Ckian

Oitoua peuosuHa: torasemide;
1 TabneTka mictuth 10 Mr TOpaceMiny;

OONOMIJCHI peuoB8uHU: TyapoBa KaMe[b; KpoXMajlb KyKyPyO3sHUM; KPEMHIIO JIOKCHUT,
KoJoimHuit 6e3BOAHMM; MarHilo cTeapaT; TaKT03a, MOHOTigpar.

JIikapcbKa ¢dpopMma

TabseTKu IIPOJIOHTOBAHOI Mil.

OcHo8HI ¢i3uko-ximiuHi 81acmusocmi: 6is1oro abo MarizKe 0iI0T0 KOJIbOPY KPYTJIi
OBOOITYKJIi TabeTKu 3 rpaBipyBaHHSIM «SN» 3 OQHOTO OOKY.

®apMaKoTepaneBTUYHA Irpymna

3acobwu, 110 BIIJIMBAIOTh Ha CePLIeBO-CYAUHHY cucTteMy. Ce4oriHHi npenaparu.
BucokocenektusHi giypetuku. [IpocTi npenapaTtu cynbdaHimaMigis.

Kom ATX C0O3C A04.
dapMakogHHaMiKa

OcHOBHUM MexaHi3M il IpenapaTy 3yMOBJIEHUM raJlbMyBaHHSAM peHaJIbHOL
peabcopOiiil i0HIB HATpPilo i XJIOPY y BUCXiAgHiN YacTuHi netii 'edne. [liypeTuuyHU
e(eKT B OCHOBHOMY NOB’sI3aHUM i3 piBHEM €KCKpellil KOMIIOHEHTa 3 Cedelo, a He 3
KOHIIeHTpalli€lo y KpoBi. TopaceMin NpUCKOPIOE BUBEAEHHS 3 Ce4Yel0 HaTpilo, XJI0Py Ta
BOOH, ajie CyTTEBO He BIJIMBAE Ha PiBEHb I'IIOMEPYJISAPHOIL QinbTpaliil, HUPKOBUHA
IJIa3MOTIiK, KUCJIOTHO-JIY2KHUM OaaHC.

dapMaKOKiHeTHKa

BpiTomap, TabGneTKu IIPOJIOHTOBaHOI [il, 3a0e3IeYyioTh ITOCTYIIOBE BUOiIEHHS
aKTHUBHOI [if04901 P€YOBUHH, 10 3HMKYE KOJIMBaHHS 11 KOHIIEHTpPAIlil B KPOBi Ha BigMiHY
Bi mpenaparTiB 3 HErauHOIO Oi€l0.

BcmokmyesaHHs. Ticnss 6araTopa3oBOro 3aCTOCYBaHHS BimHOCHa 0i0IOCTYIIHICTh

TOpaceMify y BUTJIAA1 TabIeTOK IIPOJIOHTOBAHOI il ITIOPiBHSAHO 3 IpenapaTaMu
HeranHol ail ctaHoBUTH 102%. [licnsa npuiioMy BHYTPIIIHEO MaKCHMaJibHa
KOHIIeHTpallis y miaa3mi Kposi (Cmax) mocsiraeTbcsa dyepes 1,5 roguau. OgHOYaCHUHA
nmpuiioM ixi 3HMKYye Cmax Ha 21% i abcomoTHy 6iomocTynHicTs (AUC) Ha 11%.



[Toka3HMKYN BCMOKTYBaHHS He 3MiHIOIOTHCS y pa3i HasgsBHOCTI mMe4iHKOBOI a0 HUPKOBO1
HeOOCTaTHOCTI.

Po3nodisa. 3B’s13yBaHHA TOpaceMiny 3 OifkaMu KpoBi CTaHOBUTHL oHAZ 99%. O06’eMm
po3mofiny TopaceMiny cTaHOBUTh 12-15 miTpiB. V¥ mallieHTiB 3 IUPO30M ITeUiHKU 00’eM
po3mofiny 30iNbIIYyETHCSA MakiKe BOBIYi.

Memab6oaizm. T'omoBHUM MeTaboIiTOM TopaceMiny € 6ionoriyHo HeaKTUBHA ITOXigHA

KapOOHOBOI KUCJIOTH. [IBa OPYTOPAOHUX MeTabOoIiT YUHATH HEBEJIUKY CEYOTiHHY [ilo,
ajie Ha IIPaKTHUIli Ai KOMIIOHEHTIB 3aKiHYyETLCSI MeTab0Ii3MOM.

BuseodeHHs. Tlepion HaliBBUBEIEHHS TOpPaceMily CTAHOBUTH MPUOJIN3HO 4 TOOWHMU.

[Tpo1iec BuBenmeHHs 3abe3nedyeThCcss MeTaboniaMoMm y nedinii (6nu3sko 80%
3araJibHOTO KJIiPEHCY) Ta HUPKOBOIO eKcKpelieio (mpubmu3no 20% y maiieHTiB 3
HOpPMaJbHOIO (QYHKIII€I0 HUPOK) 3a PaxXyHOK BUBEOEHHS CIOIYKU Yepe3 IMIPOKCUMAaJIbHi
KaHaJblli i3 ceyelo.

Y manuieHTiB 3 JEKOMIIEHCOBaHOK CEPLIEBOIO HEOOCTATHICTIO ITIE€YIHKOBUU Ta pPeHaJIbHUU
KJIIpeHC 3HUXKYIOThC, Ilepion HamniBBUuBegeHHs Ta AUC IOogoBXKYIOThECs. 3arajibHe
BHUBEOEHHS TopaceMigy cTaHOBUTDL Ipubnau3Ho 50% Bif TOTO, 110 CIIOCTEPIra€EThCA Y
3MOPOBUX JOOPOBOIIBIIB. BpaxoByouu 3MeHIIIEHHSI HUPKOBOTO KITipEHCY TOpaceMminy,
MEHIIIa YaCTKa BBEIEHOl 03U BUBIIbHAETHCS Ha OiJITHII [il IpenapaTty, TOMY IIpHU
BBEIEeHHiI OMHAKOBOl JO3U IIpelapaTy HaTpiype3 y Halli€EHTIB i3 3aCTiHHOIO CEPIIEBOIO
HeIOOCTaTHICTIO HUXKYUM, HiK Y 3TOPOBUX HOOPOBOIIBIIIB.

