Ckian

Oitoua pevyosuHa: mperabdail;
1 kancyna mictuth nperabaniny 75 mr abo 150 mr, a6o 300 mr;
OONOMINCHI peyo8UHU: KpOXMaJlb KyKYPYA3sHUM, Ta/IbK;

CKJIag 0OOJIOHKM KallCynu 75 MT: XKeJjlaTuH, TuTaHy miokcupn (E 171), 3amiza okcup
yepBoHUi (E 172);

ckiiag o6oyoHKM Karncynu 150 Mr: xxenaTuH, TuTtany giokcun (E 171);

ckiag obomonku Kancynu 300 Mr: xkenaTuH, TuTtany giokcupn (E 171), 3amiza okcun
yepBoHui (E 172).

JIikapcbKa ¢popMma

Karmcynu.
OCHOBHI (pi3uKo-XiMIiuHI 821aCMUBOCMI:

e KaIICyJIX 110 /5 MI: TBEPAl HEIIPO30pi XKEeJJaTUHOBIL KalICYJIN 3 KPUILIEYKOIO
YePBOHO-KOPUYHEBOT'O KOJIBOPY i KopirycoM 6iyioro Konbopy. BMicT Kamcyi -
IMOpoIoK 6itoro a6o Marizke 6ilIOT0 KOIBOPY;

e Karicynu 1o 150 Mr: TBepal HEIIPO30pi XKeJJaTUHOBIL KaIllCy/lIu 3 KPUILIEYKOIO i
KopnycoMm 6imoro Konbopy. BMmicT Karicyn - mopoitok 6iyioro abo Mmatizke 6inoro
KOJILODY;

e xKancynu mo 300 Mr: TBepOi HEIIPO30pi KeJTaTUHOBL KaIlCyJIu 3 KPUIIEYKOI0
YePBOHO-KOPUYHEBOT'O KOJIBOPY i KopirycoM 6iyioro Konbopy. BMicT Kamcyi -
ImopoIoK 6imoro a6o Marizke 6ilIOT0 KOIHOPY.

dapMaKoTepalleBTHYHA Irpyna

Ananretuku. [HIIII aHaNTeTUKM Ta XKapO3HUXKYIOYi 3acobu. 'abanenturoigu. Komg ATX
NO2B FO02.

®dapMaKo/JI0riyHi BJIaCTHBOCTI

dapmakoduHamika.

Iiroua peyoBHHa nperadalliH € aHaJIOrOM raMMa-aMiHOMAaCJISHOI KUCJoTHu [(S)-3-
(amiHOMETHN)-



5-MeTHUJIreKcaHoBa KUCJIOTa)].

MexaHi3M nail

[IperaGamnin 3B’I3YETHCSA 3 MOIIOMiKHOIO CyOOIUHUIIEIO (oc2-6 0i0K)
MOTeHIliasio3aIe’KHMUX KaJbL[IEBUX KaHAalIiB y LeHTpaibHid HepBOBiu cuctemi (LTHC).

KniniyHa edeKTUBHICTE i Oe3neka.

e HeliponamuuHutl 6isb.

[Tig 9yac gocnigzKeHb BCTAHOBJIEHO, IO IIpenapaT e(peKTUBHUY IPU TiKyBaHHI
miabeTHYHOI HeMpoIlaTii, MOCTrepIeTUYHOI HeBparii Ta yIIKOIXKeHHSI CIIMHHOTO
MO03KYy. EeKTUBHICTh mpernapaTy IIPH iHIINX BUOaX HEWPOIaTUYHOTo OO0 He
BHUBYAaJIH.

[Iperabanin BuB4anu y 10 KOHTPOJIbOBaHUX KITIHIYHUX OOCITIAXKEHHIX TPUBAJIICTIO [0
13 TuXKHIB 3 peXKMMOM 3aCTOCYBaHHS MperapaTy ABidi Ha mo0y Ta y OOCTigXKeHHSIX
TPUBAJIICTIO 8 TUXKHIB 3 PEXKMMOM 3aCTOCYBaHHS IIpernapaTy Tpudi Ha moOy. 3arajiom
mpodins 6e3meku Ta ePeKTUBHICTL 000X PeKUMIB ITpuioMy Oyiu IMOOiOHUMHU.

Y KniHIYHUX DOCHIAXKEHHSIX TPUBAJICTIO 0o 12 TUXKHIB ITpU 3aCTOCyBaHHi nperabdaniny
OJis TiKyBaHHS HEWPONaTUYHOTrO OOJII0 IPHY YIIKOAXKEHHI ImepupepudHol Ta
IIeHTPaJIbHOI HEPBOBOI CUCTEMH 3MEHIIIeHHST OO0JII0 CIIOCTEPirasiocs IIicis mepIroro
THUKHS Ta 30epirasocs IpoTSATroM yChOT0 epiony JTiKyBaHHS.

Y KOHTPOIbOBAHUX KITIHIYHUX OOCHIAXKEHHSIX 3 BUBUEHHS NepUuPepudIHoro
HeuporaTuyHoro 600 y 35 % mallieHTiB, SKi oTpUMYyBaJsu JTiKyBaHHS IIperabaniHoMm,
Tay 18 % mauieHTiB 3 rpymnu 1aaiebdo criocTepiranocs mokpaiieHHs Ha 50 % 3a
IIIKAJIOIO OILiHKY 00ito. Cepeq MallieHTiB, y SKMUX He BUHMKAJIa COHJIMBICTh, TaKe
IMOKpallleHHs criocTepiranocs y 33 % mallieHTiB rpynu nperabaniny, Tay 18 %
namieHTiB rpymnu mniaie6o. Cepeq MalieHTiB, y SKUX BUHUKAJIa COHIUBICTD, KilTbKiCTh
MallieHTiB, SIKi BiAMOBiMM Ha JiKyBaHHs, cTaHoBuIa 48 % y rpymi nperadaniny ta 16 %
y rpyni nnane6o.

Y KOHTPOJILOBAaHUX KITIHIYHUX OOCIIIIXKEHHSIX 3 BUBUEHHSI HEMPONIaTUYHOT 0 000
LIEHTPAaJIbHOT O IOXOOXKEeHHA y 22 % Mali€HTiB, sIKi OTPUMYyBaJIU JIIKyBaHHA
nmperabaninoM, Ta y 7 % mallieHTiB 3 rpymnu miamedo CIiocTepiraaocs moKpalleHHs Ha
50 % 3a mIKaJsoio OLiHKU 00JII0.

e FEninencis.

ITomaTKoOBe JIIKYBaHHSI.




[Tperabasnin BUBYAIH ITiJl 4Yac 3 KOHTPOJIbOBAHUX KITIHIYHUX OOCITiIIXKEeHHSIX
TPUBAJICTIO 12 TUXKHIB 3 Pe2KMMOM 3aCTOCYBaHHS Biui abo Tpuui Ha moOy. 3arasom
nmpodins 6e3meku Ta ePeKTUBHICTD [JIs PeXKUMIB ITPUNOMY OBidi Ta TpU4i Ha JOOy
Oy romioHUMMU.

3MEHIIIeHHS YaCTOTU CyOOMHUX Halla[iB CIIOCTEPIrajocs Ha IIepIlIoMy THUIKHI.
Hitu

EdexkTuBHicTh Ta 6e3neKa nperabaniny K HOIIOMiKHOTO 3aco0y IIpH erinencii ans
miTel BikoM mo 12 pokKiB Ta [JIsd mimIiTKiB He BCTaHOBIeHi. I[To0iuHi peakiiii, 1o
CIIOCTepirajaucs B JOCHIAKEHHi 3 BUBYEHHS (papMaKOKIHETUKH Ta MEPEHOCUMOCTI, OO0
sIKOTO Oy/Iu BKIIIOYEHi MallieHTHU BiKOM Bif 3 Mics1iiB o 16 pokiB (n=65) 3
napriaJbHUMU CYOOMHUMU Hanlagamu, Oynu ofiOHiI 4o NOOIiYHUX peaklliil y JOPOCIUX.
PesynbTraTu 12-TUKHEBOTO MJalie00-KOHTPOJILOBAHOTO MOCIIIXKEeHHS 3a y4acTio 295
miTed BikoM Big 4 mo 16 pokiB Ta 14-meHHOTO0 I1/1a11e00-KOHTPOJILOBAHOTO JOCITiIXKEeHHSI
3a yudacTio 175 mites BikoMm Bifg 1 micsis go meHIie 4 pokiB, MeTOI0 ssKUX OyJia OIliHKa
eekTUBHOCTI Ta 6e3meKku nperadaiHy siK JOOaTKOBOl Teparril rmapilialbHUX CYJOMHUX
HalafiB, Ta ABOX BiOKPUTUX OOCHIAKeHb 0e3MeKu TpUBaJicTio 1 pik 3a y4acTio

54 pgiteu Ta 431 OUTHMHU BiAMOBIOHO BiKOM Bim 3 MicsIliB g0 16 pOKiB 3 eminencieto
BKa3yIlOTh Ha Te, 10 TaKi mobOiuHi peakilil, K mipeKcis Ta iHdeKIlil BepXHixX AuXalTbHUX
IIJIAXiB, Y AiTE€U CIOCTEepPiraloThCS 4YacTillle, HiXK Y OOPOCIUX Malli€EHTIB 3 eMlijIelCieto
(muB. po3minu «Cnocib 3acTocyBaHHS Ta mo3u», «[100iuHi peakiii» Ta
«®apMaKOKiHETHUKA»).

Y 12-tuxHeBOMYy nialeb0-KOHTPOILOBAHOMY AOCIiAXKEHHI miTaMm (BikoMm Bim 4 mo

16 pokiB) npu3Havanu nperadasin mo 2,5 Mr/kr/moby (Makcumym 150 mr/mo0y),
nperabanin mo 10 mr/kr/mody (makcumyM 600 mr/mo6y) abo marebo. [IpuHaiMHi

50 % 3MeHIlIeHHS MapliaJbHUX CyJOMHHUX Hala[iB, Y IOPiBHSAHHI 3 BUXiIHUM PiBHEM,
croctepiranocs y 40,6 % mallieHTiB, SIKi oTpuMyBanu nperabaiid y mo3i 10 Mr/kr Ha
no0y (p=0,0068 nopiBHsAHO 3 mnanebo), 29,1 % mallieHTiB, Ki OTpUMYyBaIu
nperabanid y mo3i 2,5 mr/kr/moby (p=0,2600 nopiBHsHO 3 mianebo) ta 22,6 % Tux, XTo
OTpUMYyBaB Ianebo.

Y 14-gennomy naiie00-KOHTPOJILOBAHOMY HOCIimXKeHHi giTaM (BikoM Bim 1 micsiis oo
MeHIlle 4 POKiB) mpu3Havanmu nperabarsin 7 Mr/kr/mo0y, nperabanin 14 Mmr/kr/mo6y abo
maie6o. MenianHa mo60Ba YacToTa Cy[IOM Ha BUXITHOMY PiBHi Ta Ha 3aK/IIOUHOMY
Bi3UTi cTaHOBUIA BignoBigHo 4,7 i 3,8 nmpu 3acToCcyBaHHI niperabanidy B go3i

7 mr/kr/go0y, 5,4 ta 1,4 ipu 3acTocyBaHHi nperabaniny B mo3i 14 mr/kr/gody ta 2,9 i
2,3 nmpu 3acTocyBaHHi marebo. IIperabarin y mo3i 14 Mr/kr/mo0y 3HaYHO 3MEHIITyBaB
jjorapu@MidyHO MEePeTBOPEHY YaCTOTY IaplliaIbHUX CYOOMHUX HallaAiB y IMTOPiBHSIHHI 3
mae6o (p = 0,0223); nperabanin y mo3i 7 Mr/Kr/moby He IpOIeMOHCTPYBaB
MMOKpallleHHs IMMOPiBHSAHO 3 Ij1aiebo.



