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COOTBETCTBYET 2KCNEPTHOMY OTYETY

OBIIASI XAPAKTEPUCTUKA JEKAPCTBERHOT O TIPEITAPATA

HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

Bunpgaraura6, S0 mr, TaONeTKy.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JelicTByrolee BENIECTBO: BUILAATJIUIITHH.

Kaxxnas tabnerka comepxut 50 M BUJIIarIUNTHHA.

BemectBa, Hanu4re KOTOPBIX HAJI0 YUUTHIBATH B COCTaBE JIEGKAPCTBEHHOTO IMperapara: JIakTo3a,
HaTpuil (cM. pasnen 4.4).

[TonHbIif mepedeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyriibie maocKomuInHApHYECKUe TA0IETKU OT O€JIOr0 10 OYTH OeNoro 1BeTa, ¢ PUCKON ¢ OTHOM
CTOPOHBI U (acKoi ¢ ABYyX CTOpOH. JlomyckaeTcs He3HaYMTENIbHAsE MPaMOPHOCTh TIOBEPXHOCTH
tabnetok. JIuHus paznoma (prucka) He IpeAHa3HAYCHA JJIs pa3/IeIeHUs TaOJIeTKH.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zaHusi K NPUMEHEHUIO

JlekapcTBeHHBIM mpenapaT Bumgarnurad mokasaH K NPUMEHEHHMIO MpPU caxapHOM Juadere
2 TUMa y B3pOCIIbIX MALMEHTOB (B COYETAaHUM C JUETOTepanuell U GU3NYECKUMU YIPAKHEHUSIMHU):

B KayeCTBE MOHOTEpamuu B ciiydae HEIPHEKTUBHOCTH [UETOTEpanh M (HU3HICCKUX
yIpaKHEHUH y MalMEHTOB ¢ HATMYMEM IPOTUBOMNOKA3aHUH K IPUMEHEHUIO/HEMEPEHOCUMOCTH
MeT(hopMuHa WIH B cirydae HedP(HEKTUBHOCTH METHOPMUHA;

B KOMOMHaIMU ¢ MeTHOPMHUHOM B KaueCTBE Ha4yaJIbHOM MEIUKAMEHTO3HOM Tepanuu Mpu
HEeI0CTaTOYHOH 3(PPEKTUBHOCTH AUETOTEPANUHU U PUZNIECKUX YIPAKHEHUH;

B COCTaBe JBYXKOMIIOHEHTHOW KOMOWMHUPOBAaHHOM Tepamuu: C MeTHOPMUHOM WU
TUA30JIMIUHANOHOM, WM C HWHCYJIMHOM B ciy4ae Hed()(EKTUBHOCTH TUETOTEpaIruH,
(bU3HYECKUX YIPAKHEHUN U MOHOTEPAINH STUMU TperapaTaMu;

B COCTaBe JBYXKOMIIOHGHTHOW KOMOMHMpPOBAaHHOW Tepamuu C  [POU3BOJHBIMU
Cyab(OHIWIMOYEBHHBl Yy MAIMEHTOB C HEIOCTATOYHBIM KOHTPOJEM TJMKEeMUU Ha (oHe
MaKCHUMaJIbHO MEPEHOCUMOM J103bI MPOM3BOJHOTO CYIb(OHUIMOUEBUHBI WM MPH HATUYHH
MIPOTUBOMNOKAa3aHUI K MPUMEHEHUIO/HENEPEHOCUMOCTH METPOPMHUHA;

B COCTaBe TPOWHOW KOMOWHHUPOBAaHHOW Tepamuu: B KOMOMHAIIMM C TPOU3BOJIHBIMHU
Cynb(OHIWIMOYEBHHBI U METPOPMUHOM, Y TAIMEHTOB, paHee MOJNyYaBIINX TEPaIHio
MIPOU3BOHBIMH CYIb()OHUIMOYEBUHBI 1 MET(HOPMUHOM Ha (POHE TUETOTEPATHH U (PU3UIECKUX
YIpaXHEHUH U HE JOCTUTIINX aJeKBATHOTO KOHTPOJIS TIIMKEMUHU;

B COCTaBe TPOWHOW KOMOMHMPOBAHHOW Tepamuu: B KOMOMHALIMM C WHCYJIMHOM U
MeT(hOPMUHOM, Y TMALIUEHTOB, paHee MOTYYaBIINX UHCYJINH B CTAOMIBHOM 103€ U METQPOPMUH
Ha (poHe nueToTepanuu U PU3NUECKUX YIPAKHEHUH, U HE JOCTHUTIINX aJJeKBATHOT'O KOHTPOJIS
TJINKEMHH.
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4.2. Pe:kum 103MPOBAHUA U CIOCO0 MPUMEHEeHUsI

Pexum no3upoBanus
Jo3y mnpenapara Bunmarnurabd crienyer mnoaduparth HHAWBHUIYATbHO B 3aBUCHMOCTH OT
3¢ (HEKTUBHOCTH M IEPECHOCUMOCTH.
Pexomennyemast nosa mpemapara Bunmarmurad 50 mr 1 wim 2 paza B aeHb. MakcumaibHas
CyTOuHas 103a npenapara cocrasiseT 100 mr.
Pexomenayemas 103a mpemnapaTa B MOHOTEpAMK UM B COCTaBE€ KOMOMHHUPOBAHHOMN Tepamuu ¢
MEeT(GOPMUHOM, THA3OJIUIUHIMOHOM WM HHCYIUHOM (B KOMOMHAIMK C METGOPMUHOM Min 0e3
meTdopmuna), cocrapisger 50 mr wiau 100 Mr B CyTKH.
Pexomennyemas no3a npenapara Bungarnutad B cocTaBe IBOHHON KOMOMHUPOBAHHOW Teparuu
C mpernapaTamMu Cyab()OHUIMOUYEBUHBI cocTaBisieT SO mMr 1 pa3 B cyTku yrpom. B 3Toit momymsiiun
nanueHToB 3¢ dexkTuBHOCTH Mpenapara Bunnarnurad B 1o3e 100 Mr B cyTku Oblila CXOIHOM ¢
TaKkoBOM B J103€ 50 MI' B CYTKH.
PexomennoBanHas no3a mnpemnapara Bungarnurad B cocraBe TpOWHOW KOMOMHHPOBAHHOM
Tepanuu (BWIJATJIMIITHH + TMPOU3BOJHBIC CYJb(OHHIMOYEBUHBI + MET(HOPMHH) COCTABIISIET
100 Mr B CyTKH.
Ecnu nenu ramkeMuyeckoro KOHTPOJIS HE JOCTUTHYTHI Ha (pOHE NMPUMEHEHUs MaKCUMalbHON
cyrouHo# 10361 100 Mr, cieayeT paccMOTPETh BO3MOXKHOCTh TOOABJICHUS K TEPATUH MIPErapaToM
Bunparnural npyrux runorinkeMUYecKUX MpernapaToB, TaKUX, Kak MET(HOPMHH, TPOU3BOIHBIE
Cynb()OHIUIMOYECBHHBI, THA30JIUAMHINOHBI I UHCYJIHH.
OcoOble rpynnel NayueHToB
Tayuenmsi ¢ noueunol HedoCmMamouHOCmMoio
VY namueHTOB ¢ HapymieHHeM (YHKIMH IMOYEK JIETKOW CTEeNeHU (CKOPOCTh KIyOOUKOBOM
dusrpanuu (CK®) >60 mn/mun/1,73 M%) u cpenneit crenenu ¢ CK® 50-60 mn/mun/1,73 m? ne
TpeOyeTcs KOPPEKIUU peKuMa JO3UPOBaHUS Mpenapara. Y NalleHToB ¢ HapylIeHHueM (pyHKIUU
nouek cpemHeir cremenun ¢ CK® 30-50 wmu/mmn/1,73 ™M? u  TaKenoil  creneHu
(CK® < 30 mun/mun/1,73 M%), BKIOYash TEPMUHAIBHYIO CTaJUI0 XPOHUUYECKOH GONE3HM TOYeK
(XBII) y manmeHTOB, HAXOASIIUXCS HA TEMOIUAIIN3E WK MPOXOIAIINX MPOLeypy TeMOINaNN3a,
npenapar cieayeT npuMeHsTh B 103e 50 mr 1 pa3 B CyTKH.
Jluya noowcunozo ospacma
VY nmanueHToB MOKUIIOrO BO3pacTa He TpeOyeTcs: KOPpeKIHH pekuMa J03UpPOBaHUs Ipernapara
Bungarnurad.

