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OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U001

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
DOmiepeHoH Penesai, 25 mr, TablIeTKH, TOKPBITHIE TUICHOYHON 000JIOUKOA.
OmiepeHoH Penesan, 50 Mr, TablIeTKH, TOKPHITHIE TUICHOYHON 000JIOUKOA.
2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB
JleficTBy1o1I€€ BEIECTBO: JIIIEPEHOH.

DOmiepenod PeneBaii, 25 mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHOU 000JIOYKOM

Kaxnas Tabnerka, MOKpbITast IJICHOYHOW 000JIOUKOM, CONEPKHUT 25 MT IIIepEHOHA.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: jlaktosa (cM. paszuen 4.4.).

Dmiepenod PeneBai, 50 mr, Ta0JIEeTKH, ITOKPBITHIE INIEHOYHOU 000JIOYKOH

Kaxxgas Tabnerka, MOKpbITas INIEHOYHOM 000JI0UKOH, coaep UT 50 Mr 31IepeHoHa.
BcnomorarenbHbie BellecTBa, HaTUYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara; jakrosa (cm. pazzaen 4.4.).

[TonHbIif epedeHb BCIOMOTaTeNbHBIX BEIIECTB IIPUBEACH B pazzene 6.1.

3. IEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIEC TNIEHOYHONW 000TOUKOMA.

Dmepenod PeneBain, 25 Mr, TabJIETKH, ITOKPBITHIE TNIEHOYHON 000JIOYKON

Kpyribie ABOSIKOBBIMTYKIIbIE TA0JIETKH, MOKPBITHIE INIEHOYHOW 000JI0UYKOI )KENTOT0 C CepOBATHIM
OTTEHKOM I1BeTa. JlomyckaeTcsl 1mepoXoBaTOCTh MOBEPXHOCTH. Ha momepedHoM paszpese sSapo
0eJIoro WM No4TH 0enoro IBeTa.

Dminepenod Penesas, 50 mr, TabJIETKHU, ITOKPBITHIE TNIEHOYHOU 000JIOYKOM

Kpyriblie 1BOSKOBBIMYKIIbIE Ta0JIETKH, HOKPHITHIE MJICHOYHOM 000JI0UKOI JKENTOT0 C CEpOBATHIM
OTTEHKOM IIBETa, C pucKoi. JlonmyckaeTcs mepoxoBaTocTh HoBepxHocTH. Ha monepeunom paspese
A71po 6e0ro UM NoYTH 0eIoro IBeTa.

Jlunus paznoma (pucka) He IpeHa3HaYeHa JUIsl pa3iaMblBaHUs TaOJIETKU.

4. KIMHUYECKHUE JAHHBIE

4.1. loka3aHusA K IPUMEHEHHIO

OmiepeHoH PeHeBan moka3aH K MPUMEHEHHIO Y B3POCIBIX B Bo3pacTe oT 18 set mpu:

e uHpapkre muokapaa (MM): B nomoiHeHME K CTaHIAPTHOW TepamuH, BKIOYas TEPANUIo
Oera-OnokaropamMu, C TENBI0O CHIDKCHHS pHUCKA  CEPICYHO-COCYAUCTOW  CMEPTHOCTH
1 3200J1€Ba€MOCTH y TAIMEHTOB CO CTAOMIBHOM MUC(YHKIMEH JeBOro xkemymaouka ((ppaxius
BeiOpoca (PB) < 40 %) v KIMHMYECKUMH TPH3HAKAMHU CEPICYHOW HEIOCTATOYHOCTH ITOCIE

nepeneceHHoro MM;
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ONTUMAJIBHOM TEpamuu C UEJNbI0 CHIDKEHUS pPHCKAa CepIeYHO-COCYAUCTON CMEpPTHOCTU
u 3aboneBaemoctu y B3pociubix manueHToB ¢ XCH Il ¢dyrxnuonansnoro kmacca (PK)
no kiaccuduxarun Heio-HMopkckoit kapanonorndeckoit accouunamuu (NYHA) n cucrommdeckoit
nuchyHKImei geBoro xenynouka (OB < 30 %).

4.2. PexxuM 103MPOBAHUSA M CIIOCO0 MPUMEHEHHsI

PexxuM J103upoBaHus

Jnis MHIMBUYyanbHOW KOPPEKLMM 03Bl IMpenapara AOCTYNHBI J03UpoBKM 25 mr um 50 Mr.
MakcumanbHas 103a cocrasiisieT S0 Mr B CyTKH.

Cepoeunas neoocmamounocms nocie nepenecennozo UM

PexoMennyemas noaaepskuparomas 1o3a cocrasisier 50 Mr oauH pas B cyTku. Jleuenue cienyer
HA4YMHATH C JI03bl 25 MI' OAMH pa3 B CYTKM M TUTPOBATh €€ J10 1iesieBOM A03bl 50 Mr oAMH pa3
B CYTKU MNPEANOYTUTEIBHO B TEUEHHE YETHIPEX HENENIb C YYETOM KOHIEHTpAlMU Kajus
B CBIBOPOTKE KpoBHM (cM. Tabmuny 1). Jledenue smuiepeHOHOM OOBIYHO cielyeT HadyMHATh
B Teuenue 3—14 aneit nocne ocrporo M.

XCH Wl ¢pynxyuonanvroco knacca no NYHA

Jleuenue nanuentoB ¢ XCH kiacca Il mo NYHA cnenyer HaunHath ¢ 1036l 25 MI' OJIUH pa3
B CYTKM U TUTPOBATh €€ A0 LEeIeBOU 1036l 50 MI OOUH pa3 B CyTKH MPEANOYTUTEIBHO B TEUEHUE
YETBIPEX HEJIENb C YIETOM KOHI[CHTPAIIUK KaJUs B CBIBOPOTKE KPOBH (cM. Tabnuiry 1).
OMNJepeHoH He cllelyeT Ha3HayaTh NAlMeHTaM, Y KOTOPBIX KOHIEHTpalusl Kalusi B CHIBOPOTKE
KpPOBH cocTaBisieT > 5,0 MMoITb/m1.

Ilepen HauanoM, B TEYEHHE MEPBOM HENEIHN U UEPE3 MECSI] I10CIIE Havalla JIEYEHUs SIUIEPEHOHOM
WIM KOPPEKLIMH €ro J03bl CIEAYET OMNPENENATh KOHLEHTPALMIO Kajus B CHIBOPOTKE KpPOBH.
[Tpu HEOOXOIMMOCTH €€ ClIeyeT NEPUOANUECKH ONPENEIIATh U Aajee.

[Tocne Hauana jedeHus A03y JIUIEPEHOHA CIEAYeT KOPPEKTUPOBATH C YYETOM KOHLEHTpALUU
KaJIMsl B CBIBOPOTKE KPOBH COTJIacHO Tabmuie 1.

Ta6ﬂnua 1. KOppCKI_[I/ISI J03bI IIpCIIapaTa 1ocJjiC Havajla JICUCHU A

ConepxaHue Kanus B
CBIBOPOTKE KPOBU [erictBue Koppexknus 10361

(MMOITB/1T)

C 25 Mr yepe3 aeHb 10 25 MT OJIMH pa3 B CYTKH
<50 VBenuuenue 10361 | C 25 Mr oauH pa3 B cyTku A0 50 Mr oauH pa3s

B CYTKH

ITognepxusaromas | /lo3a ocraercs npexHen
5,054
7032
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Coneprxanue Kaiaus B

CBIBOPOTKE KPOBU [enictue Koppexkuus 10361

(MMoOJTB/IT)

C 50 mMr oauH pa3 B CYTKH JI0 25 MI' OJMH pa3
B CYTKH

5,559 Cumxenue 103b1 | C 25 Mr oiuH pa3 B CyTKHU A0 25 MT yepe3 JeHb
C 25 wmr dyepe3 JeHb — BpeMEHHas OTMEHA

npernapara

>6,0 Otmena npenapara | He npumenumo

[Tocsie BpeMEHHOrO MPEeKpaIleHus IPHeMa IIperapara B CBSI3H C MMOBBIIIEHUEM COIEPIKAHMS KaJIHs
B CBIBOPOTKE KpOBM J0 Hin Oosee 6,0 MMOJIB/JI, TEpalMiO MPErnaparoM MOYKHO BO30OHOBHUTH
B J03¢ 25 Mr depe3 [eHb, KOIJIa COJACP)KAHHUEC Kaiusg B CBIBOPOTKE KPOBH COCTABHUT
< 5,0 MMOIIB/II.

Conymcmewomaﬂ mepanus

[Ipy ONHOBPEMEHHOM TMPUMEHEHUM IPEIapaToB, OKAa3bIBAIOIIMX CJA00e WM YMEPEHHO
BbIpaXeHHOE MHruOHpyromiee neiicteue Ha uzopepment CYP3A4, Hampumep, SpUTPOMUIIMHA,
CaKkBMHaBHMpA, aMHOJApPOHA, AWJITHAa3eMa, BeparmaMumia u (IIyKOHA30Ja, JICUeHHE TpernapaTom
OmiepeHoH PeneBan ciemyeT mpoBOIWTH B J103€ 25 MI OJIMH pa3 B CyTku. Jlo3a HE JOHKHA
MPEBBIIATh 25 MT OJIH pa3 B CYTKH.

Oco0bIe I'pynnbl HJaMCHTOB

Tayuenmul nosxcunozo so3pacma

Koppekiiuu HauanbHOM J03BI y MOXHWIBIX TMAIMEHTOB He TpeOyercs. B cBs3M ¢ BO3pacTHHIM
CHIDKCHMEM (YHKIMH TIOYEK Y TMOXKUIBIX T[allMeHTOB TMOBBIIIAETCS PUCK PA3BUTHS
TUINIEPKATUEMUU. DTOT PUCK MOKET JOTOJHUTEIBHO MOBBIIATHCS MPU HATUYUH COMYTCTBYIOIINUX
3a00eBaHU, MPHU KOTOPBHIX TOBBIIIAETCS CHCTEMHOE BO3JEHCTBHE IIperapara, Hampumep,
IpU HapylleHud QYHKIMM TeYeHU JIETKOW WM YMEpeHHOH creneHu. Pexomenmyetcs
MIEPUOIUIECKHU OTIPENIENIATh COJCPKaHUE KISl B CBIBOPOTKE KPOBHU (CM. Tabmuity 1).

