Ckian

Oitoua pevyosuHa: mperabdail;
1 karncyna mictuth 75 Mr nperabaniny;

OONOMIJCHI peuoB8uHU: JTaKTO3U MOHOTiOpaT; KpoxMaJlib KyKyPYyA3sSHUM; 1eJTI0I03a
MIiKpPOKpUCTaliuHa; TallbK;

CKJlaj 00OJIOHKHU KallCyJau 75 MT: XKeJlaTHUH, 3ajli3a okcup yepBouuit (E 172), Tutany
miokcup (E 171).

JIikapcbKa ¢popmMa

Karncynu.
OcHOBHI (pi3uKOo-xiMiuHI 81aCcMuBOCMI:

KaIllCyJix 1o 75 MT: TBepAa KeJjlaTHHOBA KallCyla, QUJIIHAPUYHOl (OpMHU, KPUIIIeUyKa Ta
KOPIYC KallCyJIM CBIiTJIO-pO2KEBOTr0 KOIbOPY. BMiCcT Karcynu - IOpOIIoK Bif 6isioro mo
Malixke 0iJIoT0 KOJIbopy.

dapMakoTepaneBTHYHA Irpyna
[MpoTueninentuyHi 3acobu. IuIi npotueninentuyni 3acobu. Kom ATX NO3A X16.
dapMakKogHHaMiKa

Ilitoua peyoBuHa nperabaliH € aHaJIOTOM raMMa-aMiHOMAacCasTHOl KUciaoTH ((S)-3-
(amiHoMeTu)-5-MeTUNTeKCaHOBa KUCJIOTA).

MexaHism 0ii

[Iperabamnin 3B’I3YETHCA 3 MOIMOMiXKHOI0 cyOboguHuiieio (a2-d-6iymoxk)
MOTeHIliaI3aJIe2KHUX KaJlbIlieBUX KaHaJIiB Y lIeHTPaJibHi HEPBOBi CUCTEMI.

KniniyHa edeKTHUBHICTE i 6e3neka

HesponamuyuHuti 6iab

[Tpera6amnin € eeKTUBHUM [JI4 JIiIKyBaHHSA OiabeTMYHOI HEBPOMaTii, TOCTrepreTUuYHOl
HeBpaJril Ta YIIKOAXKEHHS CIUHHOTO MO3KYy. E(eKTUBHICTh IpenapaTy IIPHU iHIIUX
BHaX HEBPOIMATUYHOTO 00JII0 HE BUBYAJIU.



[Tpera6amnin BuB4anu y 10 KOHTPOIbOBAHUX KIiHIYHUX OOCTIIXKEHHIX TPUBAIICTIO OO
13 TuXkKHIB i3 pexkMOM A03yBaHHS IIpernaparty 2 pa3u Ha Ho0y Ta y OOCIiAXKeHHIX
TPUBAJIICTIO 8 TUXKHIB 3 peKMMOM O03yBaHHS IIpenapaTty 3 pa3u Ha no0y. 3aramoM
nmpodins 6e3meku Ta ePeKTUBHICTD /IS peXKUMY A03yBaHHS 2 abo 3 pa3u Ha mo0y
Oy nomiOHUMMU.

Y npoueci KimiHiYHUX JOCHigXKeHb TPUBAICTIO 0o 12 THUXKHIB, KoMy nperabdanin
3aCTOCOBYBAJIM [JI4 JIiIKyBaHHS HEBPOMIATUYHOIO 0O0JII0 IPU YIIKOAXKEHHI
nepudepudHol Ta IeHTPaIbHOlI HepBoBoi cuctemu (LIHC), 3MeHIIIeHHS 00JTI0
CIIOCTepirasocs Iicis MeplIoro TUXKHSA Ta 30epirasocs MpoTsIroM yChOTro Iepiony
JIIKyBaHHS.

Y npoiieci KOHTPOIbOBAHUX KITIHIYHUX [OCIIiIXKEeHb 3 BUBUEHHS IIepUPEePUIHOTO
HeBpoIaTu4yHoro 6o y 35 % mallieHTiB, Ki 3acTocoByBanu nperabdain, Tay 18 %
MmalieHTiB i3 rpynu nnanedo cooctepiramocs mokpatieHHs Ha 50 % 3a IKaJoo OIiHKH!
6omro. Cepef MMallieHTiB, y IKUX He BUHUKAJIa COHJIUBICTDb, TaKe ITOKpPaIlleHHS
croctepiranocs y 33 % mallieHTiB, sIKi 3acTocoByBanu nperadanid, Tay 18 %
nalieHTiB i3 rpynu nnauebo. Cepeq NallieHTiB, Y SKUX BUHMKAaJIa COHJIMBICTD, KiJIbKiCTh
MalieHTiB, sIKi BiIIOBiNnM Ha JIiKyBaHHS, cTaHoBuia 48 % y rpymi nperabariny ta 16 %
y rpyni nnane6o.

Y npoiieci KOHTPOJILOBAHUX KITIHIYHUX OOCITiIXKEeHb 3 BUBYEHHSI HEBPOIIAaTUYHOTO OOJII0
IIeHTPaJIbHOTO ITOXOAXKEeHHS ¥ 22 % mallieHTiB, sKi 3aCTOCOByBaiu Iiperabarid, Tay 7
% TmalieHTiB i3 rpynu nnauebo cnoctepiranocs mokpamieHHs Ha 50 % 3a IIKasoo
OLIIHKM 0O0JIIO.

Eninerncis
Ilodamkoee niKy8aHHA

[Tpera6asin BUBYAIH ITiT Y4aC TPhOX KOHTPOJILOBAHUX KITIHIYHUX HOCIiIXKEHb
TPUBAJICTIO 12 TUXKHIB 3 pe2kKUMOM [103yBaHHSA 2 abo 3 pa3u Ha go0y. 3arajom
npodins 6e3meku Ta e(PeKTUBHICTE [JI PeKUMIiB JO3yBaHHA 2 Ta 3 pa3u Ha o0y Oynu
HOOiOHUMH.

3MEHIIIEHHS YaCTOTHU CyOOMHUX HaramgiB CHOCTepiTaHOCH Ha IIepiiomy THUKHI.

Iimu. EdpekTuBHICTb Ta Oe3IeKa 3aCTOCYBaHHS IIperabaiiHy K OJOIOMIiXKHOT0 3aco0y
IIPHU eminericii gis giTei BikoMm mo 12 pokiB Ta [OJIsd IMigIiTKiB He BCTaHOBIEHi. ITo0iuHi
peaxiiii, 1110 CIIoCTepiraaucs B OOCIiIXKeHHi 3 BUBYeHHSI (PapMaKOKiHETUKHU Ta
IMepPeHOCUMOCTi, 10 IKOT0 Oy/Iu BKIIIOYEHI IMallieHTH BiKOM Bif 3 MicsiB mo 16 pokiB
(n=65) i3 mapLiadbHUMM CYIOMHUMHU HanagaMu, Oynu modiOHi o MOOiYHUX peaklliil y
mopociux. Pe3ynbTraTu 12-TUXKHEBOTO I/1ale00-KOHTPOJILOBAHOTO NOCIiIXKEeHHS 3a
y4dacTio 295 miTeit BikoM Bif 4 mo 16 pokiB Ta 14-meHHOrOo 11aneb0-KOHTPOIEOBAHOT O



OOCIIiOXKeHHs 3a y4acTio 175 pmitenr BikoM Bif 1 micsisg no mosnopie 4 pokiB, METO
sikux OyJia olliHKa e()eKTUBHOCTI Ta Oe3neku mmperabaniny K DOOaTKOBOI Teparrii
nmapiliaTbHUX CyOOMHMX Halla[iB, Ta BIIKPUTOTO OOCHiAXKeHHS 0e3MeKu TpuBaicTio 1
piK 3a y4acTio 54 giTeu BiKOM Bif 3 MicsALiB A0 16 pPOKiB 3 emiyiencieo BKa3ylTh Ha Te,
III0 Taki IMo0iYHi peaxilil, K mipekcis Ta iH@eKIlil BepXHiX OuxXalbHUX MIJIAXiB, Y OiTek
CIIOCTEepiraroThCsA YacTillle, HiK y OOPOCJIUX HallieHTiB 3 emijiericiero (OuB. po3ainu
«®apmakokineTuka», «Crnocib 3acTocyBaHHS Ta m03u» Ta «I[1o0iuHi peakiii»).

Y 12-tukHeBOMY I/1alie60-KOHTPOIHOBAHOMY AOCIIIIKEHHI OiTaM (BikoM Bifm 4 poKiB g0
16 pokiB) npu3Hadanu nperabasnid mo 2,5 mr/kr/gody (Mmakcumym 150 mr Ha go0y),
nperabanid mo 10 Mr/kr/moby (MmakcumyM 600 mMr Ha mo0Oy) abo nnanebo. [IpuHaMHI
50 % 3MeHIlIeHH aplialbHUX CYOOMHUX HallaAiB, IOPIiBHAHO 3 BUXIOHUM PiBHEM,
cuocrepiranocs y 40,6 % mallieHTiB, siki oTpuMyBanu nperabarin y mo3i 10 Mr/kr Ha
nooy (p=0,0068 nopiBHsAHO 3 mnanebo), 29,1 % mallieHTiB, SKi oTpUMYyBaIu
nperabanin y mo3i 2,5 mr/kr/mo6y (p=0,2600 mopiBHsHO 3 mn1aiebo), Ta 22,6 % THx,
XTO OTPUMYBaB I1j1a1ie6o.

Y 14-perHomy nnaieb0-KOHTPOJILOBAHOMY OOCHIMXKEeHHI OiTaAM (BikoM Bim 1 micsis mo
Mostoflne 4 pokiB) mpu3Havanu nperabanin 7 Mr/kr/mo0y, nperabanin 14 Mmr/kr/go0y
abo nmaiebo. MenianHa 7o6oBa YacToTa CyOM Ha BUXiTHOMY PiBHi Ta Ha
3aKJIIOYHOMY Bi3UTi CKlamana BigmoBimHo 4,7 i 3,8 mist nmperadaniny B mo3i 7
Mr/Kr/mo0y, 5,4 ta 1,4 ons nperabaniny B go3i 14 mr/kr/mo0y ta 2,9 i 2,3 nnsg miane6o.
[Tperabamnin y mo3i 14 mr/kr/go0y 3HaYHO 3MEHIITyBaB JIOTapu(pMidyHO IIEPETBOPEHY
4acCTOTY IapilialbHUX CYJOMHUX HaNafiB y MOPiBHAHHI 3 nianebo (p=0,0223);
nperabarin y go3si 7 Mr/Kr/gqo0y He IPOOEeMOHCTPYBaB IOKpPAIeHHS TOPiBHSIHO 3
m1anebo.

