IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BEPOIIIIIPOH

(VEROSPIRON)

CKnao:
0itoya pevoB8uHaA: CIipOHOJIAKTOH;
1 TabneTka MiCTUTh 25 MT CIIipOHOJIAKTOHY;

00noMmidcHI peyo8uHU: KPeMHiIo mioKcHm KonoimHui 6e3BOOHUM, MarHilo cTeapar, TallbK, KpoXMaJlb
KYKYDPYA3sSHUY, JTaKTO3U MOHOTIgpaT.

JIikapcbka ¢opma. TabneTku.

OcHogHi ¢isuko-ximiuHi 81acmueocmi: Malizke 6iJIOT0 KOIbOPY IJIOCKI KPyTJii TabNeTKy, 3
($hacko1o, 3 XxapaKTepHUM 3amnaxoM MepKanTtaHy, 3 MapKyBaHHIM « VEROSPIRON» 3 ogHOrO
00Ky, miameTpoM 6IU3bK0 9 MM.

dapmakoTepaneBTHYHA rpymna. Kamniiizbepiratoui fiypeTuky, aHTaroHicTi aJbI0CTEPOHY.

Kom ATX CO3D AO1.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

CHipoHOJIaKTOH € KOHKYPEHTHUM aHTaroHiCTOM aJibIOCTEPOHY. BiH BII/IMBa€ Ha QUCTa/IbHI KaHaIbLi
HUPOK.

Yepes 6510Kaly aboOCTEPOHY IPUTHIUYE 3aTPUMKY Boau Ta Na Ta CIpHuse yrpuMaHHio K, 1110 He
TinbKY migBuinye ekckpenito NaTta Cl°, Ta 3HUXKYye eKcKpellito K3 cedero, a i1 3HUXKYe eKcKpeniio H. Y
pe3ybTaTi [bOr0 CEYOTiHHUY e(DEeKT Ma€ TaKOXK TiTOTEH3UBHY Ail0.

Hocnimxenus RALES

PanpomizoBaHe JOCTiIXKeHHS 3aCTOCyBaHHS anbaakToHy (RALES) — mopgBiiiHo crine 6araToneHTpoBe
IOCTiIKEeHHS, IpoBeeHe 3a y4acTio 1663 malfieHTiB 3 ¢pakiiielo BUKuUAY He Oinbie 35%, 3i



BCTAHOBJIEHOIO ITPOTSATOM 6 MiCSIiB OO BKIIOUYEHHS B JOCIIXKEeHHS CEPLIEBOI0 HEJOCTATHICTIO

IV knacy 3a knacugikaniero NYHA, siki Ha MOMEHT paHAOMi3allii MaloTh CEPIIeBY HEOOCTATHICTD
[II-1V knacy. Bci nauieHT mpuiiMany meTiaboBi giypeTuku, 97% marlieHTiB npuiitMany inribitop AIIQ,
78% — OUroKCHUH (Ha MOMEHT ITPOBEHNEHHS [OCIiIXKeHHs 0eTa-0/10KaTOPH He MaJld IUPOKOTO
IOIIMPEHHS, TiMbKYU 15% maliieHTiB orpuMyBanu 6eta-6710kaTopu). [1amieHTH, sIKi Maiyd MO4YaTKOBE
IiABUINEeHHS KOHI[EHTPAllil KpeaTHHiIHY B CUPOBATIIi KpOBi Oinbine 2,5 Mr/mm abo moyaTkoBe
IiABUINEHHS BMICTy Kalilo B cupoBaTIi KpoBi Oinbiie 5,0 MEKB//I, He BK/IIOUaIUCS B HOCTiAKEHHS.
Takoxk 3 OOCIiAXKEeHHS BUKJIIOYaIUCA MallleHTH, Y SKUX PEECTPYBaIOCS MiBUIIEHHS BMICTYy KaJlilo B
CHPOBATIIi KPOBi Ha 25% Y MOPiBHSAHHI 3 TOYaTKOBUM MOKa3HUKOM. [lalienTu Oyu paHmoMi3oBaHi B
criBBigHOMmIEHH] 1:1 B rpymny cnipoHONIaKTOHY 25 MT OfMH pa3 Ha 700y abo B Ipyny, ska OTPUMYE
nnate6o. ITamienTam, siki moO6pe epeHOCUNY Ipenapar B f03i 25 Mr/no0y, 3a KIiHiYHuMHU
ITOKa3aHHSIMHU 103y mpemnapaTty 30inbiryBanu go 50 Mr/mo6y. [1amienTaM, gKi He TEpPeHOCUIN
npenapar B 0o3i 25 Mr/moby, 0o3y CripoOHONIAKTOHY 3HUKYBanu f0 25 MT 1 pa3 Ha 2 fgHi. [IepBUHHOIO
KiHIIeBOIO TOYKOI0 B mocmimxkenHi RALES Gyna cmepTh 3 Oyab-IKUX MpuyuuH. ITicist crocTepexkeHHs
3a IMallieHTaM# B CEpeIHbOMY MPOTAroM 24 MicsiiB gocnimxkenHs RALES 6yio 3aBepiieHo
IOCTPOKOBO, OCKi/IbKY B XOfi I1JIaHOBOT'O IMIPOMiKHOT'0 aHaJi3y 0yJI0 BUSBIEHO 3HAUYIle 3HUKEHHS
CMEPTHOCTI B IpyIi MaIi€HTiB, SKi OTPUMYIOTh CIIPOHOJIaKTOH. CIiPOHOIaKTOH 3HUXKYBaB PU3UK
cMepTi Ha 30% B mopiBHAHHI 3 mnatebo (p <0,001; 95% mosipuuii intepsan Bix 18% mo 40%). Kpim
TOTO, CITIPOHOJIAKTOH 3HAUYMMO 3HUZKYBaB PU3UK CEPLIEBOI CMEPTI, IIepIIl 3a BCe ParTOBOi CEPIEBOl
CMePTi i CMepTi Bif MporpecyBaHHs CepIeBOl HEAOCTATHOCTI, @ TAKOXK PU3UK TOCIiTasi3arli 3
IIPUBOJY 3aXBOPIOBaHb Ceplisi. 3MiHU cTapil 3a Kiacudikaiieo NYHA Gynu Ginbil CIpUSTIUBAMU B
TPYIIi, II0 OflepXKYye€ CIipoHOoNaKTOH. ['iHeKoMacTis i 6inib B rpymsax crmocTepiranucs y 10% 4osoBikis,
SIKi OTPUMYBaJIU CIIipOHOJIAKTOH, B IOPiBHAHHI 3 1% 4osoBikis rpynu mnarebo (p <0,001). Yactora
PO3BUTKY TSKKOI rimepkasiemii 6y1a oqHaKOBO HH3bKOI B 000X I'PyIax Malli€HTiB.

dapmakokiHemuka.

