'O BSaHMOI[efICTBI/Iﬂ.

[TockonbKy BWIIArMMNOTHH HE siBIsAeTcsa cyocrpatom ¢epmentoB muroxpoma P450 (CYP), a
TaKk)Ke HE MHTUOMPYET W HE WHIYIUPYET 3TU (DepMEHTHI, B3aUMOJCHCTBHE BHIIIATIUITHHA C
JICKapCTBCHHBIMU TIperapaTaMu, KOTOpBIC SIBISIFOTCS CyOCTparaMu, WHTHOUTOpaMHU WU
unaykropamu P450 (CYP), manoBepositHo. [Ipu 01HOBpeMEHHOM NMPUMEHEHHH BUJIAATIUTITHH
TaK>Ke He BIIUSET Ha CKOPOCTh METa00IU3Ma MPEenapaToB, ABISIOUIMXCS cyocTpaTaMu (PepPMEHTOB:

CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.

Kimmandeckn 3HAYMMOTO B3aMMOJCHCTBHS BWINATJUITHHA C IMpenaparamMu, Hawmboyiee 9acTo
ucnonp3yemMbiMu 1ipH JiedeHnu CJ12 tuna (riuOeHKIaMUA0M, THOTIIMTa30HOM, MET(HOPMHUHOM)
Wi 00JaJaIMIMMU  Y3KUM TEparneBTHUYECKUM JAHAa30HOM (aMJIOAUIIMHOM, JIUTOKCHHOM,

PaMHUIIPUIIOM, CHMBAaCTaTHHOM, BaJICApTAaHOM, Bap(papruHOM) HE YCTAHOBJICHO.

Twuazunpl, IIIIOKOKOPTUKOCTEPOMJBI,  IMpernapaTrel  IOPMOHOB  IIMTOBHJIHOM  JKEJIE3B,
CUMIIATOMUMETUKH MOTYT CHMJKaThb TMIIOINIMKEMHMUYECKOE JEHCTBHE BWIAAIIMITHHA, KaK M

APYrux nepopajbHbIX HpOTI/IBOI[I/Ia6eTI/I‘IeCKI/IX IpernaparTosB.

YactoTa pa3BUTUSI aHTHOHEBPOTUYECKOT0 OTEKa Oblja BbIIIE TPU OJHOBPEMEHHOM NPUMEHEHUU
BUJIIATJIMIITHHA C MHTMOWTOpaMu aHruoTeH3uHNpeBpaatoniero ¢pepmenrta (AIID), npu 3tom
ObLIa CXOHOM C TAKOBOM B KOHTPOJIbHOM rpyrine. B 0onbIIMHCTBE ClyyaeB aHTHOHEBPOTUYECKUI
OTeK ObUI CpelHEHl CTeNeHW TSHKECTH U paspeliancs CaMOCTOSTENIBHO B XOJ€ MPOAOJKEHHUS

TCpaIrinu BUIIAArJIMIITUHOM.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTD M JIAKTALHSA

bepemeHnHoCcTh

JloCTaTOUHBIX AAHHBIX MO MPUMEHEHHMIO BWIJATIMIITHHA Y OEpEeMEHHBIX HET, B CBSA3M C 4YeM
npenapaTr IpOTHUBONOKA3aH BO BpeMsi OEpEMEHHOCTH. B TOKIMHMYECKHX HCCIIEJOBAHUSX Oblia
BBISIBJICHA PENPOAYKTUBHASI TOKCUYHOCTH ITPU MPUMEHEHUHU B BBICOKUX J103aX, HOTCHIIMAIBHBIN

PHUCK I YCJIIOBEKA HCU3BCCTCH.

JlakTanus

BI/IJIJIaFJII/IHTI/IH IMPOTHUBOIIOKA3aH B MECPUOJ I'PyAHOTO BCKapMIIMBAaHUA, ITIOCKOJIBKY HCU3BECTHO,

IMPOHUKACT JIM BUJIJATJIMIITUH B I'PYJHOC MOJIOKO Y 4Y€JIOBCKaA.
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4.7. BausinMe Ha CNOCOOHOCTH YIPABJSATH TDaHCHHI_I:-'jﬁHﬂFI%DE];E%I"-ll/_l 'Ilaé'GTaTb

L LWL

MEXaHU3IMaMH

HccnenoBanus BIMSHUS BWIJIAMIMIITHHA HA CIOCOOHOCTh YIPAaBIATh TPAHCHOPTHBIMU
CpeICTBAaMU WM pabOTaTh C MEXaHU3MaMH He MPOBOIMINCH. [Ipy pa3BUTHH rOIOBOKPYKEHUS Ha
dboHe mpuUMeHeHHsI MpernapaTa MalueHTaM He cleAyeT YIPaBlIATh TPAHCIIOPTHBIMHU CPEACTBAMHU

Wi paboTaTh ¢ MEXaHU3MaMH.
4.8. HexenarejbHbIEe peakuuu

Pesrome nmpoduist 6e3onacHOCTH

[Tpy npuMeHeHUH BUJIIATIMIITHHA B MOHOTEPANUU WK B KOMOUHAIIMY C APYTUMH MIpernapaTaMu
OOJIBIIMHCTBO HEKEIATEIbHBIX peaKMi ObLIIN c1a00 BhIpAKEHbI, UMEIN BPEMEHHBIN XapakTep U
He TpeboBaIu OTMEHBI Tepanuu. Koppensunn Mex 1y 4acToTo HexenatenbHbIX peakuuid (HP) u
BO3PACTOM, IOJIOM, STHUYECKON NPUHAIJIEKHOCTBIO, MPOJODKUTEIIEHOCTBIO PUMEHEHUS WU
PEKUMOM J103UPOBAHUS HE BBISBIICHO.

YacroTra pa3BUTHs aHTHOHEBPOTHYECKOTO OTeKa Ha (JOHE Teparuy BIIAATIIAIITHHOM COCTABIISIIA
>1/10000, <1/1000 (rpamamusi «penkoy») OblIa CXOAHOH C TaKOBOW B KOHTPOJIGHOW TpYIIIE.
HauOosnee yacTo ciiyuan aHTrHOHEBPOTUYECKOT0 OTEKa OTMEYAINCh ITPU IPUMEHEHHUH Ipernapara
B KOMOMHalmMM C MHCUOWTOpaMM aHrMOTeH3MHIpeBpamatoniero ¢epmenra (AIlD). B
OOJIBIIMHCTBE CIIy4aeB aHTMOHEBPOTUYECKHI OTEK ObLT CpeHEN CTENEeHH TAKECTH U pa3periancs
CaMOCTOSITENILHO B X0/1€ MIPOJOJKEHUSI TEPay BUIIATIIUIITHHOM.