MoHoTeparmis (OJis malieHTiB 31 MOMHO OiarHOCTOBAHUM 3aXBOPIOBAHHSIM)

[Tperabanin BUBYAJX y IPOLECi OMHOT0 KOHTPOJILOBAHOTO KJTIHIYHOTO HOCIiI?KeHHST
TPUBAJIICTIO 56 TUXKHIB i3 pe2XKUMOM [03yBaHHA 2 pa3u Ha mo0y. [Iperabanin He mocsr
0inbIrIol epeKTUBHOCTI MOPIBHSAHO 3 JIAMOTPUAXKUHOM, 3TiIHO 3 OIL[IHKOIO Yepe3 6
MicS1iB KiHIIeBOI TOUKHU - BiICYTHICTh CyqOMHUX HanafiB. [Iperabarin Ta
JIAaMOTPUXKUH OyJIM OOHAKOBO Oe3MeYHUMHU Ta JoOpe MepeHOCUIIUCS.

I'enepanizosaHuti mpugocHUll pPo3.aad

[Tperabanin BUBYABCS Yy ITPOIIEC] IIECTU KOHTPOIbOBAHUX MOCIiI?)KEeHb TPUBAJiCcTIO 4-6
THUIKHIB, Y IIPOLIECi OOHOTO OOCIiAXKEeHHSA TPUBAJIICTIO 8 TUXKHIB 3 y4aCTIO Halli€EHTiB
JIITHBOTO BiKy Ta OOHOTO JOBTOTPUBAJIOTO OOCHIAXKEHHS 3 BUBYEHHS NPOdiTaKTUKHU
PEeLUONBY i3 6-MiCSIYHOIO MOABIMHOIO CIIIIOI0 $a30Io0.



[TonmermieHHsI CUMIITOMIB reHepasi30BaHOT0 TPUBOXKHOI'O PO3/IaAy BiAIOBIAHO OO
mKanau 'aMinbToHa OJjia omiHku TpuBoru (HAM-A) cnocTepiranocs Ha IIepIIoOMYy THUXKHI
JIIKyBaHHS.

Y nponeci KOHTPOIbOBAHUX KIIHIYHUX OOCIIOXKEeHb (TpuBaicTio 4-8 TUXKHIB) y 52 %
Malli€eHTiB, sIKi 3acTOCOByBasnu nperabanid, Tay 38 % mallieHTiB i3 rpynu nnaiuebo
CIIOCTepiraaocs mokKpalleHHS Ha ImoHarMeHIle 50 % 3aranbHOro rnmoka3umka HAM-A
Bifl BUXiTHOTO PiBHSA OO0 KiHIIEBOl TOYKH.

ITig yac KOHTPOJILOBaHUX OOCIIIOXKEHD IIPO HEYITKICTh 30Py YacCTillle IOBigOMIISAIIN
TallieHTH, sIKi 3aCTOCOBYBaJu IiperadariH, IOPiBHSAHO 3 MalliEHTaMH, SIKi OTPUMYyBaIu
maie6o. Y OinbIIOCTi BUIIAAKIB 1ie siBUIIle 3HUKAJIO IIPU MOCTiMHOMY 3aCTOCyBaHHI
npemnapaty. OdTanbMosiorigHe 00CTeXXeHHs (y TOMY YHCIIi IepeBipKa rOCTPOTH 30Dy,
(dopmanbHa mepeBipKa MO 30Py Ta OOCHTIAXKEHHS OYHOTO OHA IPU PO3IIHPEHiN
3iHuIi) mpoBoaounocs y moHan 3600 malilieHTiB mifg 4yac KOHTPOJIbOBAHUX KITIHIYHUX
nociigxeHb. Cepep LIUX IMAli€HTIB rOCTPOTa 30PY Ioripmmuiaca y 6,5 % maiieHTis, gKi
3acTocoByBasnu nperabanid, Ta y 4,8 % mallieHTiB i3 rpymnu miaamnebo. 3MiHU TOJIT 30py
BusBieHO V 12,4 % mallieHTiB, sIKi 3acTocoByBasnu nperabasid, Ta B 11,7 % maliieHTiB
i3 rpymnu nnaie6o. 3MiHM OYHOTO AHA BUSBIEHO V 1,7 % mallieHTiB, siKi 3aCTOCOByBaIu
nperabarid, Tay 2,1 % nauieHTiB i3 rpynu miaaiebo.

dibpomianais

EdekTuBHicTh nperabaniny Oyia BCTaHOBIEHA B OOHOMY 14-THXHEBOMY MOABIMHOMY
ciinmoMy maie60-KOHTPOIbOBAHOMY MYIbTUIIEHTPOBOMY mociimxkeHHi (F1) Ta B
OOHOMY

6-TU2KHEBOMY PaHOOMiI30BaHOMY OOCHiAXKeHHi BimMminu (F2). [1o mux OOCITiOXKeHb
3ajy4yanucs MalieHTy 3 AiarHo3oM «¢pidpoMianrisa» Ha OCHOBI KpUTEPiiB
AMepHUKaHCBKOT0 KOJIeOXKYy peBMaToJIoTil (TmomuperHut 6imb TpoTaroM 3 MiCSIIiB B
aHaMHe3i Ta 0inb, HasgBHUM B 11 uu Oinbmie 3 18 cnenudivyHux 00JILOBHUX TOYOK).
IocmiaKeHHs ITPOAEMOHCTPYBaIX 3HUKEHHS OO0JII0 3a BidyaIbHOIO aHaJIOrOBOIO
IIIKaJI0i0. [ToKpallleHHs JogaTKOBO Oy/I0 IPOAEeMOHCTPOBAHO 3a 3arajibHOIO OIL[iIHKOIO
MalieHTa Ta 3a ONMUTYBaHHSAM IIOO0 BILIUBY diOpomianrii.

Himu. byno npoBeneHo 11aiie00-KOHTPOJIbOBaHe MOCIIMXKEeHHST TPUBAJICTIO 15 TUXKHIB
3a yudacTio 107 mite#t Bikom 12-17 pokiB i3 ¢pibpomianrieto, siKi 3aCTOCOBYBaslu
nperabanid y mo3i

75-450 Mr Ha goOy. 3a pe3yJibTaTaMHU OIL[iHKU ITE€PBUHHOI KiHIIEBOI TOUYKH
e(deKTUBHOCTI (3MiHa 3arajabHOl iHTEHCUBHOCTI 00JII0 Bif 0a30BOr0 PiBHS [0 THUXKHS 15;
po3paxoBaHO 3a moroMoro 11-6ambHOI MIKaIu OIliHIOBaHHS) OyJI0 ITPOAEMOHCTPOBAHO
yrcenbHO Oifnbllle MMOKpPAIeHHsI CTaHy IallieHTiB, sIKi 3aCTOCOByBasu IperadartiH,
MMOPiBHSHO 3 IAalliEHTaMHM, SKi IpuiMau Iaamnebo, ajie e NoKpallleHHS He TOCSITII0



CTAaTUCTUYHOI 3HauyIiocTi. HalvacTimmmuy mobivyHUMY peakIlisaMu, SKi
CIIOCTepiranucs y KIiHIiYHUX OOCITiIXKeHHIX, OyJIM 3allaMOpPOYeHHsI, HYOOTa,
roJIOBHUM Oinb, 30i/bIIIEHHS MACH Tijlla Ta CTOMJIIOBAHICTh. 3araibHUMN npodinb
Oe3reKku y mianiTkiB OyB momiOHUM [0 TaKOTro y HOpPOCHux i3 ¢pibpomianrieio.

dapMaKOKiHeTHKa

dapMaKOKiHETUYHI ITOKa3HUKY IIperadaniHy y piBHOBa;XHOMY CTaHi Oyu momiOHUMH Y
3M0POBUX OJOOPOBOIIBIIIB, MAIIEHTIB 3 EITiNIeIcielo, IKi 3aCTOCOBYBaIu
MIPOTHUEMINIENITUYHI ITpernapaTy, Ta NalliEHTiB i3 XpoHIYHUM O0JIEM.

Abcopbuis

[Iperabasmid MIBUOKO BCMOKTYETHCS MPHU IIPUMOMI HaTIIe i Jocsira€e MakKCUMaJbHOI
KOHIIeHTpallil y m1a3Mi KpoBi (Cmax) npotsarom 1 roguHU Oiciss OOHOPaA30BOTO Ta
6araTopal3o0BOro 3acToCyBaHHSA. Po3paxoBaHa O6iogocTynHicTh nperabaniny npu
ImepopaabHOMY 3aCTOCyBaHHi cTaHOBUTBL 90 % i Ginbille Ta He 3aJI€KUTh Bif TO3MU.
[Ticnss 6araTopa3oBOr0 3aCTOCYBaHHS PiBHOBaXKHUU CTaH JOCATAEThCA yepe3 24-48
roguH. [IIBUOKICT, BCMOKTYBaHHS nperadajiHy 3HUKYETHCS IIPU OOHOYaCHOMY
3aCTOCYBaHHI 3 13Kero, 1110 MPU3BOAUTH 0 3MeHINeHHsT Cmax npubnu3Ho Ha 25-30 % i
ITIOIOBXKEHHS Yacy ODOCSATHEHHS MaKCHUMaJbHOI KOHIeHTpalil (tmax) npubau3Ho Ha 2,5
rogunu. OgHakK ImpuiioM nperabaniHy OogHOYAaCHO 3 12Kel0 He MaB KJTiHIYHO 3HAYYIIIOT0
BILJIUBY Ha CTYIIiHb 10T0 abcopOiil.

Po3nodin

[MokmmiHiUHI moCcmiaKeHHs IToKa3aJjiu, 10 IIperadasid IPoOHUKA€E KPi3b
remaTtoeHIiedaniyHui 6ap’ep y mIypiB, Muilie#r Ta MaBIl. [IperabasiH TaKoXK ITPOHUKAE
Kpi3b OJalleHTy B IIyPiB i BUAUISETHCS Y MOJIOKO LIyPiB y Iepiof JaKTalil. Y TI0OuHA
ysiBHUN 00’€M po3mofiny nperabariiHy ITics IepopaabHOT0 3aCTOCYBaHHS CTAHOBUTH
npubnusHo 0,56 n/kr. [Iperabarid He 3B’I3y€ThCS 3 OiTKaMu IIJIa3MU KPOBI.

Memaboaizm

Y miogunu npera6aid 3a3Ha€e He3HAYHOTO MeTabomnidMy. ITiciisg BBeeHHS J03U
pafiioaKTUBHO MiueHOT0 nperabariny npubanu3Ho 98 % pafioaKTUBHUX PEUYOBUH
BUBOOUTHLCS 3i ceyero y BUTJISANI He3MiHeHOoro nperabaniny. N-MeTUIbOBaHUM OepUuBaT
nperabasiHy - OCHOBHUM MeTaboJIiT npenaparTy, SKUi BU3Ha4YaBCs Y Cedi, - CTAHOBUB
0,9 % Bim BBemeHoOl mo3u. I1ig yac mOKIiHIYHUX MOCIiIXKeHb palleMi3alii S-
eHaHTioMepy nperabasniny B R-eHaHTioMep He BimOyBasocs.