Y nmailieHTiB 3 HUPKOBOIO HEOOCTATHICTIO peHalbHUH KJIipEHC TOpaceMify 3Ha4YHO
3HUIKEHUM, IOKa3HUK 3arajibHOI'O KJIIpEeHCY CYyTTEBO He 3MiHIOEThCA. OOHaK
HaTpillypeTUYHa [Ois mpenapaTy 3HUXKYEThCsA. HeoOximHuui cevorinHui epekT y Takoi
TPYyIU IalliEHTIB 3a0e3MeYyeThCS MiABUIIEHHAM O0o3yBaHHs. [Ipu 3HUXKeHiN QyHKIIil
HUPOK TPUBAJIICTh ITIOBHOT'O BBEOEHHS 1 IIepion HalliBBUBEOEHHS TOpaceMiny
3a/IMIIal0THCSI HOPMaJbHUMHU, OCKiJIbKM MeTa0oJliuHe BUBENEHHS IIe4iHKOIO He
3MIHIOETHCA.

Y nani€eHTiB 3 IMPO30M HediHKKU 00’eM PO3MOMiny, mepioq HaniBBUBEOEHHS 3 IIJITa3MU
KPOBi Ta HUPKOBUU KJIIpEHC IMiABUIIYIOTHCS, ajle 3araJlbHUU KJIIpeHC He 3MIHIOEThCS.

dapMakoOKiHeTUYHUM MTPOoQink TOpaceMiny y 3mopoBUX JOOPOBOJIBIIIB TiTHLOTO BiKYy
MOniOHUM MO TAKOTO Y MOJIOAUX, 3a BUHSATKOM BUMNAMKiB 3HUXKEHHS BUBENEHHS
HUPKaMH, IIOB’I3aHOT0 3i 3HUKEHHSAM (GYHKII1 HUPOK 3 BikoM. OHaK TPUBAJIICTh
IIOBHOI'O BUBEJEHHS 1 ITIepiofy HalliBBUBEOEHHS 3aJIUIIal0ThCA HE3MIHEHUMU.

IToxa3aHHSA



e JlikyBaHHS HaOpSAKiB, CIPUYMHEHUX 3aCTiHOIO CEPIIEBOI0 HENOCTATHICTIO,
3aXBOPIOBAHHSMM HUPOK abo0 MMeYiHKU.

e JIikyBaHHS eCeHIliaJIbHOIl TrinepTeH3ii, IK MOHOTepaIllis abo y KoMOiHa1lii 3
iHIIMMU TilTOTEH3UBHUMU 3acobaMu.

IIporunoka3aHHs

e ['imepuyTnUBICTH OO TOpaceMiny Ta iHIIMX KOMIIOHEHTIB mpemapaTty abo mo
MOXITHUX Cy/Ib(aHIICEYOBUHHA.

e HupkoBa HeJOCTATHICTh, sIKa CYIIPOBOOXKYETHCSI aHYpPi€l0, 3HaUYHE IIOPYIIEHHS
CEe4YOBUINIYCKaHHS;

e HupkoBa HemoCTaTHICTH 3 IIPOTPECYI0YOI0 a30TEMIELD;

e HupkoBa HEeIOCTATHICTH MiCJIs MPUMOMY IIpelaparTiB, 110 BUKJIUKATh YPaKeHHS
HUPOK;

e AputMis;

e [lepion BariTHOCTI Ta TOOYBaHHA I'PYOAIO;

e [TeuiHKOBa KoMa a00 IIpekKoMa, apTepianbHa TrinoTeH3is, rilroBoIeMis,
rinoHaTpieMis, rimokasieMis.

e PimkicHa crmajikoBa HellepeHOCUMICTh rajJlaKTO3H, JlJakKTa3Ha HeJoCTaTHIiCTh abo
IIOPYILIEHHSA BCMOKTYBaHHS IJIIOKO3U-TaJIaKTO3MU.

B3aeMmogisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIiH

BoiuB TopaceMiny Ha edeKTHBHICTh iHIINX JIIKapChKUX 3aco0iB.

Y manieHTiB 3 eCceHIliaJIbHOIO TilepTeH3i€l0 mpenapaTt bpitToMmap ogHOYaCHO
3acTOCOBYBaBcs 3 OeTa-0mokaTopaMu, 6J10KaTOpaMHU KalbIliEBUX KaHAJIB Ta
iHribiTopaMu aHrioTeH3UH-TIepeTBOploo4Yoro ¢pepmeHTy (AIID). He O6yo BUSBIIEHO
HOBUX a00 HemnepenbavyyBaHUX NOOIYHUX ABUI. Pa3oMm i3 TMM, mpemnapar IIigBUIILYE
AHTUTINEPTEH3UBHY [it0 iHri0iTOpiB AII® Ta iHIIMX riMOTEeH3WBHUX 3aC00iB, 110 MOXKe
CIIPUYMHUTH HaOMipHe 3HUKEHHS apTepialbHOT0 THUCKY Mif Yac 1IX OOHOYaCHOTO
3aCTOCyBaHHS.

[TaienTaM i3 3aCTiHOIO CEePLIEBOI0 HEOOCTATHICTIO TOpaceMis] 3aCTOCOBYBaJlu 3
ImpelapaTaMu OuUTiTanicy (HamepcTsaHKM), iHriditopamu AII® i HiTpaTamu. 2KogHe 3
X KOMOiHOBaHUX 3aCTOCyBaHb He OyJI0 IOB’si3aHO 3 HellepenbayyBaHUMHU abo
HOBUMHM NOOIYHUMU peakilisgsMmu. [Ipu ogHOYaCHOMY 3aCTOCYBaHHi TopaceMiny 3
mpelnapaTaMy OUTiTanicy OediuT Kalilo, CHpUYUHEHUU 3aCTOCYBaHHAM JOiypeTHKa,
MO2K€e IIPU3BECTHU [0 IMigBUIIIEHHS a00 ImocusieHHs 1mo0ivHol il 000X IIperaparis.