CripoHONAKTOH IIBUIKO i TOBHICTIO BCMOKTYETHCS 31 IITyHKOBO-KUIIKOBOI'O TPAKTy. AKTUBHO
3B’A3yeThCA 3 Oiikamu m1a3Mu Kposi (mpubnu3uo Ha 90%). CripoHOIaKTOH MIBUAKO MeTab0mi3yeThCS
B opraui3mi moguHu. PapMaKoIoTiYyHO aKTUBHUMY MeTab0IiTaM1 CIIipOHOJIAaKTOHY € 7anbda-
TIOMETHUJICIIIPOHOJIaKTOH i KaHpeHOH. He3Baxkatoouu Ha Te, 10 I1epiof HalliBBUBENEeHHS HE3MiHEHOTO
CIIIpDOHOJIAKTOHY 3 KPOBi Ma€ HEBeIUKY TpuBasicTs (1,3 roguHu), nepion HamiBBUBEOEeHHS aKTUBHUX
MeTabomiTiB moBIui (B iHTepBaUti Big 2,8 go 11,2 rogunu). MeTabomiTi BUBOASITLECS B OCHOBHOMY
HUPKaMH, He3Ha4Hi iX KiJTbKOCTi BUBOISTHCS Uepe3 KullleyHuK. CIipOHOIAKTOH i #Or0 MeTaboiTH
IIPOHUKAIOTh Yepe3 IJIalleHTy i B TpyOHe MOJIOKO.

[Ticnsa npuiiomy Hatie 100 Mr cripoHONTaKTOHY Ha BO0Yy IpoTAroM 15 gHIB 3OpOBUMU
moOpPOBOBLSIMU Yac MOCSITHEHHS MaKCHUMAJIbHOI KOHIIEHTpAIlil mpenapary y mia3Mi KpoBsi (tmax),
MaKCcuMaJbHa KOHIIeHTpalis y mna3Mi (Cmax), a TakoX Nepiof HamiBBUBe#eHHs (t1/2)
CIIipOHOJIAKTOHY CTaHOBUIHM 2,6 roguuu, 80 Hr/mi i 61u3bKo 1,4 rogunu BifmosigHo. 1151 MeTaboriTiB
7anbha-TioOMeTUICIIIPOHOIAKTOHY 1| KaHPEHOHY ITOKa3HUK tmax CTaHOBUB 3,2 TOAWHY i 4,3 rOfUHY,
Cmax - 391 gr/mni 181 ur/mn, atl/2 - 13,8 roguun i 16,5 roguHy BiAIoOBigHO.

HupkoBa aKTHUBHICTH IiC/ISI OGHOPA30BOT0 IPUMOMY CIIIPOHOJIAKTOHY AOCATAE IiKy 4epe3 7 TOOUH i
30epiraeTbcs He MeHIe 24 TOIUH.

KniniuHi xapaKTepuUCTHKH.



IToxka3auns.

- 3acTivHa ceplieBa HEJOCTATHICTh ¥ BUITaKaX, KOJIM y MallieHTa He CIIOCTEPIraeThCs BiAMOBIAbL
Ha JIIKyBaHHS iHIIUMY [iypeTKaMu abo € HeoOXigHICTh y MOTEHI[iI0BaHHi X e(PeKTiB.

- EceHIlianbHa apTepianbHa TinepTeH3is, TOJIOBHUM YMHOM V BUIIAgKaX TiloKamieMii, 3a3Bu4ail y
KoMOiHallii 3 iHIMKMMY aHTUTITePTEeH3WBHUMU IIperapaTaMi.

- Y Bumapkax nupo3y MeviHKH, 110 CYMIPOBOOKYETHCS HaOpsikaMu Ta/abo aClUTOM.

- [l11s1 MiKyBaHHS IIEPBUHHOIO Tillepaib0CTEPOHI3MY.

- [Tpu HabpsiKax, 3yMOBIeHUX HEPPOTUUHUM CUHIPOMOM.

- [ miKyBaHHS TilOKamieMil y BUIlafiKaX HEMOXKJIMBOCTI OTPUMaHHS iHIIOI Tepartil.

- g npodinakTuKy rimoKaiiemil y mamieHTiB, SKi OTPUMYIOTh CeplieBi TTIiKO3UAHX, Y BUIagKaX,
KOJIM iHII MigX0oou Po3TIsJaloThCs K HeloIlinbHi a0o HeBigmoBimHi.

IIpomunoka3aHHs.

- linepuyTnuBicTh [0 Ait0o4ol peuoBUHU ab0 M0 Oyab-IKOi 3 OMOMIKHUX PEeYOBUH.

- Anypig.

- ['ocTpa HUPKOBA HENOCTATHICTG.

- TsxKi nopymenHs: QyHKIII HUPOK (IBKUAKICTh KIy060uKOBOI dinbrpanii <10 mi/xs.).

- CepIieBa HEJOCTATHICTh, SIKIIO IMBUAKICTh KIIy004YK0OBOI dinbTpatiil MeHue 30 M/xB abo
CHpPOBATKOBa KOHIIEHTpallid KpeaTHHiHy Oinbirie 220 MKMOJIB/I.

- l'nepkamieMis.

- limoHaTpieMis.

- XBopoba AxmicoHa.

- OmHOYacHe 3aCTOCYBaHHS eljiepeHoHy abo iHIIuX Kaniitz0epirarounx giypeTukis.

- BarithicTs abo mepion rogyBaHHS TPYIIIO.

