COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 11.02.2025 N= 3210

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Buinarsyc, 50 mr, TabieTku.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro111ee BEIIECTBO: BUJIIATJIUIITHH.

1 TabneTka npemnapara coaepxut: 50 MI BUILAATIUIITHHA.

BcmomorarensHbIe BCIICCTBA, HAJIMYMUC KOTOPLIX HAJAO0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: JJakTo3bl MOHOTHIpAT (cM. pasaenst 4.3., 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBEIICH B pa3jene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0meTku.
TabneTku Kpyriible IUIOCKOIMIMHIPUYECKHE, 0eI0ro WM MoYTH Oenoro mBera, ¢ (acKoil.

I[OHYCKEIIOTCH HE3HAUYUTEIbHEIE OOJIee TEMHBIE HIIH 00JIEE CBETIILIE BKpaIlJICHUS.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

JlexapcTBeHHbIN mpenapat Bungarsyc nokasaH K IpUMEHEHHUIO MIPU caxapHOM auabere 2 TuIiia
(CHA 2 Tuna) y B3pOCHBIX IMMAIMEHTOB (B COYETaHUM C JAUETOTEpanued u (PU3NUECKUMHU
YOPaKHEHUSIMU )

e B KAauecTBE MOHOTEpamuu B ciaydae HEdIP(HEKTUBHOCTH TUETOTEpANnUUd M (PU3UUECKHUX
VOpaXHEHUH Yy TAalMeHTOB C HalU4YMeM MPOTHBOIOKA3aHUNW K MPUMEHEHUIO/
HENEPEeHOCHUMOCTH MeTQOpMHUHA UITH B cilydae HedPPEKTUBHOCTH MET(HOPMHUHA;

e B KOMOHWHAIMHU ¢ METHOPMHUHOM B KAU€CTBE HaYaIbHON MEIUKAMEHTO3HOM TEparmuu Mpu
HEeJA0CTaTOYHOU 3((HEKTUBHOCTH IUETOTEepaNy U GU3HUECKUX YIPAKHEHUI;

® B COCTaBe JBYXKOMIIOHEHTHOM KOMOWMHHMpPOBAHHOW Tepamuu: ¢ METHOPMHUHOM WITU
TUA30IMIMHANOHOM, WM C HWHCYJIMHOM B ciydae Hed(p(EKTHBHOCTH AMETOTEpaIuw,
(bU3HYEeCKUX YIIPAXKHEHUH U MOHOTEPATUU dTUMHU TperapaTaMu;

e B COCTaBE JIBYXKOMIIOHEHTHOH KOMOMHUPOBAHHOW TEpamuud C MPOU3BOJHBIMHU
CyJIb()OHMIMOYEBHHBI Y MAIIUEHTOB C HEJOCTATOUYHBIM KOHTPOJIEM TIIIMKEMHH Ha (oOHE
MaKCHMaJbHO MEPEHOCUMOW J03bl MPOU3ZBOJHOIO CYyJIb()OHUIMOYEBHUHBI WIH IIPH
HAIMYUU TPOTHBOINOKA3aHUN K TPUMEHEHUIO/HETIEPEHOCUMOCTH METPOPMUHA;

® B COCTaBe TPOWHON KOMOWHHUPOBAHHON Tepamuu: B KOMOMHAIIMH C TPOU3BOIAHBIMU

CYJ'IB(I)OHI/IJ'IMO‘-ICBI/IHBI n MCT(I)OpMI/IHOM, Yy HNAalUCHTOB, PaHEC MOJJYYaBHIUX TCPAIINIO
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MPOU3BOJHBIMU CYJIb(OHUIMOUYEBUHBI |1 Mer)EL)Mr/ragM-‘L ;Fa'“ E)lc:)gé: I_hl—ae-'r-gfe'tl)annﬁ u

bu3nUecKrX ynpaKHEHUH U He JOCTUTIIMX aJIeKBATHOT'O KOHTPOJIS TNINKEMUH;
® B cOCTaBe TPOHHONW KOMOWHUPOBAHHON Tepamuu: B KOMOMHAIIMKM C WHCYJIMHOM H
METGOPMHUHOM, Yy MAIMEHTOB, paHEe IOJyYaBIIMX HHCYJIUH B CTAOWIBHOH 1103€ U
MeTGOopMUH Ha (OHE AMETOTEpaluu M (PU3MUECKUX YIPAKHEHUH, U HE JOCTUTIIUX
aZIcKBaTHOT'O KOHTPOJIS TJIMKEMUHU.
4.2. Pe:kuM 103MPOBAaHUS M CIOCO0 NPUMeEHEeHUs!

PexxuM J103upoBaHus

Jo3y mpemapata BuinmarByc crienyer mnoaOuparb WMHIUBUAYadbHO B 3aBHUCHUMOCTH OT
3 PEKTUBHOCTH U IEPEHOCHMOCTH.

Pexomenayemast no3a npenapara Bunarsyc 50 mr 1 wiu 2 pasza B JeHb. MakcuManibHasi CyTOUHAs
no3a npenapara coctasisier 100 mr.

Pexomenayemasi 103a mpemnapaTa B MOHOTEpANMK UM B COCTaBe KOMOMHUPOBAHHOM Tepanuu ¢
MeTHOPMUHOM, THAZOJIUIUHAUOHOM WJIM MHCYJTUHOM (B KOMOMHAIIMKM ¢ METQPOPMUHOM Win Oe3
meTdopmuHa), coctapiser S0 mr win 100 Mr B CyTKH.

Pexomenayemast 1o3a npenapara Buarsyc B cocraBe JBOWHON KOMOMHUPOBAHHOW TEparuu C
npenapatamu cyib()OHHIMOYEBHHBI cocTaBisieT S0 mMr 1 pa3 B cyTku yrpom. B 3T0ii momyssinun
nanueHToB 3¢ dexTuBHOCTh npenapata Bumgarsyc B mo3e 100 mr B cyTku Oblla CXOZHOU C
TakoBOM B J103¢ 50 MI B CyTKHU.

PexomenoBanHas n03a npenapara Bungarsyc B cocraBe TpoilHOM KOMOWHUPOBAHHOM Tepanuu
(BUIIIArTUOTHH + IPOM3BOJHBIE CYIb(OHMIMOUYEBUHBI + MeTdopMuH) coctasiusger 100 mr B
CYTKH.

Ecnu nenu ramkeMuyeckoro KOHTPOJsSl HE JOCTUTHYTHI Ha (poHE MpUMEHEHHsS MaKCHUMaJIbHON
cyTouHoM 10361 100 Mr, ciaenyeT paccMOTPETh BO3MOKHOCTh 10OABIEHUS K Teparnuy mpernapaToM
Bunpgarsyc npyrux rUnorimkeMHYeCKUX IpernapaToB, TaKUX Kak MET(OpPMHH, MPOU3BOIHBIE
CyJIb(OHUIMOYEBUHBI, THA30JIUJUHINOHBI WIIX UHCYJIUH.

Oco0bIe I'pynnbl DaMCHTOB

llayuenmul ¢ napywenuem ynKyuu novex

VYV mnamueHTOB ¢ HapymieHHeM (QYHKIMH TOYeK JIETKOM CTENeHH (CKOPOCTh KIIyOOUYKOBOM
dunsTparmu (CK®) > 60 mn/mun/1,73 m?) u cpeaneii crenenn ¢ CKD 50-60 mn/mun/1,73 m? He
TpeOyeTcst KOPPEKIIUU peKUMa JO3UPOBAHUS Mpernapara. Y MalleHToB ¢ HapylieHneM (GpyHKIuu
nmouek cpenHeir cremern ¢ CK® 30-50 wmun/mun/1,73 M?° W TSDKENON  CTEreH!
(CK® < 30 mn/Mun/1,73 M?), BKIIOYas TEPMHHAIBHYIO CTAIHIO XPOHHUYECKOH OOJE3HM TOYeK
(XBII) y manueHToB, HAXOASIMIUXCS Ha TEMOIUANIN3€E WIH MTPOXOISIINX MPOIeIypy TreMOoInain3a,

npemnapar ciaeayeT npuMeHsaTh B 1o3e 50 Mr 1 pa3 B cyTku.
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HauueHmbl NnOS2HCUTIOC0 803pacma

VY nmarueHToB MOXKHUIOrO BO3pacTa HE TpeOYyeTcsl KOPPEKIMU pexXruMa JI03UPOBaHUs Ipernapara
Bunparsyc.

eTH
[Ipumenenue BUIArIMOTHHA Yy JAetedl g0 18 ner mnporuBomoka3aHo. be3omacHOCTh u
3¢ (HEeKTUBHOCTH BUIIIATIIMIITAHA Y JICTeH HA TaHHBI MOMEHT HE YCTaHOBJICHEI.

