IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BEPOLLIMIPOH
(VEROSPIRON)

Cknag:

Aitoya peyoBmHa: CNipoOHONAKTOH;

1 kancynamictutb 50 Mr a6o 100 Mr CnipoOHONAKTOHY;

[ONOMI>KHI PEYOBUHN:

[ONOMI>KHI PeHOBUHY BMICTY Karcynu:

HaTpPIto naypuncynbgar; MarHito cteapart; KpOXMasb KyKYpYA3siHWIA; TakTO3M MOHOTiApar;

TBepAi >KenaTuHoBi Kancynu 50 mr:

BEPXHSA YaCTUHa Karcynu: XiHoniHoBui XoBTui (E 104), TutaHy giokeng (E 171), )enaTviH; HAXHSA YacTUHA Kancynu: TutaHy giokeng (E 171), xenatuH;
TBepAi >KenaTuHosi kancynm 100 mr:

BEpPXHS YacTuHa Karncynu: »oBtuii 3axig FCF (E 110), TutaHy giokeng (E 171), xenaTuH;

HVDKHA YaCTWHa Kancynu: xoBTuid 3axig FCF (E 110), Tutany giokeung (E 171), xiHoniHoBWI X0BTWiA (E 104), )xenaTuH.

JlikapcbKa hopma. Kancynu.

OCHOBHI (pi3MKO-XiMiYHi BNacTUBOCTI:

Kancyna 50 mr:

BMICT Kancynu: apibHo3epHMUCTA rpaHy/iboOBaHa NMOPOLLIKONOAIGHA CyMiLl 6in0ro Koibopy;

Karcyna: TBepAa »enaTnHosa po3mipoM Ne 3; BepXHS YacTuHa: HENPO30pa, XXOBTOr0 KOMbOPY; HMXKHSA YaCTMHA: Henpo3opa, 6i10ro Kosbopy.
Kancyna 100 mr:

BMICT Kancynu: apibHo3epHMUCTa rpaHy/iboBaHa NoOpPOoLLKONOAiGHa CyMiLl 6in0ro Koibopy;

Karcyna: TBepAa >enatnHosa po3mipom Ne O; BepXHS YacT/HA: HENPO30pa, OPaHXXEBOr0 KOIbOPY; HUXHSA YacTMHA: HENPO30pa, XXOBTOr0 KOMbOpY.

dapmakoTepaneBTMUHa rpyna. Kaniisoepiratodi fiypeTukm, aHTaroHicti anbgoctepoHy. CnipoHonakToH. Kog ATX CO3D AOL.

dapmMakosoriyHi BnacTmeoCTI.

PapmakofnHamika.

CnipoHO0NaKTOH € KOHKYPEHTHWUM aHTaroHiCTOM a/ibJ0CTEPOHY. BiH BNiMBae Ha AUCTaNbHI KaHasbLi HUPOK.

Uepes 6n1okafly anbAoCTePOHY MPUrHiYye 3aTpUMKy Boau Ta Nat Ta crnpuse yTpumaHHio K+, o He Tinbku nigsuye ekckpeuito Nat 1a Cl—, Ta 3HMKYE eKCcKpeLito
K* 3 ceyeto, a i1 3HMKYE eKcKpeLito HY. Y pe3ynbTarTi LLboro CeHoriHHMIA eeKT Mae TakoX rinoTeH3NBHY Aito.

[ocnigpkeHHa RALES

PaHf0Mi30BaHe [JOCNiIKeHHS 3acTocyBaHHS anbfakToHy (RALES) — nofgiiHO cnine 6GaraTouUeHTPOBe AOCHI[PKEHHS, MpoBefeHe 3a yyacTo 1663 nauieHTiB 3
(hpakuieto BUKMAY He Ginblie 35%, 3i BCTAHOB/IEHOI NPOTArOM 6 MicALiB 40 BKNOYEHHS B AOCHIMKEHHS CepLeBO0 HefocTaTHICTIO |V Knacy 3a Knacudikauieto
NYHA, sKi Ha MOMeHT paHAOMi3auii MatoTb cepueBy HegocTaTHICTb HI-1V Knacy. Bci nauieHTv npuitvany NeTnboBi AiypeTukn, 97% nawieHTiB NnpuiiManm iHriéiTop



