COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 01.02.2024 N= 1304

OBILASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO HPEARPATA V007

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O ITPEITAPATA

Bepommupon, 25 Mr, TabneTku.

2. KAYECTBEHHBINA U KOJIMYECTBEHHBIA COCTAB

JlelicTByrolee BEIECTBO: CIIUPOHOJIAKTOH.

Kaxxnas Tabnerka cogep uT 25 Mr CHMPOHOJIAKTOHA.

BcnoMorarenbHble BEIEeCTBa, HAJMYME KOTOPBIX HAJ0 YUYHUTBHIBATH B COCTABE JIEKAPCTBEHHOI'O
npemnaparta: JakTosa (cM. paznen 4.4.).

[TonHbIii mepeyeHsb BCIIOMOTATENbHbBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Tabnerku.
Benvie unu moutu Oenble MIOCKUE, KPYTJble Ta0IeTKU ¢ (PacKoil, ¢ XapaKTEpHBIM 3aIlaxoM U C

mapkupoBkoit “VEROSPIRON®” Ha oiHO# cTOpOHE.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusi K NPUMEHEHHUIO
Bepoumupon nokaszan K IpUMEHEHHUIO Y B3POCIBIX U AETel crapiie 3 JerT.
e Xponuueckas cepaeyHas HenoctarouHocTh (XCH):
— neuyenue otekoB npu XCH (B MoHOTEpanuu U B cocTaBe KOMOMHUPOBAHHOMN TepaIum);
— nmeuenne Twkemoit XCH (kmace III-IV  mo  kmaccudmkammn  Hpro-Mopkckoii
kapaunonorudeckoi accormaruu (NYHA) u dpakius Beiopoca aeBoro xemyaouka <35%)
B JIOMIOJIHEHWE K CTaHAApPTHOW Tepanuu s CHIKCHUS CMEPTHOCTH M MOTPEOHOCTH B
rocnuTanu3anusax mo nosoay XCH.
e AprepuanbHas TUTIEPTEH3US (B COCTaBe KOMOMHHPOBAHHOW TepANTUH, TPEUMYIIIECTBEHHO MPU
TUTIOKAJTUEMUN ).
o [luppo3 medyeHu, COMPOBOKIAIOIIMIACS ACITUTOM W/HUITH OTECKAMHU.
e Hedporrueckuii CHHAPOM, COMPOBOKIAIOIIHIICS OTCKAMHU.
e JluarHocTtuka u JIe4eHHE MEPBUYHOTO TUIIepalibJocTepoHn3Ma (cuaapom Konna).
o ['umoxkamueMus
— JIeYCHUE THUIOKAIMEMUHU TIpH HEIPHEKTUBHOCTH WM HEBO3MOXXHOCTH TPUMEHECHHS
JIPYTUX COCOO0B KOPPEKLIUU COMEPKAHUS Kaus B KPOBU;

— l'IpO(l)I/IJ'IaKTI/IKa TUIMOKAJIMEMHH Y MMAIMCHTOB, IPUHUMAIOMIUX CEPACUYHBIC INTUKO3UABI, IIPU
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COJIepXKaHUs KaJIis B KPOBH.
4.2. Pe:kum 103MPOBAHUSA U CTIOCO0 MPUMEHEHUS
Pexum no3upoBanus

XCH

Jleuenue omexos npu XCH

Hauanphas no3a cnupononaktona coctasisier 100 mr B cytku (B 1 unu 2 npuema). B Tsoxenbix
ciydasix TpW HeAOoCTarouHoi 3(dekTuBHOCTH 103a TpenapaTa MOXET OBITh ITOCTETIEHHO
yYBEJIMYEHA 10 MAKCUMaIbHON CyTOYHOM /10361 200 MmT.

[MoanepsxuBaromas 103a COIUPOHOIAKTOHA OJOMPASTCS WHAMBHUIYAIBHO U COCTABIISET OT 25 10
200 mr B cyTku (B 1 mnu 2 npuema). [Ipenapar MokeT NPUMEHSTHCS COBMECTHO C AUYPETHUKOM,
JNEHCTBYIOIIMM B TPOKCHMAJIbHOM OTJEJE€ IOYEYHOro KaHaiblla. B 3TOM ciywae 103y
CIIUPOHOJIAKTOHA CIIEAYET CKOPPEKTHUPOBATh.

Jleuenue msaowcenou XCH (xnace -1V no knaccucpuxayuu NYHA u cdpaxyusa evibpoca 1eeo20

arcenyoouxa <35%) 6 donosinerue Kk cCmaHoapmHuol mepanuu

JlIsl TaieHToB C COJEp)KaHWEM Kallus B CBHIBOPOTKE KpoBU <5,0 MMOJIB/JT M KOHIICHTpAILUEH
KpeaTHHUHA B CBIBOPOTKE KpoBH <220 MKMOIb/I (<2,5 mr/mn) Ha ¢oHE CTaHIApPTHOW Tepamuu
HayvalbHas /1032 CIIMPOHOIAKTOHA COCTABJISET 25 MT OJIMH pa3 B cyTkH. llaruentam ¢ xoporei
MEPEHOCUMOCTBIO Mpemnapara B 03¢ 25 MI' B CyTKH MPU HATHYWU KIMHUYECKUX MOKa3aHHWH 1032
CIMPOHOJIAKTOHA MOXeET ObITh yBenuueHa 70 50 mMr B cyTku. s MalMeHToOB € IUIOXOU
MEePEHOCUMOCTBIO TEpPaNMKU CIUPOHOJAKTOHOM B J03€¢ 25 MI' B CYTKM WIHW TIPU Pa3BUTUU
TUTIEPKAJTUEMUH 71032 TIperapaTa MOKeT ObITh CHIKEeHa 10 25 Mr 1 pa3 B 2 aHs.

Apmepuanvnasn cunepmen3us

Pexomenayemas HauanbHasi 103a CIMPOHOJIAKTOHA MPU OJTHOBPEMEHHOM NMPUMEHEHHUH C IPYTUMHU
TUTIOTCH3UBHBIMU TIpEMapaTaMu cocTaBiigser 25 Mr B cyTtku. Ecim cnycrs 2-4 Henmenu
apTepHalibHOE JaBJIEHWE HE JIOCTUraeT ILENeBbIX 3HAYeHWi, [103a Mpernapara MOXKET ObITh
yBenudeHa B 2 pasa. [lonnepkuBaromias 103a CIUPOHOJAKTOHA cocTaBisieT oT 25 no 100 mr B
CYTKU. YBEJIMUYEHHE CYTOYHOU J103bl CIMpoHOoakToHA Oosiee 100 Mr He MPUBOJIUT K YCUIICHUIO
AHTUTUTNIEPTEH3UBHOTO JICHCTBHUS.

VY manueHToB ¢ apTepuanbHON TUIIEPTEH3UEN, OTyYalolINX [IpenapaThl, KOTOpbIe MOTYT BbI3BaTh
pa3BUTHE TUNEPKAIMEMUU (HApUMeEp, WHTHOUTOPHI aHTMOTEH3WHIIPEBpaIIaoniero GhepMeHTa
(AII®) unu antaroHuctsl perentopo anruoteHsuHa II (APA 1I)), mo Havana mpuMeHEHUS
CIIUPOHOJIAKTOHA CJIEYET OLIEHUTh COJAEpKaHHE Kalus M KpeaTHHUHA B ChIBOPOTKE KpoBu. He
clelyeT Ha3HayaTh MpernapaT BepommupoH mnanmueHTaMm, y KOTOPBIX COJEp)KaHUE Kajlusi B

CBIBOPOTKE KpOBHU MpeBbilIaeT 5,0 MMOJIb/T U (WJIM) KOHIIEHTPALUsl KpeaTMHUHA B CHIBOPOTKE
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npruemMa CHUPOHOJIAKTOHA TpeOyeTcs 4YacThlii KOHTPOJb COJAEp)KaHWs Kajdus U KpeaTHMHUHa B
KpPOBH.