Cnooco0 nnpuMeHeHus

Ho3y 50 mr/cyt cnemxyer nmpuHuUMaTh | pas B 1eHb yTpoM, a03y 100 mMr/cyT ciaeayer AenuTh Ha
2 mpuema — 1o 50 Mr yTpoMm u BeuepoM. B ciyuae npomycka npuemMa npemnapara clieyeT NpUuHATh
MPOMYIIEHHYIO 103y Kak MOXKHO ckopee. [Ipu aTom ciemyer n3derats MpuHSATHS YABOCHHOMN 03B
B OJIMH JICHb.

[Ipenapat Bunnarsyc npuHUMAaOT BHYTPb HE3aBUCHMO OT IIpHEeMa MUIIH.

4.3. IIpoTHUBONOKA3AHHS

e [ UNepyyBCTBUTEIHLHOCTH K BUIIATTUNTHHY WIH K JIFOOBIM BCIIOMOT'aTEeJIbHBIM BEIIECTBAM,
MepEUYUCIICHHBIM B pazjene 6.1.

e HacnencrBeHHass HENEPEHOCHUMOCTh TajlaKTO3bl, HEAOCTATOYHOCTbH JIAKTa3bl, TJIFOKO30-
rajJlakTo3Hast MaJIbaOCOpPOIIHSL.

e bepeMeHHOCTh, TPyJHOE BCKapMJIMBaHUE (B CBSI3U C HEIOCTATKOM COOTBETCTBYIOIIUX
JaHHBIX) (cM. pazzaen 4.6.).

e (Caxapuslii uadet 1 Tuma.

e OcTppli WIM XPOHHYECKHH METa0OJUYECKHi aruao3 (BKIOYAs AUa0ETHUECKHUi
KETOaIlK 103 B COUETAaHWU C KOMOW min 6€3 TakoBo#). JlmabeTnuueckuii KeToanua03 J0JKeH
KOPPEKTUPOBATHCS MHCYJIMHOTEpanuei. JlakraTaumao3 (B TOM 4HCIe U B aHAMHE3E).

e Hapymenus ¢(yHKIMM Te4YeHH, BKJIIOYas MAIMEHTOB C TMOBBLIIMIEHHON aKTUBHOCTHIO
«TIEYEHOYHBIX» ¢bepmMeHTOB (amaHmHAMUHOTpaHCEpasbl (AJIT) 1581071
acnapratamuHoTpancdepasbl (ACT) B 3 u Gonee pa3 Bblllle BEpXHEH TPaHUIIBI HOPMBI,
(3xBI'H).

e Xponuueckas cepaeunas HegoctatrouHocTh (XCH) IV dynkumonansroro kinacca (OK) mo
dyHKIMOHANBHON Knaccudukamun  Hplo-Mopkckoil KapaHONOrHyecKoil  accolualim
(NYHA) (BBuay OTCYTCTBHSI JAHHBIX KIWHUYECKUX WCCICIOBAHUNA O TPUMEHEHUU
BWIJATJIUIITUHA Y 3TOW TPYIIIBI MAIlHEHTOB).

o Jlerckuii Bo3pact a0 18 net (3hpexTuBHOCTH U 6€30MaCHOCTh MPUMEHEHHS Tperapara He

YCTaHOBJIEHBI).
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4.4. OcoOble ykazaHHus U MepPbl MPeI0CTOPOKHOCTH n%‘%ﬂ%ﬁﬁg EMEHOCTE 0005)

Oco0ble yKa3auus

B noxnuMHHMYECKHX HCCIENOBaHMSIX IpU IpPUMEHEHUM B J03aX, B 200 pa3 mpeBblLIAOIIMX
pEKOMEH1yeMble JUIs YeJIOBeKa, IpenapaT He BbI3bIBaJl HapyIIeHUH (pepTUIbHOCTH.

IIpy HEOOXOAMMOCTM MHCYJIMHOTEpanuM npenapaTr BunparByc NpUMEHSIOT TOJIBKO B
KoMOMHaIMu ¢ MHCYyIuHOM. [Ipemapar mpoTHBONOKa3aH y MAIMEHTOB C CaXxapHbIM IHA0ETOM
| Tuna wim a1 JeyeHus 1MadeTUUeCKOro KeToalu103a.

CepsieyHas HEAOCTaTOYHOCTh

[TockoyibKy nmaHHbIE O mnOpuMeHeHWM BuigarauntuHa y mnauueHtoB ¢ XCH III @K mno
knaccupukanmn NYHA orpanwueHbl W HE TO3BOJIIOT CJHIENaTh OKOHYATEIBHBIA BBIBO/I,
PEKOMEHIYETCA C OCTOPOKHOCTBKO NPUMEHSATh NpenapaT BuimarByc y NanveHTOB JaHHOM
KaTeropyH.

He pexomennyetcs mpuMmenenue puiigarnunTiia y nanuentoB ¢ XCH IV @K no knaccudukanuu
NYHA, BBUly OTCYTCTBUS ITAHHBIX KIMHUYECKUX UCCIEIOBAaHUN O MPUMEHEHUN BHJIIATJIUIITUHA
y NalMEHTOB 3TOM T'PYIIIIHI.

Hapymenue d)VHKHI/II/I IIO4YCK

[TockonbKy ONBIT MPUMEHEHHUs Ipenapara Buijgarsyc y maldeHTOB C TEPMUHAJIBHOM cTaguei
XbII, HaxoAsmMXCcss HA TEMOJMAIN3E WIA MPOXOJAIIMUX NPOLEAypy FeMoauannsa, OrpaHudeH,
Mpernapar peKOMEHAYETCS PUMEHSATh C OCTOPOKHOCTBIO Y JAHHOW KaTErOpUH MalMeHTOB.

Hapymenus d)VHKHI/II/I INCYCHHU

[TockonpKky B peNKHMX Ciydasx IpU NPUMEHEHHH BWIJAIJMITHHA OTMEYAJIOCh IOBBILIEHUE
aKTUBHOCTH aMHHOTpaHc(epa3 (kKak mpaBwio, 0e3 KIMHUYECKUX TMPOSBICHUI), mepen
IIPUMEHEHNEM IIpenapara Buiareyc, a Takke U peryJsipHO B XOJ€ IEPBOro rojia IpUMEHEHUS
npenapata (I pa3 B 3 Mecsna), peKOMEHJIYEeTCs OIpEeNsaTh OMOXMMHUYECKHE IOKa3aTeln
¢yHkuun nedeHu. [Ipy BBIBIEHHMM TOBBILIEHMS AaKTUBHOCTU aMHHOTpaHcdepas clemyeT
IIPOBECTU MOBTOPHOE MCCIECIOBAHKUE C LIEIBIO MOATBEPKACHHUS PE3yNbTaTa, a 3aTEM PEryJIIPHO
IIPOBOAMTD ONpEIeIeHNe OMOXUMUYECKHUX MOKa3aTeael GyHKINHN MeUeHH 10 UX HOPMaJIU3allUH.
Ecnu npessitnenne aktuBHoct ACT unmu AJIT B 3 munu 6onee pas Beimie BI'H noarsepxaeHo
IIOBTOPHBIM UCCIIEA0BAHUEM, NIPENapaT PEKOMEHAYETCS OTMEHUTb.

[Ipy pa3BUTUM KENTyXW WIM JPYTrUX MPU3HAKOB HapylleHHs (PyHKUMM TMedeHu Ha (oHe
IIPUMEHEHHUs Tpernapata Buigarsyc Tepannio npernapaTtoM CleayeT HEMEUIEHHO INPEKPATHUT.
[Tocne HOpmanmu3anuu mokaszareneid (YHKIMH TEYEHH JIEYeHHE IpenapaToM BO30OHOBIISATH

HCJIb34.
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I'unornmukeMust

W3BecTHO, 4dYTO mpenapaThl  CyJdb()OHMIMOYEBHHBI MOTYT IPOBOLIMPOBATH  pPa3BUTHE
runornukemMun. CyIiecTByeT pUCK pa3BUTHSI TMIIOINIMKEMHUH IIPU OJJTHOBPEMEHHOM ITPUMEHEHUN
BWIJIATJMITHHA C [penapaTtamMu  Cyiab(GoHMIMOYeBUHBL. Ilpm HeoOXogumocTu ciexyer
paccMOTpeTh BO3MOYKHOCTb CHMIKEHMsI J103bl IPENapaToB CyJb()OHUIMOYEBHHBI C LENbIO
MUHHUMM3UPOBATh PUCK PA3BUTHS TUIIOTIIMKEMUH.