BuseoeHHsAa



[Tpera6aniH BUBOOUTHCS 3i CHCTEMHOTO KPOBOOOITY B HE3MiHEHOMY BUTJISAMI
ImepeBaXKHO 3a PaxXyHOK eKCKpellil HupKamMmu. CepefHill riepioq HalliBBUBEOEHHS
nperabaniHy cTaHOBUTH 6,3 roguuu. [11a3MoBUM Ta HUPKOBUM KIIipeHC ITperabaniny
IpsIMO NPOMOPIIiMHI KITipeHCy KpeaTUuHiHy (ouB. po3ain «®PapmMakokKiHeTuKa. HupkoBa
HEeOoCTAaTHICTL»).

[TamieHTaM i3 mopymeHHAMY QYHKIII HUPOK abo mallieHTaM Ha reMofiaisi HeoOximHO
KOPUTYBaTH 03U npemnaparty (quB. po3min «Crmocib 3acToCyBaHHS Ta HO3U», TaOIUIIA
1).

JIiHitIHicmb/HeniHIUHICMb

dapmakoKiHeTHKa nperadajiHy € JIiHiiHOO [JI1 BCbOT0 PEKOMEHI0BAHOI'O dialla3oHy
no3. BapiabenbHicTh papMaKOKiHETUKM IIperabaltiHy cepefq mali€eHTiB Hu3bKa (MeHIIe
20 %). PapMmakokiHeTHKa OaraTopa3oBUX A03 € IepeabaydyBaHOO Ha OCHOBI TaHUX,
OTPUMaHUX NPU BBEOEHHI OMHOPa30Bol H03U. TaKMM YMHOM, HEMaE MOTpedu y
IJIAHOBOMY KOHTPOJIi KOHIIeHTpallil mperabaiiny B IJla3Mi KPOBi.

Cmampo

Pe3ynpTaTH KIIIHIYHUX OOCIIIOXKEHD CBiYaTh PO BiACYTHICTH KJIIHIYHO 3HAYYILOTO
BIIJIUBY CTaTi Ha KOHIIeHTpallifo rperabaiiHy B m1a3Mi KpoBi.

Hupxosa HeOocmamHicmb

Knipenc npera6ajiny npssMo IIpomopILiHuM KiIipeHcy KpeaTuHiny. KpiMm mboro,
nperabanid epeKTUBHO BUOANISETHCS 3 MJIa3MHU KPOBi 3a JOIIOMOT 010 TeMofiiani3y
(micnst 4 roguH remMopianily KOHIIEHTpallis rmperabaniny B IJ1a3Mi KpOBi 3MEHIIIYEThCS
npu6mu3Ho Ha 50 %). OCKinbKU BUBEOEHHS HUPKaMU € OCHOBHUM IIIJISIXOM BUBEIEHHS
Imperapary, MalieHTaM i3 HUPKOBOIO HeJOCTAaTHICTIO HEOOXiTHO 3HUKYBATH A0O3Y
Ipenapary, a IIicjs reMofianidy npuiiMaT JOJaTKOBY A03Y (ouB. po3nin «Cmocid
3aCTOCYBaHHS Ta mO3u», Tabmuis 1).

ITevyiHKkoBa HedocmamHicmbw

CrenianbHi gocmigKeHHs PapMaKOKIHETUKHY 3a Y4acCTIO Halli€eHTiB i3 Me4iHKOBOIO
HEeJIOCTAaTHICTIO He mpoBoauiich. OCKinbKY ITperabaiid He 3a3Ha€ 3HAYHOTO
MeTabo0J1i3My Ta BUBOAUTHCS 3i cedyelo ImepeBaXHO B HE3MiHEHOMY BUTJISI,
MaJIOMMOBIPHO, 11100 MTOPYIIeHHS (PYHKIIII MedYiHKKY MOTJI0 3HAaYHO BIIJIMBATH Ha
KOHIIeHTpalliio rmperabaiiHy B IJTa3Mi KPOBi.

Himu

dapmaKkoKiHeTUKY nperabaiHy OILiHIOBaJIM 3a y4acCTIO OiTeH 3 elmisenciero (BiKOBi
rpynu: Big 1 go 23 mics1is, Big 2 0o 6 pokis, Big 7 0o 11 pokis i Big 12 mo 16 pokiB)



ITPY 3aCTOCYBaHHi 003 2,5 Mr/Kr/moby, 5 mr/kr/mody, 10 mr/kr/mo6y ta 15 Mr/Kr/moby y
poiieci gociaimxeHHs ¢hapMaKOKIiHETUKU Ta IEePEeHOCHUMOCTI.

[Ticnss mepopaibHOTO 3aCTOCYBaHHS nperadajsiHy OiTAM HaTIile 4Yac mocarHeHHs Cmax
OyB y 1IiJIOMY aHaAJIOTiYHUM Y BCiX BiKOBUX I'pyImax i ctaHOBUB Bifg 0,5 roguHu g0 2
TOOWH MICIs IPUKUOMY.

3HauyeHHs Cmax i Ooli mig KpUBOIO 3aJIe’KHOCTI KOHIeHTpalil Bixg yacy (AUC)
nmperabaniHy 3pocTasu JTiHifHO 3i 30iIbINIeHHSIM I03U B KOXKHIiM BiKOBi# rpymi. Y miten
3 macoio Tina go 30 kr 3HaueHHsA AUC Oynu Huxk4yuMu Ha 30 %, 1110 00yMOBJIEHO
30inbimeHHIM Ha 43 % KIIipeHCy, CKOPUTOBAaHOT'O 3a MacoIo0 TiNla, Y IUX IalliEHTIB
MOPIBHSAHO 3 MalliEHTaMu 3 Macolo Tisa = 30 Kr.

Kinuesui nepion HamiBBUBEAEeHHS nperadajiiHy CTaHOBUB y CepegHbOMY NPUOJIN3HO
3-4 rogvHu y OiTen BIKOM 00 6 POKiB Ta 4-6 roOuH - y OiTel BIKOM Bif 7 POKIiB.

Y npoueci nonynsiiiHoro dapmMakKoKiHETUYHOTO aHalidy OyJio moKa3aHo, 1110 KJIipeHC
KpeaTuHiHy OyB 3HAUYII0I0 KOBapiaToIO IJig KJIipeHCY IepopalbHOTo nperabariny, a
Maca Tina Oyia 3Ha4ylI0l0 KOBapiaToo OJIs YIBHOTO 00’ €MY PO3MOMily IIepopaIbHOTr0
nperabainy, i el 3B’130K OyB aHAJIOTiYHUM y HOiTel i MOpOCIuX MalliEHTIB.

d®apmaKoKiHeTHKY IIperabasiHy y nalieHTiB BikoM mo 3 MicslliB He BUBYasu (OUB.
po3minu «®apMakoguHaMika», «Crocid 3acTocyBaHHs Ta Ho3u» Ta «I1ob6iuni
peaxirii»).

ITauieHmu AiMHBLO20 BIKY

KrnipeHnc nperabajiHy Ma€ TEHIOEHIIIO 4O 3MEHIIIeHHS 3 BikoM. Take 3MeHIIIeHHS
KJIipeHCy nperabaJiiHy IIpu U0ro 3aCTOCyBaHHI IepOpabHO Y3rOOXKY€EThCA 31
3MEHIIEHHSIM KJIipeHCY KpeaTuHiHy, OB’ I3aHUM 3i 30inbineHHSM Biky. [TamtieHTam i3
MOPYIIeHHAMHU QYHKIIII HUPOK, OB sI3aHUMU 3 BiKOM, MOXkKe OyTu IOTpiOHE
3MeHIIIeHHs o3u nperadaniny (ouB. po3min «Crocid 3acTocyBaHHS Ta DO3U», TaOIUIIA
1).

ITepiod 200yB8aHHA 2py00t0

dapmaKkoKiHeTHKY nperabaiHy IIpu MOTro 3acToCyBaHHI ¥ 7o3i 150 Mr kKoxHi 12 rogun
(mo6oBa mo3a 300 mr) omintoBanu y 10 XKiHOK, sKi rogyBanmu rpyanio, IloHalMeHIIe
yepe3 12 TUXKHIB mmicns nosoris. ['ogyBaHHS IPyOaio He BIJIMBaJIo abo Mayo
He3HaYHUU BIJIUB Ha (hapMaKOKiHeTUKy nperabaniny. [IperabaiH moTpaniss y
rpyOHE MOJIOKO, IPH IIbOMY MOT'0 CEpPEeNHi KOHIIeHTpallil B piBHOBa;XKHOMY CTaHi
CTaHOBUIIU MPUOIN3HO 76 % KOHIIeHTpallil y m1a3Mi KpoBi MmaTepi. Po3paxoBaHa [03a,
SIKY OTPUMY€ HEMOBJIA 3 TPYSHUM MOJIOKOM (IIpU CepeqHbOMY CIIOKKWBaHHI MOJIOKa
150 mn/kr/mo0y) Bim XKiHKM, siKa IpuiiMae nperabanin y mo3i 300 mr/moby abo y



MaKcuManbHi 103i 600 mr/moby, cranoButh 0,31 abo 0,62 Mr/kr/mo0y BigmoBimHo. Li
PO3paxoBaHi M031 CTAHOBIATEL IPuOIN3HO 7 % 3arajbHol J0O0BOI MO3K MaTepi B
epepaxyBaHHI Ha MUIirpaM Ha KiJorpam.

IToxa3aHHSA

HesponamuyuHutl 6iab

[Tpenapat OrpaHia® mpu3HadaTH A1 JIiIKyBaHHS HEBPOIIATUYHOI'O OO0JII0 ¥ JOPOCIIUX
[IpHU YIIKOOKEHHI mepueprudHol Ta lIeHTpaJlbHOI HEPBOBO1 CUCTEMMU.

Eninencis

IIpenapat OrpaHis® mpu3HadyaTH K OOOATKOBY Tepallilo HapliaJbHUX CYJOMHUX
HaraiB i3 BTOPUHHOIO TeHeparti3allieo abo 6e3 Takoi y JOPOCIIUX.

I'enepanizosaHutli mpugodHcHuUll po3aad

[Ipenapat OrpaHia® nmpu3HayaTu OIS JIiKyBaHHS I'eHepali30BaHOI'O TPUBOXKHOI'O
po3nany y OOpOCiuX.

dibpomianris.
IIporunoka3aHHs

[TigBuIlleHa YyTJIUBICTh MO Hil0Y0l pe4OBUHU ab0 OO0 OyIOb-IKOI 3 IOIIOMiXKHUX PEYOBUH
npemnapary.