Luppo3s neuenu, conpogorcoarowuticst acyumom u/uiu omexamu

Ecnu coOTHOIIEHNE KOHIEHTpauuu HoHOB Hatpus M Kamus (Na'/K') B moue mpessimaer 1,0,
pexoMeHyemas j103a npenapara cocrasisier 100 mr B cyTtku. Eciu cootnomenue Na'/K' B Mmoue
Menblie 1,0, pekomenayemas 103a ciupoHosiakToHa coctasisieT ot 200 qo 400 Mr B CyTKHU.
[HopnepsxuBaromas q03a J0JKHA ONPENESATHCS MHAUBUIYAIBHO JUISl KaKI0TO MalMeHTa.
Hegpomuueckuii cunopom, conposoicoarowuiics omexamu

Pexomennyemas nosa mpenapata cocrasisieT oT 100 no 200 mr B cytku. CIMpOHOJIAKTOH HE
o0ajaeT MPOTHUBOBOCHIATIUTEIBHBIM JICHCTBHEM W HE OKAa3bIBACT BIMSHHUS HAa OCHOBHOMU
naToJjoruueckuii mpouecc. IlpuMenenue npenapara peKOMEHIyeTCs TOJIBKO B TEX CIydasx, Korjaa
JeYeHHEe OCHOBHOIO 3a00JI€BAaHUS, OrpaHMYEHHE IIpUEeMa JKUIAKOCTH M HATpUs, a TaKxKe
NPUMEHEHHE APYTUX AUYPETHUKOB HEJOCTATOUHO A(PPEKTHUBHBI.

Luaecnocmuxa u nevenue nepeuuno2o cunepanboocmeporusma (cunopom Konna)

[uacnocmuka

1) JImuTenbHBIA TECT: CIIUPOHOJAKTOH HazHavaioT B o3¢ 400 mr B cyTku B TeueHue 3—4
Henenb. [Ipu AOCTHXKEHMM KOPPEeKIMH T'MIIOKAIMEMUU M apTepHajbHON THIEPTEH3HH, MOYKHO
npezrnonaraTh HaIM4ue NePBUYHOTO TUIEPANIbJOCTEPOHU3MA.

2) KopoTkuii TeCT: CHMpOHOIAKTOH Ha3HavyaroT B 103€ 110 400 MTI B CyTKHU B TeueHUE 4 qHEM.
[Ipu yBenuueHuM cojiep’kaHusl Kaius B CHIBOPOTKE KPOBU BO BpeMs IpUeMa CIIMPOHOJIAKTOHA U
CHIDKEHHMM  TIOCJI€  €ro  OTMEHbl, MOXHO IpeinojaraTb  HaJW4Me  [EPBHUYHOIO
TUIIEPabA0CTEPOHU3MA.

Jleuenue

[Ipn moAroToBKe K XUPYpPruyecKOMY JICUEHUIO CIMPOHOJIAKTOH MPUMEHSIOT B o3ax oT 100 go
400 MT B CYyTKH.

Ecnu onepauus He T1OKa3aHa, CHOUPOHONAKTOH MOXKET NPUMEHSTbCA s JUIMTENbHOU
NOJ/IEP’KUBAIOLIEH Tepanuy B HAUMEHbIIeH 23 PeKTHBHOM 03€e. B 3TOM ciiyyae HadanbHYIO 103y
mperapara ClielyeT YMEHBIIATh Kakble 14 qHEW 10 JOCTHXKCHHs HauMeHbIned d(dekTHBHON
n03bl. J{1s1 CHMXKEHMs BBIPaXEHHOCTH MOOOYHBIX 3(P(PEKTOB HpU UINTEIBHOM NPUMEHEHHUH
npenapat BepommnupoHn pekoMeHayeTcs NpUMEHITh B KOMOUHAIMY C IPYTHMU AUYPETHKAMH.
T'unokanuemus

Pexomennyemas nosa mpemapata coctaBisier 25-100 mr B cyTku. CHHMpOHONAKTOH CIELYyET

Ha3HayaTh TOJBKO B TEX CIy4asiX, KOTAa APyTue crnocoObl KOPPEKIUU COAEPKaHUS KaIHs B KPOBU
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HCB(I)(I)GKTI/IBHLI, HJIN UX TPUMCHCHUC HCBO3MOKHO.

Oco0ble rpyInbl NALUEHTOB

Tlayuenmul nodccuno2o eo3pacma
Jleyenue mnpemnapaToM pPEeKOMEHIYeTCs HayMHAThb C HAaUMEHbIIEH [103bl, C MOCTEINEHHBIM €€
YBEIMYEHUEM [0 JOCTHKEHHS MaKCHUMalbHOTO xenaemoro sddekra. Cremyer coOmoaath
OCTOPOXKHOCTh y MAIIMEHTOB C HapyIIeHHEM (PYHKIIUHM MOYEK JETKOM M yMEPEHHOM CTENeHH U ¢
HapymieHneM (YHKIUH T€YeHH, KOTOpPhIE MOTYT BIUSATh Ha METa0OIM3M W AKCKPEUHUIO
cnupoHoJiakToHa. Kpome Toro, mpu NMpUMEHEHMH MpernapaTa y MOXKHIBIX MAalleHTOB CIIETyeT
MPUHUMATh BO BHUMAaHHUE PUCK Pa3BUTHS runepkanueMuu (cm. paszaen 4.4.).

eTu
Jlist mereii crapie 3 JieT HaYaIbHAS 1032 CIIUPOHOJIAKTOHA COCTABIISICT 1—3 MI/KT Macchl Tejia B
cyTku (B 2—4 nipuema). [Ipu mpoBeaeHUHN MOAACPKUBAIOIICH TEPAMK WIH TTPH OJTHOBPEMEHHOM
NPUMEHEHUHU C APYTUMHU JUYyPETUKAMH 033 CHHPOHOJAKTOHA JOJDKHA OBITh CHIDKEHa 10 1-2
MT/KT MacChl TeJia B CYTKHU.
[Ipn npumenenuun y nereil 1o 3 €T MOXKHO HCHOJIb30BaTh CycCleH3UI0. [[isl MpUroToBiieHus
CYCIIEH3UH, TaOJETKH CJeyeT M3MEIbUUTh U CMEIIaTh C KUIKOCTHhIO WM KalIuIeoOpa3HoOu
nuiieid. CyCreH3uIo CeyeT UCIOIb30BaTh HEMEAIEHHO, CPa3y MOCe TPUTOTOBICHHUS.

Cnoco0 OIPUMCHCHUA

Bnytps, nocne enbl. Ilpuem cyTOYHON 103bI WM MEPBOM YAacTH CYTOYHOM JO3bI IIpenapara

PEKOMEHAYETCS YTPOM.

4.3. IlpoTuBONOKA3aHUS

— T'unepuyBCTBUTEIBHOCTH K CIIMPOHOJIAKTOHY WIIM K JIFOOOMY M3 BCIIOMOTATEIFHBIX BEIIECTB,
NEpPEUMCIICHHBIX B pa3zene 6.1.

— bonesns AxnucoHa.

— T'unepkanuemusi, TMIIOHATPUEMUSI.

— Tskenas moyeyHas HEIOCTATOYHOCTH (CKOPOCTh KiryooukoBoii ¢punbrparuu (CK®) menee 10
mi/mMus/1,73M?), ocTpas oveyHas HEAOCTaTOYHOCTh, AHYPHSL.

—  XCH npu CK® <30 mn/mMun/1,73 M? 1 (MI11) KOHLIEHTPAIMK KPEATHHUHA B CBIBOPOTKE KPOBU
6osee 220 MKMOIB/T (>2,5 mr/mn).