Ha ¢one Tepanuu BUIIArIUNTHHOM PEJIKO OTMEUYAINCh HapylIeHUs (PyHKIMY Me4eHn (BKIoYas
rernatuT) 0eCCUMITOMHOTO TeUeHUs. B O0NbIIMHCTBE CllyyaeB JaHHbIE HAPYIICHUS U OTKIOHEHHUS
nokasaresnael (yHKIUHU IEYEHU OT HOPMBI Pa3pelIICh CAMOCTOSATENIBHO 0€3 OCIOXKHEHUH 11OCIIe
IpeKpaleHus Tepanuu npemnapatoM. [Ipu npuMenenuu BunaarnuntyuHa B 1o3e 50 mr 1 unu 2 paza
B CYTKHU 4acTOTa YBEIMYEHHs aKTUBHOCTH «TeueHOUHbIX» (pepmenToB (AJIT wim ACT >3xBI'H)
cocraisna 0,2 % wnmm 0,3 % cooTBeTcTBEHHO (110 cpaBHEHUIO € 0,2 % B KOHTPOJIBHOM IPYIIIE).
VYBenuueHne akTUBHOCTU <«II€YEHOYHBIX» (EPMEHTOB B OOJBIIMHCTBE CIyyaeB ObLIO

OeccUMIITOMHBIM, HE POTPECCUPOBAIIO U HE COMTPOBOXKAATIOCH XOJIECTa30M UJIH JKEITYXOH.

PesromMe HexenaTeabHbIX PeaKIIiil

HP crpynnupoBaHbl B COOTBETCTBUU € KiIaccU(HUKaIMel opraHos 1 cucteM opranoB MedDRA. B
npejeax Kaxa01 IpyIibl OpraHoB U cucteM opranoB HP nepednciieHsl B mopsake yMEHbIICHUS
YacTOTHI BCTPEYAEMOCTH. B mpezaenax kakaoil rpymmsl 4acToTel BcrpedyaeMoctd HP ykazansl B

MOPsAAKC YMCHBIICHUS TAXCCTU.
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i ‘|
JIs1 OLIEHKW YacTOThI BCTPEUAEMOCTH HEKeJaTeIbHBIX BQKMOJH%%HCL cnezwfomne

KpuTepuu: oudeHb yacto (>1/10), wacto (>1/100, <1/10), mewacro (>1/1000, <1/100), penko
(>1/10000, <1/1000), ouenp penko (<1/10 000), wacrora Hem3BecTHA (IIOCKOJBKY COOOIICHUS
MOJIyYCHBbI B JOOPOBOJIBHOM IOPSJKE OT IMOIMYJISIUU HEONPEACICHHOTO pa3Mepa, JOCTOBEPHO
OIPENIENIUTh YacTOTY pa3BUTUs JaHHBIX HP He mpezicraBisieTcsi BO3MOXHBIM, B CBSI3H C YEM OHU
KJIACCHU(UITUPOBAHBI KAK YaCTOTAa HEU3BECTHA).

HDI/I IITPUMCHCHUH BUJIAATJIMIITUHA B MOHOTCPAIINU

[Tpu npuMeHeHnn BUIIAANMNTHHA B 03¢ 100 MI' B CYTKM YacTOTa OTMEHBI TEPaIllud B CBS3H C
pa3BuUTHEM HexenaTenbHbIX peakiuii (0,3 %) Obuta He Bblle TakoBoi B rpymne mianedo (0,6 %)

uiu npemnapara cpaaenus (0,5 %).

Ha ¢one ™moHOTepanuu BuagarmunTHHOM B 1o3¢ 100 Mr B CYTKM 4YacToTa pPa3BUTHA
TUIOTTIMKEMUHM 0e3 YBEIMYeHMs CTENeHM TsDKeCTH cocTosHus cocraBmsuia 0,4 %, uro

COIOCTaBUMO C IpernapaTtoM cpaBHeHus U manebo (0,2 %).

Macca Tena He U3MEHsIACh [0 CPAaBHEHUIO C MUCXOJHON B KIMHUYECKUX HCCIIEOBaHUIX, KOTIa
BuaarmunTrH 100 Mr B CyTKHM IPUMEHSUIN B KauecTBe MoHOTepanuu (-0,3 xr u -1,3 kr B rpynnax

BUJIJArJIUIITUH U nnaue6o COOTBCTCTBCHHO).

Hngpexyuu u uneasuu

OueHb penko: HH(EKINY BEPXHUX AbIXaTEIbHBIX MyTeH, Ha30()apUHIUT;
Hapywenus memabonuzma u numanus

Heuwacro: runornukemus;

Hapywenus co cmoponbl nepsHoli cucmembl

Yacro: roJIoBOKpYKEHUE;

Heuacro: rooBaas 00J1b;

Kenyoouno-kuweynuvle napyuienus

Heuacro: 3anop;

Hapywenus co cmoponul cocy0os

Heuacto: nepudepuueckne oTeku;

HapyweHuﬂ CO CMOPOHbL MblmeLlHOlz, CKelemHol U COeOUHUMEbHOU MKAHU

Heuacro: apTpajirus.

JonrocpodHsle KITMHUYECKHUE UCCIIETOBAHNS ITPOJOKUTEIBHOCTBIO J10 2 JIET HE BBISABUIIN KaKHX-
100 JAOMOJIHUTENBHBIX OTKJIOHEHUH Mpoduis 0€30MacCHOCTH WM HETIPEABUIEHHBIX PUCKOB MPU

MPUMCHCHUHN BUJIAATTTUIITUHA B MOHOTCpAIIUU.