eTu
DddexTuBHOCTH U O€30MaCHOCTH Mpenapara Bungarnurad y geteit B Bospacte ot 0 10 18 et He
yYCTaHOBJEHBI. JJaHHBIE OTCYTCTBYIOT.
Crioco6 nmpuMeHeHus
Ho3y 50 mr/cyt cnenyet nmpuHuUMaTh 1 pa3 B aeHb yTpoM, n03y 100 Mr/cyTt cieayer AenuTh HA
2 nmpuema — o 50 Mr yTpoM u BeuepoM. B ciryuae npormycka npuema npemnapara ciaeayer NpruHsTh
MPOMYILIEHHYIO 103y KaKk MOKHO ckopee. [Ipu aTom cienyer n3berats NpuHATUS YABOCHHOM 03B
B OJIH JICHb.
[Tpenapar Bunnarnutad npuHUMAalOT BHYTPh HE3aBUCMMO OT MHpueMa nuimu. JIuHus pasioma
(pucka) He MperHa3HauYeHa JUIsl pa3ieeHnus TaOJIeTKH.

4.3. llpoTuBONOKA3aHUS

[ ] I‘HHGp‘IYBCTBI/ITG.HBHOCTB K BI/IJ'II[aFHI/IHTI/IHy I/I/I/IJ'II/I K J'IIO6OMy U3 BCIIOMOIraTCJIbHBIX BCIICCTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

e caxapHblii quadet 1 Tuma;

® OCTpBIH WM XPOHUUYECKHH METAOOIUYSCKUN alu103 (BKIIt0Uast THa0eTHYECKUM KeTOAIUI03 B
COYeTaHMM ¢ KOMOW wiu 0e3 TakoBo). JlnaGeTwyeckuii KETOalMI03 JOJDKEH
KOPPEKTUPOBATHCS UHCYIMHOTepanueil. Jlakroanumo3 (B TOM 4ucie U B aHaAMHE3e).

® HapyH_IeHI/I}I q)YHKI_[I/II/I INEYCHU, BKJIIOYasd TIIallUCHTOB C HOBBII_HGHHOI\/'I AKTUBHOCTBIO
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«IEYEHOYHBIX) depmeHTOB (anaHHHaMH%%;J(ﬁb%géﬁTEﬂ bw&%%;* L —

acnapratamuHoTpancdepassl (ACT) B 3 u Oosiee pa3 Bblllle BEpPXHEH TI'PaHUIBI HOPMBI,
(3xBT'H);

e xpoHuueckas cepaeuHas HemoctatodHocTh (XCH) IV ¢dynknmonansaoro kmacca (®K) mo
dyHKIMOHATBHOM KiIaccudukarmu Hero-Mopkekoit kapanonorundeckoit acconuarmu (NYHA)
(BBUY OTCYTCTBHUS NaHHBIX KIMHUYECKUX UCCIICJIOBAHUNA O MPUMEHEHUH BUJIATIMIITHHA Y
9TOM TPYIIBI AIUEHTOB).

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

B noximHHYEeCKHX HCCIENOBaHMAX NpPU IPUMEHEHUMH B 103aX, B 200 pa3 mpeBblIaromIMX
peKoMeHayeMbIe JJis YelloBeKa, IIperapar He BbI3bIBaJl HapyIICHUNH (hepTHIILHOCTH.

[Ipn HE0OXOAMMOCTH WHCYIMHOTEPANHUH BUIAATIMIITAH MPUMEHSIOT TOJHKO B KOMOWHAIIMH C
uHcynuHoM. [Ipemapar mnpoTuBOMOKa3aH y  THAUMEHTOB C  caxapHbIM  JnabeToMm
| Tuma WM A1 JeueHus: AMa0eTHIeCKOro KeToaru103a.

CepieyHas HEAOCTATOYHOCTh

[Tockonpky naHHble O NpUMEHEHUM BuigarmntuHa y mnanueHtoB ¢ XCH III K no
knaccuukanmmn NYHA orpaHudeHbl W HE TO3BOJIIOT CJENaTh OKOHYATEIbHBINH BBIBOJ,
PEKOMEHIYETCSl C OCTOPOKHOCTHIO MPUMEHSTh BUIIATIUITHH y MAIUEHTOB JAHHOUN KaTeropuu.
He pexomenayercs npuMeHeHue BruinarmnTiHa y nanuenToB ¢ XCH IV ©K no knaccudukanun
NYHA, BBUly OTCYTCTBHUSI JaHHBIX KIMHUYECKUX MCCIIEOBAHUN O MPUMEHEHUH BUJIIATIUIITHHA
y HNalM€HTOB 3TOU T'PYIIIIHI.

Hapymenne QyHkimu nouek

[TockoJIbKy OMBIT MPUMEHEHUS BWJIAATIUITHHA y MAIMEHTOB ¢ TepMUHaIbHOU ctanueit XbII,
HaXOSAIIMXCS Ha TEMOANAIIN3E UITH TPOXOISIINX MPOLeAYPY FreMOoArain3a, OrpaHuyeH, Ipenapar
PEKOMEHIYETCSl IPUMEHSTH C OCTOPOKHOCTBIO Y JJAHHOM KaTeropyuu MalueHTOB.

Hapymmenus ¢yHKImy nedeHu

[TockonbKky B peokux ciydasx NPy NPUMEHEHUH BWIJAIVIMITHHA OTMEYAJIOCh MOBBILIECHUE
aKTUBHOCTH aMuHOTpaHc(hepa3 (Kak mpaBwio, 0e3 KIMHUYECKHX NpOSBICHUI), nepen
NPUMEHEHUEM BWIJATJIUNITHHA, A& TaKK€ M PErylsipHO B XOJAE IEpPBOrO0 roja IPUMEHEHUs
npenapata (I pa3 B 3 Mecsna), peKOMEHAyeTCs OINpeNeiiTh OMOXMMHUYECKHE IOKa3aTelu
¢byHknun nedeHd. [lpu BBIABIEHHWH TMOBBIIEHUS AKTUBHOCTH aMHHOTpaHcdepas criemyeT
MPOBECTH MOBTOPHOE MCCIEIOBAHKE C IENbIO MOATBEPKIACHUS PE3ybTara, a 3aTeM PEryJsipHO
IIPOBOAMTH ONpe/esieHne OMOXUMHUYECKUX MOKa3aTeneil yHKIMH MeYeHH 10 UX HOPMAaJIU3allHu.
Ecnu npessitnenne aktuBHoctd ACT unu AJIT B 3 unm 6onee pas Boime BI'H noarepkieHo
MTOBTOPHBIM HCCJIEA0BAHUEM, MPENAPAT PEKOMEHAYETCS OTMEHHUTb.

[Ipu pa3BUTHH >KEATYXH WU APYTUX TMPU3HAKOB HApYIICHHsS (QYHKIMH TMEeYeHu Ha (QoHe
IIPUMEHEHNs BUJIJATJIMIITHHA TEPANUIO MPEnapaToM ClIeAyeT HEMEIJIEHHO Npekpatuth. Ilocie
HOpMAaTH3AIUH MMOKa3aTeNell (yHKINY MeYeHH JISYCHNUEe TIPernapaToM BO30OHOBIIATH HETb3SL.
['mnornukemus

W3BectHO, uTO mpemaparbl  CyIb()OHUIMOYEBUHBI MOTYT TPOBOIMPOBATH  Pa3BHUTHE
runornukemMuu. CymecTByeT pUCK pa3BUTHS TMIOTIIMKEMHUH P OJJHOBPEMEHHOM MPUMEHEHUHN
BUJJIATJIMIITHHA C TIperaparaMu  CyJlb(OHUIMOYEBUHBL [Ipy HEOOXOAMMOCTH ClieqyeT
paccMOTpeTh BO3MOKHOCTh CHIJKEHHUS 03Bl IpenapaToB CYIb(OHUIMOUEBUHBI C IIENBIO
MUHHUMH3UPOBATH PUCK PA3BUTHSI TUIIOTIIMKEMUMU.

