IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Ilpera6anin-TeBa

(Pregabalin-Teva)

Cknao:

Oitoua pevosuHa: iperabarin;

1 kamncymna mictuth nperabaniny 75 abo 150 wmr;

donomidcHi peuosuHu: MaHIT (E 421), KkpoxMasb IpeXenaTHHI30BAHUYN KYKYPYL3SHUY, TAlbK, TUTAHY

miokcup (E 171), 3aniza okcup yepBouuu (E 172) (kancymnu o 75 Mr), 3anisa okcup xkoBtuid (E 172)
(kancynu o 75 mr ta 150 Mr), XKenaTus.

JIikapcbKa ¢popmMa. Kancynu TBepmi.

OcHOB8HI (i3uK0-XiMIUHI 81aCMUBOCMI: KAIICYNIX 75 MT - HEIIPO30Pi KalCynIu 3 KPUIIEYKOI0
POKEBOT0 KOJILOPY Ta KOPIYCOM KOJIbOPY CIIOHOBOI KiCTKH 3i IIITAaMIIOM YOPHOTO KOILOPY 75;

Kancynu 150 Mr — Hempo30pi KaIlCyu KOJIbOPY CIOHOBOL KiCTKY 3i IMITAMIIOM YOPHOTO
Koyibopy 150 Ha Kopmyci.

dapMmakoTepaneBTHYHA rpyna. [IpoTueninenTuyHi 3acobu, iHII TPOTHENiNENTUYHI 3aC00H.

Kom ATX NO3A X16.

®apmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Ilitoua peuyoBuHa — mnperabarliH, aHaJor raMMa-aMiHOMacCJIsTHOI KucioTH [(S)-3-
(amiHOMETHII)-5>-MeTUIITeKCaHOBa KUCIOTa].

Mexani3Mm mii.

[Iperabanin 3B'A3y€ETHCS 3 HOMOMiKHOIO CyOOOUHUIIEIO (a,-d 6iTOK) moTeHIian3anekHuX
KaJbllieBUX KaHAaJliB y IeHTpasibHil HepBoBil cucteMmi (LITHC).

Kniniyna ebeKkTHBHICTS i Ge3meka.



- HetliponamuyHuti 6inb.

[Tig wac mocmimkeHb 6y10 MPOAEMOHCTPOBaHO eEeKTUBHICTE Iperabaiiny [JIs JIIKyBaHHS
niabeTU4HOI HEWPOIMaTil, IOCTrepIeTHYHOI HeBPaIril Ta ypaXKeHHS CIIMHHOTO MO3KY.
EdeKkTUBHICTD NMpenapaTy IpH iHIIUX BUIaX HEHPOIATHYHOT0 00JII0 HE BUBYAJIIHU.

[Tperabamin BuB4Yamy B Xomi 10 KOHTPOILOBAHUX KIIIHIYHUX OOCITIIXKEHb TPUBAIICTIO M0 13 THXKHIB 3
PexXMUMOM [103yBaHHA IIpelapaTy ABiui Ha o0y Ta B XO[i HOCTigKeHb TPUBAJIICTIO N0 8 THUKHIB 3
pexXMMOM [103yBaHHA TpU4Yi Ha #o0y. 3arasioM npodisni 6e3mexu i eeKTUBHOCTI /IS peXKUMIB
MOo3yBaHHA ABiYi ¥ Tpudi Ha K00y OyiIu HOgiOHUMH.

Y xopi KNMiHIYHUX [OCTiAXKEHb TPUBAIICTIO 10 12 TUXKHIB, B IKUX JTiKapChKUi 3acib 3aCTOCOBYBaIu
IJIs JTIKyBaHHS HEMPOMaTUYHOTO 001110, 3MeHIIIeHHs 00710 epru(epruyHOro Ta eHTPaIbHOT0
TIOXOIKEeHHS CIIOCTEePIranaocs Mmicyis MepIIoro THKHS Ta 30epiranocs MpoTIroM ychoro mnepiogy
JIIKYBaHHS.

Y Xopi KOHTPOJIbOBAHUX KJTIHIYHUX [NOCTigXKeHb epudepudHoro HeipomnaTuyHoro 600 y 35 %
TallieHTiB, sIKi 3aCTOCOBYBaiu mperadarid, Ta y 18 % mamieHTiB, ki oTpuMyBanu miaieoo,
crocTepirasnocs nokpaineHHs Ha 50 % 3a m1Kaoo ouiHKY 0oiio. Cepefl MallieHTiB, ¥ SKUX He
BMHMKAJIa COHJIMBICTh, TaKe MOKpallleHHs crocTepiranocs y 33 % malieHTiB, Ki 3aCTOCOBYBaIu
nperabariH, Ta y 18 % mattieHTiB 3 rpynu nnane6o. Cepeq Malli€HTIiB, V SKUX BUHUKAJlAa COHIUBICTE,
YyacTKa MallieHTiB, SKi BiMOBiNMM Ha Tepatmiio, craHoBumna 48 % y rpymi nperabaniny ta 16 % y rpymi
nane6o.

Y xomi KOHTPOILOBAHOT'O KITIHIYHOTO AOCTiAKEHHS 3 BUBYEHHS HEHPOMAaTUYHOTO OOJII0 IIeHTPAIBHOT0
TIOXOIKeHHS y 22 % MallieHTiB, SKi 3aCTOCOBYBasu mperabaiH, Ta y 7 % MallieHTiB, SKi 0OTpUMyBaIu
nyane6o, crmocTepiranocs nmokpaiieHHs Ha 50 % 3a IIKaso OIMiHKYH 00JIIO.

- Enisencis.

[omaTkoBe mikyBauHs. I[Tperabasil BUBYaIu B X0/li 3 KOHTPOJIbOBAHUX KITiIHIYHUX MOCHiIXKeHb
TPUBAIICTIO 12 TUXKHIB 3 peXKUMOM [103yBaHHS [Biui a0o Tpuyi Ha moby. 3aranom mpodimi
Oe3neku 1 e(eKTUBHOCTI A7 PEXKUMIB [03yBaHHS [IBiui ¥ Tpudi Ha K00y Oynu NOmiOHUMU.

3MeHIlIeHHs YaCTOTU CYAOMHUX HallafliB CIIOCTePiragocs Bxe Ha IeplIoMy TUXKHI.

Oitu. EpexTuBHicTh Ta Oe3meka nperabasiHy B SKOCTi [OIOMiXKHOTO 3aco0y 1pu eminerncii
IJ1s miTed BikoM o 12 POKiB Ta [ MimIiTKIB He BcTaHOBeHi. [To6iuHi peakiiii, 1m0
CIIOCTepiranaucs B OCTIAKEHHI 3 BUBYeHHS (papMaKOKiHETUKY Ta II€PEHOCUMOCTI, 10 IKOTO
Oynu BKITIOYEHi malieHTH BikoM Bif 3 Mics1iB mo 16 pokiB (n=65) 3 mapiiarbHUMU
CyIOMHUMU HamnafgaMu, O0ynu nomibHi 1o mobiuHuX peakiliii y mopocnux. Pe3ynbraTu 12-
THXKHEBOTO0 I171a1le00KOHTPOJILOBAHOTO NOCITiIXKEeHHS 3a y4acTio 295 miTel Bikom Bif 4 mo 16
POKiB Ta 14-meHHOTrO0 MIare00KOHTPOILOBAHOIO NOCTIXKEHHS 3a y4acTio 175 mitei BikoM Bif 1
Mics1s fo < 4 pPokiB, MeToI0 AKUX OyJia olliHKa e(eKTUBHOCTI Ta Oe3neku mperadasiny sK Io4aTKOBOI
Teparil napifiaJbHUX CYAIOMHUX HallafliB, Ta ABOX BiDKPUTHUX AOCIiAKeHb Oe3MeKu TpUBamicTio 1 pik
3a yuacTio b4 Ta 431 miTeii BigmoBigHO, BiKOM Bif 3 MicsliB 10 16 pOKiB 3 eminencieio BKa3yoTh Ha
Te, 110 Taki mobiyHi peakiii, gk mipekcis Ta iHdeK1il BepXHiX AUXaNTbHUX LIUISIXIB, ¥ AiTel
CIIOCTEPIramThCs YacTillle, HiXK y JOPOCINX MallieHTiB 3 eminernciero (quB. po3ginu «Cmocio
3aCTOCyBaHHS Ta 103u», «[1o0iuHi peakuii» i «PapMaKOKiHETUKA»).

YV 12-TuxHEeBOMY I1alle00KOHTPOILOBAHOMY HOCIiIXKeHHi [iTsM (BikoM Big 4 1o 16 poKiB)



mpHU3Havany nperabarnin no 2,5 Mr/kr/moby (Mmakcumym 150 mr/mo0y), nperabarin mo 10 Mr/kr/goby
(makcumyMm 600 mr/mo6y) abo mnare6o. ITpuHaiiMHi 50-BiCOTKOBE 3MEHILIEHHS MapIliaIbHUX
CYNOMHUX HallafiiB, y IIOPiBHSAHHI 3 BUXIAHUM piBHEM, criocTepiranocs y 40,6 % mauieHTiB, SKi
oTpumMyBanu nperabamnid y gosi 10 mr/kr Ha moby (p=0,0068 nopiBHsHO 3 mnarebo), 29,1 %
TallieHTiB, SIKi oTpuMyBanu nperabaid y gosi 2,5 mr/kr/moby (p=0,2600 mopiBusgHO 3 miaiie6o) Ta
22,6 % THX, XTO OTPUMYBaB IIauebo.

Y 14-gennoMy m1aie00KOHTPOILOBAHOMY HOCIioKeHHi [iTsaM (BikoM Big 1 micsinst no < 4 pokiB)
npu3Haydany nperabanid 7 Mr/Kr/mo6y, nperabarin 14 mr/kr/go0y a6o mnaiebo. MenianHa fo60Ba
YaCcTOTa CyOOM Ha BUXiJHOMY piBHI Ta Ha 3aK/JIIOYHOMY Bi3WTi CTaHOBHJIA BigmoBigHo 4,7 i 3,8 ans
nperabainy B fo3i 7 Mr/kr/no6y, 5,4 ta 1,4 nns npera6aniny B no3i 14 mr/kr/no6y Ta 2,9 i 2,3 nnsa
nnate6o. [Tperabanin y mo3i 14 mr/kr/go0y 3HaYHO 3MEHITyBaB JIorapu(MiuHO ITepeTBOPEHY YacTOTY
napiiiaJbHUX CYOOMHUX HalafiB y MOpiBHSAHHI 3 mianebo (p=0,0223); nperabariH y f03i 7 Mr/kr/mo0y
He NIPOIeMOHCTPYBaB IOKpallleHHS MTOPiBHAHO 3 Iyanebo.

Y 12-TuxHeBOMYy I11alle00KOHTPOILOBAHOMY HOCIiIKEeHH] NallieHTiB i3 TepPBUHHUMHU
reHepasnizoBaHuMu TOHiIKO-KMoHiuHUMY ([IT'TK) Hamagamu 219 namieHTam BikoM Bif 5 1o 65 pokKiB (3
HHUX 66 0cib BikoM

Bi 5 mo 16 pokiB) O6yno mpusHaveHo nperabain y mo3i 5 mr/kr/noby (Mmakcumym 300 mr/moby) abo
10 mr/kr/moby (MakcumyM 600 mMr/mo6y) uu mianebo K OOMOMiXKHY Teparrito. [IpuHaiMHi
50-BigcoTkoBe 3MeHIeHHsa yacTtotu [II'TK Hamazis cnoctepiranoca y 41,3 %, 38,9 % ta 41,7 %
NallieHTiB, SIKi oTpuMyBau nperabanid y nosi 5 Mmr/kr/mo0y, nperabanid y nosi 10 mr/kr/go0y Ta
1a1e00 BiAgmoBigHO.

