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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOTTPENAPATFA> 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Bungarnuntun ABBA, 50 mr, TabneTku

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JelicTByrolee BENIECTBO: BUIAATIIMITHH

Kaxxnas Tabnerka cogeput 50 Mr BUIIArIUNTHHA.

BcnomorarenbHble BelllecTBa, HATMYUE KOTOPBIX HA/I0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO

npenapara: jakro3a — 47,82 mr (cm.pazaensl 4.3.; 4.4.).

[TosHBII IEpevYeHb BCIIOMOTATENIBHBIX BEIIECTB MpUBE/EH B pasnuene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyrible IBOSKOBBIMYKIIbIE TaOJETKH OT OE€IOro 10 CBETJIO-KEITOro I[BETa, JOIMYCKAeTCs

MPaMOPHOCTb.

4. KINMHUYECKHUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

[Ipenapar Bunmarmuntuan ABBA mokazan s JiedeHusi caxapHoOro auabera 2 Tuma y

B3POCIIBIX MAIUEHTOB (B COYETAHHH C JUETOTEpanueld U GU3NIECKUMU YIPAKHEHUSIMH )

- B KayecTBE MOHOTEpanmuM B ciiyyae HEAIPPEKTUBHOCTH IUETOTEpANUU U (PUINIECKUX
yIpaxHEHUI y MAIMEHTOB C HaJIMYUEM MPOTUBOINOKA3aHUI K
MIPUMEHCHUIO/HETIEPEHOCUMOCTH  MeTopMuHa Wi B ciaydae Hedh()EeKTHBHOCTH
METQOpPMHUHA;

- B KOMOWHAIM# ¢ MeTGOPMHHOM B Ka4eCTBE HAYaILHON MEAMKAMEHTO3HOHN Teparuu Mpu
HEJ0CTaTOYHOU 3(PHEKTUBHOCTH TUETOTEPANTNHU M PU3HUECKUX YIPAKHCHHM;

- B COCTaBe JBYXKOMIIOHEHTHOW KOMOWHHUPOBAHHOM Tepamuu: ¢ MET(GOPMHHOM WU
TUA30IMINHANOHOM, WJIA C WHCYJIHMHOM B Ciydae HEed(P(PEKTUBHOCTH IHETOTEpAINH,
(GU3HYECKUX YIPAKHEHUN 1 MOHOTEPAINH STUMU TperapaTaMu;

- B COCTaBe [JIBYXKOMIIOHEHTHOW KOMOMHHMPOBAaHHOW Tepamuud C MPOU3BOJHBIMU
Cynb(OHIWIMOYEBHHBI y MAIMEHTOB C HEJAOCTATOYHBIM KOHTPOJIEM TJIMKEMUU Ha (oHe
MaKCHMaJIbHO TMEPEHOCUMOW J103bI MPOU3BOJHOTO CYIh(OHHIMOUYEBUHBI WM TIPH
HATMYUU TPOTHBOIMOKA3aHUIA K MPUMEHEHHUIO/HENMEPEHOCUMOCTH MET(POPMUHA;

- B COCTaBe TPOWHOW KOMOWHHMPOBAHHOW TEepamuu: B KOMOWHAIIMU C TPOU3BOJHBIMHU
CyIb(OHIIMOYEBUHBI U MET()OPMHUHOM, y TAlMEHTOB, PAaHEE IOIYYaBIIUX TEPAMUIO
MPOU3BOJIHBIMUA CYTb()OHIIMOYEBHHBI W METHOPMHUHOM Ha (GOHE AUETOTEpaNuud |

(bI/I3I/I‘IeCKI/IX pra)KHeHI/II\/'I " HC JOCTUTTINX aACKBATHOI'O KOHTPOJIA INIMKCMHUU



ot 24 05.2024 N= 10168
- B COCTaBe TPOWHOW KOMOWHHUPOBAHHOM Tepanndnls':-:raﬁd%gl%ﬁﬁﬁﬂ@ IFIIé}-J—IFI}IQ(;M‘::i/I

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

METQOPMHUHOM, y MAIMEHTOB, paHee NOJYYaBIIMX WHCYJIMH B CTaOWIBHOM 103 U
MeTQOpMHUH Ha (OHE AMETOTepanuud U (PU3MUECKUX YNPAKHEHUH M HE JIOCTUTIIUX
aJIeKBaTHOTO KOHTPOJIS TIINKEMHH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 NPUMEHEHM I

PexxuM 103upoBaHus

Ho3y npenapara Bungarmuntua ABBA cnenyet moaduparh WHIUBUIYAIBHO B 3aBUCHMOCTH
0T 3((pEeKTUBHOCTU U IEPEHOCUMOCTH.

Pexomennyemas nosa npenapata Bunparmuntuan ABBA 50 mMr 1 unm 2 pasa B fA€Hb.
MakcumanibHas cyTo4Has J103a npenapara cocraiser 100 mr.

Pexomenayemas no3a mpemnapaTa B MOHOTEpANHUK WK B COCTaBe KOMOMHUPOBAHHOM Tepanuu
¢ MeT(OPMHUHOM, THAZOIUANHINOHOM WU WHCYIUHOM (B KOMOMHAIIUY ¢ MET(HOPMHUHOM HUITU
0e3 metdgopmuHa), cocrapiseT SO mr wim 100 Mr B CyTKH.

Pekomennyemass mo3a mpemapaTta B COCTaBe JBOMHONW KOMOMHHUPOBAHHOW Tepamuu ¢
npenaparamMu Cyiab(hOHUIMOUYEBUHBI cocTaBisier 50 mr 1 pa3 B cyrku yrpom. B 3Toit
MNOMYJSIIMKM  NTauueHToB 3¢ (EeKTUBHOCTh BuiaarauntuHa B go3e 100 mr B cyTku Oblia
CXOJHOM ¢ TakoBOH B 7103€ 50 MI' B CYTKH.

PekomennoBaHHass 703a Ipernapara B COCTaBe TPOMHOM KOMOMHMPOBAHHOW Teparuu
(BUIAArUNITAH + MPOU3BOJHBIC CYIH(HOHUIMOUYECBHHBI + MeTGopMuH) cocTaisieT 100 mr B
CYTKHU.

Ecnu nenu rimmkeMryecKoro KOHTPOJISI HE JOCTUTHYTHI Ha (poHE MPUMEHEHHsI MaKCUMaTbHON
cyrouHoit no3er 100 Mr, cieayer paccMOTPeTh BO3MOXKHOCTH JOOABICHHS K Teparuu
npenaparoM Bunmarnmuntuan ABBA apyrux THNOTJIMKEMHYECKHUX MpEnapaToB, TaKMX, Kak
MeT(HOPMUH, MPOU3BOAHBIE CYIb(POHUIMOUEBHUHBI, THA30IUIUHANOHBI UM UHCYIIHH.

Oco0ble rpyInel NALKMEHTOB

Tayuenmoi ¢ Hapywenuem yHKyuu novex

VY manweHToB ¢ HapylmieHHeM (YHKIIMH TIOYEK JIETKOW CTEMEeHH (CKOPOCTh KIITyOOYKOBOM
dunprpauu (CK®) >60 mi/mun/1,73 M%) u cpenseii crenernn ¢ CK® 50-60 mi/mun/1,73 m°
He TpeOyeTcss KOPPeKIMH peXuMa O3WPOBAHUS Mpernaparta. Y MAlUEeHTOB C HAPYIICHUEM
dyHKIHE ToUeK cpemeit crenenn ¢ CK® 30-50 mu/mum/1,73 M i Tsokenoii crerenn (CK®
<30 mu/mun/1,73 M%), BKIIIOYAs TEPMUHAIIBHYIO CTAIMIO XPOHHYECKOH GoresHu mouek (XBIT)
y MalMeHTOB, HaXOSAIIMXCS Ha TeMOAMANN3€ WM MPOXOASAIIUX MPOLEAypy TeMoauanusa,
npenapar cieAyet NpuMeHsTh B 103e 50 mr 1 pa3 B cyTku.

Tlayuenmui nodcunozo eospacma

VY manueHTOoB MOXHIIOTO BO3pacTa He TpeOyeTcss KOPPEKIMH PeKUMa TO3UPOBAHUS TpenapaTa
2
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Bunnarmuntua ABBA.

eTn
[Tockonbky omblTa mpuMeHeHus npenapata Bungarmuntun ABBA y nereil u moJIpocTkoB
miagme 18 ner Her, He PEKOMEHAYeTCS NPUMEHSTh IMpenapar y NalMeHTOB JaHHOW
KaTeropHH.