— CoBMecTHOE TPUMEHEHHE C STUIEPEHOHOM WK APYTUMH KaINHCOeperaromuMu AUy PEeTHKAMH.

— bBepemenHocTs, nepuo rpyAHOTO BCKapMIIMBaHUs (M. pa3zaen 4.6.).

4.4. OcoOble yka3aHUsl M MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO
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CIIOCOOCTBYET €€ YCWICHHIO); TOuYeYHas HEJOCTaTOYHOCTh, auabeThyeckas HeppomaTus;
caxapHblii amaber (y MAMEHTOB C MOATBEP)KICHHOW WM MOJO3PEHUEM Ha XPOHHUYECKYIO
MOYCYHYIO0 HEJJOCTATOYHOCTh); OAHOBPEMEHHBINA MPUEM JIEKAPCTBEHHBIX CPEJICTB, BBI3BIBAIOIINX
TUMEpKAIMEMUIO; MecTHass M o0Ilas aHecTe3us; [MOXKUJIOW  BO3pacT; IMEeYeHOYHas
HEJOCTAaTOYHOCTh; IUPPO3 MEUEHH, MOPPHUPHS.

BoaHo-31eKTPOIUTHRIC HAPYIIICHUS

[Ipu npumeHeHnn npemnapara BepommupoH y ManMeHTOB ¢ HAPYUICHUSMH (QYHKIUH MOYEK H
IICYEHH, a TaKXKe Yy NalMEHTOB IOXMIOr0 BO3pacTa, HEOOXOOUM PpEryJsIpHBIH KOHTpPOJIb
HoKa3aresel JIeKTPOIUTOB CHIBOPOTKU KPOBU U (DYHKIIMH MOYEK.

C 0co00if OCTOPOKHOCTBIO CJEIyeT MPUMEHSATh CIHMPOHOJIAKTOH y NAIMEHTOB, OCHOBHOE
3a00JIeBaHHE KOTOPBIX MOKET IMTPOBOIMPOBATH Pa3BUTHE All/103a /WA TUTIEPKAIHEMUH (B T.9. Y
NAalMEHTOB € AnMabeTndeckodl HedponaTHel, KOTOpble MMEIOT IMOBBIIMIEHHBIH PUCK Pa3BUTHUSA
TUTEPKATUEMUN ).

OnHOBpeMEHHOE  TNPUMEHEHHE  CIUPOHOJAKTOHAa €  MpenapaTtamMH,  BbI3BIBAIOLIMMHU
THIIEPKAIMEMHIO (HallpuMep, Ipyrue Kanuiicoeperaromme anypeTiuk, nHruoutopsr AIID, APA
I, GnmokaTopbl anbJAOCTEPOHA, TEMapWH, HU3KOMOJICKYJSPHBIM TelapuH, Mpenaparbl Kalus,
Ooraras KaJueMm JueTa, ynorpebyieHue KaauiicoaepKaliux 3aMeHUTeNeH Coi), MOXKET PUBECTU
K Pa3BUTHIO TSHKEION THIEPKATUEMHUN.

[TomMuMoO runepkaTueMmun, CIMPOHOIAKTOH MOKET BbI3bIBATh TMIIOHATPHUEMHUIO, TUTIOMAr HUEMHIO,
THITOKATBINEMHIO, THITOXJIOPEMUYECKHH aJIKaio3 U THIIEPTITMKEMHIO.

[Ipu mpuMeHEHUN CIHPOHOJIAKTOHA MOXKET BO3HUKHYTH OCCCHMIITOMHASI THIIEPYPUKEMHS, U —
penaKo — 000CTpeHre MOAarphl.

[IpueM crnupoHOJIAKTOHA MOKET BbI3BaTh TPAH3UTOPHOE IMOBBILIEHHWE a30Ta MOYEBUHBI KPOBH,
0co0eHHO Ha (poHe MMeroIIerocs: HapyeHus QyHKIIUU TOYEeK.

Crnenmyer TepHOIMYECKH KOHTPOJIMPOBATH COJEP)KAHHE DIIEKTPOJUTOB B CBIBOPOTKE KPOBH,
MOYEBOW KUCJIOTHI U TIIOKO3bI B KPOBH.

I'unepkanuemus y namuenTos ¢ XCH

V¥ nanmentoB ¢ XCH III-IV knacca no knaccudukanmu NYHA runepkanueMus MOXKET IPUBECTH
K CMEPTEJNIBHOMY MCcX0oAy. KpuTudeckn BaXXHO KOHTPOJIMPOBATh U KOPPEKTUPOBATH COACPIKAHUE
KaJlUsl y MalUEHTOB C TSHKEIOU CEpIeYHON HEAOCTATOYHOCTBIO, MOJYYAIOUX CIIMPOHOIAKTOH.
He cnenyet npuMeHsTH NpenapaT COBMECTHO C APYTUMH KanicOeperaromuMu TnypeTuKaMu. Y
NAIMEHTOB C COJEP)KAaHMEM Kalus B CHIBOPOTKE KPOBH BBIIE 3,5 MMOJB/J MPOTUBOIIOKA3aHO
IIPUMEHEHHUE TIpEenapaToB Kauusa. PekoMeHyemass 4acToTa MOHUTOPUHIA CONEpKAHUS Kalus U

KpeaTMHHHA — 4Yepe3 HEeNeNI0 IOclie Hayaja IpueMa Ipenapara WM YBEJIWYCHUS 03Bl
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rojia, mocJie 4ero — Kaxasie 6 Mecsies. [Ipu conepaHuu Kaiusi B CBIBOPOTKE KPOBH OOJIbIIE 5
MMOJIb/TT WK KpeaTHHUHA Oobiie 350 MKMOMB/1 (4 MI/IT) cieayeT BpEMEHHO HITH MOJTHOCTHIO
PEKPATUTh IPUEM CIIUPOHOJIAKTOHA (CM. pa3nen 4.2.).

'nepxaopeMuyecKrii MeTaOOJIHYECKUI alliuao3

CIupoHOIAKTOH MOJKET BbI3BaTh OOPaTHUMBIN T'MIIEPXJIOPEMUYECKUNA METaOOINYecKUi anuaos,
OOBIYHO B COYETAHUH C TUIEPKATUEMHEH, Y HEKOTOPBIX MAIMEHTOB C JIEKOMIICHCUPOBAHHBIM
UPPO30M TE€YCHHU, NaXe NMPU HAIMYAKW HOpPMajbHOH (yHKIuM mouek. Criemyer coOmomarh
OCTOPOXKHOCTh TP NPUMEHCHHWH IIpenapara y MalueHTOB C OCTPBIMH MM  TSDKEIBIMHU
HapyUICHUSMHU (YHKIMH TICYCHHU, TaK KaK MHTCHCUBHAsI MOYETOHHAsI TEPAITUSI MOKET IPUBECTH K
Pa3BUTHIO IEYCHOYHOM HIIE(PATONATHH.

I'nHexkomactus

CnupoHOJIaKTOH MOKET BbI3BaTh T'MHEKOMAacTHio. B knmHuueckom ucciegoBanun RALES y
naieHToB ¢ XCH, momydaBmInX CIHUPOHONAKTOH B CpelHEH J03e 26 MI OJUH pa3 B CYTKH,
npumepHo y 10% MyX4uH pa3BuiIach TMHEKOMAacTHs. PHCK TMHEKOMACTHHM YBEIUYMBACTCS
MPOTIOPITMOHANIBHO J103€; BPEMS OT Hauaja JCYCHHs 0 MOSBICHUS THHEKOMACTHH BapbUPYET OT
1-2 MecsmeB 1o Oosiee yemM OmHOTO Tofa. ['mHeKomacTusi OOBIYHO OOpaThMma TpU OTMEHE
npemnapara.
IIpouee
Y nauueHtoB ¢ mopdupueil mnpenapar BepommupoH ciexyer HpUMEHSATh € 0c000i
OCTOPOKHOCTBIO, IIOCKOJIBKY MHOTHE TIPETapaThl CTEPOUIHON CTPYKTYPBI MOTYT ITPOBOLIMPOBATH
obocTpenue nophupun.
Bo Bpems npuema npenapara BepommupoH 3amnperiaercst ynoTpeoieHne anKoros.

eTu
Kanwuiicbeperaromue 1TuypeTHKU CIEAYET C OCTOPOKHOCTHIO MPUMEHSITh Y IETEH C apTepUaTbHOM
TUNIEPTEH3UEeH M JIETKOM TOYEYHOM HEAOCTATOYHOCThIO B CBSI3U C PHUCKOM Pa3BUTHS
TUINEepKaTUEMUH.

