IHCTPYKUIA
015 MeMYHOIr0 3aCTOCYBaHHSA NIKapCbKOro 3acoby
BEPOLUNIPOH

(VEROSPIRON)

Cknap:

Aito4a pe4yoByHa: CripOHOAKTOH;

1 kancyna mMictuTb 50 Mr abo 100 Mr cnipoOHOMAKTOHY;
LAOMOMIXKHI pe40BUHMN:

LAOrMOMIXKHI pe40BUHN BMICTY KariCcyJin:

HaTpilo NaypuncynbdaT; MarHito cTeapaT; KPOXMallb KYKYPYA3AHUN; NTaKTO3U
MOHoOrigpaT;

TBEPAI XenaTuHoBi karcyam 50 mr:

BEPXHS YaCTUHa Kancynu: xiHoniHosuin »xosTuit (E 104), Tutany giokcua (E 171),
XKeNaTuH; HMXXHSA YaCTUHA Kancyau: TUuTaHy giokcug (E 171), »xenaTtuh;

TBEpAi xenaTuHoBi Karcysim 100 mr:

BEPXHS YaCTUHa Kancynu: xosTun 3axig FCF (E 110), Tutany agiokecua (E 171),
XKEeNaTuH;

HUXXHSA YacTuMHa Kancynu: xoBTun 3axig FCF (E 110), tTutaHy giokcua (E 171),
XiHoniHoBUW »oBTun (E 104), >xenaTuH.

Jlikapcbka popmMma. Kancynu.
OCHOBHI pi3nKO-XiMiYHI B1aCTUBOCTI:

Kancyna 50 mr:

BMICT Kancyan: opibHo3epHNCTa rpaHyboBaHa nopowkonoaibHa cymiw 6inoro
KOJIbOPY;



Kancyna: TBepa XenaTuHoBa po3MipoM Ne 3; BEpXHS YaCTUHA: HEMNPO30pa, XKOBTOIro
KONbOPY; HUXKHA YaCcTMHA: Henpo3opa, 6ifloro Konbopy.

Kancyna 100 mr:

BMICT Kancyan: apibHo3epHNCTa rpaHysiboBaHa nopowkonoaibHa cymiw 6inoro
KOJIbOPY;

Kancyna: TBepAa XKenaTuHoBa po3MipoM Ne 0; BepXHS YaCTUHA: HENPO30pa,
OPaHXXEeBOro KOMbOPY; HUXXHS YaCTUHA: HENPO30pa, XKOBTOr0 KOJIbOPY.

dapMmakoTepaneBTUYHa rpyna. Kaninsbepiratodi giypeTukun, aHTaroHIicTK
anbpocTtepoHy. CnipoHonakToH. Kog ATX CO3D AO01.

dapMaKoIoriyHi B1aCTUBOCTI.
dapmakognHaMika.

CnipOHONAKTOH € KOHKYPEHTHUM aHTaAroHICTOM asibAoCTepoHy. BiH BNAMBaE Ha
ANCTaNnbHIi KaHanbLi HNPOK.

Yepes 6/710kafy anbOoCTEPOHY MPUTrHiYY€E 3aTpuUMKy Boan Ta Na+ Ta cnpuse
yTpuMaHHI0 K+, Wo He Tinbku niasuwye ekckpeuito Na+ Tta Cl—, Ta 3HUXYE
ekckpeuito K+ 3 ceyeto, a 1 3HUXKYE ekckpeLito H+. Y pe3ynbTaTi UbOro Ce4oriHHNn
e(heKT Ma€ TaKOoX rinoTeH3nBHY Aito.

Hocnig>xeHHsa RALES

PaHOooMi3oBaHe O0CNig>XeHHs 3acTocyBaHHSA anbaakToHy (RALES) — noasinHo cnine
baraToueHTpoOBe AOCAIAXKEHHS, NMpoBeAeHe 3a y4acTio 1663 nauieHTiB 3 ppaKLi€to
BUKMAOy He 6inbwe 35%, 3i BCTAHOBNIEHOIO NPOTArOM 6 MiCALIB 4O BKJKOYEHHS B
DOCNiO>KeHHS cepueBol HepocTaTHICTo IV Knacy 3a knacugikauiero NYHA, ski Ha
MOMEHT paHAoMi3aLlil MaloTb cepueBy HegocTaTHICTb IlII-IV knacy. Bci nauieHTn
npunManm NeTnboBi AiypeTukn, 97% nauieHTiB npunmManu iHribitop AM®, 78% —
ONIrOKCUH (Ha MOMEHT npoBefeHHs aocnigXeHHa 6eTta-61o0kaTopy HE Manan LUMPOKOro
nowmnpeHHs, Tinbkn 15% nauieHTiB oTpuMyBanu beTta-6nokaTtopn). MauieHTn, Aki manu
MnoYaTKoOBE MiABULLEHHA KOHLEHTpaUil KpeaTUHiHY B cMpoBaTUi KpoBi binble 2,5
Mr/on abo novyaTkoBe NiABULWEHHSA BMICTY Kasito B CMpoBaTLi KpoBi binbie 5,0
MEKB/N, He BKIOYaNNCA B AOCNIOXKEHHSA. TaKOX 3 AOCNIAXXEHHSA BUKJTIOYaINCA
MaLieEHTWN, Y AKUX PEECTPYBaANOCA NiABULLEHHSA BMICTY Kailo B CMpoOBaTLi KPOBi Ha 25%



