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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
CrnupoHOIaKTOH, 25 MT, TaOJIETKH, MOKPHITHIC TNIEHOYHONW 000JI0UKOM.
CnupoHosakToH, 50 mMr, TaOJIETKH, MOKPHITHIC TNIEHOYHONW 000JI0UKOM.

CrupononakTtoH, 100 Mr, TaGJIeTKH, MOKPHITHIC TUICHOYHONH 000JIOYKOH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
JleiicTByO1IEE BEIIECTBO: CIIMPOHOJIAKTOH.

COUpOHOJIAKTOH, 25 Mr, Ta0JETKHU, IIOKPBITHIE IUNIEHOYHOU 000JIOUKON

Kaxxnast Tabierka, mOKphITast TNIEGHOYHOH 000JI0UKOH, COAEPKUT 25 MTI' CIHPOHOIAKTOHA.
BcnomorarenbHble BEIECTBA, HAJIMYHME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npenapara: jlaktosa (cMm. pasuen 4.4).

CroupoHoJ1akToH, 50 Mr, TaOJETKHU, IIOKPBITHIE IUIEHOYHOU 000JI0UKOU

Kaxxnas tabnerka, HOKpbITas IJIEHOYHOU 000JI0UKOM, cOAepKUT 50 MI' CHUPOHOIAKTOHA.
BcnomoraTenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: jlaktosa (cMm. pasuen 4.4).

Crouponosiaktod, 100 mr, TabJIETKH, ITOKPLITHIE INIEHOYHOU 000JI0YKOU

Kaxxnas tabnerka, mOKpbITas MIEHOYHONU 000710UKOU, copepxkuT 100 Mr ciupoHOIaKTOHA.
BcriomorarenpHbpie  BEIIECTBAa,  HAJMYUWE  KOTOPBIX  HAJO0  YYHUTBIBaTh B COCTaBe
JIEKapCTBEHHOTO TIpernapara: Jakro3a (cM. pazzaen 4.4).

[TonHBIN TIEpevYeHb BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, NOKPBIThIE MNICHOYHOIH 000I0YKOM.

CIupoHOJIAKTOH, 25 Mr, Ta0JETKH, HOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kpyribsle, ABOSKOBBINTYK/IbIE TaOJETKH OT OEIoro 10 MOYTH Oeyoro IBeTa ¢ XapaKTepHbIM
3araxom, ¢ rpaBUpoBKOM «V1» Ha ogHOM cTOpoHE U «73» Ha apyroi cropoHe. Ha nmonepeunom
paszpese sipo TabJIEeTKH OT Oe0ro 0 MOYTH OENIOro 1BETa, OKPYKEHHOE OJJHUM CII0eM 00O0JIOUKH.

CrupoHoJIakTOH, 50 Mr, Ta0OJETKH, MOKPHITHIE INIEHOYHOU 000JI0UKON

OBanbHble Ta0JIETKU OT 0€’0ro A0 MouTH Oeoro IBeTa ¢ XapaKTepHBIM 3allaxoM, C PUCKOM Ha
00enx CTOpOoHax, ¢ rpaBUPOBKON «V1» Ha OJHON CTOpPOHE U I'PAaBUPOBKOM «74», pa3aeraeHHOM
pHCKOH, Ha Jpyroii ctopoHe. Ha monepeunom paspese s1po TabaeTKH 0T O€10ro J10 Mo4TH 0esI0ro
I[BETA, OKPY’KEHHOE OJJHUM CJIOEM 00O0JIOUKH.

TabneTKy MOXKHO pa3feNuTh Ha paBHBIE JJO3BI.
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Crouponosiaktod, 100 mr, TaOJIETKH, IIOKPBITHIE neHOqHQ/JI‘oﬁ'oEdJIK&‘/’I“ TENMBHOC T "l

Kpyrnbeie TabneTku ot 6e10ro 10 MoyTH Oeloro IBeTa ¢ XapaKTEpHBIM 3alaxoM, C PUCKOW Ha

00enx cTopoHax, ¢ rpaBUpoBKOH «V1» Ha OAHON CTOPOHE U IPaBUPOBKOH «75», pa3ierncHHON

PHUCKOI1, Ha Apyroi cropoHe. Ha monepeynoM paspese siipo TabieTKu OT 0eoro /10 moutu 0ei1oro

OBETAa, OKPYKECHHOC OJJHHUM CJIOEM 000JIOUKH.

TabneTKy MOXKHO pa3eTuTh Ha PaBHBIC J036I.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapat CiupOHOJIAKTOH MOKa3aH JUIsl IPUMEHEHUS Y B3pOCIIBIX U A€TEl B BO3pacTe OT 3 JieT.

XpoHuueckas cepiedHast HeroctarouHocTs (XCH):

neuenne orekoB pu XCH (B MOHOTEpanuu 1 B cOCTaBE KOMOMHUPOBAHHOW TEPAIIHH);
neuenme Txenod XCH (kmace M-IV mo  xnaccudmxarmm  Hero-Mopkckoit
kapauoaoruueckoi accormanuu (NYHA) u ¢pakuus BeiOpoca jieBoro xenynouka <35%)
B JIONIOJHEHHE K CTAaHAAPTHON TEparuu JUIsi CHIDKEHUS CMEPTHOCTH M MOTPEOHOCTH B
rocnuTanu3aiusax mo nopoay XCH.

ApTepuanbHas TUIIEPTeH3Hs (B COCTaBe KOMOMHUPOBAHHOM Tepanuu, MPEeuMyIECTBEHHO

[P TUIOKAJIMEMUN ).

[uppo3 nevyeHu, COnpOBOKIAIOMINNCS aCIITOM /WA OTCKAMH.

Hedporuueckuit cHHAPOM, COTIPOBOKIAIOIIHNICS OTEKAMHU.

JluarHocTuka u JieueHrue epBUYHOT0 TUIepaIbaocTepoHn3Ma (cuaapom Konna).
I'nmoxannemus:

JIeYCHUE THUIMOKATMeMHUH Tpu HEIPHEKTUBHOCTH WJIM HEBO3MOXKHOCTH MPUMEHEHUS
JIPYTUX CIOCOO0B KOPPEKIIUU COMEPKAHUS Kalusl B KPOBU;

poQUIaKTHKA TUTIOKATUEMHUH Y TIAIUEHTOB, MPUHUMAIOIINX CEP/ICUHBIC TIIMKO3UIBI, TIPU
Hed((HEKTUBHOCTH MM HEBO3MOXXHOCTH TPUMEHEHHUS APYTUX CIOCO00B KOPPEKIHUU

COACPIKaHUA KaJIUA B KPOBH.

4.2. Pexxum 103MpoOBaHNs U €C1IOCO0 NPUMEHEHUs!

Pexxum go3upoBaHus

XCH

Jlewenue omexoe npu XCH

HauanpHas no3a cnupononaktoHa coctasisger 100 mr B cytku (B 1 wnm 2 npuema). B Tspkenbix

ClIyvdasx TIIpHu HEIO0CTaTOYHOM 3(1)(1)CKTI/IBHOCTI/I A03a Ipemnapara MOXKET OBITh TOCTCIIEHHO

YBEJIMUYEHA 10 MAKCUMAJIBHOM CYyTOYHOM 10361 200 Mr.

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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200 mr B cyTtku (B 1 unu 2 npuema). [IpenapaT MoKeT IPUMEHSATHCSI COBMECTHO C INYPETUKOM,
JCUCTBYIOIIMM B IPOKCUMAIbHOM OTAEIE€ IOYEYHOro KaHaiubla. B 3ToM ciydae 103y
CHMPOHOJIAKTOHA CIIEAYET CKOPPEKTHUPOBATb.

