COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 2404 2026 N2 8408

OBILAS XAPAKTEPHCTHKA JIEKAPCTBEHHOTO TIPEHAPATA "

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITIPEITAPATA

NITJIEPOH, 25 mr, TablieTKu, MOKPHITHIC TUICHOYHON 000I0YKOH.

HIUIEPOH, 50 mr, TaGyieTKH, TOKPHITHIC TNICHOYHOU 000JIOYKOM.

2. KAUECTBEHHBINA 1 KOJIMYECTBEHHBINA COCTAB

JlelicTByroliee BEMIECTBO: AILIEPEHOH.

O1uiepeHoH, 25 Mr, TabJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKON

Kaxnas Tabnerka, MOKphITask INICHOYHON 000JIOUKOM, COACPKUT 25 MT 3IIICPEHOHA.

BemectBa, Hann4Me KOTOPHIX HAJ0 YYHUTHIBATh B COCTaBE JICKAPCTBEHHOTO IperapaTa: JIaKTo3a,
HaTpuil (cM. pazaen 4.4).

OmiepeHod, 50 Mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnas Tabnerka, MOKphITask INICHOYHON 000JI0OUKOM, coep)UT S0 MT 31IepeHoOHa.

BemectBa, Haliuuue KOTOPBIX HAIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOIO Iperapara: JIAaKTo3a,
Hatpuii (cM. paznen 4.4).

ITonHbIit MEpCUCHb BCIIOMOTAaTCIIbHBIX BCIICCTB IPUBCACH B pa3JiCiIic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE MJIEHOYHOU 000TI0UYKOM.

OnaepeHoH, 25 MT, Ta6J'ICTKI/I, MMOKPBITHIE TNIEHOYHOM 000J109KOM

Kpyrmble, 1BOSIKOBBINTYKIIbIE TaOJIETKU, MOKPBITHIE MJIEHOUYHON 000JIOUKOW OT CBETJIO-KEITOro J10
CBETJIO- KOPUYHEBOTO 11BETa ¢ rpaBUpoBKoi « EORN» Ha omgHOM cTopoHe U «25» Ha Apyroi CTOpOHE.

Omepenod, 50 mr, TabJIEeTKH, MOKPBITHIE INIEHOYHOM 000JI0UKOMI

Kpyrmbie, TBOSIKOBBITYKIIbIE TA0JIETKH, MOKPBITHIE TIIEHOUYHON 00OIOYKON OT CBETJIO-XKENTOTO JI0
CBETJIO- KOPUYHEBOTO 11BETa ¢ rpaBupoBKoil «k EORN» Ha ogHO# cTOpoHE 1 «50» Ha IPyroil CTOPOHE.

4. KJIMHUYECKUE JAHHBIE
4.1. Tloxa3aHusi K NPUMEHEHHUIO

[Ipenapar UITIJIEPOH noxka3aH Kk TpUMEHEHUIO Y B3pOCIBIX B BO3pacTe OT 18 ner:

— B JIOTIOJIHEHME K CTAHIAPTHOM TEpaIuy, BKIIOYasi Tepanuio 0eTa-aIpeHo0I0KaTopaMu, ¢ ENbI0
CHIDKCHHUSI PHCKa CEpJICYHO-COCYAMCTONH CMEPTHOCTH M 3a00JI€Ba€MOCTH Y IAIEHTOB CO
cTabmwibHONW jauchyHKIMeRH JneBoro sxemypouka (¢pakuus BweiOpoca (PB) < 40 %) u
KJIMHUYECKUMH TPU3HAKaMU cepaedHoi HenoctarouHocTr (CH) mocne HegaBHO EpeHECEHHOTO
uHpapkra muokapaa (MM);

— B JIONOJHEHHE K CTAaHJAPTHON ONTHUMAJIBHON TEpalmuH C LEJIbI0 CHUKEHMSI PUCKA CEPAECUHO-
COCYJIMCTOM CMEPTHOCTH M 3a00JICBAEMOCTH Y B3POCIIBIX MTAITUEHTOB C CEPACYHON (XPOHUUECKOM )
II ¢ynkumonampHOro kmacca mno kinaccuurkanuu Hpro-Mopkekoit  Kapanomorudeckoi
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acconunarnmu (NYHA) u cucronmdeckoi auchyHKIMen b5t mr'f{;&# '%'::3-6:”/'03)j PC-M

pazzen 5.1).
4.2. PexuM 103UPOBAHMSA M CIIOCO0 NMPUMEHEHUS

PexxuM no3upoBaHus

Jnst vHIUBUYaIbHOM KOPPEKIIMHU A03bI IIpenapaTta JOCTYHBI J03UPOBKH 25 Mr u 50 mr.
MaxkcuMmanbHast 103a cocTaBisieT S0 MI B CyTKH.

THayuenmul ¢ cepoeyHoll HeOOCMAMOYHOCbIO NOCIE NEPEHeCeHHO20 UHDAPKMA MUOKAPOA

Pexomenayemast mojaepxkuBaroias go3a coctapisier S0 Mr oiMH pa3 B CyTku. JleueHue ciemyer
Ha4YMHATh C JI03bI 25 MT OJIMH pa3 B CYyTKH U TUTPOBATH €€ J0 11eJIeBO 103bI S0 MI" OJIUH pa3 B CyTKH
MPEANOYTUTEIHLHO B TEUCHHUE YETHIPEX HENIETb C yUeTOM KOHIICHTPALIMK Kajusi B CBIBOPOTKE KPOBHU
(cm. Tabnumy 1). Jleyenue smnepeHOHOM OOBIYHO CIIEAyeT HaYMHaTh B TeueHue 3 — 14 mHeil mocne
octporo M.

Tlayuenmui ¢ cepoeunotl Hedocmamournocmuio (Xporuueckout) Il pynkyuonanvroeo knacca no NYHA

Jleuenue cneayeT HAYMHATB C J03bl 25 MI OJIMH pa3 B CYTKH U TUTPOBATh €€ A0 11es1eBOH 10361 50 Mr
OJIMH pa3 B CyTKH IIPEANOYTUTENBHO B TEUEHUE YETHIPEX HEJENb C YY€TOM KOHLEHTpalnu Kajlus B
CBIBOPOTKE KpOBH (cM. Tabmuiy 1 u pa3aen 4.4).

[Ipenapar MIIVIEPOH He cnemyer Ha3HauaTh MAalMEHTaM, Y KOTOPBIX KOHLEHTpALMS Kajaus B
CBIBOPOTKE KPOBH COCTaBIseT > 5,0 MMOIIB/T (cM. pazaen 4.3).

Ilepen HauyanoMm, B T€YCHUE MEPBOU HENENM U Yepe3 MeCAL II0CEe Hadaja JICYEHUs IpernapaToM
NIJIEPOH unu xoppekuuu ero J03bl CIEIYET OMPENeNATh KOHIEHTPALUIO KajJus B CHIBOPOTKE
KkpoBH. IIpu HEOOXOIMMOCTH €€ cielyeT NepUOIUUECKU ONPEAeIIATh U Jalee.

[locne nHauwama neuenuss no3y npemnapata WIIJIEPOH crnenyer koppekTupoBaTb C Y4E€TOM
KOHIIEHTPALIMHU KaJIusl B CBIBOPOTKE KPOBHU corylacHo Tabnuie 1.

Tabnumna 1. Koppekius 10361 ipenapara rnocjie Hauasa JIeUeHus

Conep:xxanue Kanus

B CbIBOPOTKE KPOBH, HeiicTBue HN3meHeHue 103b1
MMOJIb/JI
¢ 25 mr yepes eHb 10 25 mr | pa3 B CyTKH
<50 VYBenuueHue 1036l pes ACHb A P Y
¢ 25 mr 1 pa3 B cyTku ji0 50 Mr 1 pa3 B cyTKH
50-54 [Tonnepxuparomas J103a OCTaeTcs MpekHen
¢ 50 mr 1 pa3 B cyTku 110 25 mr 1 pa3 B CyTkH
55-59 CHuXeHue 1036l ¢ 25 mr 1 pa3 B CyTKH 110 25 MT uepe3 JeHb
¢ 25 Mr uepes JIeHb — BpPEMEHHasi OTMEHa Mpernapara
>6,0 Ormena He npumMenumo

[Tocne BpeMEeHHOTO MPEeKpaIeHs MprueMa Ipernapara B CBsI3U C MOBBIIICHUEM COJIEp>KaHus Kalus B
CBIBOPOTKE KpOBHU 110 wiid Oosiee 6,0 MMOJIB/J, Teparuio mpenapaTtoM MOKHO BO30OHOBUTH B J103€
25 Mr 4epes JeHb, KOTa CO/IepKaHue Kallusl B CBIBOPOTKE KPOBU COCTaBUT < 5,0 MMOJIB/II.

€TH

bezonacHOCTh 1 3 (EKTUBHOCTH JIIJICPEHOHA Y MAIIUEHTOB JIETCKOTO ¥ MOJAPOCTKOBOTO BO3pacTa He
YCTaHOBJIEHBI. MIMeromuecss Ha HacTosIIIee BpeMsl JaHHbIE TPUBEICHBI B pa3aenax 5.1 u 5.2.

Oco0ble rpynsl MalueHToB

J]ub;a noosiCus10c0 so3pacma
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CHIDKEHHEM (DYHKITMH MOYEK Y TOXKHJIBIX MAlMEHTOB MOBBIIIACTCS PUCK PA3BUTHUS TUIIEPKATUEMUH.
DTOT PUCK MOXKET JAOTOIHUTEIBHO IOBBIMIATHCS TPU HAIMYHUU COIMYTCTBYIOIIMX 3a00JIEBaHUH, TIPH
KOTOPBIX MOBBIIIAETCS CUCTEMHOE BO3/ICHCTBHE Ipenapara, HaupuMep, NPy HapYLICHUH (PYHKIIUH
MICYCHH JIETKOW WJIM YMEPEHHOM cTerneHH. PekoMeH1yeTcs meproInuecKy ONpeIeNsiTh COAepKaHue
KaJIisl B CBIBOPOTKE KpOBH (cM. Tabmuiy 1 u pasaen 4.4).

