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COOTBETCTBYET ZKCNEPTHOMY OTUETY

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

PO3YBACTATHUH-AJINYM

PerucrpanuoHHbIi HOMeP:

Toprosoe naumenoBanue: PO3YBACTATHUH-AJINYM

Me:xkayHapoaHOe HeIATEHTOBAHHOE UJIU I'PYNNIIPOBOYHOE HAMMEHOBAHUe: PO3YBAaCTaTUH
JlekapcTBenHas popma: TabJIETKH, MOKPHITHIC IFICHOYHON 000710YKOM

Cocras

1 maobnemxka, noKpvimasn naeHOYHOU 000N0YKOIL, COOEPIHCUM:

Oelicmsyowee gewyecmgo: pozyBacTaTuH Kanbuusa 5,315 mr/10,63 wmr/21,26 mr/42,52 mr (B
nepecyete Ha posyBacTtaTuH 5 mr/10 mr/20 mr/40 mr);

gcnomozamenvhbie sewecmaa: KaJbLUs ruapodocdara JTUTUAPAT, TUIIPOJI03a
(TUIPOKCUTIPOTTHIILIEIUTION034), KPOCIIOBHU/IOH, JIAKTO3bI MOHOT'HJIpaT, LEJUII0JI03a
MUKPOKPHUCTAJUINYECKAsi, MaTHUS CTeapar;

scnomozamenvHbvle geujecmasa 0Jis1 000104KU. TOTOBAsI CMECH IS TNIEHOYHOM 00O0JI0OUKH PO30Bast
[CIUPT TMOJIMBUHUIIOBBIN, MAKpOroj, TalbK, TUTaHA IUOKCH], AIIOMHUHUEBHIN JIaK Ha OCHOBE
KpacUTeJsl 04apoBaTEeIbHOTO KPACHOT0, aTIOMUHMEBBIM JIaK HA OCHOBE KpacUTENsl a30pyOuHa,
AQJTIOMHUHHEBBIN JIAK HA OCHOBE KPACUTEINS COJTHEUHBIN 3aKaT KEITHIN .

Onucanue

Hoszuposxa 5 me u 20 me: Kpyrible ABOSKOBBINTYKJIbIE TaOJIETKH, TMOKPHITHIC TUIEHOYHOU
000JI0YKOI PO30BOTO IBETA.

Hozuposka 10 me u 40 me: HBOSKOBBITYKJbIE TaONETKH MPOAOITOBAaTOW (OPMBI CO
CKPYTJICHHBIMH KOHIIAMH, TIOKPBIThIE TUIEHOYHON 000JI0UYKOH PO30BOTO IIBETA, C PUCKOH.

Ha nonepeunom paspese s1po TabIeTOK BCeX JO3UPOBOK O€I0r0 WM MOYTH OENIoTo IBeTa.
dapmakoTepaneBTHYeCKAas rpynmna

['unonmunuaemudeckoe cpeactso — ' MI-KoA-penykTazsl HHTHOUTOD

Konx ATX: C10AA07

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

PosyBacTaTuH sBISIeTCS CENEKTHBHBIM, KOHKYpeHTHBIM HHTHOUTOpoM ['MI'-KoA-pemykrassbi,
dbepMeHTa, TPEeBpaIIAOIIET0 3-TUAPOKCH-3-METUITIyTapui KOo(hepMeHT A B MEBAIOHOBYIO

KHUCJIOTY, TPEIIIeCTBEHHUK XosiecTepuHa. OCHOBHOM MMHILIEHBIO JEWCTBUS pO3yBacTaTHHA
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COOTBETC TEn'ET SKCTEPTHOMY OTY ETr

JUTNONPOTENHOB HU3KOM motHoctu (JITTHIT).

Po3yBacTratus yBeIM4YMBAET YUCIIO «I1€4eHOYHBIX» penentopos JIIIHII Ha moBepXxHOCTH KIIETOK,
noBbimas 3axBaT W karabonusm JIITHIL, yto B cBOIO ouepenb MPUBOAUT K UHTHOUPOBAHMIO
CHHTE3a JUMONPOTEHHOB oueHb HU3KoW rmiotHoctu (JITIOHII), ymensinas Tem cambiM oOlee
xonuuectso JIITHIT u JITTOHIT.

Po3yBacTaTuH CcHMKaeT MOBBILEHHBbIE KOHLEHTpauuu xonecrepuna-JIITHIT (XC-JIITHII),
obmero xonectepuna, Ttpuriaunepuaos (TI), mnoBbIIaeT KOHIEHTPALMIO XOJIECTEpPHHA-
JUTIONPOTENHOB  BbICOKOM TioTHOCcTH (XC-JIIIBIT), a Takke CHUXAET KOHIICHTPAIUH
anosmnonporenHa B (AnoB), XC-ueJIIIBII, XC-JIIIOHII, TT-JIHIOHII u yBenuuuBaer
KOHIeHTpaluio anonunonporenda A-I (AmoA-I), camxkaer cootHomenue XC-JITTHIT/XC-
JIIBII, obommii XC/XC-JITIBIT u XC-ueJIIIBIT/XC-JIIIBII u coorHomienne AmnoB/AmnoA-l.
TepaneBtuyeckuii 3pQPexT pa3BuUBacTCs B TEUCHHE OJHOM HENEeNM TOocie Hayana Tepanuu
po3yBacTaTUHOM, 4Yepe3 2 Heaenu jedeHus aocturaet 90 % OT MakCMMaibHO BO3MOXHOTO
apdexra. MakcuManbHBIA TepaneBTHYecKuid 3P ¢dekT 00buHO mocTuraercss K 4-ii Hexmene
TEepanuu U NOAJEPKUBACTCS IIPU PETYIIPHOM NpHUEME Mpernapara.

Knunuuecxas s¢pgpexmusnocmo

PosyBactatnH 3¢ ¢eKTHBEH y B3pOCIBIX ITAIMEHTOB C THUIEpPXOJeCTepUHEMHEH C wiam 0e3
TUIEPTPUTIULEPUIEMHUH, BHE 3aBUCUMOCTH OT pacoOBOW MPUHAJIIEKHOCTH, 110J1a WJIK BO3pacTa, B
TOM 4HCIE€ y TAallMeHTOB C CaXapHbIM JUa0eTOM W CEeMEHHOW TUIlepX0JeCTepHUHEMUEH.
Y 80 % mnauumentoB c¢ runepxonecrepuHemuer Ila u IIb tunma mo ®dpenpuxcony (cpemHss
ucxoanast konuentpauus XC-JIITHIT — oxono 4,8 MMoinb/a) Ha (oHE MpuemMa po3yBacTaTUHA B
no3e 10 mr kouuentparust XC-JIITHIT nocturaer 3naueHuit Menee 3 MMOJIb/JI.

Y nmanmueHToB ¢ TETEPO3UIOTHOM  CEMEMHOM  TI'UIEPXOJIECTEPUHEMHEH, IOJIy4aroIIuX
posyBactatTuH B no3e 20-80 Mr, oTMeuaeTcss IOJIOKUTEIbHAs JUHAMMKA IOKa3aTelen
aunuaHoro npoduisa (uccienoBaHue ¢ ydactueMm 435 mamnuentoB). Ilocnme tutpoBaHus A0
cyrouHol 103bl 40 mr (12 Henenb Tepanuu), oTMedaeTcsi CHUkeHue konuentpanun XC-JIITHIT
Ha 53 %. Y 33 % nanuenrtoB nocruraercs konueHtpauus X C-JITTHIT menee 3 mmons/i.

Y [nanuMeHToB € TOMO3MIOTHOM  CEMEHHOW TUIEPXOJECTEPUHEMHUEH, MPUHUMAIOLIUX
po3yBactaTuH B n03e 20 Mr u 40 mr, cpeanee cHuxkenne konnentpanuu XC-JITTHIT cocrapmsier
22 %.

VY mnanueHToB C TUNEPTPUIIULEpUIeMUE ¢ HadanbHOM KoHueHTpauued TIT or 273 nmo
817 mr/m1, noay4aBIIMX PO3YBAacTaTUH B J03€ OT 5 Mr a0 40 Mr oauH pa3 B CyTKH B T€UEHUE

MEeCTU HEACIIb, 3BHAUYUTCIIbHO CHUKAJIACh KOHICHTpaIsa TT B mmazme KpOBH.
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COOTBETC TEn'ET SKCTEPTHOMY OTY ETr

TPUIIIMLEPUIOB M C HUKOTHMHOBOW KHCIOTOM B JMIHJICHIKAIOMIMX J03aX B OTHOLICHHU
conepxkanust XC-JIIIBII (cm. maxoce pazden « Ocobvie ykazanusny).

B knmHuueckoMm ucciegoBaHuu ¢ ydactuem 984 manueHToB B Bo3pacTe 45—70 jeT ¢ HU3KUM
puckoM pazButus umemudeckoi 6onesnu cepana (MbC) (10-netHuit puck no @paMuHreMcKoi
mkane Menee 10 %), cpemneii konuentpanueidr XC-JITTHIT 4,0 mmons/n (154,5 mr/mn) u
CYOKIIMHUYECKHM aTepOCKIEPO30M (KOTOPBII OIEHHUBAJICS IO TOJIIIMHE KOMIUIEKCA «MHTHMA-
Meauay coHHbIX aprepuii — TKHIM) u3ydanock BausiHEE po3yBacTaTHHA Ha TOJIIUHY KOMIUIEKCA
«MHTUMa-Meauay. llanuenTtsl monydanu posyBacTaTHH B jgo3e 40 mr/cytku ymbo manebo B
TedeHue 2 sieT. Tepanus po3yBaCTaTUHOM 3HAYUTEIBHO 3aMeJIsIa CKOPOCTh IPOIPECCUPOBAHUS
makcuManbHO TKUM pans 12 cerMeHTOB COHHOW apTepuu MO CpPaBHEHHIO ¢ Iutanebo ¢
pasmuuueM Ha -0,0145 mm/rox [95 % noBeputenbHbld uMHTEpBan ot -0,0196 mo -0,0093;
p <0,001]. ITo cpaBHEHUIO ¢ UCXOJHBIMU 3HAUECHUSMU B IPYIIE pO3yBaCTaTHHA ObLIO OTMEYEHO
yMeHbIlleHne MakcuMainbHoro 3uadeHus TKHM nHa 0,0014 mm/rox (0,12 %/ron (HemocToBepHOE
pasnu4me)) Mo CpaBHEHUIO ¢ yBenmueHueM dtoro mokasarens Ha 0,0131 mm/rox (1,12 %/rox
(p<0,001)) B rpynne mnamne6o. Jlo HacTosmero BpeMEHH MPSIMOW 3aBUCUMOCTH MEXIY
ymenbiienneM  TKHMM  u  CHWXKEHHMEM  pUCKAa  CEpIAEYHO-COCYAMCTBIX  COOBITHIA
IIPOJEMOHCTPUPOBAHO HE ObLI0. J[aHHOE HcciieoBaHHE MPOBOAMIOCH Yy MAlMEHTOB C HU3KUM
puckoM wuiremudeckoit 6onesnu cepana (MBC), ams xkotopbix mo3a posyBactatuHa 40 Mr He
ABIseTCS pekoMmeHaoBaHHOU. Jlo3a po3yBactatnHa 40 Mr J0OJDKHA Ha3HA4YaThCsl MAIIMEHTaM C
BBIPQ)KEHHON TUIepX0JIeCTepUHEMUEN U BBICOKUM PUCKOM CEpJEUHO-COCYAUCTHIX 3a00JeBaHUN
(CC3).