Tayuenmoi ¢ HapyweHuem QyHKyuy novex

Koppekniun HavampHOW 03B Yy TMAINMEHTOB C JIETKUMH HapYyMIEHUSAMH (QYHKIIUH TOYEK
He TpeOyeTcs. PexoMeHayeTcsl MepuogNYecKH OMPENesTh COJASPKaHUE Kalius B CBIBOPOTKE
KPOBH C KOPPEKIIHEH 03bI coriacHo Tabmuie 1.

VY manueHToB ¢ yMEpEeHHBIM HapyiieHueM (yHkiuu mnouek (knmupenc kpeatuHuHa (KK)
30-60 mn/MuH) ciemyeT HAuMHATH TEPAmUI0 C 036l 25 Mr uepe3 ACHb C MOCIeayroen
KOPPEKIIMeH 03kl B 3aBUCUMOCTH OT COJIEP’KaHMS Kajusl B CHIBOPOTKE KpOBH (CM. Tabmmiry 1).

Pexomenayercs nepuoand4eCKuii MOHUTOPUHT KOHIEHTPALIMH KaJIus B CBIBOPOTKE KPOBH.
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nepenecenHoro UM u KK < 50 mn/mun Her. CrneayeT ¢ OCTOPOKHOCTBIO TPUMEHSTH Mpernapar
OmnepenoH PeneBan y rtakux mnanueHTtoB. Y manueHtoB ¢ KK < 50 mu/mMuH mpuMmeHeHue
SIUIEPEHOHA B JI03€ BBIIIE 25 MI' OJIMH pa3 B CYyTKH HE UCCIIEI0OBAIOCH.
VY manueHToB ¢ TspKenor HempocTtaTodHocThio GyHKmu nouyek (KK < 30 mi/MuH) nmpumeHeHue
npernapara npoTUBONOKAa3aHO. DIUIEPEHOH HE BBIBOAUTCS ITyTEM T'eMOIUANN3A.
THayuenmoi ¢ HapywieHuem yHKyuu neveHu
Koppekuun HadanpbHOW 03Bl y MAlMEHTOB C HAPYIIECHUSMU (QYHKIHMHU TI€UYEHU OT JIETKOM
0 YMEpPEHHOW CTeNeHU TSKECTH He Tpedyercs. YUHMThIBas YBEIMUYEHHUE KOHLEHTPALUU
SIJIEPEHOHA Y TAKHUX MAIIMEHTOB, PEKOMEHAYETCS PETYIISIPHO KOHTPOIUPOBATH COIEPIKAHIE KAJIUS
B CBHIBOPOTKE KpOBH, OCOOEHHO y TOXWIBIX IanueHToB. [IpuMmeHeHue mpemnapara
OnnepeHoH PeHeBanm y MalMEHTOB C TSKENBIMH HApyIICHUSMU (QYHKIUU TIEUEHU
MIPOTUBOMOKA3aHO.

eTH
bezonacHocTh u 3P QPEeKTHBHOCTh mpemnapara OmjepeHoH PeneBanm y nereil B Bo3pacrte
ot 0 o 18 net He ycraHoBJeHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 IIPUMCHCHUA

BHyTpp, HE3aBHCHMO OT BpEMEHHM INpHEMa MUIIH. ODIUIEpeHOH PeHeBas MOXHO NPHUHUMATH
KaK BMECTE C IMHIIEH, TaK U HATOIIAK.

Jlunus paznoma (pucka) He IpeaHa3HaYeHa IS pa3jiaMbIBaHUs TaOIETKU.

4.3. IIpoTuBONOKA3AHUSA

e [ UNepuyyBCTBUTEIBHOCTh K JIUIEPEHOHY MM K JHOOOMY U3 BCIOMOTAaTENIbHBIX BEIIECTB
MEepPEYHCIICHHBIX B pazzene 6.1.;

® KIMHUYECKH 3HAUMMasi TUIIEPKaTHEMHUS;

e cojepiKaHUe Kallusl B CBIBOPOTKE KPOBU B Havasie JieueHus > 5,0 MMoub/1;

e TspKenas modeuHast HepoctarouHocTh (KK < 30 mir/mun);

e TsDKeJas meYeHouHas HeocTaTouHoCTh (kinace C mo knaccudukanuu Yanna-11s10);

® OJHOBpPEMEHHBIH MpHeM KajuiicOeperaonmx JUYPEeTUKOB WM MOIIHBIX HHTUOMTOPOB
nzopepmenta CYP3A4, HanmpuMep, UTpaKOHA30J1a, KETOKOHA30J1a, pUTOHABHpPa, HEelI(DUHABHPA,
KJIApUTPOMHUIIMHA, TETUTPOMHUIIHA U He(a300Ha (cM. pa3aen 4.5.);

® OJIHOBPEMEHHBII MpueM HHIHOUTOPOB aHTrHOTeH3UHMpeBpamaomero ¢epmenta (AIID)
¥ aHTaroHWcToB perentopos anruoreHsuna |l (APA Il) B couetanuu ¢ sriepeHOHOM.

4.4. OcoOble yka3aHusi 1 MepbI IPEI0CTOPOKHOCTH NPH PMMEHEeHUH

C 0CTOPOKHOCTBIO

e CaxapHblil 1uabet 2 TUIa U MUKPOAIBOYMUHYPHS;
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® [I0XKWIOH BO3pAcCT;

e mnapymenus ¢pynkuuu nouek (KK < 50 mu/mun);

® OJHOBPEMEHHOE MPUMEHEHHUE JIICPECHOHA U

— wuHruouropoB AIID umu APA I,

— MoOIIHBIX HHAYKTOPOB n3odepmenTa CYP3A4;

— TpernaparoB, COJACPKAIINX JTUTHH;

— IUKJIOCIOPHHA WM TAKPOIUMYCa;

— JUTOKCHHA U BapdapuHa B 033X, OJU3KUX K MAaKCUMAaTbHBIM TEPANIEBTUYCCKUM.

Oco0ble yKazaHus

T'uneprxanuemus

[Ipu neyenuun npenapatoMm OiUiepeHOH PeHeBanm MOXXET pa3BUTHCS TUIIEpPKAaIUEMUs, KOTOpas
00yCJIOBJIEHA €r0 MEXaHU3MOM JIelicTBUA. B Hauale neueHus u npu U3MEHEHUH J103bl ITpernapara
y BCEX MAalMEHTOB CIEAYeT KOHTPOJUPOBATh COAEpPKAHUE Kajlusi B CHIBOPOTKE KpPOBH.
B nanpHelimeM NepuoAMYECKUN KOHTPOJIb COACPKAHUS Kalausl PEKOMEHIYETCs IPOBOJIUTH
MalMEHTaM C MOBBIILICHHBIM PUCKOM PAa3BUTHUS TUIIEPKATUEMHUHU, HAIPUMED, JIULAM IOKHIOTO
BO3pacTa, MAIMEHTaM C MOYEYHOW HEIOCTaTOYHOCTHIO M CaXxapHBIM JuabeToM. YUHUTHIBas
MOBBILICHHBI PUCK Pa3BUTHS TMIIEPKATUEMUH, Ha3HAUEHUE MPEnaparoB Kajus MOcie Hadaa
JIEYEHUs JIUIEPEHOHOM He pekoMmeHayercsa. CHMKeHue 103bl IpernapaTta JIlepeHOH Penesan
IPUBOJUT K CHIJKEHHUIO COJAEPKAHMS Kalausl B CHIBOPOTKE KpOBU. B OZHOM HcciaenoBaHUM
no0aBlIeHHE THIPOXJIOPOTHA3uJa K JIUIEPEHOHY MPENsSTCTBOBAIO YBEIUMYEHUIO COJIEp’KaHUs
KaJIusl B CBIBOPOTKE KPOBH.

Pruck pa3BuUTHS TUNEPKAIMEMHHM MOXET YBEIMYUTHCA IPU NPUMEHEHUM DIUIEPEHOHA
B KoMOuHanuu ¢ uHruburopamu AII® u/mumu APA Il. He ciegyer npuMeHsATh KOMOMHALIMIO
unruoutopa AII® u APA Il ¢ stmepenonom (cMm. pazaenst 4.3. u 4.5.).

Hapywenue ¢pynkyuu novex

Y [nanueHToB ¢ HapylleHUsAMM (QYHKIMUM TOYeK, B TOM 4HCIe JAHa0eTHYeCKOH
MHUKPOUIbOYMUHYpHEH, PEKOMEHIYeTCsl pPEryJsipHO KOHTPOJIMPOBATH COJAEP)KAaHUE Kallus
B CBIBOPOTKE KpOBU. PUCK pa3BUTHS THMIEPKATUEMHUH YBEIMUMUBAETCS MPU CHWKEHUN (YHKIIHH
noyek. XOTS YHUCIO TMAalMEHTOB CaxXxapHbIM JMa0eToM 2 TUMla U MHKPOATbOyMHUHYpHEl
B MCCIIEJIOBaHUSAX OBUIO OrpaHMYEHHBIM, TEM HE MEHee, B 3TOW HeOOJbIIOW BBIOOpPKE OBLIO
OTMEUEHO YBEJIIMYEHHE YaCTOThI TMIEPKATUEMUN. B CBSA3M € 3TUM y TakUX MALMEHTOB JEUECHUE
CIeAyeT TMPOBOJIUTH C OCTOpOXHOCThIO. [Ipemapar OnnepeHon PeHeBan He ypaisercs
npu remoaunanuse. [ lpumenenune npenapara miepeHoH PeHeBasl IpOTUBOIIOKA3aHO MIPH TSHKEIOU

HOYEYHOU HETOCTATOYHOCTH.
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Hapywenue ¢pynkyuu neuenu

VY manueHToB C JITKUMU WM YMEPEHHBIMU HapyIIeHUSAMHU (QYHKIUU TeueHu (kmacc A u B
no kiaccupukanmu Yaina-I1et0) yBenuyeHus: cofepaHus KaIus B CHIBOPOTKE KpPOBH Ooliee
5,5 MMOJIB/JT BBISIBIIEHO HE ObL10. B CBS3M ¢ MOBBIIIEHHOM SKCIIO3UIUEH SIUIEPEHOHA Y MAIlIEHTOB
C JIETKUMHU WJIM YMEPEHHBIMU HApPYIIECHUSMHU (YHKIHMHM MEYSHU CIEIyeT MPOBOAMUTH YaCThIi
U PEryJSpHBIA KOHTPOJb COJEPKAHUS Kallusl B CBIBOPOTKE KPOBU, OCOOCHHO Yy MOXKHIIBIX
NAIMEHTOB. Y MAalMEHTOB C TSHKEIBIMHA HApYIICHUSAMHU (QYHKITUH MIEYEHU SIUIEPEHOH HE U3yJaics,
MIO3TOMY €r0 IPUMEHEHNE TPOTUBONOKA3aHO.

