IHCTPYKIIA

IJIsI MEIUYHOT 0 3aCTOCYBAaHHS JIiIKapChKOro 3aco0y

JITHE®OP

(LINEFOR)

Ckaapn;:

miloya pedyoBHHA: mperadartiH;

1 karicymna mictuth nperabaniny 75 mr abo 150 mr, abo 300 mr;

IOIMOMiXKHi PEYOBMHU: JTAKTO3a, MOHOTIAPaT; KPOXMab KYKYPYO3SHUH; TalbK;

000JI0HKa [J1s1 Karcyn mo 75 Mr ta 300 Mr: xenaTuH, Tutany giokcupn (E 171), 3amiza okcun
xkoBTuu (E 172), 3amiza okcupn yepBouuu (E 172);

000JI0HKa [JIs1 Karcyn mo 150 Mr: xxenaTtul, TuTany miokcun (E 171);

YOpHUTIA: lIefakK, 3aliza okcup YopHuii (E 172), mIpomineHraikosb, aMOHi0 TimpOKCH]I.

JlikapcbKka ¢popmMa. Kamncynu TBepgi.
OcHOBHI (pi3UKO0-XiMiYHi BTaCTUBOCTI:

Karcynu 75 MT - TBeP/i XKeJIaTHHOBI KarcCyiu 3 KOPIycoM 6i/Ioro KOIbopy i KpUIIeYKOI0
YEePBOHO-KOPUYHEBOI'0 KOJILOPY 3 HAHIMMCOM «75» Ha KOpIIyci, po3Mmip Kamcyi - Ne 3;

Kamcynu 150 MT - TBePfi XKeJTaTUHOBI Karcynu 0i71oro Koibopy 3 HagmucoM «150» Ha KOpIyci,
po3mip Kamcyi - Ne 1;

karcynu 300 Mr - TBEPAi 2KeJTaTUHOBI KaIlCyIu 3 KOPIIYCOM 0ilIoro KOJIbOPY i KPUIIIEYKOI0
YepPBOHO-KOPUYHEBOI'0 KONIbOPY 3 HafgnucoM «300» Ha Kopmyci, po3mip Kamcyi - Ne 0.

®dapMakoTepaneBTUYHA I'pyna. AHaJbreTUKU. [HIN aHAJIBITeTUKY Ta aHTUIIIPETUKH.
FabanentuHoigu. [Ipera0artiH.

Konm ATX NO2B FO02.



dapmakon02iuHi e racmueocmi
dapMakoguHaMiKa

Iliroua peyoBuHa mperabajiH, 110 sSB/IsSE COO0I0 aHAJIOT TaMMa-aMiHOMacsSHOI KuciaoTH [(S)-3-
(aMiHOMETHUIIPOLIECH)-5-METUATEKCAHOBA KUCIIOTa].

MexaHi3M mii

I[IperaGarmiH 3B’sI3y€ThCS 3 MOMOMIXKHOIO CybomuuuIero (a2-d-0i/10K) MOTeHITian3aIekKHUX
KaJlbI[iEBUX KaHaIiB y IeHTpaibHii HepBoBiu cucteMi (LTHC).

Krigiuyda eeKTUBHICTE i 6e3meka

- HetliponamuyHuti 6i1b

[Tig wac mocmimkeHb 6y10 MPOAEMOHCTPOBaHO eheKTUBHICTE IIperabaiiny OJis JIIKyBaHHS
niabeTUYHOI HEMpPOIaTil, TOCTTePIEeTHYHOI HEBPATii Ta ypaxkeHHsS CIIMHHOTO MO3KY.
EQeKTHUBHICTD NIpenapaTy IpH iHIINX BUAaX HEUPOIATUYHOTO 00JII0 HE BUBYAJIH.

[Tpera6amnin BuBuanu y Xomi 10 KOHTPOJILOBAHUX KITIHIYHUX AOCIIIKEHb TPUBAIICTIO 10

13 THXKHIB 3 peXKUMOM [103yBaHHS IIpenapaTy 2 pa3u Ha fo0y Ta y Ipoleci OCTiAKeHb
TPUBAJICTIO 00 8 TMXKHIB 3 Pe2KMMOM [03yBaHHS 3 pa3u Ha 0o0y. 3aranoM mpodini 6e3meku
Ta e(eKTHUBHOCTI AJIST peXKUMIB mo3yBaHHS 2 i 3 pa3u Ha fo0y Oynu mogiOHuMHU.

Y nportieci KTiHIYHAX JOCTigKeHb TPUBAJIICTIO 70 12 THUXKHIB, y AKUX JTiKapChKHii 3acib 3aCTOCOBYBaA
[JIS JTIiIKyBaHHS HEMPOTIATHUYHOT0 00JTI0, 3MEeHIIIeHHS 0010 TepuepruyHOro Ta LeHTPaIbHOTO
ITOXOMI2KEHHS CIIOCTepiraaocs micys MepIioro TUXHS Ta 30epiranocst MpoTsAroM yChOTo Iepiomy
JIiKyBaHHS.

Y mporieci KOHTPOIbOBAHUX KTIHIYHUX MOCIIIXKEHb 3 BUBUEHHS NTepu()epuyHOro HEUPOIIAaTUUHOTO
6omio y 35 % mauieHTiB, sKi 3acTocoByBanu nperabain, Ta y 18 % mariieHTis, sKi oTpuMyBanu
nnanebo, crocTepiranocs mokpaianus Ha 50 % 3a mkasoo ouinku 600, Cepeq NallieHTiB, y IKUX
He BUHUWKaJla COHJIUBICTh, TakKe MOKpalllaHHs crocTepiranocs y 33 % mHali€eHTiB, 9Ki 3aCTOCOBYBaJIU
nperabariH, Ta y 18 % martienTis i3 rpynu nnaue6o. Cepeq MalieHTiB, y SKAX BUHMKAala COHIUBICTS,
YyacTKa MallieHTiB, SIKi BiANOBiMM Ha Teparmiio, ctaHoBuIa 48 % y rpymi nperabaniny ta 16 % y rpymi
mtaneoo.

Y mpolieci KOHTPOJILOBAHOTO KIIHIYHOTO [OCTIKEHHS 3 BUBUEHHS HEUPONATUYHOTO 00JII0
IIEeHTPaIbHOT'0 MTOXOMXKEHHS V¥ 22 % TallieHTiB, gKi 3acTocoByBanu nperabatid, Tay 7 % MallieHTis,
SKi oTpuMyBaju mauebo, crmocTepiranocs mokpaimanusg Ha 50 % 3a IIKasoo ouiHKu 60IIi0.

- Eninencisa

[lomaTkoBe mikyBaHHsA. [Iperabajiid BUBYaIM y MPOIECi TPHOX KOHTPOIbOBAHUX KITIHIYHUX
IOCTIiIKeHb TPUBAIICTIO 12 TUXKHIB 3 peXKUMOM J03yBaHHSA 2 a00 3 pa3u Ha #o0y. 3araaom
npodini 6e3nexy Ta eheKTUBHOCTI 151 peKUMiB 003yBaHHS 2 i 3 pa3u Ha goOy Oynu
NOiOHUMU.

3MeHIlIeHHs YaCTOTU CYAOMHUX HallafliB CIIOCTePIragocs BxXe Ha IeplIoMy TUXKHI.



Oitu. EQekTuBHICTh Ta Oe3MeKa 3aCTOCyBaHHA IIperabainy K JOTIOMIiKHOI0 3aco0y mpu
eminerncii gns giTed BikoM 1o 12 pokiB Ta mjis mimgmiTKiB He BCTaHOBIeHi. [1o0iuHi peakirii, 1110
CIIOCTepiranaucs B JOCTIAKEHH] 3 BUBYEeHHS (hapMaKOKiHETUKU Ta IEPEHOCUMOCTI, IO SKOTO
Oynu BKJTIOYEHi IallieHTH BiKOM Bif 3 MicswiB o 16 pokiB (n=65) 3 mapiiianbHUMU
CyIOMHUMU HanafgaMu, Oynu nomibHi mo mobivHuX peakilii y mopocnux. Pesynbratu 12-
TUKHEBOTO 1171a11e00-KOHTPOJIbOBAHOTO NOCIIIXKEeHHS 3 y4acTio 295 mitelt BikoM Big 4 1o 16
POKiB, a TakOX 14-meHHOro JOoCHifXKeHHs 3 y4acTio 175 miTen BikoM Bif 1 micsus go 4 pokis,
MeTOM0 SIKUX OyJa OIliHKa e(eKTUBHOCTI Ta Oe3mneku mnperabaiiHy SK IOOAaTKOBOI Teparrii
mapIiaJbHUX CYIOMHUX HalaMdiB, Ta 2 BIIKPUTHUX OOCIIIXKEHHS 3 BUBUEHHS 0e3MeKu
TpuBasicTio 1 pik 3 y4acTtio 54 ta 431 miTei BikoM Bif 3 MicsLiB 10 16 POKIB 3 eminencien
BKA3yIOTh Ha Te, 1110 TakKi MoOiuyHi peakilil SK mipekcis Ta iHpeKIIii BepXHiX AUXaIbHUX IIISIXiB
y OiTel CIIOCTEepIrarThCs YacTillle, HiXK Y JOPOC/IUX MAli€HTIB 3 emiencieto (TuB. po3ainu
«®apmakokiHeTnka, «Crocib 3acTocyBaHHS Ta 0o3u» i «[1o6iuHi peakii»).

Y 12-tuxHeBoMYy My1aie60-KOHTPOJILOBAaHOMY AOCIiAXKEHHI AiTSIM Ipu3Hayasay nperabaiH mo

2,5 mr/kr/moby (Makcumym 150 Mr/mo6y), nperabanin mo 10 mr/kr/moby (Makcumym 600 Mr/mo6y) a6o
nnane6o. [TpuHaiiMHi 3MeHIIeHHs Ha 50 % MmapiliaJbHUX CYIOMHUX HaIafiB, OPIBHSHO 3
II04YaTKOBUM pPiBHEM, criocTepiranocs y 40,6 % naiieHTiB, siki oTpuMyBanu nperabanid y gosi

10 mr/kr Ha o6y (p=0,0068 nopiBHsHO 3 mnalebo), y 29,1 % mamieHTis, SKi oTpuMyBanu nperadain
y moai 2,5 mr/kr/mo0y (p=0,2600 nopiBHsAHO 3 nnaiebo), Tay 22,6 % THX, XTO OTPUMYBaB I1aneoo.

Y 14-genroMy mnaie00-KOHTPOIbOBAHOMY JOCIiIXKeHHi AiTAM (BikoM Bif 1 micsa1s go 4 pokiB)
IIpHU3Havany nperabarin no 7 Mr/kr/moby, mperabarin mo 14 mr/kr/go0y abo mnaie6o. MenmiaHHa
YacToTa CygOMHUX HallafiB IIif Yyac CTapTy Ta IIif Yac 3aBeplLIeHHs OOCIigXeHHs cTaHoBwia 4,7 1 3,8
BigmoBigHO [y mperabariny mo 7 Mr/kr/mo0y, 5,4 Ta 1,4 BigmoBigHO mis nmperabartiny mo

14 mr/kr/mo0y i 2,9 Ta 2,3 gnsg nnaue6o. IIperabanin npu npu3HadeHHi mo 14 Mr/kr/moby 3Ha4YHO
3MEHIINB JIOTapu(PMiYHO TpaHC(HOPMOBaHY YaCTOTy BUHUKHEHHS MapliaJlbHUX CYOOMHUX

HamnafiB MopiBHsAHO 3 mnalebo (p=0,0223); HaTOMicTh mperabariH mo 7 Mr/kr/moby He BUKa3aB
TIOKpAIlleHHS MOPiBHSHO 3 MmTa1eso.