Jleuenue msorcenrou XCH (xnacce -1V no knaccuguxauuu NYHA u dpakuus evibpoca neeo2o

arcenyoouxa <35%) 6 oononenue Kk CmanoapmHolu mepanuu

JUIs manueHToB C COJAEpKAHUEM Kallusl B CHIBOPOTKE KpOBH <5,0 MMOJIb/JI W KOHLIEHTpaIHen
KpEeaTHHHHA B CBIBOPOTKE KpoBH <220 MKMOJb/1 (<2,5 Mr/mi) Ha ¢oHE CTaHIAPTHOW Teparuu
HayvaJbHas J103a CIIMPOHOJIAKTOHA COCTaBJIseT 25 MI OJIMH pa3 B cyTku. [lanmenTtam ¢ xopoiuei
IIEPEHOCUMOCTBIO Mpernapara B 103€ 25 MI' B CyTKU IIPY HAJIMYUU KIMHUYECKUX MTOKa3aHUN 71032
CIIUPOHOJIAKTOHA MOXET ObITh yBenuueHa a0 50 Mr B cyTku. /I ManMeHTOB ¢ TUTOXOH
MEPEHOCUMOCTBIO TEPaNuy CHHUPOHOJAKTOHOM B J103€ 25 MI' B CYTKH WJIM TpPHU Pa3BUTUU
TUIEepKaIMEMUU J103a IIperapaTra MOXKeT ObITh CHIDKEeHa 70 25 mr 1 pa3 B 2 1HS.

Apmepuanvnasn cunepmen3us

PexoMenyemas HauanbHast 103a CIMPOHOJIAKTOHA ITPU OJTHOBPEMEHHOM IIPUMEHEHUH C APYTUMU
TUIMOTEH3UBHBIMU TIperaparaMu cocTaBisgeT 25 Mr B cyTku. Ecmu cnycrs 2-4 Hexenu
apTepualibHOE JaBIICHUE HE [OCTUraeT ILEJEBhIX 3HAYCHHM, 032 Mpenapara MOXET ObITh
yBenudeHa B 2 paza. [loxnepkuBaroias 103a CIUPOHOJAKTOHA cocTaBisieT oT 25 go 100 mr B
CYyTKU. YBEIUYCHHE CYTOYHOM J03bI CIIUPOHOJakTOHA Oojiee 100 Mr HEe MPUBOAUT K YCUIICHHUIO
AHTUTUIIEPTEH3UBHOTO ICHCTBUSI.

VY ManueHToB ¢ apTepuanbHON THIIEPTEH3UEN, IOy YarOIINX TPENapaThl, KOTOPHIE MOTYT BBI3BAaTh
pa3BUTHE TUIEPKATMEMUU (HallpUMeEp, MHITHMOUTOPHI aHTMOTEH3WHIIPEBpAIIAIOIIEro (pepMeHTa
(AII®) nnu antaroHuctsl peuentopo aHruorensuHa II (APA 1II)), no nHauana nmpumeHeHHS
CIIMPOHOJIAKTOHA CIEAYET OLICHUTh COAEP)KAHME Kallus U KpeaTMHHHA B CBIBOPOTKE KpoBu. He
cienyeT HasHaudaTh npernapaT CHMpPOHOJAKTOH IMALIUEHTaM, Yy KOTOPBIX COACpXKAHHE Kalus B
CBIBOPOTKE KPOBH IpeBbilIaeT 5,0 MMOIb/ U (WJIKM) KOHLEHTpAlKs KpeaTUHUHA B ChIBOPOTKE
KpoBH mpesbimaer 220 mMxMonb/n (2,5 mr/mn). B teuenne mepBbIX 3 MecsieB mocie Haydajia
npreMa CHUPOHOJIAKTOHA TpeOyeTcs 4YacThblii KOHTPOJb COJEpKaHWs Kalusg M KpeaTHHUHA B
KpPOBH.

Luppos neuenu, conposoicoarowuiicss acyumom u/uiu omexkamu

Ecimu cooTHOIIEHNE KOHIEHTpauu MoHoB Hartpus u kamus (Na'/K') B moue mpeswimaer 1,0,
pekoMeHIyemast 103a npenapara cocrasisier 100 mMr B cytku. Eciu cootnomenne Na'/K' B Moue
Menble 1,0, pekomeHnayemasi ao03a cnupoHonaktoHa coctasisger oT 200 qo 400 mMr B CyTKH.

[TonnepxuBaronas 103a A0KHA ONPEAECIATHCS MHANBUAYATBHO JIJISl KQXKJI0T0 NallUeHTa.
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Heppomuueckuii cunopom, conposoicoarowuti¢s omexda.

Pexomennyemas noza npenapara cocrasiseT oT 100 go 200 mr B cyTku. CIMpOHONAKTOH HE
06J1a£[aeT MMPOTHUBOBOCIIAIIMTCIIbHBIM I[CflCTBI/IGM M HE OKa3bIBacT BIWSHUS Ha OCHOBHOM
narojorudeckuii mpouecc. [IpuMeHenne npenapara peKOMEHIYeTCs TOIBKO B TEX CIy4asix, Korjaa
J€YCHUE OCHOBHOT'O 3a0O0JIEBaHMS, OTPAHMYEHHE ITIpHEMa JKUJIKOCTH M HATpUs, a TaKKe
NPUMEHEHHE APYTHX AUYPETHKOB HEJTOCTATOUHO Y(PPEKTHUBHBI.

Huaznocmuxa u neuenue nepguunoo eunepanboocmeponusma (cunopom Konna)

JHuacnocmuka:

1) InuTenbHBINA TECT: CIIMPOHOJIAKTOH Ha3HA4aroT B q03¢ 400 MI B CyTKH B Te€UeHHE 3—4 HEEIb.
IIpy nOCTMXKEHUM KOPpPEKLIMHM TUIOKAIMEMUM U apTepUalbHONM TUIEPTEH3UH, MOYKHO
IpeJIoiaraTb HaJIMurue NEPBUUHOTO TUIIEPATIBIOCTEPOHU3MA.

2) KopoTkuii TeCT: CIUPOHOJIAKTOH Ha3zHavatoT B fo03e 1o 400 mr B cyTku B TeueHue 4 nueid. [lpu
YBEIMYEHUHU COJEPKAHUS Kajdusi B ChIBOPOTKE KPOBUM BO BpeMs IpHeMa CIHPOHOJIAKTOHA U
CHI)KGHMHM  IIOCJi€  €ro  OTMEHbl, MOXXHO [peArnojaraTb  Hajlu4yhe  [EPBUYHOIO
TUIEPaIbJA0CTEPOHU3MA.

Jleuenue

[Ipy moAroTOBKE K XUPYPrUUECKOMY JICUEHUIO CIIMPOHOIAKTOH MPUMEHSIOT B Jo3ax oT 100 no
400 mr B CyTKH.

Ecin omnepauuss He 1oOKa3aHa, CHUPOHOJIAKTOH MOXKET MPUMEHATHCA MJIs  JUIUTEIbHON
MOJICP>KUBAOLIEH Tepanuy B HauMeHblel 3 pexTuBHOM 103€e. B 3TOM ciiyuae HayalbHYIO 103y
mpemnapara clieflyeT YMEHbIIAaTh Kaxple 14 aHel 1o AoCTHKeHHs] HauMeHbIel 3¢ GdeKTUBHON
n03bl. [Insl CHMDKEHHUS BBIPA)KEHHOCTH IMOOOYHBIX A(P(EKTOB MpH IJIUTEIBHOM MPUMEHEHUU
npenapat COUpOHOJAKTOH PEKOMEHAYETCS] IPUMEHATh B KOMOWHALIMY C IPYTUMH TNy PETUKAMHU.
T'unoxanuemus

Pexomennyemas nosa mpenapara cocrasisieT 25-100 mr B cyrku. CHHUPOHOJIAKTOH ClEAyeT
Ha3HayaTh TOJBKO B T€X CIIy4asx, KOI/Ia Apyrue crnocoObl KOPPEKIIUU COAEPKAaHUS KaJlis B KPOBU
(HampuMmep, TPUMEHEHHE TpernaparoB Kajaus WIM JPyruX KanuiicOeperaronmx CpeacTB)
He3(PPEKTUBHBI, MIIM UX TIPUMEHEHNE HEBO3MOKHO.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmul nodxcunozo éozpacma