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 13.02.2025 N2 3451

IIpu npuMeHeHnn B IarIMOTHHA B 1o3e 100 B CWKH_E%ESJ%EEJ EMQ&;’(—){SJ&H{BBA" 3)

[Ipu npumenennu BuiaarnunTuHa B 1o3e 100 mMr/cyr B koMOMHauuu ¢ MeT(HOPMHUHOM WU
wianebo B COYETaHMH C MET(HOPMUHOM CIydyaeB OTMEHBI TEpallH B CBS3U C pPa3BUTHEM
HE)KENaTeNbHbIX PEaKLUil He 0TMEYaIoCh.

[Tpy npumeHenuun BuwinarauntuHa B po3e 100 Mr B CyTkM B KOMOMHALMU ¢ MET(HOPMUHOM
TUTOTJIMKeMHES oTMedanach B 1 % ciydaes (B rpynme mianedo + merdopmun — Hedacto (0,4 %)).
B rpynne npumMeHeHHs BHIJATIMOTHHA HE HAOIIOJANOCh Pa3BUTHS THIIOTIIMKEMHHU TSKEION
CTEIIEHHU.

Macca Tena He M3MEHAIACh 10 CPABHEHUIO C MCXOAHOM B KIMHUYECKHUX HCCIICAOBAHUIX MPHU
npUMeHeHnr KomOuHauuu Buiigarnuntuia 100 mr B cytku u merdopmuna (+0,2 xr u -1,0 kr B
rpymIax BUJIATIUITHH U 1J1a11e00 COOTBETCTBEHHO).

Hapywenus memabonuzma u numanus

YacTo: TUIOTIMKEMUS;

Hapywenus co cmopoHbl HepeHOll cucmembl

Yacro: TpeMop, roJIoBHAsE O0JIb, TOJIOBOKPYKEHHE,

HeuacTo: noBbIIIEHHAS YyTOMIIIEMOCTb;

Kenyoouno-kuweunvle napyuienus

YacTo: TOILIHOTA.

JlonrocpouHble KIMHUYECKUE UCCIIEI0BAaHUS MPOIOJKUTEIILHOCTBIO /10 2 JIET HE BBISIBUIIN KaKUX-
7100 JTOTIOJIHUTENBHBIX OTKIOHEHNH MpoQuiis 6€30MaCHOCTH WM HEMPEeABUICHHBIX PUCKOB IIpU
NPUMEHEHUN BUIIJArIMIITHHA B KOMOUHAIIMK ¢ MET(HOPMHUHOM.

W3ydyeHrne npuMeHeHUs KOMOMHAIMM BWIJAIVIMIITHHA U MET(GOpPMHHA B KauecTBE CTapTOBOI
Tepanuu MpHu caxapHoOM Juadere 2 TUIA HE BBISIBWIO OTKJIOHEHUH Nmpoduis 0e30MacHOCTH WIH

HCMIPCABUIACHHBIX PHCKOB.

[Ipy npUMCEHCHMM BHIAAIIUITHHA B 03¢ 50 MF/CVT B _KOMOHMHALIUU C IPOU3BOAHBIMHA

CVIbOOHMIMOYEBUHEI

[Tpu nmprMeHeHUN BWIIATJIMITUHA B 03¢ 50 MI/CyT B KOMOMHAIMK C TIMMENUPUIOM 4acTOTa
OTMEHBI Tepanmuu B CBS3U C Pa3BUTHEM HEXKeNaTeldbHBIX peakuuii coctaBmsa 0,6 % (1o
cpaBaeHuIo ¢ 0 % B rpyrmme rmumMenupu + mianedo).

Yacrota Pa3BUTHA TUIIOTTIMKEMUHN Y TAOUCHTOB, IMOJTYYaBIINX BUJIJATJIUIITUHA B 103€ 50 MF/CYT
BMeCTe ¢ riaumenupuaomM, coctaBuna 1,2 % (mo cpaBuenuto ¢ 0,6 % B rpymme rmianebo +
rMenupua). B rpymne npuMeHeHus BUIIArTUNTHHA He HA0I01a710Ch Pa3BUTHS THUIIOTTHKEMUN

TSOKEJION CTEIECHU.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 13.02.2025 N2 3451

Macca Tena He H3MEHSIACh 10 CPABHEHHIO C chouHoﬁ:gl%ihm%ﬁiJ E%@i{&éiﬁh%&%&rna

BIWIJIATTUITUH B 703€¢ 50 Mr ofuH pa3 B CyTKU a00aBisum K riuMenupuay (-0,1 xr u -0,4 xr B
rpymmax BUJIAATIMITHHA U I1a11e00 COOTBETCTBEHHO).

Hngpexyuu u uneasuu

OueHb peaxo: Ha30(papUHIUT;

Hapywenus memaboauzma u numanus

YacTo: TUIIOTTIMKEMUSI,

Kenyoouno-kuweunvle napyuienus

Heuacro: 3amnop;

Hapywenus co cmopoHbl HepeHOll cucmembl

YacTo: TpeMop, rooBHas 60JIb, TOJOBOKPYKEHUE, ACTCHHUS.

IIpu npuMeHEeHNH BUIAArIuITHHA B J1o3¢ 100 M B CYTKH B KOMOMHAIIMH ¢ THA30JUINHINOHOM

[Ipu npumenenuun BuwiarmuntaHa B go3e 100 mr/cyt + THa30aMIMHAMOH M Iuianedo +
THUA30JIMJIMHANOH CIIy4aeB OTMEHbI TEPAlluU B CBSI3U C PA3BUTHEM HEXKEJATEJIbHBIX PEAaKIUi He
O0TMEYaJIOCh.

[Tpu npuMeHeHuy BuAAaraunTUHA B 1o3e 100 Mr B CyTKM + MMOITIMTAa30H OTMEYAlIOCh Pa3BUTHE
runoriaukemu B 0,6 % cityyaes, a y allMe€HTOB, MOJy4YaBIIKX Iu1anedo + nuoriaurazox, —B 1,9 %
ciydaeB. B rpymnmne npumMeHeHHs BUIAArIMITHHA HE HAOIIOJAIOCh Pa3BUTHUS TUIIOTIIMKEMUU
TSYKEJION CTEIICHH.

B wucciaenoBaHum NpUMEHEHUs BMIJAIIMITHHA B KadyeCTBE JOINOJHMUTEIBHOW Tepanmuu K
MUOTJIMTa30HY a0COIIOTHOE YBEJIMUEHUE MACChI TeJla B Tpyme miane6o u Buigarmuntiad 100 mr
B CYTKH cocTaBmio 1,4 1 2,7 KT COOTBETCTBEHHO.