Y 12-tukHeBOMY I1/1alie60-KOHTPOIHOBAHOMY AOCIIAXKEHHI 3a y4acTIO MallieHTiB i3
IIEPBUHHUMHU I'eHepali3oBaHUMU TOHIKO-KnoHiYHuMU ([TT'TK) Hamagamu 219
ralieHTaM BiKOM Bif 5 go 65 pokiB (3 HuX 66 oci6 BikoM Bim 5 mo 16 pokiB) Oyo
IMpu3HadeHo nperabariH y go3i 5 Mmr/kr/gody (Mmakcumym 300 mr/mo0y) abo

10 mr/kr/mo0y (Mmakcumym 600 mMr/go0Oy) uu nmnaiebo K OOIMOMIXKHY Tepallio.
ITpurarimMmHi 50 % 3MmeHIeHHsa yacTtoTtu III'TK HamaniB crioctepiranocs y 41,3 %,
38,9 % Ta 41,7 % mailieHTiB, AKi oTpuMyBanu nperabdaiH y go3i 5 Mr/kr/mooy,
nperabanid y mo3i 10 Mr/kr/mo0y Ta naiebo BifItoBimHO.

MoHoTepamnisa (O nallieHTiB 3i ITOMHO OiarHOCTOBAHUM 3aXBOPIOBAHHSIM).

[Iperabanin BUBYa/Id B OMHOMY KOHTPOJIbOBAHOMY KJIIHIiYHOMY HOCTiAXKEeHHI
TPUBAJIICTIO 56 TUXKHIB 3 Pe2KMUMOM 3aCTOCyBaHHS [OBiui Ha foOy. [Iperabarin He mocsr
0inb1101 €(peKTUBHOCTI IOPIBHSAHO 3 JTaMOTPUAXKUHOM 3a OIiHKOIO Yepe3 6 MicsIliB
KiHIIeBOI TOYKM - BiICYTHOCTi CymoMHUX HarmnamiB. [Iperabarid Ta TaMOTPUIXKUH OyIn
OOHAKOBO 0e3MeYHUMHU Ta No0pe MepeHOCUJINCS.

e ['eHepanizoB8aHUl MPUBOXCHUU P0O31a0.

[Tperabanin BUB4YaNu y 6 KOHTPOJIbOBAHUX OOCITiOXKEHHSIX TPHUBAICTIO 4-6 TUXKHIB, B
XO[I1 OOHOT'O OOCIIAKEHHS TPUBAJIICTIO 8 TUXKHIB 3 y4acCTIO IIallieHTiB JIITHBOT'O BiKy Ta
OOHOT'O IOBrOTPUBAJIOTO AOCHIAXKEHHS 3 BUBUEHHS NPOQiITaKTUKU PEIUONBY i3 6-
MIiCSIYHOIO IIOBINMHOIO CJIioi0 (a301o0.

[ToneruieHHs CUMIITOMIB reHepasi3oBaHOT0 TPUBOXKHOI'O PO3/IaAy BiAMIOBIAHO OO
mKanau 'aMminbToHa OJjia ouiHku TpuBoru (HAM-A) cocTepiranocs Ha IepIioMy THUXKHI.

Y KOHTPOJIbOBaAHUX KIIIHIYHUX OOCIHIAXKEHHIX (TpuBaimicTio 4-8 TUXKHIB) ¥ 52 %
MallieHTiB, sIKi oTpuMyBasnu nperabani, Ta 38 % mallieHTiB 3 rpymnu mnnanebdo
CIIOCTepirasaocs mokKpalleHHS Ha IoHaruMeHIle 50 % 3aranbHOro rnmoka3umka HAM-A
Bi TOYAaTKOBOTI'0O PiBHSA [0 KiHII€BOl TOYKHU.

ITig yac KOHTPOJILOBaHUX OOCIIIOXKEHD IIPO HEYITKICTh 30PYy YacTillle IOBIgOMIISAIIN
MallieHTH, SIKi 3aCTOCOBYyBaJu IIperadariHd, IOPiBHSAHO 3 MalliEHTaMH, IKi OTpUMYyBaIu
mane6o0. Y OUIBIIOCTi BUNIAHKIB Iie sIBUILle 3HUKAJIO IIPU NOCTiMHOMY 3aCTOCYBaHHI
npemnaparty. OdpTanbMosioriuHe 00CcTexxeHHs (y TOMY YHCIIi mIepeBipKa roCTPOTH 30Dy,
(opmanbHa mepeBipKa MOJIiB 30Py Ta OOCIHIAXKEHHS OYHOT0 JHA IIPU PO3IINPEHIn
3iHuLi) mpoBogunu y nmoHag 3600 malieHTiB mifg 4ac KOHTPOJIbOBAHUX KITIHIYHUX
nociigkeHb. Cepeq 1IMX MallieHTIB TOCTPOTa 30py Ioripmunaca y 6,5 % maiieHTis, gKi
OTPUMYBAJIH JIiKyBaHHSA nperabaninoM, Ta y 4,8 % malieHTiB 3 rpymnu miaiebdo. 3MiHU
oJisg 30py BUsiBneHo y 12,4 % mallieHTiB, AKi OTpUMYyBaju JTiKyBaHHS IIperabaiiHoMm,
Ta 11,7 % mailieHTiB 3 rpynu miane6o. 3MiHM Ha ouHOMY AHi BusBieHo y 1,7 %
MalieHTiB, sKi mpuiiManu nperadanid, Ta 2,1 % nalieHTiB 3 rpymnu maiebo.



e Qibpomianain

EdekTuBHicTh nperadaniny Oyla BCTaAHOBIEHA B OOHOMY 14-THXHEBOMY MOOBIMHOMY
ciinmoMy I1aie60-KOHTPOIbOBAHOMY MYIbTUIIEHTPOBOMY mociimxkeHHi (F1) Ta B
OOHOMY 6-THKHEBOMY PaHAOMi30BaHOMY AOcCiimKeHHi BigMminu (F2). Y ui gocnigxxeHHsa
3aIy4asics mallieHTH 3 giarHo3oM «@diOpomianrisi» Ha OCHOBI KpUTEPilB
AMEepHUKaHCBKOT0 KOJIeOXKYy pPeBMaToJIoTil (TmomuperHu 6ib TpoTIroM 3 MicSIIiB B
aHaMHe3i Ta 6inb HasgBHUM B 11 a6o Ginbirre 3 18 crnenudigyHux 60THOBUX TOYOK).
IocmimkeHHs ITPOAEeMOHCTPYBaIU 3HUXKEHHS 00JII0 3a BidyaIbHOIO aHAJIOrOBOIO
IIIKaJI0I0. [ToKpallleHHs JOgaTKOBO Oy/I0 IPOIeMOHCTPOBAHO 3a 3arajibHOIO OILiHKOIO
MalliEHTa Ta 3a ONMUTYBaHHSIM IIIOA0 BONMUBY (idpomianrii.

[itu. Byno npoBeneHe maied0-KOHTPOIbOBaHE AOCTIAXKEHHS TPUBAIICTIO 15 TUXKHIB
3a yuactio 107 mite#t BikoMm 12-17 pokiB i3 ¢pibpomianrieto, siKi 3aCcTOCOBYyBaiu
mpemnapar nperabarniH y gosi

75-450 mr Ha moOy. 3a pe3yJibTaTaMU OIliHKY ITEePBUHHOI KiHIIEBOI TOYKM e(DEeKTUBHOCTI
(3MiHa 3aranbHOI iIHTEHCUBHOCTI 00110 Bim 6a30BOT0 PiBHS OO TUXKHS 15; po3paxoBaHO
3a goroMoroio 11-6anpHOI IIKaJX OLliHIOBaHHS) 0yJI0 MPOAEMOHCTPOBAHO YUCEJIbHO
Oinblile TTOKpAIleHHs CTaHy IalliEHTIB, sIKi 3aCTOCOByBanmu Iperadaril, ITOPiBHSIHO 3
rmalieHTaMu, sIKi IpuiManu 1aiebdo, aje 1ie IoKpallleHHsI He JOCSTJIO CTAaTUCTUYHOL
3HauymniocTti. HattyacTimumu nob6ivHUMY peakIisiMU, sIKi CIIOCTepiraaucs y KiIiHidYHUX
OOCITimKeHHsIX, Oy 3allaMOpPOYeHHsI, HyqOoTa, TOJIOBHUM Oinb, 30ibIIIEHHS MacH Tila
Ta CTOMJIIOBAHICTh. 3araabHuM Ipodink 6e3neKu y OifjliTKiB OyB IOgiOHUM OO0 TaKOTo
y gopocnux i3 ¢pibpomianriero.

dapmakoKiHemukKa.

dapMaKOKiHETUYHI ITOKa3HUKY IIperabdaniny y piBHOBa;XHOMY CTaHi Oyu momiOHUMH Y
3[M0POBUX NOOPOBOIIBIIIB, MMAIIEHTIB 3 EITiNIeIcielo, sIKi 3aCTOCOBYBaIU
MMPOTUEIIIENTUYHI IpelapaTH, Ta MalliEHTIB 3 XpPOHIYHUM 00JIEM.

AGcop0iris.

[Tperabamin MIBUOKO BCMOKTYETHCS IPHU IMIPUNOMI HaTIIE i JoCsITa€e MaKCUMalbHUX
KOHIIeHTpallill y mj1a3Mi KpoBi npoTsarom 1 roguHM micjis pa3oBOro Ta 6araTopa3oBOTro
3acTocyBaHHs. Po3paxoBaHa 6i000CTyIHICTE IIperabaniny npu IepopalbHOMY
3acTocyBaHHi cTaHOBUTDL 90 % i OGinbIlle Ta He 3aJIeXXUTH Big mo3u. ITicns
OaraTopal3oBOro 3aCTOCYBaHHS PiBHOBaKHUM CTaH OOCATAETHCA dyepes

24-48 ropuH. [lIBUOKiCTF BCMOKTYBaHHS ITperabaiiHy 3HUXKYETHCS IIPU OOHOYAaCHOMY

)
ax
mpubnau3Ho Ha 25-30 % i momoBXKEeHHS tmax mpubau3Ho Ha 2,5 roguHu. OOgHAK TPUHOM

npuiioMi 3 i2kefo, 110 IPU3BOAUTE IO 3MEHIIEHH MaKCUMambHol KoHIeHTpauil (C

nperabasniHy ogHOYAaCHO 3 12Kel0 He MaB KJIiHiYHO 3HaYyILIOT0 BIIJIMBY Ha CTYIiHb MOTO



abcopOirii.
Po3zmomin.

[MokmiHiuHi mocmimKeHHs IToKa3ajH, 10 IIperadasil IPOHUKAE KPi3b
reMmaToeHIledaniuHuil 6ap’ep y TBapuH. [IperabaiiH TaKoXK IIPOHUKAE KPi3b ITAlEHTY
y TBAapHUH i B MOJIOKO TBapUH y Iepiof nakKTallil. Y JTIOOUHU BUOUMUNU 00'€M PO3IOOITY
nmperabainy IIicis mepopaabHOT0 3aCTOCYBAHHS CTAHOBUTH Npubnu3Ho 0,56 /Kr.
[Iperabasnin He 3B’I3y€ThCS 3 OiTKaMu IIJ1a3MU KPOBI.

MeTaboJ1izM.

Y mogunu npera6asiH 3a3Ha€e He3HAYHOro MeTabosni3My. ITiciisa BBegeHHS 003U
pagioaKTUBHO MidyeHOTOo nperabaniny 61u3bko 98 % pagioakKTUBHUX PEYOBUH
BHBOOUTHLCS 3 CeUel0 Y BUTISAAI He3MiHeHOro nperabaniny. N-MeTU/IbOBaHUM JepuBaT
nperabasniHy - OCHOBHUM MeTaboJIiT mpernapaTy, SKUui BU3Ha4YaBCs B Ce4Yi, CTAaHOBUB
0,9 % Big BBemeHOI mo3u. [1ig yac OOKIIHIYHUX OOCIiOKeHb palleMisaliil S-
eHaHTioMepa nperabajiny B R-eHaHTioMep He BimOyBasocs.

BuBeneHHs.

[TperabaniH BUBOOUTHCS i3 CHUCTEMHOTO KPOBOOOIry B HE3MiHEHOMY BUTJISAIL
ImepeBaXkKHO 3a PaXyHOK eKCKpellil Hupkamu. CepefHill mepion HalliBBUBEOEHHS
nperabarniHy cTaHOBUTH 6,3 roguHu. [11a3MoBUM Ta HUPKOBUM KilipeHC nperabainy
IPsIMO IPOTMOPIIiMHI KITipeHCy KpeaTUuHiHy (auB. po3ain «®PapmMakokKiHeTuKa. HupkoBa
HEeIOOCTaTHICTH»).