Jleyenne mpenaparoM pPEKOMEHAYETCS HAYMHATh C HAMMEHBIIEH 103bl, C IMOCTEIEHHBIM €€
YBEIMUEHUEM JI0 JOCTHKEHHs MaKCUMalIbHOTO jkemaemoro 3¢ddexrta. Cnemyer coOmronarh
OCTOPOXKHOCTH Y MAllMEHTOB C HApyIIeHUEM (DYHKIIUU MOYEK JIETKOW M yMEPEHHOW CTETIeHU U C

HapylleHueM (YHKIMHM T€YeHH, KOTOpble MOTYT BIMSATH Ha METa0O0JM3M M JKCKPEIHIo
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IPUHUMATh BO BHUMAaHHUE PUCK Pa3BUTHS runepkaineMuu (cm. paszaen 4.4.).

eTH
s neteit crapiie 3 JieT Ha4albHAS J03a CIMPOHOJAKTOHA COCTABIsET 1—3 MI/KT Macchl Tena B
cyTku (B 2—4 nipuema). [Ipu npoBeaeHUN MOAAECPKUBAIOIICH TEPAITMK WIH IIPH OJTHOBPEMEHHOM
NPUMEHEHUN C JPYTUMHU JIUYPETUKAMU 7032 CIHUPOHOJIAKTOHA JIOJDKHA OBITh CHIDKEHA JI0
1—2 Mr/KT Macchl Tenia B CYyTKH.
[Ipn mpumeHeHun y AeTe 10 3 JIeT MOXHO HCIOJIb30BaTh CYCHEH3UI0. [ MpUTOTOBICHUS
CyCTEH3HUH, TAOJETKH CJeAyeT M3MEIbYUTh U CMEIIaTh C JKUJIKOCThIO MJIM KalluieoOpasHOu
numed. CycrneH3uio clielyeT UCI0JIb30BaTh HEMEIJIEHHO, CPa3y MOCIE MPUTOTOBIICHHUS.

Cnooco0 nnpuMeHeHus

BuyTtps, mocie enpl. [lpuem cyTOYHOW 03Bl WIIM MEPBOW YAacTH CYTOYHOW JIO3bI Iperapara
PEKOMEHIYETCSL yTPOM.

4.3. lIlpoTuBONOKA3aAHUS

o 'umepuyBCTBUTENHHOCT, K CIHPOHOJAKTOHY WM K JIFOOOMY M3 BCIIOMOTAaTEIbHBIX

BELIECTB, [IEPEUNCIIEHHBIX B pa3zene 6.1;

° bonesur Annmcona;
. [M'unepkanuemusi, TMIIOHATPUEMUS,
. Tspkenas modedHast HEIOCTATOYHOCTH (CKOPOCTh Kiry0oukoBo# (unbTparnuu (CKD) menee

10 mi/mun/1,73M?%), ocTpast HoyeuHas HeOCTATOYHOCTb, aHypus;
. XCH npu CK® <30 ma/mun/1,73 M> ¥ (M1M) KOHIEHTpALMH KPEATUHHHA B CHIBOPOTKE

KpoBu 6oiiee 220 MkMonb/1 (>2,5 mr/mn);

o CoBMeCTHOE TIPpUMEHEHHE C JIUIEPCHOHOM WM JPYTHMH KajauiicOeperaonmmMu
JNYpPETUKAMU;
. bepemMeHnHOCTD, TIEpHO/ TPYIHOTO BCKapMITMBaHUS (CM. pasien 4.6).

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

['nepkanpryieMus; MeTaboIMYeCKUN alln03; aTPHOBEHTPUKYJIIsIpHas OJ0Kaaa (TUIepKaIueMus
CHOCOOCTBYET €€ YCHJIEHHUIO); IIOYeYHas HEJOCTaTOYHOCTh; AuabeTndeckas Hedpomartus;
caxapHbli aualeT (y MalKMEHTOB C MOATBEPXKIECHHOW WJIM TMOJO3PEHHEM Ha XPOHUYECKYIO
MOYEYHYIO HEJOCTATOYHOCTh); OJHOBPEMEHHBIN MPUEM JIEKAPCTBEHHBIX CPEACTB, BHI3BIBAIOIINX
TUMEPKAIMEMHUIO; MECTHas W o0mas aHecTe3Ws; IOXKWJIOH  BO3pacT; IEeYeHOYHas

HEAOCTAaTOYHOCTh, HUPPO3 IICUCHU, HOp(pI/IpI/IH.
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BoHO-31E€KTPOJINTHEIC HAPYIIICHHS

[Tpy mpruMeHEHNH CIMPOHOJAKTOHA Y MAIlEHTOB C HAPYIIECHUSIMUA (QYHKIUHU MOYEK U TEYCHH, a
TaKKe y MalMeHTOB IOXWJIOrO0 BO3pacTa, HEOOXOAUM PETYJSPHBIM KOHTPOJb IOKa3aTeseu
3JIEKTPOJIUTOB CHIBOPOTKU KPOBU M (DYHKIIMH ITOYEK.

C 0co00if OCTOPOKHOCTBIO CJEIYeT MPUMEHATh CIHUPOHOJAKTOH Yy IALMEHTOB, OCHOBHOE
3a00JIeBaHNEe KOTOPBIX MOKET IMPOBOIMPOBATH PA3BUTHE AIlH/103a /WM TUTIEPKATUEMUH (B T.4. Y
NAIMEeHTOB ¢ JAuabeTHdeckoil HedpomaThed, KOTOpble MMEIOT MOBBIIICHHBIA PUCK pPa3BUTHUS
TUTICPKATTUEMHUH ).

OnHOBpeMEHHOE  NPUMEHEHHME  CIIMPOHOJNIAKTOHA € IpernapaTamMH,  BbI3bIBAIOIIUMU
THIIEPKAIMEMUIO (HarpuMep, Ipyrue Kanuiicoeperamoonme 1nypeTuki, nHruoutopsl AIID, APA
II, ©10KaTopel aNbIOCTEPOHA, TEMApWH, HU3KOMOJEKYJSPHBIM TremapuH, HpenapaThl Kaiusd,
Ooraras KajJueMm JueTa, ynorpediieHue Kaauicoaepalux 3aMeHUTeN e COIM), MOXKET IPUBECTH
K Pa3BUTHUIO TSDKEJION TMIEPKAIINEMUN.

[ToMuMO runepkanueMun, ClIPOHOJIAKTOH MOYKET BbI3bIBATh TMIIOHATPUEMUIO, THIIOMATHUEMHUIO,
TUIOKAJIBLIUEMUIO, TUIIOXJIOPEMUYECKHH aJIKajI03 U TUIEPTIINKEMHUIO.

[Ipy nmpuMeHEHUHM CIHMPOHOJAKTOHA MOKET BO3HHKHYTh O€CCUMITOMHAsI TUIEPYpUKEMUS, U —
pelKo — 000CTpEeHHE MOIarphl.

[TpyeM COMpPOHOJIAKTOHA MOKET BBI3BaThb TPAH3UTOPHOE IOBBILICHHE a30Ta MOYEBHUHBI KPOBH,
0co0eHHO Ha (poHEe UMEIOIEerocsl HapyIIeHUs ()YHKIIMU TOYEK.

Cnenyer mnepuoiMYECKH KOHTPOJIMPOBATH COJEP)KAHUE DSJIEKTPOJIUTOB B CBHIBOPOTKE KpOBH,
MOUEBOI KUCIIOTHI U TIIOKO3bI B KPOBH.