Yy NOPIBHAAHHI 3 NOY4aTKOBUM NOKa3HUKOM. lMauieHTn 6ynn paHaoMi3oBaHi B
CniBBigHOWEHHI 1:1 B rpyny CcNipoHONaKTOHY 25 Mr ognH pa3 Ha goby abo B rpyny,
fKa oTpumye nnauebo. MauieHTaM, aki gobpe nepeHocunm nNpenapatT B 403i 25
Mr/0oby, 3a KNiHIYHMMKW NMoKa3aHHAMK A03Yy npenapaTy 36inbwyBann o 50 mr/goby.
MauieHTaM, AKi He nepeHoCcUAKM nNpenapaT B A03i 25 mr/anoby, 403y CRNiPpOHONAKTOHY
3HMXXYBaAM 00 25 Mr 1 pa3 Ha 2 AHi. [epBUHHOIO KiHLEBOI TOYKOK B O0C/IOXKEHHI
RALES 6yna cmMepTb 3 Oyab-aKnx NpunymnH. MNicng cnoctepexeHHs 3a NauieHTamMum B
cepeaHbOMY NpoTarom 24 micauis gocnigxeHHs RALES 6yno 3aBepLueHo 4OCTPOKOBO,
OCKiJIbKM B X0A4i N1AHOBOIO MPOMIXKHOIro aHaizy 6yso BUABAEHO 3HAYYLLE 3HUXKEHHS
CMEePTHOCTI B rpyni MayieHTIB, AKi OTPUMYIOTb CMNipoOHONMAKTOH. CNipOHO/IaKTOH
3HM)KYBaB puU3nK cmepTi Ha 30% B nopiBHAHHI 3 nnauebo (p <0,001; 95% posip4unin
iHTepsan Big 18% no 40%). Kpim Toro, CrnipoHONaKTOH 3Ha4YMMO 3HM>XKYBaB PU3UK
cepueBol CMepTi, NepLl 3a BCe panToBOI CepueBol CMepTi i CMepTi Big NporpecyBaHHS
cepueBol HegOCTaTHOCTI, a TaKoXX PU3UK rocniTasisauili 3 Npneoay 3aXBOPOBaHb
cepus. 3MiHK cTafii 3a kKnacudgikauiero NYHA 6ynun 6inbw cnpmatnmemmm B rpyni, Wwo
OLepP>XYE CrnipoHONMaKTOH. NHekoMacTia i 6inb B rpyasx cnoctepirannca 'y 10%
4OJ10BIKiB, AKi OTPUMYBaIN CMiPOHONAKTOH, B MOPIBHAHHI 3 1% 40N0BIKiB rpynu
nnauyebo (p <0,001). HYacToTa pO3BUTKY TAXKKOI rinepkaniemii 6yna ogHakoBo
HN3bKOI B 060X rpynax nMauieHTIB.

®apMaKoKiHETHKaA.

Abcopbuia cCnipOHONAKTOHY 3i LWIYHKOBO-KULLKOBOINO TPaKTY LWWBMAKA i MOBHA. BiH
3Ha4YHOIO Mipoto 3B'A3YETHLCA 3 Binkamm nnasmm Kposi (NpnbamnsHo 90%).
CnipoOHONIaKTOH NiAAAETLCA WBNAKOMY MeTabonisMy. Moro akTMBHUMM MeTaboniTamu
€ 70-TiOMEeTUNCNIPOHONIAKTOH | KaHpPeHOH. He3Ba)katoum Ha Te, Wo nepion
HaniBBMBEAEHHS CaMOro CnipoHONIaKTOHY KOpPOTKUK (1,3 roamnHn), nepiogn
HaniBBMBEAEHHS NOro akTUBHUX MeTaboniTiB TpueBaniwi (Big 2,8 Ao 11,2 roanHun).
MeTaboniTn eKCKpPeTYITbCHA, FOIOBHUM HYMHOM, i3 ceYvyero; Masa YacTuHa
EKCKPEeTYETbCA 3 KasioM. CNipoOHONAKTOH i noro Metabonitm NpoHNKaloTb Yepes
nJaueHTy i B rpy4He MOJIOKO.

Micna 3acTocyBaHHA 100 Mr cnipOHONAKTOHY WOAHSA BOPOAOBX 15 AHIB 340poBMMN
006poBObLAMM HE HaTLLE MOKA3HUKKM Yacy A0 OOCATHEHHS MiKOBOI KOHUEHTpauil y
naa3Mi Kposi (tmax), nikoBoi KOHUEeHTpauil y niaa3mi kposi (Cmax) i nepiony
HanieBuBeaeHHs (t1/2) cnipoHoNaKTOHY CTaHOBUAW: 2,6 rognHn, 80 Hr/mMn i
npubnnsHo 1,4 roavHm BignNoBigHO. ONna 70-TiOMeTUICNIPOHONAKTOHY | KAHPEHOHY L
MOKa3HMKWN CTaHoBWAM BignosBigHo 3,2 i 4,3 roanHu; 391 181 Hr/mn; 13,8 Ta 16,5
roAvHWN.

Bname Ha HNPKK pa30BOI 003U CMiIPOHONIAKTOHY LOCAra€ Niky yepes3 7 roguH i
36epira€eTbCs LWOHaNMeHLe BNPOA0BX 24 roguH.



KniHiYHi XapakTepucTuku.
Moka3aHHA.

3acTinHa cepueBa HeLOCTATHICTb, Y BUNagKax, KoJsn y nauieHTa He CroCcTepiraeTbCcs
BiAMNOBiAb Ha NiKyBaHHSA iIHWKMK aiypeTnkamm abo € HeobXiAHICTb Y MOTEHUitOBaHHI
IXHiX eheKTiB.

EceHuianbHa apTepianbHa rinepTeHsis, roJJIOBHUM YMHOM Y BUNagkKax rirokaiemil,
3a3BMYan y KOMBiHaUii 3 iIHWWMM aHTUTiNEPTEH3UBHMMW NMpenapaTamMu.

Linpo3 neyviHkK, Wwo cynpoBoaXXY€ETbCS Habpsikamn Ta/abo acunTomMm.
MepBUHHMI rinepanbLoCTEPOHI3M.

Habpsaku, 3ymMmoBieHi HEQOPOTUYHUM CUHOPOMOM.

Finokaniemis, y BUNagKax HEMOXXJIMBOCTI OTPUMaHHS iHLWOT Tepanil.

Ana npodinakTUKKM rinokKasnieMil y NaLieHTIB, Ki OTPUMYIOTb CepLeBi rnikosnau, y
BUMagKax, KON iHWIi nigxoawn po3rnagalTbCsa 9K HeaouinbHi abo HeBiANOBIAHI.

MpoTunokKa3saHHA.