I maieHTiB 3 mopylIeHo (QYHKIIIEI0 HUPOK Ta IallieHTiB Ha remMopianidi HeoOXigHO
KOpPUTYyBaTH A03HU Ipemnaparty (aquB. po3ain «Crocib 3acTocyBaHHS Ta A03U», TaOIUIlS
1).

JIiHiIHICTh/HEeTiIHINHICTD.

dapMakoKiHeTHKa nperaballiHy € JIiHiiHOIO ¥ BCbOMY PEKOMEH0BaHOMY Aiana30Hi
no3. BapiabenbHiCcTh papMaKOKiHEeTUKM IperaballiHy cepeq mallieHTiB € HU3bKOI0
(menmre 20 %). PapMmakoKiHeTHUKa OaraTopa30BUX 103 € ITepegdadyBaHOIO Ha MifcTaBi
OaHUX, OTPUMaHUX IPU BBeJeHHi OOHOPa30BoOl J03U. TaKUM YMHOM, HEMAE IMOTPedu y
IJTaHOBOMY KOHTPOJII KOHIIEHTpAlliil mperabaJiiHy y maa3Mi KpoBi.

Crartn.

Pe3ynbTaTué KiIiHIYHUX OOCIIIAXKEHD CBIYaTh IPO BiCYTHICTH KJIIHIYHO 3HAYYIIIOTO
BIUIMBY CTaTi Ha KOHIIeHTpallilo ITperabanidy y Iaa3Mi KpPoBi.

HupkoBa HEOJOCTATHICTh.




KnipeHc nperabaniny npsiMo MPOIOPLIiMHUY KIipeHCcy KpeaTuHiny. KpiMm 11p0ro0,
nperabanid epeKTUBHO BUOANISETHCS 3 MJIa3MHU 3@ MOIIOMOI0I0 reMomiani3y (micns 4
TOOWH reMofianidy KOHIleHTpallis nperabdaiilny y ni1a3Mi KpoBi 3MEHIITYETHCS
npubnu3Ho Ha 50 %). OcKinbKy BUBENEHHS HUPKAaMU € OCHOBHUM IIISIXOM BHUBEHOEHHS
mmpernapary, IalieHTaM 3 HUPKOBOIO HeJJOCTaTHICTIO HEOOXigHO 3HUXKYBATHU 03y
Ipenapary, a IIicis remMofiani3y - mpuiMaTHi JOAaTKOBY Ho3y (OuB. po3min «Croci6
3aCTOCYBaHHS Ta mO3u», Tabmuisa 1).

ITeyiHKOBa HEOOCTATHICTE.

CrienianbHUX OOCITiAXKEHb ()apMaKOKIHETUKM 3a Y49acCTIO MAIliEHTIB 3 IIE€4YiHKOBOIO
HeJIOCTaTHiCTIO He npoBoauiu. OCKiibKY nperabaid He 3a3Ha€ 3HAYHOTO
MeTaboI1i3My Ta BUBOOUTHCS 3 CeYel0 ITepeBaKHO B HE3MiHEHOMY CTaHi,
MaJIOMMOBIPHO, 110 MOPYIIEeHHs PyHKIIil ITeUYiHKHA MOKe 3HaYHO BIIJIMBATH Ha
KOHIIeHTpallil mperabajiHy y miaa3Mi KpoBi.

iT;

dapmaKkoKiHeTUKY nperabaliHy OIiHIOBaJIM y HiTel 3 elrinericieio (BiKoBi rpynu: Bim 1
mo 23 mics1iB, Big 2 o 6 pokis, Bim 7 0o 11 pokiB i Big 12 mo 16 pokiB) mipu
3acTocyBaHHi o3 2,5 Mr/kr/moby, 5 Mr/kr/moby, 10 mr/kr/moby Ta 15 Mr/kr/moby y
IIPOIIeCi JOCiAXKEeHHS 3 BUBYEHHS (papMaKOKIHETUKM Ta IIE€PEHOCUMOCTI.

[Ticnst mepopaibHOTO 3aCTOCYBAHHS nperadasiHy OiTsSM HaTIine Yac OOCATHEHHS CmaX
y I1a3Mi KpoBi OyB y IIiJIOMy aHaJIOTiYHUM Yy BCiX BiKOBUX I'pyIlax i CTAaHOBUB Bif

0,5 roguHU [0 2 TOOWH MHiCIsA IPUUOMY.

3HaYeHHSs Cmax i oIl mig KPpMBOIO 3a/Ie2KHOCTI KOHIIeHTpallil Bim yacy (AUC)
nmperabaniHy 3pocTasu JiHifHO 3i 30iIbIIIeHHSIM O03U B KOXKHIiM BiKOBi# rpymi. Y miten
3 macoto Tina go 30 kr 3HaueHHsT AUC Oynu HuxkyuMu Ha 30 %, 1110 3yMOBIJIEHO
30inbimeHHaM Ha 43 % KIlipeHCy, CKOPUTOBAaHOT'O 3a MAacCOI0 TiNa, Y IIUX IalliEHTIiB
IIOPIBHSAHO 3 alliEHTaMHu 3 Macoo Tijia = 30 KT.

Kinuesuii t, ., mperabaniHy CTaHOBUB Y cepeaHbOMY ITPUOIU3HO 3-4 TOOUHU y OiTeu

1/2
BiKOM [0 6 pOKiB Ta 4-6 TOOUH y OiTeu BIKOM Bif 7 POKiB.

Y nporieci nmonynsAniiHoro ¢gapMakoKiHETUYHOTO aHalli3y 0y/10 IMoKa3aHo, I0 KIipeHC
KpeaTUHiHy OyB 3HAYYIIIOI0 KOBapiaToo OJIs KIIipeHCy ImepopanbHOro nperabdajiny, a
Maca Tina Oyia 3Ha4yII0l0 KOBapiaToio I YIBHOTO 00’ €MY PO3MOijly IIepopaIbHOro
nperabariny, i 1e# 3B’130K OyB aHAJIOTiYHUM y OiTel i MOpOCIuX MalliEHTIB.

dapmakoKiHeTUKY nperabaliHy y HNallieHTiB BiKkOM [0 3 MicsIliB He BUBYaIU (OUB.
po3ninu «®apMmakoguHaMika», «Crocib 3acTocyBaHHS Ta fo3u» Ta «[1ob6iuHi
peaxkiii»).



[TarieHTH TiTHROTO BiKY (BIKOM Big 65 pPOKiB)

Krnipenc npera6ajiny Ma€ TEHIOEHIIiI0 4O 3HUXKEHHS 3 BikoM. Lle 3HMXKEHHS KIIipeHCYy
nperaba’iHy Iicjisg mepopaJbHOT0 3aCTOCYBaHHS y3TOOXKYETHCS 3i 3HUIKEHHAM
KJIipeHCy KpeaTUHiHy, ITOB’si3aHUM 3i 30isibiIeHHAM BiKy. [lallieHTaM i3 mopylIeHHSIMU
(YHKIIil HUPOK, IOB’sI3aHUMM 3 BiKOM, MOXKe ITOTpeOyBaTuCs 3MEHIIIEeHHS 003U
nperabaniny (ouB. po3min «Crnocié 3acToCyBaHHS Ta OO3U», TaOJIUIIS).

[Tepiom rogyBaHHS I'PYOOI0

dapmMaKoOKiHeTHKY ITperadaiHy IIpu Horo 3acTocyBaHHi B 003i 150 Mr KoxkHi 12 roguH
(mo6oBa mo3a 300 mr) omiHoBanu y 10 XiHOK, sKi rogyBaiu rpyanio, IoHalMeHIIe
yepe3d 12 TUXKHIB micns mosoris. ['ogyBaHHS rpyAAio He BIIKUBaio abo MaJjio
He3Ha4YHUU BIJIUB Ha (papMaKOKiHeTUKy nperabainy. [Iperabaiin noTpansiss y
rpyZHE MOJIOKO, IPHY IIbOMY MOT'0 CEPEeNHi KOHIIEHTPAallil B PiBHOBA’KHOMY CTaHi
cTaHOBUIU NPuOIN3HO 76 % Bim KOHIIEHTpAaIlil y Ij1a3Mi KpoBi MaTepi. Po3paxoBaHa
m03a, IKy OTPUMY€E HEMOBIIS 3 TPYOHUM MOJIOKOM (IIpM CepedHbOMY CIIOKHUBaHHI
MoJioka 150 Mmi/Kr/mo0y) Bif XKiHKU, sika npuiiMae nperabanid y mo3i 300 Mr Ha moby
abo y makcuManbHi# 103i 600 mr Ha moby, ctaHoBuTth 0,31 abo 0,62 mMr/kr/moby
BimmoBigHO. Lli po3paxoBaHi M03u CTaHOBISAThE MPUOIN3HO 7 % Bif 3arajabHOI MOOOBOL
IO3U MaTepi y repepaxyBaHHI Ha MijlirpaM Ha Kijiorpam.

IToka3aHHA

HetiponamuuHutl 6inb.

[Tpenapart IIperapmon moka3aHUM AJis JIIKYBaHHS HEUPOIIATUYHOTO OOITIO
nepudepryHOro abo IeHTPaJIbHOT0 IOXOXKEeHHS Y HOPOCTINX.

Eninencis.

IIpenapart IIperamos mokasaHUM OOPOCIUM SK OOOATKOBE JIIKyBaHHS IIPU IapliialbHUX
CYIOMHMUX HallafiaxX i3 BTOPUHHOIO reHeparisalliero abo 6e3 Hel.

I'enepanizosaHuti mpuBoOMNCHUU pPO3aadl.

[Tpenapart I[Iperagon noka3aHUM AJis JIIKYBaHHS TreHepPasi30BaHOT0 TPHUBOXKHOTO
po31any y JOPOC/IUX.

dibpomianais.
IIporunnoka3aHHs

[TigBuIleHa YyTAUBICTH OO Oi040l pedyoBUHU a00 OyOb-IKO1 3 JOIOMIXKHUX PEYOBUH.



B3aemonisi 3 iHONIHMH JTiKapChbKHMH 3aCo00aMHu

[Tpera6anin mepeBakKHO €EKCKPETYETHCS B HE3MiHEHOMY BUTJISIAI 3 ceuelo, 3a3HaE€
He3HavyHOoro MeTabos1iaMy B opraHiami moguau (MeHie 2 % m03u BUOINISIETLCS i3
cedelo y BUTsAi MeTaboJtiTiB), He iHTiOye in vitro meTaboi3M iHIIMX IIpenapariB i He
3B’sI3y€eThCA 3 OijIKaMu I1a3MU KPOBi, TOMYy MaJIOMMOBIpHO, 1110 Tperadaii Moxe
CIIPUYHUHATU (papMaKOKiHETUYHY B3a€MOIit0 abo OyTu 00’€KTOM TaKOl B3aEMO/Iil.

JTocaioaceHHA in vivo ma nonyasauiuHull ¢gapMakoKiHemu4HuUll aHanis.

Y mocnipzeHHSIX in Vivo He CIIOCTepiranu KJIiHIYHO 3Ha4ylIol (hapMaKOKiHETUYHOL
B3aeMopil Mixk nperabaninoM i peHiToOiHOM, KapOaMa3eIliHOM, BaJIbIIPOEBOIO
KHCJIOTOI0, TaMOTPUAXKMHOM, TaballeHTUHOM, JIopa3enaMoM, OKCUKOOOHOM Ta
eTa”HonoM. [TonynaninHuy ¢papMaKOKiHETUYHUY aHalli3 II0Ka3as, 110 IepopaibHi
npoTuaiabeTuyHi 3acobu, OiypeTukwu, iHCyiH, peHobOapbiTan, Tiarabid Ta TomipamMart
He MalOTh KJIiHIYHO 3HAYYIIOr0 BIJIMBY Ha KIIipeHC Iperabdaminy.

ITepopavbHi KOHMpauenmusu, HopemucmepoH ma/abo emuHisecmpaoio.