Cnooco0 npuMeHeHus

Hozy 50 mr/cyT cnenyer npunumars 1 pa3 B 1eHb yTpoMm, 103y 100 Mr/cyt cienyer nenuth Ha
2 npuema — no 50 mMr yrpoMm U BeduepoM. B ciydae mpomycka mpuema mpenapara ciaeayer
IPUHATH MPOIYLICHHYIO 103y Kak MOKHO ckopee. [Ipu sToM cnenyer m30eraTe NpUHATHA
YZIBOEHHOM J103bl B OIVH J€Hb.

[Ipenapat Bunnarnuntus ABBA npuHuUMaroT BHYTpb HE3aBUCUMO OT IIpUEMa MUY,

4.3. [IpoTuBONOKA3aAHUS

— T'unep4yBCTBUTENBHOCTh K BWIJATJUNOTHHY WM K JIIOOBIM BCIOMOTAaTEIbHBIM
BEILIECTBAM, IIEPEUUCICHHBIM B TToapaszaene 6.1.

— HacnencTBeHHass HEMEPEHOCUMOCTh TaJlakTO3bl, HEIOCTATOYHOCTh JIAKTa3bl, TITFOK030-
rajlakTo3Has MaababcopOIusl.

— bepemeHHOCTB, Ipy/IHOE BCKapMJIUBaHUE (B CBS3HM C HEJOCTaTKOM COOTBETCTBYIOLIUX
JTaHHBIX ).

— Caxapnebrit quabert 1 tuma.

— OcCTpplii WM XPOHMYECKUH METa0OJMUYECKH amnuao3 (BKIOYas TUA0CTHYCCKUN
KETOAIlMJI03 B COYCTAHUHU C KOMOM WM Oe3 TakoBoi). JlmabeTHuecKuil KeToaruao3
JOJKEH KOPPEKTHPOBAThCS HHCYJIMHOTepanuei. Jlakraranumos (B TOM 4uclie U B
aHaMHe3e).

— Hapymenus ¢GyHKIIUU MEYSHH, BKIIIOYAsl MAIMEHTOB C MOBBIIICHHOW AKTUBHOCTBHIO
«IICYCHOYHBIX dbepMeHTOB (ammannHaAMUHOTpPaHC(Epas3bI (AJIT) W
acnaptatamuHoTpancdepassl (ACT) B 3 u Gosee pa3 BhIllle BEpXHEH TPaHUIIBI HOPMBI,
(3xBT'H).

— Xponudeckas cepaeuHas HemoctatouHocTh (XCH) IV dyHkumoHampHOTO Kitacca
(®K) no dyskuuonaneHOM Kiaccudukamuu Hpio-HOpKCKO#  Kapamoioruaeckoi
acconuanuu (NYHA) (BBHIy OTCYTCTBUS NaHHBIX KIMHHYECKUX HCCIEIOBAHUN O
MPUMEHEHUN BUJIIATJIUIITUHA Y 3TON TPYIIIbHI MAlIUEHTOB).

— Jlerckmit Bo3pact g0 18 mer (ddpdexTuBHOCTH W 0€30MACHOCTH MPUMEHEHHS
npenapara He YCTaHOBJICHBI).

4.4. Oco0Oble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH
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Oco0snle yKa3zaHus

B noxnumHu4eckux McciaenoBaHUSAX IPU INPUMEHEHUHU B 103ax, B 200 pa3 npeBblILIAIONINX
pEKOMEHAYEMBIE JUTsl YeJIOBEKa, MIpernapar He BbI3bIBAJ HAPYIICHUH (PepTHILHOCTH.

ITpy HE06XO0AMMOCTH MHCYIUHOTEPAIUH BIIIJATIAIITHH IPUMEHSIOT TOJIBKO B KOMOMHAIMY €
uHcynuHoM. [IpenapaTt npoTUBONOKa3aH y MalMEHTOB C CaxapHbIM quabdeToM 1 Tuma uiam uis
Je4eHus T1abeTUIecKOoro KeToaua03a.

CepeuHast HeJOCTATOYHOCTD

[TockoybKy naHHBIE O TpUMEHEHWH BuigarmnTuHa y nanueHtoB ¢ XCH III ®K mno
kinaccuukanmn NYHA orpanndeHsl W HE TO3BOJISIOT CHAENaTh OKOHYATEIBHBIN BBIBOJ,
peKOMeHI[yeTCH C OCTOpO)KHOCTBIO HpI/IMeHHTB BUJI AT JIMIITUH y ITalIfMCHTOB HaHHOﬁ
KaTerOpuH.

He pekomenayercs npumeHeHwe BuigarmuntuHa y mnanueHToB ¢ XCH IV ®K mo
knaccupukanmn NYHA, BBHUIY OTCYTCTBUS MaHHBIX KIMHHUYECKUX HWCCICAOBAaHUN O
HpI/IMeHeHI/II/I BUJIAArJIMIITUHA y ITalIIMCHTOB 3T0ﬁ I‘pyHHBI.

Hapviienne dyHKIMH TTOYEK

[TockoJIbKy ONBIT IPUMEHEHHUS] BUWIAMIUIITUHA y TAIUEHTOB ¢ TepMHUHAIBHOM ctaaueil XBII,
HAXOJSIIUXCS HAa TeMOAHali3e WIM MPOXOIAIIMX MPOIeaypy TreMoJuain3a, OrpaHHYEeH,
npenapar peKOMEH1yeTCsl IPUMEHSTh C OCTOPOKHOCTHIO Y JaHHOM KaTEropuu NMalueHTOB.

HaDVI_HeHI/IH d)VHKUI/II/I IICUYCHHU

[TockonpKy B peoKux clydasx MpU NPUMEHEHUU BWJIIATJIMIITHHA OTMEYaJloCh IMOBBIIICHUE
aKTUBHOCTH aMUHOTpaHcdepa3 (Kak NpaBwio, 0e3 KIMHWYECKUX TMPOSBIICHUN), Tepen
NPUMEHEHHEM TIperiapara, a TakKe M PEryIspHO B XOJe IEpBOTO Troja MpPUMEHEHUs
npermapata (1 pa3 B 3 mecdia), peKOMEHAYETCS OMPENENATh OMOXMMHUYECKUE MOKa3aTeln
¢byukun nedeHu. [Ipu BbISBICHMM TMOBBIINICHUS AKTUBHOCTH aMHMHOTpaHcdepa3 cienyeT
IPOBECTH TIOBTOPHOE HCCIIEOBAHUE C IENbI0 TOATBEPKICHHUS pe3ylnbTara, a 3aTeM
PETYISIPHO TPOBOJAUTH OMpPEEICHHEe OMOXUMUYECKUX MOoKa3aTeneld (QyHKIUU MEeYeHH 10 UX
HopMmanu3anuu. Eciu npesbimenne aktuBHOCTH ACT mnm AJIT B 3 wim Gosiee pa3 Bblle
BI'H noarBepxaeHO MOBTOPHBIM MUCCIEAOBAHUEM, TPENapaT PEKOMEHAYETCSI OTMEHHUTD.

[Tpu pa3BUTUU KEATYXH WM JPYIHMX NPU3HAKOB HapylleHHs (QyHKIMM NedYeHH Ha (oHe
NPUMEHECHUS BWIAATIWIITHHA TEPANUI0 TPEnapaTroM cleAyeT HEMEIJIEHHO MPEKPATUTh.
[Mocne Hopmanmu3anuu mokKazaTened (QYHKIMM TICUEHH JICYCHHE BIJIJATIUITHHOM
BO300HOBJISTH HEJIB3SL.

I'unormukeMust

W3BectHO, dYTO mpemnapaThl CyIb(OHUIMOYEBHHBI MOTYT IPOBOIMPOBATH pa3BUTHE
runornukeMu. CyliecTBYeT pPHUCK Ppa3BUTHS TUIOIIMKEMUM TIIPU  OJHOBPEMEHHOM

4



ot 24 05.2024 N= 10168
NPUMEHEHUN BWIJATJIUNTHHA C TMpernapaTaMu cyan)oﬁﬂ%qu%gﬁ:;ﬁgﬁl I:}H:'gﬁx-gftﬁ-br&'lrh

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CJIeZIyeT PacCMOTPETh BO3MOXKHOCTh CHIIKEHHSI J103bl NPENapaTroB CyIb(OHUIMOYEBUHBI C
L[€J1b}0 MUHMMHU3UPOBATh PUCK Pa3BUTHS THIIOIIMKEMUU.