Pesynbrarel apyroro kimHu4eckoro wucciefoBaHus y 17 802 manumeHTOB IOKa3aiM, YTO
PO3YBacTaTHH CYIIECTBEHHO CHHIKAJI PUCK PAa3BUTHUS CEPACYHO-COCYIUCTBIX OCIIOKHEHHH (252 B
rpynme mianedo no cpaBHeHMio ¢ 142 B rpymme posyBactatuHa) (p < 0,001) co cHukeHHEM
OTHOCHUTENIBHOTO pucka Ha 44 %. DPQpeKTuBHOCTh Tepanuu ObljIa OTMEUeHa uepe3 6 MEepBBIX
MecCSIEB IPUMEHEHHS po3yBacTaTuHa. OTMEUYEHO CTaTUCTHUECKU 3HAUMMOE CHUXKeHHe Ha 48 %
KOMOMHUPOBAaHHOTO KPHUTEPHs, BKIIIOYABIIEIO CMEpPTh OT CEPJEYHO-COCYIAMCTHIX MPHUYHH,
MHCYJIbTA U MH(papKTa MUOKapAa (cooTHomeHue puckos: 0,52, 95 %, noBepuTenbHbI HHTEPBAI
0,40-0,68, p < 0,001), ymenpmenue Ha 54 % BO3HMKHOBEHHUs (paTaapbHOTO HIM He(haTaITBHOTO
uHpapkTa Muokapaa (cootHomenue puckos: 0,46, 95 %, nosepurenbhbiii naTepBan 0,30-0,70)
u Ha 48 % — ¢daranpHOro MM HedaTanbHOrO HHCYNbTA. ObIIast cMepTHOCTh cHU3MIach Ha 20 %
B Ipymnne po3yBacTtatuHa (cooTHowmeHue puckos: 0,80, 95 %, noBepurenpHblil naTEpBan 0,67—
0,97, p = 0,02). IIpoduns 6e30MaCHOCTH y TAIMEHTOB, MPUHUMABIINX PO3yBaCTaTHH B J103€

20 Mr, OBLT B IIEJIOM CXOX ¢ MpodrieM 0e30IMacHOCTH B TpyTIIe Imiarneoo.
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Abcopoyusa u pacnpedenenue. MakcumanbHasi KOHIIGHTpALUsl pO3yBacTaTHHA B IUIa3Me KPOBU
JOCTUTAeTCs MPHUONM3UTENBHO Yepe3 S5 4YacoB TOcie ImpueMa BHYTPh. AOCOIIOTHAS
OouogocTynHocTh coctaBiser mnpumepHo 20 %. OObeM pacmpeneneHus po3yBacTaTHHA
cocrapisier npumepHo 134 n. [Ipubnusurensuo 90 % pos3yBacTaTUHA CBA3BIBAETCS C OelIKaMU
IUIa3MbI KPOBH, B OCHOBHOM C aIbOYMUHOM.

Memabonuzm. PozyBacTaTHH TOJBEpraercsi orpaHudeHHOMY MeTrabonm3my (okono 10 %) B
nedyeHu. Po3yBacTaTuH sBIsieTcs HEMPO(UIBHBIM CyOCTpaToM Juis MeTabonu3ma (pepmMeHTamMu
cucrteMbl 1uToxpoma P450. OcHOBHBIM H30()E€pMEHTOM, YYaCTBYIOIIMM B METa0OIHM3Me
posyBacratuHa, sBisercs wuzopepment CYP2C9. Uzodepmentst CYP2C19, CYP3A4 wu
CYP2D6 BoBiieueHbl B META0OJIU3M B MEHBIIICH CTETICHHU.

OcHOBHBIMU BBISIBJICHHBIMU MeTabonuraMu po3yBacTaTHHa SBIISIOTCA N-
JNECMETUIIPO3YBACTATUH M JIAKTOHOBBIE METa0ONHUTHI. N-IeCMETHIIPO3yBaCTaTUH MPUMEPHO Ha
50 % wMmeHee aKTHMBEH, YeM pO3yBACTaTHH, JIAKTOHOBBIE METaOOIUTHl (PapMaKOJIOTHUECKU
HeakTHBHBL. bomee 90 %  Qapmakonormueckoil  aKTUBHOCTH MO  WHTUOMPOBAHUIO
nupkynupytomieit I'MI'-KoA-penykrassl obecriednBaeTcsi po3yBaCTaTUHOM, OCTAlIbHOE — €ro
MeTaboIuTaMu.

Buviseoenue. Oxono 90 % mo03bl po3yBacTaTHHA BBIBOJAUTCS B HEU3MEHEHHOM BHUJE 4Yepes
KHAIIEYHHUK (BKIIFOYast abcopOMpoBaHHBIN 1 HeaOcopOupoBaHHBINA po3yBacTaTuH). OcTaBiuascs
Y4acTh BBIBOOUTCSA Moukamu. Ilnma3MeHHbiii mepuon mnoayseiBeaenus (Ty) posyBactaTuHa
coctaBiisieT npumepHo 19 vacos. Ty, He U3MEHsIETCS NIPU YBEJIMYEHUU 103kl Ipenaparta. CpegHuii
TEOMETPUUECKHI TIJIA3MEHHBIM KIUPEHC cOoCTaBisieT npuonusutensbHo S50 yi/gac (kodddunnuent
Bapuarun — 21,7 %). Kak u B cnydae npyrux maruoutopoB ['MI'-KoA-penykTassl, B mporecc
“IeyeHOYHOro” 3axBaTa pO3yBacTaTHHA BOBJIIEYEH MEMOpaHHBIM MEPEHOCUYHK XOJeCTepUHa,
BBITIOJTHSIONINI BaKHYIO POJIb B IEYCHOYHON AIIMMUHAIIUY PO3yBacTaTHHA.

Jlunetinocms. CUCTEMHAsI SKCIIO3ULIMS PO3YBAaCTaTUHA YBEIMYMBAETCS MPOMOPLHUOHAIBHO JI03€.
dapMakOKMHETHYECKAE  IMapaMeTpbl HE  HM3MEHSAIOTCS TPU  €XKECTHEBHOM  IpHEME.

Ocobvle nonyaiiyuu nayuernios

Bospacm u non. Ilom m BO3pacT HE OKAa3bpIBalOT KIMHUYECKH 3HAYUMOTO BIMSHUS Ha
(hapMaKOKHMHETHUKY pO3yBacTaTHHA.

Omuuueckue epynnvl. DaAPMaAKOKHHETHUYECKHE WCCIICIOBAHMUS TOKAa3ald MPHUOIU3UTEIHHO
nBykpatHoe yBenudeHue meauanbl AUC (momaan mojJ KpUBOM «KOHILEHTPAIMS — BPEMs») U
Cmax (MakcMManbHOW KOHIIGHTpAlMM B IUIa3Me€ KPOBHM) pO3yBacTaTHMHA Yy IMAllMEHTOB
MOHTOJIOMTHOM pachkl (SIMOHIIEB, KHUTAWIEB, (UIUMIMHIECB, BHETHAMIICB M KOPEHIEB) IO

CpPaBHEHHUIO C €BpoIeraMu. ¥ WHIUNHCKUX MAIllMEeHTOB Moka3zaHo yBenundeHue meanansl AUC u
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dapMaKkOKMHETHKE  Cpeid  EBpPONEHIEB W MPEACTaBUTENCH  HErPOMJHOM  pachl
Ioueunaa nedocmamounocms. Y TIaMEHTOB C JIETKOW M YMEPEHHO BBIPRKEHHOW IMOYEHHOM
HEJOCTAaTOYHOCTHIO  BEJIMYMHA IUIA3MEHHOM  KOHLIEHTpallud po3yBacTaTMHa Wi N-
JECMETUIIPO3YBAaCTaTUHA CYIIECTBEHHO HE MeEHseTcs. Y MAalMeHTOB C TSDKEJIOW IMOYeyHOU
HepoctaTouHocThi0  (kmupenc kpeatmnuHa (KK) wmenee 30 wmi/MHMH)  KOHIICHTpAIUs
po3yBacTaTHMHa B IJIa3M€ KPOBH B 3 pasa BbIILIE, a KOHLEHTpauus N-IecMEeTUIpO3yBacTaTUHA B
9 pa3 BbllIe, 4eM Yy 370pPOBBIX J0OpOBOIIbLEB. KOHIIEHTpaIs po3yBacTaTUHA B IUIa3Me KPOBH Y
MAIMEHTOB Ha reMoauanuie Oblia npuMepHo Ha 50 % Bblile, 4eM y 37J0pPOBBIX JT0OpPOBOJIBIIEB.
Ileuenounas nedocmamounocms. Y TALMEHTOB C Pa3jIMYHBIMM CTaJUSIMHU II€UYEHOYHOM
HEI0CTaTOYHOCTH HE BBIABICHO yBenn4eHue T, po3yBacTaTHHA: y MALMEHTOB ¢ 7-10 OajiaMu U
Huke no mkane Yaina-Ilero. ¥V nByx nmanueHToB ¢ 8-10 u 9-10 Gamnamu no mkane Yaitnga-I1sio
oTMeueHo yBenuueHue Ty, mo kpaiiHel mepe B 2 pasza. ONBIT MpUMEHEHUS po3yBacTaTHHA Y
MAIUEHTOB ¢ Oosee yeM 9-10 Oayutamu 1o mkane Yaina-I1so oTcyTcTBYeT.

T'enemuueckuii noaumopgusm. Varnomropsr ' MI'-KoA-penykra3bl (CTaTHHBI), B TOM YHCIIE
pO3yBacTaTUH, CBS3BIBAIOTCA ¢ TpaHcnopTHbIME Oenkamu OAT31B1 (monunentun TpaHcmopra
OpraHMYECKUX aHUOHOB, YYaCTBYIOUIMI B 3axBaTe cTaTMHOB rematonutamu) u BCRP
(3bdaroxcHbiii Tpancmoprep). Y Hocutenei reHotunoB SLCO1B1 (OATP1B1) ¢.521CC u
ABCG2 (BCRP) c.421AA ormeuanoch ysennuenue skcnosuiuu (AUC) k po3dyBactatuny B 1,6
u 2,4 paza COOTBETCTBEHHO, MO cpaBHeHHUIO ¢ HocuTeiassmu reHorunoB SLCOL1B1 ¢.521TT u
ABCGZ2 c.421CC.

IToxa3anusi kK NpUMeHEHUIO

. [lepBuunas runepxonectepuneMus no kinaccupukanuu Openpukcona (tum Ila, Brirouas
CEMEIHYI0 IeTEepPO3UTOTHYIO THMIEPXOJECTEPUHEMHUIO) WM CMEIIaHHAs THUIEepXO0JeCTEpUHEMUS
(tum 1Ib) B kauecTBe NOMONHEHUS K JUETE, KOT/Ia UeTa U APyrue HeMeIUKaMEeHTO3HbIE METO b
JgeyeHust (Hampumep, (QU3MUECKUE YIPaKHEHMs, CHUKEHHE MAacChl Tela) OKa3bIBaloTCA
HEJ0CTaTOYHBIMH.

o CeMeliHasi TOMO3UTOTHAsI TUIIEPXOJIECTEPUHEMHUSI B KAayeCTBE JIOTMOJHEHHUS K JAUETe U
npyroil nunuiacHwikaromeid Ttepanun (Hanpumep, JIIIHII-agepe3) unmm B cioywasx, koraa
noao0Has Tepanus HeJ0CTaTOYHO YD PeKTUBHA.

. l'uneprpurmuuepuaemus (tun IV no kmaccupukanmuu @DpeapukcoHa) B KadecTBe
JIOTIOJTHEHUS K TUETE.