AMN®, 78% - AUTOKCMH (Ha MOMEHT MPOBELEeHHSA AOCMi[KeHHs 6eTa-6/10KaTopy He Masv LUMPOKOTO MOLUMPEHHS, TiNbkM 15% nauieHTiB OTpMMYBa/v
6eTa-6nokatopn). MauieHTH, AKi Mann nNovaTKoBe NiABULLEHHSA KOHLEHTpaLiT KpeaTUHIHY B CMPOBaTLi KPOBi Ginblue 2,5 Mr/an abo novyaTkose NiABULLEHHSA BMICTY
Kasito B cmpoBaTLi Kposi 6isbwie 5,0 MEKB/N, He BKIOYANUCA B AOCMIIKEHHA. TakoX 3 LOCMIIKEHHA BUKIHOYAINCA NaLIEHTU, Y AKX PEeCcTpyBasiocs NifgBULLEHHS
BMICTY Kanito B CMPOBaTL,i KPOBi Ha 25% Y MOPIBHAHHI 3 MOYaTKOBUM NOKa3HNKOM. MauieHTy 6ynu paH40Mi30BaHi B CNiBBIAHOLWEHHI 1:1 B rpyny crnipoHONaKToHY 25
MI OAMH pa3 Ha o6y abo B rpyny, ska oTpumye nnauebo. MNauieHTam, AKi gobpe nepeHocunn npenapat B Jo3i 25 Mr/go6y, 3a KNiHIYHUMK MOKa3aHHAMU 03y
npenapaty 36inbwysanu go 50 mr/go6y. MauieHTam, fKi He nepeHocwny npenapar B A03i 25 mMr/goby, f03y CMiPOHONAKTOHY 3HWKYBan A0 25 Mr 1 pas Ha 2 JHi.
[MepBUHHOIO KIHLLEBOKO TOUKOM B focnigkeHHi RALES 6yna cmepTb 3 6yab-aK1X NpU4mrH. Iicns cnocTepeXxeHHs 3a nayieHTaMn B cepeiHbOMY MPOTArom 24 micsuis
pocnipkeHHs RALES 6yno 3aBepLueHO AOCTPOKOBO, OCKi/IbKM B X0 M1aHOBOro MPOMIDXKHOIO aHanizy 0yfio BUSB/IEHO 3HAYYLLE 3HWKEHHS CMEepPTHOCTI B rpymi
NauieHTiB, sKi OTPUMYOTb CNiPOHONAKTOH. CripOHONAKTOH 3HUXKYBaB pu3nK cMepTi Ha 30% B NOpiBHAHHI 3 nnaue6o (p <0,001; 95% posipuwnii iHTepBan Big 18% Ao
40%). Kpim TOro, cnipoHONakTOH 3Ha4MMO 3HWKYBaB PU3MK CepLeBOi CMepTi, Mepll 3a BCe PanToBOI CepLeBOi CMepTi i CMepTi Bif NporpecyBaHHs CepLeBOT
HeAOCTaTHOCTI, a TaKoX PU3NK rocrniTanisauii 3 NpMBOLY 3axBOpoBaHb cepus. 3MiHM cTagil 3a knacudgikauieto NYHA 6ynu 6inblw cnpusTivBumu B rpyni, Lo
OfepXKye CripoHONakToH. MNiHeKomacTis i 6inb B rpyasx cnoctepirannca y 10% 4onoBikiB, fKi OTPUMYBa/IM CMIPOHONAKTOH, B MOPIBHAHHI 3 1% 40NO0BIKiB rpynu
nnaue6o (p <0,001). YacToTa po3BUTKY TSHKKOI rinepkaniemMii 6yna 0HaKoBO HN3bKOK B 060X rpynax nauieHTiB.

dapmakoKiHeTVKa.

ABCopOLis CripOHONAKTOHY 3i LWTYHKOBO-KMLLKOBOIO TPakKTy LUBMAKA | NOBHA. BiH 3HA4YHOIO MipoO 3B’A3YETbCA 3 Ginkamy nnasmm Kposi (nMpnbnmnsHo 90%).
CnipoOHONAKTOH MiAJAETbCA LWBMAKOMY MeTabonisMy. oro akTyBHUMU MeTaboniTamu € 70-TIOMETUCNIPOHONAKTOH | KaHPEHOH. HesBaxaoun Ha Te, Lo nepiog,
HaniBBMBELEHHS CaMOro CripoOHOMAKTOHY KOpOTKWiA (1,3 roauHu), nepiogn HaniBBMBEAEHHS MOr0 akTUBHUX MeTaboniTie Tpusaniwi (Big 2,8 fo 11,2 roguHwn).
MeTabo/iTh eKCKPeTYtOTbCS, FO/IOBHUM YMHOM, i3 CEYEHD; Masla YaCTUHA EKCKPETYETLCA 3 KasloM. CNipoOHO/IAKTOH i MOro MeTabo/liT! MPOHNKAKOThL Yepe3 MaueHTy i
B rpyZHe MO/MOKO.

Micna 3actocyBaHHA 100 Mr CMipoOHOMAKTOHY LLUOAHA BMPOAOBX 15 [AHIB 340p0oBUMM [0OPOBOMLUAMU HE HATLLe MOKasHWKM 4Yacy A0 AOCATHEHHS MiKOBOT
KOHUeHTpauiT y nnasmi KpoBi (tyax), NIKOBOT KOHLEHTpaLii y niasmi Kposi (Crhax) | MEpiofy HanisBmeefeHHs (t1/o) CNiPpOHONAKTOHY CTaHOBUAW: 2,6 roguHu, 80 Hr
/Mn i npn6nusHo 1,4 roamHu BigNoBigHo. AN 70-TiOMeTUACMIPOHONAKTOHY i KAHPEHOHY L MOKa3HWKM CTaHOBWUAW BignosigHo 3,2 i 4,3 roamuu; 391 i 181 Hr/mn;
13,8 Ta 16,5 rognHu.

Bnave Ha HUPKKM Pa3oBOT J03M CNIPOHOMAKTOHY AocsArae niky yYepes 7 roguH i 36epiraetbCs WoHaiMeHLLEe BNPOLOBX 24 roAuH.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

- 3acTiilHa cepueBa HeAOCTaTHICTb, Y BUNafgKax, Konu y nawuieHTa He CocTepiraeTbCs BiANOBiAb Ha NiKYBaHHS iHLLIMMW AiypeTnKaMmn abo € HeOOXIiAHICTb Y
MOTEHL,IFOBaHHI TXHIX e(heKTIB.

- EceHuianbHa apTepianbHa rinepTeH3is, rON0OBHUM YAHOM Y BUNaAKax rinokaniemii, 3a3Bmyain y KomOiHauii 3 iIHLUMMK aHTUFiNepTEH3MBHUMM NpenapaTamu.

- LiMpo3 neyiHKuK, Lo CynpoBOLKYETLCA HabpsKaMm Ta/abo acLMTOM.

- [MepBUHHWIA rinepanbA0CTEPOHI3M.

- Habpsakn, 3ymMmoB/ieHi HEPPOTUYHUM CUHAPOMOM.

- linokaniemis, y BUNafKax HEMOX/MBOCTI OTPUMAHHS THLLIOT Teparnii.

- [Ana npohinakTUKM rinokaniemMii y nawieHTIB, AKi OTPMMYIOTb CEpLEBI MNiKO3NAKM, Y BUNaaKax, Kon iHWI NigXo4u po3rnsaatoTbes SK HeowUibHI abo
HeBiAMNOBIAHI.