Y 12-TuxHeBOMY ITale00-KOHTPOJIbOBAHOMY HOCIIiIKEHHi MaIlieHTiB i3 TepBUHHUMU
reHepasnizoBaHuMu TOHIKO-KIOHIUHMME ([IT'TK) Hamagamu 219 namieHTam BiKOM Bif 5 10 65 poOKiB (3
HUX 66 0ci6 BikoM Big 5 mo 16 pokiB) O6yno mpu3HadyeHo mperadanid y m1o3i 5 Mr/kr/moby (MakCcuMym
300 mr/mo0y) ab6o 10 mr/kr/ooby (MakcumyM 600 Mr/mo0y) uu mnaiebo sSIK HOMOMIXKHY Teparriio.
[Tpunaimui 50 % 3menmenHs yactotu [II'TK Hanapis cnocrepiranocsa y 41,3 %, 38,9 % ta 41,7 %
NallieHTiB, SIKi oTpuMyBanu nperabamnid y gosi 5 Mr/kr/mo0y, nperabanid y gosi 10 mr/kr/go0y Ta
m1a1e0o0 BigmoBigHO.

MoHoTepartis (y malfieHTiB 3 ymepiie IiarHOCTOBaHKM 3axBopioBaHHsM). [IperabaiH BUBUAIU y

npoueci 1 KOHTPOIbOBAHOI'0 KJIIHIYHOTO JOCIIiAXKEHHS TPUBAJIICTIO 56 TUXKHIB 3 PEXKUMOM
mo3yBaHHS 2 pa3u Ha 0o0y. IIpu 3acTocyBaHHi mperabaniny 0y0 JOCITHYTO He MEHIIIOl
e(eKTHBHOCTI ITOPIBHSAHO i3 3aCTOCYBaHHAM JIaMOTPUAXKKHY, 3TiIHO 3 OL[iIHKOI0 Yepe3

6 MicsiLiB KiHIIeBOI TOUKH - BiICYTHOCTi CyOMHUX HamapiB. [Iperabatit i 1aMOTpUOKUH
Oynu ogHAKOBO Oe3MeYHUMU Ta J00pe MepPeHOCUITHUC.

- 'eHepanizosaHull mpudoxicHUll po31a0

[TperabartiH BUBYAJIH y MPOIeci 6 KOHTPOJILOBAHUX [OCTIIXKEHb TPUBAICTIO 4-6 THUXKHIB, OOQHOTO
OOCIIiAXKEHHS TPUBAJIICTIO 8 TUXKHIB 3 y4YacCTIO ALlE€HTIB JIITHLOTO BIKYy Ta OOGHOI'0 TPHUBAJIOTO
OOCII?KeHHS 3 BUBUEHHS NPO(]IIaKTUKU PELUANBY 3 IIOABIMHOIO CIIiN0I0 (a3010 NPoPiTaKTUKU



pelLyauBy TPUBAJICTIO 6 MiCSIIiB.

3MeHILeHHS CUMIITOMIB reHepaIi30BaHOI'0 TPUBOXKHOTO PO3/IaAy BiANOBIOHO A0 LIKanu ['aMinbToHa
a5 omiHKy TpuBoXKHOCTI (HAM-A) ciocTepiranocst Bxke Ha TUXKHI 1.

Y nporeci KOHTPOIbOBAHUX KIIHIYHUX AOCIIIXKEHb (TpUBasicTio 4-8 TuXHIB) y 52 % NalieHTiB, 9Ki
3aCTOCOBYBasu nperabariH, Ta y 38 % mallieHTiB i3 rpynu miaredo CrocTepiranocs MokpallaHHsI He
MeHIIe Hix Ha 50 % 3a 3arayibHOIO KiNbKicTio OaiB 3a mrkano HAM-A Bif MoYaTKOBOTO PiBHS [0
KIiHIIEBOI TOYKH.

[Tig 9ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YacCTillle CIIoCTepirajaacs y Nali€eHTiB, IKi
3aCTOCOBYBaJIM IIperadariH, HiXK y HallieHTiB, SKi oTpuMyBanu nare6o. Y 6inbiIocTi BunmaaKis 1e
SIBUIIE 3HUKAJIO IIPYU IIPOHOBXKeHH] Teparmii. OpTanbMonoriyae 06cTexkeHHs (BKITI0Ya0uy IIEPEBIPKY
TOCTPOTH 30Dy, (popMabHy EPEBIPKY MOJIg 30PY Ta AOCIIIXKEHHS 0YHOT0 [HA IIPpU PO3ILINPEHin
3iHHUI) y paMKaX KOHTPOJIbOBaHUX KJTIHIYHUX JOCIIiAKEeHb BUKOHYBanocs y noHapn 3600 namieHTiB.
Cepey 1IuX MaIliE€HTiB TOCTPOTA 30PY HmoTipinunacs y 6,5 % maifieHTiB y rpymi nperabaniny ta y 4,8 %
malieHTiB y rpymi mnane6o. 3MiHu 1mMoms 30py BusiBneHo y 12,4 % mallieHTiB, SKi 3aCTOCOBYBaIu
nperabaiH, Tay 11,7 % nauienTiB 3 rpynu nnaie6o. 3MiHM 0YHOTO IHa BUsSBJeHi y 1,7 % mallieHTiB,
SIKi oTpuMyBaju mperabaris, Ta y 2,1 % mariiedTiB rpynu mnaie6o.

- ®ibpomianais

EdexTuBHicTh nperabamniny Oysa BCTaHOBIEHA B OOHOMY 14-THKHEBOMY ITO[IBIHHOMY CIIiIIOMYy
n1a1e60-KOHTPOJILOBAHOMY MYJIbTUIIEHTPOBOMY HociigxkeHHi (F1) Ta B oqHOMY 6-TUXKHEBOMY
paHAoMi30BaHOMY HochigKeHHi BinMinu (F2). V i gocmigKeHHs 3a1ydanucs MalieHTH 3 AiaTHO30M
«(pibpomianrisi» Ha OCHOBI KpUTepilB AMEepPUKaHCHKOTO KOJIE[?KYy PEBMAaTOJIOTil (momupennit 6imb
IpoTSATroM 3 MicsliB B aHaMHe3i Ta 0inb, HassBHuUM B 11 uu Ginbire 3 18 cnernudivHux 601b0BUX
TOYOK). [I0CTIiI2KeHHs IPOIeMOHCTPYBaIA 3HUKEHHS 0010 3a Bi3yaIbHOI0 aHAJIOTOBOIO IIKAJIOI0.
[TokpalleHHsT JOJaTKOBO 0YJI0 IIPOAEMOHCTPOBAHO 3a 3arajbHOI0 OI[IHKOIO TalliEHTa Ta 3a
OTIUTYBaHHSAM IIIOM0 BIIUBY (pibpomianrii.

Oitu. Byno npoBemeHe miale00-KOHTPOIbOBAHE NOCITIIXKEeHHST TPUBATICTIO 15 TUXKHIB 3
yuacTio 107 miteit Bikom 12-17 pokiB 3 ¢ibpomianriero, sKi 3aCTOCOBYBaIu nperadaril y go3i
75-450 Mr Ha no0y. 3a pe3ynbTaTaMH OI[iIHKY ITIEPBUHHOI KiHIIeBOI TOUYKH €(eKTUBHOCTI
(3MiHa 3aranbHOI iIHTEHCHBHOCTI 60110 Bil 6a30BOT0 PiBHS 40 THUXKHS 15; po3paxoBaHO 3a
moroMoro 11-6anbHOI MIKAIK OIiHIOBaHHS) OyJ10 MPOAEeMOHCTPOBAHO YHCEIbHO Bifblie
TIOKPAIIeHHS CTaHy IalliEHTIB, SIKi 3aCTOCOBYBau IperadariH, MOPiBHSAHO 3 MalliEHTaMH, SIKi
IpuMany miaiebo, aje 1e MOKPaIleHHsI He NOCSATIIO CTaTUCTUYHOI 3HAUYIIOCTI.
HatyacTimumu no0iYHUMY peakiisiMH, SKi CIIoCcTepiranucs y KIiHiYHUX JOCTIIXKEHHSX,
Oynu 3amaMOpOY€eHHS, HyNOTa, TOIOBHU 6ib, 3Gi/TbIIIEHHST MAcH Tijla Ta CTOMITIOBAHICTE.
3aranpHuM Mpodins 6e3meku y mimmiTKiB 0yB MomiOHUM 00 TaKOro y HOPOCuX i3 ¢ibpomianrieio.

dapMakoKiHeTHKa

dapmakoKiHeTHYHI TOKa3HUKY Iperadainy nogibHi y 3mopoBux H0OpPOBOIBIIIB, IALli€HTIB 3
ellinenciero, SKi 3aCTOCOBYBaX IPOTUEIIINIENITUYHI ITpenapaTH, i malieHTiB i3 XpoHiyHUM GoIeM.

A6cop6uisi. [Tperabarin MIBUAKO BCMOKTYETHCS IIPU IIEPOPATbHOMY 3aCTOCYBaHHi HaTIIe i
Iocsira€ MaKCUMalbHOI KOHIleHTpalil y nna3mi kposi (C,,,,) mpoTsarom 1 roguHu micns
OJHOPa30BOro Ta 6araTopa3oBOro 3acTocyBaHHS. Po3paxoBaHa 6i0moCTymHICTE Iperadaniny
IIPH ITePOPaIbHOMY 3aCTOCyBaHHi cTaHOBUTDL 90 % i Ginblie Ta He 3aeXUTh Bif mo3u. [Ticms



IIOBTOPHOT'0 3aCTOCYBaHHS PiBHOBaXKHUYU CTaH AOCATAEThCA yepel 24-48 roguH. CTymiHb
abcop61ii mperabaniHy 3HUXKYETLCS IIPY OOGHOYACHOMY IIPHUOMI 3 12Kel0, y pe3yiabTaTi 4oro
C,ox 3MEHIYETHCS Mpubau3HO Ha 25-30 %, a 9ac JoCSITrHeHHsS MaKCHUMaJlbHOI KOHIIeHTpallii
(tnay) 3MEHIIYETHCS TPUOMM3HO Ha 2,5 roguuu. OfHAK 3aCTOCYBaHHS mperadasiny omHOYacHO
3 1Kel0 He MaJio KJIiHiYHO 3HAYyIIoro BIJIUBY Ha 00’€M ioro abcopOiii.

Posmomin. ITperabain nerko npoHUKae Kpisb remMaToeHedanigynuit 6ap’ep y TBapuH, a
TaKOXK Kpi3b IJIAIEHTY Y TBAPHH i B MOJIOKO Y TepPiofl JlaKTallii. Y TIOIuHY YMOBHUU 00CAT
po3nofiny nperabaiiny micis mepopaabHOr0 3aCTOCYBaHHS CTAaHOBUTD Mpubau3Ho 0,56 /KT
[Iperabarin He 3B’SI3yeThCS 3 OiTKaMu Ija3Mu KPOBi.

Merta6onizM. YV nmioguHu nperabailiH 3a3Hae He3Ha4YHOro MeTabosi3My. Ilicyisg BBeleHHS [03U
PagioaKTUBHO MiueHOTo nperabaniny npubau3uo 98 % pamioaKTUBHOCTI BUBOOUTHCS i3
cedelo y BUTTIAMAI He3MiHEeHOro nperabaniny. N-MeTuIb0BaHUM iepuBaT mperadainy
(ocHOBHUM MeTabomiT nperabaniny, 10 BU3Ha4Ya€eThCs y cedi) ctaHoBUB 0,9 % Bim BBegeHO1
[O3H.