I'unepkanuemus v nammenatoB ¢ XCH

V¥ nanmentoB ¢ XCH II-1V knacca no knaccudukanuu NYHA runepkanuemust MOKeT IPUBECTH
K cMepTenbHOMY ucxony. Kpurnuecku BakHO KOHTPOJIMPOBATh M KOPPEKTUPOBATH COJEPKaHUE
KaJIUsl y MalMeHTOB C TSKEJION CepJIeYHON HEeIOCTaTOYHOCTHIO, MOMYUYaAIOUIUX CIIUPOHOJIAKTOH.
He caenyer npuMeHsTh penapar COBMECTHO C APYTUMH KaluiicOeperaiomumMu JuypeTukaMu. Y
NAlMEeHTOB C COJIEP’KaHMEM Kallis B ChIBOPOTKE KPOBH BbIIIE 3,5 MMOJIB/J MPOTHBOIIOKAa3aHO
IpPUMEHEHUE NpenapaToB Kainus. PekomeHayemas yacToTa MOHUTOPUHIA COJEP)KAaHUS Kalus U
KpeaTUHUHA — 4Yepe3 HEeAENI0 II0Clie Hadaja IpHeMa Ipernapara WIM YBEJIUYEHHs 03Bl
CIIMPOHOJIAKTOHA, €)KEMECAYHO B TEUEHHE NEPBBIX 3 MECSALEB, 3aTEM €KEKBApPTAJIBLHO B TEUEHUE
rojia, mocje 4ero Kaxzable 6 mecsueB. [Ipu copepikaHUM Kajlus B CHIBOPOTKE KPOBU OOJIblIIe
5 MMoIIb/1 uiu KpeatuHuHa Oosbie 350 MKMOJIb/T (4 MI/ai) ciaeayeT BpeMEHHO MITH MTOJTHOCTHIO

MPEKPATUTh IPUEM CIUPOHOJAKTOHA (CM. pazjen 4.2).
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I'nuepxiaopeMudecKrii MeTa0OJIHYECKHUI aIUIO!

CrupoHOJIaKTOH MOKET BbI3BaTh OOPATUMBIN THIIEPXIOPEMUYECKUNA METAO0OIMYECKHA anuaos,
OOBIYHO B COYETAHUU C TMIIEPKATUEMHEN, y HEKOTOPBIX MALMEHTOB C JEKOMIIEHCUPOBAHHBIM
LUPPO30M I€YEHHU, JaXe IpU HAIUYUM HOpMaibHON (yHKiuu nouek. Ciemyer coOnronaTh
OCTOPOXKHOCTh TP TNPUMEHEHUM IIpernapara y IIalUEHTOB C OCTPBIMH WM TSKEIBIMU
HapymeHUsIMU (QYHKIIMY TIEUYSHH, TaK KaK MHTEHCHBHAs MOYETOHHAsI TEPAIsl MOXKET IIPUBECTU K
Pa3BUTHIO MIEYEHOYHON HHIIe(ATONATHH.

I'uHekoMacTus

CHOupoHOIAKTOH MOXET BbI3BaTh I'MHEKOMacTui. B knmHuueckom uccinenoBanuum RALES y
nanueHToB ¢ XCH, mosyyaBIIuX CIMPOHOJIAKTOH B CpeaHEl 103e 26 MI' OJUH pa3 B CYTKH,
npuMmepHo y 10% MyX4MH pa3BuiIach TMHEKOMAacTHs. PHUCK T'MHEKOMAacTHHM yBEJIMYUBAETCS
IIPONOPLMOHAIIBHO J03€; BPEMs OT Hayalla JIEYECHHUs 10 MOSIBICHUS THHEKOMACTHUH BapbUPYET OT
1-2 mecsueB no 6Goinee yeM oaHOro rojga. I'mHekomactusi oObIYHO oOpaThMa HpU OTMEHE
npemnapara.
IIpouee
VY nauueHToB ¢ nopdupuel CIUPOHOJAKTOH CIEAyeT MPUMEHATh C 0COOO0H OCTOPOKHOCTHIO,
IIOCKOJIbKY MHOTHE Ipernaparbl CTEPOUJHOM CTPYKTYypbl MOTYT INPOBOLMPOBATH OOOCTpEHHE
nophupuu.
Bo Bpems mpuema CipOHOIAKTOHA 3aIlPENaeTcsl yoTpeOIeHNE alTKOT OJIs.

eTH
KanuiicOeperaromiye 1nypeTHKH CleIyeT ¢ OCTOPOKHOCTBIO IPUMEHSATH y A€Tel ¢ apTepralbHON
TUIIEPTEH3UEH W JIETKOM IIOYEYHOW HEJOCTATOYHOCTBID B CBS3W C PHCKOM Pa3BUTHUSA
TUIEpKaTUEMUH.

BcnoMorarenbHEIE BEIIECTBA

Jlakxmosa

[Ipemapar coxpepxut nakrto3y. IlammeHTam ¢ peako BCTPEYAIOLICHCS HACIEACTBEHHOMN
HENEPEHOCUMOCTBIO TaJlaKTO3bl, ACPUIMTOM JIaKTa3bl JIoMaped WM TII0K030-TalaKTO3HON
MasibabcopO1el He ciaelyeT NPUHUMATh 3TOT Mpernapar.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MNpenaparaMH H JApyrue BHIbI
B3aMMO/AEHCTBUA

OnHOBpEMEHHBIM NPUEM CIMPOHOJIAKTOHA C JPYTMMH KaluiicOeperaroluMy JIUypPEeTHKAMH,
unruouropamu AIlD, APA II, GnokaTtopamu anbIOCTEpOHa, IMpernaparaMu Kajlus, a TaKxke
coluroieHre 6oraToi KajqueM AUETHI, UK YIOoTpeOIeHne KaluiicoepKalluxX 3aMeHUTeNe comu,

MOXET IMPUBCCTHU K Pa3BUTUIO TSDKEIION THIICPKAITUEMHHU.
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QIBJJOCTEPOHA B KOMOMHAIMM CO  CIHPOHOJNAKTOHOM. OJIHOBpEMEHHOE NpPUMEHEHHE
CIHPOHOJIAKTOHA C  JIUIEPEHOHOM W  JIPYTHMH  KaIMHCOEperaromuMu  TUypeTHUKaMU
MIPOTHBOIIOKa3aHo (cM. pasnen 4.3).

IToMHMO JIEKapCTBEHHBIX CPEICTB, JOCTOBEPHO BBI3BIBAIOIIMX THIIEPKATMEMHIO, OJHOBPEMEHHOE
NPUMECHEHHEe  KOMOWHAIIMM  TPUMETONPHUM/CyiIbdaMeTokca3on  (KO-TpUMOKCa3ojia)  Co
CIIUPOHOJIAKTOHOM MO’KET IIPUBECTU K KIIMHUYECKH 3HAUUMOM TUIIEPKATUEMUN.
OnHOBpeMEHHBIN IPUEM JPYTHX JUYPETUKOB: YCHUICHHE AUYpPE3a.

MMMyHOOEIpecCanTsl, LUKIOCIOPUH M TAaKPOJIMMYC MOTYT IOBBIIIATh PUCK Pa3BUTHUSA
TUIIEPKAJIMEMHUH, BBI3BIBAEMOM CIIUPOHOJIAKTOHOM.

Konecrupamus, aMMOHHS XJIOpPUJ MOTYT TAaK)K€ NOBBILIATH PUCK PA3BUTHUS MIEPKATUEMHUHN U
THIIEPXIOPEMUYECKOI0 METAO0IMYECKOT0 allu103a.

TpunuKINYECKHE aHTUACTIPECCAHTHI U aHTUIICUXOTUKU MOTYT YCUIMBAaTh aHTUTUIIEPTEH3UBHBIN
3¢ (deKT CIUPOHOIAKTOHA.