IMpoTnnNoKasaHHA.
- linepuyTnuBICTb L0 AiH0Y0T PEYOBMHM 260 0 OYb-AKOi 3 JOMOMIKHUX PEYOBYH.
- AHypis.
- locTpa HMpKOBa HeOCTATHICTb.
- TAXKI nopyLeHHs PYHKUIT HUPOK (LUBUAKICTb KNy60UKOBOI (hifibTpavii <10 ma/xs).
- CepueBa HeloOCTaTHICTb, AKLLO LLIBMAKICTb KNYy60UYKOBOI (hinbTpaLii MeHLwe 30 M/XB ab0 CMPOBaTKOBA KOHLIEHTPaLis KpeaTUHIHY 6inblue 220 MKMO/b/N.
- Tinepkaniemis.
- linoHartpiemis.
- XBopob6a AagicoHa.
- OpHoyacHe 3aCTOCYBaHHS eNIEPEHOHY abo IHLLMX Kaniin3oepiraroumx aiypeTukis.
- BariTHicTb ab0 nepiof rofyBaHHs rpyaato.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIA.

OpfHoYacHWIA NpuitoM npenapaTy BepoLwunipoH 3: iHWWMK Kaninsbepiratoummm giypeTukamu, iHricimopamu AN, aHTaroHicTamu peuenTopiB aHrioTeHsuHy I,
6nokaTopamMn anbLoCTepoHy, NpenapaTaMn Kasito, a TakodXK JOTPUMaHHA baraToi KanieM AieTy abo BXXMBaHHA 3aMiHHMKIB CONMi, WO MICTATb Kaiid, MoXxe
MPU3BECTU O PO3BUTKY THXKKOI FinepKatiemir.

KpiM nikapcbKnx 3aco6iB, SKi JOCTOBIPHO CNPUYMHSAIOTL rinepKanieMito, 0fHoHYacHe 3acTOCyBaHHSi KOMOGiHaLii TpumeTonpum/cynbhameToKcason (aHTU6Ii0TUK,
TakK 3BaHWii KO- TPUMOKCa30/) 3i CNiPOHOIaKTOHOM MOXE MPU3BECTU 40 KiHIYHO 3HAYYLLOT FinepKaiemii.

MpwiioM 3 iHLWKMK Aiype TUKamu NOCUIIOE Aiypes.

IMyHOCYnpecaHT 1, UMKNOCNOPUH | TakKponiMyc MOXYTb MiABULLYBATV PU3UK PO3BUTKY rinepKanieMii, CNpUYMHEHOT CNipOHONaKTOHOM.

XonecTupamiH, X10puz, aMOHIt0 TaKOX MOXYTb NiABMLLYBaTW PU3MK FiNepKatieMii i FinepxsopemMiyHoro MetaboiyHoro aumzaosy.

TPULMKNIYHI aHTUAENPECAHTN Ta aHTUMNCUXOTUYHI MpenapaTyi MOXYTb NMOCUMOBATY aHTUTINEPTEH3NBHUIA e(DEKT CMNIPOHOIAKTOHY.

[iNOTeH3MBHI 3aco6u: CNipOHOMAKTOH NOCU/IKOE Ait0 TiMOTEH3MBHUX MpenapaTis, A03Y SKMX NpW OAHOYACHOMY NPUIOMI 3i CriPOHOMAKTOHOM, MOXUBO, 6yae
MOTPIOHO 3MEHLUNTM | KOPUTyBaTKy NOAa/IbLLOMY B pasi HeobXigHOCTI. OCKiNbKK iHri6iTopn AP 3HMKYHOTb NPOLYKYBaHHS a/lbA0CTEPOHY, He C/ij, 3aCTOCOBYBATH
npenapaTy AaHoil rpynu 0HOYacHO 3i CNiPOHONAKTOHOM Ha MOCTiMHIN OCHOBI, 0CO6/IMBO NaLjieHTam 3i BCTaHOB/IEHUM MOPYLUEHHAM (hYHKLIT HUPOK.

OfHOYaCHUIA MPUIAOM 3 HITPOrNILEPUHOM, IHLUMMKM HiTpaTaMu abo BasofunaTaTopaMn MOXe NOCUIOBATY aHTUTINEPTEH3UBHWI eEKT CMiPOHONAKTOHY.
AnKoronb, 6apbiTypaTyn abo HAPKOTUYHI NpenapaTy MOXYTb NOTEHLIiFOBATW MOB’A3aHy 3i CMIPOHO/IAKTOHOM OPTOCTAaTMUYHY FiNOTEH3IHO.

MpecopHi amiHy (HopeniHePKUH): CNiPOHONAKTOH 3HKYE CYAMHHI peakuil Ha HopeniHepuH. 3 LiET NPUUNHK Cnif AOTPMMYBATMCA 06ePEXHOCTI NPW MPOBEAEHHI
MicLLeBOT ab0 3arasibHOT aHecTesii y NawieHTiB, fKi 3aCTOCOBYHOTb CMiPOHONAKTOH.

HecTepoigHi npoTusananbHi npenapaTu (HM3M): y Aeskux NauieHTiB NPUIAOM HECTEPOIAHWX NPOTMU3anasibHUX 3ac0o0iB MOXE 3HVWKYBATW [iYPeTUUHHUN,
HaTPINypeTUYHNA Ta aHTUTINepTeH3MBHUIN eqeKT! NeTNbOBUX, Kaninsbepiraloumx i TiasugHux [AiypeTuki. OfHOYacHe 3aCTOCYBaHHS HeCTepOoifHUX
npoTM3anasibH1X 3acobiB (HanpuKnag aueTuncaniynioBoi KUCNOTH, iHAOMEeTaLUUHY Ta MepeHaMiHOBOT KUCN0TKW) 3 Kaniin3bepiraounmm giypetmkamm MoXe npyuBecTu
[0 PO3BUTKY TSHKKOI rinepkaniemii. Takum YMHOM, MpY OAHOYACHOMY MPWtOMi cnipoHonakToHy 3 HI3IM cnif peTenbHO KOHTPO/OBATK CTaH MauieHTa Wo/0
[OCATHEHHS 6aXKaHOro e(heKTy CeYOriHHOro npenapary.