Busemenns. [IperabasiH BUBOOUTLCS i3 CUCTEMHOTO KPOBOOOIry TOJIOBHUM YHMHOM 3@ PaXyHOK
eKCKpellil HupKaM# Y He3MiHeHOMY BUTIAfi. CepegHil mepiof HalliBBUBeEeHHS Iperadainy
nopiBHIOE 6,3 roguuu. [11a3MoBHUii | HUPKOBUM KITipeHC mperabatiHy mpsMo IPOIOopLiiHi 10
KJlipeHCy KpeaTuHiny. [lanienTaM i3 nopymeHHAME GYHKIII HUPOK ab0 TKUM IIPOBOOSATH
reMofiani3, HeoOxiflHO KOperyBaTu 03y Mpemapary.

JlinitinicTs / HemiHifHicT. PapMaKOKiHETHKA NTperabaiiny € JTiHiiHOO [ BChOTO
PEKOMEeH0BaHOT 0 iHTEpPBaNy 003. Mixkcy0'eKTHa ¢hapMaKOKiHETUYHA BapiabenbHICTh OIS
nperabainy Hu3bka (Menime 20 %). PapMakoKiHeTHKa OaraTopa30BUX 03 €
nepen6avyBaHOIO Ha IiACTaBi JAaHUX OJTHOPA30BOI'0 03yBaHHS. TaKUM YMHOM, HEMAE
oTpedu y perynsspHOMY MOHITOPHUHTY KOHIIEHTpAIlii ITperadariHy y mia3Mi KPoBi.

dapmMakOKiHETHKa B OKPEMUX I'PyIax NallleHTiB

Cratb. BifcyTHilt KniHiuHO 3HAUyIIMY BIJIMB CTATi Ha KOHIIEHTPAIlilo mperadainy y mina3mi
KPOBI.

[NopymenHs QyHKIN1 HUPOK. KinipeHc nperabaniny npsiMo IPONOPIiNHUY 00 KIIipeHCYy KpeaTHHIHY.
Kpim Toro, mperabarin epeKTUBHO BUAAISETHCS 3 JIa3MHU KPOBi ITpu reMopmiarisi (micns 4 rogus

reMofiiani3y KOHIleHTpallis nperabasiny y maa3Mi KpoBi 3HUXKYEThCA npuOnu3Ho Ha 50 %). Ockinbku
BUBEMIeHHsI HUPKaMU € OCHOBHUM IIJIIXOM BHUBE[IeHHS IIperapary, nalieHTaM i3 MOPyIIeHHIMA
GbyHKIII HUPOK HeoOXimHO 3HUKYBATH 03y IIperapary, a Micis reMofianisy — IpuiMaTé OLaTKOBY
[o3y.

[opyinerHs ¢yuknii mevinku. CremianbHUX (apMaKOKIHETUYHUX AOCHIAXKEHD 3 Y4aCTIO
TIAITiEHTIB i3 MopymeHHsIMu QyHKIIii mewyinky He mpoBoaunu. OCKinbKu mperadariH He 3a3HaE
icToTHOTO MeTabo01i3My Ta BUBOIUTHCS IIEPEBAXKHO Y HE3MiHEHOMY BUTJISI[II 3 CEYel0, TO
MaJIO¥MOBIipHO, 11100 MOPYIIeHHS (QYHKIIII MeYiHKKA MOTJIO BIIJIUBATH Ha KOHIIEHTPAIIi0
nperabarsiny y mi1a3Mi KpoBi.

[MiTu. ®apMaKOKiHeTUKY NperabaiHy OIiHIOBalIM y HiTel 3 eliencieo (BiKoBi rpymu: Bif 1
1o 23 Micauis, Big 2 [o 6 pokis, Bifg 7 go 11 pokis i Big 12 mo 16 poxkiB) mpu 3aCTOCyBaHHI 103



2,5 mr/kr/moby, 5 mr/kr/mo0y, 10 mr/kr/moby Ta 15 Mr/kr/noby y mpoueci DocigKeHHs 3 BUBYEHHS
(dbapMaKOKiHETUKHY Ta IIepeHoCUMOCTi. [Ticig mepopanbHOTo 3aCTOCYBaHHS IperabaiHy AiTSM HaTie
Jyac NOCATHEHHS MaKCHUMaJIbHOI KOHIIEHTpAallil y 11a3Mi KpoBi OyB y LiIOMy aHAJIOTiYHUM Y BCiX
BIKOBUX I'pymax i cTaHOBUB Bif 0,5 roguH# [0 2 TOOWH Iicns npuiomy. 3HadeHHd C,,, i miomi mif
KPUBOIO 3aJIe’KHOCTI KOHIIeHTpallil Bif yacy (AUC) nperabastiHy 3poCcTaiy JTiHiiHO 3i 30ibIIeHHIM
I0o3U B KOXKHiM BiKOBiil rpymi. Y mitelt 3 macoro Tina go 30 kr 3HaueHHs AUC Oynu Hux49uMHy Ha 30 %,
1110 3yMOBJIEHO 30inbIeHHAIM Ha 43 % KJlipeHCY, CKOPUTOBAHOTO 3a MacoI0 Tijla, y I[UX MallieHTiB
IIOPIBHAHO 3 IallieHTaMU 3 Macoro Tisa = 30 K.

Kinmesuii nepioq HamiBBUBeeHHS peradasiHy CTaHOBUB y CepeqHbOMY IPUOIU3HO 3-4 TOOUHU Y
niTell BIKOM [0 6 POKiB Ta 4-6 TOOUH y [iTeX BIKOM Bif 7 POKIB.

Y nportieci nomynsauiiHOro hapMaKOKiHETUYHOTO aHati3y 6yio oKa3aHo, 110 KJIipeHC KpeaTUHiHy
OyB 3HaAYYIIOI0 KOBapiaTOo AJIs KIIipeHCy IepopaibHoro nperabaiiny, a Maca Tina Oyia 3HaYyIII00
KOBapiaToI0 [JIs YSIBHOTO 00’€MY PO3MOMiNy IepopanbHOro mperabatiny, i mei 38’130k OyB
aQHaJIOTIYHUM Y HiTeH i JOpOCIUX MalieHTiB.

®apmakokiHeTHKy nperabasiHy y mamieHTiB BIKOM 10 3 MiCSIiB He BUBYAM (OUB. PO3Minu
«PapMmakonuHaMmika», «Crocib 3acTocyBaHHS Ta [03u>» i «[1o0iyHi peakiiii»).

[MauieHTy MiTHBOrO Biky. KimipeHc nmperafasiny Ma€e TeHIEHINO 10 3HUKEHHS 3 BiKOM. Lle 3HUXKEHHS
KJlipeHCY nperabaiHy micis mepopanbHOT0 3aCTOCYBaHHS Y3TOMXKYETHCS 31 3HUKEHHSIM KITipeHCY
KpeaTHuHiHy, IIOB’s13aHOT0 3i 30inbIIeHHAM BiKy. V Malli€HTiB i3 nopymeHHAME GYHKIII HUPOK,
IIOB’SI3aHMMU 3 BiKOM, MOXKe O0TpeOyBaTuCs 3HUKEHHS J03U nperadainy (aus. po3gin «Cmocib
3aCTOCYBaHHS Ta HO3U», TAOIHIIS).

[Nepion rogyBaHH4 rpyanio. PapMakoKiHETHKY NperabaiiHy IIpy XOT0 3aCTOCyBaHHI y 031 150 Mr
KoxHi 12 roguH (mo6oBa mo3a 300 mr), ouintoBanu y 10 XiHOK, SKi romyBanu rpynoaio, HOHAKMeHIIIe
yepe3 12 THXKHIB micys mosoris. ['omyBaHHS TPyAOI0 He BIJIMBaI0 abo Majio He3HAYHUH BIIJIUB Ha
dbapmakokineTuky nperabarniny. [Iperabanin noTpamisiB y TpyAHe MOJIOKO, ITPH I[bOMY MOTO CepefHi
KOHIIEHTPallil B piBHOBa;KHOMY CTaHi CTaHOBUIM PUOIHU3HO 76 % Bif KOHIEHTpAlli#l y IIj1a3Mi KpoBi
MaTepi. Po3paxoBaHa f03a, IKy OTpPUMY€ HEMOBJIS 3 TPYIHUM MOJIOKOM (IIpU CEPEIHbOMY
crioxxuBaHHi Monoka 150 mn/Kr/mo0y) Bim XKiHKM, siKa mpuiimae nperabanid y mosi 300 mr/goby abo y
MakcuMasbHil 1031 600 Mr/moby, cranoButs 0,31 abo 0,62 mr/kr/moby BignosigHo. Lli po3paxoBaHi
03U CTaHOBNATHL NpubnMuU3HO 7 % Bif 3aranbHOi HOOOBOI HO3U ¥ MaTepi y epepaxyBaHHi Ha MT/KT.

KiiniuHi XxapaKTepuCTHKH

Iloka3zauus

HetiponamuyHutl 6iab

JIikyBaHHST HeMponaTuYHOro 60110 TeprudepuyHoro abo IIeHTPAIbHOTO IIOXOAXKEHHS Y TOPOCIIHX.
Eninencis

IomaTKoBe JTiKyBaHHS MPH MapIiiaIbHUX CyIOMHUX Hallagax i3 BTOPUHHOIO reHepartisaliieio abo 6e3
Hel Y JOPOCIIUX.

I'eHepasnizosaHutli mpusoicHuUl po3a1ad



JIikyBaHHS TeHepai30BaHOT0 TPUBOXKHOI0 PO3Nafy y AOPOCIIUX.

dibpomianais.

IIpomunoka3aHHs

linep4yyTnuBiCTh [0 Aif040i pedyoBUHU ab0 [0 Oymb-sIKO1 3 JOTIOMiXKHUX PEYOBUH IIperapary.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi

Ockinpku nperabariiH mepeBaxkHO eKCKPETYEThCSI B He3MiHEHOMY CTaHi 3 cedelo, 3a3Ha€ He3HAYHOT 0
MeTabo1i3My B opraHi3Mi nonunau (MeHine 2 % 0O3Y BULIIAETHCA i3 ceyero y BUTIAAI MeTaboIiTiB),
He iHribye in vitro metabo1i3M iHIIUX ITpPenapariB i He 3B’A3yEThCS 3 OiTKaMu IIa3MU KPOBi, TO
MaJIOMMOBIPHO, 1110 ITperabaiiH Moxke CIPUYUHATH hapMaKOKiHETUYHY B3aeMOfi0 abo OyTu 06’eKToM
TaKOol B3a€EMOJII.

LlocaidaceHHA in vivo ma nonyasauiuHul (papMakoKiHemuyHul aHani3

BigmoBimHO Do 1BHOTO, ¥ OOCHIKEHHSX in Vivo He CIIOCTepiranocs 3Havyylol KIiHigHOol
dbapMaKoKiHeTHYHOI B3aEMOIii Mixk mperabamninom i peniToiHOM, KapOaMa3emiHoOM, BaIbIIPOEBOIO
KMCJIOTOI0, JITaMOTPU/IXKMHOM, raballeHTUHOM, JIopa3ernaMoM, OKCUKOLOHOM ab0 eTaHOIOM.
dapMaKoKiHEeTUYHNWI MTOMYJISAIiNHAY aHasli3 IT0Ka3as, 10 ITepopasibHi aHTUAiabeTHYHI ITpemapaTy,
niypeTuky, iHCcymiH, pernobapbitas, TiarabiH Ta TomipaMaTr He YWHUJIYM KJIiHIYHO 3HAYYLIOTO BIJIUBY
Ha KjipeHc nperabaminy.

IIepopaavHi KOHMpdAuenmusu, HopemucmepoH ma/abo emuHizecmpadios

OnHouacHe 3aCTOCyBaHHA IperabaiHy Ta epopaabHUX KOHTPAlleNTUBIB, HOPETUCTEPOHY Ta/abo
eTHUHiIeCcTpazgiosly He BIIJIBAE Ha (papMaKOKiHETHKY y PiBHOBaXKHOMY CTaHi KOKHOT0 3 IIpemnaparis.