. JUia 3aMeIeHHs IPOTrPECCUPOBAHMSI aTEPOCKIIEPO3a B KAUECTBE JONOJIHEHUS K TUETE Y
MAlMEHTOB, KOTOPBIM IOKa3aHa Tepanus s CHUKeHUs KoHleHTpanuu odbmero XC u XC-

JITTHIIL.
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uH(papKTa, apTEepUaTbHOW pPEBACKyJISpU3allMU) Yy B3POCIBIX MAlUEHTOB 0€3 KIMHHUYECKUX
npusHakoB BC, HO ¢ NOBBILIEHHBIM PUCKOM €€ pa3BUTHs (Bo3pacT cTapuie 50 JieT 111 MyKUnH
u crapuie 60 jer s KEHINWH, TOBBIIICHHAs KoHIeHTpaluss C-peakTuBHOTO Oenka (> 2 mr/n),
OpU HaJIMYUM KAaK MUHUMYM OJIHOTO M3 JIOMOJHHUTENBHBIX (PAaKTOPOB pHUCKA, TAKUX Kak
apTepuaibHas runeptreHsus, Huzkas koHuneHtpauus XC-JITIBII, kypenue, cemelHblii aHaMHE3
pannero Hayasia BC).
IIporuBonoka3zanus
s npenapama PO3YBACTATHUH-AJIMYM 6 cymounoui 0oze 5 me, 10 me u 20 me:
— TNOBBIIICHHAs YYBCTBUTEIBHOCTh K pO3YyBACTAaTHHY WU JIOOOMY W3 KOMIIOHEHTOB
npernapara;
— HEMepEeHOCUMOCTb JIAKTO3bI, Ie(DULIUT JIAKTa3bl WK TITFOKO30-TaJaKTO3Has MallbabcopOuus
(Tak Kak mpemnapar COACPKHUT JTAKTO3Y);
— Bo3pacT a0 18 ner;
— 3a0o0neBaHuUsl MEYEHH B aKTHBHOW (pa3e, BKIIIOUAs CTOMKOE MOBBIIICHHE CBHIBOPOTOYHOM
AKTUBHOCTH «II€YCHOYHBIX» TPAHCAMHUHA3 U JIF0O0E MOBBIIIEHHE aKTUBHOCTU TPAHCAMUHA3
B CBIBOPOTKE KpOBH (0OoJiee ueM B 3 paza Mo CpaBHEHUIO C BEPXHEH rpaHuileld HOPMBI);
— BbIpakeHHbIe HapyiieHus GyHkuuu nouek (KK menee 30 mu/mun);
— MHOIATHUS;
— OJTHOBPEMEHHBIN MPUEM LIUKJIOCTIOPUHA;
— Yy KEHIIWH: OepeMEeHHOCTh, TIEPUO/ TPYAHOTO BCKAPMIIMBAHUS, OTCYTCTBHUE aJIeKBATHBIX
METOJI0B KOHTpALEIIHH;
— MalMEeHTaM, IPEAPACIIONOKEHHBIM K Pa3BUTHIO MUOTOKCUYECKUX OCIIOKHEHUH.
Jlnsa npenapama PO3YBACTATHH-AJINYM 6 cymounotui 0oze 40 me:
— TIOBBIIIIEHHAs YYBCTBUTENBHOCTh K pO3YyBACTAaTHHY WU JIOOOMY W3 KOMIIOHEHTOB
npenapara;
— HEMEePEeHOCUMOCTh  JIAaKTO3bI,  JeDUUIMT  JaKTa3pl WM  TJIIOKO30-TaJlaKTO3Has
MabaOCopOIIHs;
— BO3pact Ao 18 ner;
— OJIHOBPEMEHHBIN MPUEM ITUKIIOCTIOPUHA;
— Yy KEHIIWH: OepeMeHHOCTh, IEPUOJ TPYAHOTO BCKAPMIIMBAHUS, OTCYTCTBUE aJIeKBATHBIX
METO/IOB KOHTpAIEMIHH;
— 3a0oneBaHuUs MEYCHH B aKTHBHOW (pa3e, BKIIOUAs CTOMKOE MOBBIIICHHE CHIBOPOTOYHOM
AKTUBHOCTH «I1€YEHOYHBIX» TPAaHCAMHUHA3 U JIF000€ MOBBIIIEHHE AKTUBHOCTU TPAaHCAMUHA3

B CBIBOPOTKE KpoBH (O0Jiee ueM B 3 pa3a Mo CpaBHEHHIO ¢ BEPXHEH rpaHUIIel HOPMBI);



COOTBETCTEYET 3KCNEPTHOMY OTY E7T Y

ot 22.10.2025 N2 26478

— manueHTaMm ¢ pakTopaMu pUcKa pa3BUTHS MHonaTﬁg}Béﬁllg%o%ﬁ;—aE QEMQH'HE;' 0007)

— TOYeYHas HeJIOCTaTOYHOCTh cpenneit crenenu Tsokectd (KK menee 60 mn/Mun);

— TUNIOTHPEO3,;

— JINYHBIA WA CEMEWHBIN aHaMHE3 MBIIICYHEBIX 3a00JIEBAHUH,;

— MHOTOKCUYHOCTh Ha (oHe mpuéma apyrux uHruouropoB I'MI-KoA-penykrassl wim

¢ubparoB B anamHese;
— Ype3MepHOe YHOTpeOIeHUE aTKOTOIs;
— COCTOSIHMSI, KOTOpbIE MOTYT HIPHUBOJAUTH K TIIOBBIIICHUIO IUIa3MEHHOW KOHIIEHTpAIUU
pO3yBacTaTHHa;

— OJHOBpEMEHHBIN NpuéM (HrudpaToB;

— HalMeHTaM MOHT'OJIOUIHOM pachl.
C 0CTOPOKHOCTHIO
s npenapama PO3YBACTATUH-AJINYM 6 cymounoti 0oze 5 me, 10 me u 20 me: Hanudue
pHUCKa pa3BUTHS MHONATHX/PabIOMHUONM3a — MOYEYHAs! HEAOCTATOYHOCTh, TUIIOTHPEO3, JINIHBIHA
WIM CEeMEWHBI aHaMHE3 HACIEACTBEHHBIX MBIIICUHBIX 3a00J€BaHU M MPEIIIeCTBYIOUIUI
aHaMHE3 MBIIIEYHOW TOKCHMYHOCTU TPU HCIOJIB30BaHUU JApyrux HHruoutopo ['MI'-KoA-
penykTa3sl WM (UOPATOB; YPE3MEPHOE YHOTPEOJICHUE AJKOTOJIs; BO3pAcT crapiie 65 e,
COCTOSIHUSI, NP KOTOPHIX OTMEUYEHO MOBBIIIEHHE IUIA3MEHHONW KOHILIEHTpAIlMM PO3yBAaCcTaTHHA;
pacoBas MPUHAUICKHOCTh (MOHTOJIOMIHAS paca); OAHOBPEMEHHOE MpuMeHeHue ¢ gubpaTtamu;
3a0oNeBaHusl T[EYEHH B aHAMHE3€, CEMNCHC, apTepualibHasg TUIOTEH3US; OOLIUpPHbBIE
XUPYpPru4ecKre BMEUIaTeNbCTBA, TPaBMBbl, TSDKEIble METa0OJIMYECKUE, HSHAOKPUHHBIE WIN
AIIEKTPOJINTHBIE HAPYIICHUS UJIM HEKOHTPOJIUPYEMBIE CYIOPOKHbBIE MPUTTATKH.
Hna  npenapama PO3YBACTATHH-AJIUYM 6 cymounou Ooze 40 me: TmoYeyHas
He/l0CTaTOYHOCTh Jerkoil crenenu Tsokectu (KK Gomee 60 mi/mMuH); Bo3pacT crapuie 65 jert;
3a00/ieBaHMs TI€UEHW B aHAMHE3€; CEeINCUC; apTepuanbHas TUIOTEH3Us; OOIIMpHBIE
XUPYpPru4ecKre BMEUIaTeNbCTBA, TPaBMbl, TSDKEIble METa0OJMYEeCKUE, HSHAOKPUHHBIE WU
3JIEKTPOJIUTHBIE HAPYLICHUS WIK HEKOHTPOJIUPYEMBIE CYI0POKHBIE TIPUTIA/IKH.
Iayuenmovr ¢ neuwenouynoll Hedocmamounocmvio. JlaHHBIE WM ONBIT MPUMEHEHUS
po3yBacTaThHa y MaIMeHTOB ¢ Oojee dyem 9-to Oamramu mo mkane Yaina-Ileto oTcyTcTBYET
(cm. pazoenvt « Papmakoounamurxay u « Ocobvie YKazauusy).
IIpumeHenne npu 0epeMEHHOCTH M B NIEPHO/L TPYHOT0 BCKAPMJINBAHHA
bepemennocms
[Tpennapat PO3YBACTATHUH-AJIMYM npotuBonokaszas npu 6€peMeHHOCTH.
KeHmMHBI ~ pPEeNpoONYKTUBHOTO  BO3pacTa JODKHBI  IPUMEHATh  aJIeKBaTHBIE  METObI

KOHTpalCIInH.
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[TockonbKy XOJNeCTepUH U APYrue MPOAYKThI SHOCHHTégé:I)EO?I%&;&ﬁIEEQh(ﬁ& [-I[-IJ?IS_I' %aggﬁmﬂ

1071, MOTEHUUAIBHBIA puck uHruOupoBanus ['MI-KoA-penykTassl mpeBbIIIaeT MOIb3y OT
IIPUMEHEHHUs PO3yBacTaTUHA IIPU OEPEMEHHOCTH.

B ciyuae BO3HMKHOBEHUSI OEPEMEHHOCTH B MpOLIECCE Tepanuy IpueM Ipenapara J0KeH ObITh
IpeKpalleH HEMEeAJICHHO.

Ilepuoo epyonozo eckapmaueaHus

JlaHHbIE B OTHOILIEHUH BbIAEIEHUS PO3yBACTaTUHA C IPYAHBIM MOJIOKOM OTCYTCTBYIOT, [IO3TOMY
B [IEPUOJ TPYAHOTO BCKapMJIMBAHMsI €r0 IPUMEHEHHE IPOTUBOIIOKA3aHO, I0O3TOMY IPUMEHEHHE
npernapara B IEpUOJ I'PyTHOIO BCKapMJIMBAHUS CIIEAYET IPEKPATUTh.

Cnocod npuMeHeHHs U 103bl

BHyTpb, HE pa3KeBbIBaTh U HE U3MEJIbUATh TAOJIETKY, MPOTJIATHIBATH LEINKOM, 3alIUBasi BOIOM.
[Tpenapat MoxeT Ha3HaYaThCA B J1I000€ BpeMsl CyTOK HE3aBUCUMO OT ITpHEMa IHIIH.

Jlo Hayasa  TepanmMM ~ MalUMEHT  JOJDKEH ~ HayaTh  COOMIOAATh  CTaHIApTHYIO
TUIIOXOJIECTEPUHEMUYECKYI0 TUETY W IPOJODKATh COOJI0JaTh €€ BO BpeMs JjeueHus. Jloza
npenapara JI0JDKHA MOAOMpAThCS HMHAMBHUIYAJbHO B 3aBUCUMOCTH OT LeJiedl Tepanuu |
TEpaneBTUUECKOr0 OTBETA Ha JIeYeHUe, MPUHMMAas BO BHUMaHME TEKYyLIHME PEKOMEHAALUU I10
LEJIEBBIM KOHIIEHTPALIUSAM JIUITHJIOB.