[ OKOKOPTUKOCTEPOian, afipeHOKOP TUKOTPONHMIA ropmoH (AKTT): MoXKe 36ibLuyBaTUCS LIBUAKICTb BUBEAEHHS €NEKTPONITIB, 30KpeMa, MOX/MBA FinoKaniemis.
[IMrOKCYH: CNipOHONAaKTOH MOXe 36i/bLUyBaTh Nepios HaniBBUBELEHHS LUTOKCHHY, LLIO MOXE MPU3BECTU [0 36i/bLUEHHSA KOHLEHTpaLii AMroKCUHY B CMPOBaTL,i KPOBI
I, IK HaCMifOK, MNOCUIEHHSA Oro TOKCUYHOCTI. Mpu NpuitoMi CNipOHONAKTOHY MOXe BYTW NOTPIOGHe 3HVKEHHS [03U AUTOKCUHY. Chif, peTesibHO KOHTPO/IOBATM CTaH



nauieHTa Ans 3anobiraHHs nepeao3yBaHHIO AUTOKCUHOM ab0 HeaoCTaTHIM aguriTanizayii.

Bnave npenapaTy Ha pe3ynbTaTy NabopaTopHUX AOCNig>KeHb: B Ny6/ikalisx onucaHo KinbkKa BUNafKiB BMNAMBY CMiPOHOMAKTOHY abo Moro metabonitie Ha
KOHLLEHTpaL,it0 ANTOKCUHY, BU3HAYeHy MeTOLOM pasioiMyHHOro aHanisy. KniHivyHa 3Ha4MMIiCTb [aHOi B3aEMOAIT Ha CbOrofHI He3po3yMina.

Mpn hyoprMeTpUYHOMY aHasi3i CMipOHOIAKTOH MOXKE BMNJ/IMBATW Ha Pe3y/bTaT aHasliy BMICTY CMOMYK 3 aHa/IoNiYHMMKM napaMmeTpamun iyopecueHu i’ (Hanpuknag,
KOPTKN30/1, eniHe(puH).

AHTUNIPUH: CNIPOHONAKTOH NMPUCKOPIOE MeTab0/1i3M aHTUMIPUHY.

MpenapaTw NiTil0: K NpaBKo, NpenapaTy NiTiko He CAij 3aCTOCOBYBaTV OAHOYACHO 3 AiypeTrKaMu. [iypeTuKn 3HMXKYHTb HUPKOBWIA KIPEHC NiTito i NiABULLYHOTb
PU3NK PO3BUTKY TOKCUYHUX edheKTiB npenapaTis MiTito.

Kap6eHOKCOMOH MOXe CMpUUYMHUTK 3aTPUMKY HaTpil0 B OpraHi3mi i, fK HacnifokK, 3HWXyBaTW e(EKTUBHICTb CMipOHOMaKTOHY. Chif YHWKaTU OLHOYaCHOro
3aCTOCYBaHHS KapOEHOKCO/IOHY i CMiPOHONAKTOHY.

Kap6amaseniH npy ogHO4YaCHOMY 3aCTOCYBaHHI 3 [iypeTuKamy MOXe CIPUYMHUTI KTTHIYHO 3HAYYLLY FinoHaTPIEMItO.

"enapuH, HNU3bKOMONEKYNAPHWIA renapuH: 04HOYaCHE 3aCTOCYBaHHS 3i CMiPOHOIAKTOHOM MOXE MPU3BECTU 40 TSHXKKOT rinepKaiemir.

MoxigHi KyMapuHy: npenapar 3HWXKYE e(eKTUBHICTb AaHOi rpynun npenaparis.

CnipoHONaKTOH MOXe NOCU/IHoBaTH Aito aHanoris MHPI™ (roOHaZoTPOMNiH-PUAI3UHT-TOPMOHY): TPUMTOpPEeNiHy, bycepeniHy, roHafopeniHy.

Oco6MBOCTI 3aCTOCYBaHHS.

- 3 0c06/1MBOKO 06GEPEXHICTHO CMIPOHOMAKTOH CAif 3aCTOCOBYBaTW MalieHTaM, OCHOBHE 3aXBOPHOBAHHS SKUX MOXE MPOBOKYBATW PO3BUTOK aumao3y Ta/abo
rinepkaniemito.

- [MauieHTn 3 iabeTMYHOO HehponaTierd MaroTb NiABULLEHWIA PU3NK PO3BUTKY FinepKaniemil.

- [Mpwuiiom cnipOHONAKTOHY MOXE CMPUYMHUTI TUMYacoBe MiABULLEHHS a30Ty cevyoBuHU KpoBi (ACK), 0c061MBO Ha TNi HAasBHOrO MOPYLUEHHA (YHKLIT HAPOK i
rinepkaniemii. CnipoHONaKTOH MOXe CPUUYNHUTI 060POTHWIA FiNepXIoPEMIYHNIA MeTaboNiYHMIA aumao3. TakuM YMHOM, NPY 3aCTOCYBaHHI NpenapaTy nauieHTam
3 MOPYLUEHHAMU (DYHKLIT HUPOK | NeYiHKK, a TaKoX MauieHTaM NiTHbOro BiKy HeOOXiAHWIA PerynspHuii KOHTPO/b NMOKa3HWKIB €NeKTPONITIB CUPOBATKM KPOBI i
(PYHKLIT HUPOK.

- OpHoyYacHe 3aCTOCYBaHHS CMipOHOMIAKTOHY 3 npenapaTtamu, WO CNPUYMHAKOTL rinepKaiemito (Hanpuknag, iHWi kaniinsbepiratodi LiypeTuku, iHriditopun Ao,
aHTaroHiCTW peLenTopiB aHrioTeH3uHyY |1, 6nokaTopy anb4oCTEPOHY, renapyiH, HU3bKOMONEKYIAPHWIA FrenapuH, NpenapaTty Kanito, 6arata Kaniem fLieTa, BX1BaHHS
3aMiHHUKIB CONI, L0 MICTATb Kasliil), MOXKe NPU3BECTU [0 PO3BUTKY TSXKKOT rinepKaniemii.

