3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHU
310pOB’st YKpaiHu

05.09.2024 Ne 1543
PeecTpaniiine mocBigueHHst
Ne UA/14764/01/01
Ne UA/14764/01/02
Ne UA/14764/01/03
Ne UA/14764/01/03
IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y
T'ABAHA®
(GABANA)

Cknao:

diloya peuoguna: peradaiH;

1 xancyna mictute 50 mr, 75 mr, 150 mr a6o 300 mr mperabarniHy y nepepaxyHKy Ha CyXy
PEUOBUHY;

OONOMINCHI peyosunu: TAKTO3a, MOHOTIPAT; KPOXMaJlb MPEKEIATHHI30BAHUH; TaJbK;

000sI0HKa Karcyiu: xenatuH, tTutany giokcuna (E 171), marenroBanuit cuniit (E 133) — aus
nosyBanHs 50 mr; xenatul, Tutany niokeun (E 171) — s no3yBaHHs 75 MT; jKelIaTHH, TUTAHY
niokeun (E 171), monco 4R (E 124), marenroBanwuii cuniii (E 131), niamanToBuii yopuuti (E 151)
— s jo3yBaHHs 150 Mmr; xenaTuH, KaHIypuH cpiOHM (amomocuiikat kanito E 555, turany
niokeun E 171), niamanroswuii cuniit (E 133) — s nozyBanns 300 mr.

Jlikapcbka gopma. Kancymnu.

OcHosHi i3uKo-XiMIiuHI 61ACMUBOCMI:

- Karcynu 1o 50 Mr: TBep/i KeJaTHHOBI Kalcylld HOMEPOM «2», KOPITYC 1 KpUIIKa OJaKUTHOTO
KOJIbOPY; BMICT KaIlCyJId — MOPOLIOK O1710T0 YU Maiike O1J10ro KoJIbopy;

- KallCyJIu 1Mo 75 MI: TBepAl JKeJaTHHOBI KaIlCyad 3 OUTUM HENpOo30pHUM KOPIYcoM Ta O11010
KPHIIIKOIO; BMICT KaICyJIH — IOPOIIOK OLJIOr0 YU Maifke 061J10r0 KOJIbopy;

- Karcyau 1o 150 Mr: TBep/i KeJaTUHOBI Karcyiau 3 OLIMM HENpO30pUM KOPITYyCOM Ta CHHBOIO
KPHIIIKOIO; BMICT KaICyJIM — IOPOIIOK OLJIOT0 Yu Maifke 061J10T0 KOJIbopy;

- karcyan mno 300 wmr: TBepai JKeTaTMHOBI Kamncyiu HomepoM «0», Kopmyc 1 KpuIIKa
NepJaMyTpPOBO-0JIAKUTHOTO KOJIBbOPY; BMICT KalCydd — IOPOLIOK OULIOro 4M Maibke O110r0
KOJIBODY.

dapmakoTepaneBTHYHA Trpyna. AHaJIbIeTUKHU. [HII AaHAJIreTHMKHM Ta aAHTUIIPETUKH.
["aGanenTtunoigu. [Iperabanin. Kog ATX N02B FO2.

Dapmakonoziuni enacmueocmi.

Dapmaxoounamixa.

Jlirtoua pedoBnHa — mperabaiidH, MO € aHAJIOrOM TraMMa-aMiHOMacisHOI kuciotu [(S)-3-
(aMiHOMETHIT)-5-MeTHIITeKCaHOBA KUCIIOTA].

Mexani3m mii

[Iperabanin 3B’S3y€Thcsl 3 JOMOMIKHOIO CYOOIMHHICIO (02—0 OLIOK) MOTEHIia3aleKHIX
KaJIBIIIEBUX KaHATIB y IeHTpaibHii HepBoBii cuctemi (LTHC).

Kriniuna eexTuBHICTH i Oe3meka

Hetiponamuunuii 6inv




[Tlim wac pocmimkeHb Oylia MPOAEMOHCTPOBAaHAa €(PEKTUBHICTH JIKAPCHKOTO 3aco0y st
JTIKyBaHHS J1a0eTUYHOI HEHPOIaTii, MOCTTepIEeTHYHOI HEBPANTIi Ta YPaKeHHsI CIIMHHOTO MO3KY.
EdexTuBHICTB JiKapchbKOro 3aco0y MpH IHIIMX BHIAX HEHPOMAaTHIHOTO OO0 HE BUBYAIIH.
[Tperabanin BuByasiv B XoAi 10 KOHTPONbOBAaHMX KIIHIYHUX IOCTIKEHb TPUBAIICTIO 70 13
TH)KHIB 3 PEXKHUMOM J03yBaHHS JIIKAPCHKOro 3acoly IBidi Ha 00y Ta B XOAl JTOCIiIKEHb
TPUBAJICTIO 10 8§ THXKHIB 3 PEKMMOM J03yBaHHS Tpuyi Ha 100y. 3araigom mpodini Oe3neku Ta
e(hEeKTUBHOCTI IS pEXKUMIB JI03YBaHHS JIBi4i 1 TpUYl Ha 100y OyJIH MOAIOHIMHU.

Y Xxoml KIHIYHMX JOCHIIPKCHb TPUBANICTIO 10 12 THXKHIB, B SKHUX JIKapChbKUW 3aci0
3aCTOCOBYBAJIH JJISl JIIKYBAaHHS HEHPOMATUYHOTO OO0, 3MEHIIEHHS 000 mepudepuyHoro ta
[EHTPAJILHOTO TOXOKEHHS CHOCTEPIrajocs Micis MEpIIOoro THXKHSA Ta 30epirajgocs MpOTATroM
YCBOTO MEPioy JIKYBaHHS.

VY X0Jll KOHTPOJIBOBAHUX KJIIHIYHMX JOCIIKEHb 3 BUBYCHHS Nepu(pepuyHOro HeHponaTuyHOIro
6omio y 35 % mailieHTiB, SIKi 3aCTOCOBYBaJIU Nperabaiid, Ta y 18 % maiieHTiB, sIKi OTpUMYBaIH
ianebo, cnocrepiranocs nokpamanis Ha 50 % 3a mkanoro ouinku 6omo. Cepes Mami€enTiB, y
SKMX HEe BHHMKAJa COHJIMBICTh, TaKe IMOKpallaHHa crocrtepirasocs y 33 % mnarieHTiB, sKi
3aCTOCOBYBAJIM Tmperadanid, Ta y 18 % mamienTis i3 rpynu rrane6o. Cepes maiieHTIB, y SIKUX
BHUHUKAaJla COHJIMBICTh, YaCTKa MAlli€HTIB, SKi BIAMOBUIM Ha Tepamito, ctaHoBWia 48 % y rpymi
nperabaiiny ta 16 % y rpymi miane6o.

Y Xomi KOHTPOJIHOBAHOTO KIIIHIYHOTO JIOCTI/DKCHHS 3 BHUBYCHHS HEUPONATHYHOTO OO0
[EHTPAJIILHOTO TOXO/UKEHHSI y 22 % maIi€eHTiB, SKi 3aCTOCOBYBaJM mperadanid, ta y 7 %
MAIiEATIB, K1 OTPUMYBAJH IIare0o, crocrepiranocs mokpamanas Ha 50 % 3a mIKkaaor OMiHKU
6o0.

Eninencia

Honatkoge sikyBanHs. [Iperabanin BUBYaIM B XOJi 3 KOHTPOJIbOBAHUX KJITHIYHUX JIOCIIIKCHb
TPUBATICTIO 12 TIXKHIB 3 peXUMOM JIO3yBaHHsS IBidi abo Tpwui Ha m00y. 3aramom mpodii
Oe3nexu Ta epeKTUBHOCTI JJIsl peXKUMIB JJO3YBaHHS JBivi 1 TpUYi HA 100y OyiH MOXiOHIMH.
3MEHIICHHS YaCTOTH CYIOMHHX HaIa/IiB CIIOCTEPIrasocs BXKe Ha MEePIIOMY THKHI.

Hitu. EdextuBHicTh Ta 6e3neka nperadaiiHy sSK AOMOMDKHOIO 3aco0y MpH emiiencii ans aitei
BIKOM 110 12 poKiB Ta I MiJUIITKIB He BcTaHOBJEHI. [100iuHI peakiii, 0 crocTepiraiucs B
JIOCTIIPKeHHI 3 BUBYEHHsSI (DapMaKOKIHETUKUA Ta MEPEHOCHUMOCTI, 10 SKOro Oyl BKIIIOYEHI
NaieHTH BIKOM BiA 3 MicsuiB a0 16 pokiB (n = 65) 3 mapuiadbHUMHM CyJOMHMMHM Hamajiamu,
Oynu momiOHI 0 TOOIUHMX peakiiil y gopociux. Pesymprat 12-THkHEBOTO IIaredo-
KOHTPOJIbOBAHOTO JOCIIKEHHS 3a ydacTio 295 nmiteil BikoM Big 4 10 16 pokiB Ta 14-geHHOrO
1a11e060-KOHTPOJILOBAHOT O JOCIIDKEHHS 3a y4yacTio 175 miteid BikoM Bia 1 Micsng 10 MmeHe 4
POKiB, METOIO SKHX Oyia OIliHKa e(h)eKTUBHOCTI Ta Oe3MeKu mperadaiiHy sK J0JaTKOBOI Teparii
napuiajJbHUX CyJIOMHHMX HamajiB, a TaKOX JBOX BIIKPUTHX AOCIIKEHb O€3MEeKH TPUBATICTIO 1
pik 3a yuyacTio 54 Ta 431 TUTUHM BIANOBIAHO, BIKOM BiJ 3 MicsAliB 10 16 POKIB 3 emuIEINCIE0
BKa3ylOTh Ha Te, IO Taki MOOIYHI peakiii, K mipekcist Ta 1H(EeKIil BepXHIX TUXaJbHUX IUIAXIB,
y IiTell CIOCTepiraroThCs YacTillle, HXK Yy JOPOCIHX MAIi€HTIB 3 eMiJeNncielo (IuUB. PO3ALIU
«PapmakokiHeTHka», «Croci0 3acTocyBaHHs Ta 103u» 1 «[1061uHI peakiii»).

VY 12-TmxHeBOMY MJane00-KOHTPOJIbOBAHOMY JOCTIIKEHHI JITsAM (BikoM BiJ 4 10 16 pokiB)
npu3Havanu mnperadbamin no 2,5 wr/kr/po0y (Makcumym 150 wmr/moby), mperabaiiH 1o
10 mr/kr/no0y (makcumym 600 wmr/mo0y) abo mmane6o. I[Ipunaitmai 50 % 3MeHIICHHS
napiiiajJbHUX CYJIOMHUX HamadiB, MOPIBHSAHO 3 BUXIAHUM piBHEM, croctepiraimocs y 40,6 %
NAIli€HTIB, AKI OTpUMYBajIM mperadanin y no3i 10 mr/kr Ha noOy (p = 0,0068 mopiBHSIHO 3
wiane6o), 29,1 % mnamieHTis, sSKi OTpUMYyBaJIU nperadaiid y no3i 2,5 mr/kr/nody (p = 0,2600
MOPIBHSIHO 3 1ane6o0), Ta 22,6 % TUxX, XTO OTpUMYBaB I1aLeoo.

VY 14-nennomy miaie60-KOHTPOILOBAHOMY JOCIIKEHHI TITAM (BiKOM Bij 1 micsus 1o meHIe 4
pPOKIB) mpu3Hayanu mperabanin 7 wMr/kr/no0y, mperabanin 14 wmr/kr/mnody abo miane6o.
Menianna m1o60oBa 4acToTa CyZIoM Ha BUXIIHOMY PiBHI Ta Ha 3aKJIOYHOMY BI3UTI CTAaHOBWIJIA
BianoBigHO 4,7 1 3,8 y rpyni 3actocyBaHHs mperabaniny B 1031 7 Mr/kr/no0y, 5,4 1 1,4 y rpyni
3acTocyBaHHA Inperabaiiny B 7031 14 mr/kr/mody Ta 2,9 i 2,3 y rpyni miuane6o. [Iperabanin y
no3i 14 Mr/kr/go0y 3HauHO 3MEHIIYBaB JIOTapU(pMIYHO IMEPETBOPEHY YacTOTy NapliajbHUX




CYyJIOMHHX HamajiB mopiBHSAHO 3 mianebo (p = 0,0223); mperabanin y 031 7 Mr/kr/mody He
MIPOJIEMOHCTPYBAB MOKPAIICHHS MOPIBHIHO 3 TU1are0o.