Pexomenyemas HauanbHasi 03a JUlsd NALMEHTOB, HAYMHAIOUINX PUHUMATh IIpernapaT, Wil AJs
NAIUEHTOB, IMEPEBEACHHBIX ¢ npuema apyrux uHruoutopos I'MI'-KoA-penykrasbl, n0iKHA
coctaBiaTh 5 mr minn 10 mr mpemapara PO3YBACTATHUH-AJIMYM 1 pa3 B cyrku. Ilpu
BbIOOpE HAuyaJIbHOM J103bl CJEIyeT PYKOBOJCTBOBATHCS WHAMBUIYAIbHON KOHLIEHTpaIen
XOJIECTepUHA M TPUHMMATh BO BHHMAaHHME BO3MOXKHBI PHUCK CEpIEUYHO-COCYAMUCTHIX
OCJIO’)KHEHUH, a Takke HEeoOXOAMMO OIIEHMBAaTh MOTEHIUAIbHBIN PUCK Pa3BUTHUS MOOOYHBIX
apdexToB. B cimyyae HEOOXOIUMOCTH /032 MOXET OBbITh yBeIW4YeHa 10 Ooibllel dyepes
4 nenen.

B cBs3u c BO3MOXHBIM pa3BUTHEM NO0OYHBIX 3¢¢dekToB npu mnpuéme n03pl 40 Mmr, no
CpaBHEHHIO ¢ Oojiee HHM3KHMH JI03aMH Tpenapata (cm. paszoden «llobounoe Oeticmeuey),
yBenuueHue A03bl 10 40 Mr, mocie IOMOJHUTEIBHOIO IpPHUEMa O3Bl BBILIE PEKOMEHIYEMOM
HAYaJbHOW NT03bl B T€UEHHE 4 HEAENb TEPAllMU, MOXET NPOBOJUTHCS TOJIBKO Y MAaIEHTOB C
TSKEJIOM CTETEHbIO TUIEPXOJIECTEPUHEMUU U C BBICOKUM PHUCKOM CEpJEYHO-COCYAMCTHIX
OCJIO’)KHEHUH (0COOEHHO y MAlMEHTOB C CEMEIHON runepxoiecTepuHeMueii), y KOTOPBIX HE ObLI
JOCTUTHYT JKEJaeMbli pe3ynpTaT Tepanmuu npu npuéme no3sl 20 Mr u Kotopele OynyT
HaXOAUThCS TMOJA HaOmIoleHHWeM crhenuaiucra. PekomeHayeTcss OCOOSHHO —THIaTeabHOe

HaOJIOZICHUE 32 MAlMeHTaMH, TTOTYJaloMMU Tipenapar B 103¢ 40 mr.



ot 22.10.2025 M2 26478
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COOTBETC TEn'ET SKCTEPTHOMY OTY ETr

[Tocne 2—4 Henens Tepanuy W/WIU TPH TOBBIIICHUN JT03bI pO3yBacTaTHHA HEOOXOIUM KOHTPOJIb
nokaszarejeil JUMUIHOTO oOMeHa (Impu HEoOXOAMMOCTH TpeOyeTcs KOPpPeKUHUs IO3bI).
Tayuenmoi nosxcunozo 6ospacma. He Tpedyercs KOppeKIUU J03bI.

Iayuenmsi ¢ nouveunoti HedocmamoyHocmolo. Y TAIMEHTOB C MOYEYHOW HENOCTaTOUYHOCTHIO
JIETKOW WJIM CPEIHEH CTENEHU TSHKECTHU KOPPEKIHS 103kl He TpeOyeTcs. Y MalueHTOB C TSHKEIon
noueynoid HemocrarouHocThio (KK wmenee 30 w™i/MUH) TpuMeHEHHE pO3yBacTaTHHA
npoTtuBonokazaHo. [IpoTnBonokazano npuMeHeHue po3yBacTaTHa B J03e¢ 40 Mr mamueHram c
ymepeHHbIMH HapymeHusMu ¢yaknun modek (KK 30-60 mu/mun). [TanimeHnTam ¢ yMepeHHBIMU
HapymIeHUAMA (DYHKIMM TIOYeK pPEKOMEHIYeTCs HadalbHas Ji03a Ipenapara S5 M.
Ilayuenmvr ¢ neuenounou Heoocmamouynocmoio. Ilpenapar PO3YBACTATUH-AJIMYM
MPOTUBONOKA3aH MallMeHTaM C 3a00JIeBaHUSIMH IT€YEHH B aKTUBHOU (haze.

Omuuueckue epynnel. Ilpu uzydeHun (papMakOKMHETHYECKHX IapaMeTpOB pPO3yBacTaTHHA Y
NAlUEHTOB, MPUHAMIEKAIIUX K pPasHbIM OJTHUYECKUM TpYIIaM, OTMEUEHO YBEJIUYCHHE
CUCTEMHOM KOHLIEHTpAallUM pO3yBacTaTHHA CpeAM SMOHILEB M kuTaiueB. Cienyer y4uTbIBaTh
JMaHHBIA (aKT MpU HA3HAYEHUU PO3yBacTaTHHA JAaHHBIM TpyIaM nanueHToB. [Ipu HazHayeHUu
no3 10 mr u 20 Mr pexkomeHjayemasl HadalbHas J03a JUIS MAIMEHTOB MOHTOJIOMIHOM pachl
cocrainsier 5 wMr. [IporuBomokazaHo Ha3zHaueHue mpenapata B o3¢ 40 Mr mnauueHTam
MOHTOJIOMIHOM pPaCHI.

T'enemuueckuii nonumopghusm. Y wHocureneit SLCO1B1 (OATPIBI) ¢.521CC u ABCG2
(BCRP) c.421AA otmeuarnoch yBennuenue sxkcrnozuiiuu (AUC) kK po3yBacTaTHHY MO0 CPABHEHUIO
¢ Hocutensamu reHoturioB SLCO1B1 ¢.521TT u ABCG2 ¢.421CC. [Ins nanueHTOB-HOCUTEIICH
reHotunoB ¢.521CC wm c421AA pexkomeHayemass MakCHMallbHas J103a IIpemnapara
PO3YBACTATHH-AJIMYM cocrasnser 20 mr 1 pa3 B CyTKH.

Iayuenmsi, npedpacnonodicenuvie k muonamuu. [IpoTHBONOKA3aHO TpPHUMEHEHHUE IMpernapara
PO3YBACTATUH-AJIMYM B po3e 40 Mr mnauueHtaM c (akTopaMu, KOTOpPbIE MOTYT
yKa3blBaTh ~ HAa  NIPENpacloiOXEHHOCTh K  Pa3BUTHIO  MHUONATHM  (cM.  paszoen
«lIpomusonoxasanusy). Tlpu HazHadenuu 103 10 u 20 Mr pekoMeHyemMasi HadaabHas 103a JUIs
JTAHHOM TPYMIIbI MALIUEHTOB COCTABISET 5 M.

Conymcmsyrowas mepanus. Po3yBacTaTUH CBSI3bIBaeTCS C Pa3IMYHBIMH TPAHCIOPTHBIMU
oenkamu (B wactHoctH, ¢ OAT31B1 u BCRP). IIpn ogqHOBpeMEHHOM NMPUMEHEHHUH TIperapara
PO3YBACTATUH-AJIMYM c nekapCTBEHHBIMU IpenaparaMi (TaKUMH Kak LHKIOCIOPHH,
HeKkoTopble MHruOuTOpEl BUY mpoTeas, BKIOYass KOMOMHAIIMIO PUTOHABHPA C aTa3aHABUPOM,
JIOTIMHABUPOM W/WJIU TUIPAHABUPOM), TIOBBIIIAIOIIMMH KOHLIEHTPALIUIO pO3yBacTaTHHA B IJIa3Me

KpOBH 3a CHYCT BSaHMOHCﬁCTBHﬂ C TpPaHCIIOPTHBIMHA 6eJ'IKaMI/I, MOXKCT MOBBIIIATECA PUCK
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MHUOTIATUH, BKIIOUYas pabIoOMHUONIN3 (CM. pazoefibl «Océgur'e:"yyéé—zyﬁ }z'iTEQ%'s-lc'tﬂﬁvzg&'eﬁC%éite c

Opy2uMu 1eKapCmeeHHbiMU cpeocmeamuy). B Takux ciydyasx cliefyeT OLIEHUTh BO3MOKHOCTh
HA3HAYCHUS aTbTEPHATUBHOW TEpAIMK WM BPEMEHHOTO MPEKpALICHUS MPUMEHEHHSI Ipernapara
PO3YBACTATHUH-AJIMYM. Ecium e NOpUMEHEHHE  BBIIICHA3BaHHBIX  IPEMapaToB
HEO0OXOUMO, CJelyeT OLEHUTh COOTHONICHHE IOJIb3bl U PHCKA COIYTCTBYIOLIEH Teparuu
npenapatoM PO3YBACTATHUH-AJIMYM u paccMOTpeTh BO3MOXKHOCTh CHM)KEHHS €r0 J103bl
(cm. pazden «Bzaumooeticmaue ¢ Opy2umu 1eKAPCMEEHHbLMU CPEOCMBAMUY).

ITo0ouyHOE nelicTBUE

[To6ounbie »ddexTh, HaOMOMaEMbIe TPU TMPUEME pPO3yBacTaTHHA, OOBIYHO BBIPAKCHBI
HE3HAYUTEILHO U MPOXOJSIT CaMOCTOATEIbHO. Kak W mpu mpuMEHEHWH IPYTHX WHTHOUTOPOB
I'MI'-KoA-penykTa3bl, 4aCTOTa BO3HUKHOBEHHUS HEXKEIATEJIbHBIX PEAKIMI HOCUT B OCHOBHOM
JI0303aBUCUMBIN XapaKTep.

[Ipodune HexenaTenabHBIX PEaKIUil MpPU IMpHEME pPO3yBacTaTHHA MPEJICTaBICH IO JaHHBIM
KIIMHUYECKHUX UCCIICIOBAHUIA U IIIMPOKOTO MMOCTMAPKETUHIOBOT'O TPHMEHEHUS.

YacroTra pa3BUTHs HEKENATEIBHBIX PEAKIHMA MPEICTaBICHA CIEAYIONMM 00pa3oM: OU4eHb 4acTo
(= 1/10 cmyuaeB), yacto (= 1/100 u < 1/10 cnyudaes), Hedacto (= 1/1000 u < 1/100 cinydae),
penko (= 1/10000 u < 1/1000 ciydae) u ouens peako (< 1/10000 ciyuaeB, BkiIro4as OTAeIbHbIC
cooOmenust). HexenatenbHbIE pEakIHWW, YacTOTy pPa3BUTHUS KOTOPBIX HE MPEACTABISETCS
BO3MOXXHBIM OIICHHUTH IO JIOCTYITHBIM JIaHHBIM, UMCIOT OOO3HAYCHHE «4YaCTOTa HEU3BECTHAY.
Hapywenus co cmoponvl ummyHHOU cucmemsl: PEIKO — PEAKLIUU THIIEPUYBCTBUTEIHHOCTH,
BKJIIOUYasi aHTHOHEBPOTUYECKHI OTEK.

Hapywenusi co cmopoHl 2HOOKpUHHOU cucmembl: 9acTO — CaXapHbIi Juader.

UYacroTa OymeT 3aBHCETh OT HAJTMYUS WM OTCYTCTBUS (DAKTOPOB PUCKA (KOHIICHTPAIIHSI TITFOKO3bI
B KpOBM Haromak > 5,6 MMonb/n, uHAeKc Mmacchl Tena (UMT) > 30 Kr/M2, MOBBIIICHHAS
KOHIIEHTPAIUS TPUTIIHIIEPUIOB, apTepraibHast TUIICPTEH3Us B aHAMHE3e).