FinepyyTnmMBICTb A0 Ait0Y0I pevyoBUHN abo 0o 6yab-AKOi 3 4OMOMIDKHUX PEYOBUH.
AHypis.

foCTpa HUPKOBa HEOOCTATHICTb.

TAXXKi nopyLweHHA QYHKLiIT HAPOK (LWBUAKICTb KNYyBo4KoBOI inibTpauii <10 mn/xs).

CepueBa HEQOCTATHICTb, SKLWO WBNAKICTb Kybo4koBol hinbTpauili MeHwe 30 Ma/xB
abo cnpoBaTKoOBa KOHLUEHTpPaUiA KpeaTUHiHy 6inbwe 220 MKMObL/N.

Finepkaniemis.

FinoHaTpiemis.

XBopoba ApaicoHa.

OAaHo4acHe 3acToCcyBaHHSA ensiepeHoHy abo iHWKnX Kaninsbepiratounx giypeTukis.

BariTHicTb abo nepion rogyBaHHSA rpyanto.



B3aeMmogpisa 3 iHWMMM NiKapCcbKUMU 3acobamm Ta iHWIi BUAKU B3AEMOAiN.

OAaHoYacHMW NpuoM npenapaTy BepownipoH 3: iHWKUMWN Kaniizbepiraro4Ynmm
aiypetunkamu, iHribitopamm Al®, aHTaroHictaMu peLenTopiB aHrioTeH3nHY |,
bs10kaTOpamMu asbAOCTEPOHY, rpernapaTtaMmn Kasito, a TakKoX AOTpuMaHHS baratoi
KaJlieM gieTn abo BXXMBaAHHS 3aMiHHUKIB COJ1i, LLIO MICTATb KaJlivi, MOXXe Npu3BecTu 4o
PO3BUTKY TAXKKOI FinepKasiemil.

KpiMm nikapcbkunx 3acobiB, AKi 4OCTOBIPHO CMPUYMNHAIOTL rinepKaliemito, ogHo4YacHe
3aCTOCYyBaHHA KOMbiHaUii TonmeTornpum/cysibchaMeToKkca3os (aHTNbioTuK, Tak 3BaHUN
KO-TPMMOKCa30J/1) 3i CNipOHOJIAKTOHOM MOXXe NPU3BEeCTN A0 KJIHIYHO 3HaYyLuloi
rinepkaniemir.

Mpuinom 3 iHWUMN AiypeTukamMmy NOCUITIOE Oiypes.

IMyHOCYyrnpecaHTu, UNKJI0CMOPUH | TaKpOoJliMyC MOXYTb NiABULLYBATN PU3NK PO3BUTKY
rinepkasniemii, CnpnYnNHEHOoIl CrNipOHOIAKTOHOM.

XosnectupamiH, X10pua aMOHI0 TaKOXX MOXXYTb NigBULLYBATN PU3SUK TFinepKaniemil i
rinepxnaopemiyHoro metaboniyHOro aunao3sy.

TPUUMKNIYHI aHTUOenpecaHTn Ta aHTUNCUXOTUYHI NpenapaT MOXXYTb NOCUOBATHN
QHTUrIiNepTeH3NBHUN epeKT CNipOHONTAKTOHY.

rinoTeH3nBHI 3acobu: CNiIPOHONAKTOH MOCUJIOE AOit0 NiNOTEeH3UBHUX NpenapaTiB, A03Y
AKNX NPU 0gHOYACHOMY MPUINOMI 3i CNiIPOHOTAKTOHOM, MOXX1MBO, Byae noTpibHO
3MEHLWNTN | KOpUryeBaTun y noganbllomy B pa3i HeobxigHoCTi. Ockinbku iHribiTopn AN®
3HMXKYIOTb NPOAYKYBaHHA anbOOCTEPOHY, He CNif 3aCTOCOBYBaTU npenapaTn AaHol
rpynun o4HOYacCHO 3i CNiIPOHONIAKTOHOM Ha MOCTINHIN OCHOBI, 0cO6MBO NMauieHTaM 3i
BCTaHOBJIEHUM NOPYLUEHHAM (PYHKLiT HUPOK.

OOHOYaCHMI NPUNOM 3 HITPOriLlEPUHOM, IHLLUNMU HITpaTaMu abo BazoauniataTopamMmu
MO>XXKEe MOCUIIOBATN aHTUMINEPTEH3NBHNN ePEKT CNipOHONMAKTOHY.

Ankorosb, 6apbiTypatn abo HapPKOTUYHI NpenapaT MOXXYTb NOTEHLilOBAaTN NOB’'A3aHy
3i CNiPOHO/TAKTOHOM OPTOCTATUYHY FiNOTEH3Iit0.

MpecopHi aMiHK (HopeniHedpWH): CNIPOHONAKTOH 3HUXXYE CYAUHHI peaKkuil Ha
HopeniHepPUH. 3 Li€i NPUYNHKN Cnig AOoTpMMyBaTUCA 06epeXXHOCTi NPy NPOBeAEHHI
MicueBoi abo 3arasnbHOl aHecTesil y NauUieHTIB, AKi 3aCTOCOBYOTb CMiPOHO/IAKTOH.



HecTtepoinHi npotn3anasbHi npenapatu (HI3M1): y nesaknx nauieHTiB NpUnom
HecTepoiAHUX NMpoTM3anaabHUX 3acobiB MOXXe 3HUXKYBATU OiypeTUYHUNA,
HaTPINYPETUYHUA Ta aHTUMNEPTEH3UBHNIN ePEKTUN NETNbOBUX, Kaninsbepiratoymx i
TiasngHunx giypetukis. OgHo4YacHe 3aCTOCYBaHHSA HECTEPOIAHMX NMPOoTU3anasbHNX
3acobiB (Hanpuknag aueTuacaniunaoBoi KNCAOTKU, iHOOMEeTaunHy Ta MedpeHaMiHOBOI
KUCNOTKN) 3 KaninsbepiratoymMmm giypeTukamum MoXKe npmuBecTn 00 PO3BUTKY TAXKKOI
rinepkaniemii. TakuMm 4nHoM, Npu ogHOYACHOMY MPUIOMI criipoHoNakKToHy 3 HM3MM cnif
peTesbHO KOHTPOJIOBATK CTaH NaLieHTa WOA0 A0CATHEHHA Ba)kaHOro epekTy
CeyvyoriHHoro npenaparty.