- Tinepkaniemia MoXKe Npu3BeCcTU [0 NeTalbHOro pesysnbTary. KpUtuyHO BaXIMBO KOHTPOJIKOBATW | KOPUIyBaTW BMICT Kanito nauieHTaM 3 THXKOK (hOpMOto
cepueBoi HeAOCTaTHOCTI, SIKI OTPUMYHOTL CMIPOHONAKTOH. He cnif 3acTocoByBaTW NnpenapaT pasom 3 iHWKMMK Kaniinsbepiratounmun giypetukamu. MauieHTam 3
BMICTOM Kasiito B cupoBatLi KpoBi Bue 3,5 MEKB/N NpoTMNoOKasaHe 3aCTOCYBaHHA MnpenapaTiB Kanit. PeKOMeHA0BaHa 4acToTa MOHITOPUHTY BMICTY Kasito i
KpeaTuHIHY — 4yepe3 TWXAeHb Micna novaTky npuiiomy npenapaTty abo 36i/blUeHHS [03W CMiPOHOMAKTOHY, LWOMICALA NPOTAroM nepwmnx 3 micsauis, NoTiM
LLLOKBapTaly MPOTArom POKy, MiCNs 4oro — KOXHi 6 micauis. MNpu BMICTI Kanito B cuposatui KpoBi 6inblie 5 MEKB/N abo KpeaTuHiHY Ginblue 4 mr/an cnig
TUMYacoBO ab0 NOBHICTHO NPUNMHUTK NPUIAOM CMIPOHONAKTOHY (AMB. po34in «Cnocib 3acTocyBaHHS Ta [403U»).

- [MauieHTam 3 nopdipiero BepoLunipoH cnif 3aCTOCOBYBATH 3 0COOMBOID 06EPEXHICTHO, OCKI/IbKM 6arato npenaparis NMPOBOKYHOTb 3aroOCTPEHHSA Mopqipii.

- [Mpwv npuitomi npenapaty 3a60POHSAETLCS BXXUBAHHS a/IKOT0/1H0.

- Y pa3si HernepeHOCUMOCTI N1aKTO3M cnif 6patu 4o yBaru, Wo KoxKHa kancyna 50 mr mictuts  127,5 Mr nakTo3u MoHorigpaTty, a kancyna 100 Mr mictuTs 255,0 mr
NaKTOo3M MOHOrigpaTty. JaHuii npenapaTt He cAif 3aCTOCOBYBaTY NalieHTaM 3 TakUMU PigKICHUMM CNafKOBUMU 3aXBOPHOBaHHAMM, IK HEMEPEHOCUMICTb rasakTosu,
MOBHa flaKTa3Ha HeOCTaTHICTb a0 CUHAPOM IHOKO30-ranakTo3HOT Masibabcopouii.



- Kancynu BepowunipoH, 100 Mr, MIicTATb B CBOEMY CKnagi 6apBHUK <«kKOoBTUI 3axig» FCF (E 110), SKnil MOXe BUKIMKATK anepriyni peakuii.

3acTocyBaHHs y Nepiog BariTHOCTI abo rofyBaHHA rpyaaHo.

BariTHicTb

CnipoHONaKTOH BUABMSIE aHTUMAHAPOreHHUIA eqeKT Yy NAMHW, TOMY Oro He CAif 3acTocoByBaTWM Mif 4Yac BariTHOCTI (AMB. po3fin «poTMUNOKa3aHHS:).
CnipoHONaKTOH abo 1ioro MeTaboniTi NPoOXoAsaTb Yepe3 remartonnaueHTapHuiA 6ap’ep. Ha Tni 3acTocyBaHHS CMiPOHOMAKTOHY Y BariTHMX LWYPiB cnocTepiranacs
(heMiHi3aLisa naoaiB YoNOBIYOT CTaTi, a MiCNSA HAPOMKEHHS Y MOTOMCTBA XIHOYOT Ta YO/I0BIYOT CTaTi CNOCTEPIranca eHAOKPUHHI NOPYLLUEHHS.

["oflyBaHHA rpyaaro

MeTabosiT CNipOHONAKTOHY BUABNANNCA B rPyAHOMY MO/OLI. Y pasi Heo6XiHOCTI 3aCTOCYBaHHA CMNiPOHONAKTOHY CAif nepepsaTy rpyaHe BUrofoBYyBaHHS.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMu.

Y noyaTKoBuWIA Nepiog NMiKyBaHHSA, TPUBAICTb SKOro iHAMBIAYa/ibHa, 3a60POHAETLCA KepyBaTy aBTOMOGINIEM Ta iHLWIMMK MexaHi3maMu, poboTa Ha SiKMX NoB’s3aHa 3
NigBULLEHMM PU3NKOM TpaBmaTusmy.

Hapgani 06meXxeHHs cnif, BU3HavaTu iHAMBIAYaIbHO /151 KOXHOIO navieHTa.

Cnocib 3acTocyBaHHA Ta [03MW.

CxemMu [j03yBaHHSA

Lopocni

[epBUHHUI TiNnepabA0CTEPOHI3M

3 [iarHOCTUYHO METOH

TpuBannin TeCT: CMiPOHONAKTOH 3aCTOCOBYHOTh N0 400 Mr/poby 3—4 TvxHI. [pn focArHeHHI KOpekwuiT rinokaniemii i aptepianbHOl rinepTeHsii MOXHa npunyckartu
HasBHICTb MEePBUHHOIO rinepasb40CTePOHI3MY.

KOpoTKMiA TECT: CripoHONaKTOH npuiimatoTb no 400 mr/go6y npoTsarom 4 aHis. Mpun 36inbLUEHHI BMICTY Kanito B KPOBI Mig Yac npuinoMy npenapaty BepoLunipoH i
3HUDKEHHI NiCNsA Oro CKacyBaHHA MOXHA NPUNYCKaTV HasBHICTb NEPBUHHONO FinepaibLoCTePOHI3MY.