Icuxuueckue paccmpoticmea’ 9acTOTa HEU3BECTHA — JICTIPECCHSL.

Hapywenus co cmoponbl Hep8HOUl cucmembl. 9aCTO — TOJOBHAsI 00JIb, TOJIOBOKPY)KEHHE; OUYCHb
penKo — TONWHEHpomaTHs, TOoTeps NaMsITH, YacTOTa HEW3BECTHa — mepudepuyeckas
HeliponaTHs, HapyIIeHHe cHa (BKJII04ast OSCCOHHUILY U HOUHBIE KOLIIMaphl), MUACTEHUS TPaBUC.
Hapywenus co cmopoHbl opeana 3perus: 9acTOTa HEU3BECTHA — TIIa3Has MHACTEHHSL.
Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, 0p2ano8 cpyOHOU KIemKU U CpeooCmeHUs.:
9acTOTa HEU3BECTHA — KaIIeNhb, OJIBIIIKA.

Hapywenusa co cmopomnwst dcenyo0oyHo-KuuleuHo20 mpaxkma: 4acto — 3amop, TOIIHOTa, 00Jb B

KHUBOTEC, PCAKO — IMAHKPEATUT, 4aCTOTa HCU3BCCTHA — JUAPCA.
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T B A HIOMCTR 0007
Hapywenus co cmoponvl kooxxcu u NOOKOIMHCHBIX mK'cJ;leu"ngg'm% 'IEMBIPITS'Wl[; "CBIIHB,

KpanMBHUIIA; YaCTOTAa HEU3BECTHA — CUHApOM CTHBeHca — J[)KOHCOHA, JIEKApCTBEHHAs PEaKILIUs C
so3uHOuueit u cucremuabiMu cumntomMamu (DRESS-cunapom).

Hapywenus co cmoponbl cKelemHo-MbleyHou U cOeOUHUMENbHOU MKAKU  9YaCTO — MUAJITHUS;
pelKo — MuonaTus (BKJI0Yasi MHO3UT), pabIOMHUOJIN3, BOJTYAHOYHOIIOJOOHBIN CHHAPOM, Pa3phIB
MBILIIBI;, OYEHb PEAKO — apTpalrus; dYacroTa HEM3BECTHA — TEHIAMHONATHUS, HMHOI/A
OCJIO’)KHEHHBIE Pa3pblBOM CYXOXKUJIHSI, UMMYHO-OIIOCPEI0BaHHAsI HEKPOTU3UPYIOLIAsh MUOIIATH.
Hapywenus co cmopoHbl nouex u Mo4egbleo0sauux nymeii: 0O4eHb PeIKo — reMaTypHsl.

[Ipy npumeHeHHH po3yBacTaTMHA BO BCEX J1033aX, OCOOEHHO B J03aX, MpeBbluaromux 20 mr,
co00IaIoCh O CIEAYIOIIUX BO3ACHCTBUSIX Ha OINOPHO-IABUIATEIbHBIA ammapar: MHUaTus,
MHUOMNATHs (BKIIOYas MHO3MT), B PEIKUX CilIydasx — pabJOMHOJIM3 C OCTPOH MOYEUHOM
HEI0CTaTOYHOCTBIO MU O€3 Hee.

Jlo3o3aBricumMoe mOBbILIeHHE ypoBHs — KpeaTuH(pochokunazel (KDK) wHabmomaercst y
HE3HAYUTEJIbHOr0 YKCJa MalMeHTOB, NPUHUMABLIMX PO3YyBacCTaTUH (B OOJBIIMHCTBE CIy4yacB
OHO OBLJIO HE3HAUUTEIbHBIM, OECCUMITOMHBIM U BpEeMEHHbIM). B ciiydae mnoBbleHus
aktuBHOCcTH KOK (Gonee uem B 5 pa3 1o CpaBHEHHIO C BEpXHEH IpaHUICH HOPMBI) Teparius
JIOJKHA OBITh IPUOCTAHOBJICHA.

Hapywenus co cmopoHbl nouex:

VY mnanueHToB, NOJMY4YaBUIMX PO3YBAaCTATUH, MOXET BBISIBIATHCS NPOTEUHYPHS; HU3MEHEHUS
KosinyecTBa Oenka B Moye (OT OTCYTCTBMSI WJIM CJIEJOBBIX KOJUYECTB 10 ++ win OoJiblie)
HaOmronaroTess 'y MeHee 1 % maunueHTOB, MOJIYYaOUMX po3yBacTaTUH B no3e 10-20 mr, u y
npuOIM3uTENbHO 3 % MalMeHToB, NOoJyJyaronuXx po3yBacTaThH B o3¢ 40 mr. HesnaunrensHoe
W3MEHEHUE KOJMYecTBa Oeiaka B MoY€ (OT OTCYTCTBUSI WJIM CJIEIOBBIX KOJIMYECTB N0 +)
OoTMeYajoch npu npueme B j1o3e 20 mr. B OosblIMHCTBE CilydyaeB MPOTEHHYPHUS YMEHBLIAETCS
WIM HUCYE3aeT B INPOLECCE TEpalMd W HE O3HA4aeT BO3HUKHOBEHHUS OCTPOro WU
IPOrPECCUPOBAHUS CYLIECTBYIOIIEr0 3a00JIeBaHUS MTOYEK.

Hapywenusi co cmopoHbl neueHu u JHcenyebl@o0Awux nymeti: peIko — J0303aBUCUMOE
HOBBIIICHUE aKTHBHOCTH «IICYCHOYHBIX» TpaHCaMUHa3 (Y HE3HAYUTEIBHOIO YKCIa MAI[IEHTOB; B
OOJIBIIMHCTBE CIy4YaeB OHO HE3HAUYUTENIbHO, OECCUMITOMHO M BPEMEHHO); OYEeHb PEAKO —
JKENTyXa, TernaTur.

Jlabopamopnvie noxkazamenu: 4acTOTa HEU3BECTHA — IOBBIIIEHHE KOHIIEHTPAIMH TIIIOKO3bI,
OunmupyOMHa, aKTHUBHOCTM  TaMMa-TIIyTaMWITPaHCIENTHIA3bl,  IIeJo4HOM  ¢ocdaTassl,
HapylmeHus (QYHKIMH IIUTOBUIHON KeJIe3bl.

IIpouee: 4acTO — aCTEHUYECKUN CHHJIPOM.
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Co cmopoHbl nuwesapumenbHo20 mpakma: PEIKO — Tl Bl frrefTe AR THEHOCTH - TIede O b

TpaHCAMHHA3; OYE€Hb PEAKO — KeNTyXa, TeMaTHT; YaCTOTa HEU3BECTHA — AUAPES.

Co cmoponbl CKelemHO-MbIUEeUHOU U COeOUHUMENbHOU MKAHU: OYEHb PEIKO — apTpajrus;
4acTOTa HEM3BECTHA — UMMYHOOIIOCPE0BaHHAs! HEKPOTU3UPYIOIIAs MUOIATHSL.

Co cmopoHbl no08bIX OP2AHOE U MOIOUHOU JiceNe3bl. OUeHb PEIKO — THHEKOMACTHsl.

Co cmoponwl cucmembl Kpogemeopenus: PEAKO — TPOMOOIIUTONIECHHUS.

Ilpouue: yacToTa HEM3BECTHA — EpUPEPUIECKIE OTEKH.

[Tpy nprMeHeHnH HEKOTOPBIX CTATMHOB COOOINAIOCH O CIACAYIOIIUX HeXeIaTeIbHbIX PEaKIUAX:
CeKcyanbHas  AUCQyHKUUS,  cooOIanoch 00  MCKIIOYMTEIBHO  PEOKUX  CIydasx
MHTEPCTULMAIBHONW OOJIE3HH JIETKUX, OCOOCHHO MpPH JUIMTEIBHOM IPHUMEHEHHH IIpernapara
(cM. pazgen «OcoOble yKa3aHus»).

YacTtoTa cooOLeHni 0 ciaydasx pabJOMHOJIN3a, CEPhE3HBIX HAPYIIEHUH CO CTOPOHBI NOYEK U
CephE3HBIX HApPYLIEHUH CO CTOPOHBI NEUEHH (MPEUMYILECTBEHHO CBS3aHHBIX C IOBBILICHUEM
AKTUBHOCTH «II€YEHOYHBIX)» TpaHCAMHHA3) ObLIa BhIIE HA oHE npreMa 10361 40 Mr.
Ilepeno3supoBka

[Ipr 0JHOBpEMEHHOM NpUEME HECKOJbKUX CYTOUYHBIX 103 (hapMaKOKMHETHYECKHUE MapameTpbl
pO3yBacTaTUHA HE U3MEHSIOTCA.

Crieruduueckoro Jie4eHUS TpPU TEPEJO3UPOBKE PO3yBACTATMHOM HE cymecTByeT. llpum
NEepe03UPOBKE PEKOMEHIYETCS TPOBOAMTH CHUMIITOMATHYECKOE JICYEHUE W MEpPONPHUSITHS,
HalpaBJIeHHbIE Ha MoJiep KaHue (PYHKIUI )KU3HEHHO Ba)KHBIX OpraHoB M cucteM. Heobxonum
KOHTpoJb (yHKIMM mneyeHH U akTuBHOCTH K@®K. ManoBeposatHo, 4Tto remoauanus Oyzaer
3¢ (eKTUBEH.

B3aumopeiicTBHE ¢ APYrUMU JIeKAPCTBEHHBIMH CPeICTBAMH

Bnuanue npumenenus opyzux npenapamoe Ha po3yeacmamun

Hneubumoper mpancnopmmuvix 6eikos

PozyBacTaTuH cBSI3bIBa€TCSl C HEKOTOPBIMU TPAHCIOPTHBIMU Oeikamu, B yactHocTh ¢ OATP1B1
u BCRP. ConyrcTByroliee MpuMEHEHHE MPENapaToB, KOTOPbIE SBIAIOTCS MHTUOMTOPAMH 3THUX
TPAHCHOPTHBIX OEJIKOB, MOYKET CONPOBOXK/IATHCS YBEIMUYEHUEM KOHLEHTPAI[MH pO3yBacTaTHHA B
IUIa3M€ U TOBBIIIEHHBIM PUCKOM DPa3BUTUS MUOMATUHU (cm. mabauyy 1 u pasoenvt «Cnocobd
npumeneruss u 003v1» u « Ocodvle YyKazanusy).

Luxnocnopun

[Tpu onHOBpEeMEHHOM MPUMEHEHNHU po3yBacTaTHHA U nukiocnopuHa AUC po3yBacTaTuHa Oblia
B CpelHEM B 7 pa3 BBIIE 3HAYEHUS, KOTOPOE OTMEYaoCh Yy 370POBBIX J10OPOBOJIBIEB

(cm. mabnuyy 1). He Bimsier Ha IUIa3MEHHYIO KOHIIGHTPALWIO IHKIOCIOpHHA. [Ipenapar
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(cm. pazoen «lIpomueonoxkazanusy).