MomnoTepamnis (y IamieHTiB 3 ynepine NiarHOCTOBAHMM 3axBopioBanHsaM). [Iperabasiid BUBYAIHU B
X071 1 KOHTPOJILOBAHOTO KJIIHIYHOI'0 AOCIIIIXKEeHHS TPUBAJIICTIO 56 TUXKHIB 3 PEXKUMOM
mo3yBaHH Biui Ha moOy. [1pu 3acTocyBaHHi nperabaniny He 610 JOCITHYTO OJHAKOBOTO
PiBHA €(EKTUBHOCTI ITOPIBHSHO i3 3aCTOCYBaHHSAM 1aMOTPUOXKUHY, 3TiAHO 3 OL[IHKOIO Yepe3
6 MicsiLiB KiHIIEBOI TOUKH - BiICYTHOCTi CyHOMHUX HamapiB. [Iperabain i TaMOTpUOKUH
Oynu omHaKOBO 0€3MeYHNMH Ta fo0pe MePeHOCUINCS.

- 'eHepanizosaHull mpugodHcHuUll po3aad.

[TperabasiH BUBYAJIU B XO/li 6 KOHTPOJIOBAHUX HOCIiAKEeHb TPUBAJIICTIO 4-6 TUXKHIB, OMHOTO
OOCIIIKeHHSI TPUBAJIICTIO 8§ TUXKHIB 3a y4aCTIO IAli€HTIiB JIITHLOT'O BiKy Ta OGHOTO TPUBAJIOTO
OOCIIIXKEeHHS TPOQPINaKTUKK PElUOUBY 3 IIOABIMHOIO CIINOI0 (Ha30i0 IPOQiNaKTUKU PELUTUBY
TPUBAJICTIO 6 MicAILiB. 3MEHIIEHHS CUMIITOMIB reHepasli30BaHOT0 TPUBOXKHOTO pO3/1afy BiATIOBIIHO
0o mKany ['aminbTOHa Oyd OiiHKY TpuBOXKHOCTI (HAM-A) ciocTepiranocs BxKe Ha TUXKHI 1.

Y Xoni KOHTPOIbOBAHUX KIIHIYHUX AOCIIIXKEHb (TpUBasicTio 4-8 TUXKHIB) y 52 % MalieHTiB, IKi
3aCTOCOBYBasu nperabariH, Ta y 38 % mallieHTiB 3 rpynu manedo CIocTepiranocs MoKpalleHHs He
MeHIIe Hix Ha 50 % 3a 3arajsbHOIO KiNbKicTi0 0aiB 3a mkamow HAM-A Bif BUXiTHOTO PiBHS O
KIHIIEBOI TOYKH.

[Tig 9ac KOHTPO/IbOBAHUX [OCIiAXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajaacs y Nali€HTiB, IKi
3aCTOCOBYBaJIH IIperadarliH, HiXK y HallieHTiB, sSKi oTpuMyBanu mnare6o. Y 6inbirocTi Bumaakis 1e
SIBUIIE 3HMKAJIO IIPY IIPONOBXKeHH] Teparii. OdTanmbMonoriyae o6cTekeHHs (BKITI0YaOUy IEPEBIPKY
TOCTPOTH 30Dy, (hopMaibHy NEPEBIPKY MOJIS 30PY Ta AOCIIIXKEHHS 0YHOI0 JHA IIPU PO3ILINPEHin
3iHHUI) y paMKaX KOHTPOJIbOBaHUX KJTIHIYHUX JOCIIiAKeHb BUKOHYBanocs y noHan 3600 naimieHTiB.
Cepeq 11ux MallieHTiB TOCTPOTa 30pPY moripmmnacs v 6,5 % mnalieHTiB y rpymi nperabaniny ta y 4,8 %
nauieHTiB y rpymi nnane6o. 3MiHM 10 30py BUsBNIEHO V 12,4 % nauieHTiB, sSIKi 3aCTOCOBYBaIu
nperabanif, Ta y 11,7 % nauienTis 3 rpynu mnaie6o. 3Minyu Ha ouHOMY OHi BUsSBIeHIy 1,7 %



NallieHTiB, SKi oTpuMyBanu nperabanid, Tay 2,1 % mailieHTiB y rpymi muareoo.
- Qibpomianais.

EdekTuHicTh nperabaniny Oyia BCTaHOBIEHA Y OGHOMY 14-THKHEBOMY IIO[IBIIHOMY CIIiIIOMY
1171a11e00KOHTPOJIbOBAHOMY MYJIbTUIIEHTPOBOMY AociimkeHHi (F1) Ta B ofHOMY 6-TUXKHEBOMY
paHOoOMi30BaHOMY fmochigxKkeHHi Bigminu (F2). YV i gocmigkeHHs 3anydanucs MalieHTH 3 AiarHo30M
«(ibpomianris» Ha OCHOBI KpUTePiiB AMEePHUKaHCHKOT'0 KOJIEIKY PEBMATONOr] (mommpesut 6inb
npoTsaroM 3 MicsliB B aHaMHe3i Ta 0inb npucyTHi# B 11 4u 6inbire 3 18 crnernupivHux 601b0BUX
TO4YOK). [loCTigKeHHS IPOAEeMOHCTPYBaIN 3HUKEeHHS 00J110 3a Bi3yasllbHOIO aHaJI0T0BOIO IITIKAJIOI0.
[TokpalileHHSI JOaTKOBO OYyJI0 IIPOOEMOHCTPOBAHO 3a 3arajbHOI0 OI[IHKOIO TallieHTa Ta 3a
OTIUTYBaHHAM IIOMO0 BIIUBY (pibpomianrii.

Litu. Bymo nmpoBeneHe mi1ane00KOHTPOILOBAHE MOCTIIXKEHHS TPUBAJIICTIO 15 TUXKHIB 3a y4acCTIO

107 mitett Bikom 12-17 pokiB 3 ¢pibpomianrieto, ki 3acTocoByBanu nperabanid y no3i 75-450 mMr Ha
no0y. 3a pe3ybTaTaMM OLiHKY IIEPBUHHOI KiHIIEBOI TOUKH e(peKTUBHOCTI (3MiHa 3araibHOi
iHTeHCUBHOCTI 60110 Biff 6a30BOT0 PiBHS N0 TUXKHA 15; po3paxoBaHO 3a HornoMoroio 11-6anbHol
IITIKaJIX OIiHIOBaHHS) OyJ10 MPOIEMOHCTPOBAHO YKCENIBHO OilbIlle MOKPAIleHHs CTaHy MallieHTiB, IKi
3aCTOCOBYBaJIH IIperadariH, MOPiBHSAHO 3 MalliEeHTaMH, SKi mpuiiMany miane6o, aje e MoKpalleHHsS
He JOCSTII0O CTaTUCTUYHOI 3HauyIocTi. HaltyactimuMu mobivyHUME peakilisiMu, SKi CIlocTepiramucs y
KJTIHIYHUX [OCTiIXKeHHAX, OyIM 3allaMOPOY€eHHSs, Hy0Ta, TONOBHUIM 0inb, 30inbIIeHHs MacHu Tifla Ta
CTOMJTIOBaHICTh. 3aranbHuil 1podins 6e3meky y miamiTKiB 6yB nogiOHMM [0 TAKOTO Y JOPOCIHX i3
¢dibpomianriero.

dapmakoKiHemuka.

dapMaKOKiHEeTUYHI [T0OKa3HUKYU IperabaiiHy B piBHOBaXKHOMY CTaHi Oyiu NMofiOHi y 3M0pOBUX
noOPOBOJIBbIIIB, MAIIIEHTIB 3 EIiNIeNCielo, IKi 3aCTOCOBYIOTh MPOTHUEIINIENITUYHI IpenapaTy, i
TIAITiEHTIB i3 XpOHiUHUM OoJeM.

Ab6cop0Orig. [Tperabarmid IMBUOKO BCMOKTYEThCS IIPY IIePOpaIbHOMY IIPUMOMI HaTIIE i
[nocsAAra€ MakKCUMaJIbHUX KOHLIEHTPalill y 1a3Mi KpoBi IpOTAroM 1 roguHu micns
OJIHOPa30BOro Ta OaraTopa30BOr0 3aCTOCyBaHHS. Po3paxoBaHa 6i0gOCTYMHICTD Iperadainy
IIpU IIepopabHOMY 3aCTOCYBaHHI CTaHOBUTH = 90 % i He 3amexuTh Bif mo3wu. [licis moBTOPHOTO
3aCTOCYBaHHS PiBHOBaXKHUM CTaH [OCATAEThCs yepes3 24-48 ropus. Ctyminb abcopbuil mperabaniny
3HUKYETHCS IIPU ONHOYACHOMY IIpUiioMi 3 13Kelo, 110 IPU3BOOUTH 0 3MEHIIEHHS MaKCUMaIbHOl
KoHrneHTpariii (C,,.,) mpubnu3no Ha 25-30 % Ta mogoBXKeHHS 3Ha4YeHs t,, MpubIu3HO I0 2,5 TOOUH.
Opnak npuitoM nperabaiHy OmHOYACHO 3 i3Kel0 He MaB KJIiHiYHO 3HAUYIIOTO BIJIUBY Ha CTYIiHbL HOT0O
abcopoOuii.

Posmnopin. [Tpera6anin npoHuKae Kpi3k reMaToeHnedaniyuuii 6ap'ep y TBapuH, a Takox
Kpi3b MIJIaLleHTy i Y MOJIOKO TBapHH y MepPiof JTaKTallil. Y TI0AuHA YMOBHUK 00'€éM pO3MOOiny
nperabaJtiny micis mepopasbHOr0 3aCTOCYBaHHS CTaHOBUTH 0113bK0 0,56 11/Kr. [Iperabarin
He 3B'A3y€eThCS 3 OilkaMu 11a3MU KPOBI.

MeTabomi3M. V nmioguHu nperabaid 3a3Hae He3HA4YHOTro MeTaboniaMy. Ilicnis BBeieHHS 03U
pagioaKTUBHO MiueHOTOo nperabaniny npubnu3no 98 % pamioakKTHBHOCTI BUBOOUTHCS 3
cedelo y BUTTIAMAI He3MiHEeHOro nperabaniny. N-MeTuIb0BaHUM iepuBaT mperabainy
(ocHOBHUM MeTabomiT nperabaniny, 10 BU3Ha4Ya€eThCs y cedi) ctaHoBuUB 0,9 % Bif BBegeHO1
mo3u. [1if yac mOKMTiHIYHUX HOCTiIXKeHb He BimOyBanocs palleMmizallii S-eHaHTioMepa



nperabariny B R-eHaHTioMeD.

BuBenenns. [Tperabanid BUBOTUTHCS i3 CUCTEMHOI'0 KPOBOOOITY I'OJIOBHUM YHHOM 3@
PaxyHOK eKCKpellil HUpKaM# ¥ He3MiHeHOMY BUrnsafi. CepenHiy mepioq HamiBBUBEeHHS
nperabariny mopiBHIOE 6,3 roguHu. [I1a3MoBuY i HUPKOBUM KIlipeHC mperadariny IpsMo
IIPOTIOPIIilHI 10 KiTipeHCYy KpeaTuHiny. [1amieHTaM 3 mopyiieHHAM GYHKIlil HUPOK abo Ha
reMofiani3i Heo6xifHO KOperyBaTu 03y Ipemnapary.