Hnoyxkmopwt uzoghepmenma CYP3A4

OpnHoBpeMEHHOE MpPUMEHEHHE Ipernapara OIUlepeHOH PeHeBall ¢ MOILIHBIMM HMHIYKTOpPaMH
nzodpepmentra CYP3A4 He pekoMeHayeTcsl.

Luxnocnopun, maxkponumyc, npenapamsi, cooepaircaujue Tumutl

Bo Bpems nedenus mpemapatoM OrmiepeHoH PeneBan crnenyer wus0eratb IpUMEHEHUs
3TUX CPEJCTB.

BcnomMorarennHble BelecTBa

[Ipenapar OmnnepeHon PeneBan coaepkutT jnakrosy. [lanmmeHtam ¢ peako BcTpedarouieics
HACJICJACTBEHHON  HEMEPEHOCHMOCTHIO  TajakTo3bl,  JACHUIMTOM  JIAKTa3bl  Jomapeu
WJIU TIIFOKO30-TaJaKTO3HOW MajbaOcopOIet He cienyeT MpUHUMATh 3TOT IIpenapar.

4.5. BzaumoneiictTBue ¢ JAPYrHMM JIEKAPCTBEHHbIMM MNpenapataMu W JApyrue BH/bI
B3aUMOIeHCTBUA

dapmMakogHAMHUYECKOE B3aUMOAEHCTBUE

Kanuiicbepezarowjue ouypemuxu u npenapamsi Kauusl

Y4UuThIBas MOBBIMICHHBIA PUCK PA3BUTHS THUIEPKATHMEMHH, SIUICPESHOH HE CJeNyeT Ha3HA4aTh
nanueHTaM, TMOJNyYalIlluM  KanuicOeperamomue JTUYypeTHKA W T[pemapaTrbl  Kamusl.
Kanuiicbeperaroniue TuypeTHKd MOTYT YCHIIUTH 3 (HEKThl TUMOTEH3UBHBIX CPEICTB U APYTUX
JTINYPETHKOB.

Ilpenapameul, cooepoicawue numuti

B3aumoneiicTBue smepeHoHa ¢ TpernaparaMu JUTHS He u3ydanock. OJHAKO, y TAIMEeHTOB,
MOJTyYaBIINX Tperaparsl JTUTHS B COUYETAHUH C TUypeTukaMu u nHruoutopamu AIID, onucansl
CIIy4ad TIOBBIIICHHS KOHIICHTPAIMA M WHTOKCHKAIUU JUTHeM. Ecim momoOHas KoMOHWHAIUsS
HeoOXxoarMa, 1es1ecoo0pa3Ho KOHTPOJIUPOBATh KOHIICGHTPAIIUHY JIUTHS B TIa3Me KPOBH.
LJuxnocnopun, maxponumyc

[{ukIOCTIOpHH M TaKpPOJIMMYC MOTYT BBI3BAaTh HapylleHHe (DYHKIIMHU MOYEK U MOBBICUTH PUCK
pa3Butusa runepkanuemun. Cregyer u30eratb OJHOBPEMEHHOTO NPHUMEHEHUS JSIUIEpeHOHa

U I[HUKJIOCHOpUHA WMIM Takpoiumyca. Eciu Bo BpeMs JeueHus SIUIEPEHOHOM IMOoTpedyercs
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CoJIepKaHNe KaJIMsl B CBIBOPOTKE KPOBU U (DYHKITUIO TIOYEK.

Hecmepouonwvle npomusosocnanumenvhule npenapamsi (HIIBII)

Jleuenne HIIBII MoxeT mpuBECTH K OCTPOM MOYEYHOM HEJOCTATOYHOCTH 3a CUET MPSAMOro
MOJIaBJICHUST KIyOOUKOBOM (pUiIbTpalivi, OCOOEHHO Y MAIMEHTOB TPYIIIbI pUCKa (TIOXKHIIbIE
MAIUEHTHl W/WIKM TAIMeHTHl ¢ aeruaparanueii). [Ipy coBMECTHOM NMPHMEHEHUW 3THX CPEACTB
70 Hayajla W BO BpeMs JIEYCHUS HEO0OXOAMMO OOeCIeyrBaTh aJE€KBATHBIA BOJHBIN PEXUM
U KOHTPOJIUPOBATh (DYHKIIHIO MTOYEK.

Tpumemonpum

OpnHOBpeMEHHOE NPUMEHEHHE TPUMETONpPUMAa C JIJIEPEHOHOM IIOBBIIIAET PUCK Pa3BUTHS
runepkanueMuu. PekoMeHIyeTcss KOHTPOJMPOBaTh COAEpPKAHUE Kallus B CHIBOPOTKE KpPOBU
U (QYHKIHIO MOYEK, OCOOCHHO Yy MAIlMeHTOB C IMOYEYHOW HEIOCTATOYHOCTHIO M Y IMOXKMIIBIX
MAIUEHTOB.

Hneubumopor AII® u APA 1

Puck pa3BuTHA TUNEPKAIMEMHH MOXET T[OBBIIATHCA MPU NPUMEHEHUU SIUICPEHOHA
B koMmOuHaimu ¢ wuHruOutopamu All® w/mmun APA 1. Pexomenmyercs TmiaTelnbHO
KOHTPOJIMPOBATh COJEP)KaHWE Kalus B CBHIBOPOTKE KPOBH U (PYHKIHIO TMOYEK, OCOOEHHO
y MalMEeHTOB C PUCKOM HapylleHus: (YHKIUYU MOYEK, HapuMep, y MOKUIbIX jroaei. He ciexyer
OPUMEHSATh TpoWHyr KomOuHanuioo wuHruouropa All® u APA Il ¢ »sniepeHOHOM
(cM. pazmens 4.3. u 4.4.).

Anvpai-adpernobnokamopsi (npazo3un, anrb@y3o3ut)

[Ipy OIHOBpPEMEHHOM NpPUMEHEHHH alib(ai-aApeHOOIOKATOPOB C AIUIEPEHOHOM MOKET
YCUJINTBHCS aHTUTUIIEPTEH3UBHOE JIEHCTBUE U/UIIM YBEIUUUTHCS PUCK Pa3BUTHS OPTOCTATUUECKON
TUIIOTEH3HH, B CBSI3U C UM, PEKOMEH]IyeTCsl KOHTPOJIb apTepualibHoro fasieHus (AJl), o0coOeHHO
MIpU U3MEHEHUH MOJI0KEHUS Tea.

Tpuyuxknuueckue anmuoenpeccanmol, HetporenmuKu, amu@docmun, 6akiogpeH

[Ipy oOAHOBpEMEHHOM MPUMEHEHUU OTHX CPEICTB C JIJIEPEHOHOM MOXKET YCHIUTHCS
AHTUTUIIEPTEH3UBHBIN A (HEKT UM YBEITHMUUTHCS PUCK PA3BUTUS OPTOCTATUYECKOM TUIIOTEH3UU.
I niokokopmukouowsl, mempako3akmuo

OpnHoBpeMeHHOE MPUMEHEHHE ITUX CPEJICTB C AIJIEPEHOHOM MOXKET IPUBECTH K 3aJIep’KKe HATPHUS
U KUIKOCTH.

DapMaKOKMHETHYECKHE B3aUMOJICHCTBHS

HccnenoBanust iN Vitro CBUAETENBCTBYIOT O TOM, YTO SIUICPEHOH HE WHTHOUPYET M30(epMEHTHI
CYPI1A2, CYP2C19, CYP2C9, CYP2D6 wnmun CYP3A4. DnnepeHoH HE ABISIETCS CyOCTpaToM

WJIM UHTUOUTOPOM TJIMKONpoTenHa P.
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Jueoxcun

[Tnomanpe non kpuBoil «koHueHTpauus-BpeMs» (AUC) nurokcuHa npu OJHOBPEMEHHOM
NPUMECHEHHH C JIUICpeHOHOM YyBenuumBaercs Ha 16 % (90 % noBeputenbHBI WHTEpBA
(AN): 4-30 %). Heobxoaumo coOMroaaTh OCTOPOIKHOCTD, €CITH IUTOKCHH MMPUMEHSIETCS B 033X,
OJIM3KUX K MAKCUMAJIbHBIM TE€PAeBTHUECKUM.

Bappapun

Knuanyecku 3Ha4MMOT0 (papMaKOKMHETHYECKOTO B3aUMOJICHCTBHA ¢ BaphapuHOM HE BBISBIICHO.
Heo6xoauMo co0rofaTte OCTOPOKHOCTH, €CIU BaphapuH NPUMEHSETCS B 103aX, OJIM3KUX
K MaKCHUMaJIbHBIM TE€PAIeBTUYECKUM.