HUneubumopel npomea3svl supyca ummyHnooeguyuma venosexa (BUY)

HecmoTps Ha TO, 4YTO TOUHBIN MEXaHU3M B3aUMOJICHCTBUS HEU3BECTEH, OJHOBPEMEHHBIN MPUEM
UHrHOUTOpPOB nporea3sl BUY mMoxeT mpuBOAUTH K 3HAUUTEIHLHOMY YBEIHUEHUIO AKCIO3UINH
posyBactatuHa (cm. mabauyy 1). @apMakOKMHETHYECKOE UCCIICOBAHHE 10 OJJHOBPEMCHHOMY
npuMmeHeHnto 20 Mr posyBacTaTMHa ¢ KOMOWHHPOBAHHBIM NIPEMapaToM, COACPIKAIIUM JIBa
uaruouTopa nporeazbsi BUY (400 mr nommaaBupa/100 Mr puToHaBHpa), Y 3JA0POBBIX
TO0OPOBOJIBIIEB MPUBOJAMWIO K MPUOIUZUTEIBHO IBYKPATHOMY M ISITHKPATHOMY YBEIMUEHUIO
AUCo24 um Cmax po3yBacTaTuHa COOTBETCTBEHHO. [l03TOMYy OJHOBpEMEHHBIH TMpUEM
po3yBacTaTUHAa W WHTHOUTOPOB mpoTeasbl BUY mnpu jeueHWM NAIMEHTOB C BHPYCOM
ummyHogeduimta yenoseka (BUY) ne pekomenayercs (cm. pasdenvt « Cnocob npumenerus u
003b1», «Ocobule ykazanusy, mabauyy 1).

Temghubposun u Opyeue eunonunudemuyeckue cpeocmaa

OnHOBpEeMEHHOE NPUMEHEHHE pO3yBacTaTWHA U TeM(UOpO3MIIa MPUBOIUT K YBEITUYCHHUIO B
2 pa3za MakCHUMaJbHOW KOHIICHTpAIMu po3yBacTaThHa B miuasme kpoBu U AUC posyBactaTuHa
(cm.  pazden  «Ocobvle  ykazamusy). (OCHOBBIBASCh Ha JAaHHBIX [0 crenuduueckomy
B3aMMOJICHCTBHIO, HE OXHUAaeTcs (HapMaKOKMHETHYCCKH 3HAYMMOTO B3aMMOJICHCTBHS C
denodubpaTamu, BOZMOKHO (hapMaKOTUHAMHUIESCKOE B3aUMO/ICHCTBHE.

I'emdubposmn, denodubpar, apyrue ¢ubpaThl U JTUNUACHIKAIOUIUE [103bI HUKOTHHOBOM
KHUCTIOTHI YBETMYMBAIA PUCK BOSHHUKHOBEHHSI MUOIIATUU TIPU OJJHOBPEMEHHOM HCIIOIH30BAHHUH C
unruoutopamu I'MI'-KoA-peaykras3sl, BO3SMOXKHO B CBSI3U C TEM, YTO OHU MOTYT BbI3bIBaTh
MHUOTIATHIO U TPU UCIIOJIb30BAHUHU B KQU€CTBE MOHOTEPANUH (cM. pazden « Ocobvie YKazanusy).
[Ipu omHOBpeMEHHOM MpHEME po3yBacTaTHHA ¢ remMpuodpo3mwioM, pudparaMu, HUKOTHHOBOMH
KHCIIOTOW B JIMIUICHIDKAIONIUX 703aX (Oosiee 1 T/CyTKH) MalMeHTaM PeKOMEHIYETCs HadalbHast
71032 po3yBacTaTuHa 5 MT, ipueM B 03¢ 40 MI IpOTHBONOKA3aH MPH COBMECTHOM Ha3HAYECHUH C
dbubparamu (cm. pazoenvi «llpomusonoxasanusny, «Cnocod npumenenus u 003vl», «Ocobvle
VKA3aHUAY).

Dzemumud

OnHoBpeMEHHOE TPUMEHEHHE po3yBacTatTuHa B Ao03e 10 mMr um 33etumuba B m03e¢ 10 mr
compoBokaanock yeenmueHnem AUC po3yBacTaTHHA y TAIMEHTOB C THIIEPXOJECTEpUHEMHUEH
(cm. mabauyy 1). Henb3s UCKIIIOYUTD yBEIHMUEHHE PUCKAa BO3HUKHOBEHUS MOOOUYHBIX () (HEKTOB

n3-3a (I)apMaKO,Z[I/IHaMI/I‘-ICCKOFO B3aUMOJEHCTBHUI po3yBaCTaTuHa U 33eTUMHOA.
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Anmayuosi

OpnHOBpeMEHHOE TPUMEHEHHE pO3yBacTaTMHA M CYCHEH3MHM aHTaluJO0B, COAEpXKAIIUX
QTIOMUHHMST M MarHusi TUJIPOKCUJ, NPUBOJUT K CHIDKCHHMIO IUJIa3MEHHOW KOHIIEHTpallUU
po3yBactatuHa npumepHo Ha 50 %. Jlanubiii 3¢ddexT BbrIpakeH crabee, €cid aHTAUIbI
MPUMEHSIIOTCS yepe3 2 yaca mociie npuema posyBacratuHa. Kiimnudeckoe 3HadeHue mogo0HOTro
B3aMMO/JICHCTBUS HE U3Y4aJlOCh.

Opumpomuyun

OpHoBpeMeHHOE MPUMEHEHHE PO3yBacTaTUHA U SPUTPOMUIIMHA PUBOAUT K yMeHbleHnto AUC
posyBactatuHa Ha 20 % u Cmax po3yBactatuHa Ha 30 %. IlomoOHoe B3ammojeiicTBIE MOKET
BO3HUKATh B pE3yJbTaTe€ YCWICHHS MOTOPUKM KHILIEYHHKA, BbI3BIBAEMOI0 IPUEMOM
SPUTPOMHUILIMHA.

Hzopepmenmol yumoxpoma P450

PesynbraThl MccieAoBaHuid N VIVO u in VItro mokasand, 4To po3yBacTaTHH HE SIBISCTCS HH
WHTHOUTOPOM, HU MHAYKTOpOM Hu30depMeHToB muroxpoma P450. Kpome Toro, posyBacraTuH
SBIISIETCA CIIa0BIM cyOcTpaTtoM uist 3TUX (pepmeHnToB. [losToMy He OXHIaeTcs B3aMMOICHCTBHS
po3yBacTaTUHA C IPYTHMMH JIEKAPCTBEHHBIMU CPEJCTBAMH HAa YpOBHE MeTaboiM3Ma ¢ ydacTueM
uzopepmenToB nuroxpoma P450. He O6b110 OTMEUEHO KIIMHUYECKU 3HAYUMOTO B3aUMOACHCTBHUS
MEXJy po3yBacTaTuHOM U (urykoHa3osioM (nHruouropom m3odepmentoB CYP2C9 u CYP3A4)
¥ KETOKOHAa30J10M (nHrHOuTopoM n3opepmenToB CYP2A6 1 CYP3A4).

@y3udosas Kucioma

HccnenoBanuii 1Mo M3y4YEHUIO B3aMMOJEHCTBHS poO3yBacTaTWHa M (Py3MIOBOH KHUCIOTHI HE
npoBoawiock. Kak M mpu mpueme Ipyrux CTaTMHOB, ObUIM MOJYY€HBl MOCTMAPKETUHIOBHIE
coo01eHusl 0 ciayyasx pabAoMUoJIM3a IPU COBMECTHOM IPHEME po3yBacTaTUHA U (y3UA0BOI
kucinoTel. HeoOxonumo mpucTanbHO HaOmogaTh 3a mnaumeHTamu. Ilpu  HeoOxoaumocTu
BO3MO>KHO BPEMEHHOE IIPEKpallleHue IPUEMa po3yBacTaTHHA.

Bzaumooeiicmeue ¢ nexkapcmeeHHviMu cpedcmeamu, Komopoe mpebdyem KOppeKyuu 003bl
poszyeacmamuna (cm. mabauyy 1)

Ho3y npenapara PO3YBACTATHUH-AJINYM cnenyer KOppeKTUpOBaTh MpU HEOOXOIUMOCTH
€ro COBMECTHOIO MPUMEHEHHS C JIEKAPCTBEHHBIMH CpPEICTBAMH, YBEIMYMBAIOIIUMU
9KCIO3ULHUIO K po3yBacTaTHHy. CienyeT 03HAaKOMHUTBCSI C MHCTPYKIUEH MO MPUMEHEHHUIO 3THX
IIpernapaToB Mepej UX Ha3HauYeHHEM COBMECTHO C IpernapaToM po3yBacTtaTtuHa. Ecnu oxxunaercs
YBEJIMUEHUE IKCMIO3UIMH B 2 pa3a u Oolee, HadaidbHas 032 pO3yBacTaTHHA JIOJKHA COCTABIATh
5 Mr oauH pa3 B CyTKU. Takxke cieayeT KOppeKTUPOBaTh MAaKCUMAJIbHYIO CYTOUHYIO 103y TakK,
YyTOOBI OXHJaeMasi SKCIIO3ULHUS K PO3yBacTaTHHY HE MpEeBbIIIaja TakoBYyI ais 103bl 40 wr,

MIPUHUMAEMOM 0e3 OJTHOBPEMEHHOT'O Ha3HA4YCHMS JIEKapCTBEHHBIX CPENCTB,
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nvep, MARCHMAToHaA Gy rothida Aiodaipetapara

Opd OJHOBPEMEHHOM NpUMEHeHMH C rem@ubposmwnom cocrasiasier 20 Mr (yBeludeHue

skcno3uiuu B 1,9 paza), ¢ puroHaBupom/aTazaHaBupoM — 10 Mr (yBenmueHUE SKCIIO3UIIUU

B 3,1 paza).

Koppeknus nauvansHOM 10361 mpemapata PO3YBACTATHUH-AJIMYM He Ttpebyercs, eciu

OKHNIACTCA YBCIMYCHHUEC OSKCIIO3UIIMU MCHCEC YCM B 2 pasa, OAHAKO, IpPHU YBCIUWYCHHUH HOO3bI

npenaparta Boiie 20 Mr cieayer coOo1aTh OCTOPOXKHOCTb.

Tabauya 1. Bausnue conymcemeyroweu mepanuu Ha skcnosuyuro K posysacmamury (AUC,

OanHble NpusedeHvl 6 NopsioKe YOblauus) — pe3yabmamvl ONYOIUKOBAHHBIX KAUHUUECKUX

uccae008anull

PesxxuMm conyTceTByIOI1IEH Tepanuu

Pesxxum npuema
po3yBacTaTHHa

HN3menenne AUC
po3yBacTaTuHa™

CodocOyBup/BenmnaTacBUp/BOKCUIANIPEBUP
(400 mr — 100 mr — 100 mr) + BokcHJIaIpeBUP
100 mr 1 pa3 B cytku, 15 guei

10 Mr ogHOKpATHO

VYBenuuenue B 7,4 paza

[Muknonopun 75-200 mr 2 pas3a B CyTKH,
6 Mecs1eB

10 mr 1 pa3 B cyTKH,
10 quen

VBenuuenue B 7,1 paza

Peropadenu6 160 mr 1 pa3 B cytku, 14 qaei

5 MI OTHOKpPaTHO

VYBenuuenue B 3,8 pa3a

ArazanaBup 300 mr/putronaBup 100 mr 1 pa3
B CYTKH, 8 THEH

10 Mr ogHOKpPATHO

VYBenuuenue B 3,1 paza

Cumenpesup 150 mr 1 pa3 B cyTku, 7 1Hei

10 Mr 0JTHOKpaTHO

VBenuuenue B 2,8 pasa

Bennatacsup 100 mr 1 pa3 B cyTku

10 Mr oTHOKpaTHO

VBenuuenue B 2,7 paza

Omb6uTacBup 25 mMr/mapuranpeBup

150 mr/puronasup 100 mr 1 pa3 B
cytku/nacadysup 400 Mr 2 pasa B CYTKH,
14 nueit

5 Mr OJTHOKpPaTHO

VYBenuuenue B 2,6 pa3a

Tepudmynomug

Het nagneix

VYBenuuenue B 2,5 pa3a

I'pazomnpesup 200 mr/an6acsup 50 mr 1 pa3 B
cytku, 11 gaei

10 Mr otHOKpaTHO

VYBenuuenue B 2,3 pasa

I'nexanpesup 400 mr/mubpentacsup 120 mr 1
pa3 B CyTKH

5 mr 1 pa3 B cyTkH,
7 nuei

VBenuueHue B 2,2 paza

Jlonmunasup 400 mr/puronasup 100 mr 2 paza
B CYTKH, 17 nHei

20 Mr OJIHOKpAaTHO,
7 nuen

VBenuuenue B 2,1 paza

Kanmaruuu6 400 mr 2 pasa B cyT.