[TpuitioMm npenapaTy bpiToMap He BIJIMBA€E Ha 30ATHICTDL 3B’ sI3yBaHHSA 3 OiKaMu
rnibeHKmaMiny abo BapdapuHy, He 3MiHIOE TAKOXK aHTUKOATyISSHTHUX BJIaCTUBOCTEU



(beHITPOKYMOHY (TTOXiZHA KyMapuHYy), He BIUIMBA€ Ha PapMaKOKiHETUYHI
XapaKTEePUCTUKY OUTOKCUHY ab0 KapBeaunaony (Ba3onunataTopa/oeTa-61okaTtopa). Y
pa3i CyMiCHOTO 3aCTOCYBaHHS TOpaceMify 31 CIIipOHOJIaKTOHOM 3HUXKYETHCSI HUPKOBUU
KJIipeHC OCTaHHbLOTO, OOHAK Ie He ToTpe0ye KOPUT'YBaHHS O03 Ipelaparis.

Y 3p0opoBuX DOOPOBOJIBIIB OAHOYACHE 3aCTOCYBaHHS TopaceMiny OyJsio 1moB’si3aHe 3i
3HAYHUM 3HUXKEHHSIM HUPKOBOI €KCKpeEIlil CITipOHOJIaKTOHY 3 BiAMIOBITHUM
30inmbiIeHHAM nJioidi mig kpuBoio (AUC). [IpoTe KniHiYHUYM OOCBiA CBiqUUTH, 110
KOPUTYBaHHS OO3yBaHHSA OyIOb-AKOTO 3 IIUX IIpernapaTiB He € HeOOXigHUM.

BoyuB iHIIMX JTiKapchbKUX 3ac00iB Ha TOpaceMis.

CaminusaTtu. IIpu cyMiCHOMY 3aCTOCYBaHHI 3 BUCOKUMM A03aMHU CaslilluiaTiB TOKCUYHA
mist caminunaTiB 30inmbiIyeThcsa. HecTepoigHi mpoTu3anaibHi TiKapchKi 3acobu (B T.4.
aleTusicajiluIoBa KUCJIOTa) IPU CYMiICHOMY 3aCTOCYBaHHI 3 IpenapaToM Ta iHIIUMU
ceyoriHHuMHU 3acobamu, 1110 AioTh y neTii ['enne (bypoceMin), MOXKYTh TOPYIITyBaTH
(yHKIIl HUPOK.

InOdomemauyuH. ITpu cyMiCHOMY 3aCTOCYBaHHi 3 iIHOIOMETallMHOM 4aCTKOBO
MIPUTHIYYETHCS CEYOTiHHA Aisf TopaceMiny (TiIbKK 3a YMOB 0O0MeKEeHOTr 0 HaOXOKeHH
HaTpiio B opraHiam - 50 MEkB/0o6y), B yMOBax HOpPMaJIbHOTO HAaAXOIXKEHHS HaTPiio
(150 mEkB/mo0y) momiOHi sgBUIllA HE CIIOCTEepiraaucs.

IumemuoOuH i cnipoHoAaKkmMoH. LluMeTUaUH, CIIIPOHOIAKTOH HE 3MiHIOIOTh
e(eKTHUBHICTh TOpaceMiny.

HueoxkcuH. JurokcuH Mmoxke 30inbinryBaTtu AUC (11o1iia ITif KpUBOIO «KOHIIEHTPALlisi-
4Jac») Topaceminy Ha 50 %, ogHaK KOpUTYBaHHSA OO3U He ITOTPiOHe.

XosnecmupamiH. OpHOYaCHE 3aCTOCYBaHHS TIOOUHI TOpaceMily Ta XOJIeCTUpPaMiHy He
BUBYAJIOCh, ajle B JOCJII?KeHH] Ha TBapUHaX CyMiCHe 3aCTOCYBaHHS X0JIeCTUPaMiHy
3HMXKYyBaJsio abcopO11ito mepoparbHO 3aCTOCOBAHOTO TopaceMiny. ¥ pasi HeoOXimHOCTI
CyMicHOI Teparii 3 XxoJiecTUpaMiHOM IIpenapaTd PeKOMEHOYEThCS 3aCTOCOBYBATU B
pi3Hi MpOMiKKM Yacy y 3B’I3Ky 3 MOKJIMBUM 3HUKEHHSIM abcopOiiil Topaceminy.

IIpobeHeyud. CymicHe 3aCTOCYBaHHS MPOOEeHENUOY 3HUKYE CEKPeIlil0 TopaceMiny B
ITPOKCUMAJTbHUX KaHAJIbIISIX Ta HOTO CEeYOTiHHY aKTUBHICTh.

JIimiti. Ce4dorinHi 3aco0u 3HUXKYIOTh HUPKOBUH KJTipEHC JIiTif0, MiABUIYIOYU HOTO
TOKCUYHY [Iif0, Ta MOXYTh IiABUIITYBATU OTOTOKCUYHY [IiI0 aMiHOTJIIKO3UIiB Ta
€TaKpPHUHOBOI KUCJIOTU, OCOOJIMBO y MalIliEHTIB 3 HUPKOBOIO HEJOCTATHICTIO.
IocrmigKeHb TAaKMX B3aEMOIiN 3 TpenapaToM bpiToMap He IIPOBOOUIIN.



AMiHO2/1iKO3UOHI aHmubiomuku ma emakpuHosa Kucsaoma. TopaceMin migcumioe
OTOTOKCHUYHY Ta HE(POTOKCUYHY [il0 aMiHOTTiKO3UOHUX aHTUOIOTUKIB Ta eTAaKPUHOBOIL
KHCJIOTH; IOCUIIOE He(PPOTOKCHUYHI epekTHu 1edalIoCIOPUHIB, IIpenapaTiB NJIaTUHA Ta
HeOaxaHi epekTu TeodiniHy i M's130BUX peslakKCcaHTiB. [ToTeHIIiliHa B3aEMOis
TOopaceMify 3 IIUMHU JTIiIKapChbKUMU 3aco0aMy He BUBYasach.

Oc00/1MBOCTi 3aCTOCYyBaHHS

3acTepeKeHHsI.