Hauuenmbz C NOYeYHOol HedoCMAamo4HOCHbIO

Koppekiun HauyaibHOM 0361 Y TALIMEHTOB C JISTKUMH HApYIICHUAMHU (PYHKIIUH TOYEK He TpeOyeTcs.
PekoMeHyeTcst MepruoIMYecKy ONPEACIIATh COACPKAHUE KalKs B CBIBOPOTKE KPOBU C KOPPEKIUEH
0361 corjlacHo Tadmuiie 1.

VY manmMeHToB C yYMEpEHHbIM HapymieHueMm ¢yHKuuu mnouek (kimmpeHc kpearnnmHa (KK) 30 —
60 Mi/MHH) cleqyeT HauMHATh TEPANuIo C J03bI 25 MT 4yepe3 JIeHb ¢ MOCIEAYIOme KoppeKuuei
JI03bI B 3aBUCHMOCTH OT COJICP)KaHMsI KalHs B CHIBOPOTKE KpoBH (cM. Tadiuity 1). PekomeHayercs
MEPUOINYECKUIT MOHUTOPUHT KOHIICHTPAIIMK KaJIUs B CBIBOPOTKE KPOBU (cM. pasnen 4.4).

Omnbita npumenenus: npenapara UIIJIEPOH y nauneHToB ¢ cepAeuHON HEAOCTATOYHOCTBIO MOCIIE
nepenecenHoro MM u KK <50 mn/mun Het. CriemyeT ¢ OCTOPOKHOCTBIO NMPHUMEHSATH HpenapaT
NIUUIEPOH y takux namueHtoB (cM. pasznen 4.4). ¥V namuentoB ¢ KK < 50 mi/mMuH npuMeHneHue
SIJIEPEHOHA B J103€ BHIIIE 25 MTI' OIMH pa3 B CYTKH HE MCCIIEIOBAIOCH (CM. pa3nen 4.4).

VY maumeHToB ¢ Tskenoil HemocraTouHocThio (pyHkumu mouek (KK <30 mu/mun) mpumeHeHue
npenapara npoTuBonokazaHo (cm. pazgen 4.3). Ilpenmapar UIIJIEPOH nHe BbIBOAMTCS myTeM
reMouains3a.

Hauueﬁmbz C NeYeHOYHOU HeO0OCMAamoYHOCbIO

Koppekun HadaabHOM /103bl Yy NAllMEHTOB C HApyIIEHUSAMH (DYHKUIUU TEYEHH OT JIETKOH 10
YMEPEHHOH CTENEeHH TSHKECTH He TpeOyeTcsl. YUMThIBas yBEIMUEHUE KOHLEHTpAllW Mperapara
NIIJIEPOH y Takux nanyeHToB, pPEKOMEHYETCSl PETYJIIPHO KOHTPOJIUPOBATh COAEPKAHUE KaIMsl B
CBIBOPOTKE KPOBU, OCOOCHHO y MOXKUIJIBIX MAIUEeHTOB (cM. pasnaen 4.4).

ITpumenenue npenapara UITJIEPOH y manueHTOB ¢ TSHKEIbIMU HapyIICHUSMU (QyHKIMM TeYeHU
MPOTHBOMOKa3aHo (cM. pasnen 4.3).

ConyTcTBYIONIIAs TEpanus

[Tpu ogHOBpEMEHHOM ITPUMEHEHHH TPETIapaToB, OKa3bIBAIOIINX CI1a00€ U YMEPEHHO BBIPAKEHHOE
uHruoupymomee neiicreue Ha usopepment CYP3A4, nanpumep, 3pUTpPOMHIIMHA, CAaKBUHABHUPA,
aMuOJapoHa, JWITHa3eMa, Bepanamuia u (GiykoHasoda, euenue npenaparom UITJIEPOH cnenyer
MIPOBOJIUTH B J103€ 25 MI' OJIUH pa3 B CyTKH. J[03a HEe JOJKHA MPEBBIIATh 25 MI' OJUH Pa3 B CyTKH
(cm. pazmen 4.5).

Cnoco0 nmpuMeHeHus

BryTps.

[Tpenapat MOXXHO MPUHUMATH KaK BMECTE C MMUIICH, TaK U HATOIIAK (CM. pasnen 5.2).

4.3. TlpoTruBomoxkazaHusi

— I'unmepdyBCTBUTENBHOCTh K JIUIEPEHOHY WM K IIOOOMY H3 BCIIOMOTATEIbHBIX BEIIECTB,
MEepEeUYnCIICHHBIX B pazzaene 6.1.;

— KJIMHAYECKH 3HAYMMas THUIepKaIUeMHUs,

— CcoJeprkaHue Kalus B CBIBOPOTKE KPOBU B Hayase JiedeHus > 5,0 MMOJIb/J;

— TsDKeTas TMoYedyHasl HeJIOCTaTOYHOCTh (CKOpocTh KiyOoukoBout ¢unbrparuu (CK®D) menbiie
30 m/mun/1,73 M?);
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— OJIHOBPEMEHHBII TpHUEM HHTHOUTOPOB aHTHOTEH3HMHIIpeBpaatoniero ¢epmenra (AIID) wu
aAHTAaroHUcToB perentopoB anruorensuHa Il (APA II) B coueranuu ¢ 31IepeHOHOM;

— OJIHOBPEMEHHBIH TMpHEM KaJIUWCOEperalmmux IUYypeTUKOB WJIM MOUIHBIX HHTUOUTOPOB
m3odepmenta CYP3A4, Hanpumep, HTpaKOHA30J1a, KETOKOHA30J1a, pUTOHABUpPa, HeJI(UHABUPA,
KJIQPUTPOMHUIIMHA, TEIMTPOMHIIMHA U Heda3zonoHa (cM. pasaen 4.5);

—  peaKHe HacleICTBEHHBIC 3a00JICBaHNs, TAKHE KaK HETIEPEHOCHMOCTB JIAKTO3bI, ICPUIIUT JTAaKTa3bl
Y CHHIPOM MaibaOCOPOIIMH TIIIOKO3bI-TAIAKTO3bI (CM. pasaen 4.4);

— BO3pact 10 18 ner (OnbIT KIMHUYECKOTO IPUMEHEHUS OTCYTCTBYET).
4.4, Oco0Oble ykazaHusi  Mepbl IPe10CTOPOKHOCTH NPHU NPHUMeHEeHUH

C 0CTOpPOKHOCTEIO:

. [Tpu caxapnom auabere 2 TMNIA U MUKPOATEOYMUHYPHH;
. B TI0)KAJIOM BO3DAcTe;

. npu HapymeHusax Gynkuun nouek (KK < 50 mn/mun);

. IpY OJTHOBPEMEHHOM ITPUMEHEHUH SIICPECHOHA U:

uHruouTopoB AII®D niau aHTaroHUCTOB PELIENTOPOB aHTHOTEH3UHA | ;

MOIIIHBIX UHAYKTOPOB n3ohepmenta CYP3A4;

MPENapaToB, COAEPKAUIUX JTUTUH;

HUKIIOCIIOPpUHA HUJIN TAKPOJINMYCa,

JUTOKCHUHA U Bap(bapI/IHa B 103ax, 6J'II/I3KI/IX K MakKCUMaJIbHBIM TepaHeBTI/I‘ICCKI/IM (CM. pasnen
4.5).

He cnenyer npumensTh TpoitHyro KoMOuHaIuio uHruouTopa AII® u aHTaroHHCTOB PEIENTOPOB
anruorensuHa Il ¢ amuepenonom.

Oco0ble VKa3aHusg

T'unepranuemus

[Ipy neyeHHM OSIJIEPEHOHOM MOKET pPa3BUTHCS THUIEPKATUEMHs, KOTOpas OO0yCJOBJIEHA €ro
MEXaHM3MOM JeicTBUs. B Havane yieueHus U IpU U3MEHEHUHU J03bl penapara y BCeX MalueHTOB
CIeAyeT KOHTPOJIUPOBATh COJIEPKAHHUE KA B CBIBOPOTKE KPOBU. B nanbpHelIIeM MepuoInyecKui
KOHTPOJIb COJAEP)KAHMS Kallus PEKOMEHIYETCs IPOBOAMTH MAIMEHTAM C IOBBIIMIEHHBIM PHUCKOM
pa3BUTHS TUIIEPKAITUEMUH, HAIPUMEP, OKUIIBIM, TAI[UEHTaM C MIOYEUYHON HEOCTATOYHOCTHIO (CM.
pasnen 4.2) u caxapHbIM Iua0eTOM. YUWTHIBas MOBBIIICHHBIM PUCK pa3BUTHs TUIEPKATUEMHUH,
Ha3Ha4YeHHe MPEerapaToB Kalus ocie Havyalia JeueHus SIJICPEHOHOM He pekoMeHayeTcsi. CHIKeHue
J103bl DIUIEPEHOHA NPUBOAMT K CHIKEHHMIO COIEpPXKaHUS Kalusl B CHIBOPOTKE KpoBU. B omHOM
UCCIIEIOBaHUM J100aBJIEHHE THAPOXJIOPOTHA3UJa K SIUIEPEHOHY NPENATCTBOBAIO YBEIWYEHHUIO
COJIEp’KaHUs KaJIMsl B CBIBOPOTKE KPOBU. PHCK pa3BUTHS THIIEPKATMEMUN MOXKET YBEINYUTHCS MPU
MPUMEHEHUU JIulepeHoHa B KoMOuHammu ¢ uHruoutopamu AllD w/mmu APA II. He cnenmyer
npuMeHsATh komOuHauio naruoutopa AI® u APA 1II ¢ snnepenonom (cm. pasnenst 4.3 u 4.5).