OnmHOYacHe 3aCTOCYBaHHs ITperabaiHy 3 mepoparbHUMU KOHTPAlleITUBaMHU,
HOPETHUCTEPOHOM Ta/abo eTHHiIeCcTpaAionoM He BIIMBA€ Ha PapMaKOKiHETHUKY
PIBHOBaAXKHOI'O CTaHy KOOHOI'O 3 IIperapariB.

JIikapcokKi 3acobu, u,o enausaroms Ha ITHC.

[Tpera6anin MOKe ITOCUIUTH [Iif0 €TaHOIy Ta Jiopa3elnaMy. Y KOHTPOJIbOBaHUX
KIiHIYHUX JOCTiAXKEeHHIX OJJHOYaCHe BBeOeHHs 0araTopa30BUX NepopaibHUX 03
nperabaniHy 3 OKCUKOOOHOM, JiIopa3ernaMoM ab0 eTaHOJIOM He CIPUYUHSIIO KITiHIYHO
3HAUYIIOro BOJIKWBY Ha QyHKIiI0 AuxaHHgd. [licisg BUxXomy npemnapaTy Ha PUHOK
TTOBiTOMJISIJIV ITPO BUHUKHEHHS OUXallbHOI HEJOCTATHOCTI Ta KOMH y MaIli€EHTIB, AKi
mpuiManu nperabalid pa3oM 3 iHIMMMH TiKapChbKUMH 3acobaMu, 1110 ITPUTHIYYIOTh
dyHKIIiI0 1IeHTPpaibHOI HEpPBOBOI cucTeMu. [IperabariiH, iMOBipHO, TOCUIIIOE
MOPYLIEHHS KOTHITUBHUX Ta OCHOBHUX PYXOBUX (PYHKIIIN, CIPUYNHEHUX
3aCTOCYBaHHSAM OKCUKOIIOHY.

IlauieHmu AIMHBO20 BIKY.

CrelianbHUX OOCIiOXKeHb (papMaKoguHaAMidHOI B3aEMOil 3a y4acTio JOOPOBOIbIIiB
JIITHBOTO BiKy He IIPOBOOUIN. [IOCITiAKEHHS B3aEMOil IPOBOOUIIN JIUIIIE CTOCOBHO
OOPOCIIUX.

Oco006/1MBOCTi 100 3aCTOCYBaHHSI

ITauieHmu 3 uykposum oiabemom




Iesiki marieHTH 3 IIYKPOBUM AiabeToM, Maca Tina sskux 30imbiIniacs mim yac Teparrii
nperabaniHoM, MOXKYTb ITOTPeOyBaTH KOPEKITil MO3U ITYKPO3HUKYBAIbHUX TiKAPChKUX
3aco0iB.

Peakuii 2inepuymausocmi.

IToBigoMIIsANIM IPO PO3BUTOK peakliiil Tilmep4YyyTIUBOCTI, 30KpeMa aHT'iIOHEBPOTUYHOTO
HaOpsiKy. ITpu mosIBi TaKUX CUMIITOMIB aHTiOHEBPOTHUYHOT0 HAaOPSAKY SIK HAOPSK

001y YsI, mepiopanbHul HAaOPSAK a00 HAOPSK BePXHiX AUXAJIbHUX HIISAXIB CJIig HETaHO
MMPUIINHUTH 3aCTOCYBaHHS ITperadainy.

TaoxcKi WKipHI nobiyHi peakuii (BLIIIP)

[Tig yac nmikyBaHHSM ITperabaniHnoM pigko noBimomiisnocs npo BIIIIP, Bkmiogaioun
cuHapoMm CriBeHca - [IkoHCcoHa (CC]I) i TokcuuHum enigepmanbHuil HekKponi3 (TEH),
SIKi MOXKYTh 3arpOKyBaTH XUTTIO a00 OyTU jleTaaTbHUMU. Y pPa3i IMIpu3HavYeHHs
nperabaniny ciig npoingopMyBaTH MalliEHTIB ITPO TaKi 03HAKM Ta CUMIITOMU Ta
YBazKHO CTEXKHUTH 3a IXHIM CTaHOM MI00 BUHMKHEHHS IIKIPHUX peakii. AKIIo
3’'ABJISIOTHCS O3HAKM Ta CUMIITOMH, 1110 BKAa3yIOTh Ha IIi peakiiil, C/Ii HeraHo
MIPUNIMHUTY IIPUNOM IIperabaiiHy Ta PO3TISHYTH ajlbTepHAaTUBHE JTiKyBaHHSA (y pa3i
HeoOXigHOCTIi).

3anamopo4eHHs, COHaAUuBICMb, Bmpama c8idomMocmi, cnaymaHicms ceidomocmi ma

NOpYyWweHHs Ncuxiku

3acTocyBaHHS nperabajiiHy CynmpoBOOXKYyBaslOCs MOSBOIO 3allaMOPOYEHHS Ta
COHJIMBOCTI, 1110 MO3Ke 30iIbINUTH PU3UK BUHUKHEHHS TPAaBMaTUYHUX BUIIAOKiB
(mapiHHA) y Dalli€eHTiB JIITHBOTO BIKY.

[ToBimomiisAniu PO BUIIQAKU BTPATU CBILOMOCTI, CIIJIyTaHOCTI CBIOMOCTI, IOTipIIeHHA
PO3yMOBOI OisITBHOCTI Ta KOTHITUBHUX (QPYyHKIIIM. TOMYy Ialli€eHTIB CIIiJ ITONIEPEeqUTH,
11100 BOHU IPOSIBIISIIN 00€PEXKHICTD, ITOKU He 03HAWMOMIISITHCS 3 MMOTEHIIMHOIO [Ti€I0
JIiIKapChbKOTO 3aco0y.

Pozsadu 3o0py

ITig yac KOHTPOJILOBAHUX OOCIIIAXKEHHDb HEYITKICTh 30PYy YacTillle CIlocTepirajaacs y
MalieHTiB, SKi mpuiimManu nperabaid, HiXK y IallieHTiB, AKi oTpuMyBanIu miaiebo. Y
OinbIIOCTi BUMIAAKIB 1€ SIBUIIle 3HUKAJIO IIPU IIPOJOBXKEHHI Teparii. Y KIiHiYHUX
OOCIiAXKEeHHAX, B IKUX ITPOBOAUIIN O0PTaIbMOIOTidHe 0OCTEeXKEeHHsI, YaCTOTa BUIIAJKiB
3HUKEHHS TOCTPOTH 30pPYy Ta 3MiHM IO 30py OyJia BUILOIO Y MAIli€HTIB, AKi
3acToCOByBasu nperabasid, MOPiBHAHO 3 IMalliEHTaMu 3 TPYIH I1alebo; YacToTa
GyHODOCKOMIYHMX 3MiH OyJla BUIIOO y NAli€eHTiB, Ki OTpUMYyBau Ianedo (TuB.
po3min «®apMakKoguHaMiKa»).



IMoBimoMmusinu mpo moOiuHi peakxiiii 3 60Ky opraHiB 30py, 30KpeMa BTPaTy 30Dy,
HeUiTKicTh 30py abo iHI 3MiHU TOCTPOTU 30py, OaraTo 3 IKUX OyJIM TUMYaCOBUMHU.
[TpunvHEeHHS 3aCTOCYBaHHSA nperaballiHy MoxKe IIPHU3BECTU J0 3HUKHEHHS abo
3MEHIIIEeHHS IIUX CUMITOMIB 3 00Ky OpTraHiB 30py.

Hupkosa HedocmamHicmb

[ToBigoMJIsiiu PO BUIIAAKU PO3BUTKY HUPKOBOI HEJOCTATHOCTI, siKa iHO#ai OyJia
000pPOTHOIO TiCJIsA NPUNUHEHHS IIPUKMOMY ITperabatiny.

BiomiHa cynymHix npomuenisenmuyHuUx AiKapcbKux 3acobis

Hapa3si HemocTaTHBO JaHUX 1040 BiAMIHU CYIIYTHIX IPOTUEIIIJIEIITUYHUX IIpelraparTiB
ITicJIg MOCATHEHHS KOHTPOIII0 Ha[ CyooMaMHu B pe3yiabTaTi mofgaBaHHS IIperabaniny o
JIIKyBaHHS, 110 BXK€e IPOBOOUTHCS, 3a[JI MepexXony Ha MOHOTepaIlriio mperabamiHoMm.

3acmitiHa cepuesa HedocmamHicmb

3adikcoBaHO 3aCTiMHYy CepPIEBY HEOOCTATHICTD y AesKHUX IAlIli€HTiB, AKi IpuiiMau
nperabanin. Taka peakilisi crioctepiranacs 3ae6imbuIoro mifg yac JIiKyBaHHS
nperabanliHOM HEMpPOIIaTUYHOTo OOJII0 Y MAalliEHTIB JIITHROTO BiKy 3 HasIBHUMM CEPIIEBO-
CYOUHHUMHU TopyiieHHAMHU. Ciifg 3 00epeKHiCTI0 3aCTOCOBYBaTH ITperabaiiH TaKuM
nariedTaM. [Ipu IpUIIMHEHH] 3acTOCyBaHHS IIperabdaiiny 1e sIBUIlle MOXK€e 3HUKHYTH.

JIikyeaHHs Hegponamu4Ho20 60110 UeHMPAa/1bHO20 NOX0OHCEHH 1 BHACAIO0K

VWKOOHCEHH S CNUHHO20 MO3KY.

I[Tig yac nmiKyBaHHSI HEBPONAaTUYHOTrO 0OO0JII0 IIEeHTPAJIbHOT'O ITIOXOKEHHS BHACIIIOK
VIIKOOXKEHHS CIIMHHOTO0 MO3KY YaCcTOTa BUHUKHEHHS MOOIiYHUX peakliiii 3arajioMm,
nmoOiYHUX peaklIliii 3 60Ky IleHTpaIbHOl HEPBOBOL CUCTEMHU Ta OCOOJIMBO COHIUBOCTI
Oymna migBuiieHoro. Lle Moxke OyTHU ITOB’I3aHO 3 aAUTUBHOIO Oi€I0 CYIIYTHIX JTiIKapChKUX
3aco0iB (HanpuKiajg aHTUCIIACTUYHUX ITpenaparTiB), He0OXigHUX OIS JIIKyBaHHS 1IbOTO
ctany. Lli gaHi cnig BpaxoByBaTH, ITpu3Havayu Irperabdaiid TaKUM MHallieHTaM.

IlpueHiyeHHs OUXAHHA

[ToBimoMIIsiNIM IIPO TSAXKKE MPUTHIYEHHS QPYHKIII] OAUXaHHS, OB’ I3aHe 3 JTIKyBaHHSAM
nperabaninoM. ITallieHTH 3 MOPYIIEHHAMHU OUXaHHS, 3aXBOPIOBAaHHAMHU OUXallbHOI abo
LIEHTPaIbHOI HEPBOBOI CUCTEMHU, HUPOK, ab0 TakKi, aKi mMpuiMaloTh iHIIi JTiKapCchKi
3aco0u, AKi npurHivyoTs ¢yHKLii ITHC, abo nauieHTH JTiTHHOTO BiKy MOXKYTb MaTH
BUIIIMYM PU3UK PO3BUTKY IIi€l TSIKKO1 MOOIYHOI peakiril. Y mallieHTiB I1iel rpynu Moxe
O0yTH HeOOXigHUM KOPEKIIisl MO3U.

CyiuuodasabHe Muc/ieHHs ma nosediHKd.




[MToBigoMIsANIM PO BUMAOKHU CYIIIMOATLHOTO MUCJIEHHS Ta IIOBEOiHKH y MAlli€HTiB, SKi
OTPUMYBAJIU JIIKyBaHHSA IPOTUEIIJIENITUYHUMU IpenapaTaMy 3 IPUBOOY II€BHUX
IMoKa3aHb. MeTaaHasi3 paHOIOMi30BaHUX I11alle00-KOHTPOJILOBAHUX AOCITiIXKEeHb
NPOTHENUIENITUYHUX IIpellapaTiB MOKa3aB He3HaYHe ITiABUILEHHS PU3UKY MOSIBU
CylllMOaJIbHOTO MMCJIEHHS Ta MOBEHiHKK. MexaHi3M BUHUKHEHHS IIbOTO PU3UKY
HEeBIJOMUY, a HasIBHI JaHi He BUKJIIOYAIOTh MOT0 iICHYBaHHSA Y pa3i 3aCTOCYBaHHS
nperabariny.