[ 1oKoKOpPTUKOCTEPOIAN, aAPEHOKOPTUKOTPOMHUN ropMoH (AKTT): Moxxe
36iNbLUYBATUCA LWWBUAKICTb BUBEOEHHS €/1eKTPONITIB, 30KpEMa, MOXX/IMBA rinoKanieMis.

AnrokcmH: cnipoHONMaKTOH MOXe 30iNbLliyBaTy Nepio HaniBBUBELEHHSA OUTOKCUHY,
WO MOXKe Npu3BecTun A0 36inblueHHS KOHUEeHTpaLIil ANFOKCUHY B CMPOBaTLi KPOBI i, K
HaCNiAoK, NOCUIEHHS MO0 TOKCUYHOCTI. [pn NpUNOMI CMiPpOHONAKTOHY MoXXe ByTu
MoTpibHE 3HM)KEHHSA 03K AUroKCUHY. Cnig peTenbHO KOHTPOOBATU CTaH NaLUieHTa
ans 3anobiraHHga nepeno3yBaHHIO AUTOKCMHOM abo HeJoCTaTHIN auriTanizauil.

Brninve npenapaTty Ha pe3y/ibTaTun 1abopaTopHUX AOCiAXEHb: B NybnikaLisgx onmcaHo
KilbKa BUMNagKiB BNAINBY CMNipoHONaKTOHY abo rnoro metaboniTiB Ha KOHLEHTpaLito
ONTOKCNHY, BU3HAYEHY MeTo40M pafioiMyHHOro aHanisy. KniHiyHa 3Ha4YMMiCcTb gaHol
B3a€EMOAIl Ha CbOroaHi He3po3yMina.

Mpwn hnyopnMeTpru4HOMY aHani3i CNiPOHOIAKTOH MOXXe BMAMBATUN Ha pe3ynbTaT
aHani3y BMICTy CMOJYK 3 aHaNOriYyHMMM napamMmeTpamm ayopecueHuii (Hanpuknag,
KOpPTN30J1, eniHepUH).

AHTUNIPUH: CNiIPOHONAKTOH NPUCKOPIOE MeTaboni3M aHTUMIPUHY.

lpenapaTtn NiTi: AK NpaBwuo, NpernapaTn NiTito He Cif 3aCToCOBYBaTU OL4HOYACHO 3
aiypetukamun. [iypeTukun 3HMXKYIOTb HUPKOBUW KNIPEeHC NiTito i NigBULLYIOTb PU3NK
PO3BUTKY TOKCUYHUX edpeKTiB npenapaTis AiTito.

KapbeHOKCO/10H MOXe CNPUYUHUTU 3aTPUMKY HaTPit0 B OpraHi3Mmi i, AK Hacnigok,
3HMXKYBaATU ePeKTUBHICTb CMipOHONAKTOHY. Cnig YyHUKaTVU 04HOYaCHOro
3acToCyBaHHA KapbeHOKCONOHY i CNipOHOIaKTOHY.

KapbamaszeniH npn 0AHOYAaCHOMY 3aCTOCYBaHHI 3 AiypeTMKamMum MoxXe CPUYNHNTI
KJIHIYHO 3Ha4yLLy rinoHaTpIiEMItO.

renapuviH, HU3bKOMOJIEKYIAPHWUV rerapuvH: 0GHOYaCcHe 3aCTOCYBaHHSA 3i
CMiPpOHOJIAKTOHOM MOXXE MPU3BECTU A0 TAXKKOI FinepKasiemil.



loxigHi KyMapuHy: npenapaT 3HNXKYE e(PeKTMBHICTb AaHOI rpynn npenaparis.

CnipoHONaKTOH MOXXe nocunBaTu gito aHanoris NHPI (roHagoTponiH-pUAi3NHr-
FOPMOHY): TpUnTopeniHy, bycepesniHy, roHagopesiHy.

OCob6MBOCTIi 3aCTOCYBAHHHA.

3 0cob6mBOO 0BEepeXHICTIO CNIPOHOMAKTOH CJlif 3aCTOCOBYBATU NaLi€EHTaM, OCHOBHE
3aXBOPIOBAHHSA AKX MOXKe NPOBOKYBAaTU PO3BMUTOK aumao3sy Ta/abo rinepkaniemiio.

NauieHTn 3 giabeTU4HO HedponaTiE MaOTb MNiABULLEHNN PU3UK PO3BUTKY
rinepkasniemir.

MpunoM CRiIPOHONMAKTOHY MOXKe CIPUYNHUTY TUMYacoBe MiABULLEHHS @30Ty CE4YOBUHN
KpoBi (ACK), ocob61mBO Ha TNi HASBHOIr 0 NMopyLweHHA PYyHKLIT HAPOK i rinepkaniemil.
CnipOHONaKTOH MOXe CNPUYNHUTN 0BOPOTHUN rinepxaopeMivHnin meTabonivyHun
aumaos. TaknMm YNHOM, Npu 3aCTOCYBaHHI NpenapaTy nauieHTaM 3 NopyLUEeHHAMN
PYHKLIT HUPOK i NeYiHKN, @ TaKoXX MaLli€EHTaM NiTHbOrO BiKy HEOBXiaHWN perynsapHuin
KOHTPOJIb MOKA3HUKIB €/IEKTPONITIB CMPOBATKU KPOBI | PYHKLiIT HUPOK.

OfHoYacHe 3acToCyBaHHSA CMipOHOJIAKTOHY 3 MpenapaTaMu, WO CIPUYNHAIOTb
rinepkaniemito (Hanpuknag, iHWi kaninsbepiratodi giypetukuy, iHridiTtopn AMNO,
AHTAroHICTN peuenTopiB aHrioTeH3nHy |l, 6rokaTopn anbAoOCTEPOHY, FreNapuH,
HN3bKOMOJIEKYIAPHUIN renapuH, NnpenapaTtun Kanito, 6arata Kaniem fi€eTa, BXXUBAHHS
3aMIiHHUKIB COJi, WO MICTATb Kanin), MOXXe NPMU3BECTU 00 PO3BUTKY TAXKKOI
rinepkarsniemil.