OcCTpBIii TAaHKPEATUT

[Tpumenenue npemnapara Bunaarsyc cBs3aHo ¢ pUCKOM pa3BUTHUS OCTPOro nmaHkpearuta. Cnegyer
npouH(OPMUPOBATh MAIMEHTa O CUMITOMAaX, XapaKTEepPHBIX JUIsi OCTporo mnaHkpeaturta. llpu
MOJO3PEHNH Ha OCTPBIM MaHKpEaTHT Iperapar cleayeT oTMeHHTh. He ciemyer BOo300OHOBISATH
TEPAIUIO, €CIIM OCTPBII MAaHKPEATUT OBbUT OATBEPKIEH. Y MAIMEHTOB C OCTPHIM MTAHKPEATUTOM B
aHaMHe3e MPUMEHSATH Ipenapar Buigarsyc cienyer ¢ 0CTOPOKHOCTBIO.

BcnomorarensHbIe BEIECTBA

[TamenTaMm C peAKo BCTPEYAOLIEHCS HACIEICTBEHHOM HENEPEHOCUMOCTBIO TajaKTO3bl,
NeGUIUTOM JaKTa3bl, TITIOK030-TATaKTO3HOW ManbaOCcopOIieil He cleayeT MPUHUMATh JaHHbIA
npemnapar.

[Tpenapat conepkut MeHee yeM 1 MMouib HaTpus (23 mr) B TabJeTKe, TO €CTh MPAKTUUYECKH He
COJICPKUT HATPHSL.

4.5. B3amMmopeiicTBHMe ¢ [PYTMMH JIEKAPCTBEHHBIMH MpenapatamMM H JApyrue BH/IbI
B3aNMOJeliCTBUSA

Bunnarnuntun o6sagaeT HU3KUM MOTEHLIUAIOM JIEKapCTBEHHOT'O B3aUMOJIEHCTBUS.

[TockonpKy BUNAATIMIITHH He ABIseTcs cyocTparoM hepmerToB nutoxpoma P450 (CYP), a taxke
HE MHTUOMpYeT M HE HHAYLHUPYET OSTH (EepMEHTHI, B3aUMOJICHCTBUE BWJIJATJIUNTHHA C
JIEKapCTBEHHBIMM IIperapaTtaMH, KOTOpbIE SBIAIOTCA CyOCTpaTaMu, HWHTHOUTOpaMHM WM
unaykropamu P450 (CYP), manosepositHo. [Ipy 0JHOBpeMEHHOM MPUMEHEHHH BUJAATIMITHH
TaK)Ke HE BJIUSAET Ha CKOPOCTh METa00IM3Ma IpenapaToB, BJISAIOLINXCS cyocTpaTaMu (EPMEHTOB:
CYP1A2, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EI u CYP3A4/5.

KnuHuyeckn 3HaYMMOro B3aWMOJEHCTBHS BWIIJIATJMITHHA C IpernaparamMH, Haubosiee 4acTo
ucnonb3yembiMu 1ipu siedennn CJ{ 2 tuna (raubeHKIaMu0oM, MUOTJINTa30HOM, MET(HhOPMUHOM)
Wi 00JaJaoMMU  Y3KUM TEpaneBTUUYECKUM JHana3oHoOM (aMJIOJUIMHOM, JUTOKCHHOM,
paMHUIPUIIOM, CUMBAaCTaTUHOM, BaJICApTaHOM, Bap(hapuHOM) HE YCTaHOBJIEHO.

Tuasuapl, INIIOKOKOPTUKOCTEPOMBI,  Ipernaparbl TOPMOHOB  IMUTOBHJHOM  JKeEIlEe3bl,
CUMIIATOMHUMETUKH MOTYT CHM)KAaTh THIIOIVIMKEMMUYECKOE JEWCTBHE BWIAAIIMITHHA, KaK M

JIPYTUX TIEPOPATBHBIX MPOTUBOIUAOCTHIECKUX MTPENapaToB.
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BIWJIJIATJIMIITHHA C MHTHOMTOpPaMU aHTMOTEH3MHIpeBpammaomux gepmentoB (AIID), mpu stom
ObLIa CXOAHOM C TAKOBOM B KOHTPOJIbHOM rpymre. B 00nbIIMHCTBE CilydyaeB aHTHOHEBPOTUYECKUN
OTEK OBbUI CpelHEHl CTEeNeHW TSHKECTH U pa3periajics CaMOCTOSTENBHO B XOZAE MPOJOJKEHUS
TEpaNyuy BUIAATTIUIITHHOM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTh U JIAKTALUSA

bepemenHoOCTD

JlocTaTouHBIX JaHHBIX 110 IPUMEHEHUIO ITpenapara Bungaresyc y 6epeMeHHBIX HET, B CBA3H C YEM
npenapar IpOTHBOIIOKA3aH BO BpeMsi OepeMeHHOCTH. B 1oKiIMHHMYEeCKUX Hcciae0BaHUAX Obuia
BBISIBJIEHA PENPOAYKTUBHAs TOKCUYHOCTb NPU NPUMEHEHUH B BBICOKUX J103aX, IOTEHUIUAIbHbBIN
PHUCK IS 4EJIOBEKA HEU3BECTEH.

JlakTanuys

[Ipenmapatr BunparByc npoTHMBONOKa3aH B IE€PUOJ T'PYAHOIO BCKapMJIMBaHUS, IIOCKOJBKY
HEU3BECTHO, IPOHUKAET JIM BWIJAIIMIITHH B ITPYIHOE MOJIOKO y YEJIOBEKA.

4.7. Baiusinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpeJCTBaMU U padorath ¢
MeXaHHU3MaMH

HccnenoBanust BIMAHUA Ipenapara BungarByc Ha croCOOHOCTH YIPaBIsATh TPaHCHOPTHBIMU
CpEeJCTBaMU MJIM paboTaTh C MEXaHW3MaMHM He MPOBOAMINCH. [Ipy pa3BUTHH rOJOBOKpPYKEHUS Ha
¢doHe MpUMEHEHMsI IpernapaTa MalueHTaM He cIeAyeT YIpaBisiTh TPAHCIOPTHBIMU CPEACTBAMU
WK paboTaTh ¢ MEXaHU3MaMHU.

4.8. HexkenareJibHbIE peaKUMU

Pesrome nnpoduias 0e30macHOCTH

[lpy nmpumeHeHuH npenapata BuimarByc B MOHOTEpanuu WM B KOMOWHAIMHA C JPYTHMHA
npenapataMu OOJIBIIMHCTBO HEXENaTeIbHbIX peakiuil OblIM ciabo BBIpaKEHbI, HMEIU
BpPEMEHHBII XapakTep M He TpeOoBaaM OTMEHbl Tepanuu. Koppemsauuum Mexay yacToToi
HexenarenbHbix peaknuit (HP) u  Bo3pactom, mMOjIOM, STHUYECKONW NPHHAAIEKHOCTHIO,
IPOJOKUTEILHOCTHIO IPUMEHEHUSI UITH PEKUMOM J03UPOBAHUS HE BBISBIICHO.

YacToTa pa3BUTUS AHTMOHEBPOTHMYECKOTO OTeKa Ha (oHEe Tepamuu mpenaparoM Buigareyc
cocrasisuia > 1/10000, < 1/1000 (rpaganms «penko») v OblTa CXOTHOM C TAKOBOI B KOHTPOIBHOM
rpynne. Haubosnee yacto ciiyyan aHTMOHEBPOTHYECKOIO OTE€KAa OTMEYAIHMCh MPH MPUMEHEHUU
mpernapata B KOMOHMHAIlMM C HMHTMOMTOpaMHM aHTMOTEH3MHIpeBpamawomero ¢epmenrta. B
OOJIBITMHCTBE CIy4aeB aHTMOHEBPOTUYECKUN OTEK OBbLIT CpeTHEH CTETIEHH TSKECTH U pa3perancs
CaMOCTOSITENIFHO B X0/1€ MIPOIOIDKEHHS TEPAITH BUIIATTUITHHOM.