10 Mr onHOKpaTHO

VBenuuenue B 2,1 pasa

Knonunorpen 300 Mr (Harpy3ouHas 103a),

20 MT OJTHOKPATHO

VYeenuuenue B 2,0 paza
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®docramatuau6 100 Mr 2 pasa B CyT.

20 Mr OJHOKpPATHO

VYBenuueHue B 2 pa3a

®edykcoctar 120 mr 1 pa3 B cyT.

10 Mr ofTHOKpaTHO

VBenuuenue B 1,9 paza

I'emdubpo3un 600 mr 2 pasza B CyTkH, 7 qHEH

80 Mr 0oTHOKpPATHO

YBenuuenue B 1,9 paza

Onrpombonar 75 mr 1 pa3 B cytku, 10 nHeit

10 Mr ofTHOKpaTHO

VBenuuenue B 1,6 pa3a

Hapynasup 600 mr/putonasup 100 mr
2 pa3a B CyTKH, 7 qHEH

10 mr 1 pa3 B cyTKH,
7 nHen

YBenuuenue B 1,5 paza

Tunpanasup 500 mr/puronasup 200 mr
2 pa3za B cyTkH, 11 nHeut

10 Mr oTHOKpaTHO

VBenuuenue B 1,4 paza

Hponenapon 400 mr 2 paza B CyTKH

Het nagunix

Venuuenue B 1,4 paza

Wtpakonazon 200 mr 1 pa3 B cyTku, 5 1Hel

10 Mr wim 80 mr
OJIHOKPATHO

VBenunuenue B 1,4
paza**

O3etumu0 10 mr 1 pas B cytku, 14 nuei

10 mr 1 pa3 B cyTkH,
14 nuen

YBenuueHue B 1,2
2
paza**

®docamnpenaup 700 mr/putonasup 100 mr
2 pa3a B CyTKH, 8 qHel

10 Mr ogHOKpPATHO

be3 nzmenenunii

Aunernutazap 0,3 mr, 7 nHeit

40 mr, 7 qHen

be3 nzmenenuni

Cunumapun 140 mr 3 pa3a B cyTkH, 5 1HEH

10 Mr oTHOKpaTHO

bes usmenenunit

®enopudpar 67 Mr 3 pasza B CyTKH, 7 JHEH

10 mr, 7 nuen

bes usmenenunit

Pucdamnun 450 mr 1 pa3 B cyTkH, 7 qHei

20 Mr OIHOKpPaTHO

bes usmenenuit

Kerokonazon 200 mr 2 pa3a B CyTKH, 7 THEH

80 Mr oJTHOKpaTHO

bes usmenenunit

®nykonaszoin 200 mr 1 pa3 B cytku, 11 guei

80 MI OJJTHOKpaTHO

bes usmenenuit

Oputpomund 500 mr 4 pasa B cyTkH, / AHEH

80 Mr oJTHOKpaTHO

Camxenne Ha 28 %

baiikanun 50 mr 3 pasa B cyTku, 14 nHei

20 Mr OIHOKpPaTHO

CHwxenue Ha 47 %

* JlaHHBIE TpejAcTaBiIEHbl B BUJE X-KpaTHoro maMeHeHus AUC, oTpakaroliero COOTHOIIEHHE
nokazareneit AUC mpu OJHOBpEeMEHHOM TIPUMEHEHHH pPO3yBacTaTHHA W JIEKAPCTBEHHBIX
npernapatoB kK AUC B cirygyae MOHOTEpAaIiuu po3yBacTaTHHOM. JaHHBIE, TPEICTaBICHHBIE B BUJIC
u3MeHeHus B %, oTpaxaroT pasHuny nokasareneir AUC (%) npu ogHOBpeMEHHOM MPUMEHEHUN
po3yBacTaTUHA C JEKAPCTBEHHBIMU IIpeNapaTaMyd U MOHOTEpANUEN pO3yBaCTaTHHOM.

** BpUIO IPOBEIEHO HECKOJIBKO UCCIEAOBAaHUMN 10 M3YYCHHUIO B3aMMOJICHCTBHS ¢ IPUMEHEHUEM

Pa3IMYHBIX 7103 PO3yBAaCTaTUHA, B Ta0uIEe | mpeacTaBiaeHbl HanOoIee 3HAYMMBbIC U3MEHEHUS.
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Brusanue npumenenus pozysacmamuna Ha opyeue npenanumw

Aumazonucmor sumamuna K

Hagano Tepanmuu po3yBacTaTMHOM WJIM YBEJIMYEHHE JO3bl Ipenapara y NalUEHTOB,
[OJYYaoIUX OJAHOBPEMEHHO AaHTAroHUCThl BuTamMuHa K (Hampumep, BaphapHuH), MOXKeET
MPUBOANTH K yBenuueHuo MexayHnapoanoro Hopmanuzosannoro Otnomenus (MHO). Otmena
po3yBacTaTMHA WJIM CHIKEHHUE JI03bl Ipenapara MOKeT NPUBOAUTH K ymeHblieHntro MHO. B
TaKUX cllydasix pekomenayercs kontpoas MHO.

IlepopanvHuvle KOHmMpayenmuevl/20pMOHO3AMECMUMENbHASL MePanus

OpnHOBpeMEHHOE NPUMEHEHHE PO3yBaCTATHHA U NEPOPAIBHBIX KOHTPALCNITHBOB YBEIMYMBAECT
AUC stunmmaerpaauona u AUC noprectpena Ha 26 % u 34 % coorBercTBeHHO. Takoe
YBEIIMYECHUE IUIA3MEHHOW KOHIEHTpPAIlMKM JIOJDKHO YYHUTHIBATbCA IPU  MOIOOpE  J103BI
IEPOPAIBHBIX KOHTpauenTUBOB. MPapMaKOKMHETHUUYECKHE JAHHBIE 110 OJHOBPEMEHHOMY
IPUMEHEHHUIO  pO3yBAacTaTMHA M  TOPMOHO3AMECTUTENBHOM  TEpalluud  OTCYTCTBYIOT,
CJIEZIOBATENIbHO, HENb3S HCKIIOYUTh AHAJOTHMYHOTO APQeKTa W Npu NPUMEHEHHWH IaHHOTO
couetanusi. OgHaKo MofoOHAas KOMOMHAlLMs IIMPOKO IMPUMEHsIaCh BO BPEMsI IMPOBENEHUS
KIIMHUYECKUX MCCIIEJOBAHUM U XOPOLIO EPEHOCUIIACh NALIUEHTAMHU.

Lpyeue nexapcmeennvle cpedcmea

He oxupaercs KIIMHUYECKU 3HAUMMOI'O B3aUMOJAEHCTBHSI pO3yBaCTaTUHA C TUTOKCUHOM.
Oco0ble ykazanust

Mouesvioenumenvnas cucmema

VY manueHTOB, MOJTYyYaBLIMX BBICOKME J103bI pO3yBacTaTHHA (B 0cHOBHOM 40 Mr), Ha0monanach
KaHaJbleBasl NMPOTEUHYpPHUS, KOTOpas B OOJBIIMHCTBE ciay4yaeB Oblia TpaH3uTopHOH. Takas
IPOTEUHYPHUSI HE CBUJETENHCTBOBAIa 00 OCTPOM 3a00JIEBaHUU MOYEK HJIM MPOTPECCUPOBAHUU
3a00JeBaHMs MOYEK. Y MalMEeHTOB, IPUHUMAIOIIUX PO3YBacTaThH B Jo3e 40 MI, peKOMEHIyeTCs
KOHTPOJIMPOBATh MOKa3aTean (PyHKIMH [TOYEK BO BpeMs JICUCHHUSL.

Hapywenus co cmoponul ckenemnoi MycKyiamypbl

[Ipy npuMeHeHHMM pO3yBacTaTMHAa BO BCEX J03aX, U B OCOOEHHOCTH MpU MpUEME 03
po3yBacTaTuHa, npepblmaonmx 20 Mr, coo0IalIoch O CIEAYIOUIMX BO3ACUCTBUSAX Ha ONOPHO-
JIBUTATENIbHBIN anmapar: MUAITHUs, MUONATHS, B PEAKUX CllydasX — paboMHUOIIH3.

Onpeodenenue kpeamunghocgoxunasvl (KOK)

Omnpenenenne aktuBHocTh K®PK He cienyer mpoBOAWUTH MOCIE HWHTEHCHUBHBIX (DU3MUYECKUX
Harpy3oK WIM IPHU HAJIWYMM APYTUX BO3MOXKHBIX INPHUUYUH yBenndeHus: akTuBHOCcTH K®DK, uro
MOJKET INPUBECTM K HEBEPHOW HUHTEPIIPETALMU TOJIYYEHHBIX pe3yiapTaToB. B ciydae, ecinn
ucxoaHas aktTuBHocTh K@K cyiecTBeHHO MoBhIIeHA (B 5 pa3 BbIlIE, YeM BEpXHsAS I'paHUIA

HOPMBI), uepe3 5—7 JHeHl cleyeT MpOBECTH TMOBTOpPHOE m3MepeHue. He cineayer HaumHaTh
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B 5 pa3 110 CPaBHEHUIO C BEPXHEH IpaHULIEld HOPMBI).

o nauana mepanuu

[Ipu Ha3HaueHUM pO3yBaCTATHHA, TAK)KE KAaK M MPU HAa3HAUEHUU APYrux UHruouropos I'MI -
KoA-penykrassl, cienyeT HpOsBISTh OCTOPOXKHOCTH MAlMEHTaM C HUMEIOMIMMHCS (PaKkTopamu
pHUCKa MUOTIATHH/Pa0IOMHUOIIN3a, HEOOXOAMMO PACCMOTPETh COOTHOIIICHUE PUCKA U BO3MOXKHOU
M0JIb3bI TEPAITH U TIPOBOJAMTH KIMHUYECKOE HAOII0ICHUE.

Bo epemsa mepanuu

Cnenyet npouHpOpMHUPOBaAThH MALIMEHTA O HEOOXOAMMOCTH HEMEJICHHOTO COOOIIECHUS Bpavyy O
Cllydasix HEOXXHJIAHHOTO IOSIBJICHUS MBIIICYHBIX OO0JeH, MBIIMICYHOW CclIabOCTH WM cra3Mmax,
OCOOCHHO B COYETAaHMM C HEJIOMOTaHHMEM M JIMXOPAaAKOH. Y TakuxX MalWUEHTOB CIEAYET
onpezaensats aktuBHOCTE KDK. Tepanus momkna ObITh mpekpaiieHa, eciu akTUBHOCTh KDK
3HAYUTENIbHO MOBHIIIeHa (0ojiee 4eM B 5 pa3 Mo CPaBHEHUIO C BEpXHEH rpaHHIIed HOPMBI) WM
€CIIM CHMIITOMBI CO CTOPOHBI MBIIII] PE3KO BBIPAYKEHBI M BBI3BIBAIOT €XKEIHEBHBIN TUCKOMMOPT
(maxe ecnu aktuBHOCTH KMOK B 5 pa3 MeHblIe 1O CpaBHEHHUIO C BEPXHEW IpaHMIIEH HOPMBI).
Ecnu cumnTomsl ucuesaoT u aktuBHOCTh KOK Bo3Bpalaercs k HOpMe, ClelyeT pacCMOTPETh
BOIPOC O MOBTOPHOM Ha3HAYEHWH pO3yBacTaTWMHAa wWid JApyrux uHruoutopo ['MI-KoA-
penyKTa3bl B MEHBIINX J03aX MPH TIIATEIbHOM HAOIIOACHUH 32 MTAllUEHTOM.