Cybcmpamul uzoghpepmenma CYP3A4

B cmeumanbHBIX HCCIENOBAHUSX NPU3HAKOB (DapMAKOKHMHETUYECKOTO  B3aMMOJICHCTBHS
sruiepeHoHa ¢ cyoctparamu nzopepmernta CYP3A4, HanpuMep, MHIA30J1aMOM U ITU3AIIPHUJIOM,
BBISIBJICHO HE OBLIO.

Hneubumopwl uzogpepmenma CYP3A4

Mownvie uneubumopsoi uzogpepmenma CYP3A4: nipu NpUMEHEHNUH 3IIJICPEHOHA CO CPEICTBAMH,

uaruoupyronmvu  u3opepmeHT CYP3A4, Bo3MOXHO 3HaumMmoe (HapMaKOKHHETHUYECKOE
B3anmojeiicreue. Momuelii naruoutop mzopepmenta CYP3A4 (keroxonazon 200 mr nBa pasza
B cyTkH) BbI3biBan yBenuueHue AUC smuiepeHona Ha 441 %. OpHoBpeMeHHOE NMpPHUMEHEHHE
SIUIEPEHOHA ¢ MOIIHBIMU HHruoutopamu uzopepmenta CYP3A4, takumu Kak KETOKOHAa30ll,
UTPAaKOHA30J, PUTOHABHUP, HEIPUHABUP, KIAPUTPOMUIMH, TEIUTPOMHIMH U HE(Pa30/0H,
MPOTUBOMNOKA3aHO.

Cnabvie u_ymepennvie uneubumopwvt usogpepmenma CYP3A4: OIHOBpEMEHHOE NpPUMEHEHHE

C  DpPUTPOMHULIMHOM,  CAKBUHABHPOM,  aMHOJAPOHOM,  JWJITHA3€MOM,  BepamamMHuiIoM
U (IyKOHA30JI0OM COMPOBOXKAATOCH 3HAYMMBIM (HhapMaKOKWHETHYECKHUM B3aUMOJICHCTBHEM
(crenens yBemmmuerns AUC BapsupoBaina ot 98 % o 187 %). [Ipu omHOBpeMEHHOM TIPUMEHEHUT
ATHUX CPENICTB C AIUIEPEHOHOM J103a MTOCIIEIHEr0 He JOJDKHA MPEBBIIIATh 25 MI' B CYTKH.
HUnoyxmopwt uzogpepmenma CYP3A4

OpnHoBpeMEHHBI TMpHEM IMpenapaToB, COAEpKAIIUX 3BEPOOON MPOJBIPABICHHBIA (MOLIHBIN
uHaykTop uzodpepmernta CYP3A4) c smnepeHonom BbibBan cHmwkeHne AUC mocrieanero
Ha 30 %. Ilpm npumeHeHuum Oojee MOIIHBIX HHAYKTOpoB wu3opepmenta CYP3A4,
TaKuX Kak puaMIHIKH, BO3MOXKHO Ooiiee BoipaxkeHHoe cHkeHne AUC sruiepeHoHa. YUuThIBast
BO3MOXKHOE CHIDKeHHE >(PQEKTHBHOCTH SIUICPEHOHA, OJHOBPEMEHHOE NMPUMEHEHHE MOIIHBIX
uHaykTopoB  u3opepmenta CYP3A4  (pudamnunuua, kapOamaszenuHa, (EHHTOWHA,

dbenobapOuTana, mpernapaToB, CoESPKANINX 3BEPOOOI IPOABIPSIBICHHBIN ) HE PEKOMEHTyeTCSl.
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Anmayuosi

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ha ocHoBanmm (QapMakKOKHHETHUYECKOTO KIMHUYECKOTO HCCICIOBAaHUS 3HAYUTEIBHOTO
B3aMIMOJICHCTBHSI AHTAIMJIOB C DIUIEPEHOHOM TIPU WX OJHOBPEMEHHOM TMPUMEHEHUU
HE Mpernoaaraercs.

4.6. ®epTHWIBHOCTD, 0€PEMEHHOCTH U JIAKTALMS

bepemenHoCTh

JlaHHBIX O TPUMEHEHWH JIUIEPCHOHA y OepEeMEHHBIX KCHINWH HeAocTaTouHo. MccnemoBaHus
mpernapata Ha JKMBOTHBIX CBHJIETEJNIBCTBYIOT OO0 OTCYTCTBUH MPSMBIX WIA KOCBEHHBIX
HeOmaronpusATHEIX 3(Q¢GEKTOB B OTHONICHUH OEPEMEHHOCTH, 3MOpHUO(DETATLHOTO pPa3BUTHSA,
POJIOB M TOCTHATAIBLHOTO pa3BUTHSA. [lpu Ha3HaUYeHWHW SIUICPEHOHA OCPEMEHHBIM KCHIIWHAM
clieyeT coOII0IaTh OCTOPOKHOCTD.

JlakTanuys

Caenenuil 0 BBIBEICHUHU JIUIEPEHOHA MOCIE MPHEeMa BHYTPh C TPYAHBIM MOJOKOM HeT. OgHaKo
JaHHBIC JOKIMHUYCCKUX HCCICAOBAHUN TMOKA3bIBAIOT, YTO JTUICPCHOH W/WIIM €r0 METa0OIUTHI
MPHUCYTCTBYIOT B TPYJHOM MOJIOKE KPBIC, a JICTCHBIIIN KPBIC, TIOJIBEPTaBIIUECS BO3JICHCTBHIO
mpernapata TakuM IyTeM, pa3BHUBAIMCH HOpPMalbHO. Bo3MokHBIE HexenaTesnbHble 3G (HEKThI
SIUIEPEHOHA HAa HOBOPOXKIEHHBIX, HAXOMASIIUXCS HAa TPYAHOM BCKapMJIMBAaHWUU, HEH3BECTHBI,
MO3TOMY II€JIECOO0pa3HO WM TPEKPATUTh KOPMIIGHWE TPYAbIO, WM OTMEHHUTH Ipernapar,
B 3aBHCHMOCTH OT €T0 BOXKHOCTH ]ISl MATEPH.

DepTUabHOCTD

JlanHbIe O BIUSHUE Mpenapara Ha PepTUIBHOCTh OTCYTCTBYIOT.

4.7. BiusiHue HAa CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHU CpPeIACTBAMH W PadoTaTh
¢ MeXaHH3MaMH

OddexTer mpenapara OmnepeHoH PeHeBan Ha cmOCOOHOCTH YHNPaBISATh TPAaHCHOPTHBIMU
CpeacTBaMU U paboTaTh C MeXaHU3MaMu He u3ydanuch. OJHAKO, YYHUTHIBas BO3MOXKHOCTh
mperapaTa BBI3bIBATh TOJIOBOKPYXKCHHSI W OOMOPOYHBIE COCTOSHUS, CIEAYeT COOJI0IAaTh
OCTOPOKHOCTB TIPH YIIPABJICHUH TPAHCIIOPTHBIMU CPEJICTBAMH U paboTe ¢ MexaHU3MaMu Ha poHe
npremMa mpemnapara D1uiepeHoH PeHnenat.

4.8. HexkesaTe/IbHbIE peaKIIuH

Pesrome mpodmisg 6e30macHOCTH

B mByx xnmamueckux uccrnenosanusx 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) o6mias gactora HexenaTeabHBIX peaKIni,

KOTOpBIE OBLIIN 3apPETUCTPUPOBAHBI MPU PUMEHEHHUH dIIEPEHOHA, Obljla aHAJIOTUYHA I1J1a11e00.



TabnnyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(NOCNEQCBATENEHOCTE 0001)

B Tabnuue 2 nmpeacraBieHbl HeXeIaTelbHbIe Peakluu o cucTeMHO-opranHbeiM kitaccam (COK)

U 4Yactore. BHyTpM KaXXIOW YaCTOTHOM TIPYIIIBI HEXKEJIATEIbHbIE PEaKIUU PACIOIAraroTCs

B TIOPAOKE Y6BIBaHI/IH BBIPA’>KCHHOCTH. Yacrora pa3sBUTHUA OIPEACTIACTCA KaK: OYE€Hb 4YacTo

(> 1/10), gacro (> 1/100, o < 1/10), meuacto (> 1/1 000, Ho < 1/100) u peaxo (> 1/10 000,

HO < 1/1 000), ouyens penko (< 1/10 000) u vacToTa Hew3BecTHA (HA OCHOBAHUH MUMEIOIIUXCS

JIAHHBIX OILICHUTh HEBO3MOXKHO). B pamkax KaxaoW Trpymnmbl, BBIJEJICHHOM [0 4YacToTe,

HEXCIATCIbHBIC SABJICHUA MMPCACTABICHBI B ITOPAAKE YMCHBIICHUA CEPbE3HOCTH.

Hixe MNEPCUUCIICHBI HEXEIATCIbHBIC PCAKIIMN, KOTOPBIC MOTJIN OBl OBITH CBSI3aHEI C JICYCHHUEM,

a TaKXC CCPLC3HBIC HCKCIIATCIIBbHBIC PCAKIWH, YaCTOTa KOTOPBIX COIOCTaBHMa C JacTOTOM

HEXEJAaTeJIbHBIX M CEPbE3HBIX HEXKEIATEeIIbHBIX PEaKIUi B TpyIIe miamneoo.

Tabmuna 2. YactoTra pa3BUTHS HEXKENATENbHBIX peakiuid B IIare00-KOHTPOIUPYEMBIX

HCCIICAOBAHUAX IIICPCHOHA.