B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIIiH

Ockinbku nperabaiiH eKCKPEeTYETHCSA MepeBaxkKHO Y HE3MiHEHOMY BUTJISIAIL 3i cedelo,
3a3Ha€ He3HAYHOro MeTaboi3My B opraHi3Mmi monguau (MeHIe 2 % 003U BUOINISIETHCS
3i ceuero y BUIISAAI MeTaboIiTiB), He iHTiOye in vitro MeTabo0s1i3M iHIIKMX ITpenaparis i
He 3B’SI3Y€ETHCS 3 OilKaMU IJIa3MH KPOBi, TO MajloMMOBipHO, 110 perada’iid Moxke
CIIPUYUHATH (papMaKOKiHETUYHY B3a€MOIil0 abo OyTu 00’€KTOM TaKOl B3aEMO/Iil.

IlocaidxceHHA in vivo ma nonyaauitiHul ¢papmakokiHemuyHul aHani3

Y mocnipzkeHHSX in vivo He CIIoCcTepiranm 3Ha49ymiol KJTiHigYHOl (papMaKOKiHETUYHOI
B3aeMopil Mixk nperabaninoM i peHiTOiHOM, KapOaMa3eIliHOM, BaJIbIIPOEBOIO
KHCJIOTOI0, TaMOTPUAKMHOM, TabaleHTUHOM, JIopa3enaMoM, OKCUKOLOHOM abo
eTa”HonoM. [lonynauinHuy ¢papMaKOKiHETUYHUY aHalli3 II0Ka3as, 110 IepopaibHi
npoTuaiabeTuyHi 3acobu, OiypeTukwu, iHCyiH, GpeHobapbiTasn, Tiarabid Ta TomipamMart
He MalOTh KJIiHIiYHO 3HAYYIIOr0 BIJIMBY Ha KIIipeHC Iperabdaniny.



ITepopaavHi KOHMpauenmueu, HopemucmepoH ma/abo emuHinecmpadion

OmHOYacHe 3aCTOCYBaHHs ITperabaiHy 3 mepopaJlbHUMU KOHTPAlleITUBAMHU,
HOPETUCTEPOHOM Ta/abo eTHHiIeCcTpaAionoM He BIIMBA€ Ha GapMaKOKiHETHUKY
PIBHOBaAXKHOI'O CTaHy KOOHOI'O 3 IIperapariB.

Jlikapcvki 3acobu, w,o enausaroms Ha LITHC

[Tpera6amin MOKe IMOCUIUTH [Iil0 €TaHOJIy Ta Jiopa3elaMy. Y IIpoieci KOHTPOIbOBaHUX
KJIiHIYHUX JOCTiAKeHb OQHOYaCHe BBeIeHHs OaraTopa3oBUX IIePOpPaIbHUX 103
nperabaiHy 3 OKCUKOOOHOM, Iopa3enaMoM ab0 eTaHOJIOM He ITPU3BOOUIIO [0
KJIIHIYHO 3HAYyIIOro BIJIMBY Ha (QyHKIIiI0 quxaHH4. [licia Buxomy npenapaTty Ha
PUHOK IIOBiAOMJISITIOCS IIPO BUHUKHEHHS OUXalIbHOI HEAOCTAaTHOCTi, KOMU Ta JieTajlbHi
BUIIaAKM y MAIli€HTIB, AKi MpuiiManu nperabdaid pa3oM 3 iHIIMMU JTiKapChbKUMU
3acobamu, 1110 IpPUTHivyoTh GyHKI0 [THC, 30KpeMa y mallieHTiB, sKi 3JI0BXXKUBAJIH
TaKUMM JTiKapCcbKUMM 3acobamu. [IperabariiH, ¥MOBipHO, IIOCUJIIOE IOPYIIIEHHS
KOTHITUBHUX Ta OCHOBHUX PYXOBUX (DYHKIINW, CHPUYMNHEHUX 3aCTOCYyBaHHAM
OKCUKO[IOHY.

B3aemodia y nauieHmia AimHb020 BIKY

CnenianbHi mocnimxkeHHs papMakKogUHaAMIiYHOI B3aEMO/Iil 3 y4acTiO JOOPOBOJIBIIIB
JIITHBOTO BiKy He IIPOBOOUInUCS. [JoCHimKeHHS B3aEMO/il TPOBOAUIIUCS JIUIIIE Y
OOPOCIIUX.

Oc006/1MBOCTi 3aCTOCYBaHHS

ITauieHmu 3 uykposum diabemom

[NamienTn 3 IMyKpoBUM AiabeToM, Maca Tija sKuxX 30iIbIInIacs mig 4ac 3aCTOCYBaHHS
nperabaniny, MOXYTb ITOTpeOyBaTU KOPEKIIil 403U TilloriIikeMidyHUX JTiIKapChbKUX
3aco0iB.

Peakuii einepuymausocmi

[ToBigOMIIAIOCS PO PO3BUTOK peaklii rinepyyTIUBOCTI, 30KpeMa aHTiOHEBPOTUYHOT O
HaOpsKy. 3a HASIBHOCTI TaKUX CUMIITOMIB aHTiOHEBPOTUYHOTO HAaOPSKY, SIK HAOpSAK
0651y us, mepiopanbHUM HaOpsK a00 HaOpPsSK BEPXHIX AUXaTbHUX LIISXiB, CIIiM
HeraHO MPUNIMHUTHU 3aCTOCYBaHHS IIperabaiiny.

3anamopoueHHs, COHAUBICMb, 8BMpama ceidomocmi, cniaymaHicms cgidomocmi ma
NopyweHHA Ncuxiku

3acTocyBaHHS nperabdaJjiiHy CyIpoBOAXKYyBaslOCS MOSBOIO 3allaMOPOYEHHS Ta
COHJIMBOCTI, III0 MOXK€e COPUYMHUTHA BUHUKHEHHS TpaBMaTUYHUX BUIAOKiB (MamdiHb) ¥



Mali€eHTiB JTiTHBOTO BiKy. 3aikKCOBaHO BTPATy CBiHOMOCTI, CILIyTaHICTh CBiHOMOCTI, a
TAaKOXK IOPYIIEeHHs Icuxiku. ToMy maljieHTaM CJiif nopaguTtu 6yTu oO0epekKHUMHU, TOKU
iM He cTaHe BiTOMO PO BIJIUB JIiIKapChKOT'0 3aco0y.

Posnadu 3opy

[Ipo HeUiTKiCTh 30pY YacCTillle ITOBiMOMIISAM IAIliEHTH, IKi 3aCTOCOBYBaIU nperadariiH,
IMOPiBHSIHO 3 IMAIliEHTaMH, SIKi OTPUMYBaJIH I1amne6o. Y GibIIIOCTi BUMIAAKIB 1€ SIBUIIE
3HUKAaJIO IIPU MIOCTIMHOMY 3aCTOCYBaHHI IIpemnapary. YacToTa moripileHHs TOCTPOTU
30py Ta 3MiH 10Jisg 30py Oyja BUIIOIO Y IMAIli€EHTIB, sIKi 3aCTOCOBYBaJsu IrperadariiH,
MMOPiBHSHO 3 IalliEHTaMM i3 rpyImu Ijiaiedo; YacToTa BUHUKHEHHS 3MiH OYHOTO JHA
OyJia BUILOIO y MAITiEHTIB i3 rpymnu 1maamnebo (quB. po3min «®apMaKoIoTridHi
BIaCTUBOCTi. PapMaKoOuHaMiKa»).

IMoBimoMmisiyiocst mpo mobGiuHi peakiiili 3 60Ky opraHiB 30py, 30KpeMa ITpo BTpaTy 30pY,
HEeYiTKiCcTh 30py abo iHIlI 3MiHU TOCTPOTH 30pYy, OaraTo 3 IKUX OyJIM TUMYaCOBUMHU.
[TpunvHEeHHS 3aCTOCYBaHHSA nperaballiHy MoxKe IIPHU3BECTU J0 3HUKHEHHS abo
3MEHIIIeHHS IIUX CUMITOMIB 3 O0KY OpTraHiB 30py.

Hupkosa HeOdocmamHicmb

[ToBigomIisiyiocst IIPO BUITAAKM HUPKOBOI HemocTaTHOCTI. IHomi et edpekT OyB
000POTHUM ITiCTIsI MPUMTMHEHHS 3aCTOCYBaHHS nperadarriny.

BiomiHa cynymHix npomuenisienmuyHux AiKkapcvkKux 3acobis

IaHUX III0J0 BiAMiHU CYIyTHIX MPOTUEMINIENTUYHUX JIIKapChKUX 3ac00iB micisa
OOCSITHEHHSI KOHTPOJIIO Haf CyIOMaMU B Pe3yJIbTaTi JoOaBaHHS [0 JIIKyBaHHS
nperabaniHy HegOCTaTHBO, 11100 TepelTH OO0 MOHOTepalril mperadaniHOM.

Cumnmomu 8iOMiHU

Y mesKux maui€eHTIiB CIIOCTepirajucs CUMITOMU BiIMIiHU IIiCJIA IPUNUHEHHS KOPOTKO-
ab0 mOBroCTPOKOBOTO JIiIKyBaHHs mmperabaninoM. [ToBimoMIIsgmocs mpo Taki sSBUIIA:
0e3COoHHS, TOJIOBHUM 0inb, HY[I0Ta, TPUBOXKHICTD, Oiapes, TPUIIONIONIOHNUY CUHOPOM,
HEpPBO3HICTh, erpecis, 06ib, CyqoMHU, Tilleprigpo3 i 3arraMopoYeHHs, IKi BKa3yloTh Ha
(disnuny 3amexkHicTh. Lo iHpopMaIlito Ciig MOBiHOMUTH IAIlEHTY IIepeq M04YaTKOM
JIIKyBaHHS.

CymoMu, 30KpeMa eniIenITUYHUN CTaTyC Ta BeJIUKI CyJOMHI Hamaau, MOXYThb
BUHUKATH IIiJl Yac JIiKyBaHHS nperabaiHoM a00 HEBOOB3i Micysi MPUITMHEHHS MOT0
3aCTOCyBaHHS.

CTOCOBHO IIPUNIMHEHHS JOBrOCTPOKOBOTO JIiKyBaHHS IIperabaiHoM JaHi BKa3ylOTh Ha
Te, 110 YaCTOTa BUHUKHEHHA Ta CTYIiHb TAXKKOCTI CUMIITOMIB BiIMIHUA MOXYTh



3ajiexkaTH Big JO3H.
3acmitiHa cepuesa HedocmamHicmb

[ToBigoMIIAIOCS IIPO 3aCTiMHY CeplieBy HeOOCTaTHICTh Y OesAKUX MallleHTiB, AKi
npuiiManu npera6arnii. Taka peakilisg 3me0iTbIIoro criocTepirasnaacs mif 4yac JTiKyBaHHS
nperabayiHOM HeBPOIIaTUYHOTO OOJI0 Yy Malli€EHTiB JIITHBOTO BiKY 3i CeplieBO-
CYOWHHUMU TopyieHHsaMu. Crig 3 00epexkHiCTI0 3aCTOCOBYyBaTHU nperaballii TakKuM
naniedtaM. [Ipu IpuUIIMHEHH] 3acTOCyBaHHS IIperabdaiiny 1e sSiBUIlle MOXKe 3HUKHYTH.