B3aemodisa 3 iHwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
OpHOYacHUM IPUKOM IIpenapaTy BepommipoH 3:

- iHImMMu Kasitizbepisarouumu diypemukamu, iHeibimopamu AIT®, aHmazoHicmamu peuenmopia
aHziomeH3uHy II, 6a10Kkamopamu anb00CmMepoHy, npenapamamu Kairo, a makoxe 00mpuMaHHs
6azamoi kaaiem diemu, abo 8H#CUBAHHA 3AMIHHUKIB CO/i, W,0 MiCMAMb Kaaill, MOXKe IIPU3BECTHU [0



PO3BUTKY BaXkKOI Tinmepkamiemii.

- Kpim nikapcekux 3aco6iB, SKi TOCTOBIPHO CIIPUYKHSIOTH TillepKasieMiio, OmHOYacHe
3aCTOCYBaHHS KOMOiHauii mpumemonpum/cyabpamemoxcason (aHmubiomuk, mak 38aHull Ko-
MPUMOKCa30.1) 3i CIIipOHOJIAKTOHOM MOXK€e IIPUBECTH [0 KITIHIYHO 3HAUYIIO] rinepKamiemil.

- [Tpuiiom iHwux Oiypemukie IOCUIIOE Oiypes.

- ImyHocynpecanmu, UukKA0CNOPUH i MAKPOAIMYC MOXKYTh MiABUIIYBaTUA PU3UK PO3BUTKY
rinepkasieMii, CIpUYUHEHO] CIIiPOHOIAKTOHOM.

- XosecmupamiH, x10pud amoHio TAKOK MOXKYTh ITiIBUINYBaTH PU3UK TillepKasieMil i
rimepxjaopeMidyHOr0 MeTaboiYHOT0 allig03Y.

- TpuLUKIiYHi aHTUOEIPECAHTH Ta aHTUIICUXOTUYHI IIpeniapaTyé MOXKYTh IIOCUII0BATH
QHTUTINEPTEeH3UBHUY e(PEKT CIiPOHOIAKTOHY.

- I'inomeH3ueHi 3acobu — CIIPOHOJIAKTOH IIOCUJIIOE AiI0 MiIOTeH3UBHUX IIperaparis, 403y
SKUX IIPY OOHOYAaCHOMY IIPHUUOMI 3i CITipOHOJIAKTOHOM, MOXKJIMBO, Oyfe IOTPiOHO 3MEHIIUTH i
KOPUTYBATH Yy MOOAJIbIIOMY B pa3i HeoOXigHoCTi. Ockinbku iHribiTOpu AII® 3HUXKYIOTH
IIPOMIYKYBaHHS albIO0CTEPOHY, He CIIii BAKOPUCTOBYBATH MpelapaTy faHol TPYIX OGHOYACHO
3i cIipoHOIaKTOHOM Ha MOCTiKHii 0CHOBI, 0COGJIMBO Y MAlliEHTiB 31 BCTAHOBJIEHUM
IOPYIIEHHSAM (YHKIIil HUPOK.

- OpHOYaCHUYM IPUKUOM 3 HIMPO2aiuepuHOM, iHWUMU Himpamamu abo 8a3oduiamamopamu
MOXKe IIOCUJIIOBAaTH aHTUTINEPTEeH3UBHUY e(eKT CIipOHOIAaKTOHY.

- AK0201b, 6bapbimypamu abo HAPKOMUYHI npenapamu MOXKYTh IIOTEHIIiI0BaTH OB’ A3aHy 3i
CIIiPOHOJIAKTOHOM OPTOCTATAYHY TiIOTEH3i0.

- [TpecopHi aminu (HopeniHeppHH) — CIIipOHONIAKTOH 3HUXKY€E CyIUHHI peakliil Ha HopemliHedpuH.
3 i€l MpUYKHMU CITiJ HOTPUMYyBaTUCS 00ePeKHOCTI IIpH MPOBeeHHI MiclieBoi abo 3arayibHOlI aHecTe3sil
y HAI[ie€HTIB, K1 3aCTOCOBYIOTH CIIIPOHOJIAKTOH.

- HecmepoioHi npomu3anaavHi npenapamu (HII3I1) — y IesIKWX MAI[iEHTIB IPUAOM
HECTePOigHUX ITPOTH3alNaNbHUX 3ac00iB MOXKe 3HUKYBATHU OiypPeTUUHUN, HATPINypEeTUUHUYN Ta
AHTHUTIePTEeH3UBHUYN e(PeKTH NeTIbOBUX, Kailidbepiranyux i TiasugHux miypeTukiB. OgHOYACHE
3aCTOCYBaHHS HECTEPOIIHUX ITPOTH3aNaNbHUX 3ac00iB (HalpUKIaL, alleTHICAIINI0OBOI KUCIIOTH,
iHmoMeTalnuHy Ta MepeHaMiHOBOI KMCIOTH) 3 KaiiidbepiralouuMu OiypeTukaMu MOxke MPUBECTH IO
PO3BUTKY TAXKKOI rimepkasieMii. Takum 4MHOM, IIpU OAHOYACHOMY IIpuiioMi cripoHonakTony 3 HIT3II
CJIil peTeIbHO KOHTPOJIIOBATH CTaH IallieHTa Ha IMpeMeT HOCATHEHHS 6akaHOTO eheKTy
CEeYOTiHHOr0 Ipenapary.

- I'1tokokopmukocmepoidu, adpeHokopmukomponHutl 20pmoH (AKTT') - Moxe 306iNbIIyBaTUCS
IIBHAJKICTh BUBEIEHHS €EeKTPOJIiTiB, 30KpeMa, MOXKe CIIOCTEpIiraTUcCs TilmoKamieMis.