[Ticnsa Buxony mpemnapaTy Ha PUHOK MOBIOOMIIAJIOCS IIPO BUIAOKM CYIIMOAIBHOTO
MHUCJIEHHS Ta ITOBEIiHKU y IAlli€eHTiB, SKi OTpUMYyBaJsu mperabanin (OuB. po3min
«IToGiuHi peaxkiiii»). EmimeMionoriuyie mocnimXKeHHS 3 BUKOPHUCTAHHSAM OU3alHy
CaMOCTIMHOTI' O KOHTPOJIIO (IIOPiBHAHHSA IIEPiofiB IiKyBaHHS 3 nepiogamMu 0e3 JIiKyBaHHS
Y OKPeMOTro nallieHTa) IpPOaeMOHCTPYBasIo IIiABUIIIEHUY PU3UK HOBUX IIPOSIBIB
CcylluMmanbHOI TOBEMiHKY Ta JieTaJIbHUX BUMANKiB BHACIIIHOK caMOTy0OCTBa y IAlli€HTIB,
sIKi OTpuMyBasu nperabdariH.

IMTamierTaMm (Ta ocobaM, sAKi 3OiMCHIOIOTH OOTJISAN 3a IMalliEHTaMU) He0OXimHO
3BEPHYTHUCS 3a MEIUYHOIO JOIIOMOI'0I0 y pa3i MOsiBM O3HaK CYILUAaIbHOTO MUCJIEHHS
a6o noBeminku. [lalieHTH TOBUHHI mepebyBaTH ITi HATISAOM IIOAO0 IOSIBU O3HAK
CyllIMOaTbHOTO MUCJIEHHS Ta IIOBEOIHKY; CJIiJ PO3TISTHYTH MOXKJIUBICTh BiAIIOBITHOTO
JIIKyBaHHS. Y pasi cyinuaanbHOT0 MUCJIEHHS Ta ITOBEeOiHKU IMOTPIOHO PO3TISTHYTH
MOZKJIMBICTD BiIMiHU JIiKyBaHHS ITperabaaiHOM.

ITo2ipweHHs PYHKUIT HUXMCHIX 8100118 W/AIYHKOBO-KUWKOB8020 MPAKMY.

[Ticnsa Buxony mpenapaTy Ha pPUHOK IIOBINOMIIAJIN IIPO SIBUINA, [I0B'A3aH] 3
NOTipmeHHSM (QyHKIT1 HUKHIX BigHiiB IITyHKOBO-KUIIIKOBOT'O TPAKTy (HEMPOXigHICTH
KHMIIEYHUKY, IIapaJliTi4Ha HEeIPOXiTHICTh KUIIEYHUKY, 3al10pP) BHACIIAOK IPUNOMY
nperabaniHy pa3oM 3 JTiKapChbKUMHU 3aco0aMu, 1110 MOXKYTh CIPUYNHSITH 3alI0PH,
HaIpUKJiaj ONiOIHMMM aHalreTUuKaMmu. [Ipy KoMOiHOBaHOMY 3aCTOCyBaHHI
nperabasiHy Ta OMiOIMiB CIif BXKUTHU 3aXO0MiB OJis TpodiakKTUKU 3anopiB (0COOIMBO y
XKIHOK Ta Malli€HTIB JIITHHOTO BIKY).

OO0HoYacHe 3acmocyB8aHHs 3 onioidamu

PekoMeHOy€eThCsT 00epeXHICTh IPU NPU3HaYeHHi mperabaiHy ogHOYaCHO 3 OIlioimaMu
4yepes3 pU3UK BUHUKHeHHS npurHideHsasa QyHkiil ITHC (gus. po3gin «B3aemopmis 3
IHIIMMY JTiKapChbKUMH 3aco0aMu Ta iHIIi BUOW B3aEMOMIil»). Y mociaigXKeHHi BUIIaJI0K-
KOHTPOJIb 0Ci0, Ki 3aCTOCOBYIOTH OITiOIAY, MiABUIIIEHUN PU3UK JIETaTbHOCTI,
IMOB’sI3aHO1 3 omioigaMu, OyB y MAlIli€HTIB, SIKi OTPUMYBaJId Tepallilo nperadbaaiHoM
OOHOYACHO 3 OITi0IA0M, ITOPiBHAHO 3 TAKUM IIPU 3aCTOCYBaHHI JIMIIE OIiOlfiB
(ckopuroBaHe cniBBimHomeHHs mianciB [aOR], 1,68 [95 % [OI, 1,19-2,36]). Takuu
IMigBUIIEHUM PU3UK CIIOCTEPIraBcs MpU HU3LKUX Ao3ax nperadaniny (= 300 mr, 1,52



aOR [95 % [I, 1,04-2,22]) 3 TeHpOeHIIi€I0 00 30iMbIIIeHHS PU3UKY IIPHU BUCOKUX 103aX
nperabaniny (> 300 mr, 2,55 aOR [95 % I 1,24-5,06]).

HenpasusvbHe 3acmoCcy8aHHA, 3/108HCUBAHH A abo 3asexcHicmob

[Tperabanin MoxkKe BUKJIMKATHU JIIKapChKYy 3aJIe>KHICTh, HaBiTh IPU MOT0 3aCTOCYBaHHI B
TepaleBTUYHUX J03aX. [IoBigOMISAIOCS PO BUIaAKU 3JI0BXKUBaHHSA Ta
HeIIPaBUJIBHOTO 3aCTOCyBaHHSA. [TallieHTH 31 37I0BXKMBaAHHAM IICUXOAaKTUBHUMMU
peYoBHHaMHU B aHaMHe31 MOXKYTh MaTU BUILIMK PU3UK HEIPaBUJILHOTO 3aCTOCYBaHHS
nmperabainy, 37T0BXKHUBAHHS Ta 3aJIe2KHOCTi, TOMY TaKHUM IallieHTaM ITperabaiil ciifn
3acTOCOBYBaTHU 3 00epexkHicTio. [Tepinn HiXK nMpu3HadaTu nperadariiH, CJig peTeibHO
OLIIHUTY PU3UK HEIIPaBUJILHOTO 3aCTOCYBaHHS, 3JI0BXKMBaHHS ab0 3a1€KHOCTI.

3a cTaHOM IIalliEHTIB, IKi OTPUMYIOTH IIperabariiH, Clif CIiocTepiraTy OJjis BUSBIEHHS
CUMIITOMIB HETIPABUJIbLHOTO 3aCTOCYBaHHS IIperabdaniny, 3J7I0BXKUBaHHS abo
3aJIe’XKHOCT1, TAKUX SAK PO3BUTOK 3BUKaHHS, [I€PEBUIlIEHHS 03U Ta [IOBEIiHKa,
CIIpSIMOBaHa Ha OTPUMAaHH{ IIpernapary.

Cumnmomu 8i0OMiHU

Y mesikux mallieHTiB Micas NPUIIMHEHHS KOPOTKOCTPOKOBOI ab0 TpHBasol Teparrii
nperabasiHoOM cocTepiraaucs CUMIITOMHU BimMiHu npemnapaty. IToBimoMasinocs mpo
TakKi cuMmnTomMu: 6€3COHHSsI, TOJIOBHUM Oinlb, HYJOTa, TPUBOXKHICTh, miapes,
TPUITONOAIOHUY CUHOPOM, HEPBO3HICTL, memnpecis, 6inb, cymoMu, rineprigpos i
3allaMOpPOY€eHH, sIKi BKa3yIOTh Ha JIIKapChKy 3ajiekHiCcTh. [logBa CUMIITOMIB BigMiHU
ITicJIg IPUIIMHEHHS NpuiioMy nperabdaiiHy Moxe BKa3yBaTU Ha JIiKapChKY 3allIeKHiCThb
(muB. po3min «ITobiyHi peakiii»). [{to iHpopMaliito CiIif MOBIOMUTHU HAIliEHTY Mepern
IMo4YaTKOM Teparril.

A0 3acTocyBaHHs nperabasiny HeoOXigHO MPUNIUHUTH, PEKOMEHOYETHCA 11e poOUTH
IIOCTYIIOBO, IPOTATOM IfOHauMeHIIe 1 TUXKHSA He3aJIe’KHO Biff MOKa3aHHA (OWB. PO3Oia
«Crmocib 3acTocyBaHHS Ta O0O3U»).

CymoMu, 30KpeMa eniIeITUYHUMN CTaTyC Ta BEJIUKi CYJOMHI Halagu, MOXYThb
BHHUKATH IIiJl Yac Teparril nperabasmiHoM abo HEBOOB3i ITiCJIsA MOTO BiIMiHU.

Iani mjomo BigMiHu niperabainy miciig TPUBAJIOTO 3aCTOCYBaHHS BKa3ylOTh Ha Te, 110
YacTOTa BUHUKHEHHS Ta CTYIIIHb TAXKKOCTiI CUMIITOMIB BiIMiHM MOXKYTb 3ajiezKaTH Bif
OO3H.

Ernuepasonamis.

ExuedanonaTisa BUHMKala IIepeBaxHO y Malli€HTIB i3 CyIyTHIMU 3aXBOPIOBAHHSIMU,
III0 MOXKYTh COPUYMHATHU eHIlledasonaTiio.



2KiHKU penpo0yKmueHO020 8iKYy/KOHMpauenu,is

3acTocyBaHHS nperabdajiHy y mepuioMy TPUMeCTPi BariTHOCTI MOXKe COPUYUHSATH
3HA4Hi BpoaxkeHi medekTu y nnoaa. [Iperabarind He Cilim 3aCTOCOBYBaTH B Mepiof
BariTHOCTI, SIKIIIO KOPUCTD AJIS BariTHOI SBHO He IePEBUIIYE MOTEHUINHUN PU3UK OJIS
mopa. 2KiHKY penpoayKTUBHOTO BiKy MOBUHHI BUKOPUCTOBYBaTH e(PeKTUBHI 3acobu
KOHTpAIEeIIlil ITig yac miKyBaHHS (OUB. PO3M4iNn «3acTOCyBaHHS y Ilepiof BariTHOCTI abo
TOOyBaHHS TPYOOIO»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

2KiHKM penpooyKTHUBHOI'O BiKy/3aco0M KOHTpPAIENIIil [JIs 2KiHOK i YOJIOBiKiB.

2KiHkaM pernpoayKTUBHOIO BiKy CIJIii BAKOPHCTOByBaTHu e(peKTUBHi 3acobu
KOHTpAaUeIlil.

BaritHicTb.

IocnigXeHHs1 Ha TBapUHAaX CBIIUYUIIN IIPO PENPOOYKTUBHY TOKCUYHICTB.
Byno moka3saHo, 1110 rmperabail IIPOHUKAE Yepe3 IJIaleHTy IIypPiB.
[Iperabanin MoxKe IMTPOHUKATHU Yepe3 IJIalleHTYy JIIOOUHU.