Finepkaniemia Mo)xe Npu3BecTU 00 feTasbHOro pesynbTaTy. KpuTUYHO Ba>K/IMBO
KOHTPOJIIOBATU | KOPUryBaTU BMICT Kasito MauieHTaM 3 TAXKKO GopMoto cepLeBol
HeOOoCTaTHOCTI, SKi OTPUMYIOTb CMipOHONAKTOH. He cnifg 3acTocoByBaTu npenapaT
pa3oM 3 iHWMMK Kaninsbepiratoummm giypetnkamu. MNMauieHTamM 3 BMiCTOM Kanilo B
cupoBaTUi KpoBi Buwle 3,5 MEKB/N npoTunokasaHe 3aCTOCYBaHHA npenapaTiB Kanito.
PekoMeHOoOBaHa YaCcTOTa MOHITOPUHIY BMICTY KaJlito i KpeaTUHIHY — Yyepes3 TUXOEHb
nicna novyaTky Nnpunomy npenapaTy abo 36inbWweHHA 003K CNIPOHOMAaKTOHY, WOoMicaus
NPOTAroM nNepmnx 3 MicauiB, MOTIM WOKBapTasy NPOTAroM PoKy, MiCaa 4YOro — KOXHi
6 micauis. Mpu BMICTI Kanito B cmpoBaTui KpoBi 6inblie 5 MEkB/N abo KpeaTUHIHY
Binbwe 4 mr/on cnig TMMY4acoBo abo NOBHICTIO NPUNWHNTY NPUAOM CMiPOHOTAKTOHY
(amB. po3ain «Crnocib 3acToCcyBaHHA Ta O03U»).

MauieHTaM 3 nopdipieto BepownipoH cnig 3actocoByBaTn 3 0C06/11MBOIO 06EpPEXXHICTIO,
OCKiNlbkK BbaraTo npenapaTiB NPOBOKYOTb 3aroCTpeHHS nopqipil.



Mpu npurnomi npenapaTy 3abOPOHAETLCA BXXUBAHHSA aJIKOr0J110.

Y pa3i HenepeHoOCMMOCTI NakTo3u cnig 6paTn 0o yBaru, Wo KoXXHa Kancyna 50 mr
MiCTUTb 127,5 Mr nakTto3m MmoHorigpaTy, a kancyna 100 mr mictutb 255,0 Mr nakto3u
MoOHorigpaTy. laHun npenapaT He C/if 3aCTOCOBYBAaTU NAaLLIEHTaAM 3 TaKUMWU
PioKICHUMN CNaAKOBMMU 3aXBOPOBAHHAMU, 9K HEMEPEHOCUMICTb raslakTo3n, NoBHa
NlaKTa3Ha HeLOoCTaTHICTb abo CMHAPOM MII0KO30-raslakTO3HOI Masibabcopbuil.

Kancynun BepownipoH, 100 Mr, MiCTATb B CBOEMY ckNafi 6apBHUK «»X0BTUIM 3axig» FCF
(E 110), 9knin Mmoxxe BUKINKATKU anepridHi peakuil.

3acTocyBaHHSA y riepioa BariTHOCTIi abo rogyBaHHS rpyaaro.
BariTHIiCcTb

CnipOHONaKTOH BUABNAE aHTUAHOPOrEHHUN eheKT y NIoONHU, TOMY NOro He cnif
3aCTOCOBYBaTW Nif Yac BariTHOCTI (amB. po3ain «MpoTunokasaHHA»). CNipOHOIaKTOH
abo noro metaboniTn NpoxoOsaTb Yepes remMaTonsaueHTapHUn bap’ep. Ha Thi
3aCTOCYBaHHS CMipOHO/IAKTOHY Y BariTHUX LWYpPIiB cnocTepiranacsa emiHizauia niogis
4YOJI0BIYOI CTaTi, @ MiCNS HAPOOXKEHHS Y MOTOMCTBA »XXiHOYO0I Ta YOI0BIYOI CTaTI
crocTepiranncs eHOoKPUHHI NOpYyLLUEHHS.

[fooyBaHHA rpyannro

MeTaboniTn CNipOHONAKTOHY BUSABNANNCA B FPyAHOMY MoJsioui. Y pa3i HeobxigHOCTI
3aCTOCYBaHHSA CNiIPOHONAKTOHY C/lif nepepBaTn rpyaHe BUro40BYBaHHS.

3aaTHICTb BA/IMBaATU Ha LUBUAKICTb peakUii npy KepyBaHHIi aBToOTpaHCropTomM abo
IHLLINMUN MexaHIi3MaMu.

Y no4aTKoOBMI Nepioa NiKkyBaHHSA, TPMBANICTb AKOro iHAMBIAYyaNbHa, 3a00POHAETHCS
KepyBaTn aBToMobinem Ta iHWNMKU MexaHi3aMaMu, poboTa Ha AKMX NOB’A3aHa 3
NigBULLEHUM PU3UKOM TPaBMaTU3MY.

Hapani obMe)xxeHHS cnifg BU3HavYaTW iHOUBIAYalbHO A1 KOXKHOIO Maui€eHTa.

Cnocib 3acTocyBaHHA Ta AO03M.

Cxemu go3yBaHHA




Lopocni

[lepBUHHWUW rinepasibAoCTEPOHI3M

3 AiarHoCTUYHOK METOH

TpuBanum TecT: CNiPOHONAKTOH 3acTocoBytoTb N0 400 Mr/noby 3—4 TuXxHiI. Mpu
DOCArHEeHHI KopeKUuil rinokanieMii i apTepiasbHOI FiNnepTeH3ii MOXKHa NpunyckaTu
HasABHICTb MEPBMHHOIO riNnepanbhoCTEPOHI3MY.