- [lu2oKCcuH — CTIipOHOJIaKTOH MOXKe 30ilbIlyBaTH Mepiof HamiBBUBEOEHHS QUTOKCHHY, 110 MOXKe
IIPU3BECTH [0 30iNbIIeHHS KOHIIEHTPAIlil AUTOKCUHY B CUPOBATII KPOBI i, IK HACIiOOK, ITOCUIEHHS
110r0 TOKCUYHOCTI. [Ipu npuiioMi CIipoHOJIAKTOHY MOXKe 3Hal0OUTHCS 3HUKEHHS 103U JUTOKCUHY.
Crnip peTenbHO KOHTPOJIIOBATH CTaH IMAIliEHTa I 3amob6iraHHs mepeno3yBaHHS QUTOKCHHOM abo
HEeIoCTaTHLOl OUriTami3aliil.



- Bnaue npenapamy Ha pe3ysibmamu 1abopamopHux 00cni0ceHb - B JTiTepaTypi onucaHo KibKa
BUNAJKIB BIIJIUBY CIiPOHOIAKTOHY ab0 #0Tr0 MeTaboIiTiB Ha MOKa3HUK KOHIIEHTPAllll AUTOKCUHY,
BM3Ha4YEHUU METOIOM PafioiMyHHOTr0 aHani3y. KiiHiuHa 3HaUUMICTh JaHOI B3a€MOMIl TOKH
He3po3yMina.

- [Tpu prnyopuMeTpUYHOMY aHaJIi3i CIIipOHOIAKTOH MOXKe BIIMBATH Ha Pe3y/IbTaT aHaNi3y
BMICTY CIIOJIyK 3 aHAJIOTiYHMMHU IMapaMeTpaMu (GIyopecleHIlil (HaprKian, KOPTU30J1, agpeHalliH).

- CHipOHOIaKTOH 3B’43YETHCA 3 PELIEIITOPOM aHAPOreHY i MOXKe IMiABUILIUTHU PiBEHb
npocTtaTocnenudpivynoro antureny (IICA) y nami€eHTiB 3 pakKoM IepeaMiXypoBol 3a/103H, SKi JIiKYyIOTbCS
abipamepoHoMm. 3acTOCyBaHHS 3 abipaTepoHOM He PEeKOMEHIYEThCH.

- AHMUNIipuH — CIipOHOJIAKTOH IIPUCKOPIOE MeTabo1i3M aHTUIIIPUHY.

- IIpenapamu saimiw — sK IpaBuUJIo, IIpeliapaTy JIiTiio He CJIiJl 3aCTOCOBYBaTU OOHOYACHO 3
aiypeTukamu. [{iypeTUKYM 3HUXKYIOTh HUPKOBUY KJTipEHC JIITiIO i MiBUINYIOTh PU3UK PO3BUTKY
TOKCUYHUX e(eKTiB IpernaparTis JiTito.

- KapbeHokco0H — MOKe CIPUYMHUTH 3aTPUMKY HATPil0 B OPraHi3Mi i, SK HACIiOoK,
3HUKYBaTH e(HEeKTUBHICTh CIipOHONIAKTOHY. CIIil yHUKaTU ONHOYACHOT0 3aCTOCYyBaHHS
KapOEHOKCOJIOHY i CIIIPOHOJIAaKTOHY .

- KapbamaseniH — mpu 0OQHOYACHOMY 3aCTOCYBaHHi 3 IiypeTUKaMu IpenapaT MOXKe CIPUYNHUTH
KJIIHIYHO 3Ha4ylly rinoHaTpieMio.

- I'enapuH, HU3bKOMO/EKYAAPHUU 2enapuH - OGHOYAaCHEe 3aCTOCYBaHHA 31 CIIIPOHOJIAKTOHOM
MOXK€e IIPUBECTH A0 TAKKO] TillepKaTieMil.

- IToxiOHi KyMapuHy — TipeniapaT 3HUKY€E eHeKTUBHICTh AaHOI TPYNH IpelaparTis.

- CripoHOIaKTOH MOXKe ITOCUJIIOBaTHU it aHanoriB ['HPI' (roHagoTPOMmiH-PUITi3UHT-TOPMOHY):
mpunmopeiHy, 6ycepeiHy, 20HadopeiHy.

Oco06.1ueocmi 3acmocyeaHHsi.

- 3 0co61rBO0 00EPEXKHICTIO CITIPOHOJIAKTOH CITifl 3aCTOCOBYBATH IalliEeHTaM, OCHOBHE
3aXBOPIOBAHHS SKUX MOXK€ ITPOBOKYBATH PO3BUTOK allMA03y Ta/abo rimepkaniemio.

- IlamienTty 3 giabeTHYHOIO HeppomaTielo MalOTh MiABUIIEHUN PU3UK PO3BUTKY TilepKamieMil.

- IlpuiioM CHipOHOJIAKTOHY MOXK€E CIPUYMHUTH THMYaCOBe IiABUIIEHHS a30Ty CEYOBUHU KPOBIi
(ACK), ocob6nuBo Ha TJIi HasSIBHOT'O NMOPYIIeHHS QYHKIII HUPOK i rinepkaniemii. CripoHOTaKTOH MOXKe
CIPUYMHUTH 000POTHUMN TinepxyopeMiunuit MeTabomiuauit anugo3. TakuM YMHOM, IIPU 3aCTOCYBaHHI
Ipenapary HalieHTaM 3 IOPYLIeHHAMHU (PYHKIIil HUPOK i IeYiHKY, a TaKOXK MallieHTaM JIiTHbOTO BiKy
HeoOXiHUI peryasipHUM KOHTPOJIb TOKA3HUKIB €JIEKTPOJIITiB CUPOBATKY KPOBI i QYHKII HUPOK.

- OpHOYaCHe 3aCTOCYBaHH{ CIIPOHOJIAKTOHY 3 IIpeniapaTaMy, 110 CIPUYUHSAIOTE rillepKaslieMito
(Hampukiap, iHiI kKanifizbepiratoui miypetuku, inribitopu AII®, aHTaroHiCTH PelenTopPiB
aHrioTeH3uny I, 6710KkaTOpU anbIOCTEPOHY, TellapyH, HU3bKOMOJIEKYISPHUY TellapuH, IIpernapaTu
KaJito, 0araTa KajieM fieTa, BXXMBaHHS 3aMiHHUMKIB COJIi, 1110 MiCTSITh KaJlil), MOXe IIPU3BECTH [I0
PO3BUTKY TSKKOI TinmepKamiemii.