JlinitiHicTh/HenmiHiiHICTh. PapMaKOKiHeTHKa ITperadarliny € NiHiNHOIO IS BCbOTO
PEKOMEeHI0BaHOT0 fiana3oHy f03. Mixkcy6'eKTHa ¢papMaKOKiHeTUYHa BapiabenbHICTh AT
nperabariny € Hu3bK010 (< 20 %). PapMakKoKiHeTHKa OaraTopa30BuX 103 € mependavyBaHO0
Ha IifCTaBi JaHUX OOHOPA30BOT0 NO3yBaHHS. TaKMM YMHOM, HEMAE MOTPEOH y PETyIIPHOMY
MOHITOPUHTY KOHIIeHTpalliil mperabaiiHy y miaa3Mi KpoBi.

dapMakoKiHETHKA B OKPEMUX I'PyIax Malli€HTiB.

Ctatb. BifcyTHil KiHiuHO 3HAUyIIME BIUJIMB CTaTi Ha KOHLEHTPaIil mperadainy y mia3mi
KPOBI.

[TopymenHs QyHKIli HUpoK. KnipeHc mperabaniny IpsMo IPOMOPILiHHUYN 00 KITipeHCY
KpeaTuHiny. KpiMm Toro, npera6asin eheKTUBHO BUJAISETLCS 3 IIJTa3MU KPOBi IIpu

reMopianisi (micns 4 romuH reMofiani3dy KoHIleHTpallil nperabainy y mia3Mi KpoBi
3HUXKYIOThCS TPuOIN3HO0 Ha 50 %). OCKiNnbKY BUBEIeHHS HUPKAMU € OCHOBHUM IIIISTXOM
BUBE[IEHHS IIpemnapary, malieHTaM 3 MOPYIIeHHIM GYHKIIII HUPOK HeoOXiHO 3HUKYBATH
Mo3y Ipemnapary, a IMicag reMofianisy — mpuiMaTy OOoJaTKOBY 0o3y (auB. po3min «Cmocib
3aCTOCYBaHHS Ta [03U», TAOIUIIS).

[opymenHs QyHKIIl nevyinku. CrelianbHUX GapMaKOKiHETUYHUX JOCTiAXKEHb 3 y4aCTIO
TallieHTIB 3 MopyleHHIM QyHKIiI medinku He npoBoaunu. OCKinbKu nperabaiid He 3a3HaE
icToTHOTO MeTab0/1i3My Ta BUBOJUTHCS IIEPEeBaXKHO Y HE3MIHEHOMY BUTJISA[IL 3 CE€Yel0, TO
MaJIO¥MOBIipHO, 11100 MOPYIIEeHHS (YHKIIiI MeYiHKKA MOTJIO BIIMBATH Ha KOHIIEHTpAIlil
nperabariny y mi1a3Mi KpoBi.

Oitu. PapMaKOKiHeTHUKY IperabaiHy OIliHIOBaIu y [iTel 3 eminerncielo (Bikosi rpymnu: Big 1
no 23 MicsuiB, Big 2 mo 6 pokis, Big 7 0o 11 pokis i Big 12 mo 16 pokiB) mpu 3aCTOCyBaHHI 403
2,5 mr/kr/moby, 5 mr/kr/mo0y, 10 Mr/kr/mo0y Ta 15 Mr/Kr/mo0y B XOOi AOCHigXKEHHS 3
BUBYEHHS (papMaKOKIHETHKH Ta IePeHOCUMOCTI. [Ticis mepopanbHOTO 3aCTOCYBaHHS
nperabaJtiHy AiTSM HaTIe Yac JOCSITHEeHHS MaKCHMaJlbHOI KOHIIeHTpallii B m1a3Mi OyB
3arajioM aHaJIOTiYHUM Y BCiX BIKOBUX Ipyliax i cTaHOBUB Bif 0,5 rOOMHYU [0 2 TOOUH MiCIA
npuriomy. 3HadyeHnHs C,,, i MIOLI i KpUBOIO 3a71eKHOCTI KOHIIeHTpallil Big 4acy (AUC)
nperabaJtiHy 3poCcTay JTiHiiHO 31 30iIbIIEHHSIM 1031 B KOXKHiM BiKOBi# rpymi. Y mitei 3
Macoo Tina go 30 kr 3HadeHHss AUC Oynu Huxuumu Ha 30 %, 1110 00yMOBIIeHO 30iTbIIEHHAM
Ha 43 % KIipeHCy, CKOPUT'0OBaHOTO 3a MaCO0 Tijla, V LIUX NAIi€HTIB y IOPIBHAHHI 3
mallieHTaMu 3 Macoro Tina = 30 Kr.

Kinnesuit nepion HamiBBUBeleHH Tperadasiny CTaHOBUB y cepegHboMYy 0/1M3bK0 3-4 TOOUH Y miTen
BiKOM 110 6 pOKiB Ta 4-6 TOOUH y AiTel BiKOM Bifi 7 POKIiB.

Y xomi nonynsuiitHoro papMakoKiHETUYHOTO aHani3y Oyy0 MoKa3aHo, 110 KIlipeHC KpeaTUHiHy O6yB



3HAUyIIOK KOBapiaToo [JIs KJIipeHCY IepopabHOTo nperadasiHy, a Maca Tina 0ysa 3Ha4yIoio
KOBapiaTO0 [JIs YSIBHOTO 00'€My PO3MOMiNy IIepopaabHOro mperadariny, i 1ei 3B's30K OyB
aHaJIOTIYHUM Y JiTeH i JOPOCIUX Malli€HTiB.

dapMaKkoKiHeTHKY MperabaliHy y MmallieHTiB BiKkoM MeHIIe Hixk 3 MicsIli He BUBYAIH (IUB.
po3pain «Cmocib 3acTocyBaHHS Ta [03u», «I[100iuHi peakiii» Ta «®apMakoguHaMiKa»).

[lamieHTH DITHLOTO BiKy. KnipeHc nmperabaniHy Ma€ TeHAEHIII0 0 3HUKEHHS 3 BikoM. Lle
3HUKEHHS KJIipeHCy nperabariHy Micis epopabHOr0 3aCTOCYBAHHS Y3rOAKY€eThCS 31 3HUXKEHHAM
KJIipeHCYy KpeaTUHiHY, NTOB's13aHOT0 3i 30inblIeHHAM BiKy. [lallieHTaM 3 IOPYIIEHHSAM (QYHKIIi1 HUPOK,
IIOB'SI3aHMM i3 BiKOM, Moxke OyTu moTpiOHe 3HUKEHHS [03u nperabaniny (oqus. po3min «Cmocio
3aCTOCYBaHHS Ta [03W», Tabmuis 1).

TopgyBanus rpyngio. PapMakokiHeTHKy mperabaiiHy Ipu OTo 3acToCcyBaHHi ¥ 1o3i 150 Mr KoxHi

12 rogun (mo6oBa go3a 300 mr), orinioBanu y 10 XiHOK, SIKi rogyBaIu I'PYAII0, IIOHAMMEHIIE Yepe3
12 TuxHiB micns monoriB. [ogyBaHHS IPYOA0 He BIIMBAIo abo Majo He3HAaYHUM BIIMB Ha
dapmakokineTuky nperabariny. [Iperabanid noTpamisiB y TpyAHEe MOJIOKO, TP I[bOMY MOTO CepefiHi
KOHIIEHTPallil B PiBHOBaKHOMY CTaHi CTaHOBUWIM 0JM3bK0O 76 % Bifl KOHLIEHTpALil y M1a3Mi KpPOBi
MaTepi. Po3paxoBaHa [03a, IKy OTpUMY€ HEMOBJIS 3 TPYIHUM MOJIOKOM (IIpX CEPEIHbOMY
croxuBaHHI Moyioka 150 Mi/kr/mo0y) Bif XiHKHM, siKa MpuiiMae mperabanin y mo3i 300 mMr/oo6y a6o y
MakcuManbHii no3i 600 mr/moby, cranoBuTs 0,31 a6o 0,62 mr/kr/moby BimmoBimHo. LIi po3paxoBaHi
M03U CTAHOBIATDH MpuOMM3HO 7 % Bif 3aranbHOI 4OOOBOI MO3U Yy MaTepi B TepepaxyHKy Ha MI/KT.

KrinigHi xapaKTepHCTHKH.
Ilokazauns.
Heiiponamuy4Hutl 6iab.

[Tpemapar IIperaGamnin-Tera TPU3HAYaIOTh AJIS JIiIKYBaHHS HEMPOIATUYHOTO 0OJTIO
nepudepruyHoro abo IeHTPATbHOI'0 MOXOIXKEHHS Y TOPOCIIHX.

Eninencis.

[pemapar [Ipera6amnin-TeBa IPHU3HA4alOTh JOPOCIUM B IKOCTI JOAATKOBOI'O JIIKyBaHHS IIPU
mapIiaJbHUX CYIOMHUX Hallafax i3 BTOPUMHHOIO reHepartisaillieto abo 6e3 Hei.

I'eHepasizosaHull mpuBoXcHUl po3aao.

[Tpenapat IIperabanis-TeBa IpU3HAYAIOTh [JId JIIKyBaHHS [eHepasli30BaHOI0 TPUBOKHOIO
po3J1afy y JOPOCIUX.

dibpomianais.

IIpomunoka3aHHus.

[inepuyyTnuBicTh A0 Hi040l pe4oBUHM ab0 OyOb-SKOI 3 JOTIOMiXKHUX PEUYOBHUH.



B3aemodis 3 iHwumMu snikapcobkumu 3acodamu ma iHwi eudu e3aemoditi.

Ockinbky nperalaliiH mepeBaxkHO eKCKPETYEThCA B HE3MiHEHOMY CTaHi 3 cevyelo, 3a3Hae
He3HA4YHOTo MeTaboI1i3My B opraHiami moguau (MeHIe 2 % m03U BUTINIIETHCS 3 CEYel0 Y
BUTISIMI MeTabomiTiB), He iHTiOye in vitro MeTabo0i3M iHIIUX ITpemapariB i He 3B'SI3yYEThCS 3
OinKaMu KpOBi, TO MaJIOMMOBIPHO, 1110 ITperabaiiH MOXKe CIPUYNHATHA (PapMaKOKiHETUUHY
B3a€eMO[Iit0 a0o OyTu 00'€KTOM TaKOl B3aEMOIii.

HocaioxceHHA in vivo ma nonyaAauituHull gapMakoKiHemuyHull aHanis.

BigmoBigHO [0 IIbOTO, Y JOCTiAKEHHSX in Vivo He CIIOCTepiraaocs 3Ha4yIol KTiHivHOl
dhapMaKoOKiHETMYHOI B3aeMOIii Mixk mperabarninoM i peHiTOIHOM, KapOaMa3emiHoM,
BaJILIIPOEBOIO KHUCIIOTOI0, TAMOTPUAXKUHOM, TaballeHTUHOM, JIOpPa3ernaMoM, OKCUKOIOHOM abo
eTaHosioM. ®apMaKOKiHETUYHUY MONYJIALIMHNN aHaJli3 M0Ka3aB, [0 IIepopabHi
aHTufiabeTUYHI TpenapaTy, AiypeTuky, incyniH, peHobOapOiTan, TiarabiH Ta TomipamMaT He
YUHUIM KITIHIYHO 3HAUYYIIOT0 BIJIUBY Ha KJlipeHC Iperadariiny.