[Ipu noGaBnenuu BuigariunTuHa B Ao03e 100 Mr B CyTKM K MHOTJIMTA30HY B J103€ 45 MTI/CyT
4acToTa Pa3BUTUS Nepupepuyeckux oTeKoB cocTaBisiia 7 % (mo cpaBHeHMIo ¢ 2,5 % Ha doHe
MOHOTEpAINUU MHOTIUTA30HOM).

Hapywenus co cmoponul cocy0os

Yacro: nepudepruyeckue OTeKu;

Hapywenusa memabonuzma u numanus

Yacro: yBeIMUEHUE MacChl TENA;

Heuacro: runornukemus;

Hapywenus co cmopoHbl HepeHOll cucmembl

Heuacto: ronoBnas 60.IIB, aCTCHU.
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IIpu npuMeHEeHNN BWILIAJIUNOTHHA B Jo3e 50 mr 2 Danll:C;/TMIE'(ﬁ\I@EE F" Rl VJ'II/II oM

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

(c MmethopMUHOM WK O€3 HEro)

[Tpu nprMEeHEHNUY BIIIJATTTUNITHHA B KOMOWHAIIMN ¢ MHCYJTHHOM (B KOMOWHAIINH C MET(HOPMUHOM
wiu 0e3 MeTopMIHAa) YacTOTa OTMEHBI Tepanuu BeieAcTsre pazsutus HP 6buta paBua 0,3 %, B
rpynne Tepanuy BIIJATIUITHHOM, B TPYIIIE MUIaledo ciiydaeB OTMEHbI TEpanuu He ObLIO.

[Tpu npuMeHeHNH MpenapaTa B KOMOWHAIIUY C HHCYJIMHOM (B KOMOMHAIIMH ¢ METPOPMUHOM UITU
0e3 MeThopMrHA) HE OTMEYAIIOCH YBEIIMUYCHHS PUCKA PAa3BUTHS THIIOTTIMKEMHUH 110 CPABHEHHUIO C
KoMOuHanuew mianedo + uncynut (14 % B rpymnmne Bungarnuntusa u 16,4 % B rpynmne miaie6o).
Y 2 manueHToB B TpyIe BWIJArJIUNTHHA W y 6 MalMEeHTOB B TrpyIIe Iuanedo pa3BuiIach
TUTIOTJIMKEMHUS TSDKEJIOW CTCTICHH.

Ha moMeHT 3aBepIiieHus UCCIIeIOBaHMS BIJIAATIUIITHH HE OKA3bIBAN BIIMSIHHSI HA CPEITHIOI0 MacCy
Tena (Macca Tena yBenuuuiachk Ha +0,6 Kr 10 CpaBHEHHUIO ¢ UCXOJHOMU B TPYIINE BUIAATIUITHHA,
a B TpyIIe mianedo ocTanach HEM3MEHHOI).

Hapywenus co cmoponvl nepgnoti cucmemsi

YacTo: ronosHas 00Jb, 03HOO;

Kenyoouno-xkuuieunvie napyuieHus

Yacro: TOnIHOTA, racTpod3odareanbHbid pedIitokc;

Hewacro: nuapes, Mmereopusm;

Hapywenus memabonuzma u numanus

YacTo: TMIOrJInKEMHS.

[Ipy mpuMEeHEHNH BUJIAATIMITHHA B 03¢ SO MTI JBa pa3a B JICHb B KOMOMHAIIMH C npénaparamMm

CYIbMDOHMIMOYEBHUHBI 1 METHOPMHUHOM

CnyuaeB OTMeHBl mpenapara, cBs3aHHbIX ¢ HP B rpynme kKoMOMHHMpOBaHHOW Tepanmuu
BIWIJIATJIMIITUHOM, MET(GOPMMHOM U TNIMMENMPHUIOM, OTMeueHo He Obuio. B rpymme
KOMOMHUPOBaHHON Tepanuu Iuianedo, METGOPMUHOM U TIIMMENHPHUIOM YacTOTa OTMEHBI
npemnapara, cBa3anHoi ¢ HP, cocrasuina 0,6 %.

['unornukemus orMevanack yacto B o0eux rpymmnax (5,1 % B rpymnne koMOMHUPOBAaHHOM Tepanuu
BIWIJIATJIMIITUHOM, METGOPMHUHOM M TiaumenupuaoM u 1,9 % B rpymnmne KOMOMHMPOBAHHOU
Tepanuy 1ane6o, MeTpOPMHUHOM U TNIMMENUPUAOM). B rpymnre BUIAarIUNTHHA OTMEUEH OJUH
SMU30/ TUIOTJIMKEMUH TSXKEJION CTETICHU.

Ha MomeHT 3aBepliieHHs NCCIIeIOBaHMs 3HAYUMOTO BIIMSHUS Ha Maccy Teja BBISIBICHO HE ObLIO
(+0,6 xr B rpynmne BuigarauntuHa u -0,1 Kr B rpynmne miane6o).

Hapywenusa memaboauzma u numanus

YacTo: THIIOrITHKEMHUST,
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(NOCNEQCBATENEHOCTE 0003)

Hapywenus co cmoponul nepéHoti cucmemol

Yacro: roJIoBOKpYyKEeHUE, TPEMOD;

Hapywenus co cmoponvl Kodtcu u nOOKOICHBIX MKAHEl
Yacro: runepruapos;

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHus

Yacrto: acTeHUu4d.

HOCTDeI‘ UCTPAllMOHHBIC MCCJICAOBAHUA

Bo Bpems npoBeneHus MOCTPETUCTPALIMOHHBIX UCCIIEOBAHUN ObUIH BBISBICHHI cienytomue HP
(TIOCKOJIbKY COOOIIEHUS MOIY4YEHBI B TOOPOBOJIBLHOM MOPSIKE OT MOMYJISIIUU HEONPEAeIEHHOTO
pasMepa, JIOCTOBEPHO ONPEAECIUTh YacTOTy pa3BuTus JaHHbix HP He mnpexacraBusercs
BO3MOXXHBIM, B CBA3HU C YEM OHU KHaCCHq)HHHPOBaHBI KaK «4acToTa HGI/IBBCCTHa»).
Kenyoouno-kuuieunvie HapyuleHus: 9acTOTa HEU3BECTHA — MTAHKPEATHUT.