KopoTKuin TecT: CnipoHONakToH npuinmatoTb no 400 mr/noby npotarom 4 gHis. MNpn
36inbLIEHHI BMICTY Kanito B KPOBi Mig Yac NnpunomMy npenapaTty BepownipoH i 3HWXXEHHI
Micna Noro CKacyBaHHSA MOXXHa MPUMNYCKaTu HAsABHICTb NEePBUHHOIO
rinepanb4oCTEPOHI3MY.

JlikyBaHHS

Mpwv NigroToBUI A0 XipypriYHOro NikyBaHHSA CNipoOHOJIAKTOH 3aCTOCOBYIOThL B [03aX Bif
100 go 400 mr/poby. NauieHTamMm, y SKMX onepalis He NJaHYETbCS, NpenapaT MO>XKHa
3aCTOCOBYBaTU AK TpUBaNy MiATPUMYOYY Tepanito y HaMMeHLWIin epeKTUBHIN [03i, Ky
BM3Ha4aloTb iHOMBIAYaNbHO. B onncaHin cuTyauii no4aTKoBy 003y AOMYCTUMO
3HUXXYBATU KOXHi 14 OHIB 00 AOCATHEHHS MiHIManbHOI epeKTUBHOI A03un. Ong
3HMXXEHHSA BUPa>KeHOCTi NobiYHMX eheKTiB Npu TPpMBaJIOMYy 3aCTOCYBaHHI npenapaTy
BepownipoH peKoMeHOYy€eTbCA 3aCTOCOBYBATM B KOMBiIHaUIT 3 iHWMMKU AiypeTukaMu.

Habpsiku Ha T/i 3aCTiViHOI cepueBoi He4OCTaTHOCTI abo HEYPOTUYHOIr O CUHAPOMY

No4vaTkoBa nobosa no3a ctaHoBMTb 100 Mr i Mo>xe BapitoBaTu Big 25* oo 200
Mr/poby, 3a 1 abo 2 npunomu.

Y pa3i npu3sHavyeHHs 6inbw BMCOKNX 003 BepolunipoH MO>XXHa 3aCTOCOBYBaTU Y
KOMOiHaUil 3 IHWMMKU rpynaMu AiypeTukis, Wo AitoTb Y 6iNbll NPOKCUMaNbHUX
Big4iNax HUPKOBUX KaHasnbLiB. Y UbOMY BMNAaLKY LO3YBaHHA BepownipoHy cnig
KopuryBsaTu.

JlogaTkoBa Tepanis rnpu aiKyBaHHI TSXXKOI cepLeBoi HegocTaTHocTi (Kaac -1V 3a
knacugikauiero Horo-Mlopkcbkoi kapaionoridyHoi acouiavuii (NYHA) i 3 copakuieto BUKugy
=35%)

Ha oCHOBI pe3ynbTaTiB paHOOMiI30BaHUX O0CNIOXEHb 3aCTOCYBaHHSA ajibAaKTOHY
(RALES: guB. po3gin «®apMakognHaMika») BCTaHOBJIEHO, L0, AKLLO BMICT Kasilo B
cupoBaTUi KpoBi He nepesuilye 5,0 MEKB/N, a KOHUEHTpaLUis KpeaTUHIHY B CMpoBaTLi
KPOBIi He nepeBuLLYyE 2,5 Mr/an, Ha No4aTKy 3acTOCyBaHHA Ha TNi 6a30BOi CTaHOAPTHOI
Tepanii go3a CnipoHONAaKTOHY MOBUHHA CTaHOBUTK 25* mr/aoby. MauieHTaMm, aki nobpe



rnepeHocsaTb NnpenapaT y A03i 25 mr/noby, 3a KAiHIYHUMK MOKa3aHHAMM MOXKHa
36inbwinTn go3y oo 50 mr/noby. MauieHTaMm, AKi He NepeHoCATb NpenapaT y Ao3i 25
Mr/ooby, MOXXHa 3HU3NTW A03Y NpenapaTy 4o 25* Mr oAMH pa3 Ha 2 AHi (AnB. po3ain
«0cobMBOCTI 3aCTOCYBaAHHSA»).

JlogaTkoBa Tepanisi npv JiKyBaHHI apTepiasbHOI rinepTeH3ii B pa3i HEAOCTATHbLOI
eheKTUBHOCTI paHille 3aCTOCOBYBaAHUX riNOTEH3NBHUX MNpenaparTiB

NMoYyaTKoBa f03a CNiIPOHO/IAKTOHY NPU 04HOYAaCHOMY 3aCTOCYBaHHI 3 iIHLWIMMW
rinOTEH3MBHMMW NMpenapaTaMu CTaHOBUTb 25* Mr/goby. AKLo Yyepes 4 TUXHI
apTepiasibHUN TUCK He OOCAra€ LilbOBUX 3HAYeHb, 003y NMpenapaTy MOXXHa MoABOITH.
Y nauieHTIB 3 apTepiasibHOI rinepTeHs3i€ln, aKi OTPUMYIOTb NpernapaTu, Wo MOXYTb
BUKJINKATWN PO3BUTOK rinepkaniemii (Hanpuknag iHridiTtopmn AN® abo 61okaTopun
peuenTopiB aHrMiOTEH3NHY), 00 NOYaTKY 3aCTOCYBAHHS CMiPOHOIAKTOHY CAif OUiHUTKY
BMICT Kanito i KpeaTUHIHY B cMpoBaTLi KpoBi. He cnig 3acTocoByBaTu npenapaT
BepolnipoH nauieHTaM, y AKMX BMICT Kanito B cupoBaTLi KpoBi nepesuilye 5,0
MMOJIb/N, @ KOHLLeHTpaLis KpeaTUHIHY B CMpOBaTLi KPoBi nepesuLlye 2,5 mr/aon.
MpoTAromMm 3 MicAUiB NMiCNS NOYAaTKy NMPUAOMY CMiPOHONIAKTOHY CNig peTenbHOo
KOHTPOJIIOBATU BMICT Kanito i KpeaTUHiIHY B KPOBI.