Y 12-TmxkHEeBOMYy 1UIane00-KOHTPOJIBLOBAHOMY JIOCTIIPKCHHI TAIlIEHTIB 13 TEPBUHHUMU
redepanizoBanumMu ToHiko-kiIoHIYHMMH ([IT'TK) Hamagamu 219 mamieHTam BikoM Bif 5 10 65
POKiB (3 HUX 66 0ci0 BikOoM Bija 5 10 16 pokiB) OyJiio mpu3HaYeHO MperadaliiH y 1031 5 Mr/Kr/mody
(makcumym 300 wmr/mo0y) abo 10 wmr/kr/mo0y (makcumym 600 wmr/moOy) uyum 1utanebo sk
nornoMixHy Teparito. [Ipunaiimui 50 % 3menmenns yacrotu [II'TK nHananis croctepiranocs y
41,3 %, 38,9 % Ta 41,7 % nmnariendriB, sKi OTpUMYyBAIW TperadalliH y 1031 5 Mr/Kr/mo0y,
nperabanin y 1031 10 Mr/kr/mo0y Ta mianedo BiAMOBiIHO.

Momnorepartis (y Nalli€HTIB 3 YIEPIe IiarHOCTOBAaHUM 3aXBOproBaHHsAM). [Iperabaiiin BUBUaIN B
X0/l OJJHOTO KOHTPOJILOBAHOTO KIIIHIYHOTO JIOCIHIKEHHS TPUBAIICTIO 56 THXKHIB 3 PEKUMOM
no3yBaHHs ABiui Ha 100y. Ilpm 3acrocyBanHi mperabaniHy He OysI0 JOCSITHYTO OJHAKOBOTO
piBHS e(EKTUBHOCTI MOPIBHAHO 13 3aCTOCYBAHHSM JIAMOTPHKUHY, 3T1HO 3 OIIHKOIO uepe3 6
MICSIIIB KiHIIEBOI TOYKU — BIJICYTHOCTI CyAOMHUX HamamiB. [IperabaiiH 1 JaMOTpHIDKUH Oyau
OJIHaKOBO 0€3MEUYHUMHU Ta J0OPE MEPEHOCUIIHCS.

T'enepanizosanuti mpusodicHuil po3nao

[Iperabanin BUBYaIM B X041 6 KOHTPOJBOBAHUX JOCIHIKEHb TPUBAIICTIO 4—6 THXKHIB, OJTHOTO
JOCIIJKEHHSI TPUBATICTIO § TIKHIB 32 y4acTIO MAIiEHTIB JITHHOTO BiKY Ta OJHOTO TPHUBAJIOTrO
JOCIIJIKCHHS 3 BUBYCHHS MPODITAKTHKH PEUANBY 3 MOABIHHOIO CIIMOI0 (a30r0 MpodiIakTHKN
PEIUANBY TPUBAIICTIO 6 MiCSIIIB.

3MEHILIEHHS! CHUMITOMIB T€HEepaai30BaHOTO TPHUBOKHOTO pO37aay BIAMOBIAHO [0 IIKAJIU
I"aminbpTOHa 115 omiHKK TpuBOXkHOCTI (HAM-A) cioctepiraiocs Bxe Ha 1 THXKHI.

VY X0l KOHTPOJIbOBAHMX KIHIYHUX JOCHIIKEHb (TpUBAIICTIO 4—8 TWXHIB) y 52 % Malli€eHTiB, fKi
3aCTOCOBYBaIM Tiperadaiin, Ta y 38 % MalieHTiB 3 TPy 1Uianedo CriocTepiraaocsi MOKPAIeHHS He
MeHIe Hik Ha 50 % 3a 3arabHOI0 KUTBKICTIO OartiB 3a mkainoro HAM-A Bix mo4aTkoBOro piBHS J10
KIHIIEBOT TOUKH.

[Tin yac KOHTPOJBLOBAHMUX JOCIIKEHb HEUITKICTh 30pY YACTIIIe CriocTepiraiacs y MAalli€HTIB, sKi
3aCTOCOBYBaIM Iperabaiid, HDK Yy MAllleHTIB, SKI OTpUMYBaH IUianedo. Y OUIBIIOCTI BUMAKIB 1€
SIBUIIE 3HUKAJIO MPU MPOJOBKEHHI Teparii. OdrambpMosoriune 00CTeKeHHs! (BKIIOYAI0UH MIEPEBIPKY
TOCTPOTH 30Dy, (OpMabHY IEpPEeBipKy MOJSA 30py Ta JOCTIIKEHHS OYHOTO JHA IPU PO3MIUPEHIH
31HUIII) Y paMKax KOHTPOJIbOBAHMX KJIIHIYHHMX JOCTIPKEHb BUKOHYBaJIOCs y MoHaz 3600 marfieHTiB.
Cepen uX MalieHTIB TOCTPOTA 30py Horipimiacs y 6,5 % naiieHTiB y rpyii nperadaniny Ta 'y 4,8 %
NAIEHTIB y Tpymi Iane6o. 3MiHU Mos 30py BHsABIEHO y 12,4 % maiieHTIiB, sIKi 3aCTOCOBYBAIM
nperabaniy, Ta'y 11,7 % namuieHTiB i3 rpynu miare6o. 3MiHM OYHOTO JTHA BUsiBIIEH] y 1,7 % naiieHTiB,
K1 OTPUMYBaJIH Iperadaniy, Ta y 2,1 % nauieHTiB rpynH mianeoo.

Dibpomianeis

EdextuBHicTh nperadaiiny Oyjia BCTaHOBJIEHA B OAHOMY 14-TH)KHEBOMY IOJIBITHOMY CIIIIOMY
1a11e00-KOHTPOJILOBAHOMY MYJIBTULEHTPOBOMY JOCHIUKEHHI Ta B OJHOMY 6-THXKHEBOMY
pPaHIOMiI30BaHOMY JOCIHIDKEHHI BIAMIHM. Y 11 JOCTIDKEHHS 3aJIydajiics Malie€HTH 3 J11arHO30M
«(pibpomianrisi» Ha OCHOBI KpUTEpiiB AMEPHUKAHCHKOTO KOJEIKY PEeBMATOJOrIi (MOMIMpEeHUit
Ou1b mpoTAroM 3 MicAliB B aHaMHe31 Ta Oinb, HagBHUM B 11 abo Ounbmie 3 18 cnenudiyHux
0071b0BUX TOYOK). JlOCHIJDKEHHS NPOAEMOHCTPYBAIM 3HMKEHHS OO0 3a Bi3yaJbHOIO
aHayoroBoro mkanor. [lokpalieHHsS T0JaTKOBO OY/IO MHPOAEMOHCTPOBAHO 3a 3arajlbHOIO
OLIIHKOIO Talli€eHTa Ta 3a OMUTYBaHHAM I110/10 BILUTUBY (iOpomianrii.

Jitu. Byno nposezeHe miane60-KOHTPOIbOBAHE JOCIIHKEHHS TPUBAIICTIO 15 THXHIB 3 yuacTio 107
nitedt Bikom 12—-17 pokiB 3 ¢iOpomiairiero, sKi 3aCTOCOBYBaIM Mperadaiid y no3i 75-450 mr Ha
no0y. 3a pe3yinpTaTaMH OIHKH TMEPBUHHOI KIHLIEBOI TOYKH €(QEKTHBHOCTI (3MiHA 3arajibHOi
IHTEHCUBHOCTI 0010 BiJ 06a30BOro piBHS A0 15 THXKHS; po3paxoBaHO 3a jaornomororo 11-OambHoi
IIKAJIU OL[IHIOBaHHS) OYJI0 MPOJEMOHCTPOBAHO YHCEIHHO OLIbIIe MOKPAIEHHS CTaHy MAlli€HTIB, Ki
3aCTOCOBYBAJIM ITperadaiiH, MOPIBHAHO 3 MallleHTaMu, SKi MpuiiMany 1miane6o, ane 1e MOKpaleHHs
HE JIOCATJIO CTaTUCTUYHOI 3HauyIocTi. HalyacTimmmy moO6iYHUME peakiisiMU, SKI CIIOCTEpIranucs
y KJIIHIYHUX JIOCTIKEHHX, OYJIM 3allaMOpOYEHHS, HY/10Ta, TOJIOBHUI O1J1b, 30UIbIIEHHSI MacH Tija
Ta CTOMJTIOBaHICTh. 3arajibHuil npodijb 6e3rneKu y miIiTKiB OyB MOAIOHUM JI0 TAKOTO y JIOPOCIIUX
13 pibpomiarieto.




Dapmaxokinemuxa.

DapMaKOKIHETUYHI TOKa3HUKU TIperadaiiHy y piBHOBOXHOMY cTaHi Oynu momiOHUMH Y
3I0pPOBHX JOOPOBOJBINB, IALIE€HTIB 3 EMIJENCI€l0, $KI 3aCTOCOBYIOTh HPOTHEICNTHYHI
JiKapchKi 3ac00u, Ta Mali€HTIB 3 XPOHIYHUM O0JIeM.

AGcopbiiis

[Iperabamin MBHIKO BCMOKTYEThCS TPH MPHAOMI HATIE 1 JIOCATa€ MaKCUMAIbHOI KOHIICHTpAITii
(Cmax) y mw1a3mi KpoBi mpoTsAroM | TOMMHHU MICIS Pa3oBOr0 Ta 0araTtopa3’oBOrO 3aCTOCYBAHHSL
Po3paxoBana 0i0J0CTYIHICTh MperadaitiHy NpH MEPOpaTEHOMY 3acTOCyBaHHI cTaHOBUTH 90 % i
OubIIIe 1 HE 3aIeKUTH Bi 103u. licis Garatopa3oBoro 3acTocyBaHHS PIBHOBKHHUI CTaH JOCATAETHCS
yepe3 2448 ronu. [1IBuaKicTh BCMOKTYBaHHS IIperadaiiny 3HWKY€EThCS IPH OJHOYACHOMY MpUiioMi
3 DKEI0, 10 MPU3BOIUTH 0 3MEHIIEHHS Cmax prOm3HO Ha 25-30 % 1 IOJOBXKEHHS Yacy JTOCATHEHHS
MaKCHMaJIbHOI KOHIEHTpaIll (tmax) mpuOam3Ho Ha 2,5 romumu. OfHak mOpHiioM mperabamiHy
OJTHOYACHO 3 HKEI0 HEe MaB KITIHIYHO 3HAYYIIIOTO BIUTMBY HA CTYIIHb HOTO aOCOpOITii.

Posnonin

B xomi [MOKMHIYHMX JOCTiKeHb Oyllo TMOKa3aHo, Mo TmperabaiiH MPOHHUKAE Kpi3b
rematoeHredaTiyHuil 6ap’ep y mIypiB, MuIIed Ta MaBIil. [IperabaiiH TakoX IPOHHKAE KPi3b
IUTALIEHTY B IIYPIiB 1 y MOJIOKO HIYpiB y MepioJ JakTalii. Y JIOJUHU YSIBHUA 00’€M pO3MOIiLY
nperadaliny Miclis MepopaTbHOrO 3aCTOCYBaHHS CTAaHOBHTH mpuoOim3Ho 0,56 n/kr. [Iperadaiin
HE 3B’SI3y€ThCA 3 OIKaMU TJIa3MHU KPOBI.

Mertabomizm

Y mromuHM mperalaiiH 3a3HAa€ HE3HAYHOro MeTabomizmy. Ilicms BBeAeHHA [J03M MIUEHOTO
Pai0aKTUBHOIO MITKOIO Tiperadaiiny mpuOmm3Ho 98 % pamioakTWBHOI PEYOBMHH BUBOAWIIOCS 13
Ceuer0 y BUMVIAAI He3MiHeHoro mperadaniny. Yactka N-MeTuIb0BaHOI MOXiqHOI mperabanmiHy —
OCHOBHOTO METabOJITY JIIKapchKOro 3aco0y, 10 BU3Ha4YaBcs B cedi, cranoBuia 0,9 % BBeneHOT 1030.
[Tim yac MOKTHIYHUX JOCTI/DKEHb HE BinOyBasocs parieMisarii S-eHaHTiomepa mperabaiiny B R-
SHaHTIOME.