HapymeHuﬂ CO CMOpPOHbl ne4eHu u ofceﬂqeebleodﬂwux nymeﬁ: qaCcToTa HEN3BCCTHA — I'CIIATUT
(pa3pelMBIIMNACS CaMOCTOSITEIBLHO TOCIE OTMEHBI JIEKAPCTBEHHOTO Tperapara), MOBBIIICHUE
AKTUBHOCTH «II€YCHOYHBIX» (PEPMEHTOB (pa3pelIuBIIEecs CaMOCTOATEIBHO TOCIE OTMEHBI
JICKapCTBEHHOT'O TIperapara), X0JIeuCTHUT.

HapymeHuﬂ CO CMOpPOHbL MblmellHOIZ, cKxeemmou U cOeOUHUMENbHOU MKAHU: 4aCTOTa HCU3BCCTHA
— MHUaJIrus.

Hapywenus co cmoponvl kodtcu u NOOKOMCHBIX MKaHel: 4acToTa HEU3BECTHA — KpAlmMBHUIIA,
sKc(hoNMaTUBHOE M OyJIe3HOE MOPAXKEHHUS KOXKU, BKIIOYas OYIIe3HbIH meM(urounma, KOXKHbII

BACKYJIUT.

Coo011eHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxxno cooOmarh 0 TOJ03pEBAEMBIX HEXKENAaTeNbHBIX pEaKUUsAX T[O0CJIe PEerucTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HelpepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0NTh3a—PUCK» JIEKAPCTBEHHOTO Tpernapara. MeAWIMHCKUM pa0OTHUKAM PEKOMEHIYETCS
coo01aTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENaTeNbHBIX PEAKIUSAX JIEKapCTBEHHOrO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIICHUS O HEXKEaTeNbHBIX PEaKIUsIX roCyAapCTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccniickas @enepanvs

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. MockBa, CiiaBsiHCKasl TIIoImianp, 1. 4, ctp. 1.

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

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
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https://www.roszdravnadzor.gov.ru
4.9. Ilepeno3mpoBka
CuMOTOMBI

BuiigarmuntiH X0poIio nepeHoCUTCs TP MPUMEHEHHH B j103¢€ 10 200 Mr/CyT.

[Tpu mpumenenun npemnapara B 1o3e 400 Mr/cyT MokeT HabIrOAaTHCS 0OJb B MBIIIIAX, PEAKO -
JErKMe M TPaH3UTOPHBIE IAapECTE3UM, JIMXOpaJiKa, OTEKM U TPaH3UTOPHOE IIOBBIIICHHUE
aktuBHOCTH Juna3bl (Beie BI'H B 2 pa3a). [Ipu yBenudyenuu 10361 BUigarauntuaa g0 600 mr/cyr
BO3MOXXHO Pa3BUTHE OTEKOB KOHEYHOCTEH, COMPOBOKIAIOIIMXCS MAPECTE3UIMU U MOBBIIICHUEM
aKTUBHOCTH KpeatuH(pochokuHasbl, C-peakTHBHOTO Oenka u Muorsiodbuna, aktusaoctu ACT. Bee
CUMITOMBI [EPEO3UPOBKM U HM3MEHEHHUs JabOpaTOpHBIX IOKa3aTesled oOpaTUMBbl IOCIE

MpeKpalleHus: IpUMMEHEHHUs Mpenapara.
Jleuenue

BeiBenienue npenaparta U3 opraHusma ¢ IOMOILIBIO JUalIM3a MaJoOBEPOSITHO. OJHAKO OCHOBHOMU
rUIpou3HbI MeTabonuT BugarmunTiHHa (LAY 151) Moxer ObITh yaajeH U3 opraHn3Ma ImyTeM

reMoJuaIn3a.
5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. @apmakoaMHaMH4YecKHe CBOMCTBA

®apMakoTepaneBTUYeCKass  Ipymma:  CcpeacTBa  JUid  JIeUeHUsT  caxapHoro  aualera;
TUTOTJIMKEMHYECKHE CPEACTBA, KPOME HWHCYIMHOB, WHTUOUTOPHI TUNEHTHAWINENTHIA3bI-4
(ALI-4).

Kon ATX: A10BH02

MexaHu3M el CTBUS

BunparnunTtus, npeacTaBUTeNb Kjlacca CTUMYJIITOPOB OCTPOBKOBOTO aIlliapara MoAKelyA04HON
JKeJe3bl, SIBJISETCSI MOUIHBIM U CEJIEKTUBHBIM MHIMOUTOpOM Jumnentuawinentuaassi-4 (AI111-4),
YIYYIIAIOUIIM TITUKEMUYECKUH KOHTpoub. MHrubuposanue sungarauntudoM I1I1-4 npuBoaut
K YBEIMYEHHIO 0a3ajlbHOr0 M MOCTIPAHAWAIBHOIO 3HJIOTEHHOTO YPOBHS MHKPETHHOBBIX
ropmonoB  ['TIII-1  (rmrokaronomomoOHbii  mentun 1) u  [UIl  (Tmroko303aBUCUMBIN
WHCYJIMHOTPOIIHBIH MOJMIIENTHN).

dapmakoagnaamudeckue YO HEeKToI

[Tpu npumenennn BugaraunTrHa B 103¢ S0—100 Mr B CyTKH y TAITMEHTOB C CaXxapHBIM THabeTOM

2tuna (CA 2 tuna) oTMedaeTcsl yJydlleHHe (YHKUUHU [-KIETOK MOKEIYIOYHON IKEIE3bl.
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Crenensp ynydmeHus: GyHKIMN B-KIETOK 3aBUC

UT OT CTéHé_ILI:FI'-II/&

COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 13.02 2025 N2 3451

ORATEREHOCTE0002) oy

y nun 6e3 CJ] 2 Tuma (¢ HopMabHON KOHIICHTPAIUEH TIIOKO3bI B TIa3Me KPOBH) BUILAATTIUIITAH

HE CTUMYJIUPYET CEKPELMIO HHCYIMHA U HE CHU)KAET KOHLIEHTPALIUIO TJIIOKO3BI.