3axeoproBaHHA NneviHKU 3 yupo3om ma acuumom. Ilpenapat bpiTtomap cmiifg 3
0Cc00TBOI0 00EPEKHICTIO 3aCTOCOBYBATH MalliEHTaM i3 3aXBOPIOBAaHHSAIMU MEYiHKHU, 110
CYITPOBOIKYIOTHCS IIUPO30M II€UiHKH Ta aCUHUTOM, OCKiJIbKM PanTOBi 3MiHM BOOHO-
eJIEKTPOJIITHOTO OajlaHCy MOXKYTh ITPU3BECTH OO0 IeYiHKOoBOI KoMu. Teparrito i3
3aCTOCYBaHHSIM IIpemnapaTy bpiTomap (sK i iHIIMX cedoriHHux 3aco0iB) MmallieHTaM Iriel
rpynu HeoOXigHO ITPOBOOUTHY B YMOBAaX CTallioHapy. [IJis momepeaXeHHs Tirmokaniemii
Ta MeTabOIiYHOr0 ajKajo3y mpenapar Ciif Npru3HadaTyu 3 IpelapaTaMu-
aHTaroHicTaMu aJlbgOCTEPOHY abo Kamili3bepiralounMu mmpernapaTaMu.

OmomokcuyHicmb. Ilicisa npuiioMy TopaceMifly CIIOCTepirajauch BUIIaOKU
OTOTOKCHUYHOCTI (IITyM y ByxaX Ta 3HUXKEHHS CIIyXy), Ki Masiu 000pOTHUM XapaKTep,
ajie IpsIMOTo 3B’AA3KY 3 3aCTOCYBaHHAM IIpelapaTy He BCTaHOBJIeHO. OTOTOKCUYHICTH
TAKOXK CIIOCTepirasacs B OOCIIAXKEHHAX Ha TBapUHAX 3 BUHUKHEHHSIM Ha yXKe
BUCOKOMY PiBHI TOpaceMify B IIJIa3Mi.

I'inogosemisa ma nopyweHHsA eaeKkmpoaimHo20 baaaHcy. I1pu mpu3HadeHHi
ceyoriHHuX 3aco06iB HeOOXimHO peTenbHO KOHTPOJIIOBATU KITiHIYHI CUMIITOMU
TIOPYIIIEHHS €JIeKTPOJIITHOTO 0ajlaHCy, TrilmoBojieMii, eKcTpapeHaabHOI a30TeMil Ta
IHIITUX IOPYILIEHS, 110 MOXKYTH IIPOSIBIATUCS Y BUTJIANL CYXOCTL y POTi, cipardy,
cr1abKoCTi, B'SI10CTi, COHIUBOCTI, 30yaKeHHs, M’'130BOoro 600 abo cymoM, MiacTeHil,
apTepianbHOI TimOTeH3il, omirypii, Taxikapmii, HymoTu, OmtoBaHHA. HagMipHUi miypes
MOZK€ CTaTu MIPUYNHOIO 3HEBOJHEHHS OpraHi3aMy, IPU3BECTH [0 3HUXKEHHS 00’ eMy
IIMPKYJIIOI0Y0il KPOBi, TPOMOOYTBOPEHHS Ta eM00Iil KDOBOHOCHUX CYANH, 0COOIUBO Y
Mali€HTIB JIITHLOT O BIKY.

Y nanieHTiB 3 TOPYIIIEHHSIMY BOOHO-€JIEKTPOJIITHOTO OalaHCy, TilloBOJIEMIEIO,
eKCTpapeHaJIbHOI0 a30TEMIi€I0 MOXKIIUBI 3MiHU TaO0OpPaATOPHUX MOKA3HUKIB:
rimepHaTpieMis, rimoHaTpPieMis, TiepxJIopeMis, TirmoxJIopeMis, rinepKaitiemis,
rirokasmiemisi, TOPYIIIeHHS KUCJIOTHO-JTy>KHOTO OajtaHcy, 30i/TbIIIeHHS PiBHS a30Ty
CeYOBUHU KpOBi. TakKuM nalieHTaM HeOoOXiIHO IPUIIMHUTY 3aCTOCYBaHHS IpelapaTry
Ta ITicJIg YCYHEeHHS HebOaxKaHuX epeKTiB BiIHOBUTHU Tepalriio nmpenapaTtoM bpiTtomap,
MMOYMHAIOYHU 3 OilIbIIT HU3BKUX [03.



BimoMmo, 1110 Ipu KOHTPOJIBOBAaHUX OOCIHIMXKEHHIX, sKi mpoBogunuck y CIIIA Ta KpaiHax
€Bponu, TopaceMinl IprM3Hayvasy nalieHTaM 3 apTepialbHOIO TillepTeH3i€ro y go3ax 5
a6o 10 mr Ha moOy. [IpoTATOM OOHOTO POKY CIIOCTEPEIKEHHS 3MiHU CEPEeOHbOT0 PiBHSA
KaJlito B CUPOBATIII KPOBi He criocTepiranocs. [1o303ajyiexkHa TiloKaJliEeMisa YacTilie
CIlOCTepirasjacs y Halli€eHTiB 3 3aCTiMHOIO CEepPLIeBOI0 HEJOCTATHICTIO, IMPO30M IEeYiHKU
a00 3aXBOPIOBAHHSM HHUPOK, SIKi OTPUMYBAJIX TOPACeMill y mo3axX, BUIUX, HiXK ITpu
QHTUTINIEPTEeH3UBHUX OOCIIAXKEHHSX.

Y nairieHTiB i3 cepleBO-CYOVUHHUMU 3aXBOPIOBAHHAMM BUKJIUKAHA OlypeTUKaMu
rinmokaniemiss Mmoxe 0yTu GaKTOpPOM PU3UKY PO3BUTKY apUTMili, 0COOJIMBO y MAlIli€HTIB,
SIK1 OTPUMYIOTH OUTITAJIIC.

Haubinbimmii pu3mK PO3BUTKY TillOKalieMil y malliEHTIB 3 IUPO30M IIE€YiHKH,
30imbIIIeHUM Aiype3oM, ITpu 6e3CoIbOoBil Oi€Ti a IpU OQHOYACHOMY 3aCTOCYBaHHI 3
KOPTUKOCTepoimaMu abo alpeHOKOPTUKOTPOIIIHOM.

[Tpu TpuBasioMy 3aCTOCYBaHHI TOpaceMiny moTpibeH perynsapHui 1rabopaTopHUMR
KOHTPOJIb eJIEKTPOIITHOTO OaaHCy, 30KpeMa PiBHS KaJlifo y CUpPOBaTIli KPOBi.

3axoau Oe3MeKH.