Hapywenue ¢pynxyuu nouex

Y  mauuMeHToB € HapylIeHUSMH  (YHKIMM TOYeK, B TOM 4YHUCIE JUA0ETHYECKOM
MUKpPOQJIbOYMUHYpHUEH, PEKOMEHAYETCS PEeryJsipHO KOHTPOJUPOBATh COJAEpXKaHHE Kalus B
CBIBOPOTKE KPOBHU. PHUCK pa3BUTHS TUIIEPKATMEMUN YBEIUYUBACTCS MIPH CHIDKEHUH (DYHKIIMU TTOYEK.
XOTs YMCII0 MAIMEHTOB C CaXapHbIM AMA0ETOM 2 THIAa U MUKPOAIbOYMHUHYPHEH B MCCIEI0BAHUAX
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YaCTOThI TUIICPKAJIUCMUU. B cBsa3u ¢ stuM Yy TaKuX MAalUCHTOB JICUCHUC CJICAYCT IMPOBOAUTH C
OCTOPOXKHOCTBIO. JIUIGPEHOH HE yaaluseTcss Mpu TeMonuanuse. [IpuMeHeHHe SIuiepeHoHa
MIPOTUBOMOKA3aHO MPH THKEION MOYEYHOM HEIOCTATOUYHOCTH (CM. paznen 4.3).

Hapywenue ¢pynkyuu neuenu

VY manueHToB C JETKMMH WJIM YMEPEHHBIMH HapylieHusMu (yHKuuMu medenu (kmacc A u B mo
kinaccuukanun  Yainn-I1pl0) yBennueHWs coaepKaHusi Kanus B CHIBOPOTKE KpOBU Oosee
5,5 MMOJIB/1T BBISIBIIEHO HE ObL10. B CBS3M ¢ OBBIIIEHHON YKCIO3UIIUEH SIUIEPEHOHA Y MAIUEHTOB C
JIETKUMH WJIM YMEPECHHBIMH HApyIICHUSAMH (YHKIUH IEYEHH CIIEAYET NPOBOIUTH YacCTBIA M
PETYJISIPHBIM KOHTPOJIb COAECPKAHUS KallUs B CBIBOPOTKE KPOBU, OCOOEHHO Y MOXKUJIBIX MALMEHTOB.
VY NanueHToB ¢ TSHKENBIMU HapyIICHUSIMH (PYHKINHU TIEYSHHU SIICPEHOH HE U3Yy4aliCs, TOITOMY €ro
IIPUMEHEHHE ITPOTUBONOKA3aHo (cM. pazzen 4.3).

Hnoyxmopwr uzogpepmenma CYP3 A4

OnHOBpEeMEHHOE MTPUMEHEHHE JIIIepEHOHA ¢ MOIIHBIMEA MHIyKTOpamu m3opepmenta CYP3 A4 ne
pexomenayetcs (cM. paznen 4.5).

Lluxnocnopun, maxponumyc, npenapamsi, cooepaircawjue Tumuti
Bo Bpewms neuenus S1iepeHOHOM clieyeT n30erath MpUMEHEHUs dTHX CPEICTB (cM. pazzaen 4.5).

BcnomMorarensHble BellecTBa

JlaHHBIN JIEKapCTBEHHBIN IMpernapaT He cleAyeT MPUHUMATh MalMeHTaM C PeIKO BCTpedarolieiics
HACJIEICTBEHHOW HENEPEHOCUMOCTBIO TaJIaKTO3bl, JJAKTA3HOM HEIOCTAaTOYHOCTHIO WJIM TIJIIOKO30-
raJlakTO3HOHN MallbabCcopOLHeH.

JlaHHbIE JTIEKApCTBEHHBIN COACPKUT MeHee | Mmouib HaTpus (23 Mr) Ha OJHY TaOJIETKY, TO €CTh, 10
CYTH, HE COACPKUT HATPHUSI.

45. B3aumopgeiicTBHe C [PYrHMM JIEKAPCTBEHHbIMH MpenaparamMM W JApyrue BHAbI
B3aNMOIEeHCTBHUA

dapmakoagnHaMUUeCKEe B3aUMOJIEUCTBUSI

Kanuiicbepezarowue ouypemuxu u npenapamul Kanusl

VYuuTbiBas TMOBBIIIEHHBI PUCK DPa3BUTHUS TUIMEPKATMEMHH, JIUIEPEHOH HE ClelyeT Ha3HauyaTh
MalyeHTam, MoylyyaroyuM Kanuicoeperaronye JUypeTuKd U npenaparsl Kanus (cMm. paszzaen 4.3).
Kanuiicbeperaromue IUypeTUKH MOTYT YCHIHTH 3()@EKThl TMIOTEH3UBHBIX CPEACTB M JAPYTUX
JTNYPETUKOB.

Ilpenapamul, codeporcawjue rumuii

B3aumopeiicTBue s1uiepeHOHa C IpenaparaMu JUTHS HE u3ydanoch. OJHAKO, y MAalUEHTOB,
MOJTYy4YaBIIUX TPENapaThl JUTHUS B COYETAaHUHM C IuypeTukamu U uHruomtopamu AIID, ommcaHsl
CIly4ad TIOBBIIIEHUS KOHIIEHTPAlUM W WMHTOKCUKAlMU JutheM. Eciu mojgoOHas KoMOWHAIuUs
HeoOxouMa, 1enecoo0pa3Ho KOHTPOIMPOBATh KOHIEHTPALMU JIMTUS B IJIa3Me KpPOBHU (CM. pasnien

4.4).
Luxnocnopun, maxponumyc

[{UKIOCHOPHH M TaKpOJIMMYC MOTYT BbI3BaTh HapylleHHE (DYHKIMM TOYEK W MOBBICHTH PHCK
pa3BuTus runepkanuemMun. Cnemyer wn30eratb OJZHOBPEMEHHOTO IPUMEHEHHS SIUICPEHOHA H
IIUKJIOCTIOPHHA WK Takpoiumyca. Eciiu Bo BpeMs JieueHHs SIUIEPEHOHOM MOTpedyeTcs Ha3HaueHUe
[IUKJIOCTIOPHHA WJIM TaKPOJIMMYCa, PEKOMEHIYETCS TIATEIbHO KOHTPOJIUPOBATh COJICPKaHNE Kans
B CBIBOPOTKE KPOBH U (PYHKILHMIO TIOYEK (CM. pa3zaen 4.4).

Hecmepouonwvie npomusosocnarumenvhvie npenapamol (HIIBH)
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MOJIABJICHUSI KIIyOOYKOBOM (uiabTpammu, OCOOCHHO Yy IALMEHTOB TPYNIBl pUCKA (ITOKUIIbIE
MalMEeHThl W/WIK MAMeHThl ¢ Aeruapartanueii). I[Ipu coBMecTHOM NMPUMEHEHHH 3THX CPEACTB 0
Hayajla M BO BpeMs JICUeHUS HEoOXonuMo oOecneunBaTh aJIeKBATHBIA BOJHBIA PEXUM U
KOHTPOJIUPOBATH (DYHKIHIO MTOYEK.

Tpumemonpum

OnHOBpEMEHHOE MPUMEHEHHE TPUMETONpUMa C JIUIEPEHOHOM IIOBBINIAET PHCK Pa3BUTHSA
runepkagueMuu. PeKoMeHIyeTcss KOHTPOJMpPOBAaTh COJAEP)KAHUE Kallusg B CHIBOPOTKE KPOBU U
(GYHKIHIO IOYEK, 0COOEHHO Y MALMEHTOB ¢ IOYEYHON HEJOCTATOYHOCTBIO My TIOKHIIBIX MTAI[UEHTOB.

Hneubumopor AII® u anmaeonucmol peyenmopos aneuomenzuna Il

Puck pa3BuTHs TUnepKaIMeMU MOXET MOBBIIIATHCS IPU TPUMEHEHUH SIUIEPEHOHA B KOMOWHAIIUU
¢ uaruoutopamu AII® w/mm APA II. PexomMeHyeTcs TIIATEIIEHO KOHTPOJIUPOBATH COACPKAHKEC
Kallusi B CHIBOPOTKE KPOBU U (YHKIMIO MMOYEK, OCOOCHHO Y IMAlMEHTOB C PUCKOM HapyIICHUS
(GYHKIIUU TIOYEK, HAIIPUMeEp, Y MOXKWIbIX JroAei. He ciemxyeT nmpuMeHATh TPOWHYI0 KOMOWHAIIHIO
naruouTopa AII® u APA 11 ¢ srmepeHonoM (cM. pasaensl 4.3 u 4.4).

Anvpa 1-aopenobroxkamopul (npazozut, anroghy3o3um)

[Ipu ogHOBpEMEHHOM IpUMeHEeHUU ab(hal-aIpeHo0I0KaTOPOB C AIUIEPEHOHOM MOXKET YCHIUTHCS
AHTUTUTIEPTCH3UBHOE JICHCTBUE W/WIIH YBEIHMYUTHCS PUCK PA3BUTHS OPTOCTATHUYECKON TUIIOTCH3MH,
B CBSI3U C YeM, PEKOMEHAYETCsI KOHTPOJIb apTepraibHOro naBienus (A/l), ocobeHHo mpu u3MEeHEHUN
II0JIOXKEHHUS Tena.