Ha ¢one tepanuu npenapatom Bunarsyc peako oTMeudanuch HapylleHUs (QYHKUIUU TEUYEHU

(BKJIIOYAsl TENaTuT) OECCUMNTOMHOTO Te4eHUs. B OONBIIMHCTBE Cily4yaeB JaHHbIE HAPYIIEHUS U
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OCJIO)KHEHUH IIOoCiie IpeKpalleHusl Tepanuu mpenapatoM. [lpm npuMmeHeHuu mpenapara
Bunpnarsyc B 1o3e 50 mr 1 unu 2 pa3a B CyTKH 4acTOTa YBEIMYECHUS] aKTUBHOCTU «I1€YECHOUYHBIX)
depmentoB (AJIT wiu ACT > 3xBI'H) cocrapnsina 0,2 % wim 0,3 % cooTBeTCTBEHHO (110
cpaBueHuio ¢ 0,2 % B KOHTPOJNBHOM TIpymme). YBeIWYEHHE AKTUBHOCTH «IEYEHOUHBIX)
(depMeHTOB B OOJBIIMHCTBE CIy4yaeB ObUIO OECCUMIITOMHBIM, HE IPOrPECCHPOBATIO U HE
COIPOBOKAAIOCH XOJIECTA30M WJIU JKEITYXOMU.

TabanuHoe pE3IOME HEKENATCILHBIX PeaKIIMH

HesxenaTenbHble peakiiiy pacipe/iesieHbl B 3aBUCUMOCTH OT YacTOThI UX BO3HUKHOBEHHS: OUYEHb
gacto (= 1/10); gacto (or > 1/100 mo < 1/10); mewacto (ot > 1/1000 mo < 1/100);
peaxo (ot > 1/10000 go < 1/1000); ouens penko (< 1/10000); vacrora Hem3BecTHA (HA OCHOBAaHUH
UMEIOIIUXCS JaHHBIX OLCHUTh HEBO3MOKHO).

Ilpu npumenenuu npenapama Bunoazeyc ¢ monomepanuu

[Tpu npumenenuu npenapata Bungareyc B 1o3e 100 Mr B CyTKH 9acTOTa OTMEHBI TEPAITUH B CBSI3U
C pa3BUTHEM HexkenaTe bHbIX peakiuii (0,3 %) Oblia He BhIIIe TaKOBO# B rpyirne miaiebo (0,6 %)
win npenapata cpasaenus (0,5 %).

Ha ¢one monotepanuu npenapatom BuimgarByc B go3e 100 Mr B CyTKM YacToTa pa3BUTHS
TUTIOTJIMKEMUH 0€3 YyBEJIMYEHUsI CTENEeHH TsDKeCTH cocTosiHusa coctaBimsia 0,4 %, uyto
COIMOCTaBUMO C IpenapaToM cpaBHeHus u mrare6o (0,2 %).

Macca Tena He U3MEHSIACh MO CPABHEHHIO C MCXOJAHON B KIIMHUYECKUX MCCIETOBAHMIX, KOTJa
BusAarmunTuH 100 Mr B CyTKM IPUMEHSUTU B KauecTBe MoHOTepanuu (-0,3 kr u -1,3 xr B rpynnax

npenapata Bungarsyc u miane6o cOOTBETCTBEHHO).

HexenarensHas peakuusa YacToTa HEeKeIaTeIbHOI peaknuun

Nudexunn u naBazuu

WNHpexunn BepXxHUX AbIXaTeIbHBIX MyTel, Ha30apuHruT | O4eHb penKo

HapymeHI/I;I MeTa00JIM3Ma U MUTaHUS

T'unornmukemus Heuacto

Hapyuiennst co cTopoHbl HEpBHOW CHCTEMBI

I'onoBokpysxeHue Yacto

T'onoBHAas 00JIb Heuacto

Hapyenust co cTopoHsl cocyn0B

[lepugepuyeckne oreku Heuacro

>KCJ'Iy,Z[O‘-IHO-KI/II_HeLIHLIC HapyHICHUA

3amop Heuacro
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Hapymenus co cTOpOHbI MBIIIEYHOM, CKEIETHQU U coeiMimTe EROI TKamt - - - = T

ApTtpanrus Heuacro

Jlonrocpoynble KIMHUYECKUE UCCIeI0BAaHUS MPOIOJKUTEIILHOCTHIO J10 2 JIeT HE BBISIBUJIM KaKUX-
100 JOMOJIHUTENBHBIX OTKJIOHEHUH Mpoduis 6€30MacCHOCTH WM HETPEABUACHHBIX PUCKOB IpU
MPUMEHEHUY BUJIIATJIUIITHHA B MOHOTEPAITUH.

Ipu npumenenuu npenapama Bunoaeeyc 6 0ose 100 me 6 cymku 6 komOuHayuu ¢ Memg@opmuHom
[Tpu npumenenuu npenapara Bugarsyc B g1o3e 100 Mr/cyT B koMOMHaIMK ¢ METHOPMUHOM HIIH
mwianedo B CoYeTaHMH C METGOPMUHOM CIydaeB OTMEHBI Tepalmuu B CBS3U C Pa3BUTHEM
HEeXeJaTeNIbHBIX PeaKIuil He 0TMEUaIoCh.

[Tpu npumeHennn npenaparta Bungarsyc B no3e 100 Mr B CyTKU B KOMOWHAIIUU C METQOPMUHOM
THITOTJIMKEMHES oTMeuasiachk B 1 % ciydaes (B rpymre miamne6o + merdopmun — Heyacto (0,4 %)).
B rpynmne mpumenenus mnpenapata BungarByc He HaOMI0OJaNOCh Pa3BUTHS THUIIOTIUKEMHUU
TSKEJIOW CTETIEHHU.

Macca Tena He U3MEHsSJIACh MO CPABHEHHMIO C MCXOJHOW B KIIMHMYECKUX HCCICAOBAHUSX IMPHU
NpUMEHEeHUH KomOuHanuu npenapara Bummarsyc 100 mr B cytku u merdopmuna (+0,2 Kr u

-1,0 kr B rpynmax npenapara Bungarsyc u miaarne6o COOTBETCTBEHHO).

Hexenarenbnas peakuus YacToTra HexenareJIbHON peakuu

HapymeHI/m MeTaboIM3Ma ¥ IUTaHUS

['unmormukemus Yacto

Hapyiennst co cTopoHbl HEpBHON CUCTEMBI

Tpemop, ronoBHast 60J1b, FOJIOBOKPYKEHUE Yacro

IloBbimcHHAS YTOMIIAEMOCTD Heuacto

KenynouHo-KuIeuHbIe HAPYLIEHUS

TomuoTa Yacrto

JloarocpoyHble KITMHUYECKUE UCCIIEI0BAaHMS IPOIOJKUTEIBHOCTBIO J0 2 JIET He BBISIBUIIN KaKHX-
7100 TOTIOIHUTENBFHBIX OTKJIOHEHNH POQHIIs 0€30NaCHOCTH WIIA HETPEABHICHHBIX PHCKOB MTPH
NPUMEHEHUN BIIIJATIUIITHHA B KOMOWHAIIMH C MET(OPMHUHOM.

N3yueHne npuMeHEeHUs: KOMOMHAIMM BWIAATJIMNTHHA U MET(HOpPMHUHA B KadecTBE CTapTOBOM
TEpanuy MpH caxapHOM AuadeTe 2 THMA He BBIIBHIIO OTKJIOHEHUH mpoguiis 6e30MacHOCTH WIIN
HETIPE/IBUJICHHBIX PUCKOB.