OCHOBHI BpOI>K€eHi Bagy PO3BUTKY

IaHi CKaHOMHABCHKOTO 00CepBaIliiHOTO JoCTigKeHHsa Oinbin HixK Ha 2700
BariTHOCTEM, SIKi Imigmanucs BIIUBY Iperabdaniny y I TpuMecTpi, moka3asnu OinbIiry
MOMINPEHICTh OCHOBHUX BPOIKEHMX Ball PO3BUTKY Ccepeq MegiaTpU4YHOl MOIIYyJIAIil
(skuBO1 @00 MEPTBOHAPOMXKEHOI1), ITOPIBHSAHO 3 IIOIYJIAIIE€I0, IKa He OTPUMYyBaia
onpomineHHs (5,9 % npotu 4,1 %). PU3UK pPO3BUTKY OCHOBHUX BPOIAKEHUX Baf
PO3BUTKY Cepeq MediaTpu4HOl IOMyJIAllil, SKa HifggaBajacs BIIUBY nperabaniny y I
TpuMecTpi, OYB OeI0 BUIIUM MOPiBHSHO 3 MOMYSIIiE€I0, TKa He OTpUMYyBaJa
OIIPOMiHEHHS (KOPUTrOBaHMM KOe(illi€eHT MOINPEHOCTi Ta 95 % moBipyuii iHTEepBa:
1,14 (0,96-1,35)), i mOPiBHSAHO 3 IIONYJSAIi€I0, IKa MiggaBaiacs BIIJIUBY
nmamotpumxuny (1,29 (1,01-1,65)) abo gynokcetuny (1,39 (1,07-1,82)). AHanis
KOHKPETHUX BaJl PO3BUTKY IT0OKa3aB OiJIbIll BUCOKMU PU3UK BaJl PO3BUTKY HEPBOBOIL
CUCTEMH, OUel, POTO-IUIIbOBUX IIIJINH, BaJl PO3BUTKY CeYO0-CTaTEBUX OPraHiB, aje
uudpu 6ynu HeBeTUKUMU, a OILliHKM HeTOUYHUMHU. [Iperabanid He CJliff 3aCTOCOBYBaTH Y
Iepioj BariTHOCTI, SIKIIIO HeMa€ IBHOI HeOOXimHOCTI (SIKIITO KOPUCTH [JIST MaTepi SIBHO
MIePEeBUIIyE MOTEHIIMHUY PU3UK AJIS IIJIOHA).

l'ogyBaHHS I'PyOnio.




[Tpera6anin IpoHUKAE y TPyAHE MOJIOKO. BrinuB nperabariny Ha
HOBOHAPOIXKEHUX/HEMOBIIST HeBigfoMuii. HeoOXimHO MPUNHATHY PillleHHS ITPO
NIPUNIMHEHHS TPYOHOTO rogyBaHHA a00 IPUIIMHEHHS Tepalil nperabaniHnoM, 6epy4u oo
yBaru KOPUCThb TOAYBaHHS T'PYOOI0 OJI OUTUHU Ta KOPUCTh Tepallil O XKiHKH.

PenrpongykTuBHa MYHKITiS

Kniniuxi maHi mopmo BriiuBy nperabaniny Ha GepTUulIbHICT XKIiHOK BiiCyTHI.

[Tig yac KIiHiYHOTO OOCHIIXKEeHHS BIUIUBY IperabaiHy Ha PyXJIUBICTh CIIEPMaTO30iMdiB
30POBi MOOPOBOJIBLITI YOIOBIYOI CTAaTi 3aCTOCOBYBaIu nperabdarin y go3i 600 Mr Ha
noOy. ITicnst 3acTocyBaHHS IIpemapaTy OIPOTSIroM 3 MiCSIIiB 2KOOHOTO BIJIMBY Ha
PYXJIUBICTh CIEPMATO30iliB He BUSBIEHO.

HocnigkeHHs GepTUIILHOCTI IPOAEMOHCTPYBAJIO HasABHICTh HETATUBHOTO BIJIMBY Ha
pPenponyKTUBHY QYHKIIiI0 CaMOK IIypPiB Ta HasiBHICTh HEraTUBHOTO BIIJIMBY Ha
penponyKTUBHY QYHKIIIO Ta PO3BUTOK caMIIiB mIypiB. KimiHiuHa 3HAYYLUIICTh ITUX
pe3yiabTaTiB HEBiOMa.

30amHicmb 8nausamu Ha weuodKicmb pedkuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

[Tpera6amin MoXKe MaTH He3HAUYHUM abo IMOMipHUM BIIIUB Ha 3aTHICTL KepyBaTHU
TPaAaHCIOPTHUMHU 3acobaMu abo iHImmMMU MexaHi3Mamu. [Iperabanid MoXKe CIIPUYUHSITU
3allaMOpPOYEeHHS Ta COHJIMBICTh 1 TaKMM YMHOM BILJIMBATU Ha 3[aTHICTh KepyBaTHu
TPAHCIIOPTHUMH 3acobaMu abo iHImMMHU MexaHi3maMu. [lanieHTam ciif
peKoOMeHyBaTH YTPUMYBATUCS Biff KepyBaHHS TPAHCIIOPTHUMHU 3acobamMu, Bim poOoTHu
3i CKyIagHOIO0 TeXHiK010 abo Bif iHINIOI MOTEHIIiNHO HeOe3IIeYHOol OisiJIbHOCTI, ITIOKH He
CTaHe BimoMoO, YM BIJIMBAE IIe¥ TiKapChKUM 3aci® Ha IXHIO 3[MATHICTh M0 TaKol
OisIJIbHOCTI.

Cmocid 3acTocyBaHHsI Ta 03U

IMpenapart IIperamon npuiMaTH He3aJlesKHO Bif BXKMBaAHHS 1Xi.
IaHuM niKkapchbKuM 3acid Mpu3HavYeHU BUHSITKOBO OJIsSI IIePOPaIbHOTO 3aCTOCYBaHHSI.
Ho3u

Iiama3oH o3 ctaHoBUTH Bifg 150 mo 600 Mr Ha moOy. [1060By 03y PO3MOMOiNIATHA Ha
2 a6o 3 mpuriomu. [I1s1 3pyYHOCTi 3acTocyBaHHS 003 < 300 Mr Ha TpuUioM
PEeKOMEHYETHCS 3acTocoByBaTu [Iperamor, Karcynu no 75 mr, abo IIperapgor,
Karncynu no 150 Mr, abo nikapchKi 3aco0u 3 [Iil04010 PeYOBUHOIO IIperabdariH y
BiAIOBiZHOMY JO3yBaHHI.



HesponamuuHutl 6iab.

JIikyBaHHS nperadaniHoM HeoOXigHO po3mouyunHaTy 3 go3u 150 Mr Ha mooy,
po3nominuBIM i1 Ha 2 abo 3 npuiioMu. 3ajie’kHOo Big e(DeKTUBHOCTI Ta iHAUBigyanIbHOI
IIepeHOCUMOCTI ITpemapaTy 03y MoxKHa 30inbimutu o 300 Mr Ha o0y yepes 3-7 OHIB,
a 3a moTpebu - §o MakKcuManbHol Ho3u 600 Mr Ha goOy Iie yepe3 7 OHIB.

Eninencis.

JIikyBaHHS nmperadaliHOM MOXHa po3modYaTy 3 go3u 150 Mr Ha mo0y, po3nominuBLIIx il
Ha 2 abo 3 mpuiioMu. 3ayexkHO Bif e(eKTUBHOCTI Ta iHOMBiAyaTbHOI TePEeHOCUMOCTI
Impernapary Ao3y MoxKHa 30inbimuTu 10 300 Mr Ha o0y micis IepIIoro TUXKHSA
nmikyBaHHA. Ille yepe3 ouH TUXKOEHb H03Y MOXKHa 30iTbIIUTH 40 MaKCUMaJIbHOI -

600 Mr Ha go0y.

I'eHepasizosaHull mMpuBoMCHUU po31al.

ITo3a, IKy pPO3MOOinsiioTh Ha 2 abo 3 mpuiioMu, MoxKe 3MiHIOBaTUCS y Mexkax 150-600
MT Ha noOy. ITepioguyHO CJIif mepeolliHioBaTU HEOOXiAHICTh ITPOAOBXKEHHS JTIKYBaHHS.

JIikyBaHHS nperabaliHoM MOxKHa po3mnodaTy 3 go3u 150 Mr Ha moby. 3anexKHo Bif
e(peKTUBHOCTI Ta iHOUBiOyaIbHOI ITIEPEHOCUMOCTI IIpenapaTy J03y MoXKHa 30iTbIIuTH
no 300 Mr Ha go0y micyist MepIIoro TUXKHS ITpuiioMy. ITicss e ogHOTO TUXKHS
npuiiomy mnmperadaniny go3y MoxHa 30inbiuT mo 450 Mr Ha moOy. Ille yuepes3 ooguH
TUXKEeHb T03y MOKHa 30ibIINTHU A0 MakKcuMalbHol - 600 Mr Ha mo0Oy.

Qibpomianais.

PekoMeHpOoBaHa Ao03a [ JIikyBaHHSA ¢pibpomianrii cranoBuTh Big 300 mo 450 Mr Ha
noOy. JIikyBaHHS CJIil pO3MOYUHATH i3 3aCTOCYyBaHHSA 03U 75 MI 2 pa3u Ha Jo0y
(150 mr Ha Oo0y). 3anmexHOo Bif e(eKTHUBHOCTI Ta IIePEHOCUMOCTI, O3y MOXKHA
36inpiryBaTi 0o 150 Mr 2 pasu Ha mo6y (300 Mr Ha go0y) IIPOTSATOM OOHOTO TUXKHS.
[TamienTaM, oisa sKux 3actocyBaHHs Ao3u 300 Mr Ha o0y € HETOCTAaTHBLO
epekTUBHUM, MOXKHa 30iMbIINTH [M03y OO0 225 Mr 2 pa3u Ha o0y (450 Mr Ha mooby).
Xod4a iCHye mociifgKeHHS 3acTocyBaHHsa mo3u 600 Mr Ha o0y, MOKa3iB TOTO, IO
3acTOCyBaHH4 IIi€l mo3u Oyme MaTH OOOATKOBY IlepeBary, HeMae€; TaKoXK TakKa [03a
MaJia Tipmry mepeHocuMicTh. bepyun o yBaru mo3o3ajiexkHi mobiuHi peakirii,
3acTocyBaHHs go3 Buile 450 Mr Ha mo0y He pekoMeHnayeThcsi. Ockinbku [Iperamon
BHBOJUTHLCS TOJIOBHUM YMHOM HUPKaMHM, CJIil KOPUTYBaTH A03Yy IIpelapaTy malliEeHTaM
i3 mopyiieHHsAM GYHKIII HUPOK.

ITpunuHeHHs NiKYBAHHA Npe2abaliHOM.




BigmoBigHO mo cy4acHOI KIiHIiYHOI IPaKTUKU, TPUNUHSATY JIiKyBaHHS ITperabamiHom
PEKOMEHYETHCS IIOCTYIIOBO, IPOTATOM IIIOHAUMEHIIIE OJHOTO TUKHS He3aJIeXKHO Bif
ImokKas3aHb (ouB. po3min «OcobnuBi 3axonu 6e3meku» Ta «[100iUHi peakirii»).

IlauieHmu 3 HUPKOBOIO HedoCmamHicmio.

[IperabaniH BUBOOUTHCS 3 CUCTEMHOTO KPOBOOOITY Y HE3MiHEHOMY BUTJIAIL
TepeBaxkHO 3a paxyHOK eKCcKpelii HupkaMmu. OCKinbKu KiipeHc nmperabaiiHy mpsMo
IPOIOPILINHUU KITIipEeHCY KpeaTuHiHy (OuB. po3ain «®apMaKOKiHETUKAa»), 3MEHIIIEeHHS
OO3U OJIS HalliEHTIB 3 MOPYHIEeHOI0 QYHKIIEI0 HUPOK CIIif IPOBOAUTH iHAMBIAYaIbHO,

BiATIOBigHO A0 KiipeHcy KpeaTuHiHy (CLcr), sKui BU3HaA4YalOTh 3a GOPMYIIOIO:
1,23 x [140 — eix (poxrie)] x saca (x2)

CLer (eafxs) = - (% 0,85 d1q winox)
pieeNt Kpeaniiviny 8 niazvi xpogi (avoas /1)

[Tpera6amnin eeKTUBHO BUOASAETHCS 3 IIJIa3MU 3a [OIIOMOT 010 reMopianisy (50 %
nmpenaparty npoTsarom 4 roguH). [1714 nauieHTiB Ha reMopianisi mo6oBy no3y
nperabaniny ciig nimbupaTtH BigmoBimHo mo GyHKIII HUpoK. KpiM mo6oBoi go3wu,
ompa3y Miciisg KOXKHOI 4-TOAWHHOI Ipoliefypu reMofgianidy HeoOXimHO mpuiiMaT
OoAaTKOBY A03y mpemnaparty (AuB. Tabmuiio 1).