Tpuyuxknuyeckue anmuoenpeccanmol, HeUpoOIenmuKy, amugocmun, 6axkiogen

HpI/I OOHOBPECMCHHOM IMPUMCHCHHUHU JOTUX CpEACTB C OIUNICPCHOHOM MOXKCET YCHIIMTHCA
aHTI/IFI/IHCpTeH3HBHBII>'I B(b(peKT HJIN YBCIMYHUTHCA PUCK PA3BUTHUA OpTOCTaTquCKOﬁ TUITIOTCH3HH.

I n1rokokopmuKouosl, mempaxo3aKmuo

OnHOBpEMEHHOE MPUMEHEHUE ITUX CPEICTB C IUIEPEHOHOM MOXKET IMPUBECTH K 3aJI€PKKE HATPUS U
JKUJIKOCTH.

DapMaKOKMHETHUECKIE B3aUMOICHCTBUS

HccnenoBanust in VItro CBHIETENBCTBYIOT O TOM, YTO 3IUIEPEHOH HE MHTHOUPYET M30(EepPMEHTHI
CYP1A2, CYP2C19, CYP2C9, CYP2D6 unu CYP3A4. DnnepeHoH He sBISETCs CyOCTpaTOM WM

MHTHOUTOPOM IIIMKONpoTenHa P.
Jueoxcun

[Tnomans moj KpUBO# GpapMakOKHHETHUECKON KpHUBO# «koHIeHTpanus-Bpems» (AUC) auroxcuna
IIPU OJTHOBPEMEHHOM MPUMEHEHHUH C SIIJIEPEHOHOM yBenuuuBaeTcs Ha 16 % (90 % noBeputenbHbIN
uatepsain (JIN): 4 — 30 %). Heob6xoaumo co0I1r0/1aTh OCTOPOKHOCTD, €CITH TUTOKCHH TPUMEHSIETCS
B J103aX, OMM3KUX K MAKCUMATbHBIM TEPANIEBTHUECKUM.

Bapgpapun

Knuanueckn 3Ha4MMOro (papMakOKMHETHYECKOTO B3aHMMOJAEUCTBUS ¢ BaphapuHOM HE BBISBIICHO.
HeoOxoaumo cobio1aTh OCTOPOXKHOCTh, €ClU BapapuH HpHUMEHsSeTcs B J103aX, OJM3KHUX K
MaKCHMAaJIbHbIM TEPAIIEBTUYECKUM.

Cyocmpamut uzogpepmenma CYP3A4

B CIICIUAJIBHBIX UCCIICAOBAHUAX IIPU3HAKOB q)apMaKOKI/IHeTI/I‘-ICCKOI‘O B3aHMOﬂeﬁCTBHH OIJICPCHOHA
¢ cyocrpatamu uzopepmenta CYP3A4, Hanpumep, MUIA30J1aMOM M ITU3ANPHUIOM, BBISBICHO HE
OBLIIO.
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Uneubumopuot usopepmenma CYP3A4

Mownbie unzubumopot usogepmenma CYP3A4

[Ipu npuMeHeHNH AIIIEPEHOHA CO cpeicTBaMu, HHTHOupyromuMu uzohpepment CYP3A4, Bo3MoxKHO
3HaYnMoe (papMaKOKMHETHYECKOe B3auMojeicTBre. Mommnblii naruourop nzodpepmenta CYP3A4
(xetokonazon 200 mr aBa pasa B cyTku) BbeBbIBaN yBenuuenue AUC smepeHona Ha 441%.
OnHOBpeMEHHOE NMPUMEHEHHUE SIUIEPEHOHa ¢ MOUIHBIME HHTHOUTOpaMu n3odepmenta CYP3A4,
TaKMMU KaK KETOKOHA30J1, UTPAKOHA30J1, pPUTOHABUD, HEI(PUHABUD, KIIAPUTPOMUIIMH, TEITUTPOMHUIIMH
1 He(a300H, MPOTUBOIIOKa3aHo (cM. pasaen 4.3).

Crabvie u ymepenuwie unzubumopul uzsopepmenma CYP3A4

OIHOBpPEMEHHOE MPUMEHEHHE C 3PUTPOMHIMHOM, CAKBHHABUPOM, aMHOJAPOHOM, JUIITHA3EMOM,
BepanaMmwioM ¥ (DIyKOHA30JIOM  CONPOBOXKAAIOCH  3HAUYUMBIM  (DapMaKOKHMHETHYECKUM
B3aumoseiicteueM (crerenb yBenmueHuss AUC BapeupoBama ot 98% mo 187%). Ilpwm
OJJTHOBPEMEHHOM TPHMEHEHHUH OJTHUX CPEICTB C OSIUIEPEHOHOM J103a IIOCIEIHEr0 HE JOJDKHA
IpeBbIIaTh 25 MI' B CyTKHU (cM. pa3zaen 4.2).

Hnoyxmopwt uzopepmenma CYP3A4

OHOBpEMEHHBII MPHEM MpPEnapaToB, coaepxammx 3Bepoboii mpoabipssiacHubi (St John's Wort,
MotIHbI HHAYKTOp n3odhepmenta CYP3A4) ¢ smeperHoHoM Bbi3biBas cHmxenne AUC mocienHero
Ha 30%. [lpu npumenenuu Oojee MOIIHBIX HHAYKTOpoB u3odepmenta CYP3A4, Takmx kak
pudaMIUIIH, BO3MOXXHO Ooliee BeipaskeHHOe cHIbkeHrne AUC smiepeHoHa. YUnThIBasi BO3MOYKHOE
CHIDKCHHE 3(PPEKTUBHOCTH IIUICPCHOHA, OJHOBPEMEHHOE IPHUMEHCHHE MOIIHBIX WHIYKTOPOB
m3odepmenta CYP3A4 (pudamnunmna, kapdamasenrna, peHnTonHa, GeHodapOuTaa, mpenaparos,
cojiepKanux 3Bepo0oi MPOIBIPSABICHHBIN), HE peKOMEHIyeTCs (CM. pazaer 4.4).

Anmayuowl

Ha OCHOBAaHHUH (i)apMaKOKI/IHCTI/ILIGCKOFO KIIMHHYCCKOT'O HUCCICIOBaHUA 3HAYUTCIIBHOI'O
B3aHMOﬂeﬁCTBHH AHTaluJAO0B  COIUICPEHOHOM IIpU WX OJAHOBPEMCHHOM TIIPUMEHCHUHU HC
mnpeanojaracTcs.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD H JIAKTALUS

bepemeHHOCTH

JIaHHBIX O TPUMEHEHUM OSIJIEPeHOHa Yy OepeMEHHBIX >KEHIIMH HeaocTtaTouHo. MccnemoBaHus
mpermapaTa  Ha OKHMBOTHBIX CBHJICTEIIBCTBYIOT 00 OTCYTCTBHHM TPSMBIX HJIHM KOCBEHHBIX
HeOnaronpusaTHBIX 3()PEKTOB B OTHOLIEHUN OEPEMEHHOCTH, SMOPHO(PETAITBHOTO Pa3BUTHS, POJIOB U
MMOCTHATAJIBHOTO pa3BUTHs. [lpH Ha3HAYCHHWHM SIUICPEHOHA OEPEeMEHHBIM JKCHIIMHAM CIICAYeT
COOJTIOAATh OCTOPOKHOCTb.

JlakTarms

CBezneHuil 0 BBIBEICHUM SIUIEPEHOHA IMOCJE MpHUEMa BHYTPb C IPYJHBIM MOJIOKOM HeT. OpgHako
JAHHBIE JOKIMHUYECKUX HCCIICIOBAHMM MOKA3bIBAIOT, YTO JIUIEPEHOH W/WJIA €r0 METaOOJHTHI
MPUCYTCTBYIOT B TPYJHOM MOJIOKE KpBIC, a JETEHBIIIM KpPbIC, MOJBEPraBIIMECs BO3ACHCTBUIO
mpenapara TaKUM TyTeM, pPa3BUBAINCH HOPMalbHO. Bo3MoOkHBIE HExenaTenbHbIE 3(P(HEKTHI
SIJIEPEHOHA Ha HOBOPOXKIEHHBIX, HAXOMSAIIMUXCS Ha TPYJHOM BCKapMIIMBaHUHU, HEU3BECTHBI,
MO3TOMY 1IeJIECOO0pa3HO WM MPEKpPaTUTh KOPMIJIEHME TPYyIbl0, WIM OTMEHHUTHh Ipernapar, B
3aBUCUMOCTH OT €r0 BaXXHOCTHU ISl MaTEPHU.

DepTUILHOCTE

I[aHHBIG O BJIMSIHUHW Ha (I)epTI/IHI:HOCTB OTCYTCTBYIOT.
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MEXaHU3MaMHU

D dexTs d1IepeHOHa HAa CITOCOOHOCTH YIPABIIATH ABTOTPAHCIIOPTOM WIIH MOJIH30BATHCSI TEXHUKOMN
He wusydanuch. OJIHAKO, YYMTHIBas BO3MOXKHOCTb IIperapaTa BbI3bIBaTh TI'OJOBOKPYKEHUE U
O0OMOpOYHBIE COCTOSIHUS, CIEAYeT COOII0AAaTh OCTOPOKHOCTH IPU YIPABIEHUU TPAHCIOPTHBIMU
cpeacTBaMu u paboTe ¢ MeXaHW3MaMH Ha (POHE IpueMa IMpernapara.

4.8. HexkenareiabHble peakunu

Pesrome poduiist 6e30nacHOCTH

B nByx knmanyeckux uccnenosanusx EPHESUS (Eplerenone Postacute myocardial infarction Heart
failure Efficacy and Survival Study) u EMPHASIS-HF (Eplerenone in Mild Patients Hospitalization
And Survival Study in Heart Failure) o6mas gacToTa HeKelIaTelIbHBIX pEaKIUii, KOTOPbIE ObLIN
3apErHCTPUPOBAHBI TP MPUMEHEHHUH JIIJICPEHOHA, ObLTa aHAIOTHYHA TUTae0o0.