[Tepen moyaTKOM 3aCTOCYBaHHS mpelapaTy HeoOXimHO YCYHYTH iCHyIOUYy
rimokasiemiio, rinoHaTpieMiio abo rimoBoseMiro.

[Tpu TpuBasioMy 3aCTOCYBaHHI TopaceMiny moTpibeH peryiaspHuil KOHTPOJIb
eJIeKTPOJIITHOTO 0OajlaHCy, PiBHA I'IIOKO3U, CEYO0BO1 KMCJIOTU, KpEeaTUHIHY Ta JiMlifiB y
KPOBI.

Oco61uBOTO HATJISAAY HOTPEOYIOTH MALiEHTH 3 TEHIOEHIIE€I0 10 PO3BUTKY Tillepypukemii
Ta IOJarpu.

[NamienTaM, XBOPUM Ha SIBHUM a00 NaTeHTHUM IIYKPOBUM AiabeT, HeoOXigHO
KOHTPOJIIOBAaTH MeTab0J1i3M ByTJ1€BOIiB.

Y nanieHTiB i3 ceplieBO-CYyIMHHUMHU 3aXBOPIOBAaHHSIMHU, OCOOIMBO Y pa3i mpuiioMy
IpemnapariB HallepPCTSIHKMY, TiMOKaJliEMis, 110 MOXK€e BUHUKATH IIPU IPUNOMi
cedyoriHHuX 3aco0iB, MOXKe TiABUIINUTHA PU3UK PO3BUTKY apUTMil. PU3UK BUHUKHEHHS
rirmokasiemil BUIIUY Y MAIiEHTIB 3 IUPO30M MEYiHKH, V IMMAIliEHTIB 3 iIHTEHCUBHUM
Oiype3oM, y Ialli€HTiB, IKi OepKYIOTh HEJOCTATHIO KiJIbKICTh €JIEKTPOJIITIB Ta AKi
NPUKUMalTh KOPTUKOCTEPOIAY Ta aAPEHOKOPTUKOTPOITHUY TOPMOH.

IMaui nabopaTOPHUX MOKA3HUKIB.

Kanit. Y pocnigeHHSX 3a y4acCTIO IallieHTiB 3 apTepiajibHOIO rinepTeH3icero micnasg 12
TUZKHIB JIIKyBaHHS TOpPaceMiloM piBeHb KaJlito OyB OeIlo 3HUKEeHUM. Y IMOPiBHAIbHUX



OOCIIIOXKEeHHX 3 IHIIUMU AiypeTUKaMU TOpaceMil He BIJINBaB Ha PiBEHb KaJlilo B
CHpPOBATIIi KPOBI.

Y xomi mOBroCTpOKOBHUX OOCIIIAXKEHDb TOpaceMif He BIIJIMBaB Ha PiBeHb KaJlilo B KPOBI.

Kanvuiti. Y 3mopoBux moOPOBOJILIIIB OHOPA30Bi I03u TopaceMify 30iIbIyBaIu
€KCKpeIIilo KaJbIlilo 3 ceyelo, IpOTe piBeHb Kalbllilo y CUPOBAaTIli OyB OeIlo
MigBUIIEHUN ¥ XOi YOTHUPHOX IIIECTUTURKHEBUX OOCIiIXKeHb 3 rinepTeHnail. [Ipu
TPUBAJIOMY OOCIiAXKEHHI y IMalllEHTiB i3 3aCTiMHOIO0 CEPILIEBOI0 HEOCTAaTHICTIO CepeaHsa
piuHa 3MiHa KaJbllifo B CUpPOBaTIi KpoBi Oyna 3uuxkeHa Ha 0,10 mr/on (0,02 MMOIIb/T).
[Tpo pPO3BUTOK TillOKabIIEMil HE TTOBIHOMIISIIIOCS SIK PO MOOiUHYy peakiliio y 426
Mali€eHTiB, IKi OTpUMyBaIu TopaceMifg npoTaroMm 11 micsamis.

MazHit. Y 3mopoBuxX mOOPOBOJIBIIIB OMHOPA30Bi H03U TopaceMify 30iIbIIyBalu
€KCKpellil0o MarHil 3 ceuelo, ajie piBeHb MarHilo B CUPOBaTILi KPOBi BUSBUBCS [EIl0
IMiOBUIIIEHUM Yy YOTUPHOX IIIECTU-TUXKHEBUX BUMIPOOYBaHHSIX TillepTeH3il. Y
OOCIIIIKEeHHAX MallleHTIiB 3 TilepTeH3i€0 cepeaHsa piyHa 3MiHa MarHilo B CUPOBaTIii
KpOBi MarHito 6yna 36inbirera Ha 0,03 mr/on (0,01 mMornb/n). ByB 3apeecTpoBaHui SIK
nobiyHa peakilisg OOuH BUIIAOOK rinmomarHiemii (1,3 mr/on [0,53 mMornb/i]) Ha 426
MalLi€eHTiB, Ki OTpUMYyBaJIu TopaceMif y cepegasoMy 11 micsanis.

Y DOBroCcTpOKOBOMY KJIIHIYHOMY OOCIIIIZKEHH] i3 3aCTOCyBaHHAM TOpaceMiny y
MalieHTiB 13 3aCTIMHOIO CeplieBO0 HEOCTATHICTIO IIOPiYHa 3MiHa BMICTy MarHii B
cupoBarTii KpoBi 30inbiunacsa Ha 0,2 mr/on (0,08 Mmmonb/i) (MOKa3HUK 3a3HAYEHO 3
ypaxyBaHHSM 3aCTOCyBaHHs OaraThMa IIalliEHTaMU H00aBOK, 1[0 MIiCTSATH MarHii). Y
YOTHPU TUKHEBOMY OOCIIiIXKeHHI 0e3 3aCToCcyBaHHA H00aBOK, II[0 MiCTSITh MarHiy,
piBeHb MarHiio B cupoBarTiii KpoBi O0yB Huxk4e 1,7 mr/on (0,70 mMonb/n) y 6% Ta 9%
Malli€HTiB, AKi oTpuMyBanu 5 Mr i 10 Mr Topaceminy BigmoBigHO.