Tabmnuisa 1

Kopexk1ist mo3u nperabariHy BifmmoBimHO 10 QyHKITII HUPOK

3aranbpHa mo0OBa Jo3a nperabainy*

KrnipeHc KpeaTuHiHy Pexum
(CLcr) (mm/xB) [TouaTkoBa mo3a |MakcuMaibHa mo3a |SaCTOCyBaHHS
(Mr/mo0y) (Mr/mo0y)

- 60 150%+ 600 2 abo 3 pa3u Ha
ifelo)
2 abo 3 pa3u Ha

=30-<60 75%* 300%*
ifelo)

> 15 - < 30 25-50%* 150%* 1 abo 2 pasn ma
no0y

<15 25%* 7 5%* 1 pa3 Ha moby




IJogaTKoBa go3a IIiciisg reMofianisy (Mr) +

25%* 100** OmgHOpPa30BoO

* 3arajpHy H000BY mo3y (Mr/mo0y) CIIim po3minuTy Ha KilbKiCTh IPUMOMIB BimmoBigHO
IO PEXUMY 3aCTOCYBaHHS, 11100 OTPUMATH HEOOXimHYy mo3y (MT).

** Cnig 3acTOoCOBYBaTH mperabalriH y BigmoBimHil jrikapchKiit opmi.

ITauieHmu 3 ne4yiHK0O80H HedocmamHicmio.

II71s1 mallieHTiB i3 MeYiHKOBOIO HEJOCTATHICTIO HEOOXiIMHOCTI B KOPEKIIil 1031 HEMAE
(ouB. po3nin «PapMaKOKiHETHKA»).

3acmocysaHHsA nauieHmam AimHbo20 8iKy (8i0 65 pPokis).

[I71s1 malieHTiB JIITHHOTO BiKy Yepe3 MoripieHHs QyHKII1 HUPOK MoxKe OyTH moTpiOHUM
3MeHIIIeHHs 003U nperadaniny (ouB. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

Iimu.

Be3neka Ta eeKTUBHICTh 3aCTOCYBaHHSA nperadaniny OiTaM (BikoMm mo 18 pokiB) He
BCTaHOBIEeHi. HasiBHa Ha 11e# 4ac iHdopMallis HaBeJieHa B pPo3giiax
«®apmakonuHaMika», «®PapMakokiHeTuKa» Ta «I[1o6iuHi peakiii», omHaK, Ha OCHOBI
i€l indopMallil HeMOIKJIMBO HaZlaTU KOOHUX PEKOMEHAallill 100 OO3yBaHHS il
KaTeropil malieHTiB.

Ilepeno3yBaHHs

HavtuacTimumy mob6ivHUMHK peakIlisiMU y pa3i mepemo3yBaHHs nperadaninoM Oyiu
COHJIUBICTD, CIIJIyTaHICTh CBimOMOCTi, 30yI>KeHHS Ta HeCIoKii. TaKoX HaOXOOuIIu
IIOBIIOMJIEHHS IIPO CyAOMH. 3pigKa IIOBiAOMIISAIM IIPO BUIAAKU KOMU.

JIikysaHH s Tiepeno3yBaHHs nperadajiiHoOM MONsSTa€ y 3arajbHUX HOiITPUMyBaJIbHUX
3axoflax Ta 3a IMoTpeOdu MOozKe BKIIIOUATU remMopiani3 (muB. po3min «Cmocio
3aCTOCYBaHHS Ta [03u», Tabmuilsa 1).

ITo6iuni epexkTHn

Y kniHiuHIM TporpaMi 3 mocigXKeHHs nperadasiHy ¥oro oTpuMau IIoHazm
8900 nmamieHnTiB, 3 HUX 5600 - y4aCHUKM MOABIMHUX CIIINUX I/1a11e00-KOHTPOJIbOBAHUX
mocnigkeHb. HaltgacTimuMu noOiYHMME peakiisiMu Oyl 3allaMOpPOY€eHHS i



counuBicTh. [106iyHi peakiiii 3a3Buuait Oysu 1erkuMu abo IIOMipHUMHU.

B ycix KOHTPO/TbOBAHUX OOCIIAXKEHHIX MOKA3HUK BiMMiHU mperapaTy depe3 mobiuHi
peakirii craHoBuB 12 % cepepq mallieHTiB, AKi 3acTOCOByBanu mperabariH, Ta 5 % cepeq
MallieHTiB, sIKi oTpuMyBanu mniaiedo. HartgacTimumMu noO6iYHUMY peakilisiMu, 110
MIPU3BEJIM OO0 BUKJIIOYEHHS 3 TPYIIH 3aCTOCYBaHHSA nperabaiiny, Oynau 3ataMOpO4YeHHs
Ta COHJIUBICTB.

Huxxye HaBeneHi Bci moOiuHi peaxiiii, 1110 BUHMKAJIX YacCTillle, Hi2K IPU 3aCTOCYBaHHI
miane6o, Ta GinbIlle HiXK y OMHOTO HallieHTa; I1i mo0iuHi peakiiil 3a3Ha4eHi 3a
CHCTeMaMM OpraHiB Ta 3a 4aCTOTOI0: Ayke JacTo (= 1/10); gyacto (Big = 1/100 go

< 1/10); mHeyacTo (Big = 1/1000 go < 1/100); pigko (Big = 1/10000 go < 1/1000); nyxe
pimko (< 1/10000); yacTtoTa HeBimoMa (He MoxKe OyTHU OIliHeHa Ha OCHOBi HasgBHUX
OaHuX). Y KOXKHiM rpymni 3a 4aCTOTOI0 BUHUKHEHHS MTO00IYHi peaxkiiil mogaHo y MOPSAAKY
3MEHIIIeHH s IPOBIB.

3a3HaydeHi N0OiIYHI peakilil TaK0XK MOXKYTh OyTHU OB si3aHi 3 mepebiroMm OCHOBHOTO
3aXBOpPIOBaHHS Ta/ab0 CyIIyTHIM 3aCTOCYBaHHSM iHIIUX JIiIKapChbKUX 3aC00iB.

[Tig yac nmiKyBaHHSI HEBPOIIAaTUYHOTO OOJII0 IEHTPAIbHOI'O ITOXOIKEeHHS BHACIIiTOK
VIIKOOXKEHHSI CIIMHHOT0 MO3KY YacTOTa BUHUKHEHHS MOOIiYHUX PeaklIliii 3araiomM,
nmobiyHux peakirii 3 6oky LIHC Ta oco6muBO COHIUBOCTI Oyna migBUllleHOIO (OUB.
po3min «OcobIMBOCTI 3aCTOCYBAaHHSI»).

IomaTkoBi mo6iuHi peaxiiil, IPo SKi IOBITOMIISIIU ITiC/Is BUXOOY IIperabaiiny Ha
PHHOK, ITO3HAYE€HO KypCUBOM y rpadi «HacTtoTa HEBimoMa».

IrdexIril Ta iHBa3il

YacTo: Ha3o(apuHTIT.

KpoB i mimdbaTruyHa cucrteMa

HeyacTo: HEUTPOLIEHIA.

IMyHHa cucTtema

HeyacTo: rinepuyTiuBICTE.
Pigko: aHTiOHEBpOTUYHUY HaOPSK, alepridHi peakilii, aHadiakToigHi peaxkiiil.

MeTalbo1iyHi po31agyu Ta DOPYIIEeHHI TPpodiku

YacTo: migBUILIEHHS alleTUTY.

HeuacTo: BTpaTa aneTury, rinoriikeMis.



Tlcuxika

YacTo: eripopuyHUM HACTPiX, CIIyTaHICTh CBiHOMOCTI, APaTiBIUBICTh, Je30pi€HTAllis,
0e3COHHs, 3HUXKEHHS J1ibifmo.

HeuacTo: ramionuHaliii, maHiyHi aTaku, HECIIOKiM, 30yOKEeHHS, Jelpecisi, MPUTrHidYeHuu
HacTpil, IMigHeCeHU HaCTPiH, arpecisi, 3MiHM HaCTPOIO, AellepCcoHai3allis,
yTPyOHeHuM moOip ci1iB, maTONOriYyHi CHOBUOIHHS, MigBUINIeHHS JTi0imo, aHOpra3Mis,
amaris.

Pigko: po3ranbMoOBYyBaHHS, CylllUgaIbHe MUCJIEHHS Ta NOBEOiHKA.
YacToTa HeBioMa: JIiKapChKa 3aJIeXXKHICThb.

HepBoBa cucrteMma

Ily>Ke 4acTo: 3a1aMOpPOYEHHsI, COHJIUBICTh, TOJIOBHUU Oiflb.

YacTo: aTakcis, HOpyIIeHHSI KOOPOWHAIIil, TPEMOP, OAU3apTPis, aMHe3is, MOPyIIeHHS
naMm’siTi, IOPYIIEHHS yBary, IlapecTesis, rinecTtesisi, cejaTUBHUYN e(EKT, IOPYIIEeHHS
piBHOBAaru, jeTaprid.

HeyacTo: cuHKOIIE, CTyIIOP, MIOKJIOHifI, BTpaTa CBIJOMOCTI, ICUXOMOTOPHAa
rinepakTUBHICTH, OUCKiIHE3isd, IOCTypaJbHe 3allaMOPOY€EeHHS, IHTEHIIIMHUN TPEMOP,
HiCcTarm, MOpyIIeHHSA KOTHITUBHUX (PYHKIIiM, IIOPYIIEHHS IICUXiKHU, PO3/Iagyl MOBJIEHHS,
rinmopednekcis, rimepecTesis, BiTUyTTs IIeUiHHS, areB3is, 3arajbHe HE3OyKaHHS,
HaBKOJIOPOTOBAa I1apecTe3isi, MiOKJIOHYC.

Pigko: cymomu, mapocMis, TimokiHe3sis, gucrpadis, rinanresisi, 3a1eXHiCTb,
MO30YKOBHUU CUHIOPOM, CUHAPOM 3y04acTOro Kojieca, KoMa, Oenipii, eHlledarnomnaris,
eKCTpanipaMigHui CUHOpPOM, cuHApoM l'ilieHa-Bappe, BHyTpilllTHbOUEepelHa
rinmepTeH3is, MaHiaKa/lbHi peakilil, TapaHOIgHI peakiiil, po37Iagu CHY, TapKiHCOHI3M.

Opranu 30py

YacTo: HeUiTKICTh 30Py, OUILJIONisA, KOH IOHKTUBIT.

HeuacTo: BTpaTa nepudepuyHOro 30py, NOPYLUIEHHS 30Py, HaOpsSK ouel, nedheKTu
I0JI 30py, 3HUXKEHHS TOCTPOTHU 30pYy, OiJib B 04axX, acTeHomisA, (OTOIICis, CyXiCTh B
ouax, MigBHUIIleHE CIbO30BUIIEHHS, IIOOPa3HeHH o4Yeli, OedapuT, mMOpyIeHHS
aKoMofiallii, KpOBOBUIUB B OKO, CBiTJIO00sI3Hb, HAOPSK CiTKiBKU.

Pinko: BTpaTa 30py, KEpPaTUT, OCIIUJIONCisI, 3MiHa 30POBOT'0 CHPUNHATTS TTTUOUHH,
Minpia3, cTpabi3M, 30poBa SICKpaBiCTh, aHi30KOPisl, BUpa3KU POTiBKU, eK30(TanbM,
rmapasidy O4YHOro M’si3a, ipuT, KepaTOKOH IOHKTHUBIT, Mi03, HiYHa CIIiIoTa,



opranbMmornerisi, aTpodis 30poBoro HepBa, HAOPSAK AMCKa 30pOBOT0 HEPBA, IITO3,
yBeIT.

OpraHu CJIyxy i BeCTUOYISIPHUH amapart

YacTo: BepTHUTrO.
Heuacro: rinepaky3sif.

CeplieBo-CyOUHHA CHCTEMaA

Heuacto: Taxikapzis, aTpioBeHTpUKYIsIpHa O10Kafa Meplioro CTylneHs, CHHyCcOBa
OpaguKap[isi, 3acTiliHa ceplieBa HeJOCTAaTHICTh, apTepiajbHa TilOTeH3is, apTepianbHa
rinepTeH3sis, IPUILJIMBY, TillepeMis, BiOUyTTA X0JI0O4Yy B KiHIIBKaXx.

Pigko: momoBxkeHHs iHTepBany QT, cuHycoBa Taxikapfisi, CAHyCOBa apuTMis.