PesroMe HexkeIaTeabHbBIX PeaKIIUM

HexenatenbHble peakimuy IpeACTaBlIeHbl MO cucTteMHO-opranHbeiM kiaccam (COK) u wactore.
BHyTpH Ka)10i1 4aCTOTHOM TPy HeXEIaTeIbHBIC PEaKIIUU PACIIONIaratoTCsl B IOPSIKE yObIBAHUS
BbIpakeHHOCTH. YacToTa pa3BUTHA ompeaensercs Kak: odeHb dacto (> 1/10), gacro (= 1/100, HO
<1/10), meuacro (> 1/1 000, vHO < 1/100) 1 peaxo (= 1/10 000, vo < 1/1 000), ouens penko (< 1/10
000) 1 yactoTa HeU3BeCTHA (HEBO3MOXKHO OLIECHUTh Ha OCHOBAaHUHU UMEIOIMXCA JaHHbIX). B pamkax
KQXJIOM TPYIIBI, BBIICICHHON IO YacTOTe, HEKEJIATCIbHBIC SBJICHUS IPEICTABICHBI B IMOPSIKE
YMEHBIICHUS CEPhE3HOCTH.

Hixe MEPCUUCIICHBI HEKCIIATCIIBHBIC PCAKIIUU, KOTOPLIC MOTJIN ObI OBITH CBSI3aHBI C JICYCHHUCM, a
TAKIKC CCPLC3HBIC HECKCIATCIBHBIC PCaKHWK, 4YacTOTa KOTOPBIX COIIOCTaBHMMa C JacTOTOM
HEXKCJIIATCIIbHBIX U CCPbC3HBIX HCIKCIIATCIIbHBIX peaKI_II/Iﬁ B I'pyHIie rmaue60.

Hugpexyuu u unsasuu

Heuacto: nuenonedpur, undexuus, GapuHrur.

Hapywenus co cmoponvl Kposu u ium@amuieckou cucmembl
HeuacTo: s03uH0duIuN.

OHOOKpuHHbIE HaApYULeHUs

Heuacro: runorupeos.

Hapywenusa memaboauzma u numanus

YacTo: runepkainemMusi, THIIepXoJeCTepUHEMHUS.

HedacTo: rumonarpuemMusi, [eruapaTans, THIEPTPUTITUIICPUICMUSI.
Icuxuueckue napyuenus

Yacro: OeccoHHHUIIA.

Hapywenus co cmopoHul HepeHOlL cucmembl

YacTo: 00MOpOK, TOJIOBOKPYKEHHE, TOJIOBHAS 00JIb.

Heuacro: runecresusi.

Hapywenus co cmoponul cepoya

YacTo: 1eBOXKeTyJ0YKOBAst HEAOCTATOUHOCTh, (pUOPHIIALINS Ipecep i, THPApKT MHOKap/Ia.

Heuacro: taxukapaus.
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Hapywenus co cmoponwl cocyoos

Yacro: apTepuanbHas THIOTEH3HUS.

HeuacTo: TpoM003 apTepuii HIKHUX KOHEYHOCTEH, OPTOCTATUUYECKAsI TUTTOTCH3HUS.
Hapywenus co cmoponul dvixamenbHol cucmemsl, OpeaHos 2pyOHOU KIemKU U CPeOOCmeHUs.
Yacro: Kamemb.

Hapywenus co cmoponul scenyoouno-kuuieuHo2o mpaxkma

YacTo: nquapesi, TOITHOTA, 3a110p, PBOTA.

Heuacro: mereopusm.

Hapywenus co cmoponul neuenu u sicenueol800auux nymet

HeuacTo: X0JIenucTuT.

Hapywenus co cmoponul Kodtcu u noOK0NCHbIX MKAHell

Yacro: chlnb, 3y1.

HeuacTo: aHTHOHEBPOTHYECKUI OTEK, TOBBIIICHHOE TIOTOOT/ICJICHHUE.
Hapywenus co cmoponuvl mbluieynot, KOCMHOU U COeOUHUMENTbHOU MKAHU
YacTo: MBIIIEYHBIE CIIa3MbI, 00/Ib B CIIHHE.

Heuacro: ckelleTHO-MBIIIEYHAs 00JIb.

Hapywenus co cmoponul nouex u mouesvigo0sawux nymet

Yacro: HapyuieHue GyHKIUH TOYEK.

Hapywenus co cmopoHusl penpodykmusHotl cucmemsl U MOJIOYHBIX Jicelle3
HeuacTo: runexomacTus.

Obwue HapywieHus U peakyuu 8 mecme 68e0eHUs

YacTo: acTeHus.

Heuacro: HegoMoranmue.

Jlabopamopuvie u uncmpymenmanbHvle OaHHbIE

YacTo: NOBBIIEHNE KOHIEHTPALU! MOYEBUHBI B KPOBH, ITOBBIIICHUE KOHLEHTPAlUU KPEaTUHUHA B
KpPOBH.

HeuacTo: moBblllleHWE KOHILEHTpPAlMd OCTATOYHOTO a30Ta MOYEBUHBI, KpPEATUHHHA, CHUXKEHUE
AKCIIPECCUM pelenTopa MUIEPMATIBLHOTO (aKTopa pocTa, MOBBIIIEHHE KOHIIEHTPAIMK TIIFOKO3bI B
KpPOBH.

Onmncanue OTACIBHBIX HEXCIIATCIbHBIX DeaKI_[I/II\/’I

B xmuanyeckom uccnenoBannn EPHESUS Obuio 3apeructpupoBaHo 4MCIEHHO OOJbIIE CIydyaes
MHCYJIbTA B TPYMIE€ OYE€Hb MOKUIIBIX Jitoze (= 75 ner). OnHako He ObUIO CTATUCTUYECKU 3HAYMMOMN
pasHUIIBI MEXJly YacTOTOM MHCYJbTa B TpyINax, noiydaBiumx smiepeHoH (30) u miane6o (22). B
kmanYeckoM uccieqoBannn EMPHASIS-HF guciio ciyyaeB wHCYNbTa y OY€HB MOXKHIIBIX JIFOICH
(> 75 net) coctaBwiio 9 B rpyIie SIUICPEHOHA U 8 B TpyIIIIe M1aneoo.

COO6I.H€HI/IG 0 TOA03PEBACMBIX HEXKECIATCIbHBIX PCAKITNAX

BaxHo coo0marh O TOJ03pEBAaEMbIX HEXKENATENbHBIX PEAKUUAX IMOCIEe  PErucTpaluu
JIEKapCTBEHHOI'O Tpernapara ¢ Ieiblo 00ecredeHus] HelpPephIBHOTO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOro Mpemnapara. MeauIuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
cO001IaTh 0 JIOOBIX MOI03PEBAEMbIX HEXKENATeNbHbIX peaklUaX JeKapCTBEHHOIO Mpemnapara yepes
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EBpa3uiickoro 5KOHOMUYECKOTO COH03a.
Poccuiickas ®@edepayus

DdenepanbHas Ciryxk0a 1o Ha30py B chepe 31paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKasi TU1011a1b, 1. 4, cTp. 1

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

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru uwiu npr@roszdravnadzor.gov.ru
Caiir: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CrydaeB nepe103upOBKH SIIJIEPEHOHA Y YeTIOBEKa HE OMUCAHO.
CHUMIITOMBI

Hanbonee BEpOsSITHBIMH MPOSBICHUSAMHU NEPEAO3UPOBKHA MOTYT OBITh BhIpaskeHHOE CHIDKeHHE A/l u
TUIIEPKATUEMUSL.

Jleuenue

HpI/I Pa3BUTHH BBIPA)KCHHOI'O CHUXKCHUA AI[ H606XOI[I/IMO Ha3HAYUTh NOAJACPKHUBAIOIICC JICUCHUC. B
CJIydac pa3sBUTHUS THUIICPKAIMCMHUH T10Ka3aHa CTaHdapTHas TCpanus.

9HJ’IepeHOH HC YAAJISICTCS IIPU IrEMOJNAIN3C. yCTaHOBHeHO, UTO SIUICPCHOH AaKTUBHO CBA3BIBACTCA C
AKTUBUPOBAHHBIM YTJICM.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. dapMakoIMHAMHYECKHE CBOMCTBA

dapMakoTepaneBTUUECKass TpyIIa: JUYPETUKH; AHTArOHUCTBl  aJbJOCTEPOHA U JIpyTrUe
KauiicOeperarone IMypeTuK; aHTarOHUCTHI alTbJ0CTEPOHA.
Koxg ATX: CO3DA04

MexaHu3M OeicTBus

OriepeHoH 00ajjaeT BBICOKOM CENEeKTUBHOCTBIO B OTHOLIEHHHM MHHEPATOKOPTHKOUIHBIX
pPELENTOPOB y YeJIOBEKa B OTJIMYME OT IIIIOKOKOPTUKOWJIHBIX, MPOreCTEPOHOBBIX M aHIPOTE€HHBIX
PELENTOPOB U MPENATCTBYET CBA3BIBAHUIO MUHEPAIOKOPTUKOUAHBIX C AJIbIJOCTEPOHOM - KIIFOYEBBIM
TOPMOHOM PpPEHUH-aHTMOTEH3UH-aIbaocTepoHoBOM cucteMbl (PAAC), koTOpblii ydacTByeT B
peryisiiuu  apTepuaibHoro aaeieHus (AJl) M maroreHese CepAevHO-COCYIHMCTBHIX 3a00JIeBaHUIA
(CC3).

dapmakognHamuyeckue 3O EKThI

OIUIEPEHOH BBI3BIBAET CTOMKOE YBEJIMYEHUE aKTUBHOCTH PEHUHA B IUIa3M€ KPOBH U aJbJOCTEPOHA B
CBIBOPOTKE KpOBU. BriocnencTsuu, cekpenyss peHUHA MOAABIISIETCS allbJJOCTEPOHOM 110 MEXAHU3MY
oOpatHo#i cBs3u. [Ipu 3TOM MOBBIIIIEHNE aKTUBHOCTH PEHUHA WM KOHUEHTPALUU [UPKYIUPYIOIIETO
aJIbJIOCTEpOHA He BIUsET Ha 3(h(PeKThI STIepeHoHa.