ITepopasavHi KOHMpaAuenmueu, HopemucmepoH ma/abo emuHisecmpadio.

OpHouyacHe 3aCTOCYBaHHS IperadajiiHy Ta IepopalbHUX KOHTPAIENTHBIB, HOPETUCTEPOHY
Ta/abo eTHHIiNIeCTpaioy He BIJINBA€E Ha (papMaKOKiHETHKY V PiBHOBa2KHOMY CTaHi KOXKHOTO
3 IIpemnaparis.

JIikapcuvki 3acobu, uLo enausaroms Ha ITHC.

[Iperabain MoXke MOTEHLi0BaTH e(PeKT eTaHOJy Ta Jiopa3enaMy. Y IOCTMapKeTUHTOBUX
Iepiof MOBIMOMIISIN IIPO BUIIAAKY AMXaTIbHOI HEOJOCTAaTHOCTI, KOMU Ta CMEPTI Y Malli€HTiB,
SIKi OTHOYACHO IpHiiMany mperabaiid 3 omioigamMu Ta/abo iHmuMu genpecantamu [THC.
[IperabasiH iMOBipHO IIOCHUTIOBAB MTOPYIIEHHS KOTHITUBHOI Ta OCHOBHUX PYXOBUX (QYHKIIIH,
CIIpUYVHEHE OKCUKOLOHOM.

B3aemo0il y nauieHmis AimHb020 BIKY.

CrenianbHUX JOCHiXKeHb (hapMaKOOUHAMIiYHUX B3a€EMOLiN ¥ 0OOPOBOJIBIIB JIITHHOTO BiKYy He
[IPOBOOUIIH. [TOoCTigKeHHS B3a€MOZIl TikapChKUX 3aC00iB IPOBOIUIIY JIUIIE ¥ HOPOCINX Malli€HTiB.

Oco6 1ueocmi 3acmocye8aHHsi.

IMauienmu 3 uykposuMm diabemom.

BigmoBigHO [0 YMHHOIL KJTiHIYHOI TPaKTUKY, AesKi IallieHTH 3 LyKPOBUM fiabeToM, Maca Tina
AKUX 30iIbIIKIIACS i Yac JiKyBaHHS IperadaiHoM, MOXYTbh TOTPe0yBaTH KOPUTYBaHHS
03U TinoraikeMiyHUX JTiKapChbKUX 3aco0iB.

Peakuii einepyymausocmi.

[ToBigomIAIOCS IPO BUHUKHEHHS PeaKI[id rinepuyTIMBOCTI, BKJIIIOYAaOYU BUMIALKU PO3BUTKY



AHTiOHEBPOTUYHOTO HAOPSKY. [Ipu MOSBI TAKUX CUMIITOMIB aHTiI0HEBPOTUYHOTO HAOPSKY, SIK
HaOpsK 00IMYYs, HABKOJIOPOTOBOIL TiNgHKY a00 BEPXHIX AUXalTbHUX LINAXIiB, MOTPiIOHO
HeTalHO MPUIIMHUTH 3aCTOCYBaHHS mperabdariny.

Ts1CKi WKipHI N0bIYHI peakuii.

[1ig yac nmikyBaHHS perabaaiHOM PiiKO MOBiMOMIISIIOCS PO TSAXKKIi IIKipHi MO0iYHi peakiil,
BKJIIo4ao4u cuHapoM CriBeHca - [I2KoHCOHa (S]S) Ta TOKCHYHUM eMifflepMaTbHIN HEKPOJIi3
(TEN), ski MoxKyTb OyTH HeOe3MMeYHUMH OJIs1 XKUTTA a00 neTanbHUMU. [1pu mpu3HadyeHHi
JiKapChKOro 3aco0y malfieHTaM CJIiff TOBiIOMUTY 03HAKK Ta CUMIITOMU Ta YBaXKHO CTEXKUTHU
3a LWKIPHUMU peakiiaMu. AKIo 3'aBIsSI0THCA 03HAKU Ta CUMIITOMH, 110 BKa3yKTh Ha i
peaxtiii, cjtig HeraHo BigMiHUTY nperaballiH Ta PO3T/ISHYTH albTepHAaTHBHE JTiKyBaHHS (3a
IoTpeon).

3anamopoyeHHA, COHAUBICMb, BMpama c8idoMocmi, cnaymaHicms c8idoMocmi ma nopyweHHsA
NCuxiku.

3acTocyBaHHs nperabaniHy CyImpoBOAXKYBaIOCS BUMTAaAKaMK 3allaMOPOYEHHS Ta COHIUBOCTI,
I10 MOKe 30iMbIIUTY PU3KMK BUHUKHEHHS BUIIAQAKOBUX TPaBM (MMafiHb) ¥ MAIliEHTIB TITHHOTO
BIKY. Y OCTMapKeTHHTOBUY TePiof] IOBiMOMIISIIOCS ITPO BUIIAAKK BTPATH CBiJOMOCTI, CILTyTAHOCTI
CBiIOMOCTI Ta MopyuIeHHs ncuxiku. ToMy citig mopaguTH natieHTaM OyTu 00epekXHUMHU, TIOKH IM He
CTaHyTh BifoMi MOXKJIKBi eeKTU LBOTO JIIKapChKOTO 3ac00y.

Po3saadu 30py.

Y KOHTPO/ILOBaHUX JOCIIIAKEHHIX IIPO HEUITKICTh 30PY YaCTIIIe ITOBIAOMIIAIIOCA Y Alli€HTIB,
SIKi OTPUMYyBaJIM IperadaJiiH, HiXK y MaI[i€HTiB, IKi 0OTpuMyBanu mianebo. Y 6inbmocTi
BUTIAJIKIB I1i eeKTH 3HUKAJIX IPHU IPOJOBXKEHHI JTiIKyBaHHS. Y KITiHIYHUX [OCTiIXKEHHSX, B
SKUX IIPOBOAUIIM O(pTambMOIOTiuHe 00CTEXKEHHS, YaCTOTa BUMAAKIB 3HUXKEHHS TOCTPOTH
30py Ta 3MiHU MoJg 30py Oya BUINOIO y MallieHTiB, SKi 3aCTOCOBYBasu mperabatiH,
TIOPiBHSIHO 3 TalliEHTaMu I'Pymny myanebo; YacToTa BUHUKHEHHS 3MiH Ha 0YHOMY OHi Oyna
BHUIIOI0 Y MAIi€HTIB i3 rpynu miaieobo.

Y nocTMapKeTHHTOBUM Tepiof MOBimoMIIsIiIocs mpo mobiyHi peakiril 3 60Ky opraHis 30py,

30KpeMa BTpaTy 30pYy, HeYiTKiCTh 30py abo iHIIIi 3MiHU TOCTPOTH 30DPY, OiNBIIICTE 3 TKUX

Oynu TuM4acoBuMH. [licoig IPUNMHEHHS 3aCTOCYBaHHS nperabainy i CUMITOME 3 OOKY
OpraHiB 30py MOXYTh 3HUKHYTU a00 3MEHIIUTHCS.

Hupkosa HedocmamHicme.

[ToBimoMIIsIIOCS TIPO BUITAKK PO3BUTKY HUPKOBOI HEJOCTATHOCTI. IHOMI 11e#t edpekT 6yB 000POTHUM
icyIs MPUIIMHEHHS 3aCTOCYBaHHS ITperadariny.

BiomiHa cynymHix npomuenisienmuyHux Aikapcbkux 3acobis.

Ha maHu# 4yac HeOCTaTHLO JaHUX CTOCOBHO TOTO, YX MOXKHA BIIMIHATU CyIyTHI
IIPOTUETNENTUYHI JTiKapChKi 3ac0o0u Iics TOTOo, K V pe3yabTaTi fogaBaHHS nperadaliny oo
Teparii Oyme JoCATHYTO KOHTPOJIb Haf CyloMaMHu, 11100 IeperTH 10 MOHOTepail
nperabaniHoMm.



CumMnmomu 8iOMiHU.

[Ticnsa npunuHEeHHS KOPOTKOCTPOKOBOTO Ta JOBIOCTPOKOBOTO 3aCTOCYyBaHHS Iperabainy
CIIOCTepiranucst CAMIITOMM BifMiHHU JTiKapchbKoTo 3aco0y. IToBimoMisiimocst mpo Taki sBuilla: 6e3COHHS,
TOJIOBHU# GiNlb, HyJOTa, TPMBOKHICTD, Jiapes, TPUIONONIOHNWIM CUHIPOM, HEPBO3HICTE, IeTIPecis,
cyluuMpanbHi OyMKH, 0ifib, CyIOMH, Tilleprigpo3 i 3anamMopodeHHs. [1osiBa CUMITOMIB BifMiHK
icyIs MPUIIMHEHHS MpuiioMy nperadajiHy MoXe CBIIUMTH IIPO MeIUKaMEeHTO3HY 3a/IeKHICTh (OUuB.
po3min «ITob6iuni peakiiii»). Llto iHpopMaliito ciig IOBiIOMUTH MAlliEHTY Iepes IM0YaTKOM JIiKyBaHHS.
fAK1o 3acTocyBaHHs nperabaniny HeOOXiIHO MPUNUHUTH, PEKOMEHIYETHCS 1le POOUTH
IIOCTYIIOBO NIPOTSATOM IOHalMeHIe 1 TUXKHS He3alexXKHOo Bif oKa3aHb (IuB. po3nin «Cmocid
3aCTOCYBaHHS Ta AO3U»).

Cynomu, 30KpeMa emiIenTUYHUN CTaTyC Ta BeJIUKi CyIOMHI Hallagy, MOXKYTb BUHUKATHU IIif] Yac
niKyBaHHS 1peradasinoM a00 HeBIOB3i MiCysa MPUIMHEHHS HOr0 3aCTOCYBaHHS.

CTOCOBHO IPUIIMHEHHS OBIOCTPOKOBOTO JIiKyBaHHS mperabaniHoM, JaHi JO3BOJISIOTH IPUIIYCTUTH,
1110 YaCTOTa BUHMKHEHHS Ta CTYIIiHb TSIKKOCTi CHMIITOMIB BifMiHU MOXKYTh OyTH [0303aJIe?KHUMH.

3acmilHa cepuesa HeQoCmamHicmo.

Y mocTMapKeTUHTOBUY I1€Piofl MOBIIOMIIANIOCS PO 3aCTiMHY CeplLieBy HeIOCTaTHICTh Y
ImessKuX IMallieHTiB, SIKi 3aCTOCOBYIOTh perabanid. Taka peakilisi po3BuBasnacs 3ne0inbiioro
i 9ac IiKyBaHHS nperabaaiHoM HeHpomaTUYHOTo O0JII0 Y MalliEHTiB JTITHHOTO BiKYy 3 yXKe
iCHyI0YMMHU CeplieBO-CyIMHHUMU MOpyIIeHHIMHU. [IperabatiH TakKuM MallieHTaM CIIif
3aCTOCOBYBaTHU 3 00epexkHiCTI0. [Ipu MPUIHHEHH] 3aCTOCYBaHHSs Iperadalidy Ie sIBUINE MOXKe
SHUKHYTH.

JIikysaHHA HeliponamuyHo20 60410 UeHMPAd/abH020 NOXO0O0HCEHHS 8HACAIOOK YPAHCEHHS CNUHHO20
MO3KY.