JIikyeaHHs Heeponamu4iHo20 60110 UeHMPAa/abHO20 NOXOOHCEHH 8HACAIO0K
VWKOONHCEeHHA CNUHHO20 MO3KY

[Tig yac nmiKyBaHHSI HEBPOIIAaTUYHOTO OOJII0 IIEHTPAIbHOI'O ITOXOOKEHHSI BHACIIITOK
VIIKOAXKEHHS CIIMHHOTO MO3KY YacTOTa BUHUKHEHHS MOOIiYHUX peakliii 3arajioMm,
nmobiyHux peakiriit 3 60oky LIHC, ocob6muB0O COHMUBOCTI, OyJsa migBuiieHoro. Lle Moxe
OyTu IIOB’sI3aHO 3 aIUTUBHOIO [i€I0 CYIIYTHIX JIiKapChKUX 3ac0o0iB (HampuKam,
QHTHCHACTUYHUX IIpenapariB), AKi HeoOXigHi O MiKyBaHHS IIbOTO cTaHy. Lo
0o0CTaBUHY CJIif] B3ATU [0 yBaru IIpu NpU3HAYEeHHI ITperabaniHy TaKUM MHallieHTaM.

CyiuuodanvHe Muc/ieHHA ma noseodiHKa

[ToBimoMsiyiocs PO BUMAOKHU CYIIIUAAIbHOTO MUCJIEHHS Ta IMOBEHOiHKU y Ialli€HTIB, IKi
OTPUMYBAaJIU JIIKyBaHHS IPOTUEIIIENTUYHUMU IpenapaTaMy 3 IPUBOOY II€BHUX
IoKa3aHb. MeTaaHasli3 paHIOMi30BaHUX, I1J1a1le00-KOHTPOILOBAHUX NOCIiIXKEHb
IIPOTUENIENITUYHUX IIpelapaTiB TaKOXK II0Ka3aB He3HayHe IIiIBUIIIEHHS PU3UKY
MMOSIBU CYIUIMOAJIbHOTO MUCIEHHS Ta NOBeAiHKM. MexaHi3M BUHUKHEHHS IIbOTO PU3UKY
HEeBiJOMUH, a OOCTYIIHI JaHi He BUKJII0UYAIOTh MOXKJIUBOCTI MOT0 iCHyBaHHA y pa3i
3aCTOCyBaHHA nperabainy.

Tomy HeoOXimHO peTebHO CIIOCTepPiraT 3a malliEHTaMU MO0 ITOSIBU O3HAK

CylIMOaIbHOTO MHUCJIEHHS i TOBEOiHKM Ta NIpHU3HadYaTH BiANOBiOHE JIIKyBaHHS y pa3i IX
BUHUKHEHHs. [lanieHTH (Ta ocobu, 1110 OOTJIAOal0Th 3a HUMU) TOBUHHI 3BEPHYTHUCS 3a
MeOUYHOI0 JOIIOMOT0I0 ¥ pa3i IMosiBM 03HAK CYIIIUOAaIbHOTO0 MUCIEHHS a00 ITOBEeOiHKU.

INopyweHHsA ¢pyHKUIT HUNCHIX 8I00iNi8 WAYHKOBO-KUWKOB020 MPAKmMy

[ToBimoMiisiyiocss PO SIBUINA, ITOB’I3aHi 3 MOPYIIEHHAM (QYHKII HUXKHIX BiIgimiB
IIJTYyHKOBO-KUIIIKOBOT'O TPaKTy (HEMPOXiAHICTh KUIIEeYHUKa, ITapaliTu4Ha
HEeIMPOXimHICTh KMIIeYHNWKA, 3aIll0P) BHACIIIIOK ITpuiiomMy nperabaiiHy pa3om i3
JIiIKapChKUMU 3aco0aMi, III0 MOXKYTh BUKJIMKATH 3allOpY, HAIIPUKJIa[ 3 OMiOImHUMU
aHasnretukamu. [Ipy KoMOiHOBaHOMY 3aCTOCyBaHHIi IIperabaJiiHy Ta OIioifiB CITif
BXKMTHU 3aXOMiB AJid MIPoQilaKTUKU 3anopiB (0COOIUBO Y MAli€EHTIB JTiTHBOTO BiKy Ta
KIiHOK).



OO0HouacHe 3acmocyB8aHHA 3 onioidamu

PekoMeHOy€eThCS 3 00epexKHICTIO TpU3HavaTH IIperabaiiH ogHOYaCHO 3 OIlioimaMu
yepe3 pu3uk npurHivenHsa ITHC (guB. po3gin «B3aeMomisa 3 iHIIMMHU JTiKapChbKUMU
3acobaMu Ta iHIImi BUOU B3a€EMOMIil»). Y DOCHiOXKEeHHI «BUNaf0K-KOHTPOJIb» IAlli€HTH,
SIKi MpuiiManu nperadaid OgHOYACHO 3 OIlioigaMu, MaJjlu ITiTBUINEHUN PU3UK CMEPTI,
IIOB’sI3@HO] 3 OITioimaMH, ITOPiBHSHO i3 BXKMBAHHSIM TiJIbKU OITiOIAiB (CKOPUTOBAHE
criBBimHOmeHH maHciB [aOR], 1,68 [95% [OI, 1,19-2,36 ]). Lle# migBuIilileHU PU3UK
CIIOCTepiraBcs mIpu HU3BKUX Ao03ax nperadamniny (= 300 mr, aOR 1,52 [95% I, 1,04-
2,22]), TaKOXK crocTepiramacs TeHOeHIis 0o 30i/IbllIeHHsS PU3UKY IIPU BUCOKUX 103aX
nperabaniny (> 300 mr, aOR 2,51 [95 % [II 1,24-5,06]).

Henpaeuxzw—:e 3dCMOCYBAHHA, 3/108HCUBAHHA abo 3anedxcHicmb

PeecTpyBanucs BUnagKu HeIpPaBUIIbHOTO 3aCTOCYBaHHs, 3JI0BXKMBaHHSA Ta
3anexkHocTi. Crig 3 00epeXHiCTIO IpU3HaYaTH Ipernapar nauieHTam 3i
37I0BKMBAHHSIM Pi3HMMU pPeyoBUHaMM B aHaMHe3i. HeoOximHo criocTepiratu 3a
nalmieHTaMu LI0J0 BUHUKHEHHS CUMIITOMIB HETIPABUIBHOTO 3aCTOCYBaHHSI,
370BXKMBaHHSA a00 3a/Ie’KHOCTI Bif mperabainy (IIOBiZoOMIISAIOCS IPO BUMAOKHU
PO3BUTKY 3BUKAHHS, IIEPEBUIIEHHS IIPU3HAaYEeHOl 03H; IOBEOiHKM, CIIPIMOBaHOI Ha
OTPUMaHHSA IIpelapary).

EHuepasonamisa

Bunagku eHuedasnonaTil BUHUKAIXA IepPeBaKHO y IMAlll€HTIB 3i CyIIyTHIMH
3aXBOPIOBaHHSIMH, III0 MOXKYTh BUKJIMKATH €HIledanionarTiio.

IIonomidCHI pedyo8uHU

[Tpenapat OrpaHiss® MiCTUTH JIaKTO3U MOHOTrigpaT. AKIio y Bac BcTaHOBIEHO
HENepeHOCUMICTh JessKUX [IYKPIB, IPOKOHCYJIbTYUTECS 3 JIiKapeM, IIepIil HixK
IIpUMMaTH 11ed IiKkapchbKui 3acio.

Jlikapcbku# 3acib y mo3yBaHHi 150 Mr Ta 300 Mr MicTuTh a30py06iH Ta Kapmoi3uH (E
122), 1110 MOKe CIPUYMHSITH aJIepTiuHi peakiiii.

3maTHiCTh BIUITMBATH HA IIBHIKICTH peakilili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

ITpenapat Orpaniss® Moxke MaTH He3HAaYHUM ab0 IMOMIpHUY BIIJIMB Ha 3[IaTHICTh
KepyBaTU TPAHCIOPTHUMH 3aco0aMM Ta IIpaIfoBaTH 3 iHIMMMHU MexXaHizMaMu. Takoxk
npemnapaT MOKe BUKJIMKATH 3allaMOPOYEHHS i COHIMBICTS, 1110 MO2KeE BIIJIMBATU Ha
3[ATHICTh KePyBaTH TPAHCIIOPTHUMHU 3aco0aMu i mpallfoBaTH 3 iHIIIMMHA MeXaHi3MaMHu.
ToMy nallieHTaM CJii peKOMeHOyBaTyu YTPUMYyBaTUCS BiJl KEpyBaHHSA TPaHCIIOPTHUMU



3acob6amu, poOOTH 3i CKIIamHOIO TEXHIKOIO Ta Bif iHINIOI MOTEHIiMHO HeOe3meyHol
OisIIBHOCTI JOTH, MOKHM He CTaHe BiloMO, 4YM IIel JIiKapChKUM 3acid BIJIMBA€E Ha 1XHIO
30ATHICTb OO TAKOl OisgJIbHOCTI.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

2KiHKu penpodyKkmue8Ho020 8iKy

OCKIiNbKY NOTEHIIIWHUU PU3UK OJI JIIOOUHU HEeBIIOMUU, XKiIHKaM PenpongyKTUBHOI'O
BiKy CJIif BUKOPHUCTOBYBaTU e(peKTUBHI 3acO0M KOHTpaLEeMIIii.

BaeimHicmb
Hemae mocTOBipHUX JaHUX IIOA0 3aCTOCyBaHHSA IIperabaliHy BariTHUM.

HocnigKeHHs Ha TBapyUHaX CBIOYUIIM IIPO PENPOOYKTUBHY TOKCUYHICTL. [loTeHIIiHNYI
PU3UK OJI JTIOOWHU HEBIJOMUU.

[IpenmapaTt OrpaHia® He CIIif 3aCTOCOBYBaTH y II€PiOn BariTHOCTI, 3a BUHATKOM
OKpEeMUX BUIAIKIB, KOJIU KOPUCTD OJIS BariTHOI SBHO MEPEBUILYE MOXKIUBUN PU3UK
OJIs TIJI0fa.

ITepio0 2o0ysaHHA 2py00t0

HeBenuka KinbKicTh nperabaniny Oyiia BUSIBIIeHa Y MOJIOLI XKiHOK, SIKi TOOYIOTh
rpynnto. Crig moBiMOMUTHY XKIHKaM, sIKi TOOYIOTE IPYAL0, 1110 TOOYBaHHS IPYOAI0 HE
PEKOMEHOYEThCS i Yac 3aCTOCYBaHHS IIperabariny.