Kimmanueckast 3dbdhekTUBHOCTE M 0€30IIaCHOCTE

B uccnenoanmsix xpouudeckoii cepaeunoit Hepocrarounoctu (XCH) II-1V @K no knaccudukanuu
NYHA ¢ BappupoBanueM 703, J00aBJICHHE SIUICPEHOHA K CTAHAAPTHON TEpamuu MPUBOAMIO K
OKUJAEMOMY J[0303aBUCHMOMY TOBBIIICHUIO YPOBHS aJbIOCTEPOHA. AHAOTUYHBIM 00pa3oM, B
KapJIMOPEHAIbHOM TPOMEXKYTOYHOM »dTame wuccienoBanus EPHESUS tepanus smnepeHonHOM
MPUBOJMIA K 3HAYUTEIHLHOMY IMOBBIIICHUIO YpPOBHS aibIocTepoHa. [loiydeHHBIE pe3ynbTaThl
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D PexTUBHOCTD 3MIIEPEHOHA U3YYaIH B TBOMHOM CJIETIOM ILIAIIEO0KOHTPOIUPYEMOM UCCIICIOBAHIH
EPHESUS y 6632 manueHToB ¢ OCTphIM WH(PAPKTOM MHUOKap/a, TUCHYHKIIUEH JIEBOTO KEITyA0uKa
(®BJDK < 40 %) ®u ¢ KIMHUYECKUMHU IIPU3HAKaMU CEpPAECYHOM HEIOCTaTOYHOCTH,
MIPOJIOJKUTEIIBHOCTh UCCIIEIOBaHUs cocTaBuia 3 roga. B teuenue 3—14 nueit (B cpeqneM 7 qHEH)
nociie octporo MM marnueHTamM HazHAYalu SIUIEPEHOH WIIU TUTane0o0 B JOMOJIHEHUE K CTaHIapTHON
Tepanuu. JledueHne HauMHAIM C 103bI 25 MT OJIMH Pa3 B CYTKH U K KOHILY 4 HeJlelu yBEIHUUUBaJIH 10
50 Mr ogwH pa3 B CYTKH, €CIIH COJIEp’)KaHHWE KaUsg B CHIBOPOTKE KPOBH OCTaBajlOCh MEHEE
5,0 mmozb/n1. Bo Bpemst ucciiejoBaHusi HAlMeHTHI OJTy4Yail CTaHAaPTHYIO TEPAUIO C IPUMEHEHUEM
aIeTHIICATUITMIIOBON KUCTOTHI (92 %), marudutropoB AIID (90 %), 6era-agpenobdmokatopos (83 %),
HutpatoB (72 %), «memeBbIX» JOUYpPeTHKOB (66 %) wuin HUHrUOUTOPOB  3-TUAPOKCHU-3-
MeTuirytapuikosH3uM A peaykrasel (I'MI" KoA-penykrassr) (60 %).

[lepBuuHoii KOHeuHOH ToukoW B wucciaenoBanun EPHESUS Opima o0mas cmepTHOCTB, a
KOMOMHHPOBAHHOW KOHEYHOW TOYKOH - CMEPTHOCTh WJIM TocniuTanu3ainuu o nmosoay (CC3); 14,4 %
MAMEHTOB, TMOJYYaBIIMX OIUIEpeHOH, W 16,7 % mNanuMeHToB, MOMydYaBIIMX IuTanebo, yMmepiu
(ymepiiue oT Bcex MPUYKH), B TO BpeMs Kak 26,7 % MaluueHToB, Moxy4aBIux 3miepeHoH, u 30,0 %
MAIMEHTOB, MOJYYaBIIUX TUIanedo, ObLIM TOCHUTATU3UPOBaHbl WK nmorubiau B cBsa3u ¢ CC3, yro
SBJIAJIOCH KOMOMHUPOBAHHOM KOHEYHOW TOUKOM wuccienoBaHus. B pesynbrate Tepanuu
SIUIEPEHOHOM PHCK 0O0IIei cMepTHOCTH ObLI CHIbKEH Ha 15 % (oTtHocutenbHbIl puck [OP] 0,85;
95 % OU: 0,75-0,96; p=0,008) mo cpaBHEeHUIO ¢ MIanedo, TJIABHBIM 00pa3oM 3a CYET CHU)KCHHS
cMepTHOCTH B pe3yiibrare CC3. Puck neTanbHOro nexoa win rocnuranusanuu no nosoay CC3 npu
MPUMEHEHHUH SIIepeHoHa Obut cHibkeH Ha 13% (OP 0,87; 95 % JU, 0,79-0,95; p = 0,002).
CHmwxkenne aOCONIOTHOTO pHCKa IS JIBYX KOHEYHBIX TOUYEK — OOIIed CMEpTHOCTH U
cMepTHocTH/ToctuTanu3anuu mno nosoay CC3 — cocraBmio 2,3 u 3,3 %, COOTBETCTBEHHO.

Knunnueckast 3¢p¢dexkTuBHOCT, ObUIa B INEPBYIO OuYepelb MPOJEMOHCTPUPOBAHA MpPU JIEUCHUU
3IJIEPEHOHOM MAalMEHTOB B Bo3pacte <75 jer. [IpenMyinecTBa Tepanuu MamueHToB cTapiie 75 aeT
He u3BecTHbl. DK mno knaccupukammun NYHA yinydmmiacs wiM ocTaBajics CTaOMIBHBIM Y
CTaTUCTHUYECKH 3HAYUMO OOJBIIEH JOJH TMAlMeHTOB, MOJyYaBIIMX SIUIEPEHOH, MO CPABHEHUIO C
iane6o. Yacrora pa3BUTUs TUNIepKanueMun coctasmia 3,4 % B rpymne smiepeHoHa npotus 2,0 %
B rpynne miane6o (p <0,001). Yactora pasButusi runokaauemuu coctaswia 0,5 % B rpymme
sruiepeHoHa npotus 1,5 % B rpynmne miareto (p <0,001).

B nccrnenoBaHusaX 1Mo U3YYCHHUIO TUHAMUKH JICKTPOKAPAUOTPaMMBbI y 147 310pOBBIX T0OPOBOJIBIICB
C DJEKTpOKapAHOrpahUIEeCKUMU HU3MEHEHHUSIMH, BBISBICHHBIMH B X0/€ (apMaKOKHHETHUUYECKUX
WCCIICJIOBAHWM, SINICPEHOH HE OKAa3bIBAT CYIISCTBEHHOTO BIIMSHHS HAa YacTOTYy CEPICYHBIX
COKpallleHuH, MTenbHOCTh uHTepBaoB QRS, PR wmm QT. B kiIMHHYECKOM HCCIeIOBAaHUU
EMPHASIS-HF onenuBaiock BIUSHHE SIUIEPEHOHA HA KIMHWYECKHE HCXONBl Y TAIMEHTOB C
cucronnueckoit CH u nerkumu cumnromamu (OK 11 mo knaccudpukamuun NYHA) npu nobGasinenuun
K CTaHJIApTHOM TepaIvH.

[TaneHThl BKIIIOYAIKCh B MCCIIEOBAHUE MPH COONIOJIEHUM CIIEAYIOUIMX KPUTEPUEB BKIIOUEHHS:
Bo3pacT He MeHee 55 ner; OBJIK < 30% wnmun ®BJDK < 35% u npoomKUTeNTbHOCTh KOMILJIEKCa
QRS > 130 mc; rocnimranuzanus no nosogy CC3 3a 6 MecsleB 0 BKIIOYEHHS B HCCIEI0BAaHUE,
KOHIIGHTpalus HaTpuityperndeckoro nentuaa B-tuma (BNP) B masme ve menee 250 nr/mia win
ypoBeHb N-koH1eBoro pro-BNP B mnazme ne menee 500 nr/min y myskuuH (750 0r/mi y *KeHIIKH).
[Ipuem sriepeHoOHa HAYMHAIU C J103bI 25 MT OJMH pa3 B CYTKU W YBEJIMYHMBAIU uyepe3 4 HeAeH 10
50 Mr oMH pa3 B CYTKH, €CIIM YPOBEHb Kallisl B CHIBOPOTKE KPOBU cocTaBisul < 5,0 Mmons/in. B
kadectBe anbTepHaTHBbl, ecmi CK® cocraBmsana 30—49 mu/mun/1,73 M, SIUIEPEHOH HAYMHAIU
MIPUHUMATH C 03Bl 25 MT 4Yepe3 IeHb U YBEJIIMYUBAIHU 70 25 MI' O/IMH pa3 B CYTKH.