Yacrora
HEH3BEeCTHA
Peaxo Ouenn
CucremHo- Ouenb Yacro Heuacro (Ha OCHOBAHUU
. (= 1/10 000, penKo
OpraHHbIi 4acTo (=1/100, no (=1/1000, uo HMeEIIIUXCS
©1/10) | <1/10) < 1/100) o <1/ (<
KJ1ace > JAHHBIX
1 000) 10 000)
OIEHUThH
HEBO3MO:KHO)
[Muenonedpur
Wndexmun u bpur,
HHCKITHS,
WHBa3uU
(dapuHTHT
Hapywenus co
CTOPOHBI KPOBU
" Do3uHObMIHSA
TUMQATHICCKOH
CHCTEMBI
DHJIOKPUHHBIE
JIOKP I'unorupeos
HapPYIICHUSI
I'mnepkanue- | I'unoHaTpueMus
Hapymieria MU erujpaTarus
MeTaboar3Ma u ' » AACTHIpaTALHA,
THIIEPXOJIEC- | THUICPTPUTIIUIIC
MTUTAHUS
TEPUHEMHUSI puaeMus
Ilcuxuueckue
Bbecconnuna
HapYIICHHSI
O6MopoK
Hapymenus co POX,
TOJIOBOKPY-
CTOPOHBI
. JKCHHE, lumectesus
HEpPBHOM
rOJIOBHAs
CHUCTEMBI
0016
JleBoxemny-
JIOYKOBas
HeJIocTa-
Hapywenus co A
TOYHOCTb,
CTOPOHBI Taxukapaus
bubpuuISIIAS
cepara o
TIpeacepani,
uH(papKT
MHOKapaa
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HEeH3BeCTHA
Peaxo Ouenb
CucremHo- Ouenpb Yacro Heuacro (Ha OCHOBaHUU
. (= 1/10 000, penko
OpraHHbIi 4acTo (=1/100, Ho (=1/1 000, o HMEIOIIUXCS
HO <1/ (<1
KJace (=1/10) < 1/10) < 1/100) JAHHBIX
1 000) 10 000)
OLIEHUTDH
HEBO3MOKHO)
Tpombo3
apTepuii
Hapywenus co pTep
ApTtepuanbHas HUKHHUX
CTOPOHBI N
TUTIOTEH3HSI KOHEYHOCTEH,
COCyZIOB
OpTOCTaTHYECKa
Sl TUTIOTEH3US
Hapymenus co
CTOPOHBI
bIXaTeJIbHOU
CHUCTEMEBI, Kamrens
OpraHoB
TPYOHOU KIETKU
U CPEIOCTEHUS
Kenynouno- Huapes,
KHIIETHBIC TOIIHOTA, Meteopusm
HapYIICHUS 3amop, pBoTa
Hapywenus co
CTOPOHBI
MICYCHH U XonenucTuT
JKEITYCBBIBOIS-
HIMX yTel
Hapymenus co AHTHOHEBPO-
CTOPOHBI KOXH THYECKHUH OTEK,
Ceimib, 3y11
Y TIOJIKOKHBIX TTOBBIIIICHHOE
TKaHeU IIOTOOTAEIIEHNE
Hapymenus co
CTOPOHBI
p N MpltieuHsie
MBIIIICYHOM, CkeJeTHO-
o cIa3Mel, 0OJIb
CKEJICTHOU 1 MBIIIeYHast 00JTb
B CITUHE
COCIMHUTEIIHHO
W TKaHU
Hapymenus co
Py Hapymenue
CTOPOHBI TTOYEK
¢GbyHKIHN
¥ MOYEBBIBO-
. MOYEK
JUIIIAX yTei
Hapymenus co
CTOPOHBI
penpoayK-
THUBHOU 'maexomactust
CHCTEMBI U
MOJIOYHBIX
Keses3
Oo6mrme
HapyIICHUS U
Py Actenus Henomoranue
peakuuu B
MECTE BBEJICHUS
[ToBbIIeHUE [ToBblIIeHUE
KOHIICHT- KOHLEHTpaluu
JlaGoparopubie panuu OCTaTOYHOT'O
U UHCTPYMEH- MOYEBHHBI B azora
TaJIbHBIC KpOBH, MOYEBHHBI,
TAaHHBIC MTOBBIIIICHHUE KpeaTHHWHA,
KOHIIEHTpa- CHIDKCHUE
(7041 9KCIPECCUU
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OCREROEATENSHOCTHIRD
HEN3BeCTHA
Peaxo Ouenn
CucremHo- Ouenpb Yacro Heuacro (Ha OCHOBaHUU
. (= 1/10 000, peaxo
OpraHHbIi 4acTo (=1/100, Ho (=1/1 000, o HMEIOIIUXCS
& 1/10) <1/10) < 1/100) Ho <1/ (<
KJ1acc a
. = 1000) 10 000) JAaHHBIX
OIIEHUTH
HEBO3MOKHO)
KpeaTHHUHA B peuernrropa
KPOBH SMUACPMAIb-
HOTO (haKTOpa
pocra,
MOBBILICHHE
KOHIICHTPAIIUH
TIFOKO3EI B
KpPOBHU

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

B xnmmamgeckom uccienoBannu EPHESUS 0b110 3aperucTpiupoBaHo YHCICHHO OOJIBIIE CITydacB
WHCYJbTa B TPYIIE OYEHb MOXWIBIX JoAel (= 75 mer). OgHako He OBLIO CTATUCTHYECKU
3HAYUMOW pa3HUIBl MEXKIY YacTOTOW HWHCY/IbTa B TPYIIAax, MOITy4aBIIUX diviepeHoH (30)
u mianebo (22). B ximnudeckom uccrnenoBannn EMPHASIS-HF uucio cinydaeB mHCynbTa
y OUY€Hb MOXKWIBIX JItoIeH (> 75 neT) cocTaBuiio 9 B rpyIine 3IJIEpeHOHa U § B TpymIie mianedo.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coob1iaTe 0 mojo3peBaeMbIX HEKeIaTeNbHbIX PEeaKIUIX MOCIe PerucTpaluu npenapara
C 1enpl0 00ecredyeHHs HENpEephIBHOIO MOHMTOPHUHTA COOTHOIICHHS «I10JIb3a — PUCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuuHCKUM pabOTHHKAM PEKOMEHIYeTCs COOO0IaTh O JIF0ObIX
MI0JI03PEBAEMBIX HEKENATEIbHBIX PEAKLUUAX JIEKAPCTBEHHOIO IpernapaTa 4epe3 HAallMOHAJIbHbIE
CUCTEMBI COOOILEHUSI O HEXKeNaTelIbHBIX pEeaKUMsIX TocyaapcTB — ujeHoB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccniickas @enepanns

®enepanbHas ciryx0a Mo Haa30py B cepe 3paBoOXpaHEHUsI.

Anpec: 109012, r. Mocksa, CraBsiHCKas Iiiomaip, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru

Pecnyonmuka Kazaxcran
PI'TI na IIXB «HamumonansHbiii LleHTp SKCHEpPTU3BI JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHX
w3nenuity Komurera MeauuumHCKOro u  ¢apMaleBTUYECKOro KOHTposis MuUHHCTEpCTBA

3npaBooxpanenus: Pecny6omuku Kazaxcras.

12


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.08.2025 N= 21483

Anpec: ZOOT6ES, r. Actana, yin. A. Mmanosa, 13. (MOCNEOOBATENBHOCTE 00017)

Tenedon: +7 (7172) 235-135
OnekTponHas noyra: farm@dari.kz

Caiit B nH(pOpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceT «HTepHeT»: https://www.ndda.kz

Pecny6ninka Apmenust

AO3T «HayuHbIil LIEHTp 3KCHEPTU3bI JIEKAPCTB U MEAMIMHCKMX TEXHOJIOIMH MM. aKkaJeMHuKa
. lN'abpuensHay.

Anpec: 0051, r. EpeBan, nip. Komuraca, 49/5.

Tenedon: (+374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

TenedoH ropsyeii TMHAN OT/IETIa MOHUTOPUHTA 0€30TIACHOCTH JIEKAPCTBEHHBIX CPEJICTB:

(+374 10) 20-05-05, (+374 96) 22-05-05

Caiit B uH()OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «MuTepHeT»: https://www.pharm.am

Pecrryonuka benapych

PVII «llenTp 3KcnepTU3 U UCOIBLITAHUI B 3JpaBOOXPAHCHUI.
Anpec: 220037, r. Munck, nep. ToBapuiieckuii, 2a.
Temedon: + 375 (17) 231-85-14

Temedon oraena dpapmakonanzopa: + 375 (17) 242-00-29

Caiit B nH()OpMAIMOHHO-TEIEKOMMYHUKAITHOHHOM cetn «MHTepHeT»: https://www.rceth.by

Keipreisckas Pecniy6nmka

JlemapraMeHT JIEKapCTBEHHBIX CPEICTB W MEIUIMHCKUX W3ACTHi npu  MUHUCTEPCTBE
3npaBooxpanenust Koipreizckoit PecriyOonuku.

Anpec: 720044, r. bunikexk, yi. 3-1 nuHus, 25.

Temedon: +996 (312) 21-92-78

Onekrponnas moura: dismi@pharm.kg

Caiit B nHQOpMaLIMOHHO-TEIEKOMMYHUKAIIMOHHOM cetn «uTeprer»: https://www.pharm.kg
4.9. llepeno3upoBKa

CuMITOMBI

Crny4yaeB Tmepeno3MpOBKH DIUIEPEHOHA Yy 4YelloBeKa He omucaHo. Hawmbornee BeposTHBIMHU
IPOSIBICHUSIMH [1€PEJO3UPOBKH MOTYT OBITh BhIpaXX€HHOE CHIKeHUe A/l v runepkanuemus.
Jleyenue

[Ipu pa3BUTHM BBIPAKEHHOTO CHWXEHUS AJ] HE0O0XOaMMO HA3HAYMUTH TOJEPKUBAIOIICE

JedyeHue. B ciydae pa3BUTHsI TUNEpKaJMEMUU MOKa3aHa CTaHAApTHAasl Tepamnus. DIUIepeHOH
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HE yaauseTrcs NpH TeMoauaiu3e. Y CTaHOBJEHO, H%I:I;HE%BBET%EE%' EE;E%EI%%TC;{

C aKTUBHUPOBAHHBIM YTJIEM.
5. ®PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoIuHAMHUYECKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TpYIIa: JIUYPETHKH, aHTarOHUCTBI AJIBJOCTEPOHA W JIpyTrHe
Kanuiicoeperarime JMypPEeTUKH; aHTarOHUCTHI aJlbI0CTEPOHA.