JIikapcuvki 3acobu, uLo enausaroms Ha IIHC

[Iperabamin MoXke MOTEHLi0BaTH e(PeKT eTaHOJy Ta Jiopa3enaMy. Y IOCTMapKEeTUHTOBUY
IIepiof MOBiMOMIISIIN IIPO PO3BUTOK AMXaIbHOI HEAOCTATHOCTi, KOMY Ta JIeTallbHi BUTIAAKH Y
MAITiEHTIB, SIKi OMHOYACHO IMpuiiMany rnperabdariH 3 omioimaMu Ta/ab0 iHITMME JTiKapCbKUMHI
3acobamy, 1m0 npurHiuyoTh QyHkiito [THC. TIperabaid mocumoBaB IOPYIIEHHS
i3HaBa/IbHOI Ta OCHOBHUX PYXOBUX (PYHKIIiN, CHPUYUHEHI OKCUKOIOHOM.

B3aemo0ii y nauieHmis AimHb020 BIKY

CnenianbHUX HOCTiIXKEHb papMaKoOgUHAMIYHUX B3a€MOii y TOOPOBOJIIBLIIB JIITHHOTO BiKY He
npoBoauin. [locmigKeHHs B3a€MOAil TiKapChbKUX 3ac00iB IPOBOAMIIM JIUIIIE Y TOPOCIIUX TAIiEHTIB.

Oco6.1ueocmi 3acmocyeaHHs

IMauienmu 3 uykposum diabemom




BipmoBimHO 1o mitouoi KIiHiYHOI MPaKTUKY, OesKi MallieHTH 3 IIyKPOBUM fiabeToM, y SIKUX
30inmbInmIacs Maca Tina Imig 9ac JTikyBaHHS ImperadamiHoM, MOXKYThb MOTPe0yBaTH KOPUTYBAaHHS 103U
TiMOriKeMiyHUX IIpernaparib.

Peakuii einepyymausocmi

[Ticng Buxomy mpenapaTy Ha PUHOK IOBIOMJISNIM IIPO BUHUKHEHHS peaklid rinepyyTIuBOCTi,
BKJIIOYAIOYY BUIMIAKKM PO3BUTKY aHTi0HEBPOTUYHOTO HaOPsKY. [Ipy HAsIBHOCTi TaKUX CUMIITOMIB
AQHTiOHEBPOTUYHOTO HAOPSKY SIK HAaOPSK 00/1MYYsi, HABKOJIOPOTOBOI Mi/ITHKY a00 BEPXHiX OUXaTbHUX
IIJISXiB CJTif HeraiHo MPUIIMHUTY 3aCTOCYyBaHHS mperabatiny.

Tacki wkipHi nobiuHi peaxuii (TIIITIP)

[Tig yac nmikyBauHs nperabaninom (pregabalin) pigko moBimoMIsiiocst IPo TAXKKI MKipHi mo6iuHi
peaxkiii (TIIITP), Bkmoyatouu cuaapoM CriBeHca-IIxkoHcoHa (CCII) i TOKCUYHUM emifepMalbHUM
Hekponi3 (TEH), ki MoxyTs 6yTu HeOe3MmeyHUMH OJ1s XKUTTS a00 MaTu JneTanbHUM Hacmigok. [Tig yac
IpU3HAa4YeHHS JTiKapCchKOro 3aco0y MallieHTaM CIIif] MOBiIOMUTH NP0 O3HAKU Ta CHMIITOMH Ta YBaXkKHO
CTEeXUTH 3a IKIPHUMU peaKliaMU. fAKINo 3'IBIg0THCA 03HaKU Ta CUMIITOMH, 1110 BKa3ylOTh Ha Lii
peaxiiil, ciig HeraliHo BifMiHUTU 3acTOCyBaHHS nperabaniny (pregabalin) Ta po3rnsiHyTH
anbTEepHATHBHE JIiIKyBaHHS (V pa3i HeoOXimgHOCTi).

3anamopoyeHHA, COHAUBICMb, BMpama c8i0oMocmi, cnaymaHicms c8i0oMoOCmMi Ma NOpPYweHH A
ncuxiku

3acTocyBaHHSs mperabasiHy CyIpoBOAXKYBaIOCs BUTAgKaMK 3alTaMOPOYEHHS Ta COHJIMBICTIO, 10

MO2Ke 30iTbIINTH YaCTOTy BUHUKHEHHS BUIIAKOBUX TPaBM (IIafiHb) y JIIOAEH JTITHBOTO BiKy. Y
IIOCTMapPKETUHTOBUY MEePiOf IOBITOMIISIN PO BUIIAAKY BTPATU CBIIOMOCTI, CIIIyTaHICTh
CBiOMOCTI, TIOTipIIIeHHS PO3YMOBOI HisiIbHOCTI. TOMY CIIif MOpafguTy maiiestaM OyTu
00epeKHUMH, TTOKM IM He CTaHyTh BilOMi MOXKJIMBI BIIJIUBU IIpenapary.

Possiadu 3opy

Y KOHTPONIbOBAHUX [OCTiXKEHHIX Oibllla YaCTHHA NAallieHTiB, SIKi OTpUMyBasu nperabanis,
Bifl3aHayanM HEYiTKICTh 30py, Ha BiAMiHY Bif nallieHTiB, siKi oTpuMyBanu miarnebo. Lli ebektu y
OiNBINIOCTI BUMAAKIB 3HUKAIM TP IIPONOBXKEHH] JTIKyBaHHS. Y KITiHIYHUX OOCITIOXEHHAX, B IKUX
IPOBOOYIIHM 0(TAIBMOJIOTiuHEe 00CTEeXKEHHS, YaCTOTa 3HUKEHHS TOCTPOTH 30pYy Ta 3MiHHU ITOJIIB 30PY
Oyna BHUIIA y MAIliEHTIB, SKi mpuiiMany mperiabatiH, HiXK y IalieHTiB, SKi oTpuMyBanu miaiebo;
YacToTa 3MiH OYHOro AHa Oyja BUILOIO V NallieHTiB, sIKi mpuiiManu mianedo (IuB. po3min
«®apMaKoouHaMiKa»).

Y nmocTMapKeTHHTOBUY IePiofl TaKOXK IOBigoMIIsIIOCs Mpo nobiuHi edekTu 3 60Ky opraHis 30py,
BKJ/IIOUAIOYHX BTPATY 30pY, PO3MHUTICTH 30py abo iHIIi 3MiHK rOCTPOTH 30PY, OINBIICTS i3 IKUX OyIu
TEMYacoBUMH. [lic/sl MpuNMHEHHS 3aCTOCYBaHHS NperabaiHy Ii cuMIITOMHU 3 60Ky OpraHiB 30py
MOXKYTh 3HUKHYTH a00 3MEHIIUTHCS.

Hupkosa HeOocmamHicmb

[ToBimoMIsANK PO BUIAAKU HUPKOBOI HEJOCTAaTHOCTI. IHOAI el epekT 6yB 000POTHUM IS
MIPUNIMHEHHS 3aCTOCYBaHHS Mperabaiiny.

BioMiHa cynymHix npomuenijienmuyYyHuX AiKapcbKux 3dcobis




HepmocTaTHBO HaHUX MO0 BiAMIHM CYIyTHIX MIPOTHUEMINIENTUYHUX MTPelapaTiB Micsg JOCATHEHHS
KOHTPOJTIO Hafl CYIOMaMu IIPU AofaBaHHi mperabatiHy [0 TiKyBaHHS, IO BXKe MTPOBOOUTHLCS, a1
TIepexoay 40 MOHOTeparrii mperabamiHoM.

3acmiliHa cepuesa HedocmamHicmy

Y mocTMapKeTHHTOBUY IIePiof MOBIOMIISIIIN IIPO BUMAOKU 3aCTiMHOI CEeplieBOi HEJOCTATHOCTI y
IesIKuX MalieHTiB, SIKi 3acToCOByBanu mperabain. Taka peakilisi po3BuBaacs 3mebisbIIoro miy yac
niKyBaHHA nperabaiiHoM HeHponaTUYHOTo 00JII0 ¥ MAalLi€HTIB TITHHOTO BiKY 3 yXKe iCHYI0YuMU
CEeplLeBO-CYAUHHUMY MOPYIIeHHIMHU. TaKUM TallieHTaM nperabariH cilif 3aCTOCOBYBaTH 3
obepexHicTio. [Ipy TpUNMHEHH] 3aCTOCYBaHHS IIperadariHy 1e SBHIlle MOXe 3HUKHYTH.

JIikyBaHHA HeliponamuyHo20 60410 UeHMpPAabHO20 NOXO0OHCEHHA BHACAIOOK YUWKOOHCEHHA CNUHHO20
MO3KY

[Tig yac nmikyBaHHS HEMPOMATUYHOTO OOJII0 IIEHTPAIBHOTO MTOXOKEHHS BHACITIIOK YIIKOXKEHHS
CIIMHHOT'O MO3KY YacTOTa BUHUKHEHHS NMOOIYHUX peakiii 3arajoM, MoGiyHUX peakiliii 3 60Ky
IIEHTPaJIbHOI HEPBOBOI CUCTEMHU Ta 0COOGJIMBO COHNIMBOCTI Oyna migBuileHo:o. Lle MoXKHa MOSICHUTH
AOUTHBHUM e()eKTOM iHIIHMX JTiKapChKUX 3ac00iB (HAMPUKIIa[, aHTUCIACTHYHUX 3ac0o0iB), 110
HeoOXifHi 0151 miKyBaHHS UbOTO cTaHy. Lo 06cTaBuHy HEOOXiTHO B3SATU OO YBaru y BUIIAAKY
Ipu3HadYeHHs nperabatiHy Ipu TaKOMY CTaHi.

IIpu2HiyeHHA QUXAHHA

[ToBimoMIANIOCS IPO BUNIQAKHU TSIKKOTO IPUTHIYEHHS (DYHKIIi1 OUXaHHS, I0B’I3aHOT0 3 JIIKyBaHHSAM
nperabasninoM. [1alieHTu 3 MOPYIIEHHSIMU JUXaHHS, pecripaTopHuMU ab0 HEBPOJIOTiYHUMU
3aXBOPIOBAHHSIMHU, HUPKOBOIO HEAOCTATHICTIO, ab0 Taki, sIKi mMpuiMarOTh iHIIi TiKapchKi 3acobu, 110
IPUTHIYYIOTh (PYHKIIiI0 LIeHTPaIbHOI HEPBOBOI CHCTEMH, a0 MAI[iEHTH JIITHBOTO BiKy MOXKYTh MaTH
BUIINI PU3UK PO3BUTKY L€l TAKKOI M0OiYHOI peaktil. Y malieHTiB 1iel rpynu Moxke 6yTH HeoOXigHUM
KOPEKIIisl TO3H.

CyiuudasibHe MUc/1eHHA ma nosediHKd

Y matieHTiB, SKi OTpHMyBaJIX Tepalilo IPOTUEMiIEeNTUYHIMY 3aco0aMy 3 TPHUBOAY IIEBHUX II0Ka3aHb,
CIIOCTepiranyu cyllufanbHe MUCIIEHHS Ta OBEOiHKY. ICHyE Helro MigBUIeHUY PU3UK CyIIUAaNIbHOTO

MUCJIEHHS Ta [I0BEeNiHKU IIPU 3aCTOCYBaHHI IPOTUENIIENITUYHUX IpenapaTiB. MexaHi3M BUHUKHEHHS
IIbOTO PU3UKY HEBiOMUM.