Busenenns

[Iperabasnin BUBOJUTHCS 13 CHCTEMHOT'O KPOBOOOITY Y HE3MIHEHOMY BHIJISAL MEPEBAKHO 32 PaXYHOK
exckperii Hupkamu. CepenHiii Tepio]] HamiBBUBEAEHHs mperabaiiHy CTaHOBUTH 6,3 TOIUHM.
[Tna3moBHii Ta HUPKOBHUH KJIIPEHC MperadajiHy MpsMO MPOTIOPIIiHHI 10 KIIPEeHCY KpeaTHHIHY (JIUB.
poznin «dapmakokiHeTnka. HupkoBa HEZOCTaTHICTHY).

[TartienTaMm 13 mopymeHHsAM (yHKIIT HUpoK abo MallieHTaM Ha remMojiiali3i HeoOX1JHO KOpUTyBaTH
JIO3U JIIKapChKOro 3aco0y (auB. po3in «Crocid 3aCTOCyBaHHS Ta 1031, Ta0uis 1).
JIiHIHICTh/HENiHIWHICT

®apMaKOKiHETHKa MperadajiiHy € JIHIHHOI JUIsi BChOTO PEKOMEHJIOBAHOTO [iama3oHy J03.
BapiabenbHicTh (apMakOKiHETHKHM IperadajiiHy y Hall€eHTiB € Hu3bkoro (MeHme 20 %).
®apMakoKiHeTHKa 0araTopa3oBHUX J03 € MependadyBaHOIO Ha MiACTaBl JaHUX, OTPUMAaHUX IpU
BBEJICHHI OJIHOPa30BOi [03M. TakuM YHMHOM, HEMae MOTpeOu Yy TIUJIAHOBOMY KOHTPOJIi
KOHIIEHTpaLii mperadaiiny y mia3mi KpoBi.

Cratb

PesynpTatu KIIHIYHUX JOCHIKEHb CBIIYAaTh MPO BIACYTHICTH KIIHIYHO 3HAYYHIOrO BIUIUBY
CTaTl Ha KOHLEHTpaLilo nperadaniny y mia3mi Kposi.

HupkoBa HelocTaTHICT

Knipenc mperabaniny mpsiMo nponopLiitHuii 10 kiipeHcy kpeatuHiHy. Kpim nporo, nperadainin
e(eKTUBHO BHJAANSAEThCS 3 TUIa3MH KPOBI 3a JOMOMOIrOW remojiamizy (micis 4 ToIuH
remMojiani3y KOHLEHTpalis nperadaiiHy y Iutasmi KpoBi 3MeHIIyeThbesl npubnu3Ho Ha 50 %).
OcCKUTbKA BHUBEACHHS HUPKAaMHU € OCHOBHHM IIIJITXOM BHUBEIEHHs TperadajiHy, MamieHTaMm 3
HUPKOBOIO HEJIOCTAaTHICTIO HEOOXIHO 3HIDKYBAaTH 103y MperadaiiHy, a Micis TeMoaiaizy
npuiiMaTH J0JaTKOBY 703y (IuB. po3ain «Crocid 3acTocyBaHHS Ta 103W», Ta0muLs 1).
[TeyiHKOBa HEJIOCTATHICTh

CrienianbHUX TOCTIKEHb (PapMaKOKIHETUKH 3 YY4aCTIO TAIIEHTIB 3 MEYiHKOBOK HEIOCTATHICTIO
He npoBoawid. OCKUTBKY MperadaliiH He 3a3Ha€ 3HAYHOTO METa00J113My Ta BUBOAUTHCS 13 CEULIO
NEPEeBaKHO B HE3MIHEHOMY BUIJISAII, TO MAaJOHMOBIPHO, 1100 MOpPYIIEHHS (PYHKIII MEYIHKU
MOTJIO 3HAYHO BIUIMBATH HA KOHIIEHTPAIIII0 Mperadaliny y mia3mi KpoBi.




iTH
®dapMaKOKIHETHKY MperadaiiHy OIIHIOBAIW Yy MITeH 3 emijenciero (BikoBi rpymu: Bix 1 go 23
MicsIiB, Bix 2 10 6 pokiB, Bigx 7 g0 11 pokiB i Big 12 mo 16 pokiB) mpu 3acTOCyBaHHI /103
2,5 mr/kr/no0y, 5 mr/xr/no0y, 10 mr/kr/mnody ta 15 mr/kr/mody B X0oAi JOCTIKEHHS 3 BUBUCHHS
(dapMakokiHEeTUKH Ta nepeHocuMocTi. Ilicis mepopaiabHOro 3acTOCYBaHHS IperabaiiHy IiTsSM
HaTIIE Imax Y TJ1a3M1 KpOBI OYB y IIJIOMY aHAJIOTIYHUM Y BCIX BIKOBHX I'pyIax i craHoBuB Bif 0,5
TOMMHM JO 2 TOauH michs mnpuidomy.3HauyeHHS Cmax 1 IUIOII TiJ] KPUBOK 3aJIEKHOCTI
koHmeHtpaii Big gacy (AUC) nperabainiHy 3pocTaiy JIIHIHHO 31 30UIBIICHHSAM JIO3U Y KOXKHIN
BiKOBill rpymi. Y gitel 3 macoro Tina 10 30 kr 3HaueHHs AUC Oynu Hmwkunmu Ha 30 %, mo
3YMOBJICHO 301IbIICHHSAM Ha 43 % KIIpPEeHCY, CKOPUTOBAHOTO 32 MAcOI0 TiJia, y WX MAI[i€HTIB
MOPIBHSHO 3 Nali€eHTaMHU 3 Macoro Tina > 30 Kr.
KinneBuii mepioy; HaIiBBUBEIEHHS NperadaliHy CTaHOBHB y CEpPeIHbOMY mpubIu3Ho 3—4
TOJIMHHM Y TITeH BIKOM 710 6 POKiB Ta 4—6 TOIUH y JITEeH BIKOM BiJl 7 POKIB.
VY xoi monyssmiiHOro (hapMaKOKIHETHYHOTO aHaJi3y OyJI0 MOKa3aHo, IO KIIIPEHC KPeaTHHIHY
OyB 3HAUYYyNIOK KOBApIaTOIO IJIs KIIPEHCY NepopaabHOro IperadaliHy, a maca Tiga Oyna
3HAYYIIOI KOBapiaTOI JUIs YSBHOTO O0’€My pO3MOAULY MEpOpajbHOro mperadaiiny, i Ieu
3B 30K OyB aHAJIOTIYHUM Y AITEH 1 JOPOCTUX MAI[IE€HTIB.
®apMaKOKIHETUKY MperadaiiHy y MaIi€HTIB BIKOM J0 3 MicAlliB HE BHMBYAIM (IUB. PO3ALIU
«DapmakoanHamikay, «Croci0 3acTocyBaHHs Ta 103u» Ta «[10614HI peakiii»).
[NarieHTH JITHHOTO BIKY
Kiiperc mperabaiiHy Mae TEHICHIIO O 3MCHIICHHS 3 BIKOM. Take 3MCHIIEHHS KIIPEHCY
nperabajiiny Mpu HOro 3acTOCYBaHHI NEPOPAIBHO Y3TO/DKYETHCS 31 3MEHIIEHHSIM KIIPEHCY
KpeaTHHIHY, OB’ si3aHUM 31 30uIblIeHHSIM Biky. [lamieHtam i3 mopymeHHsSM (QyHKIIT HUPOK,
MOB’SI3aHUMHU 3 BIKOM, MOXE MOTpeOyBaTHCs 3MEHILIEHHS 03 MperadaiiHy (IuUB. pO3.IiT
«Crocib 3acTocyBaHHS Ta O3, TAOIUI 1).
I"'ogyBaHHS TPYIIIO
dapMaKOKIHETUKY TperadaiiHy mpu Horo 3actocyBaHHi y 1031 150 mr xoxHi 12 romun (mo6osa
no3a 300 mr) ominroBanu y 10 >KIHOK, SIKi TOAYBaJIM TPYIIE0, OHAWMeEHIIEe yepe3 12 THKHIB Micis
nosoriB. ['ofyBaHHS Tpy/Ult0 HE BIUIMBAJI0O a00 Majo HE3HAYHWI BIUIMB Ha (DapMakKOKIHETHKY
nperabaniny. [Iperabanin noTpamisB y TpyAHe MOJIOKO, IPH I[bOMY HOrO cepeqHi KOHIIEHTpallii B
PIBHOBOXHOMY CTaHI CTaHOBWJIM TPUOIM3HO 76 % BIiI KOHIIGHTpAIll y IUIa3Mi KpPOBI Marepi.
Po3paxoBana n03a, sIKy OTpUMYE HEMOBJS 3 T'PYJHUM MOJIOKOM (IIPU CEpEeAHbOMY CIIO’KMBAHHI
Mosioka 150 mur/kr/mo0y) Bim KiHKHM, sika mnpuitmMae mperabamin y no3i 300 mr/mody abo y
MakcuManbHii 1031 600 mr/no0y, ctanoButs 0,31 ado 0,62 mr/kr/noly BianosiaHo. Li po3paxoBaHi
JI03U CTaHOBJIATHh NPUOIN3HO 7 % BiJ 3arajabHOI 1000BOI 103U Y MaTepi y repepaxyBaHH1 Ha MI/KT.

Kuiniuni XapakTepucTUKH.

Ilokazannus.

Heitiponamuunuti 6ine

Jlikapcwkuii 3aci6 'abana® nokasaHuii fys TiKyBaHHS HEHPOMATUYHOTO OO0 Mepu(epUIHOro
a00 LIEHTPAIBHOI'O MOXOKEHHS Y JOPOCIIHUX.

Eninencia

Jlikapcokuit 3aci6 [aGana® mokasaHuii 1OpOCIMM SIK JIOJATKOBE JIKYBAaHHS TIPU MapIialbHUX
CyJIOMHHUX Hamajax i3 BTOpUHHOIO reHepai3aiieto abo 6e3 Hei.

L'enepanizosanuii mpugoscHul po3nao

Jlikapcokuii 3aci6 ['abana® nokasauuii Juist JTiKyBaHHs FeHEPATI30BAHOTO TPMBOXKHOTO PO3NAY Y
JIOPOCIIUX.

Dibpomianeis.

Ilpomunoxazanns.
['inepuyTiMBICTh 70 AiF040T pe4OBUHHU a00 10 Oyb-sAKOi 3 JOMOMIKHHUX PEUYOBHH JIIKAPCHKOTO
3aco0y (muB. po3aur «Ckmamy).



B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63a€MO0ill.

Ockinbku mperabaiiH MEpeBaXHO EKCKPETYEThCS B HE3MIHEHOMY BHUIVISAI 13 ceuero, 3a3Hae
HE3HAYHOr0 MeTaboii3My B OpraHi3mi JoauHu (MeHiie 2 % J03W BUAUISETHCA 13 CEYCH0 Y
BUIJISIII METaOoJITIB), He iHriOye in Vitro mera®omi3M IHIIMX JIKapChbKUX 3aco0iB 1 He
3B’SI3YETHCS 3 OUIKaMU IJIa3MH KPOBI, TO MaJOWMOBIPHO, IO Mperadallii MOXKe CIPUYUHSATH
(hapMaKOKIHETUYHY B3aEMOIIF0 200 OyTH 00’ €KTOM TaKOi B3aEMOIii.

Hocnidowcenns in vivo ma nonyiayiunutl oapmakoKiHemuyHu ananiz

VY pocmipkeHHsX IN VIVO He criocTepirainy 3Ha4yInoi KIiHIYHOI (papMaKkOKiHETUYHOI B3aeMOIl
MK mperadaninoM i ¢eHiToiHoM, kKapOaMaseniHoM, BaJbIIPOEBOIO KHCIOTO0, TAMOTPUHKUHOM,
rabaneHTHHOM, JIOpa3ernaMom, OKCHKOJIOHOM qu €TaHOJIOM. [omynsanidHwmiz
(dhapMaKkOKIHETUYHUI aHai3 TOKa3aB, IO MEpOpalibHI MPOTHIIa0ETUYHI 3acO0H, 1YPETHUKH,
iHCymiH, ¢deHnobapOiTan, TiarabiH Ta ToIipaMaT HE MAarOTh KIIHIYHO 3HAYYIIOrO BIUIMBY Ha
KIIIPeHC Tperadaliny.