PenpodykmueHa ¢pyHKUiA

Hewmae kmiHiYHMX BigOMOCTEN 100 BIJIMBY IIperabaltiHy Ha PenpoayKTHUBHY (PYyHKITiIO
JKIHOK.

[Tig yac KIiHIiYHOTO OOCHIIXKEeHHS BIUIUBY IIperabaiHy Ha PyXJIUBICTh CIIEPMATO30iMdiB
3I0POBi MOOPOBOJIBLIII YOIOBIYOI CTATi OTpUMYyBaIu mo3y nperadaniny 600 mr Ha moOy.
[Ticns 3-MicAYHOrO JIIKyBaHHS XKOOHOTO BIIJIMBY Ha PYXJIUBICTh CIEPMAaTO3011iB HE
BUSBJIEHO.

HocnigkeHHs GepTUIILHOCTI IPOAEMOHCTPYBAJIO HasABHICTh HETATUBHOTO BIJIMUBY Ha
PenponyKTUBHY (QYHKIIiIO CaMOK IIypPiB Ta HasiBHICTh HEraTHBHOTO BIIJIMBY Ha
penponyKTUBHY QYHKIIiIO Ta PO3BUTOK caMIliB mIypiB. KimiHiuHa 3HAYYLUIICTh ITUX
pe3yiabTaTiB HEBigOMa.

Cmocid 3acTocyBaHHsS Ta 03U



[TpenapaTt OrpaHiss® MoKHa IpUWUMaTH He3aJIeKHO Bif BXKUBaHHS 1Xi.
[IpenapaTt OrpaHia® npu3HadyeHUM BUKJIIOYHO [OJIs I€POPaIbHOT0 3aCTOCYBaHHS.
Lo3u

Iliama3oH 03 MOXKe 3MiHIOBaTUCa Y Mexkax 150-600 mr Ha mo6y. [1000BY mo3y
po3minuTu Ha 2 abo 3 IpuoOMHU.

HesponamuyuHuti 6iab

JIikyBaHHS$ nperabaniHoM MoKHa po3nodaTy 3 mo3u 150 Mr Ha mo0y, po3mineHol Ha 2
NpUKMOMHU. 3ajIe’KHO Bif e(D)eKTUBHOCTI Ta IIEPEHOCUMOCTI ITpenapaTy OKpeMUM
naiieHTaM no3y MozxkHa 30inepimuTu 0o 300 Mr Ha moOy micns inTepBany Big 3 mo 7
OHiB, a 3a moTpebu - 4o MaKcuMasnbHOl mo3u 600 Mr Ha goOy ITiCcJIg MOOaTKOBOIO 7-
OEeHHOT O IHTepBay.

Eninencisa

JIikyBaHH# nperabasiHoM MoKHa po3nodaTu 3 mo3u 150 Mr Ha moly, po3mineHol Ha 2
NPUKXOMHU. 3aJie’KHO Bif e()eKTUBHOCTI Ta IIEPEHOCUMOCTI ITpenapaTy B OKPeEMOT0
naiieHTa o3y MoxkHa 30ineimuTu 0o 300 Mr Ha o0y ITic/s MepIIoTro TUXKHS IPUHOMY.
[ITe yepe3 oguH TUXKOEHDb 03y MOKHa 30iMbIINTHA A0 MakKcuMainbHOl - 600 MTr Ha mo0y.

TI'eHepasizosaHull mpusodcHull po31ad

Ilo3a, ssKy po3minsiioTh Ha 2 abo 3 mpuiioMu, MoxKe 3MiHIOBaTUCs Y Mexkax 150-600 mr
Ha moOy. [lepioguyHO Cif MmepeoliHiOBaTH HEOOXIMHICTh IPOIOBXEHHS JIIKYBaHHS.

JIikyBaHHS nmperabaliHoM MOXHa po3modyaTy 3 go3u 150 mr Ha mob0y. 3anexKHo Bif
e(eKTUBHOCTI Ta IEPEHOCUMOCTI IIperapaTy OKpeMUM MaljieHTaM 03y MOXKHa
30inmpmuTy Ao 300 Mr Ha A00y ITicisa NepIIoro TUXKHS npuriomy. [licss mie ogHoro
TUXKHS IPUKOMY D03y MOxKHa 30inbiuTtu 0o 450 Mr Ha moOy. Ille yepe3 oOuH TUXKIOEHD
O03y MOXKHa 30iMbIINTH M0 MaKcuMasbHOI - 600 Mr Ha mooy.

ITpunuHeHHs AiKyB8aHHs npe2abaniHoM

BigmoBimHO mo cy4YacHOl KJTiHIiYHOI TPaKTUKW, IPUIIMHATY JIIKYBaHHS ITperabaniHoM
PEKOMEHOYETHCA MOCTYIIOBO, IIPOTATOM IIIOHAMMEHIIIE OOHOTO TUXKHS He3aJIeXKHO Bif
MmokKa3aHb (ouB. po3minu «OcobaIMBOCTI 3acTOoCyBaHHSI» Ta «I100igHiI peakiii»).

ITauieHmu 3 HUpPKOBO HedocmamHicmio

[Tpera6anid BUBOOUTHCS 3i CHCTEMHOI'O KPOBOOOITY ¥ HE3MiHEHOMY BUTJISAMI
ImepeBaXkKHO 3a PaXYHOK eKcKpellii HupkaMmu. OCKimbKY KilipeHc nmperadaiiny mIpsMo
MIPOMNOPLIIMHNY KIIipeHCY KpeaTuHiHy (OuB. po3nin «®apMaKoOKiHETHKa»), 3SMEHIIEeHHA



OO3U MalliEHTaM i3 MOPYIIeHHSIMM QYHKITil HUPOK CJIif IIPOBOOUTH IHOAUBIAYyanbHO, K
3a3HaveHo B Tabnuili 1, BignmoBigHO mo KiipeHcy KpeatuHiny (CLcr), BU3HaUYeHOTO 3a
¢popmynoro:

CLcr (ma/xB) = {1,23 x [140 - BiK (pokH) x Maca Tija (kr)] / piBens
KpeaTHHiHy IUIa3MH4 y KpoBi (MKM0/1b/1) X (0,85 oj1s XiHOK) }

[Iperabanin epeKTUBHO BUOANSETHCSA 3 MJIa3MHU KPOBi 3a JOIOMOT 010 Temopianisy (50
% mpemnapaTty IpoTsarom 4 roguH). [I71s malieHTiB Ha reMofgianidi ;o6oBy mo3y
nperabaniny ciig nimbupaTty BigmoBimHo mo ¢yHKIII HUpoK. KpiM mo6oBoi go3wu,
ompa3y Miciisg KOXKHOI 4-TOOAWHHOI Ipoliefypu reMofianidy HeoOXiTHO 3aCTOCOBYBATHU
OoOaTKOBY O03y mpernapary (ouB. Tabmuiio 1).

Tabmuisa 1

Kopekirisi mo3u nperabaniny BifAmmoBigHO 0 QYHKIII HUPOK

3aranbHa JoOoBa mo3a
Knipenc nperabaniny *
. Pexum
KpPpE€aTuHIHY |[JoyaTKOBa
o3yBa
(CLcr), MII/XB |103g MakcumarnbHa RO3YBaHHA
mo3a (Mr/mooy)
(Mr/mo0y) y
2-3 pa3u Ha
> 60 150 600 pasu H
moby
2-3
>30-<60 75 300 Pa3u Ha
moby
1-2 pa3u Ha
>15-<30 25-50 150
moby
1
<15 25 75 pas Hd
moby
IomaTkoBa Ao3a Iicis reMopianidy (Mr)
25 100 OpgHOPas30BoO




* 3aranpHy H000BYy mo3y (Mr/mo0y) Ciim po3minmuTy Ha KilnbKiCTh IPUMOMIB BimmoBigHO
OO0 PeKUMY OO3yBaHHS, 00 OTPUMATH MT/mO3Y.

dibpomianais

3a3BuyYay go3a mpemnapary s OinbirocTi maiieHTiB ctaHOBUTH 300-450 Mr Ha moOy.
[TputioM mpenaparty CJIif IOYUHATH 3 Jo3u 75 Mr 2 pa3u Ha Ao0y (150 mr Ha moly) Ta
MO2ZKHa ITiOBUIIYBAaTH 3aJIe’KHO Bif e(peKTUBHOCTI Ta IIepeHoCcuMocCTi 0o 150 Mr 2 pa3u
Ha mo0y (300 Mr Ha goOy) MPOTSATOM OOHOTO THUXKHS. [lallieHTaM, OIS SKUX JO3YBaHHS
300 Mr Ha 000y HegoCcTaTHLO e(peKTUBHE, JO3y MOKHA MigBUIIUTU [0 225 MT 2 pa3u
Ha noOy (450 mMr Ha goOy). AKmnio HeoOXigHO, 403y MOXKHAa IMiABULIIUTH I1e Yepes
TUKIEHb 10 MakKcuManbHOI - 600 Mr Ha moOy. [loka3iB TOro, 10 3aCTOCyBaHHS ITi€l
mo3u Oyde MaTH OOOAaTKOBY IepeBary, HeMa€e; TaKoXK TaKa 03a Majia ripiry
rmepeHocuMicTh. bepyuu mo yBaru go3o03ajiexkHi mobiuHi peakiiii, 3acToCyBaHHS 003
Buirie 450 Mr Ha moOy He peKoMeHOyeTbCcsi. OCKinbKM nperadajiii BUBOOUTHCS
TOJIOBHMM YMHOM HUPKaMWU, CJIi KOPUT'YBaTHU AO3Y IIpelapaTy HalieHTaMm i3
MOPYLIEHHAM (PyHKIIil HUPOK.

ITauienmu 3 ne4iHKOB0 HedocmamHicmio

II71s1 maIfieHTiB i3 MeYiHKOBOIO HEJOCTATHICTI0O HEOOXiMHOCTI B KOPEKIIil 031 HeMae
(ouB. po3nin «PapMaKOKiHETHKA»).

3acmocysaHHA nauieHmam AimHb020 B8IiKY (8ikoM 8i0 65 pokKis)

[I71g maIlieHTiB MiTHBOTO BiKy Yepe3 mMopylleHHs QYHKIIil HUPOK MOKe OyTH IMOTPiOHUM
3MEeHIIIeHHS O03U nperabdaniny (auB. po3min «OcobGIUBOCTI 3aCTOCYBaHHS»).

itk

Besneka Ta epeKTUBHICTH 3aCTOCyBaHH Npenapaty OrpaHia® gitsam (BikoMm mo 18
POKiB) He Oynu BCTaHOBIEHi. [JocTymnHa goTenep iHdopmallisi HaBeeHa y PO3Mii
«IToGiuHi peakIlii», a TakoXkK y po3ainax «®apMakoguHaMika» i «®apMaKOKiHETUKA»,
OJHaK, CIUpPalYKiCh Ha HUX, HEMOXKJ/IMBO HafdaTH XKOOHUX PEKOMeHaallii 11040
OO3yBaHHS I KaTeropil malji€eHTiB.