I'MnoTeH3uBHBIE CPEACTBA: CIUPOHOJAKTOH IOTEHIUPYET AEUCTBUE TMIIOTEH3UBHBIX IIPENapaTos.,
7103y KOTOPBIX IPU OJHOBPEMEHHOM IIPHEME CO CIUPOHOIAKTOHOM, BO3MOXKHO, MOTpedyeTcs
CHHM3HUTb U KOPPEKTUPOBATh B JIAJIbHEHIIIEM, B Cllyyae HE0OX0UMOCTH. [10CKOIbKY MUHTHOUTOPHI
ATI® camxaroT BRIpabOTKY albI0CTEPOHA, HE CIIEYET UCTIOI30BATh MPENapaThl JaHHOK IPYTIITEI
COBMECTHO CO CIHPOHOJAKTOHOM Ha TIIOCTOSHHOH OCHOBE, OCOOCHHO Yy TAIMEeHTOB C
YCTAHOBJICHHBIM HapyIIeHUEM (DyHKIUH MTOYEK.

OnHOBpEeMEHHBIN TPUEM C HUTPOTIULEPUHOM, MHBIMU HUTPATaMU UJIH Ba30AWJIaTaTOPAMH MOKET
YCUJINBATh aHTUTUIIEPTEH3UBHBIN 3()()EKT CIUPOHOJIAKTOHA.

Ankoronb, 6apOUTYypaThl WM HAPKOTUYECKUE MpenapaThl MOTYT MMOTEHIIMPOBATh CBA3AHHYIO CO
CIIUPOHOJIAKTOHOM OPTOCTATHYECKYIO THIIOTEH3HIO.

[TpeccopHble aMuHBl (HOPIMUHEPPUH): CIUPOHOIAKTOH CHHUXKAET COCYIUCTBIE pEeakIUH Ha
HopanuHePpuH. [1o 3TOM MpUUMHE cieayeT coOIIoAaTh OCTOPOKHOCTD ITPH MTPOBEACHUN MECTHON
WM 001el aHECTE3UH Y MALIUEHTOB, IPUHUMAIOIIUX CIIMPOHOIAKTOH.

Hecrepounnsie npotuBoBocnanutensHblie npenapats! (HIIBII): y HeKOTOpBIX NalMeHTOB NpUeM
HIIBII MoxeT cHUXaTh ANYyPEeTHUECKUI, HATPUIlypeTHUeCKUI 1 aHTUTUIIEPTEH3UBHBIN 3 (HeKThI
NETJIEBBIX, KaNIHUiicOeperaonmx U THa3UAHbIX AnypeTukoB. OHoBpeMenHoe npumenenne HIIBIT
(HampuMmep, aleTUJICATMIMIOBON KHCIOTHI, WHAOMETalMHa U Me(pEeHaMOBOM KHUCIIOTHI) C
KajuiicOeperaonyMy JUyPeTHKAaMH MOKET MPHUBECTH K Pa3BUTHIO TSKEJOW THIIEPKAINEMHH.
Taxkum obpazom, pu oJHOBpeMEeHHOM IpueMe crniupononaktona ¢ HIIBII caenyer TmaTtensHO
KOHTPOJIUPOBAaTh COCTOSIHME TMallM€HTa Ha TpPeIMeT JIOCTHXKEHHUs KejlaeMoro s¢dekrta

MOUYETrOHHOTO Mpenapara.
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CKOpOCTb BBIBEJICHUS AJIEKTPOJIHUTOB, B YACTHOCTH, MOKET HAOIIOaThCsl THUITOKAIUEMHSL.
JIUTOKCHH: CIIUPOHOJIAKTOH MOKET YBEJIMYUBATH MIEPUO/I TIOTYBBIBEICHUS IUTOKCHHA, YTO MOXKET
IPUBECTH K YBEIMYEHHUIO KOHLEHTpAIMM JUIOKCHMHA B CHIBOPOTKE KPOBM M, KaK CJIEICTBHE,
YCUJICHHUIO €r0 TOKCUYHOCTHU. [Ipu npueme cMpoHOIAaKTOHA, MOXKET MOTPEOOBATHCS CHUKEHUE
n03pl  aurokcuHa. Crenyer TIIATENBHO KOHTPOJIMPOBaTh COCTOSIHUE IALUEHTa  JAJIs
IIPEIOTBPALEHUS IEPEA03UPOBKU JUTOKCUHOM MJIM HEJOCTATOUYHOM IUTUTAIN3ALUU.

Bnusuue npenapata Ha pe3yibTaThl Ja0OpaTOPHBIX HCCIENIOBaHMN: B JIUTEpAType OMHUCAHO
HECKOJIbKO CJIy4aeB BIMSHMS CHUPOHOJIAKTOHA MM €ro MeTaboJIMTOB Ha II0Ka3aTellb
KOHLEHTpAllUU JAUTOKCUHA, ONPEIEICHHBI METOJOM paJMOMMMYHHOIO aHanu3a. Kimnnnueckas
3HAYUMOCTb JAHHOT'O B3aUMOJIEHCTBUS IOKA HESACHA.

[Tpu QayopumeTpuyeckoM aHaau3e, CIMPOHOJAKTOH MOXXET BIMATH Ha pe3yJbTaT aHaIN3a
COJepXKAHUS COEAMHEHUH C aHaJOrMYHBIMH IapaMeTpaMu (iayopecueHIMH (Hampumep,
KOPTH30J1, dSITUHEPHH).

AHTUNIUPUH: CIIUPOHOJIAKTOH YCKOPSIET META00IN3M aHTUIIMPUHA.

[IpenapaTbl JUTHS: Kak MpaBWIO, INpernaparbl JIUTUS HE CleNyeT NPUMEHSITb COBMECTHO C
IUypeTukaMu. JIMypeTUKU CHUO)KAIOT MOYEUHbIN KIMPEHC JMTUS U MOBBIIAIOT PUCK Pa3BUTUSA
TOKCHUYECKUX IPPEKTOB MPENapaToB JTUTHUS.

KapOeHOKCOIOH MOKET BBI3BIBAThH 33JIPKKY HATpUsl B OpraHU3ME U, KaK CJIEJICTBHE, CHIDKATh
3¢ ¢peKTUBHOCTh  cOMpoHosakToHAa. Cneayer wu30eratb  OJAHOBPEMEHHOIO  IPUMEHEHMS
KapOEHOKCOJIOHA U CIIMPOHOJIAKTOHA.

KapbamazenuH: nipu OJTHOBPEMEHHOM NPUMEHEHHH C ITUYPETHKAMHU TIperapaT MOXKET BBI3BATh
KJIMHAYECKH 3HAYNMYIO THTIOHATPUEMHIO.

['enaprH, HU3KOMOJIEKYJISIPHBIM T'elapvH: OJHOBPEMEHHOE MPUMEHEHHE CO CIIUPOHOJIAKTOHOM
MOYKET MIPUBECTH K TXKEJION rUIepKaIueMHH.

[IpousBogHBIE KyMapuHa: CIMPOHOJAKTOH CHMIKaeT dS(O(PEKTUBHOCTh JaHHOM TIpyHIbl
IpernapaToB.