Ilpu npumenenuu npenapama Bunoaeeyc 6 0oze 50 me/cym 6 KoMOuHayuu ¢ npou3sBoOHbIMU
CYbPOHUIMOYEBUHDL

[Tpu nmpumenenun npenapara Bunnarsyc B no3e 50 Mr/cyT B KOMOMHAIIMHM C TIMMENUPUIOM
4acTOTa OTMEHBI TEPAluU B CBSI3U C Pa3BUTUEM HEKeJaTeNbHBIX peakiuil cocrasisuia 0,6 % (o

cpasuenuto ¢ 0 % B rpyrmnme rmuMenupua + miamedo).
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Yacrora Pa3BUTHUA TUIIOTIIMKEMHUHN Yy IallUCHTPB, HOHVQ&%]&I&E%&&E%%J}&&EWC .B ,.[[036

50 mr/cyT BMecTe ¢ TmumMenupuiom, coctasmia 1,2 % (mo cpasaenwro ¢ 0,6 % B rpymnre miamnedo +
ruMenupua). B rpynme npumeHeHus mnpemapara BuiigarByc He HaONI0AaNO0Ch pPa3BUTHA
TUTOTJIMKEMHH TSKEION CTETICHH.

Macca Tena He U3MEHSIIACh MO CPABHEHHUIO C UCXOAHOW B KIMHUYECKUX HCCIIEIOBAaHUSIX, KOTIa
npenapat Bunparsyc B 1o3e 50 Mr oiuH pa3 B cyTkH A00aBisu K rimumenupuny (-0,1 kr u -0,4 kr

B Ipynnax npemnapara Buigarsyc u mianedo COOTBETCTBEHHO).

HexenarenpHas peaKnuAa YacToTa HexKenaTeIbHOM peaKuu

WNudexkuynn u nHBa3UN

Hazodapunrur OueHb penko

Hapymenust merabonu3Ma U NUTaHUS

T'unornmukemus Yacrto

Hapyiiennst co cTopoHbl HEpBHON CHCTEMBI

TpeMop, T'OJIOBHAasd 6OJ'II>, T'OJIOBOKPYIKCHUC, ACTCHUA Yacto

KenynodHo-KuieuHbIe HAPyLIEHUS

3anop Heuacto

Ilpu npumenenuu npenapama Bunoazgyc 6 o0ose 100 me 6 cymku 6 KomOUHayuu c
MUazonUOUHOUOHOM

[Tpu mpumenennn npenapara Bungareyc B mo3e 100 mr/cyt + THa3oiuMAMHINOH W Tutanedo +
THA30JUIMHANOH CITy4aeB OTMEHBI TEPANUU B CBS3M C PAa3BUTHEM HEXKEJaTeIbHBIX PEaKIUi He
0TMEYaJoCh.

[Tpu npumenenun npenapata Bunnarsyc B no3e 100 Mr B CyTku + MHOTJIMTAa30H OTMEYAIOCh
pazButue runornukemun B 0,6 % ciydaeB, a y MalMEHTOB, NOJy4yaBIIMX IIanedo +
MUOTIIMTa30H, — B 1,9 % ciydaes. B rpynmne npumenenus npenapara Bunaresyc He Ha0mo1a10ch
Pa3BUTHSI TUITOTIIMKEMHH TSDKEION CTENEHH.

B uccnenoBanum npumeHeHus mpenapara BunparByc B kauecTBe JOMOJIHUTENBHOM Tepanuu K
MUOTJIMTa30Hy a0COIOTHOE YBEIMYEHUE MACCHI Tella B TPYIIe miamnedo u npenapara Bungarsyc
100 Mr B cyTku coctaBuiio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Tpu no6asnenun npenapara Bungareyc B 1o3e 100 Mr B CyTKH K THOTJIMTAa30HY B J103€ 45 Mr/cyT
4acTOTa Pa3BUTHUS MepUPEpUIECKUX OTEKOB cocTaBisuia 7 % (mo cpaBHeHHIo ¢ 2,5 % Ha doHe

MOHOTEPANUN TUOTIIUTA30HOM).

Hexenarenbnas peakuus YacroTra HexenaTeIbHON peakuu

Hap}/I_HCHI/ISI MeTa00aM3Ma U MUTaHUs

VYBeauueHne Macchl Tela Yacto
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Hapyiienust co CTopoHbl HEpBHON CUCTEMBI
I'onosHas 60/b, acTeHUs Heuacro
Hapy1enust co cTopoHbI COCy10B
[epudepuyeckne oreku Yacro

Tlpu npumenenuu npenapama Bunoaesyc 6 0oze 50 me 2 paza 6 cymku 6 KOMOUHAYUU C UHCYTUHOM
(c memeopmurom unu 6e3 neeo)

[Tpu npuMeHeHNH MpenapaTa B KOMOWHAIIMY C HHCYJIMHOM (B KOMOMHAIMH ¢ METPOPMUHOM HUITU
0e3 merdopMHuHA) YacTOTa OTMEHBI Tepanuu BcienacTBue paszButus HP Obuta paBHa 0,3 %, B
rpynmne Tepanuy BIIJATJIUITHHOM, B TPYIIIE TUI1aledo ciiyyaeB OTMEHBI TEparuu He ObLIO.

[Tpu npumMeHeHnH npenapaTa B KOMOWHAIIMU C UHCYJIMHOM (B KOMOMHAIIMH ¢ MET(POPMUHOM UITU
0e3 MeT(hopMHHA) HE OTMEYAIIOCH YBEIIMUCHHS PUCKA PAa3BUTHS THIIOTJIMKEMHUH 110 CPABHEHHUIO C
KoMOuWHanue mianedo + uncynut (14 % B rpynne Bungarnuntuaa u 16,4 % B rpynme miaiedo).
VY 2 panueHToB B TpyINe BHWIJATTUNOTHHA W Y 6 MAllMEHTOB B TpyIIe Iianedo pa3BHIACh
TUTOTJIMKEMHUS TSDKEJION CTETICHH.

Ha momenT 3aBepiieHus uccieioBaHus Ipenapar He OKa3bIBaJl BIUSHUS Ha CPETHIOK0 Maccy Tesa
(macca Tena yBenuumiach Ha +0,6 Kr IO CpaBHEHUIO ¢ UCXOHOM B TPYyIIE BHIJATJIUIITHHA, a B

rpynme mianedo ocrasach HEM3MEHHOM ).

HexenarennHas peaKnuAg YacToTa HexKenaTeJIbHOU pCaKnuu

Hapymenust merabonu3ma u nuTanus

['unmormikemus Yacto

Hapymienust co cTOpOHbI HEpBHOW CUCTEMBI

I'onoBHas 6016, 03HO0 Yacto

)Ke.]'[y,Z[O‘IHO'KI/IH_IeLIHHe HapyHUICHUA

TomHoTa, racTpo33odareanbHbIi peduitokce Yacto

Juapest, MeTeopusm Heuacto

Ilpu npumenenuu npenapama Bunoaceyc 6 0oze 50 me 06a paza 6 OeHb 8 KOMOUHAyuUu ¢
npenapamamiu cy1b@QOHUIMOYEBUHBL U MEMPOPMUHOM

CnyuyaeB OTMeHBI mpemapaTa, cBs3aHHbIX ¢ HP B rpynme KoOMOMHMpOBaHHOW Tepanuu
BIWIIATJIMIITHHOM, MET(GOPMHHOM U TIIMMENHPHUIOM, OTMeueHO He Obuio. B rpymme
KOMOMHUPOBaHHON Tepanuu Iuianeb6o, MeTPOPMUHOM U TIIMMENHPHUIOM YacTOTa OTMEHBI
npemnapata, cBsa3anHou ¢ HP, cocrasuna 0,6 %.

['unornukemus oTMevanachk yacTto B ooenx rpynnax (5,1 % B rpymnne koMOMHUPOBAHHOM Tepanuu

BUJIIATJIMIITUHOM, METQOpMUHOM M TiaumenupuaoMm u 1,9 % B rpynne KOMOMHHpPOBaHHOU
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Tepanuu 1ane6o, MeTOPMUHOM U TIUMETTUPHIOM). B %ﬁﬁlg%ﬁé{r—ﬁﬁ%& IO’E_I\EIGQ:G-:IQ %IJTI/IH

SIIU304 THIIOTIIMKEMHUHN TSKEJIOHN CTEIICHH.
Ha momenT 3aBCPUICHUA UCCIICAOBAHUA 3HAYMMOI'O BJIMAHWA Ha MAacCCy TECJIa BBIABJIICHO HC OBLIO

(+0,6 xr B rpymnme Burgaruntada u -0,1 Kr B rpymie mianeoo).