Kox ATX: CO3DA04

MexaHu3M IeHCTBUS

OmnnepeHoH 007a71aeT BBICOKOM CENEKTUBHOCTBIO B OTHOUICHHMM MHHEPATOKOPTHKOUTHBIX
PELENTOPOB Y YEJIOBEKA B OTJIMUUE OT TJIFOKOKOPTUKOUIAHBIX, IPOT€CTEPOHOBBIX U aHIPOTEHHBIX
pELenTOpOoB M TPEMSTCTBYET  CBA3BIBAHUIO  MHUHEPAIOKOPTUKOUIHBIX  PELENTOPOB
C ampJOCTEPOHOM — KIIFOUYEBHIM TOPMOHOM PEHHUH-aHTMOTEH3WH-AJIbJJOCTEPOHOBON CHCTEMBI
(PAAC), xoropeiii yuactByer B perymsuun AJl U maToreHese CepAEYHO-COCYIUCTBIX
3a0oneBanuii (CC3).

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

OIIepeHOH BbI3bIBAET CTOMKOE YBEIMUEHHE AKTUBHOCTH PEHUHA B IUIa3Me KPOBH M JIbJJOCTEPOHA
B CBIBOPOTKE KpOBU. BrmocnenctBum cekpeuuss peHMHAa TMOAABISAETCS — AlIbJOCTEPOHOM
[0 MEXaHU3My 00paTHOi cBsi3U. [Ipr 3TOM NOBBILIEHNE AKTUBHOCTH PEHUHA UM KOHIIEHTPALUH
LUPKYJINPYIOLIETO aJIbJOCTEPOHA HE BIUAET HA 3(P(EKTHI dIIepeHOHa.

Kinuanueckas 3¢ dekTUBHOCTE UM O€30IIaCHOCTE

B nccnenopanusx XCH -1V ®©K no knaccupukanuu NYHA ¢ BappupoBaHueM /103, 1006aBieHne
SIUIEPEHOHA K CTaHJApTHOM Tepanuu NPUBOIIIIO K 0KMIaEMOMY J0303aBUCMOMY TOBBIIICHUIO
YPOBHS aJlbJIOCTEPOHA. AHAJOTUYHBIM 00pa3oM, B KapJIHOpPEHAIbHOM IMPOMEXKYTOUHOM 3Tarie
uccienosanust EPHESUS Ttepanus sminepeHOHOM NpUBOAMIIA K 3HAYUTEIBHOMY IOBBIIICHHIO
YPOBHS aJIbJIOCTEPOHA. ITosryueHHbIe pe3yJIbTaThl MOJITBEPKIAIOT Omokany
MUHEPATIOKOPTUKOUIHBIX PELIENITOPOB Y JAHHOW MOMYJISINH MMallEeHTOB.

D(PGhEeKTUBHOCTh JIUIEPEHOHA W3YyYalld B JBOWHOM CJIETIOM  IUIANEe00-KOHTPOIUPYEMOM
uccnenoBannu EPHESUS y 6632 nauuenTtoB ¢ octpsiMm UM, aucdyHKIMel 1eBOro xenynouka
(dbpaxmust BeIOpoca seBoro kenymouka (PBJDK) < 40 %) u ¢ KIMHMYSCKUMH TPU3HAKAMU
cepaeunoit HemoctatouHocTH (CH), TpOIODKUTEIHFHOCTh MCCIIEAOBAHMS COCTaBWja 3 ToOja.
B Teuenue 3—14 nueii (B cpeanem 7 nHei) nocie ocrporo UM naryieHTaM Ha3Ha4yallu 3IJIEPEHOH
WY T1a1e00 B JONOJHEHUE K CTaHAApPTHOM Tepanuu. JledueHue HauMHaMM ¢ 1036l 25 MI' O/IMH pa3
B CYTKH U K KOHILY 4 HeZienu yBenuuuBaiu 10 50 Mr olvH pa3 B CYTKH, €CJIA COIEPKAHUE Kallus
B CBIBOPOTKE KpOBH oOcTaBaioch MeHee 5,0 MMomab/1. Bo Bpems uccienoBaHWs MalMEHTHI

MOJyYadd CTaHJApPTHYIO TEPAlUi0 C MPUMEHCHHEM alleTHICATMIMIOBON KuciaoTel (92 %),

14



COOTBETCTE 'Z{ET 3_' KC __ EPTHOMY OTUETY
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uaruouTopoB AIID (90 %), Gera-aapeHOOIOKATOPORB ('gg:"’/-fr)—l %;&TJEWZH%& E&'IQ’I%'}—IEBBIX»

TuypeTrKoB (66 %) wiu WHTHOUTOPOB 3-TUAPOKCU-3-METHIITITYTAPUIKOIH3UM A peayKTassl
(I'MI'-KoA-penykrassbr) (60 %).

[TepBuuHOii KOHeuHON TOYKOM B wucciaeaoBann EPHESUS Opima oOmas cmepTHOCTS,
a KOMOMHUPOBAHHOW KOHEYHOW TOYKOW — CMEPTHOCTh WJIM rocnuTaym3anuu mo nosoxy CC3;
14,4 % mnauuMeHToB, MOJYYaBIIMX SIUIEPEHOH, U 16,7 % nanuMeHToB, MOJydYaBIIMX ILIae0o,
ymepiiu (YyMepIire OT BCeX MPUYUH), B TO BpeMs Kak 26,7 % maiueHToB, MOJIy4aBIINX TIEPEHOH,
u 30,0 % nanueHToB, MOJTYYaBIIMX IUIale00, ObUTH FOCIUTATM3UPOBAHBI WM MOTUOIN B CBS3U
¢ CC3, 4ro SABISUIOCH KOMOMHHUPOBAaHHOW KOHEYHOM TOYKOHW HccienoBaHus. B pesynbrare
TEparuu SUICPEHOHOM PHUCK O0IIel CMEpTHOCTH ObUT CHIKEH Ha 15 % (OTHOCHTENBHBIN pUCK
(OP) 0,85; 95 % J1: 0,75-0,96; p = 0,008) o cpaBHEeHUIO ¢ TUIAIE00, TIIABHBIM 00pa30M 3a CUeT
CHI)KEeHUsT cMepTHOCTH B pesynbrare CC3. Puck neTanbHOro MCXoAa WM TOCHHUTATU3ALUU
no nmoBoay CC3 mnpu mpuMeHEeHHH SIulepeHoHa Obu1 cHwken Ha 13 % (OP 0,87; 95 %
An: 0,79-0,95; p = 0,002). CHmxeHue aOCONIOTHOTO pHCKAa IS JBYX KOHEUHBIX
TOYEK — OOIIEe CMEPTHOCTH U CMepTHOCTH/TocTiTanu3anuu o mosoay CC3 — cocrasuio 2,3 %
u 3,3 %, coorBercTBeHHO. KiuHudeckas 3(QexkTUBHOCTH Oblla B TMEPBYIO OdYepeab
MPOJEMOHCTPUPOBAaHA TMPH JICUEHUH DSIUIEPEHOHOM TMAalMEeHTOB B Bo3pacte < 75 Ier.
[IpeumymectBa Tepanuu nanueHToB crapiie 75 jget HeuspectHbl. DK mo knaccudpuxamum NYHA
YIYUIIWICS WM OCTaBaJCs CTAOMJIbHBIM y CTaTUCTUYECKU 3HAUMMO OOJIbIIEH J0IH NAlMeHTOB,
MOJyYaBIINX ODIUIEPEHOH, MO CpaBHEHHIO ¢ Twuianebo. YacTora pa3BUTHS TUIEPKATHEMUU
cocraBuia 3,4 % B rpymme sruiepeHoHa mpotuB 2,0 % B rpymmne miane6o (p < 0,001).
Yacrota pa3Butus runokanueMuu coctasuia 0,5 % B rpymnre smiepeHoHa npotus 1,5 % B rpymnme
mwiare6o (p < 0,001).

B wuccrnenoBaHuMsX 1O UW3YYEHHIO IUHAMHKH DJIEKTpOKapAuorpamMmbl y 147 3m0poBBIX
TOOPOBOMBIIEB C DIEKTPOKApAUOTpAaPUUECKUMH WU3MEHEHHSIMH, BBIIBICHHBIMU B XOJE
(bapMaKOKMHETUUECKUX HCCIIEOBaHUM, JIJIEPEHOH HE OKa3blBaJl CYIIECTBEHHOI'O BIIMSHUS
Ha YacTOTy CEpJIEYHbIX COKpalleHU, anuTenbHocTh wuHTEpBagoB QRS, PR wmm QT.
B xinunnueckom wuccnenoBanun EMPHASIS-HF  ouenuBanock BiusiHME 3IUIepeHOHA
Ha KJIMHUYECKHWE KCXOMAbl Yy MalMeHTOB ¢ cuctonudyeckod CH u nerkumu cummnromMamu
(®K II mo knaccudukanuu NYHA) npu 1o6aBneHuu K CTaHIapTHOMN Tepanuu.

[TarueHTH! BKIIIOYAIKHCh B UCCIIEOBAHNUE NPU COOTIOACHUN CIAEAYIOUINX KPUTEPUEB BKIIOUEHHUS:
Bo3pacT He MeHee 55 ner; ®BJDK < 30% wim @BJDK < 35% u npoaomkKUTETbHOCTh KOMITIIEKCA
QRS > 130 mc; rocnuranuzanus mo nosoxy CC3 3a 6 MecseB A0 BKIIOYEHUS B HCCIIEI0OBAHNUE,
KOHIIEHTpalus HaTtpuiyperundeckoro mnentuaa B-tuma (BNP) B mnasme He menee 250 mr/mu

uim  ypoBeHb N-koHIleBoro pro-BNP B mmazme He wmenee 500 nr/mMia y MyK4YuH
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(750 nr/mn y skxenmuH). Ilpuem smaepeHoHa

COOTBETCTE 'Z{ET SKCNEPTHOMY OTUYETY

ot 28.08.2025 N= 21483

naunna - & Ao 95 v Bt bas 8 Udyricu

U yBenuuuBaiu yepes 4 Hepenu 10 S0 Mr oJluH pa3 B CYTKH, €CJIM YPOBEHb Kallusl B CHIBOPOTKE

kpoBu coctaBisli < 5,0 Mmonb/n. B kauectBe anprepHaTuBbl, eciu CK® cocraBisia

30-49 wmu/mMun/1,73 M™% SIUIGPEHOH HAuMHAIM NPUHEMATh C J03bl 25 Mr dYepe3 JIeHb

Y YBEJTMYMBAJIHU 10 25 MTI' O/IUH pa3 B CYTKHU.