CevoB8uHa Kposi, KpeamuHiH 1 ceuosa Kucsaoma. TopaceMin BUKJIMKA€E HEBEIUKI
mo303aJiexkHi 30i/IbIIeHHS IIUX TapaMeTpiB. Y IallieHTiB 3 apTepiabHOIO
rinepreHsi€ro, sgKi orpuMyBanu 10 Mr TopaceMify IIOOHS MIPOTATOM IIECTU TUXKHIB,
cepenHe 30iNTbIIIeHHS TOKA3HUKIB CTAHOBUJIO: CEYOBMHA B CUPOBATIII KPOBi - 1,8 Mr/on
(0,6 mMmonb/mn), kpeatuHid - 0,05 mr/on (4 MKMOIIB/T) i cedoBa Kucnota - 1,2 mr/omn (70
MKMOJIb/1). Li mapamMeTpu Masio 3MiHIOBaJIMCS IIPU TPUBAJIOMY JIiKyBaHHI, i 3MiHu Oynu
00OPOTHUMHU ITiC/ISI IPUNIMHEHHS JIiIKyBaHHS.

[Ipo cumMniTOMaTUUHy II0Jarpy MOBIOOMIIAJIOCS y IALIEHTIB, IKiI OTpUMYyBaIu
TOopaceMif, asie yacTtoTa Oysa nmofmiOHa [0 Takoi, 110 CIIOCTepiranacs y Malli€eHTiB, sKi
npuiiManu nnaueoo.

I'noko3a. Y nanieHTIiB 3 apTepialbHOO rinepTreHsi€to, sKi orpuMmyBanu 10 Mr
TopaceMiny Ha moOy, cmocTepiramocs: cepenHeE ITiIBUIIEeHHS KOHIIeHTpPaIlil I'TII0KO3U B



cupoBarTIii KpoBi Ha 5,5 mr/gin (0,3 MMOJIL/JT) HiC/Is IIECTHU TUXKHIB JIiKyBaHHS, 3
noganbuM 30inbireHHAM Ha 1,8 mr/on (0,1 MMoOIb/JI) HaCTyIIHOTO POKY. TpuBati
OOCITimKeHHs IToKa3aJlld, 10 Y XBOPUX Ha IIYKPOBUM AiabeT cepenHi 3HaUeHHS TJIiKeMil
CYTT€EBO He 3MiIHIOBAJIUCA BIIHOCHO BUXIOHUX. [I0BIiHOMJISIIIOCS PO PigKi BUIIAOKU
rinmepruikemii.

JIinidu cuposamku Kposi. Y XoOi KOPpOTKOYaCHUX KOHTPOJIbOBAHUX OOCITiIXKEHD
apTepianpHOI rinepreHasil mopexHi go3u 5, 10 i 20 Mr Topaceminy 6ynu noB’si3aHi 3i
30iyIbIIIeHHSM 3arajibHOTO X0JIeCTEPUHY mjla3Mu KpoBi Ha 4, 4 i 8 mr/mn (0,10-0,20
HMOJIb/7T) BignoBigHo. Lli 3MiHU perpecyBanu ImiJi 4yaCc TPUBAJIOrO JIIKyBaHHS.

IMTpu 11X Ke KOPOTKOYAaCHUX OOCIIIIXKEeHHsX rinepTeHn3sil, moaenHi go3u 5, 10 i 20 mr
TopaceMingy Oynu IMOB’s13aHi 3i cepedHiM 30iMbIIEHHSAM TPUTJILIEPUIIB y Ia3Mi KPOBi
Ha 16, 131 71 mr/on (0,15-0,80 HMOIBL/T) BiAIIOBiOgHO.

IloBroTpuBaji BUnpoOyBaHHS 3i IOJeHHUM 3aCTOCYBaHHSAM Bif 5 mo 20 Mr TopaceMiny
He IIOKa3aJiM iCTOTHOI Pi3HULl TOPIiBHSIHO 3 BUXIOHUMM 3HAaUEHHSIMHU NOKa3HUKIB PiBHSA
JIIIAIB MiCJIg OOHOTO POKY JIIKyBaHHS.

THwi. Y xoni TpuBayinxX OOCIIAXKEHDb Y Alll€HTIB 3 apTepiaJbHOIO rinepTeH3i€e0
TopaceMin OyB acolliiioBaHUM HE3HAYHUMU 30ibIIIEHHIM CEPEeIHbOTO PiBHS
remMorjo0iHy Ta TeMaTOKPUTY, @ TaKOXK B KiJIbKOCTi epUTPOLIUTIB, TPOMOOIIUTIB,
JIEMKOLIMTIB Ta ITOKA3HUKIB JTy2KHO1 ¢pocdaTa3u B CUPOBATIIL KPOBI.

Xoya i 3MiHM OyJIM CTaTUCTUYHO 3HAUYIIi, BOHM He MaJli MeIWYHUX HaCIiOKiB. [Tpu
OOCIIiA?KEeHHI PiBHIB Me4iHKOBUX (DEPMEHTIB B KPOBi HiIKUX BEJIMKUX 3MiH, KpiM
30inbIIeHHS PiBHS JIy2KHOI pocdaTa3u, He CIIOCTEpPIiranocs.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mIpu KepyBaHHI aBTOTPAaHCIIOPTOM
a00 iHImMUMHU MexaHiZMaMHu

HaBiTh nipu 3aCTOCyBaHHI Y PEKOMEH0BaHUX A03aX TOpaceMiJ MoxXe BIIJIMHYTU Ha
peaxilito maljieHTa Ta CIPUYUHUTU 3HaYHUM HEraTUBHUM BIIJIMB Ha 3OaTHICTH
KepyBaTHU aBTOTPaAHCIOPTOM ab0 BUKOHYBaTH poOOTY 3 iHIIMMU MexaHi3zMamu. e
3HAYHOIO MipOIO0 CTOCYETHCS IMOYATKY JIiKyBaHHS, 30i/IbIIEeHHS A03U IIpelnapary,
3aMiHH JIikapChbKOT0o 3aco0y abo mpu3HaYeHHs CyIyTHBLOI Teparrii. Tomy mig 4ac
3aCTOCyBaHHS TopaceMigy HeoOximHO OyTu OyKe 00epeKHUM IIpPU KepyBaHHI
aBTOTPAHCIIOPTOM abo iHIINMU MeXaHi3MaMu.