IlepopanvbHi kKonmpayenmugu, Hopemucmepon ma/abo emuHiiecmpadion

OpHouacHe 3aCTOCYBaHHS MperadaiHy 3 MepopaJbHUMU KOHTPALENTHBAMU, HOPETHCTEPOHOM
Ta/ab0 €THHLUIECTPaAIoNOM HE BIUIMBAE Ha (hapMaKOKIHETHKY PIBHOBOKHOTO CTaHY OJHOTO 3
X JIIKAPCHKUX 3aC001B.

Jlikapcwvki 3acobu, wo enausaioms na [{HC

[Iperabain Moke TOTSHIIIOBATH JiI0 €TAHONIy Ta Jopas3ernamy. Y MepioJ MOCTMapKETHHTOBOTO
HarJsI1y MOBIIOMIISUIOCS TPO BUIAJIKH JAMXAIBHOI HEOCTaTHOCTI, KOMH Ta CMEPTIi y MAIlI€HTIB,
K1 TIpUAMaIM mperadaiiH pa3oM 3 omioizamMu Ta/ab0 1HIIMMHU JIIKApCBKUMHU 3aco0amu, 1o
npurHiaytote ¢yskiito [THC. IIperabainiH, iMOBIpHO, MOCUJIIOE MOPYIIEHHS KOTHITUBHUX Ta
OCHOBHHMX MOTOPHHX (PYHKIIIH, CIPUYMHEHI OKCHKOJIOHOM.

Bzaemodia y nayicumis nimnvo2o 6iky

CrieniaJibHUX JTOCT/DKEHb (hapMaKOJAWHAMIYHOI B3a€MOJIII 32 y4acTIO MAI€HTIB JIITHHOTO BIKY
He TpoBoaMIH. JloCHi/DKEHHST B3a€MOJIi JIKAPCHKUX 3acO0IB MPOBOJMIN JIMIIE Yy JOPOCITHX
[MaL[l€HTIB.

Ocoonueocmi 3acmocyganns.

Iayicumu 3 yykposum diabemom

BinnoBigHO 10 cydacHOi KIIiHIYHOI MPaKTUKH, JAEAKl Malli€eHTH 3 I[yKPOBUM JiabeToM, Maca Tija
SAKUX 30UTBIIMIIACS T Yac 3aCTOCYBaHHS TperadajiHy, MOXYTh MOTpeOyBaTH KOPEKIl 103U
TIIOTTIKEMI3YI0UHMX JIKapChbKUX 3ac001B.

Peakyii einepuymaugocmi

[ToBitoMIIsIIOCS PO PO3BUTOK PEAKIIii rinepuyTIuBOCTI, 30KpeMa aHI1OHEBPOTUYHOI'O HAOPSIKY.
VY pa3i HasgBHOCTI TaKuUX CHUMITOMIB aHTiIOHEBPOTHMYHOIO HAOpsAKY, SK HaOpsk oOnuyus,
nepiopanbHUi HaOpsik a00 HAOpSK BEpXHIX AMXATbHUX LUIAXIB, CIiJl HEraiHO NPUIUHUTH
3aCTOCYBAHHS Iperadaliny.

Taocki wikipni nobiuni peaxyii (TLIIP)

VY 3B’43Ky 3 JIIKYBaHHSIM MperadaaiHOM PiIKO MOBLAOMIISUIOCS IPO TSDKKI MIKIPHI MOO1YHI peakiil
(TLLTIP), Bxmrowyaroun cunapom CriBenca — J[xoncona (CCJl) Ta TOKCHUHUH emigepManbHU
Hekpouni3 (TEH), siki MoxXyTh OyTH HeOe3MeuHUMHM JUIsl JKUTTS a00 MaTu JeTalbHUN HacIiJoK.
[Tin yac npu3HAUeHHs JIKAPCHKOrO 3aco0y mMalieHTaM CciiJ MOBIAOMUTH IPO O3HAKU Ta
CUMIITOMH Ta YB&XHO CTEKUTH 32 HIKIPHUMHU peakIisiMH. SIKIo 3 SBISIOTHCS O3HAKU Ta
CUMITOMH, IO BKa3ylOTh Ha IIi peakiii, i HeraiHO BIJIMIHUTH 3aCTOCYBaHHS Mperadainy i
PO3TIISIHYTH aJIbTEpHATUBHE JiKyBaHHS (y pa3i HEOOX1JHOCTI).

3anamopouenns, conaugicmsb, 8mpama _cei0OMocmi, CHAVMAHICMb c8I00MOCMI_MA _NOPYUIeHHS
NCUXIKU

3acTocyBaHHS TperadaliiHy CYIMpPOBOJUKYBAIOCS IOSIBOIO 3allaMOPOYEHHS Ta COHJIMBOCTI, IO
MO’K€ 30UIBIIUTH PU3UK BUHUKHEHHS TpaBMaTHYHUX BHIAJKIB (Ta/iHb) y MALI€HTIB JITHHOTO
Biky. IloBimomiisiiocst mpo BTpaTy CB1IOMOCTI, CIUIYTaHICTh CB1IOMOCTI, @ TaKOX MOPYLICHHS
ncuxikd. ToMmy marieHTtam ciiji OyTH OOEepeXHUMH, MOKHM IM HE CTaHe BIJOMUN MOXKIJIMBHM
BIUIMB JIIKApPCHKOTO 3ac00y.

Po3znaou 30py




[Tix gac mocaimKeHb PO HEUITKICTh 30pY YACTIIIE MMOBIIOMIISUIM TAIlIEHTH, SIKI 3aCTOCOBYBAN
nperadaiiH, MOPIBHSHO 3 MAIllEHTaMH, SKI OTPUMYBaIX Tutane0o. Y OUIBIIOCTI BUTAIKIB 1€
SIBUIIIE 3HUKAJIO MPU MOCTIHHOMY 3aCTOCYBaHHI JIIKQPCHKOTO 3aC00Y.

Bimomo, 1o y JOCHIDKEHHSX, B SKUX MPOBOAWIN OQPTAILMOJIOTIYHE OOCTE)KEHHS, 4acTOTa
BUMA/IKIB TOTIpIIEHHS TOCTPOTH 30py Ta 3MIHM TOJSA 30py Oyjia BHINOIO Y TAli€HTIB, SKi
3aCTOCOBYBAJIM IperadaiiH, MOPIBHAHO 3 MAIliEHTaMH 3 TPYINHU Iutanedo; 4acToTa BUHUKHEHHS
3MiH OYHOTrO JHa OyJjia BHUIIOK y MAIlI€HTIB 13 TPyHH Ianedo (auB. po3ain «PapmakoiaoriyHi
BlIacTUBOCTI. PapMaKoHAMIKAY).

Takox MOBIAOMIISUIOCS TIPO MOOIYHI peakiii 3 00Ky OpraHiB 30py, BKIIOYAIOYH BTPATy 30Dy,
HEUITKICTh 30py a0o0 iHOI 3MiHM TOCTPOTH 30py, 0Oarato 3 SAKHX OylId THUMYAaCOBHMHU.
[TpunuHEeHHs 3aCTOCYBaHHS Iperadajiiny MOKe MPU3BECTH 10 3HUKHEHHS a00 3MEHIICHHS IHX
CHUMIITOMIB 3 OOKY OpraHiB 30py.

Huprosa nedocmamuicmeo

[ToBimomisiiocst Tpo BUNAAKU PO3BUTKY HHUPKOBOI HeAOCTaTHOCTI. [HOAI mei edexr OyB
00OPOTHHM ITiCJISI PUITMHEHHS 3aCTOCYBaHHS IIperadaiiny.

Biomina cynymuix npomueninienmuyHux 1ikapcbKux 3acois

JlaHux moAO0 BiAMIHU CYNMYTHIX NPOTHEMUIENTUYHHUX JIKApPChKUX 3ac00iB MICIS TOCATHEHHS
KOHTPOJIIO HaJl CyAOMaMH B pe3yJbTaTi JOJaBaHHS O JIIKyBaHHS TperadajiHy HEIOCTaTHBO,
00 neperTH 10 MOHOTeparii mperabaxiHoOM.

Cumnmomu 8iOMiHU

VY nesikuX MamieHTiB Micis MPUIMHEHHS KOPOTKOCTPOKOBOT a00 TpHUBAJIOi Teparii mperadaainoM
CIocTepirajgucs CUMITOMHU BiIMIHHU JiKapchbkoro 3acoOy. [loBimomisanocs mpo Taki CUMOTOMHU:
Oe3COHHSI, TOJIOBHUI OiNb, HYIOTa, TPHUBOXHICTH, Jdiapes, TPUMONOMIOHUNI CHHIPOM,
HEpPBO3HICTbh, JEMpecis, CyinnaanbHi JyMKH, Oilb, CYIOMH, TIIEPrifpo3 1 3amaMOpOUYCHHS, SIKi
BKa3ylOTh Ha JIIKapChKy 3aleXHIcTh. [losBa cUMNOTOMIB BiIMIHU MICJIA HMPUIIMHEHHS MPUHOMY
nperabaiiHy MOXKe BKa3yBaTH Ha JIKapChKy 3alexHICTh (auB. po3ain «[lo6iuni peakuii»). Lo
iHdopMalLlil0 CIiJI MOBIJOMHUTH MALIEHTY Mepe] IMOYaTKOM JIiKyBaHHS. SIKIO 3acTOCyBaHHS
nperabainy CIiJi IPUMTUHUTH, PEKOMEHAYETHCS 1€ POOUTH MOCTYIOBO MPOTATOM IIOHAWMEHIIIe
| THOKHS HEe3aJIeKHO BiJ OKa3aHb (uB. po3aia «Croci0 3aCTOCYBaHHS Ta I031»).

Cyznomu, 30kpeMa enienTHYHUN CTaTyC Ta BEJIUKI Cy/IOMHI HamaJu, MOXYTh BUHUKATH IIiJ] Yac
JIKyBaHHS nperadaaiHoM abo HEBJOB31 MICIIsI IPUIIMHEHHS HOTO 3aCTOCYBaHHS.

Jani mono BiAMIHM nperadaiiHy MHicis TPUBAJIOTO 3aCTOCYBAaHHS BKa3ylOTh Ha TeE, 1[0 4acTOTa
BUHUKHEHHS Ta CTYIIHb TSHDKKOCTI CHMIITOMIB BiIMIHH MOXYTh 3aJI€5KaTH BiJ] 103U.

3acmitina cepyesa nedocmamuicmy

[ToBiomisiocst MpoO 3acTiiHY CeplEeBY HEAOCTATHICTh y JESAKUX MAalli€HTIB, SKI MpuiManu
nperabanid. Taka peaxuis 34e0UIBLIOrO cHocTepirajgacst MiJl 4Yac JIIKyBaHHs IperadaiiHoM
HEHpONnaTUYHOTO OOJII0 Y MAallI€HTIB JITHHOTO BIKY 13 CEpLIEBO-CYTUHHUMU MOpymeHHIMU. Ciijg
3 00epeXHICTIO 3aCTOCOBYBATH IperadalliH TakuM narieHtam. [Ipu mpuUNUHEHHI 3aCTOCYBaHHS
nperalalliny L sIBUILE MOXe 3HUKHYTH.

Jlikyeanus HetiponamuyHo2o OO0 YEeHMPATbHO20 HOXOOHNCEHHS 8HACNIOOK VUIKOONCEHHS
CHUHHO20 MO3KY

[Tix gac niKyBaHHS HEUPONMATUIHOTO OO0 IEHTPATHHOTO TTOXO/KEHHS BHACTIIOK YITKOKEHHS
CIIMHHOTO MO3KY 4acTOTa BUHHMKHEHHS MOOIYHUX peaklliil 3arajiom, NOOIYHUX peakiii 3 OOoKy
I[THC, ocobnuBo coHIUBOCTI, Oyna miaBuieHow. L{e Moxe OyTu moB’SI3aHO 3 aAUTUBHOIO JI€I0
CYIMYTHIX JIKapChKUX 3ac00iB (HAPUKIIAJ, aHTUCIIACTUYHUX JIIKAPCHKUX 3aC00iB), SIKI HEOOXITH1
JUIS TIKYBaHHS 1IbOTO cTany. L{t0 o0cTaBUHY ciijl B3STH IO yBard MpH NpU3HAuYEHHI Nperadaiiny
TaKUM Mall€HTaM.