OcTpblii MAHKPEATUT

[IpuMeHeHre BUIAATIUNTHHA CBSI3aHO C PUCKOM Pa3BUTHS OCTporo mnaHkpeatuta. Ciemyer
npouH(OpPMUPOBATh MAIMEHTa O CUMIOTOMAaxX, XapaKTEepPHBIX UIsl OCTporo maHkpeaturta. llpu
MOJIO3PCHUH Ha OCTPBIM MAaHKPEATHT Mperapar clieayeT oTMeHuTh. He cieayeT BO30OHOBIATH
TEparnuio, €M OCTPBIM MaHKPEATUT ObLI MOATBEPKIEH. Y MAIMEHTOB C OCTPHIM MMTAHKPEATUTOM B
aHaMHe3€ MPUMEHSTh BUIJATJIUIITUH CIEAYET C OCTOPOKHOCTHIO.
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COOTBETCTBYET KCNEPTHOMY OTYETY

[Ipenapar Bungarnurad comepXut nakTo3y. JlaHHBIM JIEKAPCTBEHHBIA Iperapar He CleayeT
IPUHUMATh MAlUEHTaM C PpEeIKO BCTPEYAIOUICHCs HACIEACTBEHHONM HENEPEHOCHUMOCTBIO
rajaKkTo3bl, JAKTa3HOW HETOCTAaTOYHOCTHIO UJIH TIIFOKO30-TAIaKTO3HON MalibabcopOumei.
[Ipenapar Bunnarnurad compepxut HaTpuid. J[aHHBIN TeKapCTBEHHBIN MTpenapaT COACPKUT MEHEe
1 Mmmob (23 Mr) HaTpus B OJHOU TaOJIETKE, TO €CTh 0 CYTH «HE COJCPKHUT HATPUS.

4.5. BzaumojeiicTBie ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenapaTaMM H Jpyrue BHABI
B3aNMOJAEHCTBUSA

BunparnunTtus o01agaeT HU3KUM MOTEHIIMAIOM JIEKAPCTBEHHOT'O B3aUMOICHCTBHUS.

[TockonbKy BUIIIATIIMIITHH HE BIIsIETCA cyocTpatoM ¢pepmerToB rutoxpoma P450 (CYP), a takke
HE UHTUOMpYeT W HE HHIYUUPYeT O5TH (EpMEHTbI, B3aUMOJCHCTBHE BUJIATUOTHHA C
JICKapCTBEHHBIMU IIperapaTaMH, KOTOpbIE SBJSIOTCS CyOcTparamMu, WHTHOMTOpaMu WM
unaykropamu P450 (CYP), manosepositHO. IIpy 01HOBpEMEHHOM NPUMEHEHUU BUIAATIMIITHH
TaK>Ke He BJIUSET Ha CKOPOCTh METa00IM3Ma MPenapaToB, ABJISIOUINXCA cyocTpaTaMu (PepMEHTOB:
CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.

Knunuueckn 3HaUMMOro B3aMMOJEHCTBUS BWINATJIMIITUHA C TpernaparaMy, Hambosee 4acTo
ucnonb3yeMbiMu 1ipH Jgedennn CJ1 2 tumna (rmubeHKIaMHuIOM, TUOTIUTAa30HOM, MET(OPMHHOM)
Wi 00JaJaloIUMU  Y3KUM TEpPaneBTUUYECKUM JUANa30HOM (aMJIOJUIIMHOM, JUTOKCHHOM,
pPaMHIIPUIIOM, CUMBACTaTHHOM, BaJICapTaHOM, Bap(paprHHOM) HE YCTAaHOBIICHO.

Tuasuapl, TIIOKOKOPTUKOCTEPOHUIbI,  Ipemaparbl TOPMOHOB  IIUTOBUAHOW  JKEJE3bl,
CHUMITATOMUMETHKH MOTYT CHHXXaTh THIIOTJIMKEMHYECKOE ACWCTBUE BHIAATIMITHHA, KaK WU
JIPYTUX IEPOPATBHBIX THUIIOTIMKEMUYECKUX MTPEenapaToB.

YacroTra pa3BUTHs aHTHOHEBPOTHUYECKOTO OTEKa ObLIA BBIIIE ITPH OJJHOBPEMEHHOM MPUMEHEHUHU
BWIJIATJIMIITUHA ¢ WHTHOMTOpaMU aHTHOTEH3MHIpeBpamamiero ¢epmenta (AIID), mpu sTom
ObLIa CXOHOM C TAKOBOM B KOHTPOJIbHOM rpytre. B 60IbIIMHCTBE CilydaeB aHTHOHEBPOTHYECKHIA
OTEeK OBLI cpelHEW CTENeHU TSHKECTH U pa3penialicss caMOCTOATEIbHO B XOJ€ MPOAOJIKEHUs
TEpanuy BHUJIAATIIAITHHOM.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTAUMS

bepemeHHOCTD
I[OCTB.TO‘-IHBIX JAHHBIX I10 HpI/IMeHeHI/IIO BUWJIAAr JIUIITUHA y 6€peMeHHBIX HET, B CBsA3HM C 4YEM

nmpenapar IpOTHUBOIIOKAa3aH BO BpeMs OEpeMEHHOCTH. B TOKIMHMYECKHX HMCCIIeOBAaHUAX ObLTa
BBIBJIIEHA PENPOAYKTUBHAS TOKCUYHOCTh NP NPUMEHEHUHU B BBICOKHX J03aX, NOTEHUHAIbHBIN
PHUCK ISl YEJIOBEKA HEU3BECTEH.

JlakTanus

[Ipenapar mpoTHMBOMOKAa3aH B NEPUOJA TPYIHOTO BCKapMIIMBAHMS, MOCKOJIbKY HEH3BECTHO,
MIPOHUKAET JIM BUWIJATIMITUH B TPYIHOE MOJIOKO Y YEJIOBEKA.

4.7. Biusinue Ha CIOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMHM CPeICTBAMH M PadoTarh ¢
MeXaHM3MaMH

HccnenoBanust BIUSHHUA BWIJATJMITAHA HA CIOCOOHOCTb  YHPABIATh TPAHCHOPTHBIMH
CpeACTBaMHU WM paboTaTh ¢ MEXaHM3MaMM HE NMPOBOAMIIMCH, OJTHAKO BCIEICTBHE BO3MOYKHOIO
pa3BUTHS TOJOBOKPY)KEHHUSI TpenapaT MOKET OKa3aTh YMEPEHHOE BIIMSHUE Ha CIIOCOOHOCTD
yINpaBJIATh TPAHCHOPTHBIMM CpeAcTBaMU U paboTaTh ¢ MexaHusMmamu. llpu pasBuTun
TOJIOBOKPY)KEHUS Ha (pOHE TNPUMEHEHHUs Ipernapara MalueHTaM He CIeayeT YIpPaBJATh
TPAHCHOPTHBIMM CPEICTBAMHU WM PabOTaTh ¢ MEXaHU3MaMH.
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4.8. He:xennaTesibHbIE peaKIUU

Pestome npoduiis 6e3onacHOCTH

[Ipu nprMeHeHNH BUJIAATIMOTHHA B MOHOTEpAMY WM B KOMOMHALIMY C IPYTUMHU IpenapaTaMu
OOJIBIIMHCTBO HEXENATEeIbHBIX PEAKINNA ObUIH CIIa00 BBIPAYKEHBI, UMEIHM BPEMEHHBIN XapakTep U
He TpeOOoBaIM OTMEHBI Tepanuu. Koppensun Mex 1y 4acToToi HexxenarenbHbIX peakuuit (HP) n
BO3PACTOM, I10JIOM, 3THHUYECKOW MPUHAAICKHOCTBIO, MPOJOJIKUTEIBHOCTBIO TPUMEHEHHS WUIIH
PEXMMOM J03UPOBAHUS HE BBISBIICHO.

YacToTa pa3BUTUS aHTUOHEBPOTHUYECKOr0 OTeKa Ha (POHE Tepanuy BIJAATIMITHHOM COCTABIISIA
>1/10000, <1/1000 (rpamamusi «penkoy») ObLIa CXOIHOW C TaKOBOW B KOHTPOJBHOW TpYIIIE.
HanOosnee yacTo ciiydan aHTHOHEBPOTUYECKOTO OTEKa OTMEYalINCh ITPU NPUMEHEHHUH Mpernapara
B KOMOMHAlmMM C MHCHOMTOpaMHM aHTHOTeH3HHIpeBpamatomero ¢epmenra (AllD). B
OOJIBIINHCTBE CIIy4aeB aHTMOHEBPOTUYECKUN OTEK OBbLII CPETHEH CTENEHU TAKECTU U pa3peruancs
CaMOCTOSITENIHO B XO/1€ ITPOJOJDKEHHSI TEpaMK BUIAATTIUITHHOM.