B obmeit cnoskHocTtr 2737 manueHToB ObUTH PaHIOMHU3UPOBAHBI (JIBOMHBIM CIICTIBIM METOJIOM) JIJIS
JIEYCHUs DIUIEPEHOHOM WM Tianebo, BiiIodas 0a3oByl0 Ttepanuio nuyperukamu (85%),
unruoutopamu  AII®  (78%), APA 11  (19%), Oera-agpeHobmokaropamu  (87%),
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anTHTpoMGoTHsecKM  nipemapatami  (88%), runbmamiadtidecknttn “epkniBanit (63%) i

mmko3ugaMu  HanepetssHku - (27%).  Cpennsisi - @BJIDK  cocraBuna  ~26%, a  cpemusis
MPOJOIKUTENBHOCTh KoMIuiekca QRS — ~122 mc. bonbmmHcTBO HcnbiTyembix (83,4%) panee Obuin
roCHUTaIN3UpoBanbl B cBsi3u ¢ CC3 B TeueHne 6 MecsIIeB MOCIe PaHI0MU3ALUH, IpudeM okoio 50 %
13 HUX ObUTH rocnuTanu3upoBansl o npudyrHe CH. [Ipumepno 20 % ucnbITyeMbIX ObLT yCTaHOBIICH
UMIUIAaHTHPYEMBIN 1e(pUOPMILIATOP WK MPOBEJCHA PECHHXPOHU3UPYIOIIAs ceplednas Tepanus. B
rpynne siuiepeHoHa 249 mauuentoB (18,3 %) mOCTUIIM NMEPBUYHON KOHEYHON TOYKH, KOTOpas
BKJIFOYasia B ce0sl OIEHKY 4acTOThl rocnutanu3anuu no nosoxy CH wmm cmeptu ot CC3, mo
CpaBHEHHUIO ¢ rpymmoi miaiedo — 356 (25,9 %) [OP 0,63, 95 % JI1 0,54 — 0,74; p<0,001 ]. Bausiaue
3IUIEPEHOHA HA MIEPBUYHBIE KOHEUHbIE TOUKH ObLIO COIOCTAaBUMBIM BO BCEX 3apaHEE ONPEAEIEHHBIX
MOArpymnmax.

BropuuHass koHeuHass Touka (CMEPTHOCTh OT BCeX NpHuMH) Obuta nocturayra y 171 (12,5 %)
nanueHTa B rpyime smiepeHona u'y 213 (15,5%) nauuento B rpymne mianedo (OP 0,76; 95 % AU
0,62 — 0,93; p = 0,008). Cmepts B pesynbrate CC3 Obuta 3apeructpupoBana y 147 (10,8 %)
MaUeHToB B rpyiie smiepeHona u 'y 185 (13,5 %) namuentos B rpymie miane6o (OP 0,76; 95 %
I 0,61 — 0,94; p = 0,01). B xone uccnenoBanus runepkairiemMusi (YpoBeHb Kalllis B CHIBOPOTKE
KpOBH > 5,5 MMouib/1) Obuia 3apeructpupoBana y 158 (11,8 %) mauueHToB B rpymie 3MjiepeHoHa u
y 96 (7,2 %) namuenToB B rpynie 1iamne6o (p <0,001). 'mnokanuemusi, onpenensemMasi Kak ypoBEHb
KaJus B CBIBOPOTKE KpoBH < 4,0 MMOJIB/JT, ObLJIa CTATUCTHYECKH HIDKE MPU MPUMEHEHUH SIUIEPEHOHA
mo cpaBHeHHIO ¢ mane6o (38,9 % s sruiepeHoHa mo cpaBHeHUio ¢ 48,4 % mia 1utanebo, p
<0,0001).

eTH
OnnepeHoH He uzydancs y gerei ¢ CH.

CornacHo naaHHbIM 10-HeAENBHOTO HCCIENIOBAaHUS DJIUIEPEHOHA Yy JeTed ¢ apTephalibHOMN
runeprensueit (Al') [Bo3pacTHoit aAuamnaszon ot 4 g0 16 net, N=304], snnepeHoH B Ao3ax (0T 25 MT 10
100 Mr B cyTKH), OKa3bIBAIOLINX BO3ACHCTBHE, aHAIOTUYHOE TAKOBOMY Y B3pOCIbIX, 3P (HEKTUBHO HE
cHiwkain AJl. B BelenpuBeieHHOM MCCIIEOBaHUU U B 1-JIETHEM HCCIIEJOBAaHUU OE30MACHOCTH Y
netelt ¢ yuactueM 149 ucnbityembix (BO3pacTHOM auara3on ot 5 1o 17 net), mpoduib 6e30macHOCTH
npemnapara ObUI COIOCTaBUM C TAaKOBBIM Y B3pOCIBIX MAllMEHTOB. ODIUIEPEHOH HE HU3ydaics y
nanueHToB ¢ AI' B Bo3pacte 10 4 JeT, NMOCKOJIbKY HCCIe0BaHUE y JAeTel cTapllero Bo3pacra
M0Ka3aJI0 HeAOCTaTOUHYIO 3((EeKTUBHOCTH Npemnapara (cM. pasaen 4.2).

Kaxkoe-m0o (1onrocpoyHoe) BIUSHUE HAa TOPMOHAJIBHBIN CTaTyC y I€TeH HE N3y4aaoch.

5.2. dapMaKOKHHETHYeCKHe CBOMCTBA

AOGcopOrtus

AbconoTHas GMOAOCTYITHOCTH 3IIepeHoHa cocTaBiseT 69 % mocne npuema 100 Mr smiepeHoHa
BHYTpb B BuJe TabieTok. MakcumaibHas KOHIEHTpanusi B mia3Me KpoBH (Cmax) AOCTUTaeTcCs
npumMepHo uepes 1,5 — 2 yaca. Cmax 1 AUC nuHeiiHo 3aBHCAT OT 1036l B Auana3zone ot 10 1o 100 mr
Y HeJTMHEWHO — B 103¢ 60s1ee 100 mMr. PaBHOBECHOE COCTOSTHUE TOCTUTAaETCsI B TeueHue 2 queid. [Ipuem
MIUIIH He BIUSET Ha abcopOIHnio.

Pacnopenenenne

OmiepeHoH npumepHo Ha 50 % cBs3pIBaeTcs ¢ OeMKaMu IUIa3Mbl KPOBH, MPEUMYILECTBEHHO C
anbdal -KUCITOTHON TPYNION TITMKONPOTEHHOB. PacueTHbI 00bEeM pactpeiesieHUs B PaBHOBECHOM
cocTostHUM cocTaBiseT 42 — 90 1. D1IepeHOH NPEUMYIECTBEHHO HE CBSI3BIBAETCS C APUTPOLIUTAMM.

Bbuorpancdopmarius

MeTtaboa13M 3IUIepeHOHa OCYIIECTBIISIETCS, B OCHOBHOM, 1oA aeiictBueM nzopepmenta CYP3A4.
AXTHBHBIE METAOOJIUTHI SIUICPEHOHA B TJIa3Me KPOBU HE HACHTU(QHUIINPOBAHBI.
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B Hen3MeHEeHHOM BHJIE Yepe3 MOYKH M KUIIEYHUK BBIBOAUTCSA MeHee 5 % 1036l d1uiepeHoHa. [locne
OJTHOKPATHOTO IMpHeMa BHYTPb MEUEHHOT'O SIUIEPEHOHA, OKO0JO 32 % 103bl BBIBOJUIOCH 4Yepe3
KMILEYHHUK U 0K0JIO 67 % — uepe3 nouku. [lepuo nomyBbIBeIeHUS IIIEPEHOHA COCTABIIAET OKOJIO 3
— 6 4acoB, KJIMPEHC U3 TIa3Mbl KPOBU — puMepHo 10 J1/4.

q)aDMaKOKI/IHeTI/I‘ICCKaSI-(baDMaKOIII/IHaMI/I‘-IeCKaSI 3aBUCUMOCTD

Bospacm, non u paca

dapMaKOKMHETHKA d1IepeHoHa B o3¢ 100 MI ouH pa3 B CyTKHU M3ydaiach y MOXKUIIbIX [TallUEHTOB
(> 65 nmeT), My>KYHH U KCHIIMH, a TAK)KE Y MMPEACTaBUTEIEH HErPOUIHON packl. PapMaKOKHHETHKA
SIUIEPEHOHA CYIECTBEHHO HE OTIMYajach Yy MY)KUMH U KEHIIMH. B paBHOBECHOM COCTOSIHMM y
MOXHJIBIX TAIMCHTOB OTMEYaaoch moBbimicHHe Cmax (22 %) u AUC (45 %), o cpaBHEHHUIO C
MalKueHTaMu MoJIoZoro Bo3pacta (18 —45 ner). Y npencraBureneit HerpouaHou packl 3Ha4eHUE Cmax
B PaBHOBECHOM COCTOsiHHH Ob1T0 Ha 19 % Hinke, 8 AUC — Ha 26 % Hipke (cM. paszen 4.2).

QOco0ble rpynisl MalueHToOB

Toueunas neoocmamounocme

dapMaKOKMHETHKY ATUICPEHOHA U3yYalid y MalMEHTOB C MOYEYHON HEOCTATOUYHOCTHIO PA3TMYHON
CTETeHH THKECTH M Y MAIMEHTOB, HAXOJMIIMXCS Ha reMoauanuse. [1o cpaBHEHUIO ¢ manueHTaMu
KOHTPOJIbHOW TPYNIIBI y MAIIMEHTOB C TSKEIOU MOUYEYHON HEIOCTATOYHOCTHIO BBISIBUIN YBEIIMUCHUE
paBHoBecHBIX AUC 1 Cmax Ha 38 % u 24 %, COOTBETCTBEHHO, a Y MAIIMEHTOB, HAXOJSIIIMXCS Ha
reMojuain3e — ux cHwkeHue Ha 26 % u 3 %, coorBeTcTBeHHO. Koppemsiuuu Mexy KIUpeHCOM
sruiepeHoHa u3 miaa3Mel kKpoBu U KK He oOHapyxeHo. DMIepeHOH He yJalseTcs Mpy reMoIuain3e
(cm. paznen 4.4).