[Tig yac niKyBaHHS HEMPONATHYHOTO 0OJII0 IIeHTPAIbHOTI'0 TOXOMXKEHHS, BUKJIMKAQHOTO
ypaXKeHHSIM CIMHHOTO MO3KY, YaCTOTa BUHUKHEHHS MO0IYHMX peaklii 3arajaoM, MoGiuHUX
peaxirit 3 6oky IIHC Ta 0co6muBO COHNMUBOCTI Oya Builoi. [le MoXHa IOSICHUTH
aoUTUBHUM e(deKTOM iHIIMX JTiKapCchKUX 3aco6iB (HaIIpUKJIIa[ aHTACIIaCTUYHUX 3ac00iB), 1110
HeoOXifgHi Ay JiKyBaHHS LBOT0 CcTaHy. L[fo o0cTaBuHy HeoOXimHO OpaTH [0 yBaru y BUIAAKY
pu3HavYeHHs nperadasiHy TaKuM IallieHTaM.

CyiuudasbHe MucaeHHA ma nosediHKa.

Y nanieHTiB, gKi OTpUMYBaJIX Tepalliio TPOTHEMIIENTUYHUMHU 3ac00aMU 3a TeBHUMHU
IIOKa3aHHSIMH, TTOBIJOMIISAIOCS NP0 BUAMAAKM CyIlUAaIbHOTO MUCJIEHHS Ta ITOBEiHKU. 3a
pe3ynbTaTaMy MeTaaHalli3y JaHuX, OTPUMAaHUX Y X0l paHIOMi30BaHUX,
1171a11e00KOHTPOIbOBAHUX JOCTIKEeHb IPOTUEMINIENTUYHUX JTiIKapChKUX 3aC00iB, iCHY€E feIo
MiABUIIEHUI PU3UK MOSIBU CYIIMOAIBHOTO MUCJIEHHS Ta MOBEHiHKU. MexaHi3M BUHUKHEHHS
I[bOT0 PU3UKY HEBiJOMUI. Y MOCTMapKETHHTOBUY MTEPiOf IOBIHOMIIAIOCS PO BUNAAKK
cyluMganbHOTO MUCJIEHHS Ta IIOBEMiHKHU y TAlli€HTiB, SKi OTpUMyBasu mperabatiH (ous.
po3nin «ITo6iuni peaknii»). EmifgeMionoriyue goCmigKeHHS 3 BAKOPUCTAHHSAM AU3alHY
CaMOCTiIMHOTO KOHTPOJIIO (TOPiBHSHHS NEePiofiB IiKyBaHHS 3 IlepiogaMu 0e3 JTiKyBaHHS Y
OKpEeMOT0 IallieHTa) TPOgEeMOHCTPYBAJIO MiABUINEHNI PU3UK HOBUX NIPOSBIB CYlIIUOAIbHOL
MOBEiHKY Ta JeTaJbHUX BUIIaAKiB BHACIIOK caMorybCTBa y MAalli€HTIB, IKi OTPUMYBalu



nperabatiH.

[TamienTam (Ta ocobaM, sIKi 3MiMCHIOIOTE OOTJISM 3a MallieHTaMK) HeoOXigqHO 3BePHYTUCS 3a
MeIUYHOIO JOIIOMOI00 y pa3i M0sgBU 03HaK CYIIMOANbHOTO MUCTIEHHS a00 IIOBEHiHKHU.
Heo0xigHO peTelbHO CIIOCTEPiraT 3a CTAHOM IIAIliEHTIB 7S BUSBJIEHHS 03HAK
CylIMaIbHOTO MUCJIEHHS ¥ TIOBEIIHKYU Ta PO3TJISHYTU OOUIIbHICTh IPU3HAUYEHHS
BiATIOBiAHOTO NiKyBaHHS. Y pa3i CyllIuAanbHOr0 MUCJIEHHS Ta MOBEAiHKY CJIifi PO3TISHYTH
MOXKJIMBICTD BifMiHU JiKyBaHHS IperabaiHoM.

IToeipweHHA ¢yHKUIl HUXMCHIX 8i00i1i8 WAYHKOB0-KUWKO8020 MPAKMY.

Y nocTMapKeTHHTOBUY IePiof MOBiAOMIISIOCH NIPO SIBUINA, TIOB'g3aHi 3 MOTipiIeHHSIM QYHKII HUXKHIX
BiAMIIIB MTYHKOBO-KUIIKOBOI'O TPAKTY (30KpeMa HEIPOXI[HICTh KULIEYHUKY, TapaliTUdHy
HEPOXigHICTh KUIIIEYHUKY, 3aII0p) IIPU 3aCTOCYBaHHI mperabaiiHy OQHOYACHO 3 JIiIKapChKUMU
3acob6aMu, II0 MOXKYTh BUKJIUKATH 3aIl0p, HAIPUKJIIA OMiOITHUMU aHalbreTukaMu. [1pu
OJHOYAaCHOMY 3aCTOCYBaHHi nperabasiHy Ta OIMioifiB CIifl BXKUTHU 3aX0MiB A7 TpodilakTUKK 3am0piB
(oco6nMBO y XKiHOK Ta IAIi€eHTIB IITHHOTO BIKY).

O0HoYacHe 3acmocy8aHHA 3 onioidamu.

PekoMeHOy€eThCST OTPUMYBATUCS 00€peKHOCTI ITPY IPU3HaYeHHi mperabasiHy oqHOYaCHO 3
omioigamu yepe3 pusuk npurHideHHsa QyHkuil [THC (guB. po3pin «B3aeMopis 3 iHIIUMU JTiKapChKUMU
3acob6aMu Ta iHIIi BUOW B3a€MOMil»). Y MOCHiKeHHi BUMTaflOK-KOHTPOJIb 0Ci0, sIKi 3aCTOCOBYIOTh
OTIi0iM, MiABUIIEHUH PU3UK CMEPTHOCTI, TIOB'A3aH0] 3 omioifamu, OyB y MallieHTiB, SKi OTpUMYyBaIu
Tepariio nperabdaaiHOM OOJHOYACHO 3 OIi01I0M, IIOPIiBHSIHO 3 TAKUM IIPU 3aCTOCYBaHHI JIUIIE OMiOifiB
(ckopuroBase cmiBBigHomeHHs maHciB [aOR], 1,68 [95 % I, 1,19-2,36]). Takuii migBUIIEeHUN PU3UK
cIlocTepiraBcst Mpu HU3BKUX f03ax nperabaniny (< 300 mr, 1,52 aOR [95 % I, 1,04-2,22]) 3
TEHJIeHITi€I0 10 30iNbIlIeHHs PU3UKY IIPU BUCOKUX flo3ax nperabamniny (> 300 mr, 2,55 aOR [95 % [II
1,24-5,06]).

HenQdBU.ﬂbHe 3dCMOCYBAHHA, 3108HCUBAHHA abo 3anedxcHicme.

[TperabarsiH MOXKe BUKJIMKATH JTiIKapPChKY 3aJIeXKHICTh, SKa MOXKe BUHUKATH ITiJ] YaC 3aCTOCYBaHHS
TepaneBTUYHUX [03. [T0BIgOMIISLIIOCS IPO BUIIAAKU HEIIPAaBUJIBHOIO 3aCTOCYBaHHS, 3JI0BXKUBAHHS.
[TamienTy 3i 3710BXKUBaHHAM IICUXO0aKTUBHUMU PEYOBHHAMU B aHAMHe31 MOXKYTh MaTU BUILIAN PU3UK
HeIIPaBUILHOTO 3aCTOCYBaHHS Iperabainy, 30BXKHUBaHHS Ta 3aJ1€KHOCTI, TOMY TaKUM TalliEHTaM
nperabaJtiH citifg 3acToCOBYBaTH 3 o0epexHicTio. [Tepin Hixk mpu3HavaTy nperabasiH, ClIig peTenbHO
OLIHUTY PU3UK HEIPaBUJILHOT'O 3aCTOCYBAHHS, 37T0BXKKUBAHHS a00 3a1€3KHOCTI.

3a CTaHOM MallieHTiB, SKi OTPUMYIOTh IperaballiH, CJIii peTeNbHO CIIOCTEpiraTH AJis BUSBIIEHHS
CHMIITOMIB HEIIPaBUIbLHOT'O 3aCTOCYBAHHS, 3JI0BXKHBaHHS a00 3a/Ie’KHOCTI Bif mperadariny, Takux K
PO3BUTOK 3BUKAHHS, IEPEBUIIIEHHS [IPU3HAYEHOI J03U Ta NOBENiHKHY, CIIPSMOBaHa Ha OTPUMAaHHSI
pernapary.

EHuegasonamis.

[ToBimoMsinocs mpo BUMIAAKM eHIedanonarii, [0 BUHUKAIU IIepeBakHO Y MalliEHTIB i3 CYyNyTHIMHI
3aXBOPIOBAHHSAMH, 1[0 MOXKYTh CIPUUYMHUTH eHlledaonariko.

IIpu2HiyeHHA QUXAHHA.

[ToBimoMIIsITIOCS TIPO TSIKKe MPUTHIYeHHS IUXaHHS I0B's3aHe i3 3aCToCyBaHHSM Imperabatiny.



[TarmienTu 3 mopymeHHsSM GYHKIII IUXaHHS, PECITiPAaTOPHUMU ab0 HEBPOJIOTiYHUMHU
3aXBOPIOBAHHSIMH, HUPKOBOIO HENOCTATHICTIO, OMHOYACHUM 3aCTOCYBaHHSIM 3ac00iB, 110 IPUTHIYYIOTh
[IHC, Ta maIieHTy JiTHLOTO BiKy MOXKYTb MaTH BUIIUHN PU3UK BUHUKHEHHS ITi€l TSKKOI Mo6iyHOl
peaktii. Takum naiieHTaM Moxe OyTH MOTPiOHO KOPUTYBaHHS 03U (IuB. po3ain «Crocid
3aCTOCYBaHHS Ta JO3W»).

2KiHKu penpodykmugHO20 BIKY/KOHMpAuenuis.

3acTocyBaHHs mperadasiny y IepIIoMy TPUMECTPi BariTHOCTI MOXKe CIPUYUHSTH 3HAYHI BpoOgKeHi
nedexTu y mnopa. [IperabaiH He CHIifl 3aCTOCOBYBAaTH B Iepiof BariTHOCTI, SKIIO KOPUCTH IS
BariTHOI SIBHO He IE€PEeBUIY€E IIOTEHI[INHUYN PU3UK A myofa. 2KiHKYM penpooyKTHBHOIO BiKy ITOBHHHI
BUKOPUCTOBYBaTU eheKTHBHI 3ac00M KOHTpAIeIllil Tif 4ac JIiKyBaHHSA (OUB. PO3in «3aCTOCYBaHHS y
mepiof BariTHOCTi a0 TOOyBaHHS TPYIIIO»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

2KiHKY penponoyKTUBHOIO BiKy/3aco0M KOHTpAIIEMIIiil 115 KiHOK i YOJIOBIKiB.

2KiHKaM pempomyKTUBHOTO BiKY CITifl BAKOPUCTOBYBaTH e(eKTUBHI 3ac00M KOHTpAIEMNIIii mig 9ac
JiKyBaHHS (OUB. po3ain «Oco0IMBOCTI 3aCTOCYBaHHSI »).

BariTHiCTB.