B o0mieii cinoxuaocTH 2737 manueHToB OBUIM PaHJOMU3UPOBAHBI (ABOHHBIM CIIETIHIM METOJIOM)

JUIsL JICYCHUS SIUICPEHOHOM WM ILIane0o, BKIoYas 0a3oByro Tepamnuio auyperukamu (85 %),

uaruoutopamu Al (78 %)),

APA 1II (19

%), ©Oeta-anpenobnokaropamu (87 %),

aHTUTpOMOOTHYeCKUMU Tiperniapatamu (88 %), rumonunuaeMuveckumu cpenacrsamu (63 %)

u riuko3ugamu HanepctsHku (27 %). Cpemusas ®OBJDK cocraBuna ~26 %, a cpeanss

MPOJIOJDKUTENBHOCTh KoMiiekca QRS — ~122 mc. bonpmmucTBo ucnbeityeMoix (83,4 %) panee

ObLIU TOCIIMTAJIM3BUPOBAHBI B CBA3U C CC3 B TteueHue 6 MCCALICB IIOCJIC paHJI0OMU3AllUU,

npuueM okoio 50 % wu3 HuX ObuM rocnurtanu3upoBanbl no npuunHe CH. Ilpumepno

20 % wucmpITyeMBbIM OBUI YCTaHOBIIEH HUMIUIAaHTHPYEMBIH AepuOpHIUIATOp WIM TpOBEACHA

PECUHXPOHHU3UPYIOILAs CEPICUHAsS TEPANs.

B rpynne smnepenona 249 nanuentos (18,3 %) qocTuriv nepBUYHON KOHEYHOM TOUKH, KOTOpast

BKJIIOYaja B ceOs OLCHKY YaCTOThI T'OCIIUTAIN3AlIHUH II0 IIOBOAY CH wmm CMEpPTU OT CCB,

10 CpaBHEHHMIO ¢ rpymmoi mianedo — 356 (25,9 %) [OP 0,63, 95 % JAU: 0,54-0,74; p < 0,001].

Busaue OIUICPCHOHA Ha NCPBUYHBIC KOHCYHBIC TOYKU OBLIO COIOCTAaBUMBIM BO BCEX 3apaHee

ONPCACIICHHBIX MMOATPYIIIAX.

BropuuHas koHe4YHas TOYKa (CMEPTHOCTh OT BCeX MpuuuH) Obuta gocturayra y 171 (12,5 %)

nanyenTa B rpyirmne srepeHona u 'y 213 (15,5 %) mauumento B rpynme muiaine6o (OP 0,76;

95 % AU: 0,62-0,93; p = 0,008). Cmepts B pesynbrare CC3 Obula 3aperucTpupoBaHa

y 147 (10,8 %) mauuenToB B rpymme smiaepeHoHa u 'y 185 (13,5 %) mauueHnToB B rpymie mianedo

(OP 0,76; 95 % JIN: 0,61-0,94; p = 0,01).

B xoze nccnenoBanus runepkanueMus (ypoBeHb Kalusl B CBIBOPOTKE KPOBH > 5,5 MMOJIb/11) ObL1a

3apeructpupoBana y 158 (11,8 %) manueHnToB B rpymme s1uiepeHoHa u 'y 96 (7,2 %) manueHToB

B rpynre miane6o (p < 0,001). 'mnokanuemus, onpeensemMas Kak ypoBEHb KaJlUsl B CBIBOPOTKE

KpOBH < 4,0 MMOJ'IL/J'I, ObllIa CTATUCTHYECKU HUXKE IIpu IPUMCHCHHHU JIUICPCHOHA 110 CPABHCHUIO

¢ mare6o (38,9 % s srutepeHona o cpaBHeHuIO ¢ 48,4 % mist mane6o, p < 0,0001).

€T

OnnepeHoH He n3yvancs y gerei ¢ CH.

CornacHo JaHHBbIM IO-HGHCHBHOFO HCCIICAOBaHHA DJIUICPCHOHA Y JeTe ¢ apTepHaHBHOﬁ

runieptensuei (AI') [Bo3pactHor amama3zoH oT 4 mo 16 mer, n =

304], smiepeHOH B J03ax

(ot 25 mr g0 100 MT B CYTKH), OKa3bIBAIOIINX BO3ICUCTBUE, AHATIOTHYHOE TAKOBOMY Y B3POCIIBIX,
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COOTBETCTB!
ot 28.08.2025 Ne 21483

s¢dexTrBHO He cHmKan AJl. B BeImenpuBeneHHOM HCCHQ&BBM" BATEDRHD IHIC_J"IIGEII'(ITQCIIHI/II/I

CMEPTHOMY OTYETY

0e3omacHOCTH y nieTel ¢ yyactueM 149 ucnbiTyeMbix (Bo3pacTHOM auama3o” ot 5 no 17 jer),
npoduns 0e30MmacHOCTH Tperapara ObLI COMOCTaBUM C TAaKOBBIM Yy B3POCIHBIX MAIMEHTOB.
DriepeHoH He m3y4vascs y marnueHToB ¢ AI' B Bo3pacTe 10 4 JIeT, OCKOJIBKY HCCIIEOBaHUE
y JeTed crapmero Bo3pacTa II0Ka3alo HEJIOCTaTOuYHYK A(GQGEKTUBHOCTh Ipernapara
(cM. pasaen 4.2.).

Kakoe-n100 (monrocpodyHoe) BAMsIHUE HA TOPMOHAJIBHBIN CTAaTyC y A€TEH HE N3y4aloCh.

5.2. ®apMaKkoKHHeTHYECKHE CBOMCTBA

AOGcopOuus

AbcomoTHas OMOIOCTYITHOCTH dIUIEpeHoHa coctanisieT 69 % mnocie npuema 100 Mr s1uTepeHOHA
BHYTPh B BHJIe TaOJIeTOK. MakcuMalnbHasi KOHIEHTpanus B ria3Me KpoBU (Cmax) JOCTUTACTCS
npuMepHo dYepe3 1,5-2 uaca. PaBHOBecHOE COCTOSHHE JOCTHracTcs B TEYCHUE 2 JTHEH.
[Tpuem numm He BaUsAET Ha abCopOIHIO.

Pacnpenenenne

OmnepenoH npumepHo Ha 50 % cBs3piBaeTcs ¢ Oenkamu IUIa3Mbl KPOBH, HMPEUMYIIECTBEHHO
¢ anb(a-l-kucnpiM rIHKONpoTenHOM. PacueTHbi 00BEM pacmpeselieHus B PaBHOBECHOM
cocrosiHuu coctanisieT 42-90 5. DrepeHoH He CBA3BIBACTCS M30MPATEIBHO C SPUTPOILIUTAMH.

buorpancdopmarms

buotpanchopmaliys srepeHoHa OCYIIECTBISIETCS, B OCHOBHOM, MO JEHCTBUEM H30(epMEHTa
CYP3A4. AktuBHbBIE METa0OIUTHI IIJIEPEHOHA B IUIa3Me KPOBU HE UJCHTU(UIIMPOBAHBI.
OIUMUHAIMA

Menee 5 % n03bl dMIepeHOHAa BBIBOJUTCS B HEM3MEHHOM BHJIE 4Yepe3 MOYKH U KHUIIECYHUK.
[Tocne oHOKpAaTHOTO MpUEMa BHYTPh PaJMOAKTHBHO MEUEHOTO dIJIepeHOHa OKOJIO 32 % 1036
BBIBOAMJIOCH Yepe3 KHUIIeYHUK U okoio 67 % — uepe3 mouku. Ileproa mosyBbIBeAEeHUS
3IJIEPEHOHA COCTABIISAET OKOJIO 3—6 YacoB, KIMPEHC U3 TU1a3Mbl KPOBH — puMepHoO 10 11/4.

JInHeNHOCTh (HEMMHEHHOCTS)

Cmax 1 AUC auHeliHO 3aBHUCIT OT 036l B auamnaszoHe or 10 qo 100 Mr u HEIMHEWHO — B J03€
6omee 100 mr.

Oco0ble rpyIInbl

Bospacm, non u paca

dapmakOKMHETHKA dIiepeHoHa B o3¢ 100 Mr oauMH pa3 B CyTKH HM3ydalach y IOKHJIBIX
nanueHToB (> 65 jer), My)KUMH M JKEHIIMH, a TaKKe y INpeACTaBUTENeH HErpOMIHON pachl.
@®apMaKOKMHETHKA DJIUIEPEHOHA CYLIECTBEHHO HE OTIMYalach y MYXUYMH M IKEHIIHH.
B paBHOBECHOM COCTOSIHMHU Y TIOKHJIBIX MAI[MEHTOB OTMEYaI0Ch MoBbImcHHE Cmax (22 %) u AUC

(45 %), mo cpaBHEHHWIO C TAaIMEHTaMH MOJIogoro Bo3pacta (18—45 met). Y mpencraButeneit
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HETpOMJIHOM pachkl 3HaueHHEe Cmax B PaBHC pecrom | EoCTOfHIT = 6ruro | St 19 :"%:':'lll;'me,

a AUC — Ha 26 % nuxe.