IIpuenivenns ouxaums

[ToBitoMyIsIIOCST PO BHUIMAJKU TSXKKOTO MPUTHIUEHHS JMXAHHS y 3B 3Ky 13 3aCTOCYBaHHSIM
nperabaniny. [lamieHTH 13 TOPYIIEHOK IUXATbHOK (YHKIIEI, PECIipaTopHUMU abo
HEBPOJIOTIYHUMHU 3aXBOPIOBAHHSMH, HHUPKOBOIO HEIOCTATHICTIO, MAI[iEHTH, SKI OJHOYACHO
npuiimarots aenpecantd [[HC, Tta ocoOu mITHROrO BIKY MOXYTh MaTh OUIBIIUN PU3KK
BUHUKHEHHS Ili€l TsDKKOi moOiuHOi peakiii. J[as [MX mamieHTiB MoOXe 3HAIOO0UTHCS
KOpUTYBaHHS 1031 (AMB. po3aii «Crocid 3aCTOCYBaHHS Ta J03M»).




Cyiyudanvhe Mucienus ma nogeoinka

[ToBimoMItsiiocs TIPO BUTIAJIKK CYIIMAAIBHOTO MHUCJICHHS Ta TIOBEIHKY Y TIAITIEHTIB, SIKI OTPUMYBaJIH
JIKyBaHHS MMPOTHENIENTUYHUMH JTIKAPCHKUMU 3ac00aMU 3 MPUBOAY NMEBHHX IMOKa3aHb. MeraaHai3
PaHIIOMI30BaHHX, IUIAIEe00-KOHTPOILOBAHUX JOCITI/PKEHb MPOTUETIUICNITUYHUX JIIKApCHKUX 3ac00iB
TAKOXK TIOKAa3aB HE3HAYHE ITiBUIICHHS DPU3HMKY IOSBH CYIMAATGHOTO MHCICHHS Ta ITOBEIIHKU.
MexaHi3M BHHUKHEHHS IbOIO PH3UKY HeBiIoMuil. Bumnaaku cyinunanbHOro MHCIEHHS Ta
MOBEIIHKK CIIOCTEPITaICh y MAII€HTIB, SIKI OTPUMYBAJIU MperadaliH y MOCTMAPKETHHTOBOMY
nepioai (muB. posnin «I[loGiunHi peakiii»). Emigemionoriyde IOCTIIKEHHS 3 BUKOPUCTaHHSIM
JM3aiiHy CaMOKOHTPOJIBOBAHOT'O JOCHTIKCHHsI (TIOPIBHSHHS TEPiOAiB JIKYBaHHS 3 NEpiogaMu
0e3 JiKyBaHHS B OKPEMOI JIIOJMHU) MPOJEMOHCTPYBAIO MiJBUIICHUN PH3UK HOBUX MPOSBIB
CyilMAanbHOI MOBEIIHKM Ta JIETAJIbHUX BHIIAJKIB BHACIIJOK CaMOryOCTBa Y MAlli€HTIB, sKi
OTPUMYBAJIU TIperadatiH.

[TamienTu (Ta 0codu, 110 AOTIAAAIOTH 32 HUMH) MIOBUHHI 3BEPHYTHUCS 32 MEAUYHOIO JJOTIOMOTOIO0
y pa3i MOosSBH O3HAK CYilIMJAIBHOTO MHUCJICHHs a00 moBeninku. [lamieHTn MOBUHHI niepeOyBaTu
MiJ] HArJISI0M, IIOJI0 TIOSIBH O3HAK CYIUAAIBLHOTO MHCICHHS Ta MOBEIIHKH, 1 CIIJl PO3TIISTHYTH
MOYJIMBICTh BIAMOBIAHOTO JiKyBaHHA. Ciil pO3rISHYTH MOXKIJIUBICTH NMPHUIMHEHHS JIKYBaHHS
nperadbaiHoM y pasi MosBU CyIlMIaTbHOTO MUCJICHHS 1 TOBEAIHKY.

LHocipwenns yuKkyii HUNCHIX 8i001Ni8 ULTVHKOBO-KUWKOB020 MPAKY

[ToBigomIsiocs Mpo SIBUINA, TOB’A3aHi 3 MOTipmIeHHSM (YHKIIT HIKHIX BIJAUIIB IUTYHKOBO-
KHAIIKOBOTO TPAakTy (TakuX SK HENPOXIJHICTh KHUIICYHHWKY, NapaliTHYHAa HEMPOXIAHICTh
KHAIICYHUKY, 3aKpeN) BHACHTIIOK NpUHOMY TperadaiiiHy pa3oM 3 JIIKapChKUMH 3aco0amu, II0
MOXYTh CIPHYUHITH 3aKpell, HANPHKIAJ OIMiOIIHUMHU aHaibrerukamu. [Ipu xomOGiHOBaHOMY
3aCTOCYBaHHI TperabajiHy Ta OMIOiAIB CIiJ BXHUTHU 3aXOMiB IJs MNPO(]INIAKTUKH 3aKpemy
(0co0IMBO y JKIHOK Ta MAalli€HTIB JITHHOTO BIKY).

Oonouacne 3acmocysanns 3 onioioamu

PexoMenayeThcsi 3 00EpEKHICTIO 3aCTOCOBYBAaTH IperadaliiH OJIHOYACHO 3 OIMioigaMH Yepes
pusuk npurnideHHs ¢yukuii HHC (nuB. po3nin «B3aemomis 3 iHIIMMH JTiKapChbKUMU 3aco0aMu
Ta 1HII BUAM B3a€EMOJii»). Y KOHTPOJIHOBAHMX KIIHIYHUX JOCHIDKEHHSIX y MAI€HTIB, SKi
npuiiMaay mperadajaiH OJHOYACHO 3 OIOiOM, Maju ITABUIICHUH PU3UK CMEPTIi, OB’ SI3aHOI 3
OMiOiaMu, MOPIBHSHO i3 BXKMBAHHSAM TUIBKU OMIOiNiB (CKOPUTOBaHE CITiBBITHOIICHHS IIAHCIB
[aOR], 1,68 [95 % M1, 1,19 — 2,36]). Takuii migBUIIEHUI PU3HK CIIOCTEPIraBCs MPH HU3BKUX
no3ax nperabaniny (< 300 mr, 1,52 aOR [95 % AI, 1,04 — 2,22]) 3 TeHEHIII€I0 10 301IbIIIEHHS
PH3HKY MPH BUCOKUX A03ax mperadaminy (> 300 mr, 2,55 aOR [95 % 1, 1,24 — 5,06]).
Henpasunvne sacmocysanns, 310824cuanus abo 3anedcHicmy

[Iperabanin Moxe BHKIMKATH JIKAPCHKY 3aJI€XKHICTh, sIKA MOXKE BUHMKATH il 4ac 3aCTOCYBAHHS
TepaneBTUYHUX [103. [0oBIIOMIIANIOCS PO BUIAKH 370BKMBAHHS Ta HEMIPABUJIBHOTO 3aCTOCYBAHHS.
[TartieHTH 31 370BXMBAaHHSIM TICHXOAKTHBHIMH PEUYOBHHAMH B aHAMHE31 MOXKYTh MAaTH BHIIWH PU3HK
HEMPaBUJIHHOTO 3aCTOCYBaHHS TPEradaliiHy, 3J0BXHBAHHS Ta 3aJIOKHOCTI, TOMY TaKUM MaIlleHTaM
nperabajiH CIIiji 3aCTOCOBYBaTH 3 00epexHICTIO. [lepin Hixk nmpu3Hayatu nperadaiiH, Cijl PeTebHO
OLIIHUTH PU3UK HEMPABUILHOTO 3aCTOCYBAHHS, 37I0BKMBAHHS a00 3aJI€KHOCTI.

3a maiieHTamM, SKi OTPUMYIOTh MperaOaliH, CIiJ CHOCTepiraTdh Ajs BHSBICHHS CHUMITOMIB
HEIMPaBUIBLHOTO 3aCTOCYBaHHS MperadaiiHy, 37T0BXKUBAHHS a00 3aJI€KHOCTI, TAKUX SIK PO3BUTOK
3BUKaHHS, TICPEBUILIEHHS T03H Ta TIOBEIHKA, CIIPSMOBaHA HA OTPHUMAHHS JIIKAPCHKOTO 3ac00Yy.
Enyeganonamis

[ToBiomisiocst MpoO BUIMAIKK eHIedanonarii, M0 BHHUKAIM MNEPEBAXHO Yy TMAI€HTIB 13
CYIyTHIMU 3aXBOPIOBAHHSMHU, 1II0 MOXYTh CIIPOBOKYBATH eHIle(aonaTito.

Kinku penpodykmusHozo 6iKy/Konmpayenyisi

3acTocyBaHHs TperadajgiHy y TepIioMy TPUMECTPl BariTHOCTI MOXKE CHPUYUHATH 3HAYHI
Bpo/ukeHl nedektu y ruioaa. [Iperabanin He ciiJi 3aCTOCOBYBaTH B MEpiOf BariTHOCTI, SKIIO
TIIbKA KOPUCTH JUIS BariTHOI SIBHO HE MEpEeBUIIYe MOTEHUIWHUN pu3MK A moaa. JKiHku
PENpOIYKTUBHOTO BiKYy NMOBHMHHI BHKOPHUCTOBYBAaTH €(EKTHBHI 3aCO0M KOHTpaLeMNIii mig dac
JIKyBaHHS (IUB. pO3/iJ «3aCTOCYBaHHS y IEpi0Jl BariTHOCTI a00 royBaHHS TPYAIION).
Lonomidicui peyosunu




Jlikapcekuii 3aci6 ['aGana® micTuTh nakro3y. IlamieHTaM 3 TaKMMM PiIKICHUMH CHAaJKOBHMH
3aXBOPIOBAaHHSIMH, SIK HEIMEPEHOCHMICTh TallaKTO3HW, JakKTa3Ha HemocTaTHicTh Jlamma abo
CHHJIPOM MaJibaOcopOLii TIIFOKO3M Ta TajJakTO3U, HE CJIiJ] 3aCTOCOBYBATH IIEH JiKapCchKuii 3acio.
Jlikapcwkuii 3aci6 I'a6ana® y 1031 150 Mr micTuTh GapBHUKHM JiaMaHTOBMH YOPHUIt Ta TIOHCO 4R
(mynuoBuit 4R), SIKi MOKYTh COPUYHMHATH aJIeprivuHi peakiii.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooro.

KiHKy penpoAyKTUBHOTO BiKy/3aCO0M KOHTpAIIETii sl 5KiHOK

JKiHKM penpoAyKTHBHOTO BiKY TOBMHHI BUKOPHUCTOBYBATH €(EKTHBHI 3aCOOM KOHTPALICTIIIT ITi]T
qac JiKyBaHHS (IUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

BariTHicTb

B xoni nocmipkeHb Ha TBapuHaxX Oyia MPOJEMOHCTPOBAHA PENPOAYKTUBHA TOKCUYHICTB:
nperadajiH MPOHUKAB Yepe3 IUIaleHTy B ITypiB (uB. po3ain «Dapmakokinetukay). [Iperabdanin
MOYKE MMPOHUKATH Yepe3 TUIALEHTY JIFOANHH.

3Hauni 8poodiceni 6aou po3euUmKy

B o6ceprariiiHoMy JOCHIDKEHHI, TpOBeACHOMY B KpaiHax CkaHAWHABII, MiJ 4Yac SKOTO
croctepiranu 3a Ouibin Hixk 2700 BariTHOCTAMH, Y pa3i 3aCTOCYBaHHS MperadaiiHy B NEPIIOMY
TpUMECTpi OYyJI0 TPOJAEMOHCTPOBAHO OUIBITY NOUIMPEHICTh 3HAYHUX BPOKEHHUX BaJ PO3BUTKY
(3BBP) cepen momynswii AUTSYOro BIKY (KMBUX a00 MEpTBOHAPOMKEHUX [iTei), sKi
HiJlaBaIMCsl BIUIMBY MperaaiiHy, MOPIBHAHO 3 MOMYJALIEI0, SKa HE MiJJaBanacs TaKOMY
BILTUBY (5,9 % mopiBHsHO 3 4,1 %).