OcCTpbIi TaHKPEATUT

[IpuMeHeHre BUIAATIUIITUHA CBA3AHO C PUCKOM Pa3BUTHUSL OCTPOro maHkpeatuta. Cienyet
nporuH(OPMUPOBATH MAIMEHTa O CUMITOMAX, XapaKTePHBIX AJII OCTPOro maHkpeatuta. [Ipu
MOJJO3PEHUH Ha OCTPBII MaHKpeaTUuT MpenapaT cleayeT OTMEeHUTh. He cieayer BO30OHOBIATH
TEpanuio, €CIM OCTPhIM MaHKPeaTUT ObLI MOATBEPXKAEH. Y MalUeHTOB C OCTPBIM
MIAaHKPEATUTOM B aHAMHE3€ IPUMEHSATh BUJIJATJIUIITHH CIEAYET C OCTOPOKHOCTBIO.

BcnomorarenbpHbI€ BellecTBa

[TarueHTaM ¢ peaKo BCTpPEYANOIIEHCS HACIEACTBEHHOW HEMEePEHOCHMMOCTBIO TaJlaKTO3bI,
Ne(UIIMTOM JIaKTa3bl, TJIFOKO30-TAJTAKTO3HON MalibaOcopOIMeld He cleayeT TpUHUMATh
JTaHHBIN Mpenapar.

4.5. B3aumojeiicTBusi ¢ APYTUMHU JIEKAPCTBEHHBIMHU TMpenapaTamMu W Jpyrue BH/bI
B3aUMO/JACHCTBUSA

Bunparnuntun o61agaeT HU3KUM MOTEHIMAIOM JIEKAPCTBEHHOT'O B3aUMOJICHCTBUS.
[TockonpKy BUIIATIIMIITAH HE sBJsieTCsl cyocTparoM (pepmentoB nmutoxpoma P450 (CYP), a
TaKXe He MHTHOMpPYeT U HE MHAYLHUPYET 3TU (PepMEHTHI, B3aUMOJCHCTBIE BUIAATIIUIITHHA C
JIEKapCTBEHHBIMH IIperapaTaMy, KOTOpPBIE SBISIOTCS cyOcTpaTaMH, WHTHOMTOpAMH WIIH
uaayktopamu  P450 (CYP), wmanosepositHo. Ilpy  OJXHOBpEMEHHOM MPUMEHEHUH
BWJIATJIMIITAH TakXe HE BIHUSET HAa CKOPOCTh MeTaboyM3Ma MpenaparoB, SIBISIFOIIMXCS
cyoctparamu (epmentoB: CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1l u
CYP3A4/5.

Knunudecky 3Ha4MMOro B3aUMOJICHCTBUSI BUJAATIMIITHHA C MpernapaTamu, Hanboliee 4acTo
ucnonpzyemMbiMu npu  jedeHun CJ[ 2 Ttuna (TIuOEHKIAMUIOM, MHOTJIMTA30HOM,
MeTHOPMUHOM) WK 00JaaIOMUMHU Y3KUM TEPANeBTUYECKUM IHAMa30HOM (aMJIOJUITHHOM,
JTUTOKCUHOM, PaMHUTIPUIIOM, CAMBACTaTHHOM, BaJICAPTAHOM, Bap(hapuHOM) HE YCTAaHOBIICHO.
Tuasuapl, TIIOKOKOPTUKOCTEPOUIBI, Tpernaparbl TOPMOHOB  IIUTOBHJIHON  JKENe3bl,
CUMIATOMHUMETUKH MOTYT CHUXKATh THUIIOTJIMKEMUYECKOE NEHCTBUE BUJIATIMITHHA, KaK U
JPYTUX MepopaibHBIX TPOTUBOANAOETUYECKHX IPEMapaToB.

YacroTa Pa3BUTHUA AHT'HMOHCBPOTHUUYCCKOIO OTCKa 651.]121 BBIIIC TIpU OAHOBPCMCHHOM
NPUMEHEHUH BWJIJATJIUNTHHA C WHTUOMTOpaMH aHTMOTEH3WHIIpEeBpallaronero ¢epMeHra
(AII®), mpu 3TOM OBLIa CXOAHOW C TAKOBOM B KOHTPOJBHOH rpymme. B OonpmmHCTBE
CIIy4aeB AaHTHOHEBPOTHMYECKH OTEK OBLT CpeJHEH CTENEeHW TSHKECTH | pas3perrancs

CaMOCTOATCIIBHO B XOA€ MPOJOJIZKCHUA TCPAIIUK BUJIAAT TUIITUHOM.
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4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

I[OCTaTO‘-IHBIX AAHHBIX 10 NPUMCHCHHUIO BUJIAAITIUIITUHA Y 6€peM€HHbIX HET, B CBA3HU C UCM
npenapar IPOTHBONOKAa3aH BO BpeMsi OEpeMEHHOCTH. B JNOKIMHMYECKHX HCCIIEIOBaHUIX
Obula BBISBIEHA pPENPOAYKTHBHAs TOKCHUYHOCTb IPU IPUMEHEHHH B BBICOKHMX 033X,
HOTGHHH&HBHBIﬁ PUCK OJId YCJIOBCKA HCU3BCCTCH.

JlakTanus

BunparmunTuH OpPOTMBONOKAa3aH B IEPUOJA  TPYAHOTO BCKapMIIMBAHMS, ITOCKOJIBKY
HEU3BECTHO, IPOHUKACT JIM BWIJATJIUNTHH B TPYAHOE MOJIOKO Y Y€JIOBEKa.

4.7. BausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMHM H padorarh ¢
MeXaHU3MaMH

HccnenoBanusi BIMSHUS BMIAINIMOTHHA Ha CIOCOOHOCTH YHPAaBIATh TPaHCHOPTHBIMU
cpeAcTBaMH MM paboTaTh € MEXaHM3MaMU He MNpoBoAwiuCh. llpum  pasBuTHH
TOJIOBOKPY)KEHUSI Ha (OHE NPUMEHEHHUs NpenapaTa MalUueHTaM HE CIEAyeT YIpaBiIiATh
TPAHCIIOPTHBIMU CPCACTBAMU UJIU pa6OTaTI> C MCXaHHU3MaMU.

4.8. HexkenaTeibHble peakuuu

Pesrome mpoduiist 6e3onacHOCTH

[Ipn npumMeHeHWM BWIJATIHITHHA B MOHOTEpAaNud WIM B KOMOWHAIIMU C JPYTUMU
npenapaTaMu OOJBIIMHCTBO HEXENATeNbHBIX pPEakiuil ObUIM c€1a00 BbIpaXEeHbI, UMETH
BPEMEHHBIN XapakTep W He TpeOoBadu OTMEHBI Tepanuu. Koppemsuuu Mexmy 4acToTOon
HexenarenbHblx peakiuit (HP) u Bo3pacToM, mosoM, 3THUYECKON NPUHANIEKHOCTHIO,
MPOJIOJKUTENbHOCTHIO MPUMEHEHUSI HIIA PEXKUMOM JI03UPOBAHUS HE BBISIBIICHO.

Yacrota pa3BUTHS aHTHOHEBPOTUYECKOTO OTeKa Ha (OHE Tepamud BHIIATJIUITHHOM
cocraBmsuia >1/10000, <1/1000 (rpamamusi «peako») W Oblla CXOAHOHW C TaKOBOM B
KOHTPOJIbHON rpynmne. Hambonee 9yacto ciyyan aHTHOHEBPOTHYECKOTO OTEKa OTMEYAIUCh
IpU IPUMEHEHUH Npenapara B KOMOMHAIMKM ¢ HHTMOUTOpaMU aHTMOTEH3UHIIPEBPAILAOIIETO
depmenta (AIID). B OonpmMHCTBE ClaydyaeB aHTHOHEBPOTHYECKHH OTEK OBUT CpemHeu
CTENEHU TSHDKECTH U pa3pelialics CcaMOCTOATENbHO B XOJ€ IMPOJOJDKEHUS Teparnuu
BUJIATJTUIITUHOM.