Acunt i Habpsikn, 3yMOBJIEHI LUMPO30OM MEYiHKU

Akwo cnieeigHoweHHsA Na+/K+ y ceui 6inbwe 1, nobosa no3a ctaHoBUTbL 100 Mmr.
AKWo ue cniBBigHOWEHHS MeHLWe 1, go3a npenapaTy NOBUHHA 3HAXOOUTUCSA B MeXXax
Big 200 oo 400 mr/noby.

MnigTpumytody o3y Cif BU3HaYaTW iHAMBIQYyabHO.

Finokasniemisa

MpenapaT Npu3HavYaeTbCa B A03i 25*-100 mr/poby, SKWo 3aCToCyBaHHA NpenapaTis
Kanito abo iHWnx Kaninsbepirato4ynx MeToaiB € HEAOCTATHIM.

iTh

No4vaTkoBa noboBa fo3a CTaHOBUTbL 1-3 Mr/Kr Macu Tina ogHokpaTHO abo 3a 2-4
npunomun. MNMpwn NnpoBefeHHi NigTpuMytoYol Tepanii abo Npu ogHOYaCHOMY 3aCTOCYBaHHI
3 iHWKUMK giypeTnkamm 0o3y BepownipoHy noTpibHO 3HM3NTK 0 1-2 Mr/kr macu Tina.
3acTocoByBaTu NpenapaT y BUrnagi Kancya AouisibHO OiTAM BIKOM Bif 5 pokiB, Koau
BOHW MOXXYTb MPOKOBTHYTMK Kancysy. Y pa3i HeobxigHOCTi 3aCTOCyBaHHSA npenapaTy
OiTAM 00 5 poKiB Cnif 3aCTOCOBYBaTWU npenapaT y Burnagi tabnetok. TabneTky
BepownipoH no 25 Mr HeobXxigHO NoAPIOHNTN, PO34YUHUTI Ta AaTU BUNUTU AUTUHI Y
BUrNagi cycreHsil.



[MalieHTV NITHBOro BiKY

PeKoMeHOYETbCA PO3MNOYMHATY NIKYBAHHSA 3 HMXXYMX 0,03 3 NofasibLLINM MOCTYMNOBUM 1X
36iNblLUEHHAM 00 AOCATHEHHS MaKCUMasibHOro edekTy. Cnig 6paTtn fo yBaru, wo 'y
NiTHIX 0Ci6 MOXJIMBI NEYIHKOBI | HUPKOBI MOPYLUEHHS, SKi BNJAMBaOTb Ha MeTaboniam
npenapaTy Ta MOoro eKCcKpeuito.

KpiMm TOro, npm 3acToCyBaHHi npenapaTy navuieHTaM NiTHbOro BiKy cnig bpaTtn oo
yBaru pm3nK po3BUTKY rinepkaniemii (gue. po3ain «0OcobnmBoCTi 3aCTOCYyBaHHA»).

*AKWo pa3oBa A03a CTaHOBUTbL 25 MI, peKoOMeH40BaHO 3aCTOCOBYBaTM BepownipoH,
TabneTkn no 25 mr.

Cnocib 3acToCcyBaHHS

AK NpaBwo, 403y CAIPOHONAKTOHY NpunMaloTb Nicnsa ign 1 abo 2 pa3n Ha ooby.
Mpurom gobosoi Jo3m abo nepLuoi YacTnuHM [o060BOI 403K NpenapaTy
PEKOMEHAOYETbCHA BPaHL,.

AiTn.

3acToCOBYBaTU 3a NPMU3HAYEHHAM NiKaps AiTSM BiKOM Big 5 pokis.

MNepeno3syBaHHA.
CumMnTomMu

Nepeno3yBaHHA CNiIPOHO/IAKTOHOM MOXXe BUKJINKATU CTaHW | CUMMTOMMU, AKi HasexXaTb
00 Heba)kaHNX peaKUin Ta CrnocTepiratoTbCa Ha TAi NOro Npunomy (Hanpuknaag,
COHJIMBICTb, CNNYTaHICTb CBIAOMOCTI, MaKyJsionanysbo3Hi abo epnTeMaTo3Hi
BUCMNAHHA, HyaoTa, 6/110BaHHSA, 3anaMoOpoYeHHs, diapesd). Y eskux Bunagkax
MOXXJIMBa rinoHaTpieMia abo rinepkaniemis, ocobnMBO y MaUIEHTIB 3 NOPYLUEHHAMN
PYHKUIT HUPOK; Y MALLIEHTIB 3 TAXKUMN 3aXBOPIOBAHHAMMW MEYiHKN rnepeno3yBaHHS
MO>Xe Npu3BecTn 0 Ne4iHKOBOI KOMMU.

JlikyBaHHS CUMNTOMaTUYHe, cneungivyHOro aHTNOoTy He icHye. Cnig nigTpumMyBaTKn
BOOHO-€NeKTPONITHUN | KNCNOTHO-Y>KHUW BanaHCK WASAXOM NPU3HAYeHHS
OiypeTuKiB, WO BMBOOATb Kanii; napeHTepasibHOro BBEAEHHS M1I0KO3U 3 iHCYJTIHOM, Y
TSXKKUX BUNAJKaX — LLWISAXOM NpoBeAeHHS reMoAianisy.



Mob6ivHi peakuii.

MobiyHi peakuii € HACNIAKOM KOHKYPEHTHOIro aHTaroHi3amMy anbA0CTEPOHY, L0
36iNblLUYE eKCKpeLilo Kanilo, Ta aHTUaHOPOreHHOI Ail CNipOHONAKTOHY.

MobiyvHi peakuil HaBeaeHO 3a KJaCcaMn CUCTEM OpraHiB BiaAnNnoBiAHO A0 MeanyHoro
CJ/I0OBHMKaA perynatTopHol aisnbHocTi MedDRA 3 BUKOPUCTAaHHAM BU3HA4YeHb YaCTOTU 3a
MedDRA: py»xe d4acTi (= 1/10), 4acTi (= 1/100, <1/10), HevacTi (= 1/1000, < 1/100),
nooawnHoki (= 1/10000, < 1/1000), piakicHi (< 1/10000), HeBigoMoOI HYacToTKn (He
MO>XHa OLLIHNTU 3@ HAassBHUMMWN JaHUMWN).