Hexenarenbnas peakuus YacroTra HexXenaTeIbHON Peakuu

Hapymienust merabonusma v nuTanust

T'unornukemus Yacto

Hapyienust co cTopoHbl HEpBHON CUCTEMBI

I'onoBokpysxeHue, TpeMop Yacto

HapymeHI/I;I CO CTOPOHBI KOKH U IMOAKOKHBIX TKaHEH

I'uneprugpos Yacto

OOmmue HapyIICHUS U PEaKIIMH B MECTE BBEIACHHUS

AcTtenus Yacto

Tlocmpezucmpayuonnvle ucciedosanus

Bo BpeMms npoBeaeHMsI TOCTPETUCTPALIMOHHBIX UCCIIETOBAaHUM ObUIM BBISIBIECHBI cienytomue HP
(TOCKOJIBKY COOOIICHMS MOIYUIEHBI B JOOPOBOIBHOM MOPSAKE OT MOIYJIALUH HEONIPEIEICHHOTO
pa3Mepa, IOCTOBEPHO OIIPENEINTb 4acToTy pa3Butua naHHelx HP He mnpexncrasisercs
BO3MOYKHBIM, B CBSI3M C UEM OHU KJIACCU(PHUIIMPOBAHBI KAK «4aCTOTa HEU3BECTHAY).
Kenyoouno-kuweunvle Hapyuienus: 4acTOTa HEU3BECTHA — [IAHKPEATHUT.

Hapywenus co cmopoHvl neveHu u Jcenuegbl@o0Awux nymeti: 4acToTa HEU3BECTHA — FENaTUT
(pa3peUIMBILUICS CaMOCTOATENBHO IMOCIE OTMEHBI JIGKAPCTBEHHOrO IpernapaTa), MOBBIIICHUE
AKTUBHOCTH «II€YEHOUHBIX» (PEPMEHTOB (pa3pelIuBIIeecs CaMOCTOATENIbHO IOCIE OTMEHbI
JIEKapCTBEHHOTO IIpenapara).

Hapywenus co cmopoHbl KOdcU U NOOKOJICHbIX MKAHel: 4acTOTa HEM3BECTHA — KpalMBHHUIIA,
9KC(HOIMATUBHOE U OyJUIe3HOE MOPaXKEHMUs KOXKU, BKJIIOUYas OyJsie3HbI MeM(Urous, KOXKHBIHN
BACKYJIUT.

Hapywenus co cmoponbl MblUeYHOU, CKeIemHOU U COeOUHUMENbHOU MKAHU: 4YacToTa
HEN3BECTHA — MUAJITHUS.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOA03PEeBAEMBIX HEXKENATENbHBIX PEAKIUAX IOCIIe PETUCTpaIlluu
JIEKAapCTBEHHOTO TIpernapara ¢ 1eJbl0 00eCIIeUeHHSI HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeIuuuHCKUM paOOTHUKAM pPEKOMEHIYyeTcs
co00IaTh O JIIOOBIX TOM03PEBACMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Mpernapara
Yyepe3 HallMOHAJLHBIE CUCTEMBI COOOIICHHS O HEXKENATeNbHBIX PEaKIUsIX ToCydapCTB — YICHOB

EBpazniickoro 3K0HOMHUYECKOTr0 CO03a.
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(NOCNENOBATENLHOCTL 0005)

Poccuiickas @enepanus

109012, r. Mocksa, CraBsiHCKasl IIIomaab, 1. 4, crpoenue 1

OdenepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBaanazop)

Ten.: +7 800 550 99 03

dakc: +7 495 698 15 73

pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnOTOMBI

BunparnunTiH X0poIIo MepeHoCUTes pU MpUMEHEeHUH B 03¢e 10 200 mr/cyT.

[Tpu npumenennu npenapara B 103e¢ 400 Mr/cyT MoxxeT HabIIOAATHCS 00JIb B MBIIIIAX, PEIKO —
JeTKHe M TPaH3UTOPHBIE NApecTe3UM, JHUXOPaaKa, OTEKM M TPAH3UTOPHOE IIOBBIIICHHE
akTuBHOCTH Juna3el (Bbie BI'H B 2 paza). [lpu yBennuenuu 10361 Bungariauntusa 10 600 mr/cyr
BO3MO>XHO Pa3BUTHE OTEKOB KOHEYHOCTEH, CONPOBOXKAAIOIINXCS TAPECTE3USIMH U MOBBIILIEHUEM
aKTUBHOCTH KpeatuHpochokuaassl, C-peakTuBHOTrO Oenka u Muorinoduna, aktusHOCTH ACT. Bee
CHUMIITOMBI MEPEO3UPOBKM M HU3MEHEHHUs Ja0OpaTOpHBIX IOKa3zaTelell oOpaTUMbl Iocie
IpeKpalleHus IpUMEHEeHMs ITpernapara.

Jleuenue

BriBenenue npemnapara U3 opraHusma ¢ IOMOIIBIO AMAN3a MajJoBeposITHO. OAHAKO OCHOBHOM
rUpOIM3HbIN MeTabonut BuaaarmunTiHa (LAY 151) moxer ObITh yaaneH U3 opraHu3Ma ImyTeM

reMoauaiania.

5. DPAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoanHaMnyecKue cBoOiicTBa

dapMakoTepaneBTUYeCKass  Tpymma: CcpeAcTBa  Juid  JIeUEHUs  caxapHoro  jauabera;
THUIIOTTIMKEMHUYCCKHUE CpCIACTBA, KPOME HWHCYJIHWHOB, I/IHFI/I6I/ITOpBI )II/IHGHTI/II[I/IJ'IHGHTI/II[a3I)I-4
(JAII1-4).

Koxg ATX: A10BHO2.

MexaHN3M e CTBUS

Buiarnmuntus, npeacTaBuTeNb Kjacca CTUMYJIATOPOB OCTPOBKOBOTO arapaTa MoJKEITyI09HON
JKele3bl, SBISAETCS MOIIHBIM U CENeKTUBHbIM uHruouropom [IIII-4, ynyumarommm
[JIMKEMUYeCKUi KOHTpoJb. Hrubuposanue BunarauntuaoM JAI111-4 npuBoIUT K yBETHUEHHIO
6a3a7pHOrO0 M TOCTIPAHIMAIBHOTO HJOTEHHOTO YpPOBHS HHKpETHHOBBIX ropmonos ITIII-1

(rmroxaronono1oOubIH nentun 1) u I'UII (rar0k0303aBUCHMBII HHCYJTUHOTPOITHBIN TOTUIENTHT).
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(NOCNEQCBATENEHOCTE 0005)

dapmakognaamuyeckue 3P HeKTeI

[Tpu nmpumenenun BuspariuntuHa B o3¢ 50-100 mr B cyrku y maumentoB ¢ CJ| 2 Tuna
OTMEYAETCs YJIydlleHne (QYHKUUHU [-KIETOK IMOJKETyJ0YHON jkene3bl. CTeneHb yIIydlIeHus
(GyHKUIMU B-KJIETOK 3aBHCUT OT CTENEHU UX MCXOJHOI0 NOBpEeXIeHU; Tak y ul 6e3 CJ1 2 tuna
(c HOpMaJIBHOM KOHLIEHTpalMel IJIIOKO3bl B IUIa3M€ KPOBM) BWIAAIVIMITHH HE CTUMYJIHPYET
CEKPELHIO MHCYJIMHA U HE CHUKACT KOHLEHTPALUIO TJIFOKO3BI.

[ToBbimas koHueHTpauio 3u10renHoro I'TII-1, BuingarnunTul yBenauuuBaeT 4yBCTBUTEIbHOCTD
0-KJIETOK K IJIFOKO3€, YTO IPUBOJUT K YJIYYIIEHHUIO TJIFOKO303aBUCHMOM PETYJSALMM CEKPELMU
rrokaroHa. CHUKEHHUE MMOBBIIIEHHOW KOHLIEHTPALUU IIF0OKaroHa BO BPEMs €/1bl, B CBOIO OY€pElb,
BBI3bIBACT YMEHBILIECHUE UHCYJIMHOPE3UCTEHTHOCTH.

VYBenuyeHue COOTHOLICHHUS HHCYJIWH/TIIOKaroH Ha ()OHE TUIEPIIIMKEMHUH, OOYCIOBICHHOE
noBeimieHreM koHueHTpauuud [TIIT-1 u ['MII, BbI3bIBaeT yMeHbIIEHHE MPOAYKIMH TIIFOKO3BI
IIEYECHBIO KaK BO BPEMs, TaK U IIOCJIE IPUEMA MUY, YTO IPUBOIUT K CHUKCHUIO KOHLICHTPALUU
IJIFOKO3BI B IIJIa3M€ KPOBH.