Ilepego3yBaHHs

Hamtyacrimmumu BimnMiveHUMY TOOIYHMMU peakllisiMU y pa3i nmepemno3yBaHHS
nperabaniHoM OyJIM COHJIMBICTD, CIIJIYTAaHICTh CBimOMOCTi, 30yI>KEeHHS Ta HEeCIIOKil.



TakoK HagXOOUJIU MOBiHOMJIEHHS IIPO CYOOMU. 3pifKa MOBIIOMIISAIOCA IPO BUIIAOKU
KOMU.

JIikyBaHHS mepeno3yBaHHs IIperabaiiHoOM IIOJISATA€E Y 3arajJbHUX MiATPUMYIOYNX
3axoflax Ta 3a IMoTPedu MOoxKe BKIIIOUATU reMoiaiis.

IToOiuni peakmii

Y kniHiuHiM nporpaMi mocnigxkeHHS nperabaniny #oro orpuManu nmoHang 8900
namieHTiB, 3 HuX 5600 - y4aCHUKU MOABIMHUX CIIINUX I/1a1ie00-KOHTPOJIbOBAHUX
mociimkeHb. HallyacTiliiMu 3apeeCcTpOBaHUMU ITOOIYHUMU peaklliaMu Oymu
3arraMOpOYeHHS Ta COHNMUBICTh. [100iYHiI peakilil 3a3Buyain Oynau J1erkoro ado
IIOMIPHOTO CTyIeHs. B yCiX KOHTPOJIbOBAHUX OOCIIIAXKEHHAX IIOKa3HUK BiIMIHUA
Impernapary yepe3 nobiuHi peakirili ctaHoBuUB 12 % cepeq mallieHTiB, sIKi mpuiMasimu
nperabainid, Ta 5 % cepepq mallieHTiB, AKi oTpuMyBanu mnnamnebo. Havacrimmmu
MOOIYHUMM peakllisiMu, 10 MPU3BOANIN [0 MPUIIMHEHHS 3aCTOCYBaHHS ITperapary, B
rpymni nperabaniny Oynu 3alaMOPOYEHHS Ta COHJIUBICTb.

[ToGiuHi peakilil momaHo 3a KjlacaMM Ta YaCTOTOIO: AyzKe YacTo (=1/10); gacTto (Bifg
=1/100 go < 1/10); HeyacTo (Big =1/1000 mo <1/100); pigko (Big =1/10000 go
<1/1000); oyxe pigko (<1/10000); wacToTa HeBigoMa (HEMOXKJIMBO OIIIHUTH 3a
HasIiBHUMU JaHUMH).

Y KOXHil TpyIIi 3a 4aCTOTOIO BUHUKHEHHS IM00iYHI e(peKTH IIpecTaBIeHO B IOPSOKY
3HUKEHHS CTYIIEeHs 1XHbOl CEPHO3HOCTI.

3a3Ha4veHi D00OiIYHI peakilil TaKOXK MOXKYTh OyTU IIOB’si3aHi 3 mepebiroMm OCHOBHOTO
3axXBOPIOBaHHSA Ta/ab0 CynyTHIM 3aCTOCYBaHHSM iHIIUX JIIKapPCHKUX 3acCO0iB.

[Tig yac nmiKyBaHHSI HEBPOIIATUYHOTO OOJII0 IIEHTPAIbHOI'O ITOXOIKEeHHSI BHACIIiTOK
VHIKOOXKEHHS CIIMHHOTO0 MO3KY YaCcTOTa BUHUKHEHHS MOOIYHUX peaklliii 3arajiom,
nmobiuHux peakiiiii 3 60Ky LIHC Ta 0co611BO COHMMBOCTI Oyia IIigBUIIEHOIO (IUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»).

IomaTkoBi mo6iuHi peakxiiil, Ipo sIKi MOBimOMIISIIIOCS MiCJIg BUXOMAY ITpemnaparTy Ha
PHUHOK, HaBeeHi HuXK4e U I03HaYeHi KypCHUBOM.

Tabnuisa 2



Krnac cuctemu oprasis

[ToGiuHi peakiril Ha
mmpemnapaT

Indexkiii Ta iHBa3il

YJacTo

Ha3zodapunrit

3 60Ky cucTeMHu KpOoBi Ta JliMpaTUUYHOI CUCTEMU

Heuacto HeuTponenisa

3 60Ky iMyHHOI cucTeMHu

Heuacto lnmepuyyTnuBiCTh
AHTiOHEBPOTUYHUM HAOPSK,

Pigko ajiepriyHa peakiiis,

aHa(dinakTOIgHI peaxiil

[TopymieHHsT 00MiHYy pe4oBUH, MeTab0/Ii3My

YJacTo

[TigBuIIIeHUN alleTUT

HeuacTo

Brpara anetury,
rimoruikemis

3 OOKYy IICUXiKHU

YJacTo

Euidopuunuii HacTpin,
CILJIyTaHICTh CBIJOMOCTI,
OPAaTiBJIKUBICTh, 3HUXKEHHSA
nmibimo, me3opieHTalli,
0e3COoOHHS

HeuacTto

TlamronmHalil, madivyygi
aTaku, 30yIKeHHS,
HECIIOKi#, Jenpecis,
IIPpUTHIYeHUU HacTpiu,
HigJHEeCEeHWUN HaCTpiH,
arpecisi, 3MiHU HaCTpPOIO,
oemnepcoHari3allis,
yTPyYOHEeHUuu nobip CIiiB,
IIaTOJIOTIYHI CHOBUIOIHHSI,
IMOCHUJIeHHS JTibimo,
aHOprasMmis, arnarTis

Pinko

Po3raneMoByBaHHSA

3 60Ky HEPBOBOI CUCTEMHU

Ilyxe 4yacTo

3armaMoOpOYeHH,
COHJIUBICTD, TOJIOBHUU OiNlb




ATaxkcisg, IopyILIeHHS
KOOpOHWHAIlil, TPEMOP,
Ou3apTpisi, DOTiplIIeHHS
rmam’siTi, IOPyIlIeHHs yBary,
Yacto o
rapecresil, ceqaTUBHUU
edeKT, mopyIllIeHH
piBHOBAru, jIieTapris,

aMHe3idq, rirmecresisa

BTtpaTa cBimomocTi,
CHUHKOIIE, CTYIIOp,
MIiOKJIOHIiSI, ICUXOMOTOPHA
rinepakTUBHICTD, areB3is,
OUCKiHe3id, IOoCTypaJjlbHe
3allaMOpPOYEeHHH,
IHTEHILIINHUY TPEMOD,
HicTarMm, nopylieHHs
HeugacTto KOTHITUBHUX (PYHKIIIH,
po3J1agu MOBJIEHHS,
rimopednekcis,
rimepecresis, BiUyTTs
MMeYiHHS, HaBKOJIOPOTOBa
rnapecresis, MiOKJIOHYC,
MIOPYILEeHHS IICUXIKHU,
3arajibHe He3[OyXKaHHSA,
anaris

'imokiHe3is, mapocMmis,
oucrpadisi, 3a1exKHIiCTb,
MaHiaKaJlbHi peakiiil,
MO304YKOBUMN CUHOPOM,
CUHOPOM 3y06YacToro
KOJieca, KoMa, OeJlipiu,
eHIedanonaris,

Pinxo eKCTpalipaMigHum
CUHIOPOM, CUHOPOM
l'iiena-bappe,
IHTpakKpaHialbHa
rinepTeH3isi, MaHiaKaJlbHI
peaxilii, mapaHoOIigHi peakiiii,
po3Jiany CHY, rinanresid,
CymoMU




3 60Ky opraHiB 30py

YacTo

HediTKicTh 30py, OUIIIIONIA,
KOH IOHKTUBIT

HeuacTo

[Topy1ieHHS 30PpYy, HAOPSK
oueH, medeKT monsa 30py,
MOTipIIEeHHS TOCTPOTH 30pY,
0iflb B o4Yax, aCTeHOoIIis,
CyXIiCTbh O4YeH, ITOCUJIeHa
CIIb0O30TeYa, MOPYIIEeHHS
akoMmopaitiii, 6iedapur,
KPOBOBUJIMB B OUHE SI0JIYKO,
CBITJIOUYTJIUBICTH, HAOPSK
CiTKiBKH, (pOTOIICisI, BTpaTa
nepudepuyHOro 30Dy,
Mogpa3HEeHHS o4eu

Pioko

BTrpara 30py, KepaTur,
OCILTUJIOIICisA, 3MiHa 30pOBOI'0
CIPUUHATTS TTTUOWHHU,
Migpia3, cTpabi3m,
sICKpaBICTh 30py,
aHI30KOpisi, BUPA3KU
POTiBKHU, €eK30(TalIbM,
rmapasidy O4YHOro M’si3a, ipur,
KepaTOKOH IOHKTUBIT, Mi03,
HiYHa CJIIIIOoTa,
o(pranemomnerisa, atpodis
30POBOT'0 HEPBA, HAOPSIK
O1CKa 30pOBOI'0 HEPBA,
IITO3, YBEIT

3 00Ky OopraHiB CIIyXy Ta BecC

TUOYJIIPHOTO anaparTy

YacTo

Bepturo

Heuacto

lNnepaky3sisa

3 OoKy cepus




HeuacTto

Taxikapmis,
aTPiOBEHTPUKYJISIPHA
0J10Ka[a MmepIoro CTYIeHs,
CUHYCOBa Opagukapmis,
3acCTiliHa cepiieBa
HeOoCTaTHICTh

Pigko

CuHycoBa Taxikapmis,
CHHYCOBa apUTMis,
IIomoBXKeHHd iHTepBany QT

CynouHHI po3nagu

HeuacTo

[Tpunnusu, rapsadi
MIPUILJIMBYU, apTepialbHa
rinoTeH3is, apTepiajibHa
rinepTeH3sis, BiO4yTTs
XOJIOOY V KiHITiBKax

3 OOKy muxanabHOI CUCTEMH, OPTraHiB rPyOHOI KIIiTKY Ta

cepenoCTiHHA

YJacTo

dapuHTOTapUHTeaTbHUMN
Oine

Heuacto

3aguinKka, CyXiCTh CIIM30BO1
HOCa, HOCOBa KPOBOTEYa,
Kallleslb, 3aKJIafleHIiCTh HOoCa,
XPOIIiHHS, PUHIT

Pigko

HaOpsk neresb, CTUCHEHHS
y TOpJIi, ITapUuHTOCIIa3M,
aIltHoe, aTeJleKTas,
OpoHXioJtiT, TMKaBKa, Giopo3
JIETEeHiB, IO3iXaHHI