- TlinmepxkarieMiss MOXe IPU3BECTHU IO JIETAJIbHOTO pe3yJbTaTy. KpUTUUHO BazKJIMBO KOHTPOJIIOBATH i
KOPUTYBaTH BMICT KaJlifo y MAI[i€HTIB 3 TIKKOI0 (POPMOIO CepIieBOl HEJOCTATHOCTI, SKi OTPUMYIOTh
crIipoHOaKTOH. He c1if 3acTOCOBYBaTH IIpemapaT pa3oM 3 iHIIMMU Kasii36epirarounmu
aiypetukamu. [ malieHTiB 3 BMiCTOM KaJlito B CUpOBaTLi KpoBi Buille 3,5 MEKB/I IPOTUIIOKa3aHe
3aCTOCYBaHHS IIpelapaTiB Kajlio. PeKoMeHI0BaHa YaCcTOTa MOHITOPUHTY BMICTY Kaslilo 1 KpeaTUHIHY
— Yyepe3 TUXKAEHb IIiCIId II0YaTKy IPUHOMY IIpenaparty ado 30iblIeHHS 003U CIIiPOHOIAaKTOHY,
IIIOMICALS IPOTATOM IepIiuX 3 MiCsLiB, OTIM IIOKBapTasly IPOTATOM POKY, MiC/IS 4Or0 — KOXKHI 6
micsui. [Tpu BMicTi Kaito B cupoBaTiii Kposi Oinbiie 5 MEXB/1 abo KpeaTuHiny OinbIite 4 Mr/ajn ciin
TUMYacoBO a0 IMOBHICTIO MPUIIMHUTY IPUHOM CIIPOHOIAKTOHY (IUB. po3fin «Cnocib 3acmocysaHHs
ma 0o3u»).

- Tlamientam 3 nopdipieto Bepommipo# ciifg 3acTocoByBaTH 3 0CO0/MMBOI0 06€PEXKHICTIO, OCKINTBKY
OaraTo mpemnapariB IPOBOKYIOTh 3arOCTPeHHS mopdipil.

- Ilpu npuiioMi mpemnapaty 3a00pOHSETHCS BKHUBAHHS aJIKOTOJTIO.

- YV Bumapky HelepeHOCUMOCTI JIaKTO3H CJlif 6paTH 10 yBaru, 1o KoxHa TabneTka Bepommipony
MictuTh 146,0 Mr 1akTO3uU MOHOTiApaTy. [JaHui IpernapaT He CJIi 3aCTOCOBYBaTH IallicHTaM 3
TaKUMU PiOKICHUMY CIIaAKOBUMU 3aXBOPIOBAHHSMH, SIK HEIIEPEHOCHUMICTh ralakKT03H, ITI0BHA
JlaKTa3Ha HelOoCTaTHICTh ab0 CHHIPOM T'TI0K030-TalaKTO3HOo1 Manbabcopoiii.

- ILle#t nmikapcekui 3acib micTuTh MeHine 1 MMoib (23 Mr) HaTpito Ha TabeTKy, TOOTO IPaKTUYHO
BiTbHUY Bif] HATPIitO.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

CripoHONAKTOH BOJIOZi€ aHTUAHAPOTE€HHUM e(eKTOM y JIIONWHU, TOMY UOT0 He CJIifl 3aCTOCOBYBaTH
mig gac BariTHocTi (muB. po3min «ITpoTunoka3anHsa»). CIipoHOIAaKTOH a00 HOro MeTaboIiTH
IIPOXOMOSATh Uepes reMaToIialieHTapHui 6ap’ep. Ha Tii 3acTocyBaHHS CIIipOHOJIAKTOHY Y BariTHUX
mypiB cnocTepiranacs deminizallig 1I04iB Y0JIOBiYOI CTaTi, a Mic/ig HAPOAXKEHHS y TIOTOMCTBa
JKiHOYOI Ta Y0/I0Bi4Ol CTATi CIIOCTEpiranucs eHOOKPHUHHI IOPYIIEHHS.

l'ogyBaHHd TpyANI0

MeTaboJIiTH CIipOHOIAKTOHY BUSIBIISITIUCS B TPYAHOMY MOJIOI. Y pa3i HeoOXimHOCTI 3aCTOCyBaHHS
CIIiPOHOJIAKTOHY CJIifl IepepBaTy I'PyAHE BUTOOBYBaHHS i BUKOPHCTOBYBATH iHIINH CIIOCIO
rONyBaHHS OUTHHM.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

Y noyaTKOBOMY Iiepiofi, TpUBAJICTh SKOT0 iHOUBIAyanbHa, 3a00POHSAETLCA KePyBaTH aBTOMOOGiIEM Ta
pobounMy MexaHi3MaMu, po0oTa Ha SKUX 0B’ I3aHa 3 MIIBUIEHUM PU3UKOM TPaBMaTU3MY.

Hapani o6MexeHHS Clif BU3HAYaTH iHAUBIMyalbHO [ KOXKHOIO MallieHTa.



Cnoci6 3acmocyeaHHss ma do3u.
CxeMU [03yBaHHSA
Ilopocai

ITepsuHHUl 2inepaib0oCmepoHism

3 diaeHocmuyHo Memoro

TpuBanuil TECT: CIiPOHOIAKTOH 3aCTOCOBYIOTH 110 400 Mr/moby 3—4 TuxHi. [Ipu gocsirHeHHI KOpeKIIil
rinokasniemii i apTepianbHOI TinepTeH3ii MOXKHa IPUIYCKaTH HasBHICTh TIEPBUHHOTO
rinepanbgoCTEPOHI3MY.

KopoTkuii TecT: cmipoHonaKToH npuiimMaioTh 1Mo 400 Mr/no0y mpoTsiroM 4 gHiB. [Ipu 30inblIeHH]
BMICTY KaJlito B KPOBI Iifi 4ac npuuoMy npemnapaTy BepolinipoH i 3HUXKeHH] IicJis U0ro CKaCyBaHHS
MOXKHa IIPUIYCKaTH HasABHICTh IIePBUHHOIO TilepabgoCTEPOHI3MY.