JiKyBaHHs

Mpw NigroToBui A0 XipypriyHOro NikyBaHHA CMipOHOMAKTOH 3aCTOCOBYHOTh B f03ax Big 100 go 400 mr/go6y. MNaujieHTam, y SKUX onepauis He NAaHyeTbCs,
npenapaT MOXHa 3acTOCOBYBaTW SK TpuBany MiATPUMYOUY Tepanito y HalMeHLWi etheKTUBHIM [03i, Ky BM3Ha4yaloTb iHAMBIAyanbHO. B onwucaHii cutyauii
MoYaTKoBY A03y AOMYCTUMO 3HMXYBATU KOXHI 14 AHIB A0 AOCATHEHHS MiHIMa/bHOI eEeKTUBHOT A03U. [NA 3HMKEHHS BMPaXKEHOCTI NO6IYHMX edeKTiB npu
TpUBa/IOMY 3aCTOCYBaHHi npenapaty BepoLunipoH peKOMeHALYETLCA 3aCTOCOBYBATM B KOMOIHALIT 3 IHLUUMK LiypeTUKamu.

Habpskun Ha TNi 3aCTiliHOT CepLEeBOi HeAOCTAaTHOCTI abo HeYPOTUYHOIO CUHAPOMY

MouaTkoBa A060Ba f03a cTaHOBUTL 100 Mr i MOXKe BapitoBaTy Bif 25* no 200 mr/goby, 3a 1 abo 2 npuinomu.

Y pasi npusHayeHHs Gifibll BUCOKUX [03 BepoLunipoH MOXHa 3aCTOCOBYBaTU Yy KOMOIHAUIT 3 THLIMMW rpynaMun AiypPeTuKiB, WO Ai0Tb Y 6iNbll NPOKCUMATbHUX
BifAiNax HAPKOBMX KaHa/bLiB. Y LIbOMY BUMaAKy L03yBaHHA BepoLwunipoHy cnif kopuryeaTu.

NlofaTKoBa Tepanis NpW NiKyBaHHI TSXKKOI CepLeBoi HegocTaTHOCTI (knac I11-1V 3a knacudikauieo Hbto-MopKebKoi KapaionoriyHoi acouiauii (NYHA) i 3

thpakuieto Buknay <35%)

Ha ocHoBI pe3ynbTaTiB paHLOMi30BaHWX AOCMIMKeHb 3aCTOCyBaHHA anibaakToHy (RALES: auB. po3ain «®apmakoimHaMika») BCTAaHOB/IEHO, WO, AKLLO BMICT Kaito B
cuposartLi Kposi He nepesuilye 5,0 MEKB/N, a KOHUEHTpaLif KpeaTUHIHY B CMPOBATLL KPOBI He nepesulye 2,5 mMr/ai, Ha noyaTky 3aCcTOCyBaHHA Ha T/i 6a30BOT
CTaHAapPTHOI Tepanii fo3a CMipoOHOMAaKTOHY MOBWHHA CTaHOBUTKM 25* mr/po6y. MauieHTam, aKi fobpe nepeHOCATb npenapar y Ao3si 25 mr/goby, 3a KAiHiYHUMK




MoKasaHHAMKN MOXHa 306i/1bLlnT f03Y A0 50 mr/go6y. MavieHTaMm, SKi He nepeHOCATb nNpenapart y 403 25 Mr/aoby, MoXHa 3HU3UTK J03y npenapaty 40 25* Mr oguH
pas Ha 2 AHi (auB. po3ain «OcobAnBOCTI 3aCTOCYBAHHS).

[ofaTKoBa Tepanis Npuv fiKyBaHHI apTepianbHOT rinepTeHsil B pasi HefoCTaTHbLOI eDeKTMUBHOCT I paHiLle 3aCTOCOBYBAHUX INOTEH3MBHUX NpenapaTiB
MMoyaTkoBa f03a CMipOHOMAKTOHY MPU OAHOYACHOMY 3aCTOCYBaHHI 3 IHLIMMW TiNOTEH3MBHMMMW MpenapataMn CTaHOBUTL 25* Mr/goby. AKWwo 4vepes 4 TUXKHI
apTepiaibHUA TUCK He [0CArae LifibOBUX 3HaYeHb, [03Y npenapaTy MOXKHa NoABOITW. Y MauieHTIB 3 apTepia/ibHOK rinepTeHsielo, AKi OTPUMYIOTL MpenapaTu, Lo
MOXYTb BUK/IMKATU PO3BUTOK rinepkaniemii (Hanpuknag iHriéitopn A abo 6nokatopu peLenTopiB aHriOTEH3UHY), 4O MOYATKY 3aCTOCYBaHHS CMipOHO/IAKTOHY
CNig ouiHMTK BMICT Kaslito | KpeaTMHIHY B cupoBatui KpoBi. He cnif 3actocoByBatu npenapat BepolwlnipoH nauieHTaMm, y SKUX BMICT Kanitdo B CMpOBaTLi KpOBi
nepesuLLye 5,0 MMONb/N, @ KOHLUEHTPaL s KpeaTUHIHY B cMpoBaTLi KpoBi nepesuwye 2,5 mr/an. MNpoTarom 3 mMicsAuiB nicas noyatky npuiiomy cnipoHONaKTOHY Chif
PETEeNIbHO KOHTPO/IOBATW BMICT Kaslito | KpeaTuHIHY B KPOBI.

ACUMT i HAOPSAKW, 3yMOB/EHI LMPO30M NEYiHKN

Akwo cnissigHoweHHs Nat/K* y ceui 6inbwe 1, fobosa go3a cTaHoBUTH 100 Mr. AKLLO Le CniBBigHOLWIEHHSA MeHLe 1, fo3a npenapaty NOBMHHA 3HAXOAMTUCA B
mexax Big 200 go 400 mr/poby.

Migtpumytouy ao3y cnif BM3HayvaTv iHAMBIAyaslbHO.

[inokaniemis

Mpenapat npu3HavaeTbes B f03i 25*—100 mr/ao6y, Ko 3aCToCyBaHHSA NpenapaTiB Kaito abo iHWMX Kaninsbepiratoumx MeTo/iB € HeJoCTaTHIM.