Ha ¢one Tepanuu BUIarIUNTHHOM PEIKO OTMEYAIMCh HApyIIeHUs] (YHKLIUHU IeUeHH (BKIIIOYast
rernaTuT) 0ECCUMITOMHOTO TeYeHHUs. B OONBIIMHCTBE CllydaeB JaHHbIE HAPYIICHUS U OTKIOHEHHS
nokasaresel GyHKIHUU IEYEHN OT HOPMBI Pa3peIINCh CAMOCTOATENBHO 03 OCII0KHEHHH Tocie
IpeKpaleHus Tepanuu npenaparom. [Ipu npumenennu BungarauntyuHa B 1o3e 50 mr 1 mnm 2 pasa
B CYTKH 4acCTOTa YBEJINYEHUS aKTUBHOCTH «1eueHOYHBIX» pepmerToB (AJIT nnu ACT >3xBI'H)
coctasisiia 0,2 % umu 0,3 % cooTBeTcTBeHHO (110 cpaBHeHHIO € 0,2 % B KOHTPOJIBHOH TpYIIIE).
VYBenuyeHne AaKTHBHOCTU <«II€UYEHOYHBIX» (EPMEHTOB B OOJIBLIIMHCTBE CIy4aeB ObLIO
0ECCUMIITOMHBIM, HE IIPOTPECCUPOBAIIO U HE COMPOBOXKIAIOCH XOJIECTA30M UITH KEITYXOH.
Pe3rome HekenareabHbIX peaKIUi

HP crpynnupoBaHbl B COOTBETCTBUH C KaccupuKkaiuei opranos u cuctem opranos MedDRA. B
npezenax KaxJI0i rpynnsl OpraHoB U cucteM opraHo HP nepeunciens! B mopsiake yMEeHbIICHUS
4aCTOTHI BCTPEYAEMOCTH. B mpezenax kaxaoi rpymnisl 4acToTsl Bctpedaemoctu HP yka3aHel B
HOPSI/IKE YMEHBIIEHUS TSKECTH.

Yacrora moOOYHBIX peakluil MpUBeeHa B BUAE CIEAYIOIIeH Tpafanun: ovens yacmo (= 1/10);
yacmo (> 1/100, vo < 1/10); reuacmo (= 1/1000, vHo < 1/100); peoxo (= 1/10 000, Ho < 1/1000);
oueHwb peoko (< 1/10 000); vacmoma neuzsecmua (Ha OCHOBAaHUHM UMEIOIINXCS TAHHBIX OIICHUTH
HEBO3MOIKHO).

IIpu npumenenuu 8UNOA2IUNMUHA 8 MOHOMEPANUU

[Ipyn npumenennn BungaraunTuHa B 103€¢ 100 Mr B CyTKM 4acTOTa OTMEHBI T€pAlMH B CBSI3HU C
pasBuTHEeM HexenaTenbHbIX peakiuit (0,3 %) Obuta He BhIIIe TakoBOM B rpymme miaie6o (0,6 %)
wiu nipenapata cpaBHeHus (0,5 %).

Ha ¢one monHoTepanuu BuigarauntuHoM B o3¢ 100 Mr B CyTKHM dYacToTa pa3BUTHS
TUIOTTIMKEMUH 0€3 yBEIWYEHUs CTENeHM TSDKECTH cocTossHusa coctaBisia 0,4 %, uto
COIIOCTAaBUMO C IpenapaTtoM cpaBHeHus u miaiedo (0,2 %).

Macca Tena He U3MEHIACh 0 CPAaBHEHUIO C UCXOAHOM B KIMHUYECKUX HUCCIIEIOBAaHUAX, KOT/Aa
BunaarunTrH 100 Mr B CyTKM IpUMEHsUIN B KauecTBe MoHOTepanuu (-0,3 kr u -1,3 kr B rpynnax
BWJIJIATJIMIITUHA U TIJ1a1[e00 COOTBETCTBEHHO).

HUnghexyuu u unsazuu

OYEHb PEIKO UHQEKIMY BEPXHUX [BIXaTEIbHBIX IyTeH,
Ha3o(apuHTUT

Hapywenus memabonuzma u numanus

HEYaCToO ‘ TUITOTJIMKEMU A

Hapywenus co cmoponul nepsnoil cucmemul

4acTo TOJIOBOKPY)KEHUE

HEYaCTO roj0BHas 00Ib

HapymeHuﬂ CO CIMOpPOHbL J/C‘eJZyOOIlHO-KumellHOZO mpaxkma
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HeUACTO @OD (HOCHEQOBATERBHOCTE 0001
Hapywenus co cmoponul cocyoos

HEYacTo \ nepudeprudecKkie OTeKu

Hapywenus co cmoponwvl mvluieynotl, KOCMHOU U COCOUHUMENbHOU MKAHU

HEYacTo \ apTpanrus

JlonrocpouHble KIMHUYECKHUE HCCIEAOBAHUS IPOJOJDKUTEIBHOCTBIO 10 2 JIET HE BBIABUIM
KaKUX-TM0O JIOMOJHUTENBHBIX OTKJIOHEHMH MNpo¢puisi 0e30MacHOCTH WM HENpeABHICHHbBIX
PUCKOB IIpU IPUMEHEHNUHN BUJIIAIJIMIITHHA B MOHOTEPAIIUY.

IIpu npumenenuu eunoaznunmuna 6 0ose 100 me ¢ cymxu 6 KOMOUHayUU ¢ MEM@POPMUHOM

[Ipu npumenenuu BuimarauntuHa B no3e 100 mr/cyt B komMOuMHamuM ¢ MeTHOPMUHOM HIIH
wianedbo B COYETAHUU C MET(HPOPMHUHOM CIIy4aeB OTMEHBI TEpallud B CBSA3M C Pa3BUTHEM
HE)KEJIaTENIbHBIX PEAKIUIl HE OTMEYANIOCh.

[Ipn nmpumeHennn BuiagarauntTuHa B n0o3e¢ 100 Mr B CyTKM B KOMOWHAIMHU ¢ METHOPMHHOM
THITOTTIMKEMHsT oT™Medasach B 1 % ciydaes (B rpymnme mane6o + metrgopmun — Heyacto (0,4 %)).
B rpynne npumeHeHus BHUIAArIMOTHHA HE HAOIIOJANOCh Pa3BUTHUS TMIIOTIIMKEMHMHU TSXKEIIOH
CTEIEHMU.

Macca Tena He M3MEHsIACh IO CPAaBHEHMIO C MCXOJHOM B KIMHMYECKUX HMCCIEIOBAHUAX IPU
npuMeHeHur koMOnHanuu Busnarauntuia 100 mr B cytku u merdopmuna (+0,2 kr u -1,0 kr B
rpynnax BUJIAAMIMOTHH U 1J1a1e00 COOTBETCTBEHHO).

Hapywenusa memabonuzma u numanus

4acTo \ TUTOTJIMKEMHS

Hapywenus co cmoponul HepsHoll cucmembl

4acTo TPEMOp, T0JIOBHAsI 00JIb, TOJIOBOKPYKEHHE
HEYacTo MOBBIIICHHAS] YTOMJIIEMOCTD

Hapywenus co cmoponul diceny00uno-Kumeino2o mpaxkma

4acTo \ TOIIHOTA

JlonrocpovHble KIMHHYECKHUE HCCIEAOBAHUS MPOJOIKUTENFHOCTRIO IO 2 JIET HE BBISBUIH
KaKUX-11M00 JOMOJHUTENbHBIX OTKJIOHEHUH Mpoduiis 06e30macHOCTH WM HENpeABUACHHBIX
PHUCKOB IIpH MIPUMEHEHUY BUJIATJIMIITUHA B KOMOMHAIIUY C MET(QOPMUHOM.