Y mariienTiB, ki oTpuMyBanu nperabaiH y micaspeecTpalliitHoMy mepiofi, ClocTepiraaucs BUafKu
cyluuaanbHOTO MUCIIEHHS Ta MOBeHiHKY (quB. po3min «I1o6iuHi peakii»). Emigemionoriune
MOCIIKEHHS 3 BUKOPUCTaHHAIM QU3alHy CAMOCTIMHOT'0 KOHTPOJIIO (IOPiBHAHHS IIEePiOfiB JIiKyBaHHS
3 nepiofamu 6e3 TiKyBaHHS B OKPEMOTO TallieHTa) IPOAEMOHCTPYBaJIO MiABUIIEHUN PU3UK HOBUX
IIPOSIBIB CYIIIMAAbHOI TOBEiHKY Ta JIETAIbHOTO HACJIAKY Bifg camoryOCcTBa y MallieHTiB, SKi
3aCTOCOBYBaJIM IIperadarriH.

[MTauieHTaM (Ta iX omiKyHaMm) HeOOXiIHO 3BEPHYTHUCS 3a MEIUYHOIO IOIIOMOTO0I0 Y BUIIaIKy
BUHUKHEHHS CYIIIMAIbHOTO MUCJIEHHS Ta MOBeRiHKU. HeoOXimHUY peTeNbHUN HATrsA[ 3a NallieHTaMu
[JIs1 BUSIBJIEHHS O3HAK CyIIMOalbHOT0 MUCJIEHHS 1 IOBE[iHKY Ta IPU3HAUYEeHHS BiITIOBITHOTO
JIIKyBaHHS Y BUIIafiKaX MOT0 BUHUKHEHHSA. CJIifi pO3T/IAHYTHA MOXKJIUBICTh IIPUIIMHEHHS JIIKyBaHHS
nperabaliHoM y pa3i BAHUKHEHHS CyIlIUAalbHUX IYMOK i TOBEHiHKH.

IMopyweHHA GYHKUII HUXCHIX 8001118 WAYHKOB0-KUWKOB020 MPAKMY



[Ticrs BUXOMy MpemnapaTy Ha PUHOK IOBiHOMIISITIOCS PO SBUIIA, ITOB’sI3aHi 3 MOPYyIIeHHIM (PyHKIIii
HUXKHIX BiTIiB MITYHKOBO-KUIIKOBOI'0 TPAKTY (TakKi SK HENPOXiOHICTh KUIIEUYHUKY, TapaliTuYHa
HETIPOXigHICTh KUIIeYHUKY, 3a10pP) BHACIIINOK 3aCTOCYyBaHHS ImperabatiHy oqHOYaCHO 3 TiKapChKUMHU
3acob6aMu, 110 MOXKYTh BUKJIMKATH 3aIl0p, HalIpHUKIIal OMiOIIHUMY aHalbreTuKaMu. [1pu
OJHOYaCHOMY 3aCTOCYyBaHHi nperabasiHy Ta OIMiOifiB CIifl BXKUTHU 3aX0MiB AJIS IPOPiTaKTUKY 3aII0Py
(oco0nMBO y XKIiHOK Ta IalliEHTiB TiITHHOTO BiKY).

OdHouacHe 3acmocy8aHHA 3 onioidamu

PekoMeHIy€eThCSI MOTPUMYBATUCS 00€peKHOCTI ITPY IpU3HavYeHHi nperabasiHy ogHOYaCHO 3
omioimaMu Yepe3 pu3uk npurHidenus ¢yukuii [THC (muB. po3nin «B3aeMofia 3 iHIMKUMY JTiKapChKUMU
3acob6aMu Ta iHIIi BUOW B3a€MOTil»). Y HOCHiXKEeHHI BUMTafOK-KOHTPOJIb 0Ci0, sIKi 3aCTOCOBYIOTh
omioigu, Ti mallieHTH, SIKi OTPUMYyBaJIU Tepalilo mperabaniiHoM OIHOYACHO 3 OIi0ioM, Masu
MiOBUIIEHUN PU3UK JIETAIbHOCTI, IIOB’3aHO01 3 OIiolfaMHu, MOPiBHSAHO i3 3aCTOCYBaHHSM JIMIIIE
omioimiB (ckopurosase criBBigHomenHs mascis [aOR], 1,68 [95 % I, 1,19-2,36]). Takuu
TigBUINEHUN PU3UK CIIOCTEPIraBcs MPU HU3BKUX Mo3ax mperabariny (< 300 mr, 1,52 aOR
[95 % M1, 1,04-2,22]), i cmocTepiranacs TeHAeHIIiA 10 30iMbIIeHHS PU3UKY IIPU BUCOKUX
mo3ax mperabariny (> 300 wmr, 2,55 aOR [95 % [II 1,24-5,06]).

HenpasusibHe 3acmocy8aHHs, a0ukmusHUll nomeHuias abo 3anexcHicme

[TperabariiH MOXe CIPUYUHSITH MeIHKaMeHTO3HY 3aJIe’KHICTh, sTKa MOXKe BUHUKATH IIif] Yac
3aCTOCYBaHHS TepaneBTUYHUX A03. [10BiqOMIANIO0CS PO BUNIAAKU HEIIPaBUJILHOI'O 3aCTOCYBaHHS,
37moBXKHUBaHHA. [TallieHTH 31 37T0BXKMBAaHHAM IICHXOAKTUBHUMHU PEUYOBMHAMU B aHaMHE31 MOXYTh MaTH
BUIIMYI PU3UK HEIIPABUIBHOTO 3aCTOCYBaHHS IperadasiHy, 37I0BXKUBAaHHS Ta 3aJ€KHOCTi, TOMY
TAKKM TalfieHTaM nperadajiiH cyif 3acTocoByBaTu 3 06epexkHicTIo. [lepI HiXK mpu3HavYaTH
nperabaltiH, CJIifi peTeNbHO OLIHUTYU PU3UK HEIIPaBUIILHOTO 3aCTOCYBAHHS, 3JTOBKHBaHHS a0
3aJIeKHOCTI.

3a mallieHTaMH, SKi OTPpUMYIOTh IperalaitiH, CHifl criocTepiraTy [Jis BUSBIEHHS CUMIITOMIB
HEeTIPaBUJILHOTO 3aCTOCYyBaHHS Iperabainy, 370BXKUBaHHS ab0 3a/1eXKHOCTI, TaKUX K PO3BUTOK
3BUKAaHHS, IePEBUIIEHHS 03U Ta II0BeiHKa, CIIpsIMOBaHa Ha OTPUMaHHS IIpernapary.

CumMnmomu 8iOMiHU

[Ticns npunuHEHHS KOPOTKOCTPOKOBOTO Ta JOBrOCTPOKOBOTO 3aCTOCYBaHHS Imperabainy y oeskux
MalliEHTIB CIIOCTepiranu cUMNTOMH BimMiHu. 3adikcoBaHO Taki siBuIla: 0€3COHHS, TOOBHUM Oifb,
HyJ0Ta, TPUBOXKHICTh, Aiapesi, TPUMONOAIOHNI CHHIPOM, HEPBO3HICTD, OEMPEeCis, CylluaabHi
OyMKH, Oinb, CymOMHY, Tileprimpo3 i 3amaMopodeHHs, SIKi CBimyaTh IMpo Gi3uYHy 3a1eKHICTh
(muB. po3min «ITo6iuni peakmii»). [TosiBa CUMIITOMIB BiTMiHM IiCJI TPUTUHEHHS ITPUHAOMY
nperabaiHy MoXkKe BKa3yBaTH Ha MeOUKaMEHTO3HY 3aJIekHIiCThb (AuB. po3fin «I1obiuHi
peakuii»). 1o iHdopMallito CIif IOBIHOMUTH IAI[IEHTY Mepef I09aTKOM JIiKyBaHHS.

fAKkmo 3acTocyBaHHS Nperabaniny HeoOXiIHO IPUIUHUTH, PEKOMEHIYETLCA 1€ POOUTH MOCTYIIOBO,
IIPOTSATOM IIOHaMMeHIne 1 THXKHS He3alleXXHO Bifl MoKa3aHHS (OuB. po3nin «Crnocib 3acToCyBaHHS Ta
DO3U»).

Cynomu, 30KpeMa emienTUYHUM CTaTyC Ta BENIUKI CyJOMHI Hallagu, MOXKYTb BUHUKATH IIiJ 4ac
nikyBaHHA nperabaninoM a6o HEBIOB3i Mic/isg TPUNMHEHHS KOTO 3aCTOCYBAHHS.

CTOCOBHO IPUNMHEHHS JOBTOCTPOKOBOTO JIiKyBaHHS IperabaiiHoM, faHi JO3BOJNSIOTh PUITYCTUTH,
110 YaCTOTa BUHUKHEHHS Ta CTYMiHb TAXKKOCTi CUMIITOMIB BiIMiHM MOXKYTb OYTH [10303aI€KHUMU.



EHuedasonamisa

[ToBimomsiyioCs IPO BUIIaAKX eHIledaomnarii, [0 BUHUKaIU IlepeBaXkHO y Malli€HTiB i3 CyIyTHIMU
3aXBOPIOBAHHSMH, SIKi MOXKYTh CIIPUYMHUTH eHIledasonariio.

KiHKu penpodykmusH020 8iky / KOHMpauenuis

3acrocyBaHHs nperabainy y I TpruMecTpi BariTHOCTI MOXe CIIPUYMHATY 3HAYHI BpoaXKeHi qedekTu y
nnopga. [Iperabasid He CJIif 3aCTOCOBYBATH Y IIEPiOfl BariTHOCTI, SKIII0 KOPUCTH AJIS BaTiTHOI SBHO HE
IIepeBUILyE TOTEHIINHUN PU3UK AJ1s I1ofa. 2KiHKY penponyKTUBHOIO BiKy TOBUHHI
BUKOPUCTOBYBaTH e)eKTUBHI 3ac00M KOHTPALEMIIil i Yac miKyBaHHS (OUB. PO3Min «3aCTOCyBaHHS Y
nepiof BariTHOCTi ab60 TooyBaHHS TPYIII0»).

LlonomidcHI pevo8uHu

JlikapceKu# 3aci0 MiCTUTD IMPOIIIEHT TIKOJb, IKUH MOXKe CIIPUYHHUTH CUMIITOMHU, CX0XKi 3 TAKMMH,
1110 BUHUKAIOTh [IPY BXKUBaHHI aJIKOTOJIIO.

Jlikapcbkui 3acib MiCTUTB MaKTO3y. fAKIIO y MallieHTa BCTaHOB/IEHa HETIEPEHOCHUMICTh IesIKUX IIYKPIB,
CJIi[T MPOKOHCYIBTYBATHUCS 3 JiKapeM, IepIl HiXkK IpuAMaTH 1ed JTiKapChbKui 3acio.

Karmcyna 75 Mr mMicTUTh 27 MT JTaKTO3H.

Kancymna 150 MT MicTUTh 54 MT JTaKTO3H.

Kancymaa 300 mr Mictuts 108 MT 1aKTO3H.

3acmocyeanns y nepiod eazimnocmi abo 200ye8aHHs 2pydor0

2KiHKM penpoOyKTUBHOIO BiKY / 3aC00M KOHTpAIIENIIil [/ XKiHOK

2KiHKM penponyKTUBHOTO BiKy MMOBMHHI BUKOPUCTOBYBaTH ebeKTUBHI 3ac00M KOHTpAIeNIlii mif yac
nikyBaHHS (OUB. po3min «OcobIUBOCTI 3aCTOCYBaHHS»).

BariTHicTh

Y mocnigXeHHSIX Ha TBApUHAX IPOJEMOHCTPOBaHa PENPOAYKTUBHA TOKCUYHICTh. [I0TEHIIMHUN PU3UK
IJ1S1 JIFOOVHYU HEeBiIOMUM.

By1o mpomeMoHCTPOBaHo, 110 mperabasiH MpOHUKAE Yepes MIaleHTy Y IIypiB (IUB. PO3Min
«DapMakokiHeTrKa»). [IperabaiiH Moxke MPOHUKATH Yepe3 IIAleHTy JTIONUHH.