IToBpImas KOHICHTPAUIO SHAOI'CHHOI'O FHH-I, BUJIJATJIAIITUH YBEJIMUYUBACT YyBCTBUTCIIBHOCTD

O-KJICTOK K IJIFOKO3€, YTO IMPUBOJIUT K YIYUIICHUIO TITFOKO0303aBUCHMOM peryisinun CEKpeuruun

ratoxkaroda. CHHKEHHUE ITOBBIIICHHOM KOHICHTPALUHU I''TFOKarona BO BpEMs €bl, B CBOIO OUCPEAb,

BBI3bIBACT YMCHBIICHUEC NMHCYJIMHOPC3UCTCHTHOCTH.

VBenmueHne COOTHOIICHHUS I/IHCYJ’II/IH/FHIOKEIFOH Ha (bOHC TUIICPIIINKEMUMN, O6YCJ'IOBJ'ICHHO€

noBbilieHreM KoHneHTpanuu ['TIII-1 u T'UIl, BhI3bIBaeT yMeHbIICHHE MPOIYKIIMU TIIFOKO3bI

IMEYCHBIO KaK BO BpEMs, TaK U IOCJIC ITPpUCMa IMUIIH, YTO IMPHUBOJUT K CHHKCHHUIO KOHIICHTpalun

TJIFOKO3bI B IJIa3M€ KPOBHU.

Kpome Toro, Ha ¢oHe mpUMeHEeHHs] BIIIIAMIMITHHA OTMEYAeTCs CHU)KEHUE KOHILIEHTpPALUH
JUMNKJOB B IUIa3Me€ KPOBU IOCIE IMpHUeMa IUIIM, OAHAKO 3TOT 3(p(EeKT He CBA3aH C €ro
neiictreuem Ha [TII-1 wmum TUIl wu  ynydmeHueM (yHKUIUMHM OCTPOBKOBBIX KIJIETOK

MTOJKEITYIOYHOM KEJE3bI.

I/I3B6CTHO, 4YTO IIOBBIICHHWEC KOHLCHTPAIIUH I'TIII-1 moxer MNpUBOJUTL K 3aMCIAJICHHIO
OINIOPOKHCHUA KEITYJAKa, OJHAKO Ha (bOHe IMPUMCHCHUA BUJIAAITIMIITUHA HOI[O6HOFO B(I)(I)eKTa

He HaOJIFoJaeTcsl.

[Ipn npumenenun BunarnuntuHa y 5795 nanuentos ¢ CJ| 2 tuna B TeyeHue 52 Henenb B
MOHOTEpANuy WIM B KOMOMHALUU C MET(POPMHHOM, MPOU3BOJHBIMU CYJIb(OHMIMOUYEBUHBI,
TUA30JIMIUHANOHOM, WM HMHCYJIMHOM OTMEYaJOCh JOCTOBEPHOE UIMTEIBHOE CHUKEHHE

KOHIICHTpAIlUU TJIMKUpOoBaHHOTO reMoryioonHa (HbA 1¢) 1 rioko3b1 KpoBH HATOIIAK.

[Ipn npuMeHeHHH KOMOWHAIMK BWIJAIMNTHHA W MeT(OpMHUHA B KAauyeCTBE HAYabHOMN
tepanuu y nanueHToB ¢ CJI 2 Tuma B TeueHue 24 Henelb OTMEYAIOCh J0303aBHCHUMOE
CHW)XEeHHME KOoHIeHTparuu HbAlc B cpaBHEHMHM ¢ MOHOTEpamuel JaHHBIMU TperapaTamH.

Cnyqan Pa3BUTHA TMIIOTTITUKEMUN ObLIM MUHUMAJILHEI B 00€HX Tpymnmnax Teépamuu.

IIpy nmpumenenun BuiagarunThHa B o3¢ S0 mr 1 pa3 B CyTKM B Te€deHHE O MECAILEB Yy
narueHToB ¢ CJ] 2 Tumna ¢ HapymeHueM (YHKIIUU TOYEK CpeaHel (CKOpOCTh KIIyOOUYKOBOM
dunpTparuu (CK®) >30, <50 mn/mun/1,73 M?) umu taxenoit (CK® <30 mn/mun/1,73 m?)
CTEMEHW OTMEYAIOCh KIWHUYECKH 3HAa4YUMOe CHIDKeHHEe KoHIeHTpanuu HbAlc mo

CpaBHEHHIO C T1areoo.

[Ipu npumenenun BuigarmunTuHa B 103e 50 Mr 2 pasa B CyTkM B KoMOuHammu c/0e3

MeThopMuHa U UWHCYTMHOM (cpemusis no3a 41 EJl/cyr) ObIIO MPOAEMOHCTPUPOBAHO
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COOTBETCTEYET JKCMNEPTHOMY OTUYETY
_oT 13 h 2025 “-J-'_E-_451 o
cHmxkeHue mokasarens HbAlc na 0,77 %| oT I/ICX"gHF}:OT-(l)Eg&e: iLeFE%'E-lLITéIHI]I_ﬂ_" é'é"‘ylo' co

CTaTUCTHUYECKH JIOCTOBEpHOU pasHuel ¢ manedo 0,72 %. YacToTa rUmoraInKeMuH B TPYIIE
BIWJIJIATJIMIITHHA CPAaBHUMA C TAKOBOM B rpymmne 1uiane6o. [Ipu npuMeHeHnn BUIAArIMITHHA B
no3e 50 Mr 2 pasa B CyTKM B KoMOuHanuu ¢ MetopmMuHoM (>1500 mMr/cyT) v riauMenupuIom
(>4 mr/cyT) OBLIO TIOKa3aHO CTATHUCTUYECKU 3HAUMMOeE cHibKeHue ypoBHs HbAlc Ha 0,76 %

OT UCXOJHOTO cpeiHero 3HaueHus 8,8 %.