CHupoHOJAaKTOH MOXKET YCWIMBATh JEUCTBHE AaHAJIOrOB TOHAJOTPONUH-PHIIM3UHI-TOPMOHA
(I'aPT): TpunTopenuna, 6ycepenrHa, FrOHaAOPEIHHA.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

CrupoHOJaKTOH 00J1a1aeT aHTUAHJIPOTeHHBIM 3P QeKToM y denoBeka. CIUPOHOIAKTOH U €ro
MeTa0OoJIUThl MPOHUKAIOT Yepe3 IUlaleHTapHbI Oapbep. [IpuMeHeHMe CIUpOHOJAKTOHA MpHU

6epeMeHHocm IMPOTHUBOIIOKA3aHO.
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JlakTamus

MeTabonuThl CIHUPOHONIAKTOHA MPOHHUKAIOT B TPYAHOE MOJIOKO. B ciydae HeoOxomumocTu
MPUMEHEHHUS CIUPOHOJIAKTOHA CJIEyeT NpepBaTh IPYyAHOEC BCKAPMIIMBAHHME M MCIOJIb30BATh
JIPYTO#l crIoco0 KOpMIICHUS peOeHKa.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHNu3MaMu

Y HEKOTOpBhIX MNaIMEHTOB HAOIIOJAINCh COHJIMBOCTH U TOJIOBOKPYKEHHE MPHU MPUMEHEHUU
CIUPOHOJIAKTOHA. B HayalbHOM MepHOJe JICUCHHUs 3alpeliacTcsl yNpaBisiTh TPAHCHOPTHBIMU
CPEICTBAMHU U 3aHMMATHCS BHJIAMHU JESATEIILHOCTH, TPEOYIOUIMMHU MOBBIIICHHON KOHIEHTPALUU
BHUMaHUs ©  OBICTPOTHI  TNICUXOMOTOPHBIX  peakuuid. JIMTeThbHOCTh  OrpaHUYCHUIN
YCTaHABIMBAETCA B MHAUBUAYATLHOM MOPSIJIKE.

4.8. HexkennaTeibHbIE peakunu

Pesrome mpoduisg 6e3onacHoOCTH

HexxenarenbHble peaknuu, HanboJee dYacTo, OOYCIOBICHBI KOHKYPEHTHBIM aHTarOHH3MOM
CIIUPOHOJIAKTOHA B OTHOIIEHUHU aJbJ0CTEPOHA (YTO MPUBOAUT K YCUIICHHUIO SKCKPELIMH Kalus), a
TaKk)Ke aHTUAHAPOTeHHBIM 3¢ (deKkToM crnupoHonakToHa. OOBIYHO MOCIE MPEKpallleHus mpruemMa
CIIUPOHOJIAKTOHA, HeXelaTenbHbIe YPPEKTH HCUE3aOT.

Tabauunoe PE3IOME HEXKENATCIILHBIX PEaKIINA

HexenarenpHble peakuu MPEICTABICHBI B COOTBETCTBUU C CHCTEMHO-OPTaHHBIMH KJIaccaMu
COIJIACHO MEJHMIIMHCKOMY CJIOBapIO Ui HOPMAaTHBHO-TpaBoBoM nestenbHocTH (MedDRA) u ¢
yKa3aHHeM YacTOThl BOZHUKHOBEHUs: oueHb YacTo (>1/10); wacto (>1/100, HO <1/10); HeuacTo
(>1/1000, O <1/100); penko (=1/10000, mo <1/1000); ouenp peaxo (<1/10000), wacrora

HCHU3BCCTHA (Ha OCHOBAHUH UMCHOIIMNXCA NJAaHHBIX OLICHHUTDH HGBOSMO)KHO).

CucreMHO-OpraHHbIil KJace
cornacno MedDRA Hacrora He:xenarejbHble peaknuu
Hapymenust co ctoponsl kpoBu | OueHb penko TpomOouuTONEHNS, arpaHyI0LHUTO3,
1 TUM(paTHYECKON CUCTEMBI 503UHOGUINS
Hapy1enus co ctopoHbl Penko I'mnepuyBCTBUTENBHOCTD
VMMYHHOH CHCTEMBI
OHJIOKpUHHBIE HAPYLIECHUS Ouensb penko I'upcytnsm
Hapymenus mertabonnsma u Ouenb yacTo T'unepkanuemus’
NMATaHUSA Yacto T'unepkanuemus’
Penko ['mnonarpuemusi, neruaparanus,
nopdupus

10
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HEN3BECTHA
[Tcuxuueckue HapyLICHUS Heuacro CryTaHHOCTbH CO3HAHUS
Hapyienus co ctopoHbl Heuacto COHIMBOCTH>, TONOBHAS GO
HEPBHOM CHUCTEMBI Ouensb peako [Tapanuu, nmaparuterus
Hapymenust co croponsl cepana | OdeHp yacto Apurmunu®
Hapymenust co ctopoHnsl Ouensb peako Backynur
COCYJIOB YacroTa BripaxxeHHOE CHM)KEHHE
HEN3BECTHA apTepUaIIbLHOTO JaBJICHUS
Hapyienus co ctopoHbl Ouensb penko W3meHeHne TOHAIIBHOCTH TOJI0ca
JbIXaTEIbHON CUCTEMBI,
OpraHOB I'PYyAHOU KJIETKU U
CpPEAOCTEHUS
Kenynouno-kuiieuHbie Yacto TomHoTa, pBOTa
HapyILIEeHUs
Penxo lNactpur, s3Ba, xKenyn04HOE
KpOBOTEUYEHHE, OOJIb B )KENyIKe,
apest
Hapyiienus co ctopoHbl Ouensb penko I'enatut
MEYEHU U HKEITYEBBIBOISIINX
yTen
Hapyiienust co cTopoHbI KOXH Penko KosHas cbinb, KpanuBHHIIA
U TIOAKOKHBIX TKaHEH OueHb peako Anorenusi, oK3eMa, KOJIbLIEBUIHAS
IpUTEMA, BOJTYAHOUYHOIIOA00HBIE
W3MEHEHUS KOXKHU
Yacrora Byie3Hblii nempurons’
HEHU3BECTHA
Hapymenust co ctopoHnbl OueHb peako Ocreomansius
MBIIIICYHOHN, CKEJIETHOM 1
COEAMHUTEIIBHON TKaHU
Hapymenunst co croponsl nouek | O4eHb peagko Octpas noueyHast HEZJOCTATOYHOCTh
Y MOYEBBIBOJIAIINX MTyTEH
Hapymenust co ctopoHbl OueHb YacTo CHmkeHne TMOuI0, YPEKTUIIHHAS
PENpOTyKTUBHOM CUCTEMBI U nucyHKIMS, THHEKOMACTHS (Y

11
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xene3, 001b B rpyau (Y My»K4uH),
yBEJINYEHHUE MOJIOYHBIX JKelle3,

HapyHICHUA MCHCTPYaAJIbHOI'O IMKJIa

(Y KEHILUH)
Yacto Becmoaue®
OO6mue HapymieHus u peakuuu | Hewacto AcTeHusl, yCTanocTb
B MECTE BBEICHUS
JIaGoparopHsbie U Ouenb penko IloBbIIEHNE KOHLIEHTpALUU
MHCTPYMEHTAJIbHbIE JaHHbIE MOYEBHHBI B CBIBOPOTKE KPOBH,

TOBBIIICHNEC KOHICHTPAIUN

Kp€aTHHHHA B CbIBOPOTKEC KPOBU

Yacrora [ToBbIIEHME COnEPKAHMS
HEU3BECTHA [JIMKO3UIMPOBAHHOTO TeMOITIO0NHA
(HbAlc)

! — y manueHTOB ¢ MOYEUYHOH HeJOCTATOUHOCTHIO U Y TIALMEHTOB, OAHOBPEMEHHO IOJTyYaONIUX
npenaparsl Kanus;

2 — y NOXWIBIX MAllMEHTOB, INIPH CaxapHOM jauabeTe M y MAlMEHTOB, OJHOBPEMEHHO
NpUHUMAIOIUX UHrHOuTOpHl AIID;

3 — y NaIlMEHTOB C IUPPO3OM MEUEHH;

# — y MaIMenTOoB ¢ MOYEYHOH HEJOCTATOUHOCTBIO U Y TIALMEHTOB, TIOJTyJarOIIHX MIPEeHapaThl Kalus
OJHOBPEMEHHO CO CIIMPOHOJIAKTOHOM;

S KakK IpaBuiIo, IMpu JJIUTCIbHOM IIPUMCHCHUU

® — npu npuMeHeHUM Npenapara B BRICOKHX 103aX (450 Mr/cyT).