Tleyenounas neoocmamounocmos

dapMaKOKMHETHKY 31UIepeHoHa B 7103€ 400 MI cpaBHHBAJIH Y MAIIMEHTOB C YMEPEHHBIM HapyIIEHUEM
¢bynkiuun nedenun (kimacc B mo knmaccudpukanuu Yaiina-I1sr0) u 340pOBBIX  T0OPOBOIBIIEB.
PaBHOBecHBIE Cmax 1 AUC srutepeHoHa Obuti yBemdeHsb! Ha 3,6 % u 42 %, COOTBETCTBEHHO (CM.
pasznen 4.2). Y manueHToB ¢ TSHKEIOW MEeYEeHOYHOH HEeIO0CTaTOYHOCTBIO SIUIEPEHOH He U3yvalics,
[I03TOMY €ro IPUMEHEHHE B ATOM TpyIIe MalueHTOB He TT0Ka3aHo (cM. pasaen 4.3).

Cepoeunas neoocmamounocms

dapMaKkOKHHETHKY SIUIEPEHOHA B J103¢ 50 M U3yJaliv y AIlMeHTOB C CePICYHON HEIOCTATOYHOCTHIO
(I =1V pynkunonansaoH kiacca mo NYHA). PapaoBecHbie AUC 1 Crax Y TAITMEHTOB € CEPICUHOM
HEJ0CTaTOYHOCTHIO ObUT cooTBeTCTBEeHHO Ha 38 % 1 30 % BEIIIIe, YeM Y 3J0POBBIX JJOOPOBOJIBIIEB,
MoJ0OpaHHBIX IO BO3pAcTy, Macce Tela U MOoNy. B COOTBETCTBHHM C STUMHU pe3ylibTaTaMu
MOMYJISIIUOHHBIN  (hapMaKOKWHETHUSCKHIA aHallM3 JIUICPEHOHA, OCHOBAaHHBIM Ha MOATPYIIIE
nanueHToB u3 uccinenopanuss EPHESUS, yka3siBaet Ha TO, 4TO KIHPEHC SIJICPEHOHA y MAIUEHTOB C
CepJICYHON HEJIOCTATOYHOCTHIO CXOJCH C TAKOBBIM Y 370POBBIX ITOKHIIBIX JIFOICH.

CTH

[TonynsuuonHas ¢papMakoKMHETHYECKas MOJIENIb HA OCHOBE 3HAUYEHUI KOHLIEHTPALUU IJIEPEHOHA
U3 JByX UCCIIEJJOBAHUM ¢ ydacTheM 51 manueHTa AeTCKOro Bo3pacra ¢ apTepUallbHOM TMIEpTEeH3UEN
B Bo3pacte 0T 4 10 16 neT nokazana, 4To Macca Teja MalueHTa OKa3bIBaeT CTATUCTHYECKH 3HAYMMOE
BIIMSIHUE HAa 00BEM pacipeiesieHus SIIEpeHOHa, HO He Ha ero kinpeHc. [Ipeanonaraercs, 4to 00bem
pacnpeselieHusl JIUIEPEHOHa M MAKCHMMAaJIbHOE BO3ICHCTBHE Yy IALMEHTa JETCKOrO BO3pacTa ¢
Oonblieil Maccol Tena OyayT aHAJIOTMYHBI TAKOBBIM Y B3pOCIOrO C TaKOH ke Maccoil Temna; y
nanueHTa ¢ Maccoit Tena MeHee 45 kr oobeM pacnpenenenus Oyner nmpumepHo Ha 40 % Huxe, a
MAaKCUMaJbHOE BO3JCUCTBUE BBIIIE, YEM Yy B3pOCIOrO0 € TUIUYHOM Maccod Ttena. JleueHue
SIUIEPEHOHOM HAYMHAIHN B J]03€ 25 MI' OJJUH pa3 B CyTKHU Y NAIIUECHTOB JETCKOTO BO3pPAcTa, TOBBIIIAs
703y IpenapaTa 10 25 Mr JiBa pa3a B CyTKHU 4epe3 2 HEIEIU U B KOHEUHOM utore 1o 50 mMr 1Ba pasa
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B CyTKU MpH HAJMYMMU KIMHUYECKUX MokazaHuid. [lpu npnéﬁé:'ﬁplﬁ%ﬁ%“ﬁ%%# E&Eﬁ' it

BBICOKHE HAOJI01acMble 3HAYEHUS! KOHLEHTPALUH 3IUIEPEHOHA y MAIIMEHTOB JETCKOI0 BO3PAcTa HEe
ObUIN 3HAYUTENIBHO BBIIIE, YEM Y B3POCIIBIX, HAUABLIMX [10JIy4aTh SIUIEPEHOH B 03€ 50 Mr OJ1H pa3
B CYTKH.

6. ®APMAIIEBTUUECKHUE CBOMCTBA
6.1. IlepeyeHb BCIIOMOraTe/IbLHBIX BeLECTB

JlakT03BI MOHOTHPAT

Lennrono3a MUKpOKpUCTAIIIMYECKAs (MHTparpaHyJispHas)
Lenmono3a MUKpOKpUCTAIITNYECKAst (IKCTparpanyisipHas)
Kpockapmenno3za Hatpust

I'unpomennosza

Maruus creapat

Hatpus naypuncynbdar

Tanpk

CocTaB roTOBOrO IMJIEHOYHOTO MOKPLITHUS:

I'mnpomennosa

[Tonucop6at 80

Maxkporou 400

Turana guokcun (E171)

Kpacutens xene3za okeup xentoiii (E172)

6.2. HecoBMecTHMOCTH

He nmpumenunmo.

6.3. Cpox rogHocTH (CPOK XpaHEHHs)

3 roga.

6.4. OcoOble Mepbl NPEJOCTOPOKHOCTH NIPH XPAHCHUH

XpaHuTb MpH TeMiieparype He Boiie 25 °C.

6.5. Xapakrep M coAep;KaHHe NEPBUYHON YIIAKOBKHU

ITo 10 umm 15 Tabnerok B KOHTYPHYIO SYEHKOBYIO YIMAKOBKY U3 IUICHKH MOJMBUHWIXJIOPUIHON U

(boNbIry ATIOMUHUEBOH JIAKHPOBAHHOM MEYaTHOM.

Jiia 10 TabGnerok: 3 nian 6 KOHTYPHBIX STYEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIUEH IO IPUMEHEHUIO
IIOMEIAIOT B KAPTOHHYIO NIA4KYy.

Jisa 15 TabGnetok: 2 uiau 4 KOHTYPHBIX STYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLKEH MO0 MPUMEHEHUIO
IIOMEIAIOT B KAPTOHHYIO NIA4KYy.

Ha o06a xjranana nayku KapTOHHOfI HAaHOCHUTCA KOHTPOJIb IEPBOT'O BCKPLITHA B BUAC CAMOKIICAIICTOCA
CTHUKCpPA U3 TIJIICHKH MOJIMATUJICHOBOM C JTIOTOTUIIOM YIaKOBIIXKA.

Un-6anx:

Ot 5000 mo 120000 Tabaerox mo 25 mr uiau ot 5000 7o 60000 Tabnerox mo 50 Mr momeniaroT B
MEIIOK M3 TOJMITHIEHA HHU3KOW IUIOTHOCTH, (HUKCHPYIOT XOMYTOM. MEIOK BMecTe C
BJIAromnorjIOTUTEJIIEM ITIOMECIIAOT BO BTOpOﬁ MCIIOK M3 ITOJINATHUIICHA HHSKOﬁ IIJIOTHOCTH, (bl/IKCI/Ip}IIOT
XOMYTOM. BKIaJbIBalOT MEIIOK B KOHTCHHEP W3 TMOJMITHIIEHA BBICOKOH IIJIOTHOCTH, IUIOTHO
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3aKpBIBAIOT KPBILIKY, PUKCUPYIOT XOMYTOM.

6.6. Oco0ble Mepbl IPEAOCTOPOKHOCTH NMPH YTHIN3ALMHU HCI0Ib30BAHHOIO JIEKAPCTBEHHOI'0
npenapara WJid OTXO/0B, MOJIYYEHHBIX MOcCJe NMPUMEHEHHsl JeKAPCTBEHHOIro Npenapara u
Apyrue MAHUNYJISIUYU € IPenapaTomM

Bech ocraBmmiics JiekapCTBEHHBIN TTpenapaT U OTXObI CJICITYET YTUIN3UPOBATh B YCTAHOBICHHOM
MOPSIAKE.

7. JEPXATEJIb PETUCTPALHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «Acmektyc papmar

Op. Anpec: 121357, r. MockBa, BH.Tep.I'. MyHULIMIIAJIbHBIN OKpyr Moxalickuil, yi. Bepecaesa,
n. 8, ataxk 1 momet. I, xom. 20

Tenedon: +7 (495) 660-94-76

Azpec seKTpoHHOM mouTH: compliance@aspectus-pharma.ru

7.1. IlpeacraBuTenb Jep:KaTelisi peruCTPALMOHHOIO YI0CTOBEPEeHH

IIpeTen3umn HOTDC6I/ITGJ'I€I‘/'I HaIrpaBJIATh IO aAPECy.

Poccuiickas @enepanns

00O «Acnekryc hapma»

142717, MockoBckast 001., T.0. JIenuHckuid, 1. Pa3Buinka, tep. Ksapran 1, B, 9.
Ten./bakc: +7 (916) 205-06-04

Anpec snekrponnoii moutsl: safety@aspectus-pharma.ru

8. HOMEP PETHCTPAHUOHHOI'O YAOCTOBEPEHMUSA

9. KATEI'OPHUSA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

ITo peuenry.

O6mras xapaktepuctuka JiekapctBeHHoro npemapara UIIJIEPOH moctynmna B eaumHOM peectpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro 3KOHOMHYECKOTO COI03a U Ha
opuIuaILHOM caiTe YIIOJTHOMOYEHHOTO opraHa (axcriepTHOM OpraHU3aIum):
https://lIk.regmed.ru/Register/EAEU_SmPC
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