Ha ¢one Tepanmuu BUIZArIUOTUHOM PEIKO OTMEUYAlINCh HapylleHUs (QYHKIMHU TeYeHU
(BKJIFOYAsI TETIaTUT) OECCUMITTOMHOTO TeueHHUs. B OOJIBITMHCTBE clTydaeB TaHHBIC HAPYIICHUS
U OTKJIOHEHHMS TOKa3zarenei (pyHKIHUU NMEYeHU OT HOPMBI Pa3pellniCch CaMOCTOSTEIBHO 0e3
OCJIOKHEHUH TOCIIe MpEeKpalleHus: Tepanuu npenaparom. [lpu npuMenennn npenapara B 103€
50 mr 1 unm 2 pa3a B CyTKM 4YacTOTa YBEJIWYEHUS aKTHBHOCTH «IICYCHOYHBIX» (PEpMEHTOB

(AJIT wmu ACT >3xBI'H) cocrasmsina 0,2 % wunu 0,3 % cooTBETCTBEHHO (IO CPaBHEHUIO C
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OOJBIIMHCTBE CITy4aeB ObUIO OECCUMIITOMHBIM, HE MPOTPECCUPOBANIO M HE COMPOBOKIAIOCH
X0JIECTa30M WJIU KEITYXOM.

Pe3roMe HexxenaTeabHbIX PEAKIINN

HP crpynmupoBanbl B COOTBETCTBUM C KIacCHU(PHUKAIMEH OPraHOB W CHCTEM OPraHoOB
MedDRA. B mpenenax kaxaoil rpynmbsl opraHoB U cucteMm opraHoB HP mepeuucrens B
MOPSIIKE YMEHBIICHUS YacTOThl BCTPEYAeMOCTH. B mpenmenax KaKAoW TPYIIBI YaCTOTHI
BcTpeuaemoct HP yka3zaHbl B opsiike YMEHBIICHUS TSKECTH.

J1J1s OIIEHKHM 4acTOThI BCTPEYAEMOCTH HEXKEIaTeNbHbBIX PEaKI1il HCIIONIb30BAIUCH CIIEAYIOIINE
KpuTepuu: odeHb 4acto (>1/10), gacro (>1/100, <1/10), mewacto (>1/1000, <1/100), peaxo
(>1/10000, <1/1000), ouenp penko (<1/10000), gacTora HeM3BeCTHA (ITOCKOJIBKY COOOIIECHUS
MOJIyYEHBI B JOOPOBOJIILHOM MOPSAJIKE OT MOIMYJISALUNA HEONPEAEICHHOTO pa3Mepa, JOCTOBEPHO
OTpeAeNuTh YacTOTy pa3BuTus AaHHbIX HP He mpencraBisieTcs BOZMOXKHBIM, B CBS3H C YEM
OHHM KJIACCU(UIIUPOBAHBI KaK 4YaCTOTa HEU3BECTHA).

Ilpu npumenenuu eunoaziunmuna 6 MOHOmepanuu

[Ipu npumenennn BungaraunTuHa B Jo3e 100 Mr B CyTKM 4acTOTa OTMEHBI TEPAUU B CBA3U C
paszBuTtueM HexenatenbHbIX peakuuid (0,3 %) Obula He BBILIE TAaKOBOW B rpymme Iuianedo
(0,6 %) wu mpemapata cpaBuenus (0,5 %).

Ha ¢one MoHOoTepanuu BuijarmunTHHOM B go3e 100 Mr B CyTKM dYacToTa pa3BUTHS
TUIOTIMKEMUH 0€3 yBEeIMYeHUs CTeNeHH TsKecTh cocTosiHus cocraBisuia 0.4 %, uto
COTIOCTaBUMO C TIpernapaTtoM cpaBHeHus U mianedo (0,2 %).

Macca Tena He W3MEHSUIACh MO CPABHEHHUIO C MCXOAHOW B KIMHHYECKHUX HCCIIECIOBAHUSIX,
koraa BuaarauntuH 100 Mr B CyTKM IpUMEHSUIN B KauecTBe MoHoTepanuu (-0,3 kr u -1,3 xr

B IpYIINax mpenapara u mianedo COOTBETCTBEHHO).

Hngpexyuu u unsazuu
Ouens penko NHudexnmm BepXHUX AbIXaTeTbHBIX MyTeH, Ha30(hapuHTHUT
Hapywenus memabonuzma u numanus
Heuacto ['unornukemust
Hapywenus co cmoponwl nepsHoti cucmembi
Yacro l'onoBokpyxeHue
Heuacto l'onosuast 60116
JKenyoouno-kuuieunvie HapyueHus
Heuacto 3anop

Hapywenus co cmoponwvl cocyoos




COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 24.05.2024 N= 10168
JCNEODBATENBHOCTE U002]

Heuacrto [Tepudepuyeckue ofexu

Hapymenuﬂ CO CMOPOHbL MbluxlellHOIz, CKeNemHol U COCOUHUMENbHOU MKAHU

Heuacrto Aptpanrus

JlonrocpoyHble KIMHUYECKHE MCCIEAO0BAaHUS MPOJOJIKUTENBHOCTBIO A0 2 JIET HE BBISIBUIU
KaKUX-THOO JTOTOJHUTENBHBIX OTKIOHEHUH NpoQuiis 0€30MacCHOCTH WM HENpeABHICHHBIX
PHUCKOB IIpU MPUMEHEHUN BUJIIATJIUIITHHA B MOHOTEPAIUU.

IIpu npumenenuu eunoazaunmuna 6 0o03e 100 mz 6 cymku 6 KombOunayuu c
Mempopmunom

[Ipu npumenenun BuwigarmuntuHa B o3¢ 100 mr/cyt B KOMOMHAIUU ¢ METGOPMUHOM HIIH
ianedo B COYETaHMM C MET(OPMHHOM CIlydyaeB OTMEHBI TEpalnuu B CBSI3U C Pa3BUTHEM
HE)KeaTeNIbHbIX Peakiii He 0TMEYaloCh.

[Ipu npumenenun BuwigarmuntuHa B go3e 100 Mr B cyTku B KOMOMHAIMU ¢ MET(HOPMHHOM
THIOTTIMKEMHsT oTMevanack B 1 % ciydaeB (B rpymme 1uianedo + MeTQOpMHH — HEYacTo
(0,4 %)). B rpymnmne npuMeHeHus: BUIIAMIUIITHHA HE HAOJI01a0Ch Pa3BUTHUS TUIIOTIUKEMUN
TSAYKEJION CTETICHH.

Macca Tena He U3MEHsUIACh 110 CPABHEHUIO C UCXOJHOW B KIIMHUYECKUX UCCIIECIOBAHMSIX MpU
npuMeHeHnr komOuHamu uigaraunTiaa 100 mr B cytku u Merdopmuna (+0,2 xr u -1,0 xr

B IPYIITax Ipemnapara 1 mianedo COOTBETCTBEHHO).

Hapywenus memabonuzma u numanus
Yacro l'unornukemust
Hapywenus co cmoponul nepéHoii cucmemvl
Yacto Tpemop, ronoBHast 60k, TOJTOBOKPYKEHUE
Heuacrto [ToBblillIeHHAs! yTOMIISIEMOCTD
Kenyoouno-Kuuieunvie HapyuleHus

Yacto TomHoOTa

JlonrocpovHble KIMHUYECKHE WCCIIEAOBAHHS MPOJODKUTEIEHOCTRIO 10 2 JIET HE BBISBHIN
KaKuX-TH00 JOMOJHUTEIBHBIX OTKIOHEHUH Mpoduist 0e30MacHOCTH WM HEMPEIBHICHHBIX
PUCKOB IMPpU MPUMCHCHUHN BUJIAATTTUIITHHA B KOMGI/IHaI_II/II/I C MeTq)OpMI/IHOM.

W3yueHne npuMeHeHHss KOMOWHAIIMK BIIIJATIMIITHHA U MeT(OpPMUHA B Ka4eCTBE CTapTOBOU
TEepanuy NpHU caxapHOM Auabere 2 TUIA HE BBISIBUJIIO OTKJIOHEHHH Mpoduis 0e30macHOCTH
HJIN HCTIPCABUACHHBIX PHUCKOB.

Ilpu npumenenuu eunoaziunmuna 6 003ze 50 mz/cym ¢ KomoOuHauuu ¢ NPoOU3E0OHbLIMU
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o1 24.05.2024 N= 10168
(NMOCNEOOBATENEHOCTE 0002)

cybhonunmouesunvl

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

[Ipu npuMeHeHnH BUIIIArIUNTHHA B 103€ 50 MI/CyT B KOMOMHAIIMY C TIIMMENHPUAOM 4acToTa
OTMEHBI TEpallMd B CBSI3U C PAa3BUTHEM HEXKENATENbHbIX peakuui cocrasiasuia 0,6 % (1o
cpaBHeHu1o ¢ 0 % B rpyrmie raumMenupus + miamnedo).