COO6H.ICHI/IC 0 TOAO03PECBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 o/103peBaeMbIX HeXKETATEIbHBIX PEAKIUAX IMOCTIE PErUCTPAIINH Mpernapara ¢
HEIbI0 O0OECTIEUYEeHHs] HENMPEPhHIBHOIO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Tpemnapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYeTCs COOOIaTh O JFOOBIX
MOJI03PEBACMBIX HEXKENATeIbHBIX PEaKIUIX JIGKAPCTBEHHOTO IMpernapara uepe3 HalMOHAIbHbBIE
CUCTEMBI COOOINECHUS O HEXKEIATeNbHBIX PEAKIUAX TOCYAapCTB — UICHOB EBpasmiickoro
SKOHOMHYECKOTO COI03a.
Poccuiickas ®edepayus
®denepanibHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUs
Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAab, 1. 4, cTp. 1

12
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Tenedpon: +7 800 550 99 03 (MOCNEAOBATENLHOCTL 0002)

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

CaiiT B uH(OpPMAIIMOHHO-TEJICKOMMYHUKALIMOHHOM ceTH «IHTepHET»:
https://www.roszdravnadzor.gov.ru/

Pecnybnuxa benapyco

PecnyOnukanckoe  yHurapHoe —npeanpusitue «lLleHTp dKcmepTH3 M UCHBITAaHUH B
3/IpaBOOXPAaHEHHUM»

Anpec: 220037, r. Munck, nep. ToBapuiieckuii, 2a

Tenedon: +375-17-242-00-29

OnexTpoHHas noyra: repl@rceth.by

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «VHTepHeT»: https://www.rceth.by/
4.9. llepeno3upoBka

CuMOTOMBI

COHIIMBOCTB, CIyTAHHOCTH CO3HAHHS, TOLIHOTA, PBOTA, TOJIOBOKPYKEHHE, AHMapes, KOXKHas
MaKyJIonamnyJje3Hasl WM JPUTEeMaTo3Hasl ChIllb. Peke MOKET BO3HHMKATH THIEPKATUEMHS U
TUIIOHATPUEMHUSI, OCOOCHHO Y MAllMeHTOB C MOYEYHON HEJOCTaTOYHOCTHIO, y TMAalUEHTOB C
TSDKEJBIMU 3200JI€BaHUSIMH TIE€YEHU, IEPEI03UPOBKA MOXKET MPUBECTHU K IEUEHOUYHOI KOME.
Jleuenue

Criermudraeckuii aHTHIOT OTCYTCTBYET. [[poBOUTCS MPOMBIBaHKE JKEITy 1K, CHMITOMATHYECKOE
JieYeHUe JIeruapaTaluy, KOPPEeKIusl apTepuaIbHOW TUIIOTEH3UH U BOCCTAHOBJIEHHUE KHCIOTHO-
mIeJ0YHOro paBHoBecus. Ilpu rumepkaiuemMun HeoOXOAMMO HOPMalIM30BaTh BOJHO-
AIIEKTPOIUTHBIA OOMEH C TIOMOIIHIO KATMUBBIBOISAIINX TUYPETUKOB, OBICTPOTO TTAPEHTEPATHHOTO

BBCICHHA paCcTBOPA JCKCTPO3bl C MHCYJIMHOM. B msoxensix ClIydasx mpoBOAAT réMOoaAnains.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

®dapmakoTepaneBTUUYECKass TPyIIa: JUYPETUKH; AaHTaroOHUCTHI albJIOCTEpOHA H JIpyTue
Kanuiicoeperaroliue cpeJicTBa; aHTarOHUCTHI aJIbJ0CTEPOHA.

Kox ATX: CO3DAO1

MexaHn3M IeiCTBUS

CnupoHONAKTOH SIBISETCS KajiuiicOeperaroumm AUYPETUKOM MPOJOHTHPOBAHHOTO JIEHCTBUS,
KOHKYPEHTHBIM aHTaroHHUCTOM aJIbJJOCTEPOHA (MHHEPAIOKOPTUKOCTEPOUAHBIH TOPMOH KOpPBI
HA/IMOYEYHUKOB). B AMCTaNbHBIX OT/AENax KaHajblla CHMPOHOJIAKTOH MPEMSATCTBYET 3aJlepiKKe

aJIbJ0CTEPOHOM HATPHS U BOJBI U MTOAABIISET KaTUHBBIBOISIINKN 3P PEeKT ampaocTepoHa.
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BOJbI C MO‘IOI>'I, YMCHBIIACT BHIBCACHNEC NOHOB KaJIMA U MOUYCBUHBI, CHUKACT KUCIIOTHOCTH MOYH.
Benencreue auyperndeckoro 3Qexra CIUPOHOJAKTOH CHIDKACT apTepHAbHOE JABJICHHE M
OKa3bIBaCT aHTUTUIIEPTEH3UBHOE JICHCTBHE.

Kiuanueckas 3¢ dekTHBHOCTE U 0€30I1aCHOCTE

PanpomusupoBanHoe uccinenoBanue npumeHeHus: anpaakroHa (RALES) — nBoiiHoe cienoe
MHOTOIICHTPOBOE HCCJICIOBAaHUE, NPOBEIACHHOE ¢ ydacTueM 1663 mamueHToB ¢ (pakuueit
BeIOpOCca He 6onee 35%, ¢ yCTaHOBICHHOM B TEUEHHE 6 MECSIIEB /10 BKIIOUEHHS B UCCIIEOBAHUE
cepaeuHoi HemocTaTouHOCThIO IV Kitacca no kinaccudukaiuu NYHA, Ha MOMEHT paHaoMH3aIuu
MMEIIINX cepAeuHyr0 HenocrarouHocTh [II-IV kiacca. Bece manueHTsl npuHUManu MeTiieBble
muypetukd, 97% mnauueHtoB mnpuHuManu uHruoutop AIID, 78% mnanueHToB NpuUHUMAIU
JTUTOKCHH (Ha MOMEHT MPOBEACHUS HCCIe0BaHUs OeTa-aIpeHO0I0KATOPbl HE UMENH IIHPOKOTO
pactipoctpanenusi, Tojibko 15% mnarueHToB monydanu Oera-aapeHoOrokaTopsl). [lanueHTsr,
MMEBIINE UCXOHOE MOBBINICHIE KOHIICHTPAIIH KPEaTHHUHA B CBIBOPOTKE KPOBH OoJiee 2,5 Mr/ i
WIM TIOBBIIIEHHE HCXOJHOTO COJEP)KaHWs Kalus B CHIBOPOTKE KpoBU Oomee 5,0 MOKB/I, HE
BKJIIOUAIMCh B HCCleN0oBaHUE. TakyKe M3 UCCIEJOBAHMS HUCKIIOYAIHCH MAlUEHThI, Y KOTOPBIX
PErUCTPUPOBATIOCH MOBBIIIEHUE COJIEPKAHUS Kausl B CBIBOPOTKE KPOBU Ha 25% 10 CpaBHEHHIO C
UCXOJHBIM IIOKA3aTEJIEM.

[TarueHTH paHIOMU3UPOBAIICH B COOTHOILIEHUH 1:1 B Irpymimy COMpOHOJIAKTOHA 25 M OJIUH pa3
B CYTKHM, WIM B TpyIIy, MOJYyYarollyl0 COOTBETCTByMoIlee muanedo. [lanmuentram, xopoiio
MEePEHOCHUBIIINM TIpenapar B /03¢ 25 Mr/cyT, M0 KIMHUYECKHM IOKa3aHUsM JI03y Iperapara
yBenuuuBaiu A0 50 mr/cyt. [laniuentam, He MEPEHOCUBIIUM Mpenapar B j03€ 25 Mr/cyT, 103y
CIIUPOHOJIAKTOHA CHIKAMM 10 25 Mr 1 pa3 B 2 nHa. [lepBudHOI KOHEYHOH TOYKOH B HCCIIEIOBAHUU
RALES sBnsimack CcMEPTHOCTB OT JTFOOBIX TPUYKH.