3acTocyBaHHsA y nepioa BariTHoOCTi a00 romyBaHHsI IPyaaio

BazimHicmb. [IaHi CTOCOBHO BIJIMBY TOpaceMiny Ha eMOpioH Ta IJIif TIOOWHU BiACYyTHI.
B ekcnepuMeHTax Ha TBapuHax OyJjia IMoKa3aHa PENpPOAYyKTUBHA TOKCUYHICTD



TopaceMiny. TopaceMin mpoHuKae yepe3 IIalneHTapHui 6ap’ep. Y 3B’ 3Ky 3
BUIII€eHABEOEHMUM TOpPaCeMiZl 3aCTOCOBYETHCSA Y IIePio[ BariTHOCTI JIUIIIE 3a X KUTTEBUMU
IIOKa3aHHSMHU Ta B MiHiManbHiN epeKTUBHIN n0o3i. [liypeTuKu HelmpuagaTHI OIs
CTaHOAPTHOI CXeMHU JIiKyBaHHS apTepialbHOI rinepTeH3il abo HaOpPsKiB y BariTHUX,
OCKIiTbKM BOHM 3[laTHi 3HMZKYyBaTH I1epdy3iio IalleHTapHOro 6ap’epa i COpUYnUHATH
TOKCUYHUY BIJIMB Ha BHYTPIITHOYTPOOHUM PO3BUTOK IIJIofa. AKIIO TopaceMin
3aCTOCOBYETLCS M1 JIIKyBaHHS BariTHUX i3 ceplieBOI0 HEOOCTaTHICTIO a00 HUPKOBOIO
HeIOCTaTHICTIO, TO HEOOXiTHO ITPOBOAUTH PETEIbHUN MOHITOPHUHT PiBHS 3a
€JIEKTPOJIITIB Ta reMaTOKPUTY, a TaKOXK PO3BUTKY IIJIOLA.

ITepiod nakmauii. Ha maHu# 4ac He BCTAHOBJIEHO, YU IPOHUKAE TOpPaceMifl y TpyaoHe
MOJIOKO y TBapuH abo mioanau. He MOXKHa BUKIIOYUTH PU3UK OJIS
HOBOHAPOIXKEHUX/HEMOBIAT. TOMYy 3aCTOCYBaHHSI TOpPaACeMify B Iepiofd makKTallil
ITPOTUIIOKA3aHOo. AKIIo HeoOXiTHO 3aCTOCOBYBATH TOpaceMifn y 11ei mepion, To
TOAYBaHHS IPYAOIO CIIig IPUONHUTH.

®epmuavHicms. [1OCHiaXKeHb BIJIMBY TOpaceMiny Ha (epPTUIbHICTh JIIOOUHU HE
IMpoBOAUJIM. B eKciepruMeHTi Ha TBapuHaxX He O0yJi0 BUSBJIEHO TAKOT'O BIIJIUBY.

Cnocid 3acTocyBaHHsA Ta J03H

TabneTku mpu3HaYeHi O/Is ITepPOPaIbHOr0 3aCTOCyBaHHsI. TabneTKu CIifg mpuiiMaTu He
PO32KOBYIOYHU Ta He IMOAPiOHIOIOYY, He3aleKHO Bifl TpuiloMy 1Xki Ta Bif 4acy moou,
3aMMBal04Yy HEBEJINKOI KiIbKICTIO PIOWHMU.

Habpsku, nog’sa3aHi i3 3acmiliHO0 cepuesor HedocmamHicmio, 3aX80PHB8AHHAMU
HUpPOK abo neviHkKu.

Teparrito po3moYnHaTh 3 M03U 5 MT ToOpaceMify Ha go0y. 3a3Bu4ai 15 go3a
BBaXKa€ThCA HIATPUMYIOYOI0. KINO JIiKyBaHHS HE € IOCTaTHBO e(DEKTUBHUM, NO3Y
MoOKHa 30inmbmuTy o 20 Mr TopaceMiny Ha o0y 3ajie’kHO Bif TSIKKOCTI
3axXBOpIOBaHHs. B oKpeMux Bunagkax mo00By 403y TOpaceMiny MOoxXKHa 30iTbIIUTH OO
40 mr.

Y pa3zi HaOpsiKy, ITOB’SI3aHOTO0 3 IIUPO30M ITeYiHKH, TOpaceMig CyMiCHO 3aCTOCOBYIOTh 3
ImpelrapaTaMu-aHTaroHicTaMu alabAdoCTEePOHY abo Kaiii30epiralouuMu giypeTUKaMu.
IMaHUX 1010 OJHOPA30BOT0 MpUioMy mo3 rmoHan 40 Mr Ha moOy HeMaE.

I'inepmeHasisA.
[TouaTKOBa g03a 3a3BHUYall CTaHOBUTH 5 MT' 1 pa3 Ha mo0y.

AKII0 TaKuil pexXuM Ho3yBaHHS He 3abe3neuye HeEOOXigHOTO 3HUKEHHS
apTepialbHOTO TUCKY dyepe3 4-6 TUKHIB, mo3yBa HeoOximHo 30inbimuTu mo 10 mr 1 pas



Ha mo0y.

Y pa3i HeoOXimHOCTI CJIig 3aCTOCOBYBaTU KOMIIJIEKCHY Tepalliio 3 iHITUMU
TiIoTeH3UBHUMH 3aco0aMM [0 HOCATHEHHS HeOoOXimHOTO e(peKTy.

ITauieHmu AiMHbLO20 BIKY
KopuryBaTtu mo3y He noTpibHO (OuB. po3nin «®apMaKOKiHETUKA»).
ITediampuyHa nonyasauis.

Be3neka Ta e(eKTUBHICTh 3aCTOCYBaHHSA npenapaTry bpiTomMmap OiTsaM He BCTaHOBIIEHA.
itk

Knixiuni maxi mjomo edpekKTUBHOCTI i 0e3MeKu 3acCTOCyBaHHS IIpenapaTy AjId JIiIKyBaHHSA
OiTeu BiACyTHi, TOMy He peKOMEHOYEThCS ITPpU3HavaTH IIperapaT naijieHTaM Ili€l
BiKOBOI KaTeropii.