4iTn

MouaTKoBa f060Ba A03a CTaHOBMTb 1-3 MI/KF Macu Tina OAHOKpaTHO abo 3a 2-4 npuitomu. Mpu NpoBeAeHHI NigTpUMYHOYOi Tepanii abo npu ogHOYacHOMY
3aCTOCYBaHHI 3 iHWKUMK AiypeTukamun Ao3y BepownipoHy noTpibHO 3HM3UTK A0 1-2 Mr/Kr macuv Tina. 3acTocoByBaTu npenapat y BUrNA4i Kancysn A0UiNbHO AiTAM
BIKOM Bif 5 POKIB, KO/ BOHN MOXYTb MPOKOBTHYTM Karncysny. Y pa3i Heob6XigHOCTI 3aCTOCyBaHHA npenapaty AiTaM 40 5 poKiB C/ij 3aCTOCOBYBATWU npenapar y
BUrnagi Tabnetok. TabneTky BepowwnipoH no 25 mr Heo6xigHO NoAPiGHUTU, PO3UMHUTY Ta AaTV BUNUTW AUTUHI Y BUTNALI CYCMEH3IT.

MauieH TV NiTHLOrO BiKY

PeKOMeHAYETLCA PO3MOYMHATY NIKYBAHHA 3 HYKUMX 403 3 NOAA/IbLUMM NOCTYMOBUM 1X 30i/IbLLUEHHAM L0 AOCATHEHHSA MakCcMMasibHOro edoekTy. Cnif 6paTtn 4o ysaru,
LLL0 Y NITHIX OCI6 MOX/MBI MEYIHKOBI I HUPKOBI MOPYLUEHHS, IKI BNIMBAKOTL HA MeTab01i3M npenapary Ta Moro eKCKpeLiito.

Kpim Toro, npu 3acTocyBaHHi npenapaTty nawieHTam MiTHLOro BiKy C/if 6paTv fO yBaru pusnK po3BUTKY rinepkaniemii (aune. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).
*FAKLLL0 pa3oBa 403a CTaHOBUTL 25 Mr, peKOMeH/0BaHO 3aCTOCOBYBaTV BepoLunipoH, TabneTku no 25 mr.

Cnoci6 3acTOCyBaHHS

AK npaBuno, Jo3y CNiPOHOMAKTOHY MpuiiMatoTb micnsd ign 1 abo 2 pasv Ha po6y. Mpuiiom [060BOT A03M abo nepLluoi YacTuHM [060BOI A03M npenapaTy
PEKOMEHLYETLCA BPaHLi.

aiTn.
3acTocoByBaTy 3a NPU3HaAYeHHAM Nikapsa AiTAM BiKOM Bif 5 pokKiB.

Nepeno3yBaHHS.

CumnTomu

Mepeno3yBaHHA CMiPOHOMAKTOHOM MOXE BUKAMKATM CTaHW i CUMMNTOMMW, AKi HanexaTb A0 HebakaHWX peakuili Ta CNOCTepiraldTbCAd Ha TAi MOro npuiiomy
(Hanpvknag, COHAMBICTb, CMyTaHICTb CBILOMOCTI, MaKy/nonanysbo3Hi abo epuTeMaTO3Hi BUCUMaHHA, HyfoTa, 6/1t0BaHHSA, 3anamopodeHHs, fdiapes). Y [esakux
BUMaKax MOXK/MBa rinoHaTpieMisi abo rinepkaniemMisi, 0c06/MBO Yy NaUIEHTIB 3 MOPYLLUEHHAMW (DYHKLIT HUPOK; Y NALiEHTIB 3 TXKMMU 3aXBOPHOBAHHAMM MEYIHKK
rnepefo3yBaHHSA MOXe NMPU3BECTU L0 NEeYiHKOBOT KOMU.



JNiKkyBaHHSi CMMNTOMATUYHE, CneyngiyHOro aHTUAOTY He icHye. Cnig nigTpumyBaTV BOAHO-ENEKTPOMITHUIA | KMCNOTHO-NYXXHUIA GanaHCK LIASXOM MPU3HAYEHHS
AIYPETUKIB, L0 BUBOAATL Kaniil; napeHTepasibHOro BBEAEHHS rNIFOKO3M 3 IHCY/TIHOM, Y TSHXKKUX BUMaAKax — LLISAXOM NPOBEAEHHS reMogianiay.

Mo6iyHiI peakuil.

Mo6iYHI peakuil € Hac/iAKOM KOHKYPEHTHOr0 aHTaroHi3my asbA0CTEPOHY, L0 30i/bLUYE EKCKPELit0 Kasito, Ta aHTUaHAPOreHHOT [ii CNipOHONAKTOHY.

Mo6iyHI peakLuil HaBeAeHO 3a Kiacamy CUCTEM OpraHis BignoBigHO A0 MeAMYHOro C/I0BHWKa PerynatopHoil gisnbHocTi MedDRA 3 BUKOPUCTAHHAM BU3HAYeHb
yacToTn 3a MedDRA: payxe uacti (= 1/10), yvacTi (= /100, <1/10), HevacTi (= 1/1000, < 1/100), nooamHoki (= 1/10000, < 1/1000), pigkicHi (< 1/10000),
HeBiZOMOT YacTOTK (He MOXKHA OLiIHWUTW 32 HAABHUMW JaHUMMW).