5.2. ®apmakokuHeTHYeCKHE CBOWCTBA

AOGcopOuus

[Ipu mpueme BHYTpb HATONIAK BWJIJATJIMITHH OBICTPO BCACBIBACTCA, a €r0 MaKCUMajbHas
KOHIIeHTpanusa B 1a3Me KpoBU (Cmax) Aocturaercss vepe3 1,75 waca mocne mpuema. [lpu
OIHOBPEMECHHOM TIpUEME C TMHIIEH CKOpOoCcTh a0CcopOIMM BUJIIATVIMIITHHA CHIDKACTCS
HE3HAYUTEIIBHO: OTMEYaeTCsl YMEHbIIEHHE Cmax Ha 19 % 1 yBenm4eHne BpEMEHH €€ TOCTUKECHUS
1o 2,5 yacoB. OqHaKO MpHeM MUIIM HE OKa3bIBaeT BIMSHUS HA CTENEeHb abCcOpOIUU U TUIONIAlb
oJ KpuBOM «koHueHTpanus-spems» (AUC).

BunparnmunTuH OBICTPO BCAaCBIBAETCA, @ €0 a0CONIOTHAS OMOIOCTYITHOCTh TIOCIIE IpUeMa BHYTPh
coctaBisieT 85%. Cnax 1 AUC B TepameBTHUECKOM JHANa30HE /103 YBEIMYUBAIOTCSA MPUMEPHO

IIPONOPLUUOHAIBHO JI03€.

Pacnpenenenne

CreneHb CBA3bIBaHUS BUIIATJIMIITHHA ¢ O€lIKaMu I1a3Mbl KpoBH HU3Kas (9,3 %). Bungarnuntun
pacripesiesiieTcsi paBHOMEPHO MEXAy IJa3MOM KpOBHM W spuTpouutamu. Pacnpenenenue
BIWJIJIATJIMIITHHA TPOUCXOUT, MPEANOI0KHUTENBHO, SKCTPABACKYIISIPHO, 00BEM pacupeeseHus B

PaBHOBECHOM COCTOSIHUU 10OCJ€ BHYTpUBEHHOT 0 BBeeHUs (Vss) cocTaisieT 71 1.

buorpancdopmarms

OCHOBHBIM TyTe€M BBIBEJCHMs BHJIJAINIMOTHHA sBJIseTcs OWoTpaHcpopmauus. B opranuzme
yenoBeka 69 % 1o3bl mpenapaTa mojsepraercs OuorpaHcpopmanuu. OCHOBHON MeTaboIuT —
LAY151 (57 % no3bl) papMakonoruuecku HEaKTUBEH U SBJSIETCS MPOYKTOM T'MIPOIN3a I[HaHO-
komnoHeHTa. Okoso 4 % 10361 Ipenapara MOABEPTatOTCsl AMUTHOMY THIPOIIN3Y.

B noximHMYECKUX HCCIEeAOBaHUAX OTMedaeTcs nonoxurenbHoe BausHue AIII1-4 Ha rumponus
BWIJIATIUNTHHA. Bunparmuntun metabonusupyercss 6e3 ydacTus HM30(EpMEHTOB IIMTOXpOMaA
P450. BungarnunTus He siBisiercsa cyoctparom uzopepmenton P450 (CYP), He unrubupyer u He

UHAYIUpYeT u3opepMeHThl uToxpoma P450.
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(NOCNEQCBATENEHOCTE 0003)

OIMMUHALNS

[Tocne mpuema mpemnapata BHYTpb OKoJIO 85 % m03bl BbIBOAMTCA Ioukamu U 15 % — uepes
kuiieyHuK. [loueyHass sKCKpenus HEM3MEHEHHOro BuiAariauntuHa coctasisier 23 %. Ilpu
BHYTPUBEHHOM BBEJCHUU CpPEIHUI TEpUOJ TMOJTYBBIBEACHHUS] JOCTUraeT 2 4acoB, OOIIUi
MJIa3MEHHBIA KIUPEHC W TIOYCYHBIM KIMPEHC BWJAATIUINTHHA COCTaBIAIOT 41 1/au u 13 n/q
cootBercTBeHHO. Ilepuon mnomyseiBeaeHust (T72) mocne mpuema BHYTPb COCTaBJISIET OKOJIO

3 yacoB, HE3aBUCHMO OT JO03bI.
DapmakoKuHemuKa 6 0CoObIX CAyUanx
Tlayuenmut nosicunoeo eospacma (65 rem u cmapuie)

VY 310p0BBIX MOXKUIBIX Jtojei (=70 net) obmiee Bo3znericTeue Bungarauntuna (100 mr onux pas
B CYTKHM) YBEIWYUBaIOCh Ha 32 %, mpW 3TOM MHKOBas KOHIICHTpALMS B IUIa3Me KPOBHU
yBenuuuBaiach Ha 18 % 1Mo cpaBHEHUIO C MOJIOABIMU 310poBbIMH JroAbMH (18-40 ner). Tem He
MEHEe ASTH HW3MEHEHHUS HE CUHMTAIOTCS KIMHUYECKH 3HauyuMbiMU. Murubuposanume III1-4

BWJIJArJIMIITHHOM HE 3aBHCHUT OT BO3pacTa IallMEHTa B IPEIENIaxX MCCIECJOBAHHBIX BO3PACTHBIX
TPYIIL.

ITleuenounas neoocmamounocmo

VY nanueHToB ¢ HapyuieHneM (QyHKIMY IIEYeHH JIETKOHM U cpeHel creneHel Tshxectu (6—9 Oannos
no mkane Yaitna-IIbto) mocie ofHOKPaTHOrO MPHUMEHEHUs Ipernapara OTMEYaeTcsl CHIKEHUE
O6uonoctynHocTy BuigaruntuHa Ha 20 % u 8 % COOTBETCTBEHHO. Y MAllMEHTOB C HAPYIIEHUEM
byHkun nedeHu Tspkenou creneHu (10—12 6amnoB mo mkane Yainn-ITsio) 610q0CTYTHOCTH
BWIJIATJIMNTUHA ToOBbIIAeTcs Ha 22 %. VYBenuueHWe WM yMEHbIIEHHE MaKCHUMaJIbHON
OMOIOCTYIMHOCTH BUJIIATIIMNITHHA, He peBbiatoiiee 30 %, He SBIseTCS KIIMHUYECKU 3HAUMMBIM.
Koppensimuu MeXay CTEeNeHbI0 TSKECTH HapylIeHWH (YHKIHWW MEYeHH W OMOIOCTYIMHOCTHIO