Iloueunasn nedocmamoynocmuo

DapMaKOKMHETHKY JSIUIEPEHOHA H3y4YaId Yy MAalMeHTOB C IIOYEYHOM HEJOCTATOYHOCTHIO
Pa3IMYHON CTENEHU TSHKECTH M Yy NMAalMEHTOB, HaXOoIAIuxcs Ha remojuanuse. [lo cpaBHeHUIO
C KOHTPOJIBHOM TPYNION y MALMEHTOB C TSHKEIOW IMOYEYHOM HENOCTATOYHOCTHIO BBISBHIIN
yBenuueHue paBHOBeCHBIX AUC 1 Cmax Ha 38 % u 24 %, COOTBETCTBEHHO, a y MAIHEHTOB,
HAXOJSAIIUXCS HAa FeMOJualn3e — UX CHIbKeHue Ha 26 % u 3 %, coorBercTBeHHO. Koppensauuu
MEXIy KIMpEeHCOM »sIuiepeHoHa u3 mmiasMbl kpoBu U KK He ob6nHapyxkeHo. DmuiepeHOH
HE yJIaJsieTCs MPU TeMOIUaIn3e.

Ileuenounas neoocmamounocmuo

®apMaKOKMHETHKY 3IuiepeHoHa B 03¢ 400 Mr cpaBHUBAJIM Yy NAlUHUEHTOB C YMEPEHHBIM
HapymieHueM ¢yHkuu nedeHu (kimacc B mo kiaccubpukanmu Yainn-Ileio) ¥ 310poBbIX
no6poBobiieB. PaBHoBecHbIE Cmax 1 AUC amiepenona Obuti yBenmuveHbl Ha 3,6 % u 42 %,
COOTBETCTBEHHO. Y TAIMEHTOB C TSKEIOM TEYEHOYHOM HEJO0CTaTOYHOCTHIO JIJICPEHOH
HE U3yYaJics, I0ATOMY €ro IPUMEHEHHE B 3TOM IPyMIle NallMEHTOB HE MOKA3aHO.

Cepoeunas nedocmamounocmo

dapMaKOKMHETHKY OJIuiepeHoHa B go3e S50 Mr wusydainu Yy TAlMEHTOB C CepACUYHON
HenoctatouyHOCThIO (I1-1V ®K mo NYHA). PaproBecubie AUC 11 Crax y Tallue€HTOB C cepAeIHON
HEJOCTAaTOYHOCThI0 ObLTH cooTBeTcTBeHHO Ha 38 % u 30 % Bbime, yeM y 300pOBBIX
JTO0OPOBOJBIIEB, MOJAOOPAHHBIX MO BO3pacTy, Macce Tella U TMOoJdy. B COOTBETCTBUU C ITUMHU
pe3yapTaTaMy TOMYJSIITUOHHBIA  (apMaKOKMHETHUYECKUN aHaliu3 JIUIEPEHOHA, OCHOBAHHBIN
Ha TOATPYyNIE ManueHToB W3 wuccienoBanus EPHESUS, ykassiBaeT Ha TO, YTO KIHPEHC
SIUIEPEHOHA y MAalMEHTOB C CEPACYHOM HEJOCTATOYHOCTHIO CXOXK C TAaKOBBIMHU Yy 3J0POBBIX
MAalKUEeHTOB MOXKUIJIOT0 BO3pacTa.

Jlemu

[Tonynsaunonnast ¢dapMakKOKMHETHYECKass MOJeJlb Ha OCHOBE 3HAYCHWH KOHIICHTpAIlUU
SIUIEPEHOHA U3 JIBYX MCCIeAoBaHuM ¢ yuactueM 51 manuenTa aqerckoro Bo3pacta ¢ Al B Bozpacre
oT 4 o 16 et noka3zana, 4To Macca Tejia MalueHTa OKa3bIBAE€T CTATUCTUYECKU 3HAUMMOE BIUSHUE
Ha 00BEM pacHpeleeHus SIUJIEpEeHOHa, HO He Ha ero kiupeHc. llpenmonaraercs, 4ro oobem
pacmpeneneHus dSIJIEPEHOHa W MaKCHMallbHOE BO3JICUCTBHE Yy MAlMEeHTa JETCKOTrO BO3pacTa
¢ Oompleil Maccoil Tena OyAyT aHaJOTHYHBI TAKOBBIM y B3pPOCIOTO C TaKOW K€ Maccoil Tena;
y MaIruenTa ¢ Maccoil Tena MeHee 45 kr oobeM pacnpesnenenus Oynet npumepHo Ha 40 % Huxe,
a MakCHUMaJbHOE BO3JICMCTBHE BBIIIE, YEM Yy B3pPOCJIOr0 C TUIHMYHOW Maccou Tena. Jleuenue

SIUIEPEHOHOM Ha4yMHAIW B J03€ 25 MI OJIMH pa3 B CYTKH Yy MallMEHTOB JETCKOTO BO3pacTa,
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MOBbIIIASA 103y Ipenapara 10 25 Mr [Ba pas3alB cyTKﬁ”f;b:e;I %ﬁé‘ﬂﬁg EB%%JEI‘{Q%&DJI'T'OW

710 50 Mr 1Ba pa3a B CyTKH [IpY HAIMUMU KIIMHUYECKUX MoKa3aHuil. [Ipu nmpueme npenapara B 3TUX
J103aX CaMble BBICOKHME HaONIOJaeMble 3HAUY€HUs KOHUEHTpPALMU SIUIEPEHOHA Y MalEeHTOB
JIETCKOr0 BO3pacTa He ObLIM 3HAYMTEIbHO BBIIIE, YEM Y B3pOCIbIX, HAYaBIIMX MOJIYy4aTb
SIUIEPEHOH B 03¢ 50 MI OIUH pa3 B CyTKH.

6. PAPMAIIEBTHUYECKHUE CBOMCTBA

6.1. Ilepeyensb BcmomMoraTeJbHbIX BellleCTB

JlakTO3BI MOHOTHIPAT;

LEJUTI0JI03a MUKPOKPHUCTAIIIINYECKAs,

Kpockapmesuto3a Harpus (E468);

TUIIPOMEII03a (TUIAPOKCUTTPOTUIMETHIIEIUTI0103a) (E464);

HaTpus Jaypuicyibdar;

MarHus creapar.

CocraB 000JI09KH

[M'unpomeriosa (ruapoKcuponuaIMeTuieuiono3a) (E464);

tutana auokcua (E171);

makporou 4000 (momustuinenriukons-4000) (E1521);

TaJbK;

KpacuTeb xese3a okcu xentoiit (E172)

WJIM TOTOBOE IJIEHOYHOE MOKPBITUE UJIEHTUYHOTO COCTaBA.

6.2. HecoBmecTuMoOCTH

He npumennmo.

6.3. Cpok rogHoCcTH (CPOK XpaHeHHsl)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpanuts npu Temneparype Hike 30 °C.

6.5. XapakTep H coepkaHue NePBUYHON YIaKOBKH

[To 10, 15 TabneTok B KOHTYPHYIO SUEHKOBYIO YMAaKOBKY W3 IUICHKH HOJIMBHHUIXJIOPUIHON
¥ QOJIBIU ATFOMUHHMEBO MeYaTHON JTAKMPOBAHHOM.

ITo 3, 6, 9 KOHTYPHBIX STYEHKOBBIX YMaKOBOK 1Mo 10 TabneTok uiu 2, 4, 6 KOHTYPHBIX STYEHKOBBIX
YyIaKkoBOK MO 15 TabmeTok ¢ JUCTKOM-BKJIAJbIIIEM MOMENIAIOT B MA4yKy M3 KapToHa s

NOTPEOUTETHCKON Taphl.
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6.6. OcoOble Mepbl  NPEIOCTOPOKHOCTH |___NIPH '”%lﬁ&%&aﬁ?”%%ﬁsoﬁﬁ {oro

JIeKAPpCTBEHHOr0  Ipenapara MJIM  OTXO0J0B, MOJYYEHHbIX IoOCJe NpPUMeHeHUs
JIEKApCTBEHHOI0 Mpenapara, u Ipyrue MaHUIMYJISIHH C PenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

Axuunoneprnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUECKass KoMnaHust OOHOBICHUE
633621, HoBocubupckas 061., Cy3yHckuit paiioH, pr. Cy3yH, yin. Komuccapa 3sTpkoBa, 1. 18.

8 (800) 200-09-95.

info@pfk-obnovlenie.ru

7.1. llpeacTaBuTe/Ib JepKATENsA PerHCTPALHOHHOIO yA0CcTOBepeHus Ha TeppuTtopun Coio3a

IIpereH3un HOTDC6HTCJI€I>1 HAaIrpaBJIATH I10 aApECy.

B Poccuiickoti @edepayuu

Poccniickas @enepanys

Axunonepnoe obmectBo «lIpon3BoacTBeHHas (hapmarieBTHUecKas koMmranuss OOGHOBICHHE
630096, r. HoBocubupck, yin. Ctanimonsas, a. 80.

8 (800) 200-09-95.

pretenzii@pfk-obnovlenie.ru

B Pecnyonruxe Kazaxcman, Pecnyoauxe Apmenus, Pecnybnuxe benapyco, Kvipevizckoti
Pecnyonuxe

Pecnybnuka Kazaxcran

TOO «@Papmareiir-Kazaxcran»

Pecrryonmuka Kazaxcran, ropoa Anmarel, ATMalnHCKHA paiioH, [Tpocniekt Abast, tom 153, kB. 38,
nmoutoBbId nHOexkc 050000

+7 777 788 3809

saldibekova@pharmagate.co.uk

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. IATA NEPBUYHOM PETMCTPAIIUM (IIOATBEPXKJIEHWS PETUCTPAIIH,

NEPEPEI'UCTPALIUN)

[lata nepBoii peructpanuu:
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.08.2025 N= 21483

(NOCNEOOBATENEHOCTE 0001)

10. JATA IEPECMOTPA TEKCTA

OO0miass xapakTepuCTHKa JIEKapCTBEHHOIrO Ipemapata OJIiuiepeHOH PeneBan jmoctymHa
Ha WHPOPMALMOHHOM TopTaje EBpa3niicKoro >KOHOMHYECKOTO COI03a B HH(OPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «MHTepHeT https://eec.eaeunion.org/
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