Kpome Toro, Ha (oHE NpPUMEHEHUS BWIJATJIUITHHA OTMEYACTCS CHIDKCHHE KOHIICHTPAIUU
JMIKJIOB B IUIa3M€ KPOBU IOCIIE IIpUeMa MUIIH, OAHAKO 3TOT 3P EKT HE CBSA3aH C ero JeHCTBUEM
Ha ['TII1-1 wnu T'UII u ynydmeHuemM QyHKIIMH OCTPOBKOBBIX KJIETOK MOKETYJOUYHOM JKEee3bl.
W3BectHo, uTtOo mnoBbiieHWe KoHueHTpauuu [TIII-1 Moxer npuBOIUTH K 3aMEAJICHUIO
OTIOPOKHEHUS KEITy/IKa, OJTHAKO Ha ()OHE MPUMEHEHHs BUIIJATIUNTHHA 0J00H0Tr0 3 (dekra He
HaOJIFOJaeTCs.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

[Tpu npumeHenun BungaraunTuHa y 5795 nmanuentoB ¢ CJI 2 Tuma B TeueHue 52 Henenb B
MOHOTEPANIUKM WU B KOMOMHAUU ¢ METGOPMUHOM, MPOU3BOAHBIMHU CYJIb()OHUIMOYEBUHBI,
TUA30JIMIUHANOHOM, WJIA HWHCYJIMHOM OTMEYaJlOCh JOCTOBEPHOE [UIMTEIBHOE CHIKEHUE
KOHIIEHTPALUH IIUKUpoBaHHOTO remMorioontHa (HbAlc) u rimoko3bl KpoBH HATOIIAK.

[Tpu npuMeHeHUN KOMOMHAIIMY BUJAATIMIITHHA U METGOPMUHA B KAaUECTBE HAYAIbHON TEparuu
y manueHtoB ¢ CJI 2 Tuna B TedeHue 24 HEAEIb OTMEUYAIOCh J0303aBHCHUMOE CHUKEHUE
koH1eHTpauun HbAlc B cpaBHeHUM ¢ MOHOTepamnueil JaHHbIMH Ipenapartamu. Ciiydan pa3BUTUS
TUIOTTIMKEMHUH ObUTM MUHHUMAJIbHBI B 00€UX IpyMIax TepanuH.

ITpn npumeHeHnn BuiAarnmunTuHa B 103€ 50 mMr | pa3 B CyTKH B TeueHUE 6 MeCAILEeB y TAllUEHTOB
¢ CJ1 2 tvma ¢ HapymeHneM (yHKIMM nodek cpexHeii (CK® > 30, < 50 mu/mun/1,73 M?) wm
tkenoit (CK® < 30 mu/mun/1,73 M?) cTeneHn oTMedanoch KIMHHYECKH 3HAYHMMOE CHIKEHHE
koH1eHTpauuu HbAlc no cpaBHeHuro ¢ manedo.

[Tpu npuMeHeHun BUIAArIunTUHa B 1o3e 50 Mr 2 pa3a B CyTKU B KOMOMHaLUU ¢/0e3 MeTgopMuHa

U uHCyIuHOM (cpeansisi no3a 41 EJl/cyT) OblI0 MPOAEMOHCTPUPOBAHO CHUKEHHE TOKa3aTess
13
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HbAlc na 0,77 % OT MCXOIHOTO CPEIHETO 3HAYCHUS ':é:lé:l %j@a%ﬁirﬁﬂ%éi&{ G_bg(;l!;'ef%'Hoﬁ

pasHuueit ¢ miaunebdo 0,72 %. YacroTa rUnornMKeMud B Ipylie BHWIJATJIUMITHHA CpaBHUMA C
TakoBOW B rpynmne ruiane6o. [Ipu npuMeneHnn BuinarauntuHa B qo3e 50 mMr 2 pasza B CyTKU B
koMOuHanuu ¢ MeropmuaoM (> 1500 mr/cyT) u raumMenupuoMm (> 4 Mr/cyT) ObUIO TIOKa3aHO
CTaTHUCTUYECKM 3HauuMoe cHibkeHue ypoBHsS HbAlc na 0,76 % OT UCXOAHOTO CpeIHEro
sHadenus 8,8 %.

5.2. apMaKkoKHHeTHYeCKHUe CBOHCTBA

AOGcopbuus

[Ipu mpueme BHYTpb HATOUIAK BWJIJATJIMITUH OBICTPO BCAChIBACTCS, a €ro MaKCHUMallbHas
KOHILIEHTpanusa B 1mia3me KpoBU (Cmax) docturaercs uepe3 1,75 waca mocne mpuema. [lpu
OTHOBPEMEHHOM TMpHEME C TMHIIeH CKOpOCTh aOCcOopOLMH BHIIATTUITHHA CHUYKACTCS
HE3HAYUTENIbHO: OTMeYaeTcsl yMeHbIIeHHE Cmax Ha 19 % 1 yBelm4eHne BpeMEHH €€ TOCTUKECHUS
1o 2,5 yacoB. O1HaKO MpUeM MHILK HEe OKa3bIBAeT BIUSHUS Ha CTENEeHb aOCOpOIUU U TUIOMIAIb
1oJ1 KpUBOM «KoHIeHTpanus-speMs» (AUC).

Bunparnuntus OpIcTpo BecacklBaeTcs, a €ro abcoyroTHasi OMOIOCTYITHOCTD TOCIIE IPUEMa BHYTPb
coctaBisieT 85 %. Cmax 1 AUC B TepaneBTHUYECKOM Hana3oHe /103 YBETUYUBAIOTCS MPUMEPHO
MPOMOPLUOHAIIEHO JT03€.

Pacnpenenenne

CreneHb CBA3bIBaHUS BUWIIAMVIUIITHHA C O€IKaMU IJ1a3Mbl KpoBU Hu3Kas (9,3 %). Bunparnuntux
pacnpesenseTcs PpaBHOMEPHO MEXAY IUIa3MOW KpOBH M dSpuTpouuTamu. Pacnpenenenue
BIWJIJIATJIMIITHHA TPOUCXOUT, MPEANOI0KHUTENBHO, IKCTPABACKYISIPHO, 00BEM pacipeeseHus B
PaBHOBECHOM COCTOSIHUU 10OCJI€ BHYTpUBEHHOT0 BBeeHUs (Vss) cocTaiusieT 71 .

buorpancdopmarms

OCHOBHBIM IIyTE€M BBIBEJICHHS BWIJATIMNTHHA sIBIsieTcs OuoTpaHchopmanusa. B opranmszme
yenoBeka 69 % 103l mpemnaparta nojsepraerca o6uorpaHcpopmanuu. OCHOBHOM MeTa0OIUT —
LAY151 (57 % no3sl) hapMakoJOruIecKd HEAKTHBEH M SBJISIETCS IPOITYKTOM THIPOJIH3a IUaHO-
koMmnoHeHTa. Okoio 4 % 1036l Ipenapara MoABepraroTcsi aMUIHOMY THIPOJIU3Y .

B nokIMHMYECKHX MCCIENOBaHUAX OTMedaeTcs nonoxurensHoe BiusgHue I1I1-4 Ha runponus
BWIJAraUNTUHA.  Bunparmuntun — MetaOonusupyercs  0e3  ywyacTus — M30(epMEHTOB
nuroxpoma P450. Bunpgarnmuntun He sBisercss cyoctparom uzodepmentoB P450 (CYP), ne
UHTHOUPYET U HE MHAYLUPYET n30pepMeHThI iuToxpoma P450.