YacToTra pa3BUTHs THMIOIIMKEMMHM Yy IALMEHTOB, MOJYYaBIIMX BWIAAINIMOTHH B J103€
50 mMr/cyT BMecTe ¢ riaMMenupuioMm, cocraBuia 1,2 % (mo cpaBHenuto ¢ 0,6 % B rpymme
iane6o + rimMenupua). B rpymmne npuMeHeHus BUIAANIMITHHA HE HAOII0AaI0Ch Pa3BUTHS
TUIOTTIMKEMHH TSKEJION CTEHCHH.

Macca Tena He M3MEHsIach MO CPaBHEHMIO C MCXOJHOW B KJIMHUYECKUX HCCIEIOBaHMSAX,
KOTJ]a BUJIArTIMOTHH B 03¢ 50 MI' OIMH pa3 B CyTKU A00aBsuii K raumenupuny (-0,1 xr u

-0,4 Kr B rpynnax BUJIATIMIITAHA U TIAIe00 COOTBETCTBEHHO).

Hngpexyuu u unsazuu
Ouens penxko  Hazodapunrur
Hapywenusa memabonuzma u numanus
Yacro ['unornukemus
JKenyoouno-kuuieunvie HapyueHus
Heuacto 3anop
Hapywenus co cmoponul HepéHoii cucmemvl

Yacto Tpemop, ronoBHast 6071k, TOJTOBOKPYKEHUE, aCTCHUS

Ilpu npumenenuu eundaznunmuna 6 0o03e 100 mz 6 cymku 6 KombOunayuu c
mua3onuouHOUOHOM

[Ipn nmpumeHennn BuiagaraunTuHa B no3e 100 Mr/cyt + THa30dWIUHAMOH W IUIanebo +
THUA30JIMIMHIANOH CIIy4aeB OTMEHBI TEPAlMH B CBSI3U C Pa3BUTHEM HEKENATEIbHBIX PEaKIIHii
HE OTMEYaJIOCh.

[Ipn npumeHenun BuizarauntuHa B Ao3e 100 Mr B CyTku + IHOINIMTA30H OTMEYANOCh
pazButue runornmukemun B 0,6 % ciydaeB, a y NAIMEHTOB, MOJIy4yaBIIUX IUianedo +
NUOTINTa30H, — B 1,9 % cinydyaeB. B rpynne npuMeHeHus BUIAATIMITHHA HE HAOII0JaNI0Ch
Pa3BUTHUS TUIIOTIIMKEMHH TSDKENION CTENEeHHU.

B uccnenoBanuu npuMEHEHHUS BWIJAMIMNTHHA B KadyeCTBE JOMOJHUTEIBHON Tepanmuu K
MUOTJIMTA30HY a0COJIOTHOE YBEJIMYEHHE MAacChl Teja B Ipymrne Ianedo M BUIAATIMITHHA
100 Mr B cyTku coctaBmiio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Ipu noGaBneHuu BuUIAAraunTUHA B 103¢ 100 Mr B CyTKH K MUOTJIMTA30HY B 03¢ 45 Mr/cyT
4acToTa pa3BUTUA Nepueprudecknx 0TeKOB cocTaisuia 7 % (1o cpaBHeHuto ¢ 2,5 % Ha ¢one
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 24.05.2024 N= 10168
(NMOCNEOOBATENEHOCTE 0002)

MOHOTEPANUU MTUOTIUTA30HOM).

\Hapywienus co cmopoHul cocy0o8

Yacro [Mepudepryeckue oreku

Hapymele memaboiumMa U NUManus

Yacrto YBeauueHne Macchl Tena

Heuacto T'unornmukemus

\HapyweHnus co cmopoHbl HepEHOIL cucmembl

Heuacto I'onosHas 6016, acTeHUs

Ilpu npumenenuu eunoaziunmuna 6 0o3ze 50 me 2 paza 6 cymku 6 KOMOuHayuu c
UHCYIUHOM (C Mem@opmunom unu de3 He2o)

[Ipn npumMeHeHUM BWIAATIWNTHHA B KOMOWHAIIMM C WHCYJIMHOM (B KOMOWHAITMHM C
MeThopMuHOM Wi 06e3 MeThOpMHHA) YacTOTa OTMEHBI TEPAlMK BCJIeACTBHE pa3BuTHs HP
ObL1a paBHa 0,3 %, B rpyIIe Tepanuu BUIAATIMIITUHOM, B TPYIIIE MJIanedo ciydaeB OTMEHbI
TEpanuu He ObUIO.

[Ipn npumMeHEeHUM BWIAATIUNTHHA B KOMOWHAIIMM C WHCYJIMHOM (B KOMOWHAIIMHM C
MerhopmMuHOoM WM 0e3 MeThopMHHA) HE OTMEYAIOCh YBEIMYCHHS PHCKa pPa3BUTHS
TUIOIIMKEMHH 10 CpaBHEHHIO ¢ KoMOuHanmed rutanebo + wuHcynuH (14 % B rpymme
BuIarmnTiHa u 16,4 % B rpynme miuane6o). Y 2 manueHToB B TPYIINE BIIJATTUNTHHA U Y 6
MAIMEHTOB B IPyMIie 1anedo pa3BuiIach THIIOTIMKEMUS TSKEIION CTETEeHH.

Ha MomeHT 3aBepIiieHHs UCClIeJOBaHMsI IIperapaT He OKa3blBajl BIUSHUS HAa CPEIHIOI0 Maccy
tena (macca Tenma yBenuumiach Ha +0,6 Kr MO CpaBHEHUIO C HWCXOJHOW B TpymIe

BIWJIJIATJIMIITHHA, @ B TPYIIIE MJ1anedo ocTanach HEM3MEHHOM).

Hapywenus co cmoponul nepeHou cucmembl
Yacto I'onosHas 601k, 03HOO
JKenyoouno-kuweyHvle HapyuieHus
Yacto TomrHOTa, TacTpod30hareanbHbIN pedIroKe
Heuacro Juapest, METeOpU3M
Hapywenus memabonuzma u numarnus

Yacto T'unornukemus

Ilpu npumenenuu eunoazaunmuna é 003e 50 mz 0sa paza 6 O0eHb 6 KomOunayuu c
npenapamamu cyibhoHuimouesunvl U MEmMpopmMuHom

CrnydaeB OTMEHBI TIpemapara, cBsi3aHHBIX ¢ HP B rpynme koMOWHHUpOBaHHOUW Tepamuu
10



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 24.05.2024 N2 10168
BUJIATJIMIITUHOM, MET(GOPMHHOM U TIUME pI/I,HOM',:nHI:‘l\:/Igge;IIC:E%I'J 6o “B o Hﬁﬁ-ﬂle

KOMOMHHUPOBaHHON Tepanuu Miane6o, MeTGOPMUHOM M TIIMMEMHPHUAOM YacTOTa OTMEHBI
npemnapara, cea3anHoi ¢ HP, cocrasuna 0,6 %.

['unornukemus otmedanach 4acto B obeux rpymmax (5,1 % B rpynne KOMOMHMpPOBaHHOMN
TEepanuu BWIJATTUOTHHOM, MeThopMUHOM U TiauMmenupuaom u 1,9 % B rpymme
KOMOMHUPOBaHHON Tepanmuu Miane6o, MeTGOPMHMHOM U TiauUMenupuaoMm). B rpymme
BIJIJIATJIMIITHHA OTMEUYEH OJIMH 3IU30/1 THIIOTIMKEMHUHU TSDKEION CTENEeHH.

Ha mMoMeHT 3aBepIiieHHs] HCCIeIOBAaHUSI 3HAYMMOIO BIIMSHHUS HAa Maccy Tella BBISIBICHO HE

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

Hapywenusa memabonuzma u numanus
Yacto ['unornukemus
Hapywenus co cmoponul nepsHoti cucmembi
Yacro ['onoBOKpy)KEHUE, TPEMOD
Hapywenus co cmopoHvl Kodtcu 4 NOOKOICHBIX MKAHE
Yacto [Munepruapos
Obwue HapyweHus U peakyuu 8 mecme 66€0eHus.