BcrnoMorarenbHbBIE BEIIECTBA

[Ipenapat BepommnupoH CONEpPkKUT JAKTO3bI MOHOrUAPAT. IlanmenTaM ¢ peako BCTpeyaromencs
HACJIEICTBEHHOW HEMEPEHOCUMOCTBIO TalaKTO3bl, AEPUIMTOM JIaKTa3bl JIOMAPEH WIN TIIIOKO30-
raJlakTO3HOM ManbabcopOLMU He ClielyeT MPUHUMATh 3TOT Mpemnapar.

4.5. B3auMmopgeiicTBHe ¢ JPYrHMM JIEKAPCTBEHHBIMH MpenapaTaMM W Jpyrue BHbI
B3aNMOJECHCTBUSA

OnHOBpEeMEHHBIM TpueM Tpenapara BepommupoH ¢ JAPYyTHMH  KaauticOepeearowumu

ouypemuxamu, uneubumopamu AIlID, APA II, 6nokamopamu ans0ocmepoHa, npenapamamiu
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3aMEHUTEJIEN COJIM, MOKET IIPUBECTU K PA3BUTHUIO TSKEJION T'MIEpKaINEMUN.

Onnepernon. Onucanbl Caydau pa3BUTHS TSHKEIOH MHIEPKATUEMUH TPU IPUMEHEHUN OJI0KaTOpOB
aJbJIOCTEpPOHA B KOMOMHALIMU CO CHMPOHOJAKTOHOM. OAHOBpEMEHHOE MPUMEHEHUE Npernapara
BepommnupoH ¢ 31i1epeHoHOM U IpYyTMMHU KaJlnicOeperaroIyuMu JUypeTuKaMu IPOTHBOIIOKa3aHO
(cm. pazmen 4.3.).

[TomMuMO n€KapCTBEHHBIX CPENICTB, JOCTOBEPHO BHI3BIBAIOLINX THIIEPKATUEMUIO, OJHOBPEMEHHOE
NPUMEHEHUE  KOMOUHAYUU  MPUMEMONpuUM/Cyibhamemorcazon — (KO-mpumoKkcazonom) co
CIIUPOHOJIAKTOHOM MO’KET IIPUBECTH K KIIMHUYECKH 3HAYHMOH TUIIEPKATMEMHUH.
Oonospemennblil npuem Opy2ux OUypemuKos. yCUICHUEe AUype3a.

Hmmynooenpeccanmol, YukioOCNopux U MaxKpoIumMyc MOTYT IIOBBINIATE PUCK Pa3BUTUSL
TUIEPKATMEMUH, BbI3bIBAEMOU CIIUPOHOJIAKTOHOM.

Konecmupamun, ammonus xaopud MOTYT TakKe MOBBIIIATE PUCK Pa3BUTHs TMIIEPKAIUEMHH U
THIEPXJIOPEMUYECKOI0 METAO0IMYECKOT0 allu103a.

Tpuyuknuueckue anmuoenpeccanmol U AHMUNCUXOMUKY MOTYT YCUIIUBATh aHTUTUIIEPTEH3UBHBIN
3¢ (}eKT cupoHOIaKTOHA.

l'unomen3zusnvie cpedcmea: CHUPOHOJIAKTOH MOTEHLMPYET JEHCTBHE TMIIOTEH3UBHBIX
IIPENapaToB, 103y KOTOPBIX IPU OJHOBPEMEHHOM IIPUEME CO CIUPOHOJAKTOHOM, BO3MOXHO,
noTpedyeTcsi CHU3UTh U KOPPEKTHPOBATh B JalibHEIIEM, B ciiyyae He0OXoauMocTH. [1ocKoIbKy
uHruoutopel AII® cHmXaT BIPaOOTKY albJOCTEPOHA, HE CIEAYEeT MCIOIb30BATh IpenapaThl
JAHHOW TpyNNbl COBMECTHO CO CIMPOHOJAKTOHOM Ha IIOCTOSIHHOM OCHOBE, OCOOEHHO Y
NAlMEHTOB C YCTAHOBJIECHHBIM HapylIeHHEeM (PyHKIMU IOYEK.

OnHOBpEMEHHBIN TPUEM C HUMPOSTUYEPUHOM, UHBIMU HUMPAMAMU UTU BA300ULAMAMOPAMU
MOYKET yCUJIMBATh aHTUTHIIEPTEH3UBHBIN 3(P(PEKT CIUPOHOIAKTOHA.

Ankoeons, bapoumypamul unu HapKomuyeckue npenapamsl MOTyT OTCHIIUPOBATH CBA3aHHYIO CO
CIIMPOHOJIAKTOHOM OPTOCTATUYECKYIO THIIOTEH3HIO.

Ilpeccopuvie amunvl (HOpANMUHEPPUH). CHUPOHONAKTOH CHUXKAET COCYJIUCTBIE pEaKkIUM Ha
HopanmHeppuH. [1o 3Toi MpUynHE ciemyeT COOMI0AaTh OCTOPOKHOCTD MTPH MIPOBEICHIH MECTHOU
WM 001Iel aHECTEe3UH Y MALIMEHTOB, IPUHUMAIOIINX CIIMPOHOJIAKTOH.

Hecmepououvie npomugosocnanumenvuvie npenapamvt (HIIBII): y HEKOTOPHIX MNaIlIEHTOB
npueMm HIIBII moxxer cHMKaTh IUMYpETHUUECKUM, HATPUUYPETUUECKUNA U aHTUTMIIEPTEH3UBHBIN
3pQeKThl TMEeTNIEeBbIX, KaJauiicOeperaommx ¢ THA3UIAHBIX JUYpPETHKOB. (OJHOBpPEMEHHOE
npumenenue HIIBII (manpumep, aneTuiicanuunaioBoi KUCIOThI, HHAOMETAIMHA U Me(eHaMOBOU
KHCJIOTBI) C KajuiicOeperalomumMu AUYpPEeTUKaMH MOJXKET IPUBECTH K Pa3BUTHIO TSKEION

runepkanueMun. TakuMm 00pazoMm, MpU OJHOBPEMEHHOM Mpueme crnupoHonakToHa ¢ HIIBII
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CJeyeT TIIATeIbHO KOHTPOJIUPOBATH COCTOSIHHE TaIfe -ﬁa@ﬁw@%}g%ﬂﬂ&gﬂngéﬂoro

a¢dexTa MOUETOHHOTO TIpenapara.

Inioxoxopmuxocmepoudvl, aopernoxopmuxomponuwiii 2opmon (AKTI): MOXKET yBeIUIUBATHCS
CKOpPOCTB BBIBEJICHHS AJIEKTPOJIIUTOB, B YACTHOCTH, MOKET HAOIIOJaThCS THITOKAINEMHUSL.
Jueoxcun: CIMPOHOTIAKTOH MOXKET YBEJIMYMBATD TICPUO/T ITOJTyBBIBEACHHUS TUTOKCHHA, YTO MOKET
NPUBECTH K YBEIMYCHHUIO KOHIICHTPAIIMHM JUTOKCHHA B CHIBOPOTKE KPOBH M, KaK CJCICTBHE,
YCHJICHHIO €r0 TOKCUYHOCTHU. IIpu mpueme CupoOHOIAKTOHA, MOKET MOTPEOOBATHCS CHIKEHUE
o036l aurokcuHa. Cremyer  TIIATENbHO  KOHTPOIMPOBATh COCTOSHUE —TAallMEHTa IS
NpeOTBPALICHHS IEPEA03UPOBKH JUTOKCHHOM WJIH HEJIOCTATOYHOW JIUTHTATH3AIINH.