Pusuk po3sutky 3BBP y mitelt, Mmarepi SIKHX 3aCTOCOBYBAJIM IperabaiiH y Mepimomy TpUMECTpi
BariTHOCTi, OyB [€HI0 BHUIMUM TMOPIBHSHO 3 JITbMHU, SIKI HE MiAJaBalKCs TaKOMY BILTUBY
BHYTPIITHROYTPOOHO (CKOPUTOBaHMH Koe(ilieHT momupeHocti ta 95 % moBipumil iHTEpBa:
1,14 (0,96-1,35)), Ta mOpiBHSIHO 3 AITHMH, SIKi IMiIaBATKCS BILTMBY JamoTpumkuny (1,29 (1,01-
1,65)) ado mymokceruny (1,39 (1,07-1,82)).

AHaJli3 KOHKPETHHMX BaJ PO3BUTKY IOKa3aB OUIbII BUCOKMH PU3UK BUHUKHEHHS BaJ PO3BUTKY
HEPBOBOI CHCTEMH, O4YeH, opodaliaJbHIX PO3IMILINH, BaJ PO3BUTKY CEYOBUBIIHHMX NUIAXIB Ta
CTaTEeBHX OpraHiB, alie KUIbKICTh TAKUX BaJl OyJia HEBEIHKOIO, a OI[IHKA HETOYHHMH.

Jlikapcokuii 3aci6 ['abana® He citiji 3aCTOCOBYBAaTH B IIEPiOJI BariTHOCTI 0€3 HAaralbHOI MOTPEOH
(mpu3HaAUaTH, JIMIIE KOJIU KOPUCTH JUISl MaTepl sIBHO MEPEBUIIYE MOMXJIMBUN PU3HK JUIA TUI0/1A).
[onyBaHHS IpyUIIO

HeBenuka KijbKicTh nperadaiiny Oyiia BUsBIEHA Y MOJOLI JKIHOK, sIKI TOAYIOTh rpynato. Crif
MOBIJTOMUTH KIHKaM, 5Kl TOJYIOTh TPY/II0, 110 TOAYBAHHS TPYIJII0 HE PEKOMEHAYETHCA i Yac
3aCTOCYBaHHA Iperadaliny.

DepTHIIbHICTh

KniniyHi 1aH1 o070 BIUIMBY Iperadaiiny Ha GepTHIIbHICTD XKIHOK BIACYTHI.

ITin yac KIIHIYHOTO JOCHI/DKEHHS 3 BUBYEHHS BIUIMBY NperadaiiHy Ha PyXJIMBICTh CIIEPMaTo30i/1iB
30pOB1 JJOOPOBOJIBII YOJIOBIYOI CTaTi 3acTOCOBYBaIM mperabaimiH y 1031 600 mr/nody. Ilicas
3aCTOCYBaHHs MperadajiHy IpOTAroM 3 MICsIIIB 5KOTHOTO BIUTBY Ha PYXJIMBICTb CIIEpPMATO30i/iB HE
BUSIBJICHO.

VY xonai pocnimkeHHS (QEpTUIBHOCTI y CaMHULb LIypiB cHocTepiraBcs HeOakaHWW BIUIUB Ha
PenpoayKTUBHY (PYHKII0. Y X0al JoCHiKeHHs (epTUIbHOCTI Y CaMLiB LIypiB CIOCTepiraBcs
HeOaXaHUH BIUIMB Ha PENpOAYKTUBHY (YHKIIO Ta po3BUTOK. KiliHIYHA 3HAYyIIICTh LHX
pe3ynbTaTiB HEBITOMA.

30amuicms eniugamu Ha WBUOKICMb peakyii npu Kepy8aHHi A8MOMpPAHCNOPMOM aO0 IHUUMU
MeXanizMamu.

[IperabGanin Moke MaTh HE3HayHUMM abo TOMIPHMHA BIUIMB Ha 3JaTHICTh KepyBaTH
TPaHCIIOPTHUMHU 3aco0aMH Ta TMpalioBaTd 3 IHIIMMU MexaHi3mMamu. Ilperabamin Moxe
BUKJIMKATH 3allaMOPOYEHHsS] 1 COHJIMBICTH, IO MOJKE BIUIMBATH Ha 3JaTHICTh KepyBaTH
TPAHCHOPTHUMHU 3aco0aMH 1 MpaLOBaTH 3 IHIIMMHM MeXaHi3MaMH. ToMy Malie€HTaM CIij
PEKOMEHIyBaTH YTPUMYBATHCSl Bl KEpPyBaHHsS TpPAaHCIOPTHUMHU 3aco0amMu abo polIT 31



CKJIAIHOIO TEXHIKOIO Y BII 1HIIOI ITOTEHIIIHHO HeOE3MeYHOl JiILHOCTI, IOKH HE CTaHE BIIOMO,
YM BIUIMBAE MperadaliiH Ha IXHIO 3aTHICTh 10 BUKOHAHHS TaKOi IisSUIbHOCTI.

Cnoci6 3acmocysanns ma 0o3u.

Cnocib 3acmocysanns

Jlikapchbkuii 3aci6 'a6ana® ciin mpuiiMaTi He3aIeKHO Bij IpuiloMy Txi.

Jlikapcokuii 3aci6 ['abana® npu3HaYeHU BUKIIFOYHO UIS IEPOPAIBHOTO 3aCTOCYBAHHS.

Josu

Miama3oH 103 Moxe 3MmiHtoBaTHCs y Mexkax 150—600 mr Ha 100y. JloO0BY 103y pO3aiIsAIOTh Ha 2
a6o 3 mpuitoMu.

VY paszi HeoOXiTHOCTI OTPUMAaHHS MEHIIOTO J03yBaHHA (25 MI) ciIijl 3aCTOCOBYBATH Mperadaiid y
HII JTiKapchKil hopmi.

Heiiponatuunuii 61516

JlikyBaHHsI mperabajgiHOM MOKHaA po3modatd 3 aAo3u 150 mr Ha noOy, po3ainenoi Ha 2 abo 3
npuiioMu. 3aJeKHO BiJl €PEeKTHBHOCTI Ta MEPEHOCUMOCTI JIKAPChKOTO 3aC00y MAIliEHTOM 103y
Mo>xHa 30u1bmuTH 10 300 Mr Ha 700y micis iHTepBally Bia 3 10 7 JAHIB, a 32 HEOOXIAHOCTI — 70
MaKCHUMaJIbHOI 1031 600 Mr Ha 100y MicIs JOAATKOBOTO CEMHICHHOTO iHTEpBaIy.

Eninerncis

JlikyBaHHs mperabanqiHOM MOXHa po3noyaT 3 Ao3u 150 mr Ha m00y, po3aiieHoi Ha 2 abo 3
npuifoMu. 3anexHo BiJl €EeKTUBHOCTI Ta MEPEHOCUMOCTI JIKapChKOro 3aco0y Mali€eHTOM 03y
MoskHa 30impmmmTH 10 300 Mr Ha o0y micisl MEpLIOro THXKHA mpuiiomy. Yepes mie oauH
THOKJIEHB JI03Y MOXHA 30UTBIIUTH 10 MakcuMaibHOT — 600 Mr Ha 100y.

['eHepalli30BaHUI TPUBOXKHUHN PO3JIALT

Jo3y, Ky po3aiisioTh Ha 2 abo 3 mpuiiomu, MOXKHA 3MiHIOBaTH B Mexax 150—600 mr Ha 100y.
[TepionnvHO ciijl MEPEOLiHIOBATH HEOOX1THICTh MPOJOBKEHHS JTIKyBaHHS.

JlikyBaHHs nperadaniHoM MO>KHA po3rnodats 3 1031 150 mr Ha 100y. 3anexHo Big epeKTUBHOCTI
Ta TEPEHOCUMOCTI JIIKApChKOTO 3ac00y MaIlieHTOM A03Yy MoKHa 30utbmuTi 10 300 Mr Ha 700y
MIiCJIs IepUIOro THXKHS mpuitomy. [lics e oJHOro THXKHSA MPUIOMY 103y MOKHA 30UTBIINTH JI0
450 mr Ha 100y. Uepes mie oAMH THXKIEHB 103y MOXKHA 30UTBIIUTH 10 MakcuManbHOI — 600 mr
Ha 700y.

dibépomianris

PexomengoBana mo3a JikapchbKOTo 3aco0y Muis JiKkyBaHHs (iOpomianrii cranoButh Bijg 300 10
450 mr Ha noOy. JlikyBaHHS crifi pO3MOYMHATH 13 3aCTOCYBAaHHS 103U 75 Mr ABi4l Ha 100y
(150 mr Ha 100y). 3anekHo BiJ e(hEeKTUBHOCTI Ta MEPEHOCHMOCTI, /103y MOXHA 301bIIYBATH 10
150 mr aBiui Ha 100y (300 Mr Ha H00y) MPOTATOM OMHOTO TWXHS. [y MAIli€eHTiB, AN SKUX
3actocyBaHHs 1034 300 Mr Ha 100y € HEJOCTaTHhO €(EKTHUBHUM, MOXKHA 30UTBIIUTH J03Yy IO
225 wmr asidi Ha 100y (450 mr Ha 100y). Xo4a iCHye TOCIHIKEHHsI 3acTocyBaHHs 1031 600 mMr Ha
100y, JOKa3iB TOTO, 1110 3aCTOCYBAHHS Li€l 103U OyJe MaTH JI0JJaTKOBY IepeBary, HeMae; TaKoX
Taka J03a Maja TipHly HepeHocuMicTb. bepyun 110 yBaru J0303aj1ekHi MOOIYHI peaxiii,
3acTocyBaHHs /103 Bule 450 Mr Ha 100y HEe peKOMeHAyeThcs. OCKUTbKY MperadanidH BUBOIUTHCS
TOJIOBHUM YMHOM HUpPKaMH, CJIiJ KOpPUTYBaTH J103y JIKapChbKOTO 3aco0y MalieHTam 13
NOpYyLIEHHAM (YHKIIT HUPOK.

IIpunnHeHHs JTiKyBaHHS IperadaiiHoM

BinnoBigHO 10 cyyacHOi KIIHIYHOT NPaKTUKU, Y pa3l HEOOXIJHOCTI NMPUIMHATH Teparmio
nperadaiHoM peKOMEHAYETHCS TTOCTYIOBO, TPOTATOM IIOHANMEHIIIE OTHOTO THKHS, HE3AJIC)KHO
BiJl TOKa3aHb (IuB. po3aut «Oco0muBocTi 3acTocyBaHH» Ta «[10014HI peakiii»).

[MarieHTH 3 HUPKOBOIO HEIOCTATHICTIO

[Iperabanin BUBOAMTHCS 13 CHUCTEMHOTO KPOBOOOITY y HE3MIHEHOMY BHIJIS/II MEPEBaKHO 3a
paxyHOK ekckpelli HUpkamMu. OCKUIbKH KJIIPEHC Mperadaiiny IpsMO MPOMOPIINHUI KIIipeHcy
KpeaTuHiHy (auB. po3nin «DapMaKkoKiHETHKA»), 3MEHIIEHHS 031 TAaIllEHTaM 13 MOPYIICHHSIM
(byHKLIT HUPOK CITiJl MPOBOAMTH 1HAUBIAYyaTbHO, BIANOBITHO 10 KiipeHcy kpeatuHiHy (CLer), sk
3a3Ha4eHo B Ta0nwii 1 1 BU3HAYEHO 32 (HOPMYIIOF0:




1,23 x [140 — Bik (poku)] X sara (kr)

iBeHE KpeaTHHINY B L1asMi KpoEl (MEMOAE /1
ot i’

Cler (mn /xB) = (X 0,85 nna xiHOK)

[Iperabaiin eQeKTHBHO BHIAIAETHCS 3 IJIa3MH KpOBI 3a Jomomororo remopianizy (50 %
Jikapcebkoro 3aco0y mpotrsirom 4 ronuH). [lng mamieHTiB Ha Temofianizi 1000By 103y
nperalaliiny CiiJi KOpUTyBaTH BignoBigHO 10 GyHKIiT HUpoK. KpiM 1060BOT 103U, 0apasy micis
KOKHOI 4-TOAMHHOI TpOLEAYypH TeMOAiaii3y HEOOXiZHO 3acTOCOBYBaTH JOAATKOBY 03y
JiKapchKOTo 3aco0y (auB. Tabmuito 1).