Yacrto Acrtenus

Ilocmpezucmpayuonnsie ucciedoeanus

Bo Bpems mipoBeneHUs OCTPETUCTPAITMOHHBIX HCCIICOBAHNN OBUTH BBISBICHBI CIICAYIOIINE
HP (mockonbky cOOOIIEHHST TOMY4YeHbI B JOOPOBOJILHOM TMOPAAKE OT MOIMYJISILUN
HEOTPEACNEHHOTO pPa3Mepa, TOCTOBEPHO OIMPEAETUTh YacTOTy pPa3BUTHUS NaHHBIX HP He
NPEJCTaBISIETCST BO3SMOXKHBIM, B CBSI3M C Ye€M OHHM KJIACCH(HIMPOBAHBI KaK «J4acToTa
HEH3BECTHAY).

Kenyoouno-kuweynwvle napyuienus: 4acToTa HEM3BECTHA — MTAHKPEATHUT.

Hapywenus co cmoponvl neuenu u si#cenuesvbi800auux nymelii. 4aCToTa HEM3BECTHA — TeNaTUT
(pa3pemmMBIINHACS CAMOCTOATENBHO TIOCIE OTMEHBI JICKAPCTBEHHOTO IpEeTapara), MOBBIIICHHE
AKTUBHOCTH «II€YCHOYHBIX» (DEPMEHTOB (pa3peuIrBIIEECs] CAMOCTOSTEIBLHO IOCIE OTMEHBI
JIEKapCTBEHHOIO Mpernapara).

Hapywenua co cmoponvl MbluleyHOU, CKelemHOU U COeOUHUMENbHOU MKAHU: YacToTa
HEM3BECTHA — MUAIITHSL.

Hapywenus co cmoporsl Kodcu u ROOKOJNCHbIX MKAHell: 4acTOTa HeM3BECTHA — KPAIIMBHHUIIA,
9KCPOJIMATUBHOE U OYyJIJIE3HOE MOPAKSHUS KOXKU, BKJII0UYast OyJuIe3HbI IeM(UTOMN, KOXKHBIN
BACKYJIUT.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 24.05.2024 N2 10168
Coo0IIIeHre 0 T0103PEeBAEMbIX HEKEIATEILHBI peaKuth;cl'-':-'-_lE-']-"—: BATENEHOCTE 0002)

BaxHno coo0mare o0 TMOM03PEBAaEMBIX HEXKENIATEIbHBIX PEAKLIUAX IOCIE PETrUCTpaIiH
npernapara ¢ LeNblo 00ecledeHUsT HEMPEPhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «I10JIb3a —
PHUCK» JeKapCTBEHHOTO mnpemnapara. MeIuIMHCKUM paboTHUKaM peKOMEHAYeTCsl cO00IIaTh O
JT00BIX TOA03PEBAEMBIX HEXKENATEIbHBIX pEaKUUsAX JIEKapCTBEHHOIO Ipenapara uepe3
HaIlMOHAJIbHBIE CHCTEMBI COOOIICHHMS O HEKENIATeNbHbIX PEAKIUAX TOCYAapCTB-UICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

109012, r. MockBa, CiaBgaHcKas miomanis, 4. 4, ctp. 1

@enepanbHas ciryx0a o Haa30py B cepe 31paBoOXpaHEHUS

Tenedon: +7 800 550 99 03

DnekTpoHHas nmouta: pharm@roszdravnadzor.gov.ru

Caiit B WH()OPMAITMOHHO-TEICKOMMYHHKAITMOHHOM ceTn «uTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CumMnOTOMBI

BungarmuntiH X0poIio MepeHoCUTCs TPU MPUMEHEHHUH B 03¢ 110 200 Mr/cyT.

[Tpu npumenennu npenapara B 1o3e 400 Mr/cyt MokeT HabJIt0JaThCs 00JIb B MBIIIIAX, PEIKO
— JIETKWE W TPAH3UTOPHBIE NAPECTE3UH, JIMXOPAAKa, OTEKH U TPAH3UTOPHOE IOBBILICHHE
aktTuBHOCTH Jimna3el (Beime BI'H B 2 pasza). Ilpu yBenmuueHun A03bI BHIIJATJIMIITHHA 10
600 MI/CyT BO3MOXKHO pa3BUTHE OTEKOB KOHEYHOCTEH, COMPOBOXKIAIOIIMXCS MAPECTE3UIMH 1
NOBBIIIEHUEM aKTHUBHOCTH KpeaTuH(pochokuHassl, C-peakTuBHOro Oeika M MHOTIIOOWHA,
aktuBHOCTH ACT. Bee cumnTomsl iepeo3upoBKY U U3MEHEHHS J1a00paTOPHBIX MoKa3aTese
o0OpaTtuMbl TIocye peKpalleHns MPUMEHEHUS MpernapaTa.

Jleuenue

BeiBenenue mnpemapata K3 OpraHu3Ma C IIOMOLIbIO JAMaian3a MajoBeposiTHO. OnHako
OCHOBHOU TuIponu3Hbiii MerabonuT BunparnuntuHa (LAY 151) moxer ObITh ynaneH wu3
OpraHu3ma MyTeM reMoIHalIn3a.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

dapmakoTepaneBTHUECKasi TpyIMNa: CpeacTBa Ui JICUEHUS caxapHOro Juadera;
TUIOTIMKEMUYECKHE CPECTBA, KPOME WHCYJIMHOB; MHTUOUTOPHI AWIMENTHAWINEHTHAA3bI-4
(AIII1-4).

Kon ATX: A10BHO02

Mexanuszm geiicTBus
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ot 24 05.2024 N= 10168
BunparnuntuH, nOpeacTaBUTeNb — Kiacca CTHMYH%%B‘];IEJ&-&%OI—B%EMQ C Ta?ﬁjféf;'é:[:‘a

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

MOJDKEITYIOYHONH  JKETEe3bl,  SBISETCS  MOIIHBIM W CEJIEKTUBHBIM  HHTHOUTOPOM
JTUTIENITAIUINIENTUAA3bI-4 (AIIII-4), YIY4IIAFO UM TJIMKEMUYECKU I KOHTPOJIb.
NurunbupoBanne BuwimparmuntaaoMm JIIII1-4 mpuBoguT K yBenWYeHHIO 0a3ajbHOTO U
MOCTIPAHIUAIIBHOTO ~ 3HIAOTEHHOTO  YPOBHS  MHKPETHHOBBIX  ropmoHoB  ['TIII-1
(rmroxkaronononoOueii  mentun 1) w [THUIT  (Tmrok0303aBUCUMBIA  WHCYTUHOTPOITHBIN
TIOJTUTICTITHI).

dapmakognaamMuyeckue P PeKTel

[Ipy npumenenun BuigarauntTuHa B 03¢ 50-100 Mr B CyTKM y MalMEHTOB C CaXapHbIM
nuaberom 2 tuna (Cl 2 Tuma) oTMedaercs yiyduieHne QyHKIUU B-KIETOK MOHKETYA0YHOMI
xkene3pl. CreneHb ymydlieHus (YHKIUH [-KJIETOK 3aBUCUT OT CTENEHH WX HCXOIHOTO
noBpexaeHus; Tak y i 6e3 CJI 2 tuma (¢ HopMaabHON KOHIICHTPAIUEH TIFOKO3bI B TUIa3Me
KPOBH) BWJIJATJIUNTHH HE CTUMYJIHPYET CEKPELHI0 UHCYJIMHA U HE CHIKAET KOHIIEHTPAIUIO
[JIFOKO3BI.

IloBbmmas KOHLIEHTPALIUIO SHIAOTCHHOTO I'TIII-1, BUJIJATIUIITHH YBEJIIMYUBAECT
YYBCTBUTEIBHOCTh O-KJIETOK K TJIIOKO3€, YTO MPHUBOJIUT K YIYYIIEHHUIO TIIOKO303aBUCUMOMN
perymsiiuu cekpeuuu riokaroHa. CHUIKEHHE MOBBIIIEHHONW KOHLIEHTpAlMM TJIIOKaroHa BO
BpEeMsI €/Ibl, B CBOIO OUEPE/b, BBI3IBAECT YMEHBIICHUE HHCYTUHOPE3UCTEHTHOCTH.
YBenuueHrne COOTHOIICHUS WHCYJIMH/TIIOKAroH Ha ()OHE THUIEPTIUKEMHUHU, OOYCIOBICHHOE
noBbilieHreM KoHueHTpauuu ['TII1-1 u 'UII, BbI3bIBa€T yMEHbIIEHHE TPOAYKIIUU TIFOKO3BI
MEYEeHbI0 KaK BO BpeMs, TaK M IIOCJI€ IMpHeMa MWLM, YTO MPUBOAUT K CHUKCHHUIO
KOHIICHTPAIMH TJIFOKO3bI B TJ1a3M€ KPOBH.