MNoOiuHi
peakuii 3a
cucreMamm
opradHis,
3ripHO 3
MedDRA

MoopuHOKI PipKicHi
Ayxe vyacTti YacTi HeuacrTi

HNobposkKicHi,
3/108KiCHi Ta

HEeyTOYHEHI

NyXJanHM (y T.9.
KiCTu Ta nonainun)

TpoMboumnTc
arpaHysnoum
€03nHOoQINIS
NIeNKOreHis

3 6OKy KpOBi Ta
niMmaTnyHol
CUCTEMM

3 60Ky iMyHHOI

Finep4yTnmMBICTb
cucTtemm

EHOOKPUHHI

MNpcyTnam
MopYyLUEHHS Pcy



noHaTpiemig,
3 boky perigpaTauis,
Xap4yBaHHsa Ta [inepkaniemial Ninepkaniemia2 nopaipis
0bMiHYy pe4yoBUH

McnxivHi CnnyTaHicTb
MOpPYLUEHHA CBiAOMOCTI

Mapaniy,
napanneris

COHNMBICTBL3,
rOJIOBHUN
Oinb

3 60Ky HepBOBOI
CUCTEMMU

KapaionoriyHi

ApuTtmii4
nopyLweHHS

3 boky cyauH Backynit

3 boky

AnxXabHOI

cucTeMmu, 3MiHa T
opraHis rpyaHoi rosocy
KNITKW Ta

cepenoCTiHHSA

HynoTa, acTpuT,

) 6noBaHHA BApasKka,
3 60Ky TpaBHOI LUTYHKOBA

cucTemu KpoBoTeya, 6inb
Y LWAYHKY,
hiapes



3 boky
renaTtobiniapHol FrenaTtuT
cucTemu

Anoneuyis, el

3 6oKy WKipn Ta Kinbuenoni6
. , . BucunaHHs4,
NiAWKiPHOI ) epuTemMa,
, KpOMnnB'AHKa
KNITKOBUHN BOBYaKOMOL,

YPa>KeHHS U

3 6oky
KICTKOBO-
M’'A30BOI
cucTeMun Ta
CMoNy4HoOI
TKaHUHWN

OcTeomansL

3 boky
ce4yoBUAiNbHOIT
cucTemMm

[ocTpa  Hv
HeOoCTaTHIC



3HU>XKEHHS
nibigo,
epekTusbHa
ANCYHKUIA,
riHekomacTis
(y 4onosikiB),

6ontoyicTb
3 boky .
. MOJIOYHOI
PENPOAYKTUBHOI ) .
3ano3m, 6inb y be3nnignas
cucTtemMm Ta
rpyasx (y
MOJIOYHWX 3a/103 o
YOJ10BIiKiB),
36inbweHHsa
MOJI0OYHOI
3a/103Mu,
MeHCTpYaJibHi
rnopyLeHHs (y
XKIHOK)
CucTteMmHi

MopyLweHHsa Ta
YCKNIAOHEHHSA Y
MiCL,i BBeOeHHs

3MiHU
nabopaTopHUx
MOKA3HUKIB

AcCTeHiq,
BTOMa

MigBULLLEHHS
BMICTY ce\
CUPOBATKM
NigBULLLEHHS
BMICTY
KpeaTUuHiHy
CUPOBATKMU k

1Y nauieHTIiB 3 HUPKOBOK HEOOCTATHICTIO Ta Y MaUIEHTIB, AKi 04HOYAaCHO OTPUMYIOTb

npenapaTu Kanito.

2Y NauieHTIB NiTHLOrO BiKYy, NpW LYKpoBOMY aiabeTi i y nauieHTIB, AKi 0gHOYaCHO

npunMatoTb iHriGiTopu AMNO.

3Y nauieHTiB 3 LMPO30OM MeEYiHKN.



4Y nauieHTIiB 3 HUPKOBOIO HEAOCTATHICTIO Ta Yy MaALUIEHTIB, AKi OTPUMYIOTb NpenapaTu
Kasito 04HO4YaCHO 3i CNiPOHONAKTOHOM.

5MNpwn 3acToCyBaHHiI NpenapaTy B BUCOKUX Ao3ax (450 mr/noby).
64K NpaBwIo, NpU TPMBAJZIOMYy 3aCTOCYBaHHI.
3a3BuMYan nicna NPUNUHEHHS NPUOMY CRiPOHOIAKTOHY HebaXkaHi eheKTn 3HUKaTb.

MoBiAOMNEHHSA NPO Nigo3py Ha Heba)kaHi peakLuil

MoBigoMnATN NPO Nifo3py Ha Hebar)kaHi NikapcbKi peakuii HeobxigHO HaBiTb Nicna
TOro, K OTPUMaHO peecTpaLlivHe NOCBIAYEHHSA Ha AaHWM npenapaT. Lle nae 3mory
MPOAOBXYBATWN MOHITOPUHI CNiBBIAHOWEHHSA KOPUCTI/PU3NKY 3aCTOCYBaHHSA
nikapcbkoro 3acoby. MNMpauiBHUKIB chepn OXOPOHU 300POB’A NPOCATL NOBIAOMATH
NMpo BCi Nigo3pun Ha Heba)KaHi peakLuil, BAKOPUCTOBYOYN HaLLIOHAIbHY CUCTEMY
iIHPOPMYBaHHSA.

TepMiH NpuAaTHOCTI.

5 pokiB.

YMoBu 30epiraHHs.

36epiraTn B HeJOCTYNHOMY O AiTen Micui.

36epiratn npn TemnepaTypi He Buie 30 °C.

YnakoBka.

10 kancyn y 6nicTepi, no 3 6aicTepn B KAPTOHHIN YyNaKoBL,.

KaTeropis Bignycky.

3a peuenTom.

BupoOHuK.



BAT «I'eneoH PixTep», YropLimHa.

Micue3Haxopn>keHHA BUPOOHMKA Ta agpeca Micusa NpoBaa>keHHA Uoro
DiANbHOCTI.

H-1103, bypanewsT, Byn. empei, 19-21, YropwumHa.