W3ydyeHne npuMeHeHUs: KOMOWMHAIMM BUJIATJIMIITHHA U METPOpPMUHA B KAaueCTBE CTAPTOBOM
Tepanuu MpHu caxapHoM auadere 2 TUMNA HE BHISIBUIO OTKIOHEHHN Mpoduias 0e30MacHOCTH WIN
HEeNpPEeIBUCHHBIX PUCKOB.

Ilpu npumenenuu eundaciunmuuna 6 o0oze 50 me/cym 6 KomOuHayuu ¢ NPOU3BOOHLIMU
CYNbHOHUIMOYEBUHDL

[Tpu npuMeHeHNH BUiIIAaraunTHHa B 03¢ 50 Mr/cyT B KOMOMHAIMU C TITUMENUPUIOM YacTOTa
OTMEHBI TEpalMM B CBSA3M C Pa3BUTHEM HEXeNaTeNbHbIX peakuuil coctaBimsuia 0,6 % (mo
cpaBHeHUIO ¢ 0 % B rpyrmie raumMenupus + miamnedo).

UYactoTa pa3BUTHS TUMOTIMKEMHH Y MMAIIMEHTOB, MOTYYaBIIUX BUJIIATIUNTHH B 103¢ 50 Mr/cyT
BMeCTEe ¢ raumenupujomM, coctaBmwina 1,2 % (mo cpaBuenuto ¢ 0,6 % B rpymnme manebo +
rmMenupua). B rpymne npuMeHeHrs BUIIATTMITHHA He Ha0II01a7I0Ch Pa3BUTHS TUIIOTIIMKEMHAH
TSAYKEJION CTETICHH.

Macca Tena He U3MEHsJIACh 10 CPABHEHUIO C MCXOIHOW B KIIMHUYECKHUX MCCIEAOBAHUSIX, KOTAA
BWIJATTMNTAH B o3¢ 50 Mr oamH pa3 B CYTKM ao00aBmsum K rmMenupuny (-0,1 kr u
-0,4 Kr B rpynnax BUJIATJIMIITAH U TIAI[e00 COOTBETCTBEHHO).

Hngpexyuu u unsasuu

OYCHb PEIKO \ Ha30(apuHTUT
Hapywenusa memabonuzma u numanus

9acTo | runormukemus
Hapywenus co cmopoHul aceny0ouHo-KUeyHo20 mpaKkma
HEYacTO | 3amop




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 22.01.2026 N= 371

(MOCAEOCBATERBROCTE 000T)

Hapywenus co cmopoHul HepHOll cucmembl

4acTo TPEMOp, TOJOBHasg 00Jb, TOJIOBOKPYXEHUE,
acTeHus

Ipu npumenenuu sundaznunmuna 6 0oze 100 me 6 cymxku ¢ KOMOUHAYUU C MUAZOTUOUHOUOHOM
[Ipy npumeHeHun BuagaraunTaHa B go3e 100 wmr/cyr +  THa30JUAUHIANOH U
m1anedo + THA3OMHUIUHANOH CIy4acB OTMEHBI TEPAllUU B CBSA3H C PAa3BUTHEM HEXKEIATEIbHBIX
peaKIHii He OTMEYaIOCh.

[Ipu npumenenunn BunaarauntuHa B o3¢ 100 Mr B CyTKH + MHUOMJIMTa30H OTMEUYAJIOCh Pa3BUTHE
runornukemuu B 0,6 % ciydaes, a y TalMEeHTOB, MOIY4YaBIIUX I1anedo + muoriamra3oH, — B 1,9
% ciydaeB. B rpymnmne nmpuMeHeHUs BUIIATJIMIITHHA HE HAOIONAI0Ch Pa3BUTHUS TUIIOTIUKEMUN
TSKEJION CTEIICHH.

B wuccnenoBaHuM npuUMEHEHUs BWIJATIUNOTHHA B KA4YECTBE JIOMOJHUTEIBHOM Tepamuu K
MAOTJINTa30HY a0COIFOTHOE YBEIMYCHUE MACCHI TeJla B Tpyme miane6o u puaarmunTada 100 mr
B CYTKHU cocTaBujo 1,4 u 2,7 KT COOTBETCTBEHHO.

[Ipu poGaBnenuu BwigarunTuHa B go03¢ 100 Mr B CyTKM K THOTJIMTa30HY B J03€
45 mr/cyT yactora pa3BuUTHs Nepupeprudeckux 0TeKoB coctaisiia 7 % (mo cpaBHeHuto ¢ 2,5 %
Ha (h)OHE MOHOTEPAINTUU MTHOTIUTA30HOM).

Hapywenus co cmopoHul cocydog

4acTo \ nepudepruIecKrue OTCKH
Hapywenusa memabonuzma u numanus

9acTo YBEJIMYCHUE MACCHI Tella
HEYaCTO THITOTITHKEMHST
Hapywenus co cmopoHul HepgHOU cucmembl

HEYaCTO | ronoBHas 60716, acTeHMS

Ilpu npumenenuu eunoaziunmuua 6 003e 50 me 2 pasa 6 cymku 8 KOMOUHAYUY C UHCYIUHOM (C
Mem@opmunom uiu 6e3 He2o)

[Tpu npuMeHeHnn TTpenapara B KOMOMHAIIMY C HHCYJTMHOM (B KOMOWHAITUU C METHOPMHUHOM HUJITH
6e3 MeTdopMHHA) YacTOTa OTMEHBI Tepanuu BcieacTtBue pazutuss HP Obuta pasna 0,3 %, B
rpyIIe Tepanuy BIIAATIUIITHHOM, B TPYIIIE M1anedo cIydaeB OTMEHBI TePAIuy He OBLIO.

[Ipu npuMeHeHnH npenapaTa B KOMOMHAIIUY ¢ UHCYJIIMHOM (B KOMOMHALUU C MET(POPMHUHOM HIIH
6e3 MeTGopMUHA) HE OTMEYAIOCHh YBEIUUCHHS PHCKA Pa3BUTHUS THIOTJIMKEMUH 110 CPAaBHEHUIO C
KoMOuHarmel minanedo + uncynus (14 % B rpynme BungariunTiaaa u 16,4 % B rpymnmne miane6o).
VY 2 manmeHToB B TpyINne BWIAATIUNTHHA M y 6 MAlMEeHTOB B TPYyMIeE IJanedo pa3BHUIACh
THITOTIIMKEMHUS TSKETION CTETICHH.

Ha MoMeHT 3aBepIeHus uccaeJOBaHMs IIperapaT He OKa3bIBaJl BIHMSHUS Ha CPEIHIOI0 Maccy Tea
(macca Tena yBennuuiaach Ha +0,6 Kr IO CpaBHEHHIO C MCXOIHOW B TPYINE BUIIATIUITHAHA, a B
rpy1re mianedo ocTarach HEM3MEHHON).

Hapywenus co cmopoHul HepgHOU cucmembl

4acTo | rooBHas 60116, 03HO6

Hapywenus co cmopoHul aceny0ouHo-KumeyHo20 mpakma

4acTo TOIIIHOTA, TacTpo330(dareabHbIN pedIIoKC
HEYacCTO Japesi, MeTeOpU3M

Hapywenusa memabonuzma u numanus

9acTo | runormukemus

Ilpu npumenenuu eunoaciunmuna 6 0oze 50 me 06a paza 6 0ewb 6 KOMOUHAYUU C NPenapamamu
CYNbHOHUIMOYEBUHBL U MEMPOPMUHOM

CrnydaeB OTMEHBI TIpemapara, cBs3aHHbIX ¢ HP B rpymnme koMOWHMpOBaHHOUW Tepamuu
BUJIATJIMIITUHOM, METHOPMHUHOM U TIUMENUPUIOM, OTMEYeHO He Opuio. B rpymme
KOMOWHUPOBAHHON Tepanmuy IU1ane0o0, MeTGOPMHHOM W TIIMMEMUPUIOM YacToTa OTMEHBI
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npenapara, cesizannou ¢ HP, cocrasuna 0,6 %. (MOCNELOBATENBHOCTD 0001)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

l'unornukemus oTMeuanack 4acto B obeux rpynmnax (5,1 % B rpynne KoMOMHUPOBAaHHOM Tepanuu
BUJIIATJIMIITUHOM, MeTQOpMUHOM M Tiaumenupugom u 1,9 % B rpynme KoMOMHMpPOBaHHOMN
Tepanuy 1ianedo, MeThOPMUHOM U MIHUMENUPUAOM). B rpynme BuigarmuntuHa OTMEYEH OHH
SMU30/ TUTIOTJIMKEMUH TSXKEJION CTETICHH.