Tabmmms 1
Kopexkitist 103u nperadaiiny BiAMOBITHO 10 PYHKIT HUPOK

Knipenc 3arayipHa 1000Ba 1032 nperadaniny *
kpearuniny (CLer), [TouaTkoBa no3a MakcumaiibHa 103a Pexxum no3yBanHs

(MI1/xB) (Mr/no0y) (Mr/no0y)
> 60 150 600 JIBiui ab0 Tpudi Ha 100y
>30-<60 75 300 JIBiui abo Tpuyi Ha 100y
>15-<30 25-50 150 Pa3 abo nBiuil Ha 700y
<15 25 75 Pa3 Ha o0y
JlonaTkoBa /103a miciisi reMoiani3y (Mr)

| 25 | 100 | Onmopasosa mo3a’

* 3arampHy M000BY 103y (MI/mo0y) CIiJ PO3MIIUTH Ha KUTBKICTh MPUHOMIB BiATOBITHO IO PEXUMY
JI03yBaHHs, 1100 OTPUMATH MT//103y.
* JlomaTKoBa J103a — OJIHOPa30Ba J01aTKOBA 7032 JIIKapPChKOTo 3ac00y.

[NarieHTH 3 MEYIHKOBOIO HEJOCTATHICTIO

JIns mamieHTiB 3 IEYiHKOBO HEIOCTATHICTIO HEOOXiTHOCTI B KOPEKIIii 1031 HEMA€E (JIUB. PO3ILIT
«DapMaKOKIHETHKAY).

[NamieHTH JITHROTO BIKY (BIKOM Bij 65 pOKiB)

Jis mamieHTIB JITHHOTO BIKY 4epe3 TMOTipmIeHHS (YHKIII HUPOK Moke OyTH TOTpiOHE
3MCHILICHHS 031 TIperadaitiny (quB. po3ait «OcoOIMBOCTI 3aCTOCYBAHHS»).

Jimu.

Besneka Ta eeKTUBHICTH 3aCTOCYBaHHs JliKapchKoro 3aco0y I'abana® mitam BikoM 10 18 pokis
He BcTaHoBIeHl. JlocTynHa Ha 1ei yac iHdopmanis HaBegeHa B po3aun «[loGiuHi peakmii», a
Takok y posainax «@PapmakoguHamikay 1 «PapMakoKiHETHKa», OJIHAK, BPAaXOBYIOUU IO
iH(poOpMallilo, HEMOXJIMBO HaJaTH KOJHMX PEKOMEHJalii MIoJ0 J03yBaHHSA LM KaTeropii
MAII€HTIB.

Ilepeoo3ysanns.

[ToBimomitsuocs, M0 HAWYACTIIIMMU MTOOTYHUMH PEakKIlisiMU TIPU TIepeA03yBaHH1 mperadaainomM
Oynu COHJIMBICTH, CIUTYyTaHICTh CBIJIOMOCTI, 30y/PK€HHS Ta Hecnokii. Takox Haaxomawau
MOB1JIOMJICHHS ITPO CYI0MH. 3pijKa MOBIAOMIISIIOCS PO BUIAJKH KOMHU.

JlixyBaHHS mepeno3yBaHHS MperadajiHOM IOJIATa€e y 3arajbHUX MIATPUMYIOUHX 3aX0/ax Ta Y
pasi motpebu MoXxe BKIIOYaTH remojiami3 (auB. po3nail «Crocid 3acTOCyBaHHS Ta J03U»,
Tabmuis 1).

Il06iuni peaxuii.

VY kiiHIYHIA nporpami JOCHiKeHHs mperadaniny Horo otpumanu noHaj 8900 marieHTiB, 3 HUX
5600 — y9acHHWKH TOJBIMHO CIIMHX IUTAIE00-KOHTPOJIHOBAHKUX JOCIiKeHb. HaltwacTimmmu
3apeecTpOBAaHUMHU MOOIYHUMH PEaKIisiIMU Oy 3allaMOPOYEHHS Ta COHIMBICTH. [10014yH1 peakiil
3a3Bu4ail Oynu Jjerkoro abo MOMIpHOro cTymeHs. B yciX KOHTpOJbOBaHUX JOCIIIKEHHSX
MOKa3HMK BiJIMiHM JIIKApCHKOTO 3aco0y uepe3 moOiuHi peakiii craHoBUB 12 % cepes Malli€HTiB,
K1 puiiManu nperadaiid, Ta 5 % cepes Maii€eHTiB, sSKi oTpuMyBainu miamnedo. Haituactimumu



MOOIYHMMH  PEAKIIIMH, [0 NPHU3BOJWIM JI0 TPUNUHEHHS 3aCTOCYBaHHs Tperapary
JIOCJIIJDKEHHS, B TPYII Iperadasiny Oyiu 3armaMOpOUYeHHS Ta COHJIMBICTb.

VY rtabmuni 2 HaBeneHi Bci MOOIYHI peakiii, SKi BHHHMKAJIW YacTille, HDK MPH 3aCTOCYBaHHI
riane6o, Ta OUTbIE HDK B OJHOTO MAaIli€HTa; Il MOOIYHI peakilii mojaHi 3a KjJacamMHu CHUCTEM
OprafiB Ta 4acTOTOW: Iyxke uacto (> 1/10); gacto (Bimx > 1/100 no < 1/10); mewacro (Bim >
1/1000 mo < 1/100); piako (Big > 1/10000 no < 1/1000); myxe pinko (< 1/10000); gacrora
HeBizioMa (He MOke OyTH OllIHEHA Ha OCHOBI HASIBHUX JIAHUX ).

3a3HaueHl TMOOIYHI peakiii TakoXX MOXYTh OYTH TIOB’s3aHl 3 TepebiroM OCHOBHOTO
3aXBOPIOBAaHHS Ta/ab0 CYNMyTHIM 3aCTOCYBAaHHSM IHIIMX JIIKAPCHKUX 3aCO0iB.

[Tix wac niKkyBaHHS HEMpPOMATUYHOTO OOJIFO LEHTPAIBHOTO TMOXOKEHHS, 1[0 BUHUK BHACIIIOK
YIIKO/DKEHHS CIMHHOTO MO3KY, 30UIbIIyBajiacsl 4acToTa MOOIYHUX peakwiil 3arajaoMm, MmodiyHUX
peaxiit 3 6oky [{HC Ta oco6imBo coHnMBICTh (qUB. po3ai1 «OCOOIMBOCTI 3aCTOCYBAHHS).
JonatkoBi moOiuHi peakiiii, mMpo sKi MOBIAOMIIIIOCSA TMicHs BHXOXY HperadaliiHy Ha PHHOK,
BKJIFOUCHI1 y TIepeTiK HIKYE Ta Mo3HadeHi y rpadi «Hactora HeBigoMay.

Tabmus 2
CucremHo- YacroTa o
OpTraHHMI KJIac BUHUKHCHHSI Tobiuni pearci
Inghexyii ma insa3zii Yacto Hazodapusrirt
3 o6oky cucmemu Heiitponenis
KpO8i ma
ﬂgwqbamuqh!oi' Heuacro
cucmemu
3 60Ky imynnoi Heuwacro I'inep4yyTnuBicThH
cucmemu Piko AHFi(‘)HCBpO“'I‘I/I‘-‘IHI/Iﬁ Hg?psnc, aJIepriyHa peakiis,
aHaQIaKTOiIH1 peakIii
3  6oky  obminy YacTto [TinBUIIICHMIA anleTUT
€4O0BUH, Btpara aneruty, rinormaikemist
iema60ﬂi3My Heuacro b g
3 6oky ncuxixu Eiipopuunuii HacTpiif, CIUTYyTaHICTh CBiJOMOCTI,
Yacto JpaTiBIUBICTh, 3HIKEHHS Ji0iI0, Ie30pieHTaIlis,

0€3COHHs

lanroruuartii, maHiyH1 ataku, 30yIKEHHsI, HECTIOKIH,
JieTipecis, TNPUTHIYEHUH  HACTpid, MiJHECEHU
Hewacro HACTpIii, arpecisi, 3MiHU HaCTPOIO, JIeNIepCcoHai3allis,
yTpYIOHEHUH a006ip CIiB, MAaTOJIOTIYHI CHOBMJIIHHS,
TTOCUJICHHS J1101]10, aHOpra3Mis, amnaris

Pi Po3ransmoByBaHHH, cyiuuaaibHa MOBE/IIHKA,
VIO CyIlMIAJIbHE MUCTICHHS
YacroTa JlikapcbKa 3aJ1eKHICTh
HeBioMa
3 6oky Hepsosoi | Jlyxe yacto 3anaMOpOYeHHSs!, COHJIUBICTh, TOJIOBHHI O171b
cucmemu ATakcid, TOpYyLIEHHS  KOOpIMHALli, Tpemop,
Yaco IU3apTpis, amHe3is, HOFipHI?HH}I .HaM’}I”‘Fi,
MOpYIICHHST ~ yBaru,  MapecTesis,  Timecresis,
celaTUBHUM e(eKT, NOpYyIIEHHS pIBHOBArH, JIETapris
Cunkomne, cTymnop, MiOKJOHis, BTpaTra CBiJIOMOCTI,
IICHXOMOTOpPHA rifnepakTUBHICTb, JUCKIHE31s,
MOCTypaJibHE 3allaMOPOYCHHS, IHTEHIIHHUNA Tpemop,
Heuacto HiCTarm, TOpYyIIEHHS KOTHITUBHUX  (PyHKIH,
MOPYIICHHS ~ TICHXIKH,  pO3Jagd  MOBIICHHS,
rinopediekcisi, TimepecTe3is, BIAYYTTA TMEUYiHHS,
ares3is, 3arajibHe HE3TyKaHHS, amaris,

HAaBKOJIOPOTOBA MAPECTE3i1sl, MIOKJIOHYC




Pigxo

Cynomu,  mapocwisi,  TimokiHe3iss,  aucdaris,
MapKiHCOHI3M, TiMaNre3is, 3aJeKHICTh, MO30YKOBUI
CHHIIPOM, CHHIPOM 3y04yacToro Koijieca, KOMa,
Jemipiid, eHuedanonaris, eKCTpanipamMiTHun
CHUH/IpOM, CHUHJIPOM Iena — bappe,
BHYTpIIIHbOUEpPENHA  TINEPTEH3isd,  MaHiaKajabHI
peaxiiii, mapaHoiIHI peakiii, po3Iaau CHy

3 oboky
30py

op2axig

Yacto

HeuiTkicTh 30py, AMIUIONIS, KOH FOHKTUBIT

Heuacto

Brpara mepudepudnoro 30py, MOPYIICHHS 30pY,
HaOpsAK o4el, nedeKTH TOoNis 30py, 3HUKCHHS
TOCTPOTH 30py, OiTb B OYax, acTEHOIs, (OTOICIs,
CYyXiCThb B OYax, IIJBUIICHE CIHO30BHILJICHHS,
MOJpa3HEeHHsT ~ ouel, Onedapur, MNOPYIICHHS
akoMoJarllii, KpPOBOBHJIMB B OKO, CBITJIOOOS3Hb,
HaOPSIK CITKIBKH

Pigxo

Brpara 30py, KepaTtuT, OCIHJIONCIsS, 3MiHa 30POBOTO
CHPHUIHATTS TIIMOWHHM, Miapia3, cTpabdi3M, SICKPaBiCTh
30py, AaHi30KOpis, BHPa3KHh POTIBKH, EK30(TaIbM,
rapajgid O4YHOTO M’s3a, IpUT, KEPATOKOH FOHKTHUBIT,
Mi03, HIYHA CIiNoTa, oQTaIbMOIUIETis, aTpodis
30pOBOTO HEpBa, HAOPSK IHMCKa 30pOBOTO HEPBa,
1ITO3, YBEIT

3 6okxy opeaHig
Cyxy ma
8eCmuOYIAPHO2O
anapamy

Yacto

Bepturo

Heuacto

INnepaky3is

3 6oky cepyeso-
CYOUHHOI cucmemu

Heuacto

Taxikapmisi, aTpiOBEHTPUKYISIpHA OJIOKaJa MEepIIoro
CTYIICHS, CHHYCOBa OpaauKapjisi, 3acTiiiHa cepiieBa
HEJIOCTATHICTh, apTepiajbHa TIOTeH31s, apTepiajibHa
rinepTeHsisi, MPUILTUBY, TillEPeMisi, BITIYTTS XOJIOLY
B KIHI[IBKax