[Tocne HabmomeHus 3a MaleHTaMu B cpenHeM B TedeHue 24 mecsien uccienoBanue RALES
OBLIIO 3aBEpIIECHO JIOCPOYHO, MOCKOJBKY B XOJI€ IUIAHOBOTO IPOMEXKYTOUHOTO aHajn3a ObuIo
BBISIBJICHO 3HAYMMOE CHIPKEHUE CMEPTHOCTH B TPYTINE MAIIHEHTOB, TOMYUYaOIUX CITMPOHOIAKTOH.
CrupoHONaKTOH CHMXald puck cmepTd Ha 30% mo cpaBHeHuto ¢ ruiane6o (p <0,001; 95%
JOBEpUTENbHBIN HHTEPBaAT OT 18% 110 40%). Kpome TOro, CIMpOHOIAKTOH 3HAYMMO CHUYKAJ PUCK
CepJICYHON CMEPTH, MPEXK]IE BCETO BHE3AITHOM CEPACUHON CMEPTH U CMEPTHU OT IPOrPECCUPOBAHUS
CEpJICYHON HETIOCTATOYHOCTH, a TAK)KE PUCK TOCIIUTATN3AINH 110 TIOBOTY 3a00JIieBaHUM ceplia.
W3menenus craauu mo knaccudukanmu NYHA Owsutn Oosee OnarompusTHBIMH B TPYIIIE,
NoJTydaroleil CoupoHoNakToH. ['mHeKomacTus u Oonb B rpynu Habmoaanuck y 10% MyxuuH,

MOJTyYaBIITUX CIUPOHOJAKTOH, O cpaBHEHHUIO ¢ 1% y myxuuH B rpynme mianebo (p <0,001).
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MALUEHTOB.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

CnupoHOIaKTOH OBICTPO U MOJTHOCTHIO BCACBIBACTCS U3 KEITYAOYHO-KUILIEYHOTO TPAKTA.

Pacnopenenenne

AKTHUBHO CBsI3bIBaeTcs ¢ Oenkamu 1uta3Mbl KpoBu (mpumepHo Ha 90%). CiupoHONIAKTOH U €ro
METa0OIUTHI MPOHUKAIOT Yepe3 TUIALCHTY U B IPYIHOE MOJIOKO.

BI/IOTDaHC(bODMaHI/IH

CnHupoHONTAKTOH OBICTPO METAa0ONU3HPYETCS B OpraHu3Me dYeloBeka. DapMakoIOTHYECKU
AKTUBHBIMU METAa0OJIUTAMH CIIMPOHOJIAKTOHA SIBJITIOTCS 7alib(pa-THOMETHICTUPOHOJIAKTOH U
KaHPCHOH.

OIUMUHALKA

[Tepuon monyseiBeneHus (T12) HEM3MEHEHHOTO CIUPOHOJAKTOHA M3 KPOBU MMEET HEOOJBIIYIO
npoAopKuTenbHocTh (1,3 49), mepuoj NOJIyBBIBEJEHUS AKTUBHBIX METa0OJIMTOB Ooiee
JUTITENbHBINA (B MHTEpBasie oT 2,8 10 11,2 4). MeTaGoauThl BHIBOASITCS B OCHOBHOM IOYKAMH,
HE3HAYMUTEIIbHBIC UX KOJUYECTBA BHIBOAATCS Yepe3 KUIICUHUK.

JIMHEHHOCTh

[Tocne mpuema 100 Mr ciupoHOJIAKTOHA B CYTKH B T€UeHHE 15 qHEH 310pOBBIMU JOOPOBOJIBIIAMH,
BpeMs JIOCTMDKCHHS MAaKCUMaJIbHOM KOHIEGHTpPAMd B IUIa3ME  (tmax), MaKCHMaJlbHas
KoHIeHTpanus B miazMe (Cmax) ¥ niepuof nonyBbiBeaeHus (T12) cnupoHONaKTOHA COCTaBHIIN
2,6y, 80 wur/mMm1 u oxomo 1,4 4, coorBerctBeHHO. /[l wmertabonuToB 7anbga-
THOMETUJICTUPOHOIAKTOHA ¥ KAHPEHOHA TTOKA3aTeNb tmax cOCTaBUA 3,2 4 U 4,3 4, Ciax — 391 HI/Mn
n 181 ur/mn, a Tz — 13,8 9w u 16,5 4 COOTBETCTBEHHO.

[ToyeuHast akTUBHOCTH TIOCTIE OJTHOKPATHOTO IIPHEMa CIIMPOHOJIAKTOHA JJOCTUTAET TTUKa yepe3 7 4

U COXpaHseTcs He MeHee 24 u.

6. DPAPMAIIEBTUUYECKHWE CBOMCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

Snpo TabIeTKn

[I'unpodocdat xkanpuus
Kpaxman KkyKypy3HBbIii
JlakT03BI MOHOTHIPAT
Hatpus naypuncynsdar

[HoBunon (Kommumon 30)
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Kpemuust nuokcua KOJIIOUTHBIN O€3BOAHBIN

Marnus creapat

[1nenouyHas 000JI0OYKa

['oTOBOE MJIEHOYHOE MOKPBITHE (TUIPOMEIUIO3a, JJAKTO3bl MOHOTUAPAT, TaJlbK, TUTaHA JAUOKCH]L
(E171), makporomn)

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 roza.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

ITpu Temneparype He Boie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

[To 10 Tabmerok B KOHTYpHYIO SYEHKOBYIO yMHakoBKy (Ommcrep) U3  IJICHKH
NOJMBUHUIXIJIOpHUIHOK/MomuBrHIIHAeHX T0puaHOK ([IBX/IIB/IX) 1 donbru amoMuHIEBO.

ITo 1, 2 nnu 3 KOHTYPHBIX SIMEHKOBBIX YHaKOBKHU (OJUCTEpa) BMECTE C JMCTKOM-BKJIA/bIILIEM B
[ayky U3 KapToHa.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJIb30BAHHOIO
JIEKapCTBEHHOI0 Mpenapara WM 0TX0J10B, OJYy4YeHHbIX N0cJIe NPUMEHEeHHs Npenapara, u
Apyrue MAHMIYJISHMH € IPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

Nunus

Xetepo Jla6c Jlumuren

«Xerepo Kopmnopeiit», 7-2-A2, Unnactpuan Ocreiitc, Canar Harap, Xaiinapabax — 500018,
Tenanrana

Tenedon: +91-40-23704923/24/25

DJeKkTpoHHas noyra: contact@hetero.com

7.1. IIpeacTaBuTeNDb AEPKATEIS] PETHCTPAIMOHHOIO0 yA0CTOBepeHusi Ha Tepputopuun Corsa

[Mperen3un norpedUTENEH HAOPABIATH 10 aIPECY:

Poccuiickaa ®@eoepayus, Pecnybauxa benapyco

Poccniickas @enepanvs

MOoCKOBCKO€ MPeACTaBUTEIHCTBO KoMIaHuu «Xetepo Jlabe Jlumuteny (Munus)
109029, r. MockBa, ABTOMOOMIBHBIN MPOE3, 1.6, CTp. 5

Tenedon/dakc: +7 (495) 981-00-88
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OnektponHas nmoura: DrugSafety-Russia@heterp.com

8. HOMEP PETHCTPAIMOHHOI'O YAOCTOBEPEHMUSA

9. JATA IEPBUYHOM PETUCTPAIIUU (ITIOATBEPXKJIEHUA PETUCTPAIIAMN,
INEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:
10. JATA HEPECMOTPA TEKCTA
OOmass  xapakTepuCTHKa JieKapcTBEHHOro mpemnapara CHUPOHOJAKTOH  JOCTyIHA  Ha

uH(pOpMallMOHHOM mopTane EBpa3uiickoro 5SKOHOMHYECKOrO cO3a B  HH(POPMAIMOHHO-

KOMMYHHKAITMOHHOH cetn «HTepHEeT» http://eec.eacunion.org/
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