HocnigKeHHs1 Ha TBapXHAX CBiIYMUJIX PO PENPONYKTUBHY TOKCUYHICTh. Byo MpOEeMOHCTPOBAHO,
1o nperabasiH MpoHUKae yepe3 IJlalleHTy B IypiB (AuB. po3nin «®apMakokineTuka»). [Iperabanin
MOXKe IIPOHUKATH Yepes MJIAleHTy V JTI0AUHHU.

3HauHi 8po0dHceHi 8adu po3suUmMKy

3a maHUMHK 00CepBaIlifHOr0 JOCTiAKEeHHs, IPOBeIeHoro B KpaiHax CKaHAWHABII, i 9ac SKOro
crocTepirany 3a 6inbin Hik 2700 BariTHOCTSIMH, Y pa3i 3aCcToCyBaHHS IIperadasiHy B IepIioMy
TpuMecTpi OyJia MpogeMOoHCTPOBaHa Oilbilla MOMNPEHICTh 3HAYHUX BPOMIXKEHUX Baf Po3BUTKY (3BBP)
y OISl AUTSYOT0 BiKYy (KUBUX a00 MEPTBOHAPOAXKEHUX [iTel), SIKa IignaBanacs BIJIUBY
nperabatiHy, OPiBHSIHO 3 MOMYJIALIE0, SKa He MiggaBanacs Takomy BIIuBy (5,9 % mopiBusHO 3 4,1
%).

Pusuk po3sutky 3BBP y miTeli, MaTepi SKuX 3aCTOCOBYBau nperabasil y nepiomMy TPUMecCTpi
BariTHOCTi, 6yB [€I0 BUIIUM MTOPIBHSIHO 3 OiThbMHU, SIKi He MigfaBaIuCcs TaKOMY BILIUBY
BHYTPIIHEOYTPOOHO (CKOpUTOBaHUM KoedillieHT mommpeHocTi Ta 95 % noBipuuii iHTEpBaIt:

1,14 (0,96-1,35)), Ta NOPiBHAHO 3 AiTHMH, FKi IiAfaBaaucs BIUIUBY TaMOoTpugxuny (1,29 (1,01-1,65))
abo gynmokceruny (1,39 (1,07-1,82)).

AHari3 KOHKPETHUX BaJl PO3BUTKY IT0Ka3aB OilbII BUCOKUM PU3UK BUHUKHEHHS Bafi PO3BUTKY
HEPBOBOI CUCTEMH, O4eii, opodalliaTbHUX POIIIIINH, Baf PO3BUTKY CEYOBHBITHUX IIISAXIiB Ta CTaTEBUX
OprasiB, aje KilbKiCTh TaKuX Bafl Oyia HEBEJIUKOIO, a OLiHKY HETOYHUMHU.

[TperabariH He CJTifg 3aCTOCOBYBATH y Iepiof BariTHOCTI 6e3 HaranbHOI OTPeOU (KONKM KOPUCTH [JIS
BariTHOI SIBHO TMEPEBUIIYE MOXKJIUBUM PU3UK OIS IIJI07a).

l'ogyBaHHS TPYOOIO.



HeBenuka KinbKicTh nperabasniny Oyia BUsSBIIeHa Y TPYIHOMY MOJIOLi XiHOK. CIig moBigoMuTu
JKiHKaM, I1I0 TOIyBaHHS TPYO/I0 He PEKOMEHIYEThCS IIifl Yac 3aCTOCyBaHHS mperadariny.

QOepTUNBLHICTS.

HeMae KTiHIYHNX faHUX IIOJ0 BIUIUBY Iperabainy Ha GpepTuIbHICTh XKiHOK.

[Tig yac KIiHIYHOTO JOCTiKeHHS BIIUBY IperabaiHy Ha PyXJIUBiCTh CIIepMaTo30ifiB 300POBi
1o6pOBOJIBLIL YOJIOBIUOI CTATi 3aCTOCOBYBanu nperabanid y fo3i 600 mr/noby. Ilicnsa 3-MicagHOoro
NiKyBaHHSA nperabasiHoM KOQHOI0 BIUIMBY Ha PYXJIUBICTh CIIEPMATO301M1iB He BUSBIIEHO.

Y mocnipxeHHi pepTUABHOCTI TPOAEMOHCTPOBAHO HaIBHICTh HETATHBHOTO BIIJIUBY HA PEIPOAYKTUBHY
(GYHKIIiF0 caMOK IIypiB Ta HasfBHICTh HETATUBHOTO BIIMBY Ha PEIPONYKTUBHY (QYHKIII0 Ta PO3BUTOK
cam1iB mypiB. KiiHiyHa 3HA4yLIiCTh WX Pe3yJIbTaTiB HEBiLOMa.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[Tperabanin Moxe CIpaBIATH He3HAYHUM ab0 IMOMipHUM BIIJIUB Ha 30AaTHICTbh KepyBaTU
TPAHCIOPTHUMHM 3aco0aMu Ta MPAIOBaTH 3 iHIIUMY MexXaHi3Mamu. [Iperabaiin Moxe
CIIPUYMHSATH 3allaMOPOYEHHS i COHIMBICTh Ta MOXKe BIIJIMBATH Ha 30aTHICTh KEPyBaTHU
TPAHCIIOPTHUMM 3aco0aMu Ta MPAIlOBATH 3 iHIIMMH MeXaHi3MaMu. ToMy MallieHTaM CITif
PEKOMEHYBAaTH YTPUMYBATUCS Bifl KEPYBaHHS TPAaHCIOPTHUMHU 3aco0aMu, Bi poboTu 3i
CKJIQMHOIO TEXHIKOIO Ta Bif iHIIIOI ITOTEHIIINHO HeOe3IIeYHol OiIbHOCTI, IIOKK He CTaHe
BiOMO, UM BIJIUBAE Ile¥ TiKapChKUM 3aCi0 Ha IXHIO 3MATHICTb OO TAKOI MisiTbHOCTI.

Cnocio 3acmocyeaHHs1 ma 0o3u.

[Ipemapat npu3HavaTu y 0o3i Big 150 go 600 Mr Ha 0oOy, po3mopineHii Ha 2 abo 3 MPUNOMHU.
[Iperabain MOXkKHa 3aCTOCOBYBaTU He3aJleXKHO Bifl mpuioMy ixi. Jlikapcbkuit 3acid
IpHU3HaYeHUY BUHATKOBO OJIs IIEPOPAIbHOT0 3aCTOCYBaHHS.

HeliponaTuyHUM Oiflb.

[TouaTKOBa fo3a nperabaniny craHoBUTh 150 Mr Ha fo0y, po3nofineHa Ha 2 abo 3 mpPUNoMH.
3aeXHO Bifl iHAMBiTyanbHOI peaklil mallieHTa i IepeHoCUMOCTi IpernapaTy A03a Moxke OyTH
nigBuiieHa yepe3 3—7 gHiB go 300 Mr Ha mo0y i, IKII0 HeoOXigHO, MifABUIIEHA 10
MakcuManbHol 1o3u 600 Mr Ha moby 111e yepe3 7 OHiB.

dibpomiaris.

PekoMeHOBaHa [03a IpemnaparTy fjs OinbiiocTi nauieHTiB ctaHoBUTh 300-450 Mr Ha mo0y.
[TpuiioM mpenapaTy CIifi po3mo4YuHaTy 3 003U 75 MT 2 pa3u Ha o0y (150 mr/mody), Ky
MOXKHa IIiABUIIYBaTH, 3aJIe3KHO Bifi epEeKTUBHOCTI Ta mepeHocuMocCTi, 1o 150 Mr 2 pa3u Ha
no0y (300 mr/mo0y) mpoTsaroM ogHOTO THUXHS. [Tamientam, s skux qo3yBaHHsa 300 Mr/moby
HeI0CTaTHbO e(PEeKTHBHE, O3y MOXKHA MigBUIIXATH [0 225 Mr 2 pa3u Ha 0o0y (450 mMr/mo0y).
Xoua iCHye mocmimKeHHs 3acTocyBaHHS no3u 600 Mr Ha noOy, HEMa€ MoKaaiB, ITo ii



3acToCcyBaHHS Oyge MaTH [OAATKOBY IepeBary. Kpim Toro, Taka go3a Masa TipIiny
IIepeHOoCHMiCTh. 3BaXKaluy Ha [10303ajieXkHi Mo0iyHi peakiril, 3aCTOCYBaHHS 003 BUIIE
450 mr Ha mo0y He pekoMeHOyeThCs. OcKinbKy nmperabaiiH BUBOOUTHCS TOJIOBHUM YMHOM
HUpPKaMu, CJIil KOpUTYBaTH 03y IIpenapaTy MallieHTaM i3 MopylieHHIM (PyHKIlil HEPOK.

Eminencig.

[TouaTKOBa fmo3a nperabaniny craHoBUTh 150 Mr Ha Ho0y, po3mnofineHa Ha 2 abo 3 mTpPUNOMH.
3anmexKHO Bifi iHAMBiAyaIbHOI peakliil MaljieHTa Ta IepeHOCHMOCTI ITpenapaTry A03y MOXKHa
nigsumty 710 300 Mr Ha goOy dyepe3 1 TuxkaeHs. llle yepe3 TUXKOEHb 103y MOXKHA
TiOBUIIUTH J0 MaKcuMasbHol — 600 Mr Ha mo0y.

['eHepai3oBaHi TPMBOXKHI PO3NIAM.

Io6oBa mo3a Bapitoe Big 150 mo 600 mr, po3nomdineHa Ha 2 abo 3 mpuitomu. HeobximHiCT
NiKyBaHHS npera0alliHoM CIIif TepergfaaTi PeryaspHo.

JlikyBaHHS mpera0asiHoM Moxe OyTu po3moyaTe 3 703U 150 Mr Ha moby. 3amexkHo Bif
iHOMBigyanbHOI peakilil Ta TepeHOCUMOCTI IIpenapaTy 403y MoxHa migsuiuTu f1o 300 Mr Ha
no0y micis Mepioro TUXKHS JiKyBaHHA. [IpOTATOM HACTYIIHOTO THUXKHS JIIKyBaHHS [[03a MOXKe
OyTtu migBuieHa mo 450 mr Ha go0y. Ille yepe3 THXKIEHDb 03y MOXKHA MiTBUIIUTH 10
MakcuManbHol — 600 Mr Ha mo0y.

Bigmina nperabaniny.

BigmoBigHo mo mitouoi KITiHiYHOI MPaKTHUKH, SIKITO ITperaballiH CIIif BimMiHUTH,
PEKOMEHI0BAHO MIOCTYIIOBO IPUIIMHATY IPUKXOM IIpenapary IpoTsAroM oHauMeHe 1
THXKHSI, He3aJIe3KHO Bif] T0OKa3aHb.

[lauieHTH 3 MOpPYLUIeHHIM (QYHKII1 HUDPOK.

[IperabaiH BUBOOUTHCS i3 CHCTEMHOTO KPOBOTOKY B HE3MiHEHOMY BUTTISMI, TIEPEBAXKHO
HUpKamu. OCKiNnbKM KJlipeHC nperadainy IpsMo IPOIOPLIMHNY 00 KIIipeHCY KpeaTUHiHy,
3HMXKEHHS 03U I Nalli€HTiB i3 MOPyLeHHAM (QYHKII1 HUPOK CJIiT IPOBOAUTH
iHOMBigyanbHO, BiATIOBIIHO H0 KilipeHCy KpeaTuHiny (CLcr), SIK 3a3Ha4eHO y TaONuIli HUXKYe
Ta BU3HA4YEHO 3a (POPMYIIO0:

(]

[Iperabamnin eeKTUBHO BUNANSETHCS 3 MJIa3MHU KPOBi 3a JOIOMOT0I0 reMofianisy (50 %
npenaparty npoTsaroM 4 roguH). [I1s MallieHTiB, SKUM IPOBOASTh reMofiani3, 1o60By I03y
nperalasiHy Cif BifKOPUTyBaTH BifMmoBigHO 0o GyHKIiI HUPOK. [TogaTkoBo 0o 400O0BOI A0O3H,
0[Ipa3y IIiCIIs KOXKHOI

4-romMHHOI MPOLIeypHy TeMOiai3y, CJIifi 3aCTOCOBYBaTH AOOATKOBY 03y Ipemnaparty ([us.
Ta0INIIo).