Pigxo

[Tonosxenns inTepBanty QT, cuHycoBa Taxikapmis,
CHHYCOBA apUTMisl

3 6oky ouxanvHoi

cucmemu, Opeamis
2pYOHOI KIimKu ma
cepedoCminHsL

Yacto

@dapuHrojgapyuHrealbHui O1Ib

Heuacto

3aauinka, HOCOBa KpOBOTeYa, Kalllelb, 3aKJIaeHICTh
HOCa, PUHIT, XPOIiHHS, CYXICTh CIM30BOi 00OJIOHKH
HOca

Pigxo

Halpsik nerenb, CTUCHEHHSI B TOPJIi, JAPUHTOCTIa3M,
amHoe, aTesieKTa3, OpOHXIOoNiT, THKaBka, (idpo3
JIETEHIB, IO31XaHHS

YacTtoTa
HEBIIOMA

[IpurHiueHHs TUXaHHS

3 6oky mpasHoi

cucmemu

Yacto

bmroBanHs, HyZOTa, 3aKkpemn, aiapesi, METEOpPHU3M,
3]IyTTS )KUBOTA, CYXICTh Y POTIi, FACTPOCHTEPUT

Heuacto

I'actpoe3odareanbHa pedmrokcHa XBOpOOa,
rinepcekperis CJIVIHH, rinecresist pOTOBOIL
MOPOKHUHU,  XOJICIUCTUT,  XOJEeNiTia3,  KOIIiT,
[IUTYyHKOBO-KHIITKOBA KpPOBOTEYa, MeEJICHA, HaOpsK
sSI3MKa, PEKTaJIhbHA KPOBOTEUA

Pinxo

AcCIUT, TaHKpeaTuT, HaOpsIK s3uKa, aucdaris,
apTO3HUII ~ CTOMATUT, BHUpa3ka  CTPABOXOJHY,
NepioJJOHTaJIBHUM abciiec

T'enamobiniapni
NOpYUIeHHS

Heuacto

[TigBueHuit piBeHb Ne4iHKOBUX (PepMEHTIB*

Pinxo

KoBTsaaunsa




Hyxe pigko | IledinkoBa HETOCTATHICTD, FENATUT
3 oboxy wxipu i YacTto [TponexHi
RIOWKIPHOT [lanynb03HE BUCUIIAHHS, KPOIUB’HKA, TIEPriapo3,
MKAHUHU Hewacto cpep6i>1<, aJIoIIeris, cyxiCTb HIKIpH, eK3eMa,
ripcyTusM, BUpPa3KHU MLIKIpU, BE3UKYJI0-OyIbO3HUI
BHCHII
TokcuuHuili  emiiepMabHUNA  HEKpPOJi3, CHHIPOM
CriBeHca - JI>xoHCOHa, XOJIOAHUNA T,
Piko ekcoJIiaTUBHUI JCPMATHT, J'IiX'eH(‘)'I'I[HI/II‘/'I /lepMaTHr,
MeJNaHo3, po3yagu 3 OOKy HIrTIB, MNeTeXialbHUN
BUCHI, IypHypa, IIyCTYJSApHHA BHCHUII, aTpodis
IIKIpH, HEKPO3 NIKIPH, MKIPHI Ta HiAMIKIPHI BY3JIUKH
3 b6oky onopHo- Yacro M’s30B1 cyaomwu, apTpanris, Oulb y crouHi, OUTb y
PYX080i cucmemu KIHITIBKAX, CIIa3MH M 5I31B IIH1
ma cnoay4Hor Hewacto Ha6pf11< cyrpo6iB,,Mi§nriﬂ, MOCIiITyBaHHs M s31B, OLJTb
MKAHUHU y U1, CKYTICTh M’ SI31B
Pinko Pabnomiomni3
3 6oky Hupox ma Hewacto Herpumanns  cedi,  Iu3ypis,  aJbOyMmiHYypis,
Cceyo8UOLILHOT reMarypisi, yTBOPEHHS] KaMEHIB y HUPKax, HeQpuT
cucmemu HupkoBa HemocTaTHICTB, ONIrypisi, 3aTpUMKa cedi,
Pinko rocTpa HUPKOBA HEAOCTATHICTh, TTIOMEPYIOHEPPUT,
nienoHepur
3 60Ky Yacro EpexTuiibHa AucyHKIIiS, IMITOTSHITIS
PenpooyKmueHoi CrareBa  aucyHKIis, 3aTpUMKa  eSKYJALI],
cucmemu ma Heuacto JUCMEHOpesi, O1b Yy MOJIOYHUX 3allo3ax, Jeikopes,
MOJIOUHUX 37103 MEHOparisi, MeTpoparis
AMeHoOpesi, BHIUIEHHS 3  MOJIOYHHX  3aJI03,
Pinxo 301IbIIEHHS ~ MOJIOYHHMX  3aj103, TiHEKOMACTIs,
IEPBIIUT, OAIAHIT, ST IUTUMIT
3azanvHi poznaou [Tepudepruyunuii HaOpsiKk, HAOPSIK, TOPYIIEHHS XO/IH,
Yacto MaJIHHS, BIAYYTTS CI’SIHIHHS, HE3BUYAHI BIIUYTTS,
MIIBUIIEHA BTOM/IIOBAHICTh
I'enepanizoBanuii  HaOpsk, HaOpAK  0OOIMYYS,
CKYTICTb y Tpydsx, OuIb, »Kap, cIpara, O03HOO,
Heuacto 3arajbHa CIa0KICTh, HE3/1yKaHHS, aocrec,
3amaneHHs KHUPOBOT TKaHWHU, peaxirii
(hOTOUYTIMBOCTI
Pinko I'panynboma, YMI/ICHG 3a0IIIHHSA ITKO/IH,
3aouepeBUHHUH (Pi0po3, MoK
Jlabopamopmi Yacro 3011b1IICHHS MacH Tijla
00Cni0dHCEeH S 30u1blIeHHS PiBHA KpeaTuH(oc(hOKiHa3u B KPOBI,
301IBIIEHHS PIBHS TJIIOKO3W B KPOB1, 3MEHUICHHS
Heuwacro KUTBKOCTI ~ TpOMOOLMTIB,  30iJbIIEHHS  PIBHA
KpeaTHUHIHY B KpOBl, 3MEHILEHHS pIBHA Kalil0 B
KpOBI, 3MEHIIICHHS MacH TiJia
Pinko 3MeHIIeHHS PiBHSI JISHKOIMUTIB Y KPOBI

* 30inp1IeHHs piBHA anaHiHaMmiHoTpaHcdepasu (AJIT) Ta acnapraraminorpanchepasu (ACT).

VY nesKux MalieHTiB CHOCTEPIraJucs CHMITOMH BiIMIHU MiCIs IPUIIMHEHHS KOPOTKOCTPOKOBOTO
a00 JOBrOCTPOKOBOTO JIIKyBaHHs Tiperabaminom. [loBigomisiocss mpo Taki CHMIITOMHU:
0€3COHHsI, TOJIOBHUM O17b, HYJ0Ta, TPUBOXKHICTH, Jiapesi, TPUMONOAIOHUN CUHAPOM, CYI0MH,
HEPBO3HICTb, JeNpecis, CyilugallbHI JyMKH, OU1b, TIIEpriipo3 1 3aaMOpOUYEHHS, sIKI BKa3ylOTh
Ha JIKapCchKy 3aiexHicTh. Lo iHQopmawito ciig MOBIJOMUTH MAIliEHTy Mepe] MOYaTKOM

JIKyBaHHS.



JlaHi moa0 BiAMIHK TperadaiiHy Miclis TPUBAIOTrO 3aCTOCYBaHHS BKa3ylOTh Ha Te, 1[0 4acTOTa
BUHUKHEHHS Ta CTYIIHb TSDKKOCTI CHMITOMIB BIZIMIHU MOXYTh OyTH /10303aJIC)KHUMU.

Jimu. Tlpodine O6e3meku mperadaniny, BCTAHOBICHUH Y XO/1 I’ SITH JTOCHIKEHb, MIPOBEICHUX 32
y4acTIO NeNIaTpUYHMX NAali€HTIB 3 MapliaJbHUMH CYJIOMHMMH HamajJaMH, 13 BTOPHHHOIO
reHepaiizaiiero abo 6e3 Hei (12-TrwkHEBE AOCTIHKEHHS €()EKTUBHOCTI Ta OC3MEKH y MAIliEHTIB
BiKOM Bix 4 10 16 pokiB, n = 295; 14-nenne nociipkeHHs €)eKTUBHOCTI 1 O€3MEKH Yy MaIli€EHTIB
BikoM Big 1 Micsaus mo meHme 4 pokiB, n = 175; mocmimkeHHs (apMakOKIHETHKH Ta
MEPEHOCHMOCTI JIIKapChKOTo 3aco0y, n = 65; nBa BIAKPUTHX AOCIIHKEHHS O0€3MEKH TPUBATICTIO
1 pix, n = 54 Ta n = 431), OyB noaiGHMUI 10 MPOdiIt0, TKUH CIIOCTEPIraBcsi B JOCTIKCHHAX Y
JOPOCIUX TMAIi€HTIB 3 emnitencicro. HalOUTbIl MNOMMpPEeHUMH TOOIYHUMH PEeaKIlisiMH, IO
CrocTepiraguch y 12-THKHEBOMY JAOCHTIDKEHHI Tepamii mnperadaiiHoM, OyJau COHJIHMBICTb,
nipekcid, iH(peKIii BepXHiX JUXAIbHUX [UIAXIB, IMiIBUIICHHS alleTUTY, 30UIbIICHHS] MacH Tija Ta
HazopapuHrit. HaltOnpll mOmMMpEeHUMH MOOIYHUMH PEaKIisIMU, IO CHOCTepiraauch y 14-
JIEHHOMY JOCHiDKEHH] Teparii mperadaxiHoM, Oyiau COHJIMBICTb, 1H(GEKIT BEpXHIX TUXATbHHUX
nuisaxiB 1 mipekcis (auB. po3ainmum  «®@apmakoauHamikay, «®Dapmakokinetuka» Ta «Crocid
3aCTOCYBAHHS Ta JI03HY).

[ToBiTOMIICHHSI IIPO MMiI03PIOBaHI MOOIYHI peakKilii

[ToBimoMieHHsT TIPO MiZO3prOBaHi MOOIYHI peakiii micis peecTparii JiKapcbkoro 3aco0y Mae
BeJIMKE 3HaYeHHA. Lle ae 3Mory mpOBOJMTH MOHITOPUHT CITiBBITHOIICHHS KOPUCTH/PU3UK MPU
3aCTOCYBaHHI I[LOTO JIIKAPChKOTo 3aco0y. MennyHuM Ta (papManeBTHYHUM IpalliBHUKAM, a
TaKOXX MarieHTaM a0o IXHIM 3aKOHHHMM IPEJICTaBHUKAM CIIiJl MOBIIOMIISITH TPO YCi BHUIIAIKU
MiJ03PIOBAaHUX IMOOIYHUX peakiiii Ta BiACYTHOCTI €(PEeKTHUBHOCTI JIKapChKOro 3acoly uepes
ABroMaTu3oBaHy  iHpopMamiiiHy cucreMy 3 (apMakoHarJasay 32 [MOCHJIAHHSM:
https://aisf.dec.gov.ua.

Tepmin npuoamuocmi.

Mns 0ozyeanns 75 me, 150 me, 300 me — 3 pokwu.

s 0o3yeanns 50 me — 1 pik.

YmoBu 30epiranus.

30epiraTy B OpUriHaNbHIN YIaKoBLi pH Temneparypi He Buie 25 °C.
30epiratu B HEAOCTYITHOMY JJIsl AIT€H MiCL.

Ynakoska. I[To 10 xancyn y 6iicTepi, o 2 6icTepH B maylii.
Kareropis Binmycky. 3a penentom.

Bupoouuk. [TAT «KuiBmennpenapary.

Micue3naxonxeHHs1 BAPOOHUKA TA ajpeca Micls NPOBAKeHHS HOro AiAIbHOCTI.
Vkpaina, 01032, m. Kuis, Byn. Cakcarancekoro, 139.

Jlata octannboro neperasay. 05.09.2024
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