npemnapara HC BbIABJICHO.
Tloueunas neoocmamournocms

VYV manueHToB ¢ HapylnieHHeM (YHKIMH MMOYEK JETKOW, cpemHed wimm Tspkenoit cremern AUC
BWIJIATJIMTITUHA YBEITMYUBAJIACh IO CPABHEHHIO CO 3JI0POBBIMH J0OpoBoJbliamMu B 1,4, 1,7 u 2 pa3a
cootBercTBeHHO. AUC Mmetabonuta LAY 151 yBennuuBanace B 1,6, 3,2, u 7,3 pa3za, a merabonura
BQS867 -8 1,4,2,7, u 7,3 paza y naliueHTOB C HapyIIeHUEeM (DYHKITUH ITOYEK JIETKOM, CpeAHel 1
TSKEJION CTENEeHEeW COOTBETCTBEHHO. OrpaHMYEHHBIE JTaHHBIE Yy MAMEHTOB C TEPMHHAJIBHON
cTaauel XpOHUYECKOM OOJIE3HU MOYEK YKa3bIBalOT Ha TO, UTO MMOKA3aTeIN JaHHOU TPYIIIbI CXOXKHU

C TAaKOBBIMH y MAIlMEHTOB C HapylleHHeM (YHKIMHU MOYeK TshKelIod creneHu. KoHneHtpamms
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Merabonuta LAY 151 y manueHToB ¢ TepMUHAIHEHON CTahggﬁ:Xﬁgﬂ:éﬁII% : IE:II;:];_ Eﬂéﬁ%éb o

CPaBHEHHIO C KOHIICHTPALMEH y MalMeHTOB C HapyIeHHeM ()YHKIIMU TOYEK THKENIOH CTETeHN.
[Tpu mpuMeHeHHnH Mpernapara y MalueHToB ¢ HapymeHHneM (DyHKIIMH ITOYeK MOXKET MoTpeOoBaThCs
KOPPEKLUs JO3BbI.

BeiBeieHre BUIaraMnTUHA IPU TEMOJUANIN3€E OIpaHUUYECHO (depe3 4 yaca 1ociie 0JHOKPATHOrO

npreMa cocTaBisieT 3 % Mpu ATUTEITLHOCTH MPOLEAYphl Ooee 3—4 4acoB).
CTHU

(DapMaKOKI/IHeTI/IquKI/IC 0COOEHHOCTH BHJIAAIJIAIITUHA Y z[eTeﬁ " IMOAPOCTKOB MJIaAlIe 18 ner He

YCTaHOBJICHBI.
6. PAPMAIIEBTHUYECKHE CBOVICTBA
6.1. IlepeueHb BcIOMOraTe/ibHBIX BEelIECTB

KapOOKCHMETHIIKpaxMasl HaTpus,
Mar”usl cTeapar;
MaHHHUTOJI;

LEJUTI0103a MUKpOKpUcTaiuInueckas (tun 102).

6.2. HecoBmecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHoctu (CpOK XpaHeHHUs )

2 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH
XpaHuTh NpHu Temnepatype He Boime 25 °C.

6.5. Xapakrep u cogep:kaHue NEPBUYHON YIIAKOBKHU

[To 7 win 14 TabneTok B KOHTYpHYIO s4eikoByro ymakoBKy u3 IuieHkH [IBX/IIXT®D
(TTOJTMBUHWIIXJIOPHI/TIOTUXIIOPTPUPTOPITHIICH ) NI IIJIEHKU MBX/TIS/MBAX
(TTOJTMBUHWIIXJIOPHT/TIOTUA TUIICH/ TTIOTMBUHUITHIEHXIIOPH L), MK (DOJIbTY ATIOMUHUEBON KECTKOM
mHorocinoitHoi OITA/donbra/IIBX (opueHTrpoBaHHbIN MonraMuy/ G osibra/moJIMBUHUIXIOPU) U
¢doJIbru aMOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

[To 56 wim 112 Tabnerok B OaHKY MOJUMEPHYIO JUIS JEKApPCTBEHHBIX CPEACTB U3 MOJUITUIICHA
HU3KOTO JIaBJICHUs WK oM THIeHTepedTanara. Kpbliika u3 moiIMITHIEHAa BEICOKOTO J1aBICHHUS,
nonusTHiieHa (25 % [I2H/ + 75 % [19B/1) unu nonumnponusieHa.

ITo 2, 4, 8 KOHTYPHBIX SITYEUKOBBIX YITAKOBOK 110 7 wuin 14 TabieTok, niau nmo 1 6aHke moJIMMepHOn
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. (MOCHNENOBATE HOCTH Q003
JUJIsL JICKAPCTBEHHBIX CPEACTB BMECTE ¢ MHCTPYKLIMEH nglnpm-\lqueHn'}o rrUMI'emaToT B MAYRY U3

KapToHa.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPHM YHUYTOKEHHUHM HCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 Tpenapara WJIH  OTXO0J0B, MOJYYEeHHBIX TMOCJe TPHUMeHEeHHs
JIEKApCTBEHHOI0 Mpenapara, u Ipyrue MaAaHUMYJISIUH ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

3A0 «Kanondapma mpogaKirs»

141100, MockoBckast 0011., r.0. lI[&1xoBo, T. ll{énkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

OnexTpoHHas noyra: safety@canonpharma.ru
7.1. IlpencTaBuTeNb 1€pPKATES PETHCTPAIMOHHOIO YAOCTOBEPEHHS

[Iperen3un norpedbuTee HAOPABIATE 110 aIPECY:

Poccniickas @enepanus

3A0 «Kanondapma mpogaKirs»

141100, MockoBckast 0011., r.0. lI{énakoBo, r. LlénkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

+ 7 (800) 700-59-99 (6ecnnarHas iunHus 24 daca)

OnexTpoHHas noyra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

9. IATA TIEPBUYHOW PETUCTPAIIMA (IIOATBEPXKJIEHUSA PETHUCTPAIIAM,
INEPEPETUCTPALINN)

JlaTa epBoi perucTpanuu:

10. JATA ITIEPECMOTPA TEKCTA

OO6miass xapakTepucTHKa JIEKapcTBEHHOro mnpemnapara Bunparmuntun KaHoH noctynmHa Ha
UHPOPMALIMOHHOM Tmoprane EBpa3suilckoro 5KOHOMHYECKOTO COK3a B HH()OPMALMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» https://eec.eacunion.org/.
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