JlixysaHHA

[Tpu migroToBIi KO XipyprivHOTO JIIKyBaHHS CIIPOHOJIAKTOH 3aCTOCOBYIOTH B fo3ax Bif 100 mo 400
Mr/mo0y. YV malieHTiB, y SKUX onepatis He IIaHyEThCS, TpernapaT MOXHa BUKOPUCTOBYBATH B SIKOCTi
TPUBAJIOl MiATPUMYIOYOI1 Tepallil y HauMeHIIiY e(eKTHUBHIN [03i, IKa BU3HAYA€EThCSA iHOUBiTyanpHO. B
OTMCaHiU CUTYyallil I0YaTKOBY 03y AOMYyCTAMO 3HMKYBaTH KOXKHi 14 OHIB 00 HOCATHEHHS
MiHiManbHOl epeKTUBHOI J03u. [I/151 3HUKEHHS BUPaKeHOCTi Mo0iuHuX eeKTiB IIpu TPUBAJIOMY
3aCTOCyBaHHI IpernapaT BepomimipoH peKOMeHOY€EThCS 3aCTOCOBYBaTU B KOMOiHAIlil 3 iHIIUMHU
OiypeTUKaMH.

Habpaku Ha mii 3acmitiHoi cepuesoi HedocmamHocmi abo HeppomuyH020 CUHOPOMY

[TouaTkoBa mo6oBa fmo3a cTaHoBUTH 100 Mr i MoxKe 3MiHIOBaTUCS B iHTepBani Big 25 mo 200 Mr/no0y,
pu3HavaeThcs B 1 abo 2 mpuiiomu.

Y pagi npu3HaueHHs 6iNbII BUCOKUX 103 Bepormimipon MoXkHa 3aCTOCOBYBaTH ¥ KOMOiHallii 3 iHIImMMu
rpyliaMu AiypeTHKiB, 0 Ail0Th Y GisIbII MPOKCUMAJIbHUX BifiiaX HUPKOBUX KaHabIiB. Y IIbOMY
BUTIA[IKy OO3yBaHHS BepolmipoHy Ciig KOpUryBaTH.

ZZodamKoea mepanis nQu ﬂmyeaHHz masaxckoi ceQu‘eeoz HedocmamHocmz (K/zac IIT- IV3

Ha ocHOBI pe3ynbTaTiB paHAOMi30BaHUX JOCIIAKEHb 3aCTOCyBaHHSA anbaakToHy (RALES: mus. po3min
«PapmMakoauHaMiKa») BCTaHOBJIEHO, 1110, SKII0 BMICT KaJlil0 B CUPOBAaTLi KPOBi He IEPEBULIYE

5,0 MEKB/11, a KOHIIEHTpallid KpeaTHHIHY B CUPOBATLi KPOBI He IIepeBUIIy€E 2,5 MI/OJI, Ha T0YaTKy
3aCTOCYBaHHS Ha TJIi 6a30BOi CTaHOAPTHOI Teparii J03a CIipOHOIAKTOHY ITOBUHHA CTAHOBUTHU

25 mr/mo0y. [NauienTaMm, ki foOpe mepeHOCATh penapar y go3i 25 Mr/noby, 3a KiniHiYyHUMU
IIOKa3aHHSIMU MOXHa 30imbimuTy 1o3y 10 50 Mr/mo0y. [1alieHTaM, sKi He IEPEHOCTh IIpenapar y
mo3i 25 Mr/moby, MOXXHa 3HU3UTHU 03y IIpenapary [0 25 Mr OiMH pa3 Ha 2 [Hi (OUB. PO3min
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

00amkKoed mepanisa npu AikKye8aHHi apmepidsbHoi 2inepmeHsii 8 pasi HedocmamHbvoi epekmusHocmi

DAHiWwe 3acmocos8y8dHUX 2inOMEeH3UBHUX Npenapamis




[ToyaTkOBa [03a CIipOHOIAKTOHY IPU OOHOYACHOMY 3aCTOCYBaHHI 3 IHIIMMU IiOTEH3UBHUMU
penapaTaMy CTaHOBUTH 25 Mr/go0y. fAKio yepes 4 TUXKHI apTepiaTbHUN TUCK He JOCSTAE ILiTbOBUX
3Ha4€eHb, 03y IpenapaTy MOXKHa IOABOITH. Y MalliEHTIB 3 apTepialbHOIO TinepTeH3i€, sIKi
OTPUMYIOTE IIPerapaTH, 10 MOXKYTh BUKJIMKATH PO3BUTOK TinepkanieMil (Hanpuknap inribitopu AII®
abo 6710KaTOpy PELENTOoPiB aHTiOTEH3UHY), [0 II0YaTKy 3aCTOCYBaHHS CIIipOHOJIAKTOHY CJIif] OLiHUTH
BMICT KaJIilo 1 KpeaTHHIHY B CUPOBATIIi KpoBi. He ciiif 3acTocoByBaTH IpenapaT Bepouinipox
malieHTaM, y SKUX BMICT KaJlil0 B CUPOBaTLi KPOBi IepeBuinye 5,0 MMOJIB/TI, & KOHLIEHTpallis
KpeaTHHIHY B CUPOBATLi KPOBI IepeBuInye 2,5 Mr/gj. [TpoTarom 3 MicALiB HicId TOYaTKy IPUKOMY
CIIiPOHOJIAKTOHY CJIi[l peTEeJIbHO KOHTPOJIIOBAaTHA BMICT Kaslilo 1 KpeaTHUHIHY B KPOBI.

Acuum i HabpsAKu, 3yM08/eHI UUDPO30M NeviHKuU

dxuro cniBimHoImeHHsT Na /Ky ceui 6inbiie 1, mo6oBa go3a craHoBuTh 100 Mr. fAKimo 11e
CIIiBBIIHOLIEHHS MeHIle 1, fo3a IpenapaTy IOBUHHA 3HaXOOUTHUCA B iHTepBalli Big 200 mo
400 mr/mo6y.