Ha MoMeHT 3aBepIieHus CCIIeAOBAaHUS 3HAYMMOTO BIIMSHUSA HAa MacCy Tella BBISIBIEHO HE ObLIO
(+0,6 xr B rpynme Bugarymntuaa u -0,1 Kr B rpymie mianeo).

Hapywenusa memabonuzma u numanus

4acTo | runornukemus
Hapywenus co cmoponul HepsHoll cucmembl

4acTo | ronoBOKpYysKeHHe, TPeMOp
Hapywenus co cmoponul Kodtcu u n0OKOHCHbIX MKAHel

4acTo | runepruapos

Obwue napywenus u peaxyuu 8 mecme 86e0eHusl

4acTo | acrenns

[TocTperucrpallioHHbIE UCCIEeI0OBAaHUS

Bo Bpemst mpoBeieH!s] MOCTPErUCTPALMOHHBIX UCCIIEI0BaHUI ObUIN BBISBIECHBI cieaytomue HP
(OCKOJIBKY COOOIIEHNUS MOTYYEeHBI B JOOPOBOJIBHOM MOPSIIKE OT MOMYJIALUHA HEOMPENEICHHOTO
pa3Mmepa, JOCTOBEPHO OIPENeNUTh YacTOTy pa3BuTHs gaHHbIx HP He mnpencraBnsercs
BO3MOJXKHBIM, B CBSI3U C UeM OHH KJIACCU(UIMPOBAHBI KAK «4aCTOTAa HEM3BECTHAY).

Hapywenus co cmoponul dceny0ouno-KuueyHo2o0 mpakma: 4acToTa HeM3BeCTHA — TAHKPEATHUT.
Hapywenus co cmopoHnvl neuenu u dHcenuesvlgo0sAux nymeti. 4aCTOTa HEU3BECTHA — TEMATUT
(pa3pelmBIIMACS CaMOCTOSITENBHO IOCIE OTMEHBI JIEKAPCTBEHHOTO Iperapara), MOBBIIICHHUE
AKTUBHOCTH «II€YEHOUYHBIX» (epMEHTOB (pa3peluBIIeecs CAMOCTOSTENbHO IOCIE OTMEHBI
JIEKapCTBEHHOTO Mpernapara), X0JeIUCTHUT.

Hapywenus co cmoponvl mbluieuno, KOCMHOU U COeOUHUMENbHOL MKAHY: YaCTOTa HEU3BECTHA
— MUAJITHSL.

Hapywenus co cmoponbl Kodtcu u noOKOJNCHbIX mMKaHell: 4acTOTa HEU3BECTHa — KparnuBHUIIA,
3KC(POIMATUBHOE U OyJIe3HOE MOPAXKEHHUS KOXHU, BKIIOYas OyJsIe3HbIH meM(urons, KOXKHBIHN
BaCKYJIHUT.

Coo0111eH1e 0 1M0103PEBAEMBIX HEXKENATEIbHBIX PEAKIIHIX

BaxHo coo0mare 0 TMOJ03peBaeMbIX HEXKENaTeNbHBIX pEeakIusiX I[OoClie pPETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Lelbl0 00eCIeYeHNsl HePEPhIBHOIO MOHUTOPUHTA COOTHOILICHHS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHKAM PEKOMEHIYeTcs
coolmiate 0 JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKapCTBEHHOIO Iperapara
yepe3 HallMOHAIBHBIE CUCTEMbI COOOUICHHS O HEXENaTEebHBIX PeaklusiX rocydapcTB — YJICHOB
EBpa3uiickoro 53K0HOMHU4ECKOr0 COI3a.

Poccuiickas @enepanus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUS

109012, r. MockBa, CnaBsiHCKas iomans, 1. 4, ctp. 1

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

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru wim npr(@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEepHETY:
https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMOTOMBI

BungarmuntiH X0poIo nepeHoCUTCs TP MPUMEHEHUH B 03¢ 110 200 Mr/cyT.

[Ipu npumenenun npenapara B 1o3e 400 Mr/cyt MoxeT HaOMOATHCSl OOJIb B MBIIIIIAX, PEIKO -
JeTKhe W TPaH3UTOPHBIE IapecTe3uH, JUXOpaaKa, OTEKM U TPAH3UTOPHOE IOBBIIICHHE
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aktuBHOCTH juna3bl (Beimie BI'H B 2 paza). [1pu yBeane'fH/fl;I' E{%ﬂj&ﬁﬁ'a?ﬁmgaiﬂb%%'hwcw

COOTBETCTBYET KCNEPTHOMY OTYETY

BO3MOYKHO pa3BUTHE OTEKOB KOHEYHOCTEH, COMPOBOKIAIOUIMXCS MAPECTE3UIMH U TOBBIIICHHEM
aKTUBHOCTH KpeaTuHpochokuHazbl, C-peakTuBHOTO Oesika 1 MuoriioouHa, aktuBHOCTH ACT. Bee
CHUMIITOMBI TIE€PEO3UPOBKH M HU3MEHEHMs JIabOpaTOPHBIX IOKa3areneld oOpaTuMbl TOCIHe
MpeKpaleHus MPUMEHEHHs Mpernapara.

Jleuenue

BriBenenue npenapata U3 opraHu3Mma ¢ MOMOIIBIO AWAIN3a MajgoBepossTHO. OHAKO OCHOBHOM
TUIPOIU3HBIN MeTabonut BungarmuntiaHa (LAY 151) moxet ObITh yaaneH U3 opraHusma myTem
reMouaimsa.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA
5.1. ®apmakoauHaMHuYecKHe CBOHCTBA

dapmakoTepaneBTHUYECKass ~ Tpymma: CpeacTBa  JUId  JIeYEHUs  caxapHoro jaumadera;
TUIOTIMKEMHYECKHE CPEACTBA, KPOME HWHCYJIWHOB; WHTHOWUTOPHI JUTNEHTHAMINEHTHIA3bI-4
(AIT-4).

Kox ATX: A10BH02

MexaHnu3M JSHCTBHUS

BunparnunTtus, npeactaBuTeNb Kjiacca CTUMYIISITOPOB OCTPOBKOBOIO arapara Mo Keny104HOMl
JKEJIe3bl, SBIISICTCS MOIIHBIM M CEJIEKTUBHBIM MHTHOUTOpOM aumnentuauianentuaasbi-4 (JII111-4),
YAYYIIAIONUUM TITMKeMUYeCKHi KOHTpousib. MHrnbuposanue Bungarauntudom JAI1I1-4 npuBogut
K YBEIMYCHHIO 0a3albHOTO M TOCTHPAHAUAIBLHOTO JHJIOTCHHOTO YPOBHS HWHKPETHHOBBIX
ropmonoB  I'TIII-1  (rmrokaronomomoOHbd  memrtun 1) u  [UIl  (Tmok0303aBUCHMBIIA
WHCYJIIMHOTPOITHBIN TTOJTUIICTITHI).

DapMakoguHAMHIECKHE P (HEKTHI

[Tpu npumenennu BriaarunTHHA B 103¢ 50-100 Mr B CyTKH Y AIMEHTOB C CaxapHBIM JUA0CTOM
2 tuna (CJ] 2 tuna) ormeuaercs ynydiieHHE (YHKIHUU B-KIETOK IMOJUKETYTOYHON >KEJIe3bl.
Crenensp ynydmieHus: QyHKIUN B-KJIETOK 3aBUCHUT OT CTETICHU WX MCXOJHOTO TIOBPEKICHUS, TaK
y nmun 6e3 CJ] 2 Tumna (¢ HopMaIbHON KOHIIEHTpAIMEH TIIOKO3bI B IJIa3Me KPOBH) BIJIJATrIUITHH
HE CTUMYJIUPYET CEKPEIMIO UHCYJIMHA U HE CHUKAET KOHIIEHTPAIIMIO TJIFOKO3BI.