Kpome Toro, Ha ¢oHE MPUMEHEHHs BHJIJATTUNTHHA OTMEUACTCS] CHIDKEHUE KOHIICHTPAIMH
JUNHIOB B IUIa3Me KPOBU IOCE MpueMa MHILM, OJHAKO 3TOT 3((eKT He CBsA3aH C ero
nevicreueM Ha [TII-1 wmm TUIl wu ynydymenueMm (QYHKIIMM OCTPOBKOBBIX KIIETOK
MOKETYTIOYHOM KEIE3BI.

N3BectHO, uTo mnoBblieHHWE KoHUeHTpauuu ITIII-1 MokeT npuBOIUTH K 3aMEAJICHUIO
OTIOPOXKHEHUS JKEITy/IKa, OJJHAKO Ha (hOHE MPUMEHEHHs BHIIAMIMNTHHA 1Mo00H0TO0 Y dekTa
He HaOJIFoaeTcsl.

[Ipu npumenenun BuiaarnmunTuHa y 5795 mauuentos ¢ CJ| 2 Tumna B Teduenue 52 Henenb B
MOHOTEPANUN WM B KOMOMHAIIMHA C METHOPMUHOM, TPOU3BOAHBIMU CYJIb(OHUIMOUYEBUHBI,
TUA30JIMIMHANOHOM, WJIM HMHCYJIMHOM OTMEUaloCh JIOCTOBEPHOE JIUTENbHOE CHIDKEHUE
KOHIICHTpAIlUU TJIMKUpoBaHHOTO reMoryioonHa (HbA 1¢) u rimroko361 KpOBH HATOIIAK.

[Ipn npumeHeHNM KOMOWHAIIMM BUJIATIMITAHA W METGOPMHUHA B KAavyeCTBE HadaIbHOM
Tepanuu y nauveHtoB ¢ CJI 2 Tuma B TeueHue 24 HeIenb OTMEYAIOCh J0303aBUCHUMOE
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 24 05.2024 N= 10168
cHKeHne KoHreHTpanuun HbAlc B cpaBHEHHH ¢ Moﬁ%ﬁaﬁgf;%ﬂﬁé%ﬂf;ﬂeﬁép%éﬁﬁ

Crnyuyau pa3BUTHS TUTIOTIIMKEMUU OBUTM MUHUMAJIBHBI B 00EUX IPYIIaxX TEPaIuu.

[Ipn npumenenunn BwigaraunTuHa B fo3e 50 Mr 1 pa3 B CyTkM B TeueHHE O MECALEB Y
nanenToB ¢ C/[ 2 tumna ¢ HapymeHueM (QYHKIIUU MOYEK CpefaHel (CKOpPOCTh KIyOOYKOBOM
dunprpamuu (CK®) >30, <50 mur/mun/1,73 M%) mwm tsoxenoit (CK® <30 mu/mun/1,73 M2)
CTENICHH OTMEYAIOCh KIMHUYECKH 3HAYUMOE CHIDKEHHE KoHIeHTparuu HbAlc mo
CPaBHEHHIO C I1a1eoo.

[Ipn mpumeHnenun BuiAarmunTHHA B go3e S0 Mr 2 pa3a B CyTKM B KoMOuWHanuu c/6e3
MerhopmuHa u wuHCyauHOM (cpemusst nmoza 41 EJl/cyt) Obuto mpOaeMOHCTPUPOBAHO
camkenne mokaszarenss HbAlc wa 0,77 % or ucxomHoro cpeanero 3HaueHus 8,8 % co
CTaTUCTHYECKH JOCTOBEPHOM pasHuieil ¢ mianebo 0,72 %. YacToTa TMIOTIMKEMUN B TPYIINE
BUJIIATJIMIITHHA CPaBHUMA C TaKOBOM B rpymiie mianebo. [Ipy npruMeHneHnn BUIarIunTHHA B
no3e 50 mr 2 pasza B cyTkd B KoMOuHammu ¢ MeThopmMuHOoM (>1500 Mr/cyT) U rIMMENUpUIOM
(>4 mr/cyT) OBLIO TTOKA3aHO CTATUCTUYECKH 3HaUMMOe cHIKeHHue ypoBHs HbAlc Ha 0,76 %
OT UCXOJHOTO cpeiHero 3HaueHus 8,8 %.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

AbGcopbuus

[Ipn mpueme BHYTph HATOIIAK BHJIAATIWITUH OBICTPO BCACHIBAETCS, @ €ro MaKCHMallbHas
KOHLIeHTpanusa B 1iazMe KpoBH (Cp.x) Aocturaercs uyepe3 1,75 yaca mocie npuema. [Ipu
OJIHOBPEMEHHOM TIpUe€Me C THIIed CKOpOoCTh abcopOuuM BUIIATIMIITHHA CHH)KAETCS
HE3HAYUTENbHO: OTMedaeTcsi ymeHblneHue Cnax Ha 19 % u yBenuueHue BpeMeHHU €€
MOCTHXKEHUS N0 2,5 wacoB. OmHAaKo MpuUeM NHINA HE OKa3blBaeT BIIMSHHS Ha CTEICHb
abcopOlry U TIOMIAIh IO KPUBOH «KoHIeHTpanus-speMs» (AUC).

Bunpgarmuntie OBICTPO BCachIBaeTCS, a €ro a0CONIOTHAs OMOIOCTYITHOCTH IOCHE TpHUeMa
BHYTPb cocTaBisieT 85 %. Cyax 1 AUC B TepaneBTUYECKOM AMANa30oHe 03 YBEJIUYHUBAIOTCS
MPUMEPHO MPOMOPIIUOHAIBLHO J103€.

Pacrnpenenenue

Cremnenb CBSI3bIBaHMS BWIJAMVIMITHHA C Oenkamu IutasMbl KpoBu Hu3kas (9,3 %).
Bunparnuntun pacnpezensercs paBHOMEPHO MEXKAY IUIa3MOM KPOBU U SPUTPOLIMTAMHU.
Pacnpe;[eneHI/Ie BUJLAAIJIMIITUHA TIPOUCXOAUT, MPCANOJIOXKUTCIBHO, J3KCTPABACKYIISIPHO,
00BbeM pacrpesielieHusi B paBHOBECHOM COCTOSIHUM IOCJIe BHYTPUBEHHOTO BBeleHHs (Vss)
cocrasisier 71 .

Buorpancdhopmarims

OCHOBHBIM ITyTE€M BBIBEICHUS BWIIATIHUITHHA SBIsAETCS OuoTpaHcopmanus. B opranusme
yenoBeka 69 % 1036l npenapara nojasepraerca ouorpanchopmarin. OCHOBHOM MeTabOIUT —
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nranokoMioHeHnTa. Okoso 4 % 103bl pernapara noJIBepraroTcs aMUIHOMY THIPOJIU3Y.

B nokiuMHHMYECKHX HCCIEOBAaHUAX OTMedaeTrcss mnosioxkutenbHoe BiusHue JIIII-4 Ha
TUAPOSIN3 BUIJATTUNTHHA. Bungarnmuntun merabonusupyercs 0e3 ydacTus M30(epMEHTOB
nuroxpoma P450. Bunmarnuntun He siBisercs cyoctparom uzodepmentoB P450 (CYP), ne
UHTHOUPYET U HEe UHAYIUPYET n30pepMeHTh iutoxpoma P450.

DJIMMUHAIMS

[Tocne mpuema npemnapaTta BHYTpb OK0JIO 85 % 03Bl BBIBOAUTCS Moukamu U 15 % — dyepes
KueyHuk. [loyedynas sKCKpenusi HEM3MEHEHHOr0 BWJIJArunTuHa coctaiser 23 %. Ilpu
BHYTPUBEHHOM BBEJICHUU CPEIHUN TEPHUOJ TOJYBBIBEICHUS JOCTHTaeT 2 YacoB, OOmIUi
IUTa3MEHHBIA KIMPEHC M MOYEeYHBIH KIMPEHC BHIAATIMNTHHA cocTaBisiioT 41 n/a u 13 n/4
cootBercTBeHHO. [lepuon momyseiBenenus (T,) mocie mpuema BHYTPb COCTAaBIISIET OKOJIO
3 gacoB, HE3aBUCHMO OT JO03BI.