KnipeHc KpeaTuHiny [3aranbHa go3a nperabainy Ha go0y*
(CLcr) (Mm/xB) [ToyaTKOBa 034 MakcuMasnbHa fo3a [Cxema [03yBaHHS
(Mr Ha g00Y) (Mr Ha moOYy)
> 60 150 600 2 a6o 3 pa3u Ha go0y
> 30-< 60 75 300 2 a6o 3 pa3u Ha go0y
= 15-< 30 25-50 150 1 abo 2 pa3u Ha 106y
<15 25 75 1 pa3 Ha moby
[logaTKOBa [403a micys reMofianisy (Mr)
[25 [100 |OnsOpaszosa gosa

* 3aranbHy 0o00BY 03y (Mr/mo0y) Cllif MOMiMUTH Ha KiNTbKiCTh IPUHOMIB, 1106 OTPUMAaTH KilbKiCTh
MUJTirpaMis Ha fo3y.

JomaTkoBa o3a — Iie OMHOPa30Ba J0aTKOBa [03a.

[lanieHTy 3 MOpyuIeHHIM QYHKITI TeYiHKH.

HeMae HeoOXiTHOCTI y KOpPeKIil 03U AJIS MallieHTiB i3 MOPYIIeHHAM QYHKIIII TEeYiHKHU.

[MaIieHTH JiTHLOTO BIKY.

[71g nauieHTiB JTiTHHOTO BiKy MOXkKe OyTu HeoOXifHMM 3MEHIIUTHU 403y nperadasiny yepe3
noTipieHHs (QyHKII HUPOK.

Himu.

Beamneka Ta e(eKTUBHICTh 3aCTOCYBaHHs Iperadariny y mitel (Bikom mo 18 pokis) He Oynu
BCTaHOBIeHi. [IoCTyIIHa Ha Liei dyac indopmallig HaBefeHa B po3aini «[1o0iyHi peakiii», a TaKOXK y
po3pinax «®apMakonuHaMmika» 1 «PapMakOKiHeTUKa», OOHAK, CIUPAOYUCh Ha HUX, HEMOXIIUBO
HajaTH XKOOHUX PEeKOMeH[allill MOK0 J03yBaHHA I[ill KaTeropil Malfi€HTiB.

ITepedo3yeanHus.

[Ticns Buxomy mpemnapaTy Ha PUHOK IIOBITOMIISY, 110 HalYacTimmMu Mo6iYHUMU PeakIisiMu Ipu
nepeno3yBaHHi mperabainy 6y COHNUBICTD, CIIYTaHICTh CBiIOMOCTI, 30y I:KEHHS Ta HECIOKiM.
TaKO0X MOBIOOMJISJIU IIPO CYIOMMU.

3pigKa MOBIHOMIISANIN PO BUIIAOKU KOMH.

JIikyBaHHS Nepero3yBaHHS nperabatiHy Moisirae y 3arajbHUX MigTPUMYyBaJbHUX 3aX0fax Ta 3a
noTpebu MoxKe BK/TIOUATH reMopiamni3 (quB. po3min «Croci6 3acTocyBaHHS Ta 0O3u», TaOIHIIs).

ITo6iuni peakuii.



Y kniniuHil mporpami gocnigxeHHs nperabaniny #oro orpuManu noHana 8900 malli€eHTiB, 3 HUX
5600 - y9aCHUKY TIOABIMHUX CJIINUX M1a1ie60KOHTPOIbOBAHUX [OCHiIXKeHb. HaltuacTimumu
3apeeCcTpPOBaHMMM NOOIYHUMU peakIligMu Oy/id 3alilaMOPOYEeHHS Ta COHNMUBICTh. [100iuHi
peaxirii 3a3Buyai 6yau 1erkoro abo MoMipHOTO CTyIeHs. B ycix KOHTPOIbOBaHUX
IOCTiIXKEeHHSIX MMOKa3HUK BiMiHU IpemnapaTy yepe3 mobiuHi peakuii ctaHoBuB 12 % cepeq
TaIli€HTiB, SKi mpuiiManu nperabaif, Ta 5 % cepep Malli€HTiB, SKi OTPUMYBasH I1aiebo.
HaityacTimumy no6ivyHUMY peakilisMu, 10 ITPU3BOAUIIM 10 MPUINMHEHHS 3aCTOCYBaHHS
npernapaTy JOCHiIXKeHHs B Ipymi nperabaniny 0ynu 3allaMOpPoOYeHHs Ta COHIUBICTE.

Huxxuye HaBemeHi Bci moOiuHi peakirii, 1110 BUHUKAJIX YacTillle, HiXkK MPU 3aCTOCYyBaHHI
nane6o, Ta Ginblile HiXK y OOQHOTO MAaIlieHTa; IIi Mo6iuHi peakiil 3a3Ha4yeHi 3a CUCTeMaMu
OpTraHiB Ta 3a 4acTOTOI0: gyxKe 4acTo (=1/10); gacto (Big =1/100 go <1/10); HewacTo (Big
=>1/1000 mo <1/100); pigko (Big =1/10000 go <1/1000); my=xe pigko (<1/10000); vactoTa
HeBifoMa (He Moxe OyTHU OlliHeHa Ha OCHOBI HasfiBHUX laHUX). Y KOXKHil I'PYIIi 3a 4aCTOTOI0
BUHUKHEHHS 1M00iYHi e(eKTH MpeaCcTaBieHi ¥ MOPSAAKY 3HUXKEHHS CTYIIEHS iX MPOSBiB.

[Tig yac nikyBaHHS HEMPOMATUYHOTO OOJII0 IIEHTPabHOT0 TOXOMKEHHS BHACIIIOK ypaxKeHHs
CIIMHHOTO MO3KY 30i/blITyBaach 4acTOTa BUHUKHEHHS MMOOIYHUX peakliil 3araaoM, MoOIiYHUX peakIlii
3 6oky LITHC Ta 0co6IMBO COHTUBOCTI.

3a3HayeHi HUXKYe nMob6iyHi peakilii MoXyTh OyTH MOB'sI3aHi 3 OCHOBHUM 3aXBOPIOBAaHHSIM Ta/abo
OOHOYACHUM 3aCTOCYBaHHSIM iHIIMX JIIKAPCHKUX 3aCc00iB.

IomaTkoBi M06GiYHI peakiii, Mpo SKi MOBIIOMIISANIOCS B IOCTMAPKETUHOBUY IEPIOf, V TIEPETTIKY
HUXK4Ye T03HaYeHi KypCUBOM.

IHpekuii ma iHeasii: 4aCTO — Ha30(papUHTIT.

3 60Ky iMyHHOT cucmemu: HEYACTO — 2inepyymaugicme; PigKo — aH2ioHe8pomu4HuUll Habpsik,
asnepeiuHi peakuii, aHa(pinakTOIAHI peakiil.

3 6oky Kposi ma aimpamuyHoi cucmemu: HE4aCTO — HEUTPOTIEHis.

3 60Ky memaboaizaMy ma xapyyeaHHsA: 4aCTO — IIOCUJIEHHS alleTUTY; He4acTO — aHOPEKCid,
rinormikemis.

3 60Ky ncuxiku: 4aCTO — eM(POPUYHUMN HACTPiH, CIIyTaHICTh CBIIOMOCTI, APATiBIUBICTSD,
ne3opieHTalliss, 0e3CoHHs, 3HMKEHHS 1i0i0; HeYacTo — raaonuHaIlil, IaHiyHi aTaky,
HECTIOKiH, 30yIKeHHsI, Ienpecisi, HempeCuBHUYN HACTPii, MigHeCeHU HACTPIN, azpecis, 3MiHu
HACTPOIO, ellepCoHati3allisi, yTpyaHeHu go0ip CIIiB, MaTONOTriYHi CHOBUIHHS, TOCUIEHHS TTibifo,
aHopra3Mis, amarisi; pigKo — po3raJbMOBYBaHHS, CyillfanbHa IOBEiHKa, CyilliganbHe MUCIEHHS;
YaCTOTa HeBiloMa - /iKAPCbKa 3d/AeMHCHICMb.

3 60Ky Hepsosoi cucmemu: Ty?Ke 4acTO — 3allaMOPOYEHHS, COHIUBICTh, TOJIOBHUM 0ijlb; YacTo —
aTakcCis, IOpyLIeHHS KOOPAWHAIlil, TPeMOp, OU3apTpPisa, aMHe3is, IOTipIIeHHS IaM 'sTi,
po37afu yBaruy, napecTesis, rinecresis, cepallisi, MOPYIIeHHs PIBHOBArY, JieTapris; He4acTo
— CUHKOIIE, CTYIIOpP, Bmpama c8idomocmi, ICUXOMOTOPHA TiepaKTUBHICTh, QUCKiHE3i,
IIOCTypajibHe 3alaMOpO4Y€eHHs, iHTeHI[IMHUI TPEeMOp, HiCTarM, MOpPYIIeHHS KOTHITUBHUX (PYHKIIIH,
NnopyweHHA NCuxiku, IOPYIIeHHS MOBJIEHHS, TilopedieKcis, rimepecTesis, BiTUyTTd IediHHS,
areB3is, He30yJCaHHA, anaTis, HaBKOJIOPOTOBa ITapecTesis, MIOKJIOHYC; PiIKO — cy0oMu, TapoCMis,



rinmokinesis, mucrpadis, rirnanresis, 3anexHiCTb, MO30YKOBUM CHHIPOM, CHHIPOM 3y6YacToOro
KoJyieca, KOMa, memnipil, eHiiedasnomnaris, eKCTpalipaMigHuii ciHApoM, cuHapoM [ieHa-bappe,
iHTpakpaHianbHa rinepTeH3is, MaHiaKalbHi peakilil, TapaHoigHi peakilil, po3jagy CHY, MapKiHCOHi3M.

3 60Ky opeaaHi8 30py: 4acTO — HEYITKICTh 30py, AUIJIONIS, KOH'IOHKTUBIT; HEYaCTO — BTpaTa
nepudepUYHOTo 30PY, MOPYIIeHHS 30py, HAOPSIK ouel, medeKT Moy 30py, 3HUXKEHHS
TOCTPOTH 30py, Oisib B 0YaX, acTeHoIis, (POTOoICis, CyXiCTh 04eH, IoCuIeHa CIb030TeYa,
IIOJpa3HeHHs 04eH, OnedapuT, MOPYIIeHHST aKOMOMaIlii, KPOBOBHUIIMB B OUHE SI0JIYKO,
CBIiTIIOYyT/IUBICTE, HAOPSK CITKIBKY; PIAKO — 8mpama 30py, kepamum, OCLUJIOINCIs, 3MiHa
30pOBOT0 CIPUUHATTS rMUOKMHHU, Mifipia3, cTpabi3M, SICKpaBiCTh 30py, aHi30KOpisi, BUpPa3Ku
POTiBKH, eK30()TajbM, IIapajlid OYHOTO M's3a, ipUT, KEPaTOKOH IOHKTHUBIT, Mi03, HidHa
cninora, odTanpMoIeris, arpodis 30poBoro HepBa, HaOPSK AUCKA 30POBOT0 HEPBA, IITO3,
yBeiT.