[ToogmHOKi: CMHyCOBa TaxiKap[isi, CHHycOoBa OpaguKaphis, CUHyCOBa apuTMi,
BiIUyTTA XOJIOAY y KiHITIBKaX.

YacToTa HeBimoMa: 3aCTiliHa ceplieBa HeJOCTaTHICTh, ITOJ0BXKeHH iHTepBany QT.

IInxanbHa CUCTEMa

YacTo: hapuHTOIapuHTeaaIbHUM Oifb.

HeuacTo: 3aguiiika, HOCOBa KPOBOTEeYa, KallleJib, 3aKJIaJeHIiCTh HOCa, PUHIT, XPOMIiHHA,
CYyXiCTb CITM30BOi 000JIOHKHY HOCA.

Pigko: HaOpsK nereHsb, BifUyTTs CTUCHEHHS B TOPJIi, JJapUHTOCIIa3M, allHoe,
aTesleKkTas, OpPOHXioJiT, ruKaBKa, GiOpo3 JIereHiB, IMO3iXaHHSs.

YacToTa HeBimoMa: HaOpSIK JIereHiB.

TpaBHUHI TPaKT

YacTo: 6J110BaHHS, HyOOTa, 3allop, J:[iapeﬂ, MeTeOpHu3M, 3AYTTA 2ZKHUBOTA, Cy'XiCTb y pOTi,
TaCTPOEHTEPUT.

Heuacto: racTpoe3odareasnbHa pedaioKCHa XxBopo0a, TinmepceKkpellisi CIMHU, opajbHa
rimecTesis, XOJIELUCTUT, XOJIeJIiTia3, KOJIIT, IIUIYHKOBO-KUIIIKOBa KPOBOTEYa, MeJIeHa,
HaOpsIK sI3MKa, peKTaJlbHa KpoBOTeYa.

Pigmko: acuuT, maHKpeaTUT, HaOpPsK sA3uKa, aucdarisi, apTo3HUM CTOMATUT, BUpPa3Ka
CTPaBOXO0.y, IepiofgoHTalbHUM abclec.

I'enaTobimiapHa cucTeMa




HeuacTo: nmigBuIlieHn# piBeHb NE4YiHKOBUX PEepMEHTIB*.
Pigko: XKOBTSAHUIIS.
Iy>Xe pigKo: IIe4iHKOBa HEeOOCTaTHICTh, rellaTUuT.

[IIkipa 1 migIIKipHa KJIITKOBHHA

YacTo: nposiexHi.

HewacTo: manynbo3He BUCUIIAHHS, KPOIIUB'SHKA, Tinepriapos, cBepOixkK, anoIellis,
CyXiCTb IIKipH, eK3eMa, TipCyTU3M, BUPa3KH IIKipHU, BE3UKYJI0-0yJIbO3Hi BUCUTIAHHS.

Pigko: cuagpom CTtiBeHCa-[I?KOHCOHA, TOKCUYHHUH eIlifepMaJIbHUU HEKPOJIi3,
XOJIOOHUM TIiT, eKcholiaTUBHUN IepPMAaTUT, TiXeHOIOHUN OepMaTUT, MeIaH03, Po3Jlagu
3 OOKY HIrTiB, meTexianbHi BUCUIIaHHS, TypPIlypa, IYCTYJIbO3Hi BUCUIIAHHS, aTpodis
IIKIpYU, HEKPO3 IIKIipY, IIKIPHI Ta DiAMIKIPH]I BY3JIUKHA.

KicTKOBO-M's130Ba CHCTEMaA Ta CIIOJIYHHaA TKdaHHWHa

YacTo: M’s130Bi cymoMu, apTpanrisa, 0inb y cruHi, 6i1b y KiHIliBKax, cna3Mu M’ s3iB IIui.
Heuacto: HaOpsk cyro6iB, mianris, nocinyBaHHs M’s3iB, Oi/b y 1K1, CKYTiCTh M’ S3iB.
Pigko: pabmomiomnia.

Hupku Ta cedyoBUOiibHA CUCTEMA

HeuyacTo: HeTpuMaHHA cedi, IU3ypis, anbOyMiHypis, reMaTypis, yTBOPeHHS KaMeHiB y
HUPKax, Heppur.

Pigko: HUpKOBa HEOOCTaATHICTH, OJIIrypis, 3aTPUMKa Cedi, rocTpa HUPKOBa
HEeJOCTaTHICTh, TJIOMEPYIOHEDPUT, HiETOHEPPUT.

PenponykKTHBHA CUCTEMA Ta MOJIOYHI 321031

YacTo: epeKTuibHa OJUCHYHKIIS, IMITOTEHITIA.

Heuacto: craTeBa guchyHKIIiSI, 3aTPUMKa €SIKYJIAIlil, AucMeHopesi, 0ilb y MOJIOYHUX
3aj103ax, JIeuKopes, MeHoparisi, MeTpoparis.

Pinko: ameHopesi, BUMiJIEHHS 3 MOJIOUHHUX 3a/103, 30i/IbIIIEHHS MOJIOYHUX 3aJ103,
riHeKkoMacTis, 1IepBiluT, 6anaHiT, emiguauMiT.

3arabHi po3jIagy Ta peakxllil y Miclii BBeOJeHHS




YacTo: nepudepryHuii HaOPSAK, HaOPSK, TOPYIIEHHS XOOU, afiHHA, BiTUyTTSI
CII'sIHIHHS, He3BUYalHI BiqUyTTs, HigBUIleHa BTOMJIIOBAHICTh.

Heuacto: reHepanizoBaHuil HaOPSK, HaOPSK 00IUYYS, BiIUyTTSI CTUCHEHHS Y TPYOSX,
0inb, mipekcis, crpara, 03H00, aCTeHis, BifuyTTs He3oy2XKaHHs, abcliec, 3anajieHHS
KUPOBOI TKAaHUHHU, Peakiiil POTOUyTIUBOCTI.

Pigko: rpaHysibOMa, YMUCHE 3allOisIHHS IITKOOM, 3a0UYepeBUHHUN (PiOpOo3, IIOK.

JIabopaToOpHi JOCTiOKEeHHS

YacTo: 30iIbIIIeHHSa MaCH Tija.

HeuacTo: 30inbIilieHHs PiBHS KpeaTuHPOCHOKiHaA3M B KPOBi, 30iJIbIlIeHHS PiBHS
TJIIOKO3M B KPOBi, 3MEHIIIEHHS KiTbKOCTi TPOMOOIIUTIB, 30i/bIlIEHHS PiBHS KpPeaTUHIHY
B KPOBi, 3MEHIIIEHH PIBHA KaJIlil0 B KPOBi, 3MEeHIIIeHHs Macu TijIa.

Pigko: 3MeHIIIeHHS PiBHA JTE€UKOLIUTIB Y KPOBI.

* 30inpllIeHHS PiBHS anaHiHaMiHoTpaHcdepa3u (AJIT) Ta acmapraTaMiHoTpaHcdepa3u
(ACT).

Y mesikux mallieHTiB Micas NPUIIMHEHHS KOPOTKOCTPOKOBOI ab0 TpHBasol Teparrii
nperabaniHOM cIocTepiraaucs CUMOTOME BimMiau. [ToBimoMIIsIiM Mpo Taki sSIBUIIA:
0e3COHHSI, TOJIOBHUM 0ilb, HYJOTa, TPUBOXKHICTD, Aiapes, TPUNONONIOHNM CUHOPOM,
HEPBO3HICTh, menpecis, 6inb, cymoMu, Tineprigpos i 3armaMopodyeHHs, Ki BKa3ylOTh Ha
¢izuuny 3anexHicTh. L0 iHpopMallito ciig TOBiIOMUTH MNAIlEHTY IIepeld II049aTKOM
Teparil.

IaHi oo BigMiHu nperaba’tiHy miciiss TPUBAJIOT0 3aCTOCYyBaHHS BKa3yIOTh Ha Te, 110
YaCTOTa BUHMKHEHHS Ta CTYMIiHb TSKKOCTi CUMIITOMIB BiIMiHU MOXKYTb OyTH
00303aJIE’KHUMMU.

Himu. ITpodink 6e3neku nmperabdaniHy, BCTAHOBIEHUN Y XOMi YOTUPHOX HOCIiIKEHb,
IIPOBEOEHUX 3 y4acTIO IefJiaTPUYHUX Ialli€eHTIiB 3 apliaJlbHUMU CyOOMHUMU
HamagaMH 3 BTOPMHHOIO reHepasisaliiero abo 6e3 Hel (12-TuxkHeBe OOCIiIKeHHs
epekTUBHOCTI Ta 6€3MeKHU y MalliEHTIB BikoM Bif 4 mo 16 pokiB, n=295; 14-neHHe
OOCITimKeHHs e(peKTUBHOCTI i 6e3IeKu y MalieHTiB BikoM Bif 1 micsais go 4 pokis,
n=175; gocnigxxeHHs PapMaKOKiHETUKHU Ta IIEPEHOCUMOCTI IMpenapary, n=65 Ta
BiIKpuTe OociimxeHHs 0e3meku TpuBaiicTio 1 pik, n=54), 6yB momiObHuM mo npodin:o,
SIKUM CIIOCTepiraBcs B AOCIIAXKEHHAX V JOPOCJINX Nali€HTiB 3 erminenciero. Haibinbm
MO PEHUMHU MOOIYHUMU SIBUIIAMU, III0 CIIOCTepiranuch y 12-TuKHEBOMY
OOCITimzKeHHi Teparil mperabaninoM, OyIu COHNIUBICTH, MipeKCis, iHpeKIIil BepxXHixX
OUXaJIbHUX IIJISAXIB, MiABUILEHHS alleTUTY, 301IbIIIeHHSA MaCH Tilla Ta Ha30(apuHTIT.



Ha#6inbIi momupeHUMY TOOIYHUMHY SIBUIIIAMHU, 1110 CIIOCTEPIraauch y 14-neHHomy
OOCIim»KeHHi Tepamil mperabdaninoM, OyIu COHNIUBICTE, iHPEKIIil BepXHiX guxalbHUX
IIISIXiB 1 mipekcis (quB. po3minu «Crocib 3acToCyBaHHS Ta OO3U»,
«®apmMakonrHaMika» Ta «PapMaKOKiHETUKA»).

IToBigOMJIEHHS IIPO MigO3PpIOBaHi MOOiYHi peakiril

[ToBimoMeHHs Mpo MOOiIYHI peakirii mmicss peecTpartiii TiKapchbKoro 3acody Mae
BaXJIMBe 3Ha4yeHHA. lle ma€ 3MOry IpOBOAUTU MOHITOPUHT CIiBBiIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi IIbOT'0 JTiIKapChKOro 3aco0y. MequyHuM Ta
dapmalieBTHYHNM ITPalliBHUKAM, a TaKOXK MallieHTaM abo IXHiM 3aKOHHUM
IMpeAcTaBHUKAM CJIil ITOBIHOMIISITH IIPO YCi BUIIaAKH ITiMO3pIOBaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMaTH30BaHy
iHpopMaLiiiHy cucTteMy (papMaKOHarasa4y 3a nocuinaHHAaM: https://aisf.dec.gov.ua.

TepMiH NpUIATHOCTI

Kancynu o 75 mr, 150 Mr. 2 pokHu.

Kancynu mo 300 Mr. 3 pokwu.
VYMoBM 30epiranus

B opuriHaibHiZ yIakoBIli Ipu TeMmiepaTtypi He Buime 25 °C.

30epiraty B HeOOCTYIHOMY [OJIS OiTeM MicCIIi.
Ynakoska

Kamnicynu mo 75 mr, 150 mr. ITo 10 kancyn y 6mictepi, mo 3 abo 6 6micTepiB y mayiri.

Kancynu mo 300 mr. ITo 10 kamcyn y 6micTepi, mo 3 6iicTepu y madviii.
KaTeropist Bignnycky

3a penemnTomMm.

BupooHuK

[Ty6miuHe akIilioHEpHE TOBapuCTBO «HayKoBO-BUPOOHUYMM 1IeHTP «BopIariBCbKuu
xXiMiKO-(papMalileBTUYHUYN 3aBOO».

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKXeHHsI HOTr o
IisIITHLHOCTI.



Vkpaina, 03134, m. Kuis, Byn. Mupy, 17.