JInna mosKujioro Bo3pacra

VY 310pOBBIX MOXKHUIBIX Jitozel (=70 net) obmiee Bo3aeiicTeue Bungarauntuaa (100 mMr onux
pa3 B CyTKH) yBenU4MBAJIOCh Ha 32 %, mpHU 3TOM IMUKOBAs KOHIIEHTpAIMs B IJIa3ME KPOBU
yBenuuuBaiach Ha 18 % mo cpaBHEHUIO ¢ MOJIOABIMU 310poBbIMH JtoAbMH (18-40 net). Tem
HE MEHEeE 3TU M3MEHEHHUs HE CUMTAIOTCS KIMHUYECKH 3HauMMbIMH. UHrubuposanue JAIII1-4
BWIJATJIMIITUHOM HE 3aBUCUT OT BO3pacTa MalMeHTa B IMpeAeliax HCCISAOBAHHBIX
BO3PACTHBIX PYIIIL.

IleueHOYHAS HEAOCTATOYHOCTD

VY manyeHToB ¢ HapylmeHHeM (YHKLIUU MEYEHU JIETKOW M cpeaHel cremeHel Tsokectu (6-9
6amioB no mkane Yainn-IIpi0) mociae OJHOKPATHOrO MPUMEHEHHs IpenapaTa OTMedaeTcs
CHIDKeHHEe OnopocTymHocTH BuyaarmunTiHa Ha 20 % u 8 % COOTBETCTBEHHO. Y MAI[UEHTOB C
HapymieHueM (QyHKIMH TiedeHu Tspkeiaor creneHu (10-12 6ammor mo mkanme Yaitna-ITero)
OMOJOCTYTHOCTh BHJIAATVIMIITHHA MOBBIMIAETCS Ha 22 %. YBenWueHHE WM YMEHbILICHHE
MaKCHUMaJIbHONH OMOJIOCTYIMHOCTH BHJIIATNIMIITHHA, He mpeBbimatomee 30 %, He sBisercs
KJIMHUYECKH 3HauuMbIM. Koppemsiuu Mexay CTENeHbIO TSKECTH HapylleHHd (QyHKIUU
MEeYeHU U OMOAOCTYIHOCTHIO IIperapara He BBISIBICHO.

IloyeyHas HEAOCTATOUYHOCTD

VY manueHToB ¢ HapylIeHneM (PyHKIMH MOYeK JIeTKOH, cpeanelt uinm Tsokenoi crenenn AUC
BWJIJIATJIMIITUHA YBEITMYUBAJIACh 10 CPABHEHHUIO CO 370POBBIMH J0OpoBoJbiiamMu B 1,4, 1,7 u 2
pasa cootBerctBeHHO. AUC Merabomura LAY 151 yBennuuBanace B 1,6, 3,2, u 7,3 pasa, a
metabomura BQS867 — B 1,4, 2,7, 1 7,3 pa3a y maiMeHTOB ¢ HapylieHHEeM (YHKIIHMH MMOYEK
JIETKOW, CpeIHEeHd U TSKEION CTENEeHEeW COOTBETCTBEHHO. OTrpaHUYEHHBIE JaHHBIE Y
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MOKAa3aTeNu JAaHHOW TPYIIBI CXOKH C TAaKOBBIMH Y TAIMEHTOB C HapylIeHHEeM (YHKIIUU
noyek Tspkenod cremeHu. Konuentpamus wmerabonuta LAY151 y  manmeHToB ¢
tepMmuHanbHOM ctaguend XbII yBenuuuBaiack B 2-3 pa3a o CpaBHEHUIO C KOHIEHTpALIMEH Y
MAIMEHTOB C HapylIeHneM QYHKIUU MOYEK TSKEJION CTerneH .
[Ipn mnpumeHeHMHM Tpenapara y NaIllMeHTOB C HapyIIeHHeM (QYHKIUU TIMOYeK MOXET
noTpeOOBATHCS KOPPEKLHUS JO3bI.
BriBegenne BuiIJariMNnTHHA TMPUH TeMOJUAIM3e oOrpaHuyYeHo (uepes 4 wyaca moclie
OJIHOKPAaTHOT'0 IpuemMa cocTaisieT 3 % npu JUIMTEIbHOCTH IpoLeaypsl Oonee 3-4 yacos).

eTn
dapMaKOKHHETHYECKHE OCOOCHHOCTH BUJIIATTIUITHHA Y JIeTeH U MOAPOCTKOB Miaame 18 et
HE YCTaHOBJICHBI.
6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BElIECTB
JaKTO3a
KapOOKCUMETUIIKpaxMai HaTpHs
MarHusi creapar
LIEJUTI0103a MUKPOKPHUCTAIIIINYECKAs]
6.2. HecoBmecTUMOCTD
He npumenumo.
6.3. Cpok rogHocTH (CPOK XpaHeHUs )
2 roxa.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHUTh B OPUTHHAJIBHOHN yITaKOBKE (I1avke) MpHu Temmeparype He Boime 25 °C.
6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU
Tabnetku 50 mr.
[To 5 TabieTok B KOHTYPHYIO SIYEHKOBYIO YIIAKOBKY U3 (DOJIBIU AIFOMUHUEBON MHOTOCIIONHOM
1 (HOBIU ATIOMHUHUEBOM MEYaTHON JTAKUPOBAHHOM.
ITo 10 TabJIeTOK B KOHTYPHYIO STYEHKOBYIO YIOAKOBKY U3 TJICHKU
NOJMBUHUIIXJIOPUTHON/TIOTMBUHUINICHXJIOPUIHOW ¥ (OJNBrd  aJIOMHUHHMEBOM IE€4aTHOM
JTAKUPOBAHHOM.
[To 30 TabGneTok B 0aHKY M3 MOJUATUIICHA WM TIOJUIIPONMIICHA C TUIACTMACCOBOM KPBITIIKOM C
KOHTPOJIEM [IEPBOI0 BCKPBITHS C BJIArONOMNIONIAIOIIEH BCTaBKOM.

Ha OanKy HakJIeMBalOT ATUKETKY CAMOKJIESALIYIOCS.
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YITAKOBOK IO 5 TaOJIETOK BMECTE C JIMCTKOM-BKJIAJIBIIIIEM TOMENIAIOT B MMAYKy U3 KapTOHA.
Kaxnyro 6aHKy BMECTE ¢ TUCTKOM-BKJIA IBIIIEM TIOMEIIAIOT B MMAYKY U3 KapTOHA.

6.6. QOcoOble Mepbl TNPEJOCTOPOKHOCTH TMPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MJIM OTXO/0B, MOJY4YEeHHbIX IOcJde NPHMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIALIHUHU ¢ PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

JIto60e KOIMYECTBO HEHCIIOIb30BAaHHOTO Mperapara WIM PAacXOJHble MaTepuaibl TOJKHBI
YHUUYTOXKAaTbCS B COOTBETCTBHUU C YCTAaHOBJICHHBIMU HAI[MOHAJbHBIM 3aKOHOAATEIHCTBOM
TpeOOBaHUSIMU.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO «ABBA PYC»

121614, r. Mocksa, yi. Kpeutatckue Xoawmsl, a. 30, kopr. 9

Ten.: + 7 (495) 956-75-54

info@avva-rus.ru

7.1. [IpencraBuTeib AepKaTesl PErHCTPALMOHHOIO Y10CTOBEPEHUS

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

AO «ABBA PYC»

121614, r. Mocksa, yi. Kpeutarckue Xonamsl, a. 30, kopi. 9
Ten.: + 7 (495) 956-75-54

OnektponHas nmouta: drug.safety@avva-rus.ru

8. HOMEP PETUCTPAIMOHHOTI'O YAOCTOBEPEHMUA

9. IATA IEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUA PETUCTPALIUU,
INEPEPETUCTPALIMN)

JlaTa nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mas xapakTepucTHKa JIeKapCTBEHHOTro mnpemnapata Bunmarmuntun ABBA pocrynmHa Ha
uH(GOPMallMOHHOM TMopTane EBpa3uiickoro 3KOHOMHYECKOTO C€OI03a B HH(MOPMAalMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/
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