[ligTpuMyro4y [O3y CIifi BU3HAYaTU IHOUBIOYaIbHO.
l'inokanaiemia

[Tpemapat mpu3HavaeThcs B 7031 25-100 Mr/go0y, SKII0 3aCTOCYBaHHS IIpenaparTiB Kajiio abo iHIIuX
Kajiii30epiraroyux MeTOIiB € HeIOCTATHIM.

imu

[TouaTkoBa o60Ba ff03a CTAHOBUTH 1-3 MI/KT MacH Tijla ODHOKpATHO abo 3a 2-4 nmpuiiomu. [1pu
IPOBEMIEeHHI MigTPUMYy04ol Teparil abo Ipy 0gHOYACHOMY 3aCTOCYBaHHI 3 iHIIUMU AiypeTUKaMu J03Y
Bepourmipony noTpi6HO 3HU3UTH [0 1-2 Mr/Kr Macu Tina. ITpu HeoOXigHOCTI MOXKHA IPUTOTYBATH
CycreH3ito 3 mompiOHeHux TabmeTok 25 MT.

IMayieHnmu AiMHbO20 BIKY

PexoMeHOy€eThCS PO3NOUNHATH JIIKYBaHHS 3 HUKUYUX 03 3 HACTYITHUM IIOCTYIIOBUM 30i/IbIIEHHSAM [0
IOCSATHEHHSI MaKCUMabHOTO edekTy. Crnig 6paTy 4o yBary, I0 MaloTh Miclle TIeYiHKOBi i HUPKOBI
TIOPYIIeHHS, OCKiJIbKM BOHHY BIIJIMBAIOTh HAa MeTab0J1i3M IpemnapaTy Ta Horo eKCKpelrio.

Kpim Toro, mpu 3acToCyBaHHi IpenapaTy y MallieHTiB JIITHROTO BiKy cig 6paTu 40 yBaru pu3uk
PO3BUTKY TinepkarieMii (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Cnocib 3acTocyBaHHS

4k mpaBuo, mo6oBa 03a CIiPOHOJAKTOHY MPUUMAEThCS micys imu 1 abo 2 pa3u Ha noOy. [Tpuiiom
no6oBoi mo3u abo mepioi yacTuHYU J000BOI J03U IpenapaTy PEKOMEHOYEThCS BPaHIIi.

Himu.

3aCTOCOBYBATH y NeAiaTpUYHIY NPAKTHULI 3a IpU3HAUYEHHAM JliKaps.

Ilepedo3yeanHsi.

Cumnmomu



[Tepeno3yBaHHS CIIPOHOJIAKTOHOM MOXKe BUKJIMKATU CTAHU 1 CHMIITOMY, Kl HajiekaThb [0
HeOaXkaHUX peaklliil Ta CIIOCTEPIraloThCs Ha TJIi Horo MpuUoMy (HalpUKIIa COHMUBICTb, CIITyTaHICTh
CBiZOMOCTi, MaKyJjonanyiab03Hi abo epuTeMaTo3Hi BUCUIIAHHS, HYyI0Ta, O/II0BaHHS, 3allaMOPOYEeHHS,
miapes). Y meskux BUIafKax MOXKJIMBA TiloHaTpieMis a0o rinepkasnieMisi, 0cOOMMBO y MaIli€HTIB 3
NOpYyIIeHHAMH GYHKIIII HUPOK; V Malli€HTiB 3 TIXKKUMU 3aXBOPIOBAHHSIMHU TEYiHKYU IIepeio3yBaHHs
MO2Ke MIPU3BECTH OO MeYiHKOBOI KOMH.

JlikygaHHA: CAMIITOMaTU4He, CIenu(pivyHOr0 aHTUAOTY He icHye. CIif migTpuMyBaTé BOLHO-
€JIeKTPOJTITHUM i KUCIIOTHO-TyKHUM OalaHCH: TPU3HAYEHHSM [iypeTHKiB, 1110 BUBOAATE KaJlili;
IapeHTepalbHUM BBEJEHHSM I'JIIOKO3HU 3 IHCYJIIHOM, ¥ TSIKKHX BUMaKaxX — NPOBEIEHHAM
reMofianisy.

ITo6iuni peakuii.

HebazxkaHi peakiiii 3yMoBieHi KOHKYPEHTHUM aHTarOHi3MOM CITipOHOJIAKTOHY IIOH0 albJ0CTEPOHY
(110 TPU3BOAUTD OO MMOCUIEHHST eKCKpPelil Kaslilo), a TaK0XK aHTHAHAPOTreHHUM e(heKTOM
CIIIPOHOJIAKTOHY.

HebazxkaHi peakilii 3a3HaueHi y BUTTIAMI PO3MOLiNY 3@ CUCTEMHO-OPTaHHUMH KjlacaMU 3TifHO 3
MedDRA i 3 3a3HaueHHSAM 9aCTOTH BUHUKHeHH 3rigHo MedDRA: nyxe gacTi (=1/10); gacTi (Big
>1/100 mo <1/10); Heuacri (Bim =1/1000 mo <1/100); moomguuoki (Big =1/10000 mo <1/1000); pigkicHi
(<1/10000), yacToTa He BCTAaHOBJIEHA (He MOXHaA OIIHUTH 3a HAIBHUMU JaHUMH).

[Mo6iuni peaxmii|dyxe gacri [Jacri Heuactri |[[Hoomumoki |PimkicHi [HeBigomoi
3a CHCTeMaMH YaCTOTH
oprasiB, 3rigHO
3 MedDRA
ToOposKicHi, ToOposKicHi
3TI0SIKiCHI Ta HOBOYTBOPEHHS
HEyTOYHeH] [MonouHoi 3an03u
MyXTUHY (Y T.4.
KiCTH Ta IIOJIiIH)
3 60Ky KpoBi Ta TpoMOOIUTOTIEHIS,
TiMbaTaHOl ArpaHyJIoLUTO3,
cucTeMu eo3uHODimis,
TeKOIIeHist

3 60Ky iMyHHOI [imepuyTnuBicTh
cucreMu
EHMOKpUHHI [ipcyTusm
MOPYIIEHHS
3 GoKy inepkaniemis [Timepkamiemis’ CinoHaTpiEMis, CinepxJiope MidHUI
Xap4YyBaHHS Ta merigpaTaris, QIImo3