Mob6iuHi  peakuii | y>xe yacTi YacrTi HeuyacrTi MooanHOKI PigKicHi Hesigomoi
3a cuctemamu 4yacToTK
opraHiB, 3rigHo 3
MedDRA
L06posKicHI, L06posKicHI
3M105KICHI Ta HOBOYTBOPEHHS
HeYTOYHEHI MOJIOYHOI
nyxamHu (y T.4. 3a/1031
KiCTK Ta nosninu)
3 6OKy KpoBi Ta TpombouuTonewis,
nimgaTnyHoT arpaHy/noumTos,
cucTemMmn eo3unHoinis,
NeiKoNeHis
3 60Ky IMyHHOI inepuyTimBICTb
cncTemMu
EHAOKPUHHI [ipcyTnam
MOpYLUEHHSA
3 60Ky xapyyBaHHs | [Cinepkaniemisl| Cinepkaniemjis? FinoHaTpiemis, rinepxnopaviyHpii
Ta 06MiHY pe4yoBUH Jerigparauis, aumnaos
nopaipis
MenxiyHi CnnyTaHicTb
MOPYLLIEHHSA CBIZOMOCTI
3 60Ky HepBOBOI COHNMBICTL3 Mapaniy, 3anamopoyeHHs,
cncTemMu rONIOBHUIA napanseris aTakcis
6inb
KapgionoriyHi Aputmii4
MOpYLUEHHS




3 60Ky cyauH Backynit HebaxxaHa
apTepianibHa
rinoTeHsis

3 60Ky AnXanbHoI 3miHa Tembpy

CUCTEMU, OpraHiB ronocy

TPYLHOI KNITKK Ta

cepefoCTiHHSA

3 60Ky TpaBHOI HypoTa, ["acTpuT,

cuctemu 61t0BaHHA BUpasKa,

LUNYHKOBA
KpoBOTeua,
6inb y
LWNYHKY,
fiapes

3 60Ky renatut MopyLueHHA

renaro6iniapHoi (yHKLIT

cucTemu MeyviHKu

3 60Ky LUKipK Ta BucrnaHhs, Anoneuis, Bynbo3HWMI

NiAWKipHOT KponuB’fHKa | eK3ema, nemairoia®,

KNITKOBUHW KinbuenoAibHa | rinepTpmxos,

eputema, CUHAPOM
BOBYaKoMoAibHI CTiBeHca—
YypaXKeHHs JKOHCOHa,
LUKipK cBepobiX,
TOKCUYHWIA
enigepmanbHui
HeKposi3,
MeANKaMeHTO3H
peakuis 3

e03uHoiNiEr0
Ta
CUCTEMHUMW
nposiBamu

[<Y)

(DRESS-cuHgp

DM)




3 60Ky Octeomansauis | Cyaomu Hir
KICTKOBO-M’130BOI
cucTemu Ta
Crnony4Hoi
TKaHWHK
3 60Ky ocTpa
CevyoBUAiNbHOT HUPKOBa
cucTtemu HeA0CTaTHICTb
3 60Ky SHMKEHHS Besnnigaa®
PenpoiyKTUBHOI ni6igo,
cucTemu Ta epeKTUIbHa
MOJI0YHMX 3a/103 ANCHYHKLIS,
riHekomacTis
(y 4yonosikis),
6o/oYICTb
MOJIOYHOT
3a103u, 6inb y
rpyAsx (y
4O/I0BIKIB),
36i/IbLLEeHHSA
MOJIOYHOT
3a/103M1,
MEHCTPYa/IbHI
nopyLUeHHs (y
XIHOK)
CucremHi AcCTeHis,
MOPYLLEHHSA Ta BTOMa
YCKNafHeHHS y
MicLi BBEAEHHS
3MiHK MigsuwieHHs | MNigBULLEHHA
nabopaTopHuX BMICTY BMICTY
MOKa3HWKIB CEeYOBUHU rNiKO31/1b0BaHOr0
CUPOBATKMU remorno6iHy
KPOBI, (HbA1c) 6
MiABULLEHHSA
BMICTY
KpeaTUHiHYy
CUpOoBaTKu




| | | | | | kposi | |

ly nawieHTIB 3 HUPKOBOK HELOCTATHICTHO Ta Y MaLiEHTIB, AKi 04HOYACHO OTPMMYIOTL MpenapaTy Kanito.

2y nayieHTiB NITHLOrO BiKY, MNPV LYKPOBOMY AiabeTi i y nauieHTiB, SiKi 04HOYaCHO NpUiAMatoTb iHriGiTopn AM®.

3y NauieHTIB 3 LMPO30M NEYIHKMN.

4y nauieHTIB 3 HAPKOBOK HEAOCTATHICTIO Ta Y MaUIEHTIB, AKI OTPMMYHOTb Npenapatu Kanito 04HOYACHO 3i CNiPOHO/IAKTOHOM.
5I'Ip|/| 3acTocyBaHHI npenapaTy B BUCOKMX Ao3ax (450 mr/goby).

6k npaswo, Npy TPUBA/IOMY 3aCTOCYBaHHI.

3asBuyali nicna NPUNUHEHHSA NPUIROMY CriPOHONAKTOHY HebaXKaHi ePeKTN 3HUKaIOTb.

MoBiLOM/IEHHA NPO NiA03PY HAa HebaxaHi peakLiii

MoBigOMAATK NP0 Nif03pYy Ha HebaxXaHi NiKapcbKi peakuii HeOO6XiAHO HaBITb MiCNA TOro, AK OTPMMaHO peecTpaliiHe NOCBIAYEHHSA Ha AaHWil npenapart. Lle gae 3mory
MPOLOBXYBaTV MOHITOPUHT CNiBBIAHOLUEHHS KOPUCTI/PU3NKY 3aCTOCYBaHHA NTiKapCbKOro 3acoby. MpauiBHMKIB chepn 0XOPOHM 340P0B’A MPOCATL MOBILOMIATA MPO
BCi Migo3pun Ha HebaxxaHi peakLii, BAKOPUCTOBYHOUM HaLiOHA/IbHY CUCTEMY IHOPMYBaHHS.

TepMiH NpuAaTHOCTI. 5 poKiB.

YMoBw 36epiraHHs. 36epiratv B HEAOCTYMHOMY A5 AiTel MicL,i.
36epiratun npu Temnepartypi He suwe 30 °C.

YnakoBKa.
10 kancyn y 6nictepi, No 3 6nicTepy B KAPTOHHII yNakoBL,i.

Karteropis Bignycky. 3a peLenTom.

Bupo6HMK.
BAT «["efieoH PixTep», YropwuHa.

Micue3HaxomkeHHS BUPOOHMKaA Ta agpeca MicLsi NPoBagKeHHS A0ro 4isifIbHOCTI.
H-1103, byganewT, Byn. empel, 19-21, YropLimHa.