Brusanue npenapama na pesyivmamvl 1aO0paAMOPHbIX UCCIE008AHUL: B JIATEPATYPE OMHCAHO
HECKOJIbKO CJIy4aeB BIMSHHUS CHUPOHOJNAKTOHA WJIM €ro MeTa0OJMTOB Ha II0Ka3aTellb
KOHIICHTPAIIUH TMTOKCUHA, OTIPEICICHHBIA METOIOM PaJHOMMMYHHOTrO aHanmu3a. KimHudeckas
3HAYMMOCTb JAHHOTO B3aMMOJICHCTBHS ITOKA HESCHA.

Ilpu ¢ryopumempuueckom ananuze, CIUHPOHOJIAKTOH MOXKET BJIMATH HA PE3yJbTaT aHaIU3a
COJEepXaHMs COCAMHEHUH C aHaJOTMYHBIMH IapaMeTpaMu (QIyopecueHIMd (Hampumep,
KOPTH30J1, SITUHEPPHH).

Anumunupun: CIAPOHOJIAKTOH YCKOPSIET METa00JIN3M aHTHITMPHHA.

Ilpenapamuvl numus: Kak TPaBUIIO, TPENapaThl JIUTUS HE CIEAYET MPHUMEHSITh COBMECTHO C
TMypeTuKaMu. JIMypeTUKU CHWXKAIOT MOYCYHBIN KIUPEHC JUTUS M TIOBBIMIAIOT PUCK Pa3BUTHSI
TOKCHYECKUX IPPEKTOB MPErapaToB JTUTHUS.

Kapbenokconon MOXKET BBI3BIBATh 33/ICPKKYy HATPUSl B OpPraHM3ME M, KaK CIEICTBHE, CHIDKAThH
s dexTuBHOCTh criupoHoJiakToHa. Crnemyer wm30eraTb  OJMHOBPEMEHHOTO  MPUMEHEHUS
KapOEHOKCOJIOHA U CITUPOHOJIAKTOHA.

Kapbamazenun: npu oIHOBPEMEHHOM NPUMEHEHHUHU C TUYPETUKAMHU IpernapaTr MOKET BBI3BATh
KJIMHUYECKH 3HAYMMYIO THTIOHATPUEMHIO.

Tenapun, HU3KOMONEKYIAPHLIL 2enapuH: OJHOBPEMEHHOE TMPUMEHEHHE CO CHUPOHOIAKTOHOM
MOJKET MPHUBECTH K THKEIIOW THITEPKATUEMHUH.

Ilpoussoonvie Kymapuna: CIHPOHOJAKTOH CHUXAeT 3((EeKTHBHOCTH JNaHHOW TPYIIIBI
npernapaTos.

CIUpOHONAKTOH MOXET YCHIMBATh JEHCTBHE aHAN0208 20HAOOMPONUH-PUTUIUHS-2OPMOHA
(I nPI'): TpunTopenunHa, OycepenrHa, TOHaI0peInHAa.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepemMeHHOCTh
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CIUPOHOIAKTOH 001a1aeT aHTHAHAPOreHHBIM ybdexToM-y-detosera. | EitioromarTOH il ero

MeTa0OJIUThl MPOHUKAIOT Yepe3 IUIaleHTapHbIH Oapbep. IlpuMeHeHne CnMpOHOJAKTOHA MpU
OepeMEHHOCTH MPOTHUBOIIOKA3aHO.

JlakTanus

MeTaboauThl CIMPOHOJAKTOHA IMPOHUKAIOT B IPyJHOE MOJIOKO. B ciydae HeoOxomumocTu
IPUMEHEHHUs] CIMPOHOJAKTOHA, CIEAYyeT NpepBaTh I'PyAHOE BCKApMJIMBAaHHE U HCIOJIb30BAThH
Ipyroi crocod KopmileHus: peOeHKa.

4.7. BunsiHue Ha CNOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHM CpPeACTBAMH H padoTaTh ¢
MeXaHMu3MaMH

VY HEKOTOpBIX MNAIMEHTOB HAOJIOJAINCh COHJIMBOCTb M TOJIOBOKPYXKEHHME IMPH NPUMEHEHUH
CIIUPOHOJIAKTOHA. B HadanbHOM NEPUOZE JICYCHUS 3aIPEINACTCs YIPAaBICHUE TPAHCIOPTHBIMU
CpeacTBaMMi U 3aHUMATLCS BUOAaMU ACATCIBHOCTH, TpC6y10HII/IMI/I TMOBBIIIICHHON KOHOCHTpalunu
BHUMaHHUA U OBICTPOTBI  IICUXOMOTOPHBIX  peakiuid. JIUTEIbHOCTh  OrpaHMUYCHHUH
yCTaHaBJIMBACTCS B MHAWBUYaIbHOM MOPSIKE.

4.8. HexkestaTesibHbIe peakmum

Pesrome HDOd)I/IJ'IFI 0€30IaCHOCTHU

HexxenatenbHple peaknny, Hauboiee YacTo, OOYCIOBICHBI KOHKYPEHTHBIM aHTAarOHH3MOM
CIIMPOHOJIAKTOHA B OTHOIIEHHHU AJIbOCTEPOHA (YTO MPUBOJHUT K YCUICHHUIO SKCKPELIUH KaJus), a
TaKXKe aHTUAHAPOTCHHBIM (PPEeKTOM crnupoHoiakToHa. OOBIYHO MOCHE MPEeKpallieHus NpueMa
CHHMPOHOJIAKTOHA, HEeXeNaTeNbHbIe 2(PPEKTH HCUe3atoT.

Tabumunoe PE3I0OME HEKEIATCILHBIX PCaKINN

HesxenarenbHbIe peakUy MPEICTABICHBI B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH KIJIACCAMH
cormacio MedDRA u ¢ yka3aHueM 4acTOThl BO3HUKHOBEHHS: oueHb yacTo (>1/10); wacto (oT
>1/100 mo <1/10); mewacro (ot >1/1000 mo <1/100); peaxo (ot >1/10000 mo <1/1000); oueHs
peako (<1/10000), wacroTta Hew3BecTHa (HAa OCHOBAaHWUU WMCIONIMXCS JAHHBIX OIICHHUTH

HEBO3MOYKHO).