0OMiHY PEYOBUH ropdipia

Tcuxiuni CrnyTaHiCTh
[TOPYIIEHHS CBiZOMOCTI

3 60Ky HEPBOBOI COHJIUBICTE, [Mapamniy, 3armaMopoYeHHs,
cucTeMu TOIIOBHUM Tapareris aTakcis

6inp

Kapmiomnoriuni  [Apurmii*
MOpYIIeHHS




3 6oy cymuH

BackymiT

Heb6axaHa
apTepiasbHa
TimOTeH3is

3 60Ky muxabHOI

3Mina TeMOpY

CPOBaTKM KPOBi

CCTEMHU, OpraHiB TOJIOCY
TPYIHOI KITiTKH
Ta CepemoCTiHHSA
3 60Ky TpaBHOI Hymora, CacTpur,
cucTeMu GJTIOBAHHS BUpa3Ka,
[ITYHKOBA
KpoBoTeYa, OiNb
y LIIYHKY,
miapest
3 6oKy [emaTuT [TopymenHs GyHKIIi
rermaToOiiapHol MeYiHKU
cucTeMu
[TopyuieHHs 3 BucunaHHs, Astonenis, ek3eMa,|byIb03HUM
OOKY IIKipH Ta KPONUB'sIHKa  [KinmblenopiOHa nemoiroin’
i gIIKipHO1 epruTeMa, riIepTpuxos,
[KITITKOBUHU BOBUaKoNofi6bHi |cunmpom Crisenca-
ypaxKeHHA WKIpKU |[1:KOHCOHA, CBEpOixK,
TOKCUYHUMN
emTimepManbHUN
HEKPOJIi3,
IMegukKaMeHTO3Ha
peaxuis 3
eo3nHO(imie0 Ta
CHCTEMHUMU
mposiBamu (DRESS-
CUHIIPOM)
3 60Ky KiCTKOBO- OcTeoMasis Cymomu Hir
IM’a30B01 cucTemMu
Ta CIIOIYYHOI
TKaHUHU
3 6oKy ['ocTpa HUPKOBA
Ce4YoBUIIIBLHOL HeoOCTAaTHICTb
cucTeMu
3 oKy BHIKEeHHS Beamminnsa’
penponyKTHUBHOI |mibimo,
cucTeMu Ta epeKTUIbHa
[MoMmOUHMX 32703 |IUCOYHKIIIS,
TiHeKOMacTis
(V 40710BIKiB),
Gom0YicTh
IMomounoi
3an03u, 6inb y
rpynsix (y
JOJIOBIKiIB),
30iTbIIeHHS
MOJIOYHOL
3211031,
MEHCTPYyasIbHi
[OpYIIeHHS (Y
DKIHOK)
CucreMHi IACTeHis,
MOPYILIEHHS Ta BTOMa
YCKIIaHEeHHS Y
|MicIi BBeIeHHS
SMiHn [TigBuUIleHHS [TigBUIIIEHHS BMICTy
TabopaToOpHUX BMiCTY CEYOBUHU [IJIIKO3UIILOBAHOIO
[TOKa3HUKIB CUPOBATKY KPOBi, |[reMOriobiny
MiBUIIEHHS (HbAlc)®
BMICTy
KpeaTUHIHY




'V maifieHTiB 3 HUPKOBOIO HEIOCTATHICTIO Ta V MAIli€HTIB, IKi OMHOYACHO OTPUMYIOTh
IpenapaTy Kasito.

*Y malfieHTiB JTITHLOTO BiKy, TPH IyKPOBOMY HiabeTi i y malfieHTiB, SKi 0MHOYACHO MPUHUMAIOTh
inribitopu AIIQ.

°V mamuieHTiB 3 IMPO30M IEYiHKH.

'V marieHTiB 3 HUPKOBOIO HENOCTATHICTIO TA y MAIi€HTiB, SIKi OTPUMYIOTh IIpernapaTH Kaliio
OOHOYACHO 3i CIIiPOHOJIAKTOHOM.

*TIpu 3aCTOCYBaHHi IpemapaTy B BUCOKHUX m03ax (450 Mr/moby).

°fIK mpaBuUIIO, IPH TPHUBAIIOMY 3aCTOCYBAHHI.

3a3Buyail micns NpUNUHEHHS IPUUOMY CIIipOHOJIaKTOHY HeOaxkaHi e(eKTH 3HUKAIOTh.

[ToBigoMIIeHHS PO Mimo3pIoBaHi mo6ivHi peakirii

[ToBimomneHnHs mpo mob6iuHi peakiril micns peecTpaitlii Tikapchbkoro 3aco0y Ma€ Benruke 3HaYeHHs. Le
[la€ 3MOT'y IPOBOAUTYU MOHITOPUHT CIIiBBIIHOIIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKoOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaKOX IallieHTaMm abo ixHiM
3aKOHHMM IIpeICTaBHUKAM CJIifl ITOBIIOMIISITH IIPO yCi BUMTAOKY IMig03pI0OBaHUX MOOIYHUX peakiiiit Ta
BiCYyTHOCTI e(peKTHUBHOCTI JTiKapChKOT0 3aco0y Yyepe3 aBTOMATH30BaHy iH(OpMaliiHy CUCTEMY 3
dbapMakoHarnsAay 3a nocunaHHsaM: https://aisf.dec.gov.ua/.

Tepmin npudamHocmi. 5 pOKiB.

YmMmoBH 30epirannsi. 30epiratv y HeLOCTYIITHOMY AJIS OiTe Micli mpu Temnepatypi He Butie 30 °C.

YoakoBka. 20 tabmeTok y 6iicTepi, 1 61icTep y KapTOHHIN yIIaKOBILi.

Kareropis Bignmycky. 3a peLemnToM.

BupoOHuUKH.

1. BAT «I'egeoHn Pixtep», YropimuHa.
2. TOB «I'egeon Pixtep Ilonbma», [Tombiia.



Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

1. H-1103, Byganemr, Byn. Oempel, 19-21, VropmuHa.
2. 05-825, I'pop3ucek Ma3zosenpkuii, Byi. KH. 0. [ToraTtoscekoro, 5, Ilonbina.