3HauHi 8po0dceHi 8adu po3sumky

3a maHuMHU 00CepBallifHOTO0 [OCTiIXKEHHS, TPOBEeNeHoro B KpaiHax CKaHAWHABII, i 9ac SIKOro
crocTepirany 3a Oinbin Hixk 2700 BariTHOCTIMHY, Y pa3i 3acTocyBaHHA nperadaniny B I TpuMecTpi
OyJa mpomeMOHCTPOBaHa GinbIlla MOMKUPEHICTh 3HAYHUX BPOOKEHUX Bafl po3BUTKY (3BBP) y

MOy ALl UTSYO0Tr0 BiKy (:KMBKX a0 MEPTBOHAPOMXKEHUX [IiTel), SKa IifmaBanacs BIIUBY
nperabatiHy, IOPiBHSIHO 3 MOMYJIALi€l0, SKa He MiggaBanacsd TakoMy BIIUBY (5,9 % mopiBusgHO 3 4,1
%).

Pusuk po3sutky 3BBP y miTeii, MaTepi SKuX 3aCTOCOBYBalu mperadarid y I TpuMecTpi BariTHOCTI,



OyB melo BUIIMM IIOPIiBHSIHO 3 MiThbMHU, SKi He MifigaBanucsi TaKOMY BILIMBY BHYTPIITHEOYTPOOHO
(ckopuroBanui KoedimieHT momupeHocti Ta 95 % mosipuui intepsan: 1,14 (0,96-1,35)), Ta
TIOPiBHSIHO 3 MiThbMH, SIKi IimmaBamucs BIIKUBY maMoTpumkuny (1,29 (1,01-1,65)) abo mynokceTuny
(1,39 (1,07-1,82)).

AHasi3 KOHKpeTHUX Bajl PO3BUTKY IT0Ka3aB Oi/IbIll BUCOKUY PU3UK BUHUKHEHHS Bafl PO3BUTKY
HEPBOBOIL CUCTEeMH, 04eli, opodaliiaTbHUX PO3IIINIMH, BaJl PO3BUTKY CEYOBUBIOHUX IIJIIXiB Ta CTaTEBUX
OpraHiB, ajne KilbKiCTh TaKuX Baj Oyja HeBEIUKOIO, a OIL[iHKY - HETOYHHUMH.

[TperabariiH He CIIifl 3aCTOCOBYBATH Y TE€Piof] BariTHOCTI, 3a BUHSATKOM OKPEMMX BUIAKIB, KOJIU
KOPHCTD IJI51 BariTHOI SBHO IEPEBUIY€E MOXKIMBUYN PUIUK [T IIJI07A.

[lepion rogyBaHHSA TPYOOI0

HeBenuka KinbKicTh nmperabaniny Oyna BUsBIeHa Yy MOJIOLI XKiHOK, 5IKi rogyioTh rpyamto. Crig
IIOBIAOMMTH XKiHKaM, SIKi TOAYIOTh TPYAJI0, 110 He PeKOMEHYEThCS FOAyBaTU OUTHUHY IPYATI0 Y
nepiop NiKyBaHHS IIperabasiHOM.

DepTUNLHICTL
HeMmae kmiHiuHMX BifoMoCTe 1070 BIUIUBY ITperabaiiHy Ha penpooyKTHUBHY QYHKIIiIO XKiHOK.

[Tig yac KMiHIYHOTO JOCTiIXKEeHHSs BIIUBY IperabaiiHy Ha PyXJIUBIiCTh CIIePMAaTO30iiB 3MOPOBi
noOpOBOIIbLIi YOIOBiUOI CTATi 3acTOCOBYBasu mperabanin y mo3i 600 mMr/oo0y. [licas TpumicsaaHOoTro
JiKyBaHHS 1peradajiHoM KOHOTO BIIJIUBY Ha PYXJIUBICTh CIIepMaTO30i/iB HE BUSIBIIEHO.

Y mocnigxeHHi (GepTUIBLHOCTI IPOAEMOHCTPOBAHO HASBHICTh HETAaTUBHOIO BIIJIUBY Ha PENIPOAYKTUBHY
(GYHKIIII0 caMOK LIypiB Ta HAsIBHICTh HETAaTUBHOT'O BIUIMBY Ha PEIPOAYKTUBHY (DYHKIIIIO Ta PO3BUTOK
caMuiB mmypiB. KiiHiYHa 3HAUYYIICTE IIUX Pe3yJIbTaTiB HeBiTOMa.

30amuicme eni1ueamu Ha weUJKicMb peakuii npu KepyesaHHi aemompaHcnopmom
a6o iHwumu mexaHizmamu

[TperabarsiH MoXe MaTHd He3HAUYHUM a00 MOMIpHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH TPAHCIIOPTHUMMU
3aco6aMu Ta IpaloBaTH 3 MexaHi3Mamu. [Iperabasin MOXKe CIPUYUHATH 3allaMOPOYEHHS i
COHJIMBICThH Ta MOXKe BIUIMBATH Ha 3[aTHICTh KepyBaTU aBTOMOOiieM abo MexaHizMamu. ToMy
nalieHTaM CJIii peKOMEHyBaTH yTPUMYBaTUCS Bifl KepyBaHHS aBToMO00inieM a6o po6oTu 3i
CKJIaJHOIO TEXHIKO0, [IOKU HE CTaHe BiIOMO, SIK CaMe IIperapaT BIJIUBA€E Ha LMIBUOKICTh
peaxiril.

Cnoci6 3acmocyeaHHs1 ma 0o3u

Cnocib 3acmocyeaHH s

[Tpenapart Jlinedop mpuiiMaTH He3alexKHO Bifl BXXUBAHHS 1XKi.

Hanuit mikapchbKui 3acib npu3HaueHu BUHSATKOBO IJIS1 IEPOPaIbHOr0 3aCTOCYBaHHS.

Ho3u



Iliama30H [03 mMpemapaTy Moxe 3MiHOBaTuCA y Mexkax 150-600 Mr Ha mo0Oy. [1o60By m03y
posmofninsaTu Ha 2 abo 3 mpuitomu.

Heviponnatuynuii 6inb

Tepamito nperabaniHoM MoxkHa po3noydaTty 3 fo3u 150 mMr Ha mo0y, po3nopineHoi Ha 2 abo

3 mpuiioMu. 3anexkHo Bifl iHIUBiAYyaIbHOI BifIOBiMi Ta TEPEHOCUMOCTI IIpenapaTy MalieHToOM 103y
MoxkHa 30impumTa 1o 300 Mr Ha mo6y yepes 3-7 MHIB, a 3a HEOOXiTHOCTI - 10 MAaKCHUMaIbHO1
no3u 600 Mr Ha foOy Lle micns 7 OHIB.

Eninencisa

Teparmito nperabaminoM MoxHa po3mnodaTu 3 fo3u 150 mr Ha moby, po3nofmineHoi Ha 2 abo

3 mpuiioMu. 3anexkHo Bifl iHIUBiAyaIbHOI BiTIOBiMi Ta TEPEHOCUMOCTI IIpenapaTy MalieHToOM 03y
MoxHa 30inbmuTu 10 300 Mr Ha goO0y Mmicys mepiIoro THKHS JaikyBaHHS. [lle yepe3 oguH THXKIEHb
o3y MOXKHa 30i/bIIUTH 10 MakKcuMasbHOI - 600 Mr Ha o0y .

['eHepani30BaHUY TPUBOXKHUM PO3Ha

Io3a, IKy po3MopiisaoTh Ha 2 abo 3 mpuiioMu, MoxKe 3MiHIOBaTHCS B Mexkax 150-600 Mr Ha mo0y.
[TepioguuHO CcItig meperasagaTv HeoOXigHICTh MPOOOBXKEHHS Teparril.

Tepamito mperabaniHoM MoXHa po3modaTy 3 fo3u 150 Mr Ha moOy. 3anmekHo Bif iHAUBiMyambHOI
BifTIOBii Ta MePeHOCUMOCTI IIpemapaTy MalieHToM 03y MoxkHa 36inbimuTu 1o 300 Mr Ha go0y micis
TIEePIIOT0 TUKHS JiKyBaHHSA. [1ics Ie 0OgHOTO TUKHS MIPUUOMY 003y MoxXKHa 30inpmuTu 7o 450 Mr Ha
no0y. e uepe3 omuH TUKOEHD 003y MOXKHA 30iMbIINTH 00 MaKcuMasbHOI - 600 MT Ha o0y .

®ibpomianris

PexomeH0BaHa [I03a Iipenapary A aikyBaHHS piOpomianrii ctaHoBuTh 300-450 Mr Ha 00y .
JIikyBaHHS CJIifi pO3MOYMHATH i3 3aCTOCYBaHHS 03U 75 MT 2 pa3u Ha moby (150 mr Ha mo6y).
3aexkHOo Bifg eeKTUBHOCTI Ta IEPeHOCUMOCTi, 03y MoxKHa 30inburyBatu 0o 150 Mr 2 pasu Ha mo0y
(300 mr Ha mOOYy) MIPOTATOM OFHOT'O TUXKHSA. [IJ1 MaIlieHTiB, O/ IKUX 3acTocyBaHHS go3u 300 Mr Ha
o0y € HeOCTaTHHO e(PEeKTUBHUM, MOKHA 30iTBIIUTH 03y 40 225 MT 2 pa3u Ha #o0y (450 Mr Ha
no0y). Xoua icHye moCmifKeHHS 3acTocyBaHHS 0o3u 600 mMr Ha fo0y, OKa3iB TOro, 10 3aCTOCYBAHHS
1iei go3u Oyme MaTH HOIATKOBY IIepeBary, HeMa€; TaK0XK TaKa [I03a MaJjia ripiIy IepeHOCUMICTb.
Bepyuu o yBaru mo3o3ajexHi mobiyHi peakiiii, 3acrocyBanHs o3 Buille 450 Mr Ha no0y He
peKoMeHOyeThCs. OCKINBbKY IIpenapaT BUBOOUTHCS TOJIOBHUM YWHOM HUPKAMU, CIIifi KOPUTYBATH JO3Y
IpenapaTy NalieHTaM i3 IOpyIIeHHSIMU (QYyHKII1 HUPOK.

Binmina nmperabaniny

BigmoBigHO mo mito4oi KiHiYHOI IpaKTUKY, IPUNIUHSATY Tepalliio nperabaniHoM peKOMeHIY€EThCS
IIOCTYTIOBO, IPOTATOM IIIOHAMMEHIIIe OOGHOTO TUXKHS, He3aJIeKHO Bif T0Ka3aHb (OUB. PO3OiIU
«OcobmuBOCTi 3acTocyBaHHsA» Ta «I106iuHi peakIii»).

[MopyienHs GyHKIII HUPOK

[TperabariiH BUBOOUTHLCS i3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJTIAMI, TepeBakKHO HUPKaMHU.
OckinbKy KJlipeHC Iperadasiny NpsiMo IPONOPIiMHNYN KITipeHCY KpeaTUuHiHY (AUB. PO3MiNn
«PapMaKOKiHETHKa»), 3MEHIIYBaTH 03y Malli€eHTaM i3 NOPYIIeHHIMU (PYHKII1 HUPOK CIIif
iHmuBimyanbHO, SIK 3a3Ha4Y€HO B TAOIUIl HUXKYe, BifMOBigHO 1m0 KiipeHcy KpeaTuHiny (CLcr), sKuit
BHA3HAYAaIOTh 3a (HOPMYIIOH0:



[TperabarniH e¢eKTUBHO BUOAJISIETLCS 3 TIa3MU KPOBi 3a loroMoro remoxianidy (50 % mpemapary
npoTsaroM 4 ropuH). [I71g nanieHTiB Ha reMopianisi ;o6oBy qo3y nperabariHy Ciif KOpUTyBaTH
BifgmoBigHO [0 QyHKII HUPOK. KpiM mo60Bo1 1031, ogpa3y micis KoXKHOI 4-TOWHHOI IPOLleypPH
reMofiani3y HeoOXiIHO 3aCTOCOBYBAaTH AOOATKOBY HO3Y Ipenaparty (OuB. TaOIuIo).