PyTtunnslit koHTpOIIb akTHBHOCTH KPK npy 0TCYTCTBUM CUMIITOMOB HEllelIecooOpas3eH.
OTMedeHbl OYeHb pElKHE CIydan HWMMYHOOIOCPEIOBAaHHOW HEKPOTHU3HPYIOIIEH MHUOIMATHUU C
KJIMHUYECKMMH MpPOSBICHUSMH B BHJE CTOWKOH c1a00CTH NPOKCHUMAlbHBIX MBI U
noBeimeHust ypoBHs: KDK B ChIBOpOTKE BO BpeMs JICUCHHS WIIM TIPU TNPEKpalleHHH MpHeMa
CTaTMHOB, B TOM 4YHCJIe po3yBacTaTHHA. MOXeT MoTpeOoBaThCsl MPOBEACHHUE JTOTOTHUTEIbHBIX
UCCIICIOBAaHUN MBIIIEUHOW CHUCTEMbl MU HEPBHOM CHCTEMBbI, CEPOJIOIMYECKUX HCCIIEeAOBaHHM, a
TaKXe Tepanusi MIMMYHO/IETIPECCUBHBIMU CPE/ICTBAMHU.

He oTmeuyeHo mpu3HAKOB yBEIMUYEHHsI BO3ACUCTBHUS HA CKEJETHYIO MYCKYJIATypy TpHU NpHEMe
po3yBacTaTMHAa W CONMYTCTBYMOIIEW Tepanuu. OgHAKO COOOIIATOCh 00 YBEIMYECHHH YHCIIA
CJIy4yaeB MHUO3UTa M MHUOIATHM Yy MALMEHTOB, MPUHUMABIIUX Apyrue uHruouropsl I'MI'-KoA-
penyKTa3sl B COYETAHUU C MPOU3BOJHBIMH (UOPUHOBOW KMCIOTHI, BKJIIOYas remMpudposu,
[IUKJIOCTIOPHH, HUKOTHHOBYIO KHCJIOTY, a30JbHBIE MPOTHBOTPHOKOBBIE CPEICTBA, HHTHOUTOPHI
npoTea3 W MaKpOJIWAHbIE aHTHOMOTHKH. ['eMduOpo3ws yBenwmumBaeT PHCK BO3HUKHOBEHUS
MHOINATUM TpPU OJHOBPEMEHHOM NPUMEHEHHH ¢ HeKOoTOpbiMH HHruoutopamu ['MI-KoA-
penykrasbl. Takum 0O6pa3oM, HE PEKOMEHJIYETCSl OJTHOBPEMEHHOE IPUMEHEHUE PO3yBacTaTHHA U
rempudpo3una. JlomKHO OBITH TIIATEIBHO B3BEIICHO COOTHOIICHHE PHCKa W BO3MOXKHOU

IMOJIB3BI IMPU OJHOBPEMECHHOM IMPUMCHCHUHN pO3yBacTaTHHA U (1)I/I6paTOB WiIn JIMIIUACHUKAKIINX
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J103 HUKOTHMHOBOW KHUCHOTHL. [IpoTnBOmokazaho oanHa'Qf&eM’ E"{'ﬁgﬁgﬁﬁﬁe‘ E)'T/IIGI].’JEII'IF:)IB u

po3yBacTaTuHa B 103¢ 40 Mmr.

Uepe3 2—4 wHenmenu mocje Hayajga JICUEHUS W/MIM TPH TOBBIIICHUW 03Bl PO3yBacTaTHHA
HEOOXOAMM KOHTPOJIb IIOKa3aTeJIed JMMUIHOTO OOMeHa (Mpu HEOOXOJUMOCTH TpeOyeTcs
KOPPEKLHUS J03b1).

Ileuenv

Pexomenyercsi mpoBOAUTE ONpEZeNeHHE ToKa3aTeneld GyHKINU MEYSHU 10 Havaja Tepanuu u
yepe3 3 Mecsma mocie Havana Tepanuu. Crenyer NpeKpaTUTh HNPUEM po3yBacTaTWHA WU
YMEHBIIIUTh €r0 103y, €ClIM aKTUBHOCTh TPAaHCAMUHA3 B CHIBOPOTKE KPOBU B 3 pasa MpeBbIIIAET
BEPXHIOIO TPAHUILy HOPMBI.

Y DanMeHToB € THIEPXOJIECTEPHHEMHUEH BCIEACTBUE TUIOTHPEO3a WIM HEPPOTHUECKOTO
CHUHApPOMA Tepanus OCHOBHBIX 3a00JIeBaHUN [IOJDKHA TMPOBOJIUTHCS IO Hayala JICYCHHS
PO3yBacTaTUHOM.

Omuuueckue pynnsvi

B xome ¢apMakOKMHETHYECKUX WCCICIOBAHUN CpeAM KHTAWCKUX W SMOHCKHUX ITallMEHTOB
OTMEUEHO YyBEIIMYCHHE CHUCTEMHOW KOHIIGHTpAIlMM pO3yBacTaTUHA IO CPAaBHEHUIO C
MOKAa3aTesIMH, MOJYYEHHBIMU CPeH MAallMeHTOB — eBporneouaoB. CieayeT yuYuThIBaTh JaHHBIN
dakT mTpU HA3HAYCHWH pPO3yBACTaTHHA JAHHBIM TPYNIaM MAIMEHTOB (CM. pazoeivl
«Dapmarxoxunemuray, « Cnocod npumeneHus u 003vl»).

Hneubumopol npomeasvr BUY

He pexomeHayeTcsi 0JJHOBpEeMEHHOE MPHMEHEHHE PO3yBacTaTWHA C MHTHOUTOpaMM IMpOTeas3bl
BUY (cm. pazoen «Bzaumooeticmsue ¢ Opyeumu 1eKapCmeeHHbMU CPeOCMEAMUY).
Humepcmuyuanvroe 3abonesanue ne2Kux

[Ipy npUMEHEHMHM HEKOTOPBIX CTAaTMHOB, OCOOEHHO B TEUYEHUE JJIMTEIbHOTO BpPEMEHH,
coolmanock 00 MCKIIOYUTENBHO PEIKUX CIydyasX HHTEPCTHIMAIBHOTO 3a00JIEBaHUS JIETKHUX.
[TposiBieHusiMu 3a00JI€BaHMS MOTYT SIBIISITHCS O/IBIIIKA, HETTPOTYKTUBHBIA Kalllellb U YXyALIICHHE
oOmiero camo4yBcTBHs (c1aboCcTh, CHM)KEHHE Beca M Juxopazaka). Ilpu mongo3peHun Ha
MHTEPCTULMAIBHOE 3a00JI€BaHUE JIETKUX CIIEAYeT MPEKPATUTh TEPAHIO CTATUHAMH.

Caxapnovui ouabem 2-20 muna

VY manmeHToB ¢ KOHIIEHTpanueil TioKo3sl oT 5,6 10 6,9 MMoOib/1 Tepanmusi po3yBacTaTUHOM
ACCOIIMHMPOBAJIACH C TIOBBIMIEHHBIM PICKOM Pa3BHTHS CaXapHOTO auabeTa 2-ro THIIA.
Muacmenus epasuc

Coo0manoch, 4To B HECKOJBKHUX ciy4asx HHruoutopsl ['MI-KoA-peaykrasbl (CTaTHHBI)
BBI3BIBAJIM pa3BuTHE (€ NOVO WM YCYryOJsUTM paHee CYIIECTBOBABIIYIO TeHEPaIM30BAHHYIO

MHACTEHUIO TPABUC WJIW TJIA3HYI0 MHAcTeHHIo (cM. paszaen «[lobGounbie aeiicTBus»). B ciydae



COOTBETC TEn'ET SKCTEPTHOMY OTY ETr
o1 22.10.2025 N= 26473

BO3HUKHOBEHHUS W YTSOKCJICHHS cuMITOMOB 1 ':kinlléi%rrﬁ'pr TEJHBll/fle;/I :'myellriéﬁaTa

PO3YBACTATUH-AJIMYM cnemyer mpekpaTutb. Coo0IIanoch Takxke O peruanBax
MHUACTEHUH TPU MOBTOPHOM IPUEME TOTO K€ CTaTHHA U NPU MPUMEHEHHH JIPYToro HHruOuTopa
I'MI'-KoA-peaykrassl.

Jlakmo3za

B cocraB npenapara BXOAUT JaKTO3bl MOHOTUAPAT, [IOATOMY Mpenapar He clIeAyeT IPUHUMATh y
NAllMeHTOB TPU HEMEPEeHOCHMOCTH JIAKTO3bl, JAe(PUIMTE JIaKTasbl, TIIOKO30-TaJaKTO3HOM
MajbabCcopOIuy.

Binsinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIOPTHHIMHU CPeJACTBAMH, MEXaHU3MAMH
HccnenoBanust 1O M3YYEHHUIO BIMSHUSA pPO3yBacTaTHHA Ha CIIOCOOHOCTb  YIPaBISATh
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH HE ITPOBOMIINCE.

Tak kak BO BpeMs Tepamuu pPO3yBaCTaTUHOM MOXKET BO3HUKATh T'OJIOBOKPYKEHHUE, CIEAyeT
coONroAaTh OCTOPOXKHOCTh TMPH  YIPaBICHUU TPAHCHOPTHBIMHU CPEACTBAMU M 3aHSATUU
NOTEHLIMAJIbHO OMACHBIMM BHUJIAMU JI€ATEIbHOCTH, TPEOYIOIIMMH IMOBBIIIEHHOW KOHLEHTPALUU
BHHUMAaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKLMIA.

®opMa BBIILYCKA

TabyeTku, MOKPHITHIC INIEHOYHOW 00071049KOM, 5 Mr, 10 Mr, 20 mr, 40 Mmr.

ITo 7, 10, 14, 15, 20 wiu 30 TabieTOK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 ILIEHKU
NOJMBUHUIIXJIOPUIHON M (DOJIBIH aTFOMHHHUEBOM MEYaTHOHN JIAKUPOBAHHOM.

[To 1, 2, 3, 4 unu 6 KOHTYPHBIX SYEHKOBBIX ymakoBok mo 7, 10, 14, 15, 20 unu 30 Ttabnetox
BMECTE C MHCTPYKLIMEN IO IPUMEHEHHIO IOMEMIAIOT B NTAYKy U3 KapTOHA.

YciaoBust XxpaHeHust

[Ipu Temneparype He Boimie 25 C.

XpaHUTb B HEAOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu

3 roga. He npuMeHsITh 110 HCTEYEHUH CPOKA F'OTHOCTH.

YcaoBust ornycka

OTnyckaroT 1o peLenty.

IIponssoauTess/ Opranusanusi, NPUHUMAIIAS NPETEH3NH MOTPeOUTEIeH

AO «AJIMY My, Poccus.

MocxkoBckas 001., r.0. Cepmyxos, . O6osieHck, Tep. KBapran A, 1. 2.

Buinyckarowuii konmpons kauecmea

MockoBckas 00:1., T.0. Cepriyxos, . O6oneHck, Tep. KBaptan A, 1. 2, ctp. 1.

Ten.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru
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