Ilepeno3yBaHHsA

IHoTenep sBUIL Iepefo3yBaHHs B pe3yJibTaTi 3aCTOCYBaHHA IpernapaTty bpiTtoMmap
Bim3Ha4yeHOo He OyJo0. Y pa3i mepemo3yBaHHS MOXKJIMBE IIOCUIEHHS ITOOIYHUX pPeaKIlii
(3HEeBOHEHHS, TIMTOBOIEMIisI, apTepiajibHa TilIOTEH3is, TilIOHaTPiEMIs, TirmoKaieMid,
riroxJopeMiuyHMM anKano3, TeMOKOHIIeHTpallisl, MOPYIIeHHs 3 60Ky TPaBHOTO TPAKTY,
MOZKJIMBi COHJIMBICTh, BTPaTa CBiIOMOCTI, CeplieBO-CyOMHHA HEeJOCTaTHICTh). Y pa3i
repeno3yBaHHS HeoOXilHa Tepallis, ClipsiMOBaHa Ha IIiATPUMaHHS BOTHO-
eJIEKTPOJIiTHOTO OaaHCy.

I'eMopiari3 He IPUCKOPIOE BUBEIEHHS ITpenapary.
IToOiuni peakmii

HebaxaHi epeKTU 3a 4aCTOTOIO BUHUKHEHHS KJ1acU(]iKyIOTh 3a TaKUMHU KaTEeTOpisiMu:
ayxe 4dacto (= 1/10); gyacto (= 1/100, < 1/10); sewacTo (= 1/1000, < 1/100); pigko
(= 1/10000, < 1/1000); oyxe pigko (< 1/10000), BKI04YarO4Yu OKpPeMi ITOBIHOMJIEHHS.

MeTabostiyHi Ta aniMeHTapHi po3jagu.
HeuyacrTo: rinepxonecTepuHeMis, TrinepinigeMisi, IOTiguIICiA.
HeBimoMo: rocuneHHs MeTaboIigvHOTO anKajlo3y, TPUTIIilepuaeMis, rinoHaTpieMis.

3 00Ky HEPBOBOI CHCTEMH.



YacTo: 3arraMOpoOYeHHs, TOJIOBHUM 0ilb, COHJIUBICTb.

HeuacTo: cymoMu HUXKHIX KiHIIIBOK (0COOJIMBO Ha IIOYaTKY JIiKyBaHHS).

3 00Ky CceplieBO-CYTUHHOI CUCTEMHU.

HeuacTo: eKCTpacuCTOIisd, BiIUyTTS cepleOUTTs, TaXiKapAis, TOYEePBOHIHHSA 00IUYYS.

HeBigoMo: KapaianbHa Ta liepeOpalbHa illeMisi, CTeHOKapisi, TocTpui iHpapKT
MioKapza.

3 00Ky OuxasibHOI CUCTEMHU.

HeuyacTo: HOCOBI KPOBOTEYI.

3 00Ky TpaBHOI CUCTEMHU.

YacTo: miapes.

HeuacTo: 6isib ¥ KMBOTi, METEOPU3M.

HesBimomo: BTpaTa aeTUTy, 3alop, HaHKpPeaTur.

3 00Ky HUPOK Ta CEYOBUBITHUX MIJISAXIB.

YacTo: 30iNblIeHHST YaCTOTH CEYOBUMOIJIEHHS, MOJIiypisi, HIKTypid.
HeuacTo: HeBigKIagHi TO3WBU OO0 CEYOBUIIYCKAHHS.

HesBimomo: migBUIlleHHS PIBHA KpeaTHHIHY Ta CEYOBUHM Y CUPOBATIIL KPOBI; IIpHU
[MO3MBax A0 CEYOBUNYCKaHHSA (HalpUKIaz, Mpu rimneprpodil mepeaMixypoBoi 3a103H1)
MMigBHIlleHE YTBOPEHHS CeYi MOXKe MPU3BECTH IO 11 3aTPUMKHU Ta HaAMipHOTO
PO3TATYBaHHS CE€4Y0OBOI'0O Mixypa.

3 60Ky renatobisiapHOI CUCTEMMU.

HesBimomo: migBUMIeHHS PiBHS IT€4YiHKOBUX (DEPMEHTIB.

3 OOKy WIKipH Ta MiAIIKipHUX TKaHWH.

Hesigomo: mikipHi peakirii (cBep6ixk, ek3aHnTeMa, poToceHcubinmizatris).
3arasbHi po3nagy Ta 3MiHU Y MiCLi BBeJeHHS.

HeuacTo: acTeHnis, copara, ciabKicTh, BTOMJIIOBAaHICTb, ITiTBUINIEHA aKTUBHICTh,
HEPBO3HICTb.



HesBimomo: criiyTaHiCTh CBIiHOMOCTI, ITapecTe3is KiHIIBOK, PO3JIady 30pY, LIYM Yy ByXax,
BTpaTa CIIyXy.

3MiHu mabopaTOPHUX ITOKA3HUKIB.
HeuacTo: migBunieHHs piBHS TPOMOOIIUTIB.
HeBigoMo: TpOMOOIIMTONIEHIs, TEUKOMIEHis.

[H11i MOGiIYHI peakIlil MOXKYTh ITPOSIBASITUCS YV BUTJISAOI HYIOTH, OJTIOBaHHS,
rinepriikeMil, rinepypukeMil, rimokasieMil, TimoBojieMil, apTepiaabHOl riIOTEeH3il,
iMmoTeH11ii, TpoM0OO03iB IIyHTAa, MIKipHUX peaklliii, CHHKOIIE.

TepMiH NpHIAaTHOCTI

3 POKH.

VYMoBH 30epiranas

30epiraTtu B OpuUTiHanbHiN yIaKOBIIi ITpu TeMIrepaTypi He Buiile 25 2C. 36epiratu y
HEeOOCTYIIHOMY IJIs AiTeu Mici!

YnakoBka

ITo 15 TabneTok y 6sicTepi; mo 2 61icTepu y KapTOHHIM KOPOOIIi.
KaTeropist Biagnnycky

3a penemnTomM.

BupooHuK

®eppep IaTeprauionans, C.A., Icnanisa/ Ferrer Internacional, S.A., Spain.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJpeca MiCIisi IPpoBaJaXKeHHSI
IisIIHLHOCTI

Ixxoan Byckamnna, 1-9, Cant-Kyrat-gens-Bamnnec, 08173 bapcenona, Icnianisi/ Joan
Buscalla, 1-9, Sant Cugat del Valles, 08173 Barcelona, Spain.

[Ixepeso iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY

JIIKapCbKUX 3aCc00iB YKpalHH.
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