CucreMHO-OpraHHbII KJjace Yacrora HesxkenarenbHble peakunu

corsiacuo MedDRA

Hapymiennst co croponsl kpoBu u | OueHb peako | TpomOomuToneHus, arpaHyJOIUTO3,

TUM(ATHIECKON CUCTEMBI H03MHOPUITUS
Hapymenust co cTOpoHbBI UIMMYHHOU Penxo I'MnepuyBCTBUTEIBHOCTD
CUCTEMBI

DHAOKPUHHBIE HAPYIICHUS Ouenb penko | ['mpcyTusm

Hapymenus meTabonusma u nutanus | OdeHb yacto | [unepkanuemus'
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Udero || Fhmidprammomi D15 T00T]
Penxo I'mnonarpuemus, JEeTUuapaTaLus,
nophupus
YacToTta [MunepxnopemMudeckuil anua03
HEW3BECTHA
[Icuxuueckre HapyLICHUS Heuacto CnyTaHHOCTb CO3HAHUS
Hapymennst co CcTOpoHBI HEpPBHOU Heuacro COHIMBOCTB>, TONIOBHAS GOIIb

CUCTEMEI Ouens penko | [lapanuy, mapamnerus
H A 4
apyIIeHUs CO CTOPOHBI cepaLa OueHb yacTo PUTMUU
Hapymenunst co cTopoHbI COCy10B Ouens penko | Backynut
Yacrtorta Bripaxxennoe CHIDKEHHUE
Heu3BeCTHA apTepUaNIbHOTO JaBJICHUS

Hapymenns co CTOPOHBI

,HBIX&TCHBHOP'I CUCTEMBI, OpPraHoB

IpYyJIHON KJIETKH U CPEOCTEHUS

Ouensb peaxo

H3MeHeHne TOHAIIBHOCTH rojioca

JKeny1ouHO-KHILIEYHBIE HAPYIIEHUS Yacto TowmHoTa, pBOTa
Penxo l"acTpur, sI3Ba, JKEITyJOUHOE
KpOBOTEUYEHHE, OO0Nb B JKEIyIKe,
auapest
Hapymiennst co croponsl meuenu u | Ouenb peako | ['ematur

YKETUYCBBIBOISAINX Ty TEH

HapymieHust co CTOpOHBI KOXH U

HOAKOXHBIX TKaHEN

Penko

Koxnas ChIIlb, KpallTUBHUILIA

Ouensb penko

Anonenms, 5K3eMa, KOJBICBUIHASL

apuTeEMa, BOJTYaHOYHOTOIOOHBIE

HU3MCEHCHHUA KOXH

Yacrtorta

HCHU3BCCTHA

ByJu1e3HbIi neMpurons’

Hapyuienust co cTOpOHBI MBIIIIEYHOM,

CKEJIETHOM U COeAUHUTEIILHON TKaHU

OueHb penko

OcTeoMaNAnus

Hapymennust co CTOpOHBI MOYEK U

MOYCBBIBOAAIIINUX HYTCI\/JI

Ouensb peako

OCTp as 1modyc€yHasg HEAJOCTAaTOYHOCTb

OueHb 4acTo

CHwkeHre JUOUI0, DPEKTUIbHAS

muchyHKIUs, TuHeKoMacTus  (y
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T ECEA TENEHT TH 007
Hapymenns co CTOPOHEI | Mysktme); 60e3HCHHOCTD MOTOUHBIX
PENPONYKTHBHOH ~ CHCTEMBI U xKele3, 601b B Irpyd (y MyXKumH),
MOJIOYHBIX XKEJIC3 YBCIIMUCHUC MOJIOYHBIX KCIIC3,

HapyUIeHHUs] MEHCTPYaIbHOIO [IUKJIA

(Y JKeHIITUH)
Yacro Becroaue®
OOmue HapyIIeHHS W PEaKIuu B Heuacto AcTtenusi, yCcTajaocThb
MECTE BBEACHUS
JlaboparopHsle u | Ouenb penko | [loBbienue KOHIEHTpalUU
WHCTPYMEHTAIIbHBIC TAHHBIC MOUYEBHHBI B CBIBOPOTKE KpPOBH,
MTOBBIIIICHHE KOHIICHTPAIIUN

KpeaTUHHHA B CHIBOPOTKE KPOBU

Yacrtorta IloBrImenue cozepKaHus

HCHU3BCCTHA TJIMKO3WJIMPOBAHHOI'O T eMorjI00MHa

(HbAlc)

! — y manmeHTOB ¢ MOYEYHOM HEOCTATOYHOCTHIO U Y MAIMEHTOB, OJHOBPEMEHHO TIOyYAFOIINX
Ipenaparsl Kajaus;

2 — y NOXWIBIX MAlMEeHTOB, MPU CaXxapHOM JuMabeTe W y MAalUEHTOB, OJHOBPEMEHHO
MPUHUMAIOIIUX UHTHOUTOPHI ATID;

3 — y MAlMEHTOB ¢ UPPO30M MEUEHH;

% — y MaIMEHTOB ¢ OYEYHOM HEJOCTATOYHOCTBIO M Y TIAIMEHTOB, MOJTyYaoIkX IPenapaThl KaIus
OJIHOBPEMEHHO CO CIIMPOHOJIAKTOHOM;

3 — KaK IIPaBWJIO, TP JUTUTENEHOM TIPUMEHEHHHY;

® — Ipu MpUMeHeHNH TIpenapaTa B BEICOKHX 103ax (450 Mr/cyT).

COO6H.[CHI/I€ 0 IOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxHo coo0maTh O IOMO3PEBAaEMBIX HEKENATEIbHBIX PEAKLIUSAX II0CIE PErucTpaluu
JIEKapCTBEHHOTO Ipenapara ¢ Lesblo 00eCceyeHHss HENPEPhIBHOIO MOHUTOPUHIAa COOTHOILICHHUS
«T10JIb3a — PHUCK» JIEKApCTBEHHOIrO Mpenapara. MeaMLMHCKUM pPaOOTHUKAM PEKOMEHAYeTCs
cooluiate 0 JOOBIX MOJ03PEBAEMBIX HEKEIATENbHBIX PEaKIHMIX JIEKAaPCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHUSI O HEXEIAaTeIbHBIX PEaKLUAX FOCyIapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOTO COK03a.

Poccuiickas ®@edepayus

®denepanbHas ciyx0a 1o Haa30py B cdepe 3ApaBOOXpaHEHUs

11
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Anpec: 109012 r. Mocksa, CnaBsHckas miomajs, 1. 4, él;Br' ¢NEOOBATENBHOCTE 0007)

Tenedon: +7 800 550-99-03

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

WNuTtepuer-caiit: https://www.roszdravnadzor.gov.ru

Pecnybnuxa Apmenus

«HayuHblli TEHTp O3KCIEPTH3bl JIGKAPCTB M MEAMIMHCKUX TEXHOJIOTHH WM. aKaJeMHKa
3. I'abpuensna» AO3T

Anpec: 0051 r. Epesan, mp. Komuraca 49/5

Otnen MOHUTOpPUHTA 0€30TTACHOCTH JICKAPCTB

Tenedon: +374 10 20-05-05, +374 96 22-05-05

OnexTpoHHas noyra: vigilance@pharm.am

WuTepuer-caiit: http://www.pharm.am

Pecnybnuxa benapycw

PecnyOnukanckoe yHutapHoe npeamnpustue «LleHTp 9KcmepTH3 W HCHBITAaHUH B
3/IpaBOOXPAHEHUID)

Anpec: 220037 r. Munck, niep. ToBapuieckuii 2a

Otnen papmakoHaazopa

Tenedon: +375 17 242-00-29

OnexkTpoHHas noura: repl@rceth.by

WNurepuer-caiit: https://rceth.by

Pecnyonuxa Kazaxcman

PI'TI na ITXB «HauvoHanbHBIN HEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3nenuity Komurera MeEIMIIMHCKOTO W (apMaleBTHYECKOTO0 KOHTPOJs MUHHUCTEpPCTBA
3npaBooxpaneHus: Pecnyonuku Kazaxcran

Anpec: 010000 r. Acrana, yin. A. manoBa, 13 (4 sTax)

Tenedon: +7 7172 23-51-35

OnextponHas noura: pdlc@dari.kz

Wntepner-caiit: https:// www.ndda.kz

Kuoipevizckas Pecnybauka

JlemapraMeHT JIEKapCTBEHHBIX CPEICTB W MEIUIMHCKUX W3IeTUuil Tpu  MHHHCTEPCTBE
3npaBooxpaneHusi Keipreizckoit PeciyOmiku

Anpec: 720044 r. buiukexk, yi. 3-s Jlunus, 25

Tenedon: +996 312 21-92-88

DnekTpoHHas nmoura: vigilance@pharm.kg

Wurepuer-caiit: http://www.pharm.kg
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4.9. Ilepeno3npoBka