[ToBbimas konuenTpanuio sugorennoro ['TII-1, BungarnunTud yBeauunuBaeT 4YyBCTBUTEIHHOCTD
0-KJIETOK K TJIFOKO3€, YTO MPUBOJUT K YJIYUIICHHUIO TIIOKO303aBUCHUMOM PETYISIUA CEKPELUHN
rtokaroHa. CHUKEHUE MOBBIIIEHHON KOHIIEHTPALMY IIFOKAaroHa BO BpeMs €7Ibl, B CBOIO OUEpE/ib,
BBI3BIBAET YMEHbBIIIEHUE NHCYJINHOPE3UCTEHTHOCTH.

YBenuueHrne COOTHOIICHHS] WHCYIWH/TIIOKaroH Ha (OHE THUIEPTIUKEMUHU, OOYCIOBICHHOE
noBbllieHreM KoHueHTpauu [TII1-1u ['MII, BbI3bIBa€T yMEHBIICHHE TPOMYKIUU TJIFOKO3bI
MEYEHBIO KaK BO BpeMs, TaK U MOCIE MpUeMa MUILH, YTO TPUBOJAUT K CHIXKEHHUIO KOHIICHTPALIUU
TJTIOKO3bI B IJIa3ME€ KPOBH.

Kpome Toro, Ha ¢oHEe TpHUMEHEHHUs BWIJATIUNTHHA OTMEUYACTCS CHIDKCHHE KOHIICHTPAIH
JUTIHUIOB B TJIa3Me KPOBH TTOCIIE pHUeMa U, OJTHAKO 3TOT 3P EeKT He CBsI3aH C €ro JAeHCTBUEM
Ha ['TIII-1 nim ['UIT u ynyunienneM GyHKIUU OCTPOBKOBBIX KJIETOK MOKETYAOUHOM JKeNe3bl.
N3BectHO, uTO mnoBbImIeHUWE KoHUEeHTpanuu [TIII-1 Moxxer nNpUBOAUTHE K 3aMEJICHUIO
OTIOPOKHEHUS XKey/Ka, OJHAKO Ha (JOHE MPUMEHEHUS BUJIIATTIUNTHHA 110100HOT0 P dexTa He
HaOJIFOaeTCs.

[Ipu npumenenun BunaarnunTuHa y 5795 maumentoB ¢ CJ] 2 Tuna B TeueHue 52 Henenb B
MOHOTEpAlUi WK B KOMOWHAIMKU C METHOPMHUHOM, MPOU3BOAHBIMH CYJIb()OHUIMOYCBUHEI,
TUA30JIUIUHIUOHOM, WJIM MHCYJIMHOM OTMEYaloCh JOCTOBEPHOE JJIUTEIbHOE CHH)KCHHUE
KOHIICHTpAIlUU TJIMKUpoBaHHOTO reMoryioonHa (HbA 1¢) u rimroko3b1 KpOBH HATOIIAK.

[Ipu npuMeHeHnH KOMOMHAIIMY BUJIJATTUITHHA U MeT(HOPMHHA B Ka4eCTBE HAUAIBHON TEparuu
y maruentoB ¢ CJl 2 tuma B TeueHue 24 Hemelb OTMEYAJIOCh /10303aBUCUMOE CHUKEHHE
koHIeHTpanuu HbA lc B cpaBHEHNHN ¢ MOHOTEpanuel JaHHBIMU npenaparamu. Cirydan pa3BUTHs
TUTIOTJIMKEMUH OBLITM MUHUMAJIBHBI B 00EUX TPyIIax Teparuu.
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[Ipu npumeHennn BuaaraunTuHa B 1o3e S0 mr|l pa3 B 6511!%'1;1-3' ggigﬁa%T%Ee% -EI:IIQEL{;I'JIJITOB

¢ CJ1 2 tuna c¢ HapyumieHHeM (QYHKIHHU MOYEK CpeAHed (CKOpOCTh KIyOOYKOBOH (pHUIbTpaIuu
(CK®) >30, <50 mun/mun/1,73 M%) unn taxenoit (CK® <30 mn/mun/1,73 M%) cTeneHn 0TMeuanoch
KIIMHUYECKH 3HAUMMOE CHIDKeHUe KoHmeHTparuu HbAlc mo cpaBHeHUIO ¢ mianeoo.

[Ipu npuMeHeHnH BUIAATIUIITAHA B 103€¢ SO MT 2 pa3a B CyTKH B KOMOWHAIuu ¢/6e3 MeTgopMuHa
U uHCYynuHOM (cpenusis no3a 41 EJl/cyT) Obu1o MpoAeMOHCTPHPOBAHO CHUKEHUE TOKA3aTels
HbAlc na 0,77 % ot ucxomHoro cpeaHero 3HadeHus 8,8 % €O CTaTUCTUYECKH JTOCTOBEPHOMU
pasnurei c¢ rmranebo 0,72 %. YactoTa TMIOTIMKEMHH B TpyIIE BUINATIUNTHHA CPaBHUMA C
TakoBOM B rpymme miane6o. [Ipu npuMeHennn BriimarunTHHa B 103¢ 50 Mr 2 pa3a B CyTKHU B
KoMOuHammu ¢ MeTdopMuHoM (> 1500 mr/cyT) u rmumenupuaoM (> 4 Mr/cyT) ObUIO MOKa3aHO
CTATUCTUYECKU 3HaUYNMOe CHIbKeHne ypoBHs HbAlc Ha 0,76 % OT HCXOTHOTO CpeHEero 3HaUYeHUs
8,8 %.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus
[lpy mpueme BHYTPh HATOINAK BHJIJATJHMITAH OBICTPO BCACBIBAETCS, a €ro MaKCHMajbHas

KOHIeHTpauuss B IuiasMe KpoBH (Cmax) HocTuraercs depe3 1,75 waca mocie npuema. Ilpu
OIHOBPEMEHHOM TMpHUeMe C TMHIIEH CKOpOCTh abcopOuMM BUIAATIMITHHA CHIDKAETCS
HE3HAYUTENIbHO: OTMeYaeTcsl yMeHbllIeHNE Cmax Ha 19 % 1 yBenuueHue BpeMeHNU €€ TOCTHKEHUS
1o 2,5 yacoB. O1HaKO MpUeM MUILK HE OKA3bIBACT BIUSHUS HA CTENEHb aOCOpOLMHU U TUIOUIalb
o2 KpuBoil «koH1eHTpanusa-spems» (AUC).

Bunparnuntus GbICTPO BCachlBaeTCs, a €ro adCOM0THAs OMOIOCTYITHOCTh MOCTE MpUeMa BHYTPh
coctaBisieT 85 %. Cmax 1 AUC B TepaneBTHUECKOM JMalla30HE /103 YBEJINYUBAIOTCS IPUMEPHO
MPOMOPLUOHAIIEHO JI03€.

Pacnpenenenue

CremneHb CBA3bIBaHUS BUIIATJIUIITHHA C OelIKaMu T1a3Mbl KpoBH HU3Kas (9,3 %). Bunparnuntux
pacmpenensercs pPaBHOMEPHO MEXIy IUIa3MOM KpoBM M spurpouuTamu. Pacnpenenenue
BUJIIATJIMIITHHA TPOUCXOUT, IPEANOI0KUTEIHHO, SKCTPABACKYIAPHO, 00BEM pacIpeieieHus B
PaBHOBECHOM COCTOSIHUU MOCJI€ BHYTpUBEHHOIO BBesieHus (Vss) coctasisier 71 1.
buotpanchopmanus

OCHOBHBIM ITyTE€M BBIBEJICHHS BWJIJAIUIITHHA sBIseTca Ouorpanchopmanus. B opranuzme
yenoBeka 69 % m03bl mpenapata noasepraercs OuorpaHchopmanuu. OCHOBHOM MeTa0OIUT -
LAY 151 (57 % no3sl) papMakoJIOTHUECKH HEAKTUBEH U SBISETCS MPOAYKTOM T'HIPOJIN3a ITHAHO-
koMIioHeHTa. Okomo 4 % 1036l penapaTa NoABEpraroTcsa aMUIHOMY THIPOJIN3Y.

B noxnmHMuYecKuX McCleNoBaHUAX OTMedaeTcs nosoxutenbHoe BiusiHue JI1I1-4 Ha rugponus
BUJIIAMIMNTHHA. Bunparnmuntun metabonusupyercss 0e3 ydactus H30(epMEHTOB LUTOXpPOMa
P450. Bunnarnuntus He siBisiercst cyoctparom uzopepmertoB P450 (CYP), He unrubupyer u He
UHIyIHUpYeT n30(hepMeHTHI ruToxpoma P450.