KitipeHc 3arasnpHa f03a mperabaniny Ha goOy*  |[CxeMa mo3yBaHHS
KpeaTHHIHY [TouaTKoBa Jo3a [|MakcuMaJlbHa [03a
(CLcr) (Mn/xB)  |(mr Ha [o6y) (Mr Ha [06y)
>60 150 600 2-3 pa3u Ha #o0y
=30 — <60 75 300 2-3 pa3u Ha no0y
=15 - <30 25-50 150 1-2 pa3u Ha o6y
<15 25 75 1 pa3 Ha moby
[logaTkoBa f03a micns remofgianisy (Mr)

[25 [100 |OnroKpaTHA Mo3a

* 3aranbHy J000BYy m03y (Mr/moby) Crim po3mominuTH Ha JeKinbKa MPUHUOMIB BiOIOBIZHO N0 PEXUMY HO3YBaHHS,
00 oTpUMaTH O3y [/ OOHOKPATHOTO IMpuiiomy (Mr/mo3y).

IlomaTkKoBa f03a - Lie ;oJaTKOBa OMHOKpPaTHa [03a.

IleuiHKOBa HEIOCTATHICTh

II71g nalieHTiB i3 mopymeHHIMU QYHKIII MeYinky HeoOXiMHOCTI B KOPEKIIil 103U HeMa€ (IUB. PO3Mis
«PapMaKOKiHETHUKA»).

[TamiedT TiTHLOTO BiKY

II7sg TallieHTiB NITHHOTO BiKYy Yepe3 MmoTipieHHs QYHKIII HUPOK Moxe OyTH OTpiOHEe 3MeHIIeHHS
no3u nperabaniny (quB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Himu

Besneka Ta eheKTUBHICTb 3aCTOCYBaHHS mperabaiiHy IIPU MOTO 3aCTOCYBaHHI AiTAM (BiKOM [0
18 pokiB) He BcTaHOBEHI. [IOCTyIIHA Ha Ile¥ Yac iHGopMallis HaBefieHa B po3mini «ITobiuHi
peakiiii», a TakoxX y po3finax «PapMakognHaMika» i «PapMaKOKiHETHKa», OOHAK,
CIIMPayYUCh Ha HUX, HEMOXKJIMBO HaflaTH KOOHUX PEeKOMEHalliil 00 A03yBaHHSA Ll
KaTeropil malieHTiB.

ITepedo3yeanus



[Ticrs BUXOmy mpemnapaTy Ha PUHOK ITOBiOOMIISINIM, 1110 HAWYaCTIIIMMHY Bil3HAUYEeHUMU ITOOIYHUMU
peaxIisiMi y BUMIAAKY ITepeno3yBaHHs mperabatiny Oyiu COHMUBICT, CIUTYTaHICTh CBiIOMOCTI,
30ymKeHHS Ta HECIMOoKi#. TaKoXK IOBiTOMIISNIN PO CYOOMH.

3pifka MOBIAOMIISANY IIPO BUMIAOKU KOMHU.

JIikyBaHHS Mepefo3yBaHHs Iperabainy MoJsrae y 3arajlbHUX MiATPUMYBaJbHUX 3aX0fax Ta 3a
noTpebu MoxKe BK/TIOUATH reMomiai3 (quB. po3min «Crmoci6 3acToCyBaHHS Ta HO3U», TAOIHIIs).

ITo6iuHi peakuii

Y kniHiyHiN nmporpami 3 mociimkeHHS nperabaniny #oro orpuMany nonan 8900 naiieHTiB, 3 HUX
5600 - y4aCHUKY TIOABIMHMUX CIIINUX IIanieb60-KOHTPOIbOBaHUX AOCTiAXKeHb. HaltuacTimumu
3apeeCcTPOBaHMMHU NMOOIYHUMY peakLigMu OyIu 3alaMOpOYeHHS Ta COHNUBICTE. [100iuHi peakiril
3a3Bu4ai Oyu 1erkoro abo MOMipHOTO CTyIeHs. B yCix KOHTPOIbOBAHUX JOCTIIKEHHSIX TOKa3HUK
BimMiHM mpemapaTy uepes mobiuHi peakilii cTaHOBUB 12 % cepeq MalieHTiB, SKi mpuimManu
nperabariH, Ta 5 % cepeq Malli€HTiB, gKi oTpuMyBanu mnane6o. HaltyacTimumu mobivHuMU
peakiiaMy, 110 IPU3BOAUIN 00 NIPUIKHEHHS 3aCTOCYBaHHA IIpenapaTy AOCTiAKeHHS B IpyIi
nperabariny, Oy/iu 3allaMOPOYEeHHS Ta COHIUBICTS.

Huxxue HaBepeHi Bci M0oGiYHI peakilii, 1110 BUHMKAIM YacTillle, HiK IIPYU 3aCTOCYBaHHi maiebo, Ta
Oinbllle HiXK B OQHOIO MallieHTa; 1i Mo0iuHi peakilii 3a3Ha4YeHi 3a CUCTeMaMM OpraHiB Ta 3a YaCTOTOIO:
nyxe 4acTo (=1/10); gacto (Bim =1/100 go <1/10); HeuacTo (Bix =1/1000 mo <1/100); pigko (Big
=>1/10000 mo <1/1000); myxe pigko (<1/10000); yacToTa HeBigoMa (He Moxke OyTH OIliHEHa Ha OCHOBI
HAsIBHUX JIaHUX). Y KOXKHIl I'pyImi 3a 4aCTOTOI BUHUKHEeHHS 100iuHi eheKTu pefcTaBieHi y IOPSOKY
3HUKEHHS CTYTIEHS iX IIPOSIBiB.

[Tig yac nmikyBaHHSI HEBPOIIATHYHOTO 0OJII0 IIEHTPAIbHOTO ITOXOMKEHHS BHACIIIIOK YIIKOMXKEHHS
CIIMHHOT'0 MO3KY YacTOTa BUHMKHEHHS MOOiYHUX peakiii 3aranoM, mobivHux peakiiii 3 6oky LITHC Ta
0COo0/IMBO COHIMBOCTI OyJia MiBUILEHOIO.

3a3HaueHi HUXKYe M00iYHi peakilii MOXKyTh OyTH ITOB’sI3aHi 3 OCHOBHUM 3aXBOPIOBaHHAM Ta/ab0
OOHOYACHUM 3aCTOCYBaHHSIM iHIINX JIIKAPCHKUX 3aC00iB.

IomaTkoBi mo6iuHi peakilil, Ipo AKi MOBiMOMJISIN IIiC/Isl BUXOAY MpelapaTy Ha PUHOK, II03HaYeHi
KYPCUBOM Y IIepeJliKy HUXYe.

IH¢ekuii ma iHgasii: 9aCTO — Ha30(haPUHTIT.

3 6oky iMyHHOI cucmemu: HEYaCTO — TiMepPuyTIUBICTh; PiKO — aHTIOHEBPOTUYHUYN HAOPSIK,
anepriuxi peakilii, aHadinakToImHi peakiiii.

3 6oky kpoei ma aim¢pamuyuHoi cucmemu: He4aCTO — HEUTPOTIEHis.

3 60Ky memaboai3dMy ma xap4yeaHHs: 4aCTO — IIOCUJIEHHS alllIeTUTY; HeYaCTO — aHOPEKCid,
rimoruikemis.

3 60Ky ncuxiku: 9acTo — eM(POPUYHUYN HACTPiH, CIIyTaHICTh CBIIOMOCTI, OPATiBIUBICTH,
ne3opieHTalriss, 0e3CoHHS, 3HNKEHHS Ni0i0; HeYacTo — raaioluuHallil, IaHiyHi aTaky,
HECIIOKiii, 30yIKeHHs, Ielpecis, menpecuBHUM HACTPil, MigHEeCEHUM HACTPiH, aepecis, 3MiHK



HACTPOIO, AelepCoHai3allis, yTpyaHeHu# qo0ip CIIiB, MaTONOTiYHi CHOBUIHHS, TOCUIEHHS JTibifo,
aHopra3Mig, amaTisi; pigKo — po3raJbMOBYBaHHS, CyillifanbHa IOBEAiHKA, CyllliganbHe MUCIEHHS;
YaCTOTa HeBimoMa — MeOuKaMeHmMo3Hd 3dAeHCHICMb.

3 60Ky Hepsosoi cucmemu: yKe 4acTO — 3allaMOPOYEHHS, COHIUBICTh, TOJIOBHUM 0ilb; YacToO —
aTakcis, MOpyIIeHHS KOOPAUHALlil, TpeMOop, AU3apTpis, aMHe3is, MOTipIIeHHs maM’sTi,
po3nagy yBary, rapecresis, rinecresis, cefalis, IOPYyIIeHHS piBHOBAry, jeTapris; He4acTo
— CUHKOIIE, CTYIIOP, MIOKJIOHYC, 8Bmpama cgidomocmi, ICHXOMOTOPHA TilepakKTUBHICTH,
[OUCKiHe3is1, II0CTypaibHe 3allaMOPOYeHHs, IHTeHIIINHUY TPEeMOp, HicTarM, IOPYIIeHH T
KOTHITHBHUX (QYHKIIIN, no2ipweHHs ncuxiku, TOPYIIeHHs: MOBJIEHHS, rinmopedekcis, rimepectesis,
BiIUyTTS MEYiHHS, areB3isi, 3a2asbHe He30YHCaHHs, aTlaTis, HaBKOJIOPOTOBA TapecTesis; PIAKO —
cy0omu, TTapoCMis, TimoKiHe3is, mucrpadis, MapKiHCOHI3M, Timanre3is, 3a/1exkHiCTs,
MO30YKOBUM CUHAPOM, CHHIPOM 3y04acTOro Kojieca, KoMa, felipiil, eHmedasnonarisi,
eKCTpalipaMigHui CUHAPOM, CHHOPOM ['ieHa-bappe, iHTpakpaHianbHa TrilepTeH3isa, MaHiaKallbHi
peaxiiii, mapaHOIfHI peakilii, po3naau CHY.

3 60Ky opaaHis 30py: YACTO — HEUITKICTh 30Dy, MUIIIONIisI, KOH IOHKTHUBIT; HEYaCTO — BTpaTa
nepudepUYHOTo 30PY, MOPYIIeHHS 30py, HAOPSIK ouel, meeKT Mo 30py, 3HUKEHHS
TOCTPOTH 30py, 6ifib B 0YaX, acTeHoIis, (POTOoICis, CyXiCTh 04YeH, IoCuIeHa CIb030TeYa,
[IOOpa3HEHHS O04el, 6rnedaput, IOPYIIeHHS aKOMO/allii, KDOBOBUJIUB B OUHE S0JIYKO,
CBIiTIIOYYTIUBICTD, HAOPSK CIiTKiBKM; PIIKO — 8mpama 30py, kepamum, OCLUJIONCIis, 3MiHa
30pOBOTO CIPUUHATTSA TMUOUHYU, Mifpia3, cTpabi3M, SICKpaBiCTh 30PY, aHi30KOPist, BUPA3Ku
poriBKH, eK30(dTambM, ITapajlidy OYHOT0 M’s3a, ipuT, KEPaTOKOH IOHKTUBIT, Mi03, HiYHa CJIiloTa,
odrampMoreris, aTpodist 30poBoro HepBa, HAOPSK OUCKA 30POBOTO HEPBA, IITO3, YBEIT.

3 60Ky opaaHis cayxy ma pieHosaz2u: 4aCTO — BEPTUT0; HEYACTO — TillepaKky3id.