3 60Ky opeaHia cayxy ma pisHosaz2u: 4aCTO — BEPTUT0; HEYACTO — Tilepaky3id.

3 6oky cepueso-cy0uHHoOi cucmemu: HEYACTO — TaxikKapmisi, aTpioBeHTPUKYIIIpHa O6/10Kana
IIePIIOTO CTYIIeHs, CHHYCOBa OpafiuKapmisi, sacmiiiHa cepuesa HedocmamHicme, apTepiaabHa
TiOTeH3id, rinepTeH3is, IPUIINBY, TillepeMisi, BITUYTT X0JIOAY Y KiHIIBKaX; PigKo —
npoaoHezauia inmepaaay QT, CUHyCOBa TaxiKapAis, CUHYCOBa apuTMid.

3 60Ky duxaavHoi cucmemu: 4aCTO — papUHTOIapUHTeaNTbHUM 0iflb; HEYACTO — 3a[IMUINKaA,
HOCOBa KpOBOTeYa, Kalllelb, 3aKafieHiCTh HOCa, PUHIT, XPOIIiHHS, CYXiCTb CIN30BO1
000JIOHKH HOCOBOI IIOPOKHUHMU; PIIKO — HAOPSAK ne2eHb, BITUYTTsI CTUCHEHHS B TOPII,
JTapUHTOCIIa3M, altHOe, aTeNleKTa3, OPOHXIOiT, TMKaBKa, ¢hiOpo3 ereHs, Mo3ixaHHS; YacToTa
HeBifjoMa - IPUTHIYEHHS QUXaHHS.

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: 4acTo — GIr0BaHHS, Hydoma, 3a1op, diapes, MeTeopH3M,
3MYTTS XKUBOTA, CYyXiCTh Y POTi, TaCTPOEHTEPUT; HEYACTO — racTpoe3odareanbHa pedIoKCHa
XBopo0a, HafiMipHe CIMHOBUMOIIEHHS, OpaibHa TilecTe3is, X0IeIIuCTUT, X0JIeIiTia3, KOJIiT,
IIJTYHKOBO-KMIIIKOBI KPOBOTEUi, MeJieHa, HaOpsK s3MKa, peKTalbHa KPOBOTeYa; PimKo —

aCIIUT, TAaHKPeaTHUT, HabpskK A3uka, nucoarisi, apTO3HUE CTOMATUT, BUPa3Ka CTPABOXOY,
nepiogoHTaNbHUY abcliec.

3 6oky 2enamobiniapHoi cucmemu: HEYaCTO — MABUIIIEHU PiBeHD ITI€YiHKOBUX (PEPMEHTIB*;
PIOKO — XKOBTAHUIL; OyXKe PIAKO — ITI€YiHKOBa HEOOCTATHICTh, TeaTuT.

3 60Ky wKipu ma niOwKipHOi KAimKoB8uHU: YaCTO — IIPOJIEXKHi; HeYaCTO — MaMyJIbO3HUYN BUCHII,
KPOIIUB'AHKA, Timeprifgpos, caepbioic, anomnelis, CyXiCTh IIKIpH, eK3eMa, TipCyTu3M, BUPa3Ku
IIKip#, Be3UKYI00YTbO3HUM BUCHUIL; PITKO — cuHOpom CmiseHca — [[HCOHCOHA, XONOMHUM TIiT,
MOKCUYHUll enidepmanvHull HEKpoi3, eKChOoMiaTUBHUN TePMATHUT, TiXeHOITHUYN OEePMATUT, MENIaHO3,
po3nanu 3 00Ky HIirTiB, eTexiaabHUM BUCHUII, IyPIypa, MyCTYISIPHUN BUCHI, aTPOQis MIKipHu, HEKPO3
IIKipy, WKIPHi Ta DiAMKIPH] BY3/IUKH.

3 60Ky kicmkoso-M's3080i cucmemu i cnoAyYHOi MKAHUHU: 9AaCTO — M'sI30B1 CIIa3MU, apTparisi,
6inb y cmiuHi, 6inb y KiHIiBKaX, ClIa3Mu B AiNISHII 1IKi; HEYacTO — HAOPAK cyriobiB, Mianris,
IIOCMUKYBaHHS M's3iB, 6inb y M1, 3aK/IsIKaHHS M's13iB; pigKo — pabmoMiortis.

3 60Ky HUpPOK Mma ceuosudinbHoi cucmemu: HEYACTO — HETPUMAHHS Cedi, Qu3ypis, anbOyMiHypis,



reMaTtypisi, yTBOpeHHS KOHKPEMEHTIB Y HUPKaX, He()PHUT; pioko — HUPKOBA HEJOCTATHICTB,
OJIrypisi, 3ampumka ceyi, TOCTpa HUPKOBa HEOOCTATHICTh, TJIOMePYJIOHE(PUT, MMi€ETOHEPPHUT.

3 6oky penpodykmueHoi cucmemMu ma MO/A0YHUX 3d/103: YACTO — ePEKTUIIbHA OUCOHYHKIIIS,
iMITOTEeHITisT; HeYaCTo — cTaTeBa OUCHYHKIIiS, 3aTPUMKA esIKYIISIll, mucMeHopes, 6inb y
MOJIOYHHX 3a/103aX, JIeUKopesi, MeHoparis, MeTpoparis; piiko — aMeHopes, BUIiIeHHS 3
MOJIOYHHUX 3aJ103, 301/IbIIIEHHS MOJIOYHHUX 3aJI03, 2iHeKOMACcmis, LepPBiluT, OalaHiT, emiguauMIT.

3aeanvHi po3aadu ma peakuii y micui 6edeHHs: 4acTO — epudepruyuHi HaOpsKY, HAOPSK,
IIOPYIIEeHHS XOOY, MafiHH, BiQUyTTA CI'IHIHHSA, HE3BUYHI BIAYyTTH, IigBUIleHa
BTOMJTIOBaHiCTh; HEYACTO — TeHepai3oBaHuil HaOPsK, HAOPAK 061uyYA, BIiTUyTTS CTUCHEHHS
y Tpynsix, Oinb, MigBUIIEHHS TeMIIEPATyPHU Tila, BiguyTTs CIpary, 03HOO, acTeHis, 3arajbHa
cnabKicTh, BiTUyTTS He3myKaHHs, abcliec, IeIoNiT, peakilil ¢oTOYyTIUBOCTI; PifgKO —
rpaHyboMa, YMUACHE 3alOfisTHHS IKOAU, 3a04epeBUHHNY (HiOPO3, IIOK.

JlabopamopHi nokasHuku: 9acTo — 30i/IbIIeHHs MacH Tijla; HeYaCTO — IMiABUINEHHS PiBHS
KpeaTuH(ocPoKiHa3M y KPOBi, MigBUIIIEeHHS PiBHS I'IIOKO3U Y KPOBi, 3MEHIIIeHHS KilTbKOCTi
TPOMOOIIUTIB, MiIBUINIEHHS PiBHS KpeaTUHIHY KPOBi, 3MeHIIIEHHS PiBHS KaJlilo ¥ KPOBi,
3HUKEHHS MacCH Tijla; PifKO — 3MeHIIEeHHS PiBHS JIEUKOLUTIB Yy KPOBI.

* 36inmbIeHHS PiBHS anaHiHaMiHoTpaHcdepasu (AJIT) Ta acnapTaramiHoTpancdepasu (ACT).

[Ticnsa npunuHEHHS KOPOTKOTPHBAJIOTO Ta JOBTOTPUBAJIOTO JIiKyBaHHS IperabasinoM
CIIOCTepiraayd CUMIITOMH BiIMiHM JiKapcbKoro 3aco0y. [ToBimoMisiiau mpo Taki peakirii:
0e3COoHHS, TOJIOBHUY 0iNlb, Hy[IOTA, Hiapesi, TPUIONOAIOHNY CUHIPOM, 3HEPBOBAHICTB,
mernpecis, cyluuganbHi OyMKHY, 0inb, TPUBOXKHICTD, CYIOMH, Timeprigpo3 Ta 3amamopodeHHs. 11i
CUMIITOMU MOXKYTb CBIIUUTU IIPO MeIUKaMEHTO3HY 3ajiekHicTb. [TalieHTa HeobxigHO
npoiHdopMyBaTH IPO Iie Ha IT0YaTKy Teparil.

CToCcoBHO BimMiHM mperabartiny micis MOBrOTPUBAIOTO JiKyBaHHS, MaHi BKa3yTh Ha Te, IO
YacTOTa BUHUKHEHHS Ta CTYIiHb TSXKKOCTi CHMIITOMIB BifMiHM MOXYTh OyTH 00303a7€XXKHUMU (IUB.
po3minu «Crmoci0 3acTocyBaHHS Ta q03u» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS»).

Himu. TTpodinb 6e3neku nperabasiHy, BCTAHOBICHUH Y II'ITH JOCTiMXKEHHSIX, IPOBEIEHUX 3a
y4acTIo NefiaTpUYHUX IallleHTIB 3 apljiaJlbHUMU CYAOMHUMU HallaflaMUu 3 BTOPUHHOIO
reHepasisatieio abo 0e3 Hel (12-TuxkHeBe JOCHigXKeHHS e(eKTUBHOCTI Ta 6e31eKH Y
MallieHTiB BikoM Bif 4 mo 16 pokiB, n=295;

14-neHHe mocnimXxeHHs eeKTUBHOCTI i Oe3MeKHu y MallieHTiB BikoM Bif 1 Micsisg no meH1e 4
POKiB, n=175; gocnifgxkeHHsa (apMaKOKiHETUKU Ta IEPEHOCUMOCTI IpenapaTy, JOCHiAXKeHHS
(hapMaKOKiHETUKM Ta IEPEHOCUMOCTI ITpenapaTy, n=65 Ta [iBa BITKPUTHX JOCTiAXKEHHS 3
BHMBUEHHS Oe3mneku TpuBanicTio 1 pik, n=54 ta n=431), 6yB momiOHu# [0 mpodinio, SKui
CIIOCTepiraBcs B OCTIIXEHHSIX V MOPOCIUX MAIlieHTiB 3 eminencieto. Hanbinbi noumpeHuMu
moOiYHMMU SIBUILIAMH, IO CIIOCTepiranucs y 12-TukKHeBOMY JOCTiIKeHHi Teparil
nperabainoM, OyIu COHIUBICTD, IipeKcis, iHPeKIlil BepXHiX qUXaIbHUX MIJISIXiB, MiIBUIIEHHS
aneTuTty, 30iNbIIEHHS MacH Tila Ta Ha30(papUHTiT. Hai6inbi momupeHuMy 00iYHUMY
SIBUIIIAMH, IO CIIoCTepiranucs y 14-meHHOMY [OCTiXKeHHI Tepartii mperabaninoM, Oyau COHIUBICTE,
iH(peKIii BepxHiX AUXambHUX IMUISXIB i mipekcis (muB. po3minu «Croci6 3acTOCYBaHHS Ta [I03U»,



«®apMakoguHaMika» Ta «PapMakKOKiHETHKa»).

Tepmin npudamHocmi. 3 POKH.