DJIMMUHALMS

[locne nmpuema mpenapatra BHYTpb OKOJIO 85 % 1036l BbIBOAMTCS noukamu u 15 % — uepes
kuiieyHuK. [lodeuHast sKCKpenus HEW3MEHEHHOro BWiAaraunTuHa cocrtaBiser 23 %. [lpu
BHYTPUBEHHOM BBEICHMM CPEJIHUN TMEpHOJ TMOJYBBIBEJCHHUS JOCTHUraeT 2 4YacoB, OOIIui
IUTa3MEHHBIA KIMPEHC M TOYEYHBIH KIMPEHC BHIAATIMNTHHA cocTaBisaoT 41 m/ga u 13 0/
cootBercTBeHHO. Ilepuon momyBeiBenenus (T2) mocie mpuemMa BHYTPb COCTaBISiET OKOJO
3 4acoB, HE3aBHCUMO OT JIO3BI.

OcoOble rpynnel NaueHToB

Tayuenmul noscunoeo 6ospacma (65 rem u cmapuie)

VY 310p0BBIX MOXKUIBIX Jtosel (=70 neT) obmiee BozaelicTeue Buigarauntuaa (100 mr onuH pas
B CyTKHM) yBenuuuBajocb Ha 32 %, mpu STOM IIMKOBas KOHLEHTpallMs B IUIa3ME€ KpOBU
yBenuuuBaiach Ha 18 % 1o cpaBHEHHIO ¢ MOJOABIMU 3A0pOBbIMU Jt0bMH (18-40 ner). Tem He
MEHEE OSTH HW3MEHEHHsI HE CUUTAIOTCAd KIMHUYECKH 3HauuMbiMU. Wurubuposanume HIIII-4
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BWJIJATJIMIITUHOM HE 3aBHCHT OT BO3pacTa IMalHeHTa B':Hﬁ%ﬁ&%ﬁ"ﬁ&%@ﬁ&'ﬁhﬁ&Tﬁb%&]ﬁhmx

TPYIIL
Ileuenounas nedocmamoyHocmy

VY nmanueHToB ¢ HapyleHueM (QyHKIUY IEYeHHU JIETKON U cpe/iHel cTenenei TshkecTH (6-9 6amos
no mkane Yaitnna-I1pr0) mociae oIHOKPATHOTO MPUMEHEHUs IpernapaTa OTMEUYAeTCsl CHUIKEHUE
o6uonoctynHocTH BuiaAaraunTiHHa Ha 20 % u 8 % COOTBETCTBEHHO. Y MAIMEHTOB C HApYyLICHHEM
byakuun nedeHn Tsokenoi creneHu (10-12 6ammoB mo mkane Yanna-I1pro) 6uomoCTymHOCTD
BUJIATJIMIITHHA TOBbIIaeTcs Ha 22 %. YBenuueHUWe WM YMEHBIIEHHE MaKCUMAaJlbHOU
OMOJOCTYITHOCTH BUJAATIUITUHA, He peBbimatoiiee 30 %, He SABIsSeTCS KIMHUYECKH 3HAYUMBIM.
Koppensiun Mexay CTENeHbIO TSDKECTH HapyHmIeHHH (DYHKIUHM TMeYeHH M OMOIOCTYIHOCTBHIO
Ipenapara He BbISBIICHO.
Iloueunasn nedocmamoynocmuo
VYV manueHToB ¢ HapynieHHeM (DYHKIMHM TOYeK JIETKOH, cpemHed mnm Tspkenoit crenmenn AUC
BIJIJIATJIMIITHHA YBEIMYUBAIACH IO CPABHEHHUIO CO 370pOBbIMH 1o0OpoBobiiamu B 1,4, 1,7 1 2 paza
cootBercTBeHHO. AUC metabonuta LAY 151 yBennuuBanace B 1,6, 3,2, u 7,3 pa3a, a Metaboimrta
BQS867 -8 1,4,2,7, u 7,3 pa3za y maiueHTOB C HapylIeHUEeM (DYHKIIH MTOYEK JIETKOW, CpeTHEH U
TSDKEJIOW CTENEeHEH COOTBETCTBEHHO. OTpaHMYEHHBIE JAaHHBIE Y MAlMEHTOB C TEPMHHAIbHON
CTaaueil XpOHNYECKOH 00JIe3HN MOYEK YKA3bIBAIOT HA TO, YTO IMOKA3aTENIN JAHHON IPYIIIbI CX0XKU
C TaKOBBIMH Y TMAaLIMEHTOB C HapylleHHWeM (YHKIIMH MOuYeK Tskesnoil creneHu. KoHneHTpanus
merabonuta LAY 151 y manuentoB ¢ TepmuHaibHol ctaaueit XbII yBenuunBanace B 2-3 pasa 1o
CPaBHEHMIO C KOHLIEHTpALUe! y MalMeHTOB ¢ HapylIeHHeM (DYHKIHU MOYEK TSKEJION CTETEHH.
[Ipu npuMeHeHny npenapara y HallMeHTOB ¢ HapyIIeHueM (GYHKIIUU TOYEK MOXKET MOTPEeOOBATHCS
KOPpPEKLUs JO3BbI.
BriBeieHue BUIIATTIUNTHHA [IPH TEMOIMANIN3E OrpaHrueHo (depe3 4 yaca mocie OAHOKPATHOTO
npueMa coctapisieT 3 % Mpu AIUTENbHOCTH MpoLeaypsl 6osee 3-4 yacoB).

eTu
dapMaKOKMHETHYECKHE 0COOEHHOCTH BUJIJATIIUIITHHA Y ICTEH M MOJIPOCTKOB Myaamie 18 et He
YCTaHOBJIEHBI.

6. DPAPMAIEBTUUYECKHUE CBOHCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[emmton03a MUKpOKpHCTAIUTHYECKAsS
JlakTo3a Ge3BogHas
KapOokcumernnkpaxmai HaTpust TUI A
Marnus creapar

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTh Nipu TemnepaTrype He Boiie 25 °C.

6.5. Xapakrep u coaepkaHue yNaKOBKH

ITo 5, 6, 9, 10, 12, 15, 18, 20, 30 TabneTOK B KOHTYPHYIO SYEHKOBYIO YIMAaKOBKY W3 IUJICHKH
MOJMBUHUIIXJIOPUTHON/TIOTMBUHUINACHXJIOPUIHOW W (OJBIM  aTIOMHHHUEBOM  Ie4aTHOM
JTAKUPOBAHHOM.

1, 2,3,4,5,6,9, 10 unu 12 KOHTYpHBIX SYEUKOBBIX YMAaKOBOK BMECTE C MHCTPYKLHUEU IO
MEIUITMHCKOMY TTPUMEHEHHIO (JIMCTOK-BKJIABIII) TTOMEIIAI0T B KAPTOHHYIO YIMAKOBKY (ITAuKy).
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6.6. OcoOble Mepbl MNPETOCTOPOKHOCTH npw':':M&Lﬁiﬁntiﬂﬁggﬁ£ﬂﬁom

JIEKAPCTBEHHOI0  Mpemapara WINH OTX0J0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C PenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHIMOHHOI'O YIOCTOBEPEHMUSA

Poccus

000 «PUD»

445351, Camapckas obmnacth, r.0. JXurynesck, T. Kurynesck, yn. ['mapoctpouteneit, a. 6,
noment. 272.

7.1. IlpencraBuTe/b JepsKaTesisi pErHCTPALMOHHOI0 Y10CTOBEPEeHH s

[IpeTen3un moTpeduTENeH HAIPABIIATH 11O AAPECY:

Poccus

000 «O308»

445351, Camapckas 06011., T.0. XKurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTETOPUU OTITYCKa MO PELenTy.

OOmast XxapakTeprCcTHKa JIEKapCTBEHHOTO NpenapaTta Buigarnurad 1ocTynmHa B €THHOM peecTpe
3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CpelncTB EBpa3uiickoro SKOHOMHUYECKOTO COI03a W Ha
opuIraTEHOM caiTe YIOJHOMOYEHHOTO opraHa (aKCcmiepTHOM OpraHU3aIINH )
https://lk.regmed.ru/Register/EAEU_SmPC
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