3 60Ky cepueso-cy0uHHoOi cucmemu: HEYACTO — TaxiKapmis, aTpioBeHTPUKYIIIpHa 610Kana
IIePILOTO CTYIIeHs, CHHYyCcOBa OpafiuKaphis, saacmiiiHa cepuesa Hedocmamticme, apTepiaibHa
TifoTeH3id / rinepTeH3is, IPUIIUBY, BITUYTTSA XOJIOAY YV KIHIIBKAX; PIOKO — NPO/10H2aUiA
iHmepeaaay Q-T, cuHyCOBa TaxXiKaphisi, CHHyCOBa apuTMis.

3 60Ky duxaavbHoi cucmemu: 4aCTo — papuHTOJIapUHTeabHUM 0iflb; HEYACTO — 3aMINKA,
HOCOBa KpOBOTeYa, KallleJlb, 3aKJIafeHiCTh HOCa, PUHIT, XPOIiHHS, CyXiCTh CIIM30BO1
000JIOHKY HOCQ; PIOKO — HAOPsK /e2eHb, BITUYTTS CTUCHEHHS B TOPJIi, JIAPUHTOCIIa3M, allHOe,
aresieKTas, OpPOHXIOIT, TMKaBKa, (Gibpo3 mereHs, Mo3iXaHH; YaCTOTa HEBioMa - MIPUTHIYEeHHS
GyHKIII UXaHHS.

3 60Ky mpagHoi cucmemu: 4acTo — OJII0BaHHS, Hydoma, 3amop, diapesi, METeOpU3M, 3OYTTS
JKUBOTA, CYXiCTh Y POTi, TaCTPOEHTEPUT; HEUACTO — racTpoe3odareasbHa pedIiioKCHa XBOpooa,
HagMipHe CIIMHOBUMIJIEHHS, OpaJibHa TinecTe3is, X0JIelUCTUT, X0JIeiTia3, KOJiT, LIJIYHKOBO-
KUIIIKOBI KPOBOTEYi, MeJieHa, peKTalbHa KPOBOTeYa; PiIKO — aCLUT, TaHKPEATUT, Habpsak
A3uka, gucdarisi, apTO3HUIE CTOMATUT, BUPa3kKa CTPABOXOMY, IePioJOHTAIbHMI abCcIiec.

3 6oky 2enamobiniapHoi cucmemu: HeYacTO — MigBUIIEHUN PiBEHb MEYiHKOBUX (GEPMEHTIBY;
PIOKO — XKOBTAHUII; AyXKe PIAKO — ITIeYiHKOBa HEOOCTATHICTh, TemaTuT.

3 60Ky wKipu ma niOwkKipHOi KAIMKOBUHU: YaCcTO — IIPOJIeXkKHi; HeYaCTO — MMAIyIbO3HUN
BUCHUII, KPOIIUB THKA, Timeprigpos, ceepbisc, ajlomelis, CyXiCTh LIKipH, eK3eMa, TipCyTU3M,



BHpa3KM IIKipH, Be3UKYNI00yTbO3HUM BUCHUIIL; Pioko — cuHOpoM CmiseHca—/IHCoHCOHA, XOMOTHUH
miT, eKchomiaTHBHUM IepMaTHUT, JIiXeHOIDHUYN NepMaTUT, MeJlaH03, Po3jiafy 3 OOKY HIrTiB,
neTexiaJbHUM BUCHII, IyPIypa, IyCTYJISPHUN BUCHUIL, aTPodis WIKipH, HEKPO3 LIKIpH, IIKipHi Ta
HiAMIKIpHI BY3/IMKY, TOKCUKO-enifepManbHuil Hekponi3 (TEH).

3 boky Kicmkogo-M’s3080i cucmemu i cnoAy4HOi MKaHUHU: 4aCTO — M’sI30Bi CITa3MU, apTpalrid,
6inpb y criuHi, 6inb y KiHIiBKaX, ClIa3MM B OiJISHIN IKi; HEYaCTO — HAOPSK cyriobiB, Mianris,
IIOCMUKYBAHHS M’s13iB, Oi/ib y 1M1, 3aKISKaHHS M's13iB; pigko — pabmomiortias.

3 60Ky HUpoK ma ce4osudinbHoi cucmemu: He4aCTO — HETPUMaHHS cedi, Au3ypis, anbOyMiHypis,
reMaTypisi, YTBOPEHHSI KOHKPEMEHTIB y HAPKaX, HEPPUT; pioko — HUPKOBA HEIOCTATHICTS,
OJIirypisi, 3ampumka ceyi, TOCTpa HUPKOBa HEJOCTATHICTh, TJIOMEPYIOHEPPUT, Mi€TOHEPPHUT.

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3a/103: YaCTO — ePEKTUIIbHA AUCPYHKILIS,
iMITOTEeHIIiS; HEYaCTO — CTaTeBa OUCPYHKIIiS, 3aTPUMKA eAKYIAllil, JucMeHopes, 6ifb y
MOJIOYHUX 3aj103aX, JIEUKOopes, MeHoparis, MeTpoparis; piiko — aMeHopesi, BUNiJIeHHS 3
MOJIOYHHMX 3aJ103, 301/IbIIIeHHSI MOJIOYHUX 3aJI03, 2iHeKoMacmis, LepBiluT, OalaHiT, emiguauMIT.

3aeanvHi po3nadu ma peakuii y micui 8ee0eHHA: 4acTo — nepudepruyHi HabpsKYU, HAOPSIK,
IIOPYIIEHHS XOOY, afiHHA, BIQUYTTA CII'IHiHHS, HE3BUYHI BiUYTTS, iBUILIEHA BTOM/IIOBAHICTh;
HEYaCTO — TeHepaTi30BaHui HAOPSK, HAOPAK 001u4ys, BiTIyTTs CTUCHEHHS Y T'PyasX, 6inb,
MiOBUIIEHHS TEMIIEPATYPHU TiNla, BiT4yTTs CIpar#, 03HOO, acTeHis, 3arajbHa ClIabKiCTs,
BiUyTTs1 HE3MyKaHHS, a0bcliec, IeN0NIiT, peakilii GOTOYYTIUBOCTI; PiAKO — IPaHyIbLOMa,
YMUCHE 3alOfisIHHS IITKOOU, 3a04YepeBUHHMM (iOpo3, IIoK.

JlabopamopHi nokasHuku: 4acTo — 30i/IbIIIEHHST MACH Tijla; HEYACTO — MiABUIIEHHS PiBHS
KpeaTuH)OCPOKiHA3M y KPOBi, MiABUILIEHHS PiBHS I'IIOKO3X Y KPOBi, 3MEHIIIEHHS KiJIbKOCTI1
TPOMOOIIUTIB, MiABUILEHHS PiBHS KpeaTUHIHY KPOBi, 3MeHIIIEHHS PiBHS KaJlilo ¥ KPOBi,
3HUXKEHHS MacCH Tijla; PiiKO — 3MeHILIEeHHS PiBHS JIEUKOLUTIB Y KPOBI.

* 30inpiIeHHs piBHSA anaHiHamiHoTpaHcdepasu (AJIT) Ta acnapraTaminoTpancdepasu (ACT).

[Ticns npunuHeHHS KOPOTKOTPHBAJIOTO Ta IOBIOTPUBAJIOTO JTiKyBaHHS ITperabaniHoM y JesiKux
TNIAlliEHTIB CIIOCTEPiraay CUMIITOMH BigMiHU mpernapary. [1oBigoMIsiiy Ipo Taki peakiiil: 6e3COHHS,
TOJI0BHUM 0iNb, HyIOTa, TPUBOXKHICTH, miapes, TPUNONONIOHNHE CHHAPOM, CYAOMHU, 3HEPBOBAHICTb,
[emnpecis, cyiuupganbHi gyMKHy, 0inb, Timeprigpo3 Ta 3arraMopodeHHs, SKi BKa3yloTh Ha Qi3udHy
3asexHicTh. [TamieHTa HeoOXimHO MPOiH(GOPMYyBaTH PO Iie Ha IMOYaTKy Tepartii.

CrocoBHO BigMmiHM nperabariiHy Iicis JOBrOTPUBAJIOTO JIiKyBaHHS, JaHi BKa3yloTh Ha Te, II0 YacToTa
BUHUKHEHHS Ta CTYIiHb TSKKOCTi CUMIITOMIB BiIMiHM MOXKYTb OyTH H0303aI€KHUMH.

Himu

[Tpodins 6e3mexu nperabanidy, BCTaHOBIEHUY y MPOIEC] IT'ITH AOCIiAXKeHb, TPOBeIeHNX 3 y4acCTIO
nefiaTPUYHUX MAIliEHTIB 3 MapLiaJbHUMU CYIOMHUMU HallaflaMy i3 BTOPUHHOIO reHepaisaliieto abo
6e3 Hei (12-TuXKHeBe OOCTigXKeHHs eeKTUBHOCTI Ta 6e3MeKu y malieHTiB BikoM Bif 4 mo 16 pokis,
n=295;

14-nenHe mocmimkeHHS eeKTUBHOCTI Ta Oe3MeKu y nalieHTi BikoM Bif 1 Micsiig mo 4-x pokiB n=175;



OOCIiIXKeHHsT (apMaKOKiHETUKM Ta MIEPEHOCUMOCTI Ipemapary, n=65 Ta aBa BiOKPUTUX JOCITiOXKEHHS
3 BUBYEHH Oe3meky TpuBamicTio 1 pik, n=54 Ta n=431), 6yB nopiOHui g0 mpodisnto, KU
CIIOCTEpIraBcst B JOCTIIXKEHHSIX Y JOPOCIUX MallieHTiB 3 eminerncieio. HaimomupeHimuMy mobivHIMU
SIBUIIIaMH, 110 CIIOCTepiranuck y 12-TuKHEeBOMY AOCTimkKeHHi Teparii nperabaninom, 0ymu
COHJIMBICTE, ipeKcis, iHPeKIll BepXHiX AuXalbHUX IIJIXiB, IiABUIIEHHS alleTUTY, 30i/IbIIIeHHS Macu
Tiza Ta Ha3odapuHriT. Halbinki mommupeHuMy MOOIiYHUME SBUIAMHU IIif Yyac 14-meHHOro
[OCTiAKeHHS JIiKyBaHHS IIperabasiHoM Oyl COHNIUBICTS, iHPEKIl BePXHiX AuXalbHUX MIIIXiB Ta
nipekcis (quB. po3pinu «®@apmakoguHaMika», «®apMakokiHeTrKa» i «Crocib 3acTocyBaHHS Ta
OO3U»).

[ToBimomIeHHS PO Mimo3poBaHi mMo6iYHi peakirii

[ToBimoMnenHs npo mobiuHi peakilil micnis peecTparlii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
e mae 3MOry NpOBOAUTY MOHITOPUHT CIIBBIIHOIIEHHS KOPUCTH / PU3UK IIPU 3aCTOCYBaHHI ILOTO
JiKapchbKOro 3aco0y. MeguuyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpefCTaBHUKAM CJIiT TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta
BifICyTHOCTI e(peKTUBHOCTI TiKapCchKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpMalliliHy CUCTEMY 3
(dhapMakoHarnsAmy 3a MmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin mpugaTHOCTi

3 POKH.

YMoBu 30epiranus
30epiraTé B OpUTiHAJbHINA YIAKOBIII.
He nmoTpebye cmenianbHUX YMOB 30epiraHHs.

30epiratu y HEJOCTYIIHOMY OJIs1 miTe# MicIi

YnakoBka

[To 14 kamcyn y 6mictepi. ITo 4 GmicTepu y KOpOO1Ii.

Kareropis Bignmycky. 3a peremntom.

BupoOHuK

dapmanertuunuit 3aBof «Ilonbpapma» C.A., Tlonbimia /

Pharmaceutical Works «Polpharma» S.A., Poland.



Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOro Tis/IbHOCTi
Byn. [Tenpnnunbcka 19, 83-200, Craporapp I'manbcky, Ilombima /

19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.