OIUMUHAIMA

[Tocne mpuema mpemnapara BHYTpb OKoJIO 85 % 103kl BBIBOIUTCS Moukamu U 15 % — uepes
kuieyHuk. [lodedynast sKkckpeuus HEM3MEHEHHOro BWJAarmunThHa coctaBisier 23 %. Ilpu

BHYTPUBEHHOM BBEICHHM CPEIHUN MEpHOJ| TOJIYBBIBEIACHHS JIOCTMraeT 2 4YacoB, OOLIui
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cootBeTcTBeHHO. Ilepuon monyBwiBeneHus (T12) mocie mpreMa BHYTPb COCTaBISIET OKOJIO
3 4acoB, HE3aBUCUMO OT JO3EL.

dapMakOKMHETHKA B 0COOBIX cIydaiax

Tlayuenmur nosicunoeo eospacma (65 rem u cmapuie)

Y 310pOBBIX OKUIIBIX JItoj1el (> 70 net) obmiee Bo3eiicTBue BunarauntuHa (100 mr ogus pas
B CYTKHM) YBEJIMYMBAIOCH Ha 32 %, MpU ATOM NHUKOBas KOHIEHTpAlUs B IUIa3Me KpPOBHU
yBenuuuBaiach Ha 18 % 1o cpaBHEHUIO C MOJIOABIMU 310pOoBbIMH JtoAbMHU (18-40 ser). Tem He
MEHEee A3TH HW3MEHEHHUS HE CUMTAIOTCS KIMHUYECKH 3HauyuMbiMU. Murubuposanue III1-4
BWJIJATJIMIITUHOM HE 3aBHCHUT OT BO3pacTa IMalUeHTa B IMpeesiax UCCIEJOBAaHHBIX BO3PACTHBIX
Tpym.

Ileyenounas neoocmamounocmo

VY manueHToB ¢ HapyIeHueM (pyHKIUY TIeUYeHH JIETKOU U cpeliHel cTeneHeil Tsxectu (6-9 6aios
no mkane Yaitna-IIbio) mocie oJHOKpaTHOrO NPUMEHEHUs IperapaTa OTMEUYAeTCsl CHU)KEHUE
O6uonoctynHocty BuigariuntuHa Ha 20 % u 8 % cOOTBETCTBEHHO. Y MAlMEHTOB C HApYIIEHUEM
byakun neyeHu Tsokenoi crenenu (10-12 6amnos mo mikane Yaiina-I1pr0) 61M010CTyIHOCT
BUJIATJIMIITHHA TOBbIIaeTcs Ha 22 %. VYBenWueHHWe WM YMEHBIICHHE MaKCHMalbHOU
OMO0I0CTYTHOCTH BUJLAATTUNITHHA, HE TipeBbiatomiee 30 %, He sIBISETCS KITMHUYECKH 3HAYMMBIM.
Koppemsiimu MeXTy CTETICHBIO TSHKECTH HApYIICHWH (PYHKIMH TIEYeHH W OHOJOCTYITHOCTHIO
npernapara He BbISBICHO.

Ioueunas Hedocmamounocms

VYV manueHToB ¢ HapylieHueM (YHKIIMM TOYeK JIETKOH, cpemaHeit wim Tsokenoit crenenn AUC
BWIJIATJIMIITUHA YBEJIIMYMBAJIACh 10 CPABHEHHIO CO 3JI0POBBIMH J0OpoBoJbliamu B 1,4, 1,7 u 2 pa3a
cootBercTBeHHO. AUC metabonuta LAY 151 yBennuuBanace B 1,6, 3,2, u 7,3 pa3za, a merabonura
BQS867 — B 1,4, 2,7, u 7,3 pa3a y HallieHTOB C HapylIeHUEM (YHKIIMH MTOYEK JIETKOM, CpeaHel 1
TSDKETION CTereHeld cOOTBETCTBEHHO. OrpaHMuYEHHBIE JTaHHBIE Y MAIlMEHTOB C TEPMHHAIBHOU
CTaJel XpOHNUUECKOM OOJIE3HH MOYEK YKA3bIBAIOT HA TO, YTO MOKA3ATENN TaHHOU TPYIIIBI CXOXKHU
C TaKOBBIMH Yy TMAIIMEHTOB C HapyllleHHWeM (PYHKIIMH MOuYeK TshKeloi creneHu. KoHIeHTparus
metabonuta LAY 151 y nanuenToB ¢ TepmuHanbHOl ctaaueit XbBII ysenuunBanace B 2-3 pasa no
CpPaBHEHHUIO C KOHIICHTPAIMEH Y AIMEHTOB C HapyIIeHueM (DYHKIIMH MOYEK THKETION CTeTIeHH.
[Tpu mpuMeHeHnu npernapara y TareHTOB ¢ HapyIIeHHEM (DYHKITIH TOYEK MOXKET TOTPEOOBAThHCS
KOPPEKIUs JO3BbI.

BriBenenne BUNAArIUIITHHA TIPU TEMOIUATN3E OrpaHUdeHo (depes 4 yaca mocjae 0JHOKPaTHOTO

npuemMa coctaBisieT 3 % mpu JUIMTETBEHOCTH TIpoLieyphl 6osee 3—4 JacoB).

15



COOTBETCTBYET 2KC : EPTHOMY OTUETY

ot 11.02.2025 N= 3210

(MOCNEQOBATENEHOCTE 000%)

€TH

dapMaKOKMHETHYECKHUE OCOOEHHOCTH BUJIAATIIUIITHHA Y AETeH U MOJIPOCTKOB Miaiie 18 et He

YCTAHOBJICHBI.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeyeHb BCIOMOraTe/bHBIX BelIECTB

[ennron03a MUKPOKpUCTAIIITNYECKAST

JlakTO3BI MOHOTHIPAT

KapOoxcumeTunkpaxman HaTpus

Marnus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roga.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH

IIpu Temneparype He Boiwe 30 °C.

6.5. XapakTep u coiep:kaHie NePBUYHON YIAKOBKHU

ITo 7, 10 nnu 14 TabieTok B KOHTYPHYIO SYEHKOBYIO yHakoBKy W3 muieHKH [IBX mnu muieHku
koMOmHHpoBaHHOTO Marepuasia [IBX/TIB/IX, wim TUleHKH KOMOWHHMPOBAHHOTO Marepualia
[MBX/IIS/TIBJAX wnu komno3zunuonHoro Matepuana OITA/Amio/IIBX u donbru anroMuHneBOR
[I€YaTHOW JIAKUPOBAHHOM.

ITo 28, 30, 56, 60, 84, 90, 112, 120, 130, 140 i 150 TaG1eTOK B MOJUNPONUICHOBBIN (DJIAKOH C
KPBIIIKON U3 MOJIUAITUIIEHA HU3KOHM TUIOTHOCTH, COJepiKaliel cuimukarens. Ha kaxpril diakon
HAKJIEUBAIOT ATUKETKY U3 OyMaru 3TUKETOYHON WM MUCYEH, UM CaMOKJIESIIIY OCS.

Ilo 1, 2, 3, 4, 5, 6, 7, 8 9 wumu 10 KOHTYpHBIX SYEHKOBBIX YNAKOBOK WM IO
1 grakoHy BMECTE ¢ TUCTKOM-BKJIQIBIIIIEM TIOMEIIAIOT B TTAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TNPH YHUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  MNpenapara WM  OTX0A0B, IOJYYEHHBIX I0cJe TNpPUMEHEHUs
JIEKAPCTBEHHOI'0 NMpenapara Ui padoTbl ¢ HUM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas Penepanvs

000 «I'poTtekcy

195279, r. Cankr-IletepOypr, MaaycTpHambHBIA TPOCIIEKT, A. 71, KOpIL. 2, JIUT. A
Ten.: +7 812 385 47 87
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dakc: +7 812 385 47 88 ||-|l:|:._IE,J.'::EI'-'TEHIZH'::I: T:l ':|:|:|E|

grtx@grotexmed.com

7.1. llpeancraBuTe b AepKaTesisi PerucCTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aApECy.

Poccniickas @enepanys

00O «I'potekcy

195279, r. Cankr-IleTepOypr, MuaycTpuanbHblil mpocnekT, . 71, koprr. 2, 1uT. A
Ten.: +7 800 700 04 73

ccc@grotexmed.com

8. HOMEP PEI'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PETUCTPAIIUU (IOATBEPXKXJIEHWE PETMCTPAIIMMN,
NEPEPEI'UCTPALIUSI)

JlaTa nnepsoii peructpauun: 02.02.2024

10. JATA IEPECMOTPA TEKCTA
OO0mast xapakTepuCTHKA JIEKApCTBEHHOTO IpernapaTta Bunparsyc noctynaa Ha ”HGOPMAMOHHOM
noptaie EBpaznuiickoro 3KOHOMHYECKOTO COr03a B MH(OPMAIIMOHHO-KOMMYHHUKAI[HOHHON CeTH

«Hutepuer» https://eec.eaeunion.org.
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