CHMITOMBI

COHNUBOCTh, CHYTAaHHOCTb CO3HAHUS, TOILIHOTA, PBOTA, TOJOBOKPY)KEHHME, IUapesi, KOXKHas
MakyJionamnyJjie3Hasi WM JpUTEMAaTO3Hasl Chilb. Peke MOXKET BO3HHMKATh THUINEPKATUEMUS WU
TUTIOHATPUEMHS, OCOOCHHO Yy TMAIMEHTOB C TOYE€YHON HEIOCTATOYHOCTHIO, y MAIMEHTOB C
TSDKEJBIMU 3a00JI€BaHUSMU TI€UEHU, IEPET03UPOBKA MOXKET MPUBECTU K IEYCHOYHON KOME.
Jleuenne

Crennuyaecknii aHTUIOT OTCYTCTBYET. [IpOBOAMTCS IPOMBIBAHHE KEITy 1K, CAMITOMATHICCKOE
JIEYEHUE JIETUJpaTallii, KOPPEKIUs apTepUaIbHOW TUIIOTEH3UM U BOCCTAHOBJICHUE KHCJIOTHO-
HIEIOYHOTO  paBHOBecusa. [lpu rumepkamueMuu HEOOXOJUMO HOPMAIM30BaTh  BOJHO-
AIIEKTPOJIUTHBIA OOMEH C TIOMOIIBIO KAIMHBBIBOISAIIUX JUYPETUKOB, OBICTPOTO MapEHTEPATHHOTO

BBCACHHA paCcTBOpPa ACKCTPO3bI C MHCYJIMHOM. B tsxennix ClIydasax nNpoBOJAAT réMOoauains.

5. DPAPMAKOJIOTMYECKUE CBOVMCTBA

5.1. ®apmakoauHAMHUYEeCKHE CBOMCTBA

dapmakoTepaneBTUYECKass TIpyIIa: JUYPETHKH; AaHTarOHUCThI albJOCTEPOHA U JIpyTHe
Kanuiicoeperaromiye CpecTBa; aHTArOHUCTHI alIbJOCTEPOHA.

Kon ATX: CO3DAO1

Mexanusm gelicTBus

CrupoHONAKTOH SIBJISIETCS KaJlMHCOEperaromuM JAUyPEeTHKOM MPOJIOHTUPOBAHHOTO JIE€HCTBHA,
KOHKYPEHTHBIM aHTaroHHUCTOM aJIbJJOCTEPOHA (MHUHEPAJIOKOPTUKOCTEPOUAHBIII TOPMOH KOPbI
HAAMOYEUHUKOB). B nucTanbHBIX OTAENaxX KaHalblla CIHPOHOJIAKTOH MPEMSITCTBYET 3aJepiKKe
aNbIOCTEPOHOM HATpUs W BOJABI M TMOJABISET KaTUUBBIBOIAUINK 3(QexT anpaocTepoHa.
CBs3pIBasiCh € peLENnTopaMH ajbJ0CTEPOHA, YBEINYMBAECT IKCKPELUI0 MOHOB HATpHUs, XJopa U
BOJIbI C MOYOM, YMEHBUIAET BHIBEJICHHE NOHOB KaJIUs U MOUYEBUHBI, CHU)KAET KUCIOTHOCTh MOYH.
BcenenctBue muypernudeckoro sd¢exkra COUpOHOJAKTOH CHHMXKAET apTepHUajbHOE NaBICHHUE U
OKa3bIBACT AHTUTUIIEPTEH3UBHOE JIEHCTBHE.

Kimmanueckas 3¢ dhekTUBHOCTD M 0€30I1aCHOCTD

PannomusupoBanHoe uccienoBaHue npuMmeHeHus anpaaktoHa (RALES) — naBoiiHoe ciemoe
MHOTOLIEHTPOBOE HCCJICJIOBaHHE, TMPOBEACHHOE ¢ yuacthueMm 1663 mamueHToB ¢ ¢pakuuei
BBIOpOCa He Ooiiee 35%, C yCTAaHOBIICHHOW B TeUeHHE 6 MECAIIEB J0 BKIIOUYCHUS B CCIICIOBAHUC
cepleyHoi HeqoctaTouHOCThIO IV Kiacca o knaccudukanuu NYHA, Ha MOMEHT paHAOMU3alUN
MMEIOLUX CEPAECUHYI0 HenocTtartouHocTh III-IV knacca. Bece manuueHTsl IPUHUMANH TIETIIEBBIE
IuypeTtukd, 97% mnanueHToB npuHuManu uHruoutop AIID, 78% nanueHTOB NpPUHUMAIH

JUTOKCHH (Ha MOMCHT MNPOBCACHUA UCCICAOBAHUA 6eTa-aHp€HO6HOKaTOpBI HC UMCJIM IHUPOKOTo
13
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PacIpOCTPaHEHUs, TONbKO 15% IalmeHToB onyuant | Geralaierobrokatopts). TIAnHekTH,

MMEBILINE UCXOIHOE NMOBBIIICHNE KOHIIEHTPALMU KPeaTHHHHA B CBIBOPOTKE KpOBH Ooiee 2,5 Mr/
WIN TIOBBIIICHUE MCXOJHOTO COAEP)KaHUS Kajus B ChIBOPOTKE KpoBu Ooiee 5,0 MOKB/1, He
BKITIOYAJICh B MCCIIeIOBaHUE. Takyke M3 MCCIEOBAHUS MCKIIOYAIUCH MAIMEHTHI, Y KOTOPBIX
PEruCTPUPOBAIIOCH MOBBIIEHUE COJEPKAHUS KaIusl B CBIBOPOTKE KPOBHU Ha 25% 1O CPAaBHEHMIO C
UCXOJIHBIM ITOKa3aTeJIeM.

[TareHTsl paHIOMU3UPOBAIMCH B COOTHOIIEHUH 1:1 B rpymiy COMPOHOJIAKTOHA 25 MT OJIMH pa3
B CYTKH, WIH B TpYIIy, IOJYYarollyl0 COOTBETCTBYyIomiee ruarnebo. [lanmmenTtam, xopormio
IEPEHOCUBIIMM IIpernapar B 03¢ 25 MI/cyT, 0 KIMHUYECKMM IIOKa3aHHMSIM 103y Ipernapara
yBenuuuBaiau 1o 50 mr/cyt. Ilanuentam, He IEpEeHOCUBIINM Hpenapar B 103€ 25 MI/CYT, 103y
CIIMPOHOJIAKTOHA CHMIKaIM 10 25 Mr | pa3 B 2 nHA. [lepBu4HOI KOHEYHOMN TOUKOM B UCCIIEA0BaHUN
RALES sBnsimace CMEpTHOCTD OT JFOOBIX IPUYHH.

[Tocne HabmomeHMs 3a MAIMEHTAMU B CpelHeM B TedeHue 24 mecsieB uccienoBanne RALES
ObUIO 3aBEPIICHO JOCPOYHO, MOCKOJBbKY B XOJi€ IUIAHOBOI'O HMPOMEKYTOUHOTO aHaiu3a OblIo
BBISIBJICHO 3HAYMMOE CHIKEHHE CMEPTHOCTH B TPYIIIIE MAIIUEHTOB, MOIYYaIOLINX CIUPOHOIAKTOH.
CriupoHONakTOH cHIKan puck cmeptd Ha 30% mo cpaBHenuto ¢ turane6o (p <0,001; 95%
noBepuTenbHbIN nHTEpBal oT 18% no 40%). Kpome Toro, cCiupoHOIaKTOH 3HAYUMO CHUXKAJ PUCK
CepJeuHON CMEPTH, MPEXK]IE BCETO BHE3AMHOM CepA€YHON CMEPTH U CMEPTH OT IPOTPECCUPOBAHUS
CepJeyHON HEJOCTAaTOYHOCTH, a TaKKe PUCK TOCIUTAIN3ALMY 110 MOBOAY 3a0osieBaHuil cepaa.
Wsmenenust cramuu no knaccuukanmm NYHA Obumn Gosnee OnaronpusiTHBIMH B TPYIIIE,
NOJTyyarolleil COUpOHONAaKTOH. ['mHeKomacTust 1 6016 B rpyau HaOmoganuck y 10% myxuuH,
MOJTyYaBIIUX CIMPOHOJAKTOH, MO CpaBHEHMIO ¢ 1% y MyxxuuH B rpymnne rianebo (p <0,001).
YacToTa pa3BUTUS TSDKEIOM TUIEpKaTUEeMMHM ObLIa OJMHAKOBO HHU3KOH B 00eHX TIpymnmax
NaIMEHTOB.