3 60Ky IITYHKOBO-KHUIIIKOBOT'O TPAKTY

YJacTo

bnoBaHHSA, HyOOTa, CyXiCTh
Yy POTi, 3a110p, METEOPU3M,
raCTPOEHTEPUT, 3AYTTH
KUBOTa, giapes




HeuacTo

l'acTtpoe3odareanbHa
pedTroKCcHa XBopo0Oa,
HagMipHe CIMHOBUOIIIEHHS,
opaJibHa rimecTe3sis,
XOJIELIUCTHUT, XOJIeJiTias,
KOJIIT, IIIJTYyHKOBO-KUIIIKOBI
KPOBOTEUi, MeJIeHa,
peKTalbHa KpoBOTeYa

Pigko

AciuT, maHKpeaTur,
oucdaris, apTo3HUNU
CTOMATUT, BUpa3Ka
CTPaBOXOAY, IepiogOHTalIbHI
abcrecu, HaOPSK sA3UKa

I'enaTo6iniapHi MoOpyIIeHH

[TigBunieHul piBeHb
MMeYiHKOBUX (pepMEeHTiB
(30inbIlIEHHS PiBHS

HewgacTo ajlaHiHaMiHOTpaHCcepas3u
(AJIT) Ta
acrapratamMiHoTpaHcdepa3u
(ACT))

Pigko 2KoBTsHUIISA

. [TeuyiHKOBa HEOOCTATHICTB,

HyXe pigKo

rernaTtur

3 OOKy LIKipHU Ta MiAMKipHOI TKAHUHU

Yacto [TponexHi
[Tany1b03HE BUCHUIIaHHS,
rimeprigpos, ajormneris,
CYXICTb IIIKipH, eK3eMa,
HeuacTto

ripcyTu3sMm, BUPa3KHU IIKipH,
BE3UKYJI00yJIbO3HUM BUCHII,
cBepOixkK, KpOnuB’THKA




Pigko

XOJIOOHUH IIiT,
ekchoJriaTUBHUM OEepMaTuT,
JTiXeHOIOHUY OepMaTHur,
MeJIaHO3, PO3JIadH HIrTiB,
neTexiaabHUN BUCHUII,
nyprypa, nyCTyJIapHUNA
BUCHI, aTpodis IIKipH,
HEKpO3 LIKipH, WIKipHi Ta
OiIIKIPHI BY3JIUKHY,
cuHapoMm CTiBeHCa-
II>KOHCOHa

3 OOKY OIIOPHO-PYXOBOI CUCT

€MU Ta CIOJIyYHOl TKaHWHU

CymoMmu M’s13iB, apTpanris,
0ine y cnuHi, 6inb y

Yacto N ) s
KiHITIBKax, Cla3Mu M’s3iB
i
[TocinyBaHHS M’A3iB,
HaOpsK cyrno0biB, Mianrisg,

HeugacTo L. , . .
purigHicTh M’s13iB, OiNb ¥
11

Pigko Pabmomionis

3 OOKy Ce4OBUMiJIbLHOI CHUCTE

MH

HeuacTo

HeTpumaHH4 ceui, ou3ypis,
anbOyMiHypis, reMaTypis,
YTBOPEHHS KaMeHiB y
HUPKax, HeQpUT

Pigko

HupkoBa HEOOCTaTHICTS,
OJIirypisi, TOCTpa HUPKOBa
HeJOCTaTHICTD,
TJI0OMepPYyJIOHEe()PHUT,
nmienoHePpuUT, 3aTPUMKa
CEe4YOBUNYCKaHHA

Po3nany penpoayKTUBHOL
CHUCTEMH Ta MOJIOYHUX
3aJ103

YacTo

EpekTunbHa OUCHYHKITISA,

IMIIOTEeHIIis




HeuacTo

3aTpuMKa esaKyIIAIlil,
CeKcyaJibHa JUCPYHKITiS,
JIleKopesi, MeHoparis,
MeTpoparis, fTucMeHopes,
0inb y MOJIOYHUX 3aJ103ax

Pigko

AMeHOpes:, BUOUIEHHS 3
MOJIOYHUX 3aJ103,
301IBIIEHHSI MOJIOYHUX
3aJ103, IepBilUT, OalaHiT,
emiguouMiT, TIHeKOMacCTisd

3arasnbHi po3nagu Ta
peakxiiil B MicIli BBeIeHHS

YJacTo

[TopyiieHHA X0OU, BiOUyTTH
CI’sTHIHHSI, HigBUIIIeHa
BTOMIJIIOBAHICTB,
nepudepuydHi HabPSAKH,
HaOpPsIKU, He3BUYHI
BIOYyTTA, NagiHHA

HeuacTo

CKkyTiCcTh y IpyOsax,
3arajbHa ciIabKicTh, cIIpara,
0inb, HE3My2KaHHS, 03HO0,
abcriec, peakirii
doTOUyTIMBOCTI,
reHepasi3oBaHUM HaOPSK,
HaOpsK oOnuy4s, xkap,
3arajieHHs XKW POBOi
TKaHUHU

Pigko

['panynpOMa, yMUCHE
3aNOOisTHHS IIKOOH,
3a04yepeBUHHUM (iOPO3,
10K

HocnigzkeHHSA

YacTo

30i/IbIIIeHHA MacCH Tijia




Heuacto

[TigBUIlIeHHS PiBHA
KpeaTuHpocPoKiHa3u y
KPOBIi, 3MEHIIIeHHS KiJIbKOCTi
TPOMOOIINTIB, MigBUINEHHS
PIBHSA T'JIIOKO3U y KPOBI,
3MEHIIIEHHS BMICTY KaJlilo y
KPOBIi, 3HUXKEHHS MacH Tia,
MigBUIIIEHHS PiBHSA
KpeaTUHIHY Yy KPOBi

Pigko

3MeHIlIeHHs PiBHSA
JIEUKOLIUTIB Y KPOBI




Y pmesikux mali€eHTiB CIOCTepirajanucs CUMITOMHU BiAMIHM HIC/IS IPUIIMHEHHSI KOPOTKO-
ab0 mOBroCTPOKOBOTO JIiIKyBaHHS ITperabaninoM. [ToBimoMIIsgmocs mpo Taki sSBUIlA:
0e3COoHHS, TOJIOBHUM 0inb, Hy[I0Ta, TPUBOXKHICTD, Hiapes, TPUIIONONIOHNUY CUHOPOM,
CyooMu, HEPBO3HICTb, mempecis, 0iyb, Trinmeprigpos i 3amaMopodYeHHs, SKi BKa3ylTh Ha
(disnuny 3amexkHicTh. Lo iH(popMaIlio CiIif MOBiZOMUTH IALIEHTY IIepeq M04YaTKOM
JIIKyBaHHS.

CTOCOBHO IIPUIIMHEHHS TOBTOCTPOKOBOTO JIiIKyBaHHS ITperabaliHoM [aHi BKa3ylOTh Ha
Te, III0 YacTOTa Ta TAXKKICTh CUMITOMIB BigMiHU MOXKYTb OyTH 00303aJIE?KHUMMU.

Hitu. ITpodins 6e3neku nperabdaniHy, BCTAHOBIEHUM Y MIPOIECi II'ITU OOCHiIXKEHb,
IIPOBENEeHUX 3a YYacCTIO [TefiaTPUYHUX [IAlli€HTIB 13 napriaJlbHUMU CYLOMHUMU
HallaJgaMu 3 BTOPUHHOIO reHepasisailliero abo 6e3 Heil (12-TuKHeBe OOCITigXKeHHSs
edekTUBHOCTI Ta 6e3MeKu y MallieHTiB BikoM Bif 4 mo 16 pokiB, n=295; 14-neHHe
mocitimkeHHsT e(peKTUBHOCTI Ta 0e3meKHu y HmallieHTiB BikoM Big 1 micsiist mo 4 PoKiB,
n=175; pocnigxeHHsa PapMaKOKIHETUKHU Ta IIEPEHOCUMOCTI IpenaparTy, n=65 Ta gBa
BiIKPUTUX OOCHIAXKEeHHSA O0e3neKu TpuBaiicTio 1 pik, n=54 ta n=431), OyB nogioHu#1
oo npodinio, SKUK CIIOCTEPIraBCs B OOCIIAXKEHHIX ¥ JOPOCJINX IAlliEHTIB 3
erinenciero. HaumomupeHimuMy o6ivHuMU SIBUILIAMHU, III0 CIOCTepiramucek y 12-
TUKHEBOMY [IOCJIigXKeHHi Teparrii mperabaninoMm, Oy/Iu COHJIUBICTD, MipeKcis, iHdeKIril
BEPXHiX OUXaJIbHUX HIISAXIB, MigBUINEHHS alleTUTY, 30iIbIIIeHHS MacCH Tifla Ta
Ha30(apuHTIT.

HaunomupeHimuMy no0iYHUMY peakIilisiMH, 10 CIoCcTepiraaucsk y 14-geHHOMY
OOCIiXKeHHi TiKkyBaHHS nperabasiHnoM OyJiu COHJIMBICTD, iH(MEKIIl BEpXHiX AMXaJIbHUX
IIJISXiB Ta IMipekcis (auB. po3minu «®PapmMakoguHaMika», «PapMaKOKiHETHKa» Ta
«Crmocib 3acToCyBaHHS Ta JO3U»).

[ToBimoMiieHHS PO Mimo3proBaHi Mo0iuHi peaxkiiii. [ToBimoMIIeHHS PO Migo3pioBaHi
nmoOiuHi peakiril Imicyisg peecTpaliil TiKapchKoro 3acoby € BaxknuBuUMHU. Lle mae 3mory
3miicHIOBaTU Oe3IepepBHUM MOHITOPUHT CHiBBITHOIIIEHHS KOPUCTI Ta PU3UKY IIPU
3aCTOCYBaHHIi TiKapChKOTo 3aco0y.

TepMiH npHIaTHOCTI

2 POKH.

He 3acTocoByBaTu npenapar IIiCJigd 3aKiHUYeHHs TepMiHY IIPUOaTHOCTI, 3a3Ha4Y€HOI'0
Ha yIaKOBIIj.



VYMmoBHu 30epiranHs

36epiraTtu B opuriHambHiM yIIaKOBIli IIpU TeMIlepaTypi He Buiie 25 oC.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.
YnakoBka

[To 7 karmicyn y 6icTepi; mo 2 6icTepu y mayiii.
KaTeropis Bignycky

3a peLenTomMm.

BupooHHK

AT «DapMak».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHs
IistIbHOCTI

Ykpaina, 04080, m. Kuis, Byn. Kupumisceka, 74.
[Ixkepesto iHCTPYKITil

[HCTpyKIIifo TiKapChKOTro 3aco0y B3aTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY
JIiIKapChKHX 3ac00iB YKpalHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