5.2. ®apmakoKMHeTHYECKHE CBOMCTBA

AGcopbuus

CrupoHOIAaKTOH OBICTPO M MOJHOCTBIO BCACHIBAETCS U3 JKEITYJOYHO-KHILIEYHOTO TPAKTA.

Pacnpenenenue

AKTHBHO CBSI3BIBacTCS ¢ OenKamMu Tuta3mbl KpoBHu (puMepHo Ha 90%). CIHPOHOAKTOH U €ro
METa0OUTHI MPOHUKAIOT Yepe3 IUIAIEHTY U B IPYIHOE MOJIOKO.

BI/IOTDaHCd)ODMaLII/IH

CrupoHONaKTOH OBICTPO MeTaboNIM3UpYyeTCsl B OpraHu3Me dejoBeka. DapMakoIIOrH4ecKu
AKTUBHBIMH METa0OJIMTAMH CIIMPOHOJIAKTOHA SIBIIIIOTCS 7alib()a-THOMETHICTIMPOHOJIAKTOH U

KaHPEHOH.

OIMMUHAIMSA
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Tepron momyssiBeaeHus (Ti2) HeM3MEHEHHOT] crMponbidkToRA 15 KpoBH FiMeeT HeBoHBITyIO

npogomkutenbHocTh (1,3 daca), mepuon MONYBBIBEICHUS AKTUBHBIX METa0OIUTOB Ooliee
JUTMTEHHBIN (B MHTEepBane ot 2,8 1o 11,2 gaca). MeTaboIUThI BRIBOASTCS B OCHOBHOM MOYKAMH,
HE3HAUYUTETbHBIC UX KOJUYECTBA BHIBOASATCS Yepe3 KUIICUHHK.

JInHeHHOCTh (HEIMHEHHOCTS)

[Mocne npuema 100 Mr ciupoHOJIAKTOHA B CYTKH B TeYCHHUE 15 MHEH 310pOBBIME T0OPOBOJIBIIAMH,
BpeMs OCTIKEHHUS MaKCHMAaJbHOW KOHIICHTpAIUH MpernapaTta B Iuia3Me (tmax), MaKCHMAalbHAS
KoHIeHTparus B mazMe (Cmax), a T12 cimpoHOIakTOHA cocTaBwim 2,6 yaca, 80 HI/MJI U OKOJIO
1,4 gaca, coorBeTcTBeHHO. /{151 MeTaboauTOB 7anb(da-THOMETHICITUPOHOIAKTOHA U KaHPEHOHA,
MOKAa3aTelb tmax cCOCTaBHII 3,2 yaca U 4,3 yaca, Cmax — 391 aHr/mit 1 181 Hr/™ma, a Ti2— 13,8 yacos
u 16,5 yacoB, COOTBETCTBEHHO.

[Todeunast aKTUBHOCTh TIOCIIE OAHOKPATHOTO MPHEMa CITUPOHOJAKTOHA JTOCTUTACT MUKa depe3 7

4acoB M COXpaHAETCS He MeHee 24 4acoB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcIOMoOraTe/IbHbIX BeLIECTB

KpeMu#usi nTMOKCHT KOJIJIOUTHBIN O€3BOHBIH

Marnus creapar

Tanpk

Kpaxmain kykypy3Hblit

JlakT03BI MOHOTHIPAT

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

5 ner.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHHH

IIpu Tremnepatype He Bbie 25°C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[To 20 Tabnerox B Onucrepe u3 mwieHkH [I1BX u ¢ponbru amoMuHIEBON TIEYaTHOHN JTaKUPOBAHHOM.
1, 3 wim 5 6McTepoB BMECTE € JTMCTKOM-BKJIAJIBIIIEM MTOMEIIAIOT B MTAYKy KaPTOHHYIO.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUUYTOKEHHMH  HCIOJb30BAHHOTO
JIEKAPCTBEHHOT0 MNpenapara WJIH OTX0A0B, TMOJYYEHHbIX IOcjde MpPUMEHEeHUs:
JIEKApPCTBEHHOT0 Mpenapara, u Apyrue MaHUMYJsIIUHU ¢ penapaTomM

Becb ocraBumiics tekapCcTBEHHBIN Mpenapar U OTXOJIbI CIEyeT YHUUTOXXUTh B YCTAHOBJICHHOM
MOpsIIIKE.
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7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Benrpus

OAOQO «I'eneon Puxtep»

1103 bynanemurr, yi. JIémpén, 19-21

Tenedon: +36-1-431-4000

OnekrponHas nouta: drugsafety@richter.hu

7.1. IlpeacTaBuUTENb A€PKATE/ISI PETUCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3un norpedUTENEH HAPABIATH 110 JPECY:

Poccuiickas @edepayus

[IpencraBurensctBo OAO «I'eneon Puxtep» (Benrpust) r. Mocksa
Anpec: 119049 r. Mocksa, 4-i1 JIoOpbIHUHCKHI TIEp., 10M 8§

Tenedon: +7 495 987-15-55

OnextpoHHas noura: drugsafety@g-richter.ru

Pecnybnuxa Apmenus

[IpencraBurensctBo OAO «I'eneon Puxtep» B PecriyOnuke Apmenus
Anpec: 0010 r. Epesan, yn. 3aksna, 1. 2

Tenedon: +374 10 53-00-71

OnexTtpoHHas noura: drugsafety@gedeonrichter.am

Pecnyonuxa benapyco

[IpencraBurensctBo OAO «I'eneon Puxtep» B PecyOnuke benapych
Anpec: 220004 r. Munck, nip. [To6enuteneit, mom 5, opuc 505
Tenedown, paxc: +375 17 272-64-87

Tenedown, dpaxc: +375 17 215-25-21

OnekrponHas nouta: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman

[IpencraBurensctBo OAO «I'eneon Puxtep» B Pecy6nuke Kazaxcran
Anpec: 050008 r. Anmartsl, yi. Tose bu 187

Tenedon: +7 7272 58-26-23 (npeTeH3uu MO KaYECTBY),

+7 7272 58-26-22 (dbapmakonanzop), +7 701 787-47-01 (dpapmakonaazop)
OnextponHas noura: info@richter.kz; pv@richtergedeon.kz
Keipevizckas Pecnybauka

[IpencraBurensctBo OAO «I'eneon Puxrtep» B Kbipreizckoit PecriyOnnke
720005 r. bumkek, yia. Urembepauesa, 1 "A",

OusHec-1eHTp «ABpopay, opuc 703
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TeJ'Ie(l)OHi +996 312 98-81-16 (MOCNEOOBATENEHOCTE 0007)

OnextpoHHas noura: drugsafety.ky@gedeonrichter.eu

8. HOMEP PET'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHYHON PETMCTPAIIMA (IIOATBEPXKJIEHUSA PETMCTPAIIUMN,
IHNEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanyu:
10. IATA IEPECMOTPA TEKCTA
OO0mass  xapakTepuCTHKa JIEKapCTBEHHOTO  Ipemapata  BepommupoH  JOCTynmHa  Ha

UHPOPMALIMOHHOM TIOpTaiie EBpa3suiickoro HSKOHOMHYECKOTO COK3a B HH()OPMAIMOHHO-

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