IHCTPYKIIA

IJISI METUYIHOT 0 3aCTOCYBaHHSA JIIKapChKOT0 3aC00y

OrPAHIA®

(OGRANIA)

CKn1ao0:
ditoua pevosuHa: mperabanin;
1 kamcyna mictuth 75 Mr, 150 Mr a6o 300 mr nperabariny;

0onoMidcHi peyosuHu: TAKTO3U MOHOTIApAT; KpoOXMaJllb KYKYPYA3SHUY; L[e/II0J103a
MIKPOKPUCTaIiuHa; TalbK;

CKyiam 000JIOHKHM KaICyyu 75 MT: XKeJaTuH, 3ajida okcun yepBouuit (E 172), Tutany miokcun (E 171);

ckiag o0oyonky Kancynu 150 Mr: xkemaTtuH, a3opy0iH, kapmoi3us (E 122), 3amisa okcup yopuuit (E
172), 3ani3a okcup yepBonuii (E 172), Tutany miokcun (E 171);

cknapg o0omonku Kancynu 300 Mr: xkenmaTuH, a30pyoiH, kapmoisus (E 122), ingurokapmin (E 132),
TUTany piokcup (E 171).

JIikapcbka ¢popma. Kamncynmu.
OcHoO8HI (pi3uKko-XiMiyHI 81acMuUBOCMI:

KaIICy/IM 110 75 MT: TBEpAa XeJlaTUHOBA KalCylla, DUIiIHOPUYHOI POpMHU, KPHUIIeYKa Ta KOPIIYC
KaIICYJIX CBIiTI0-pOKEBOT0 KOIhOPY. BMIiCT Karcynu - mopoIok Bif 6ioro mo mMaiixe 0i10ro Kobopy;

Karncynu no 150 Mr: TBepia XKelaTUHOBA Kalcysa, UAMIHAPUYHOL (popMU, KpUIlledyKa KalCylu -
POXKEBOT0 KOJIbOPY, KOpIyc - 6iy1oro Kombopy. BMicT Kancynu - opoIlok Bif 6iioro go mMaiixke 6imoro
KOJILOPY;

karncynu no 300 Mr: TBepaa xkKeJlaTHHOBA KallCylla, QUIIHAPUYHOI (GOPMHU, KpUIlledKa KarCyu -
KOPHUYHEBO-4ePBOHOT'0 KOJIbOPY, KopIyc - 6inoro Konbopy. BmicT Kamcynu - mopoIiok Bif 6inoro mo
Maiixke 0i7oro Konbopy.

®apMakoTepaneBTHYHA rpymna. [IpoTueninenTuysi 3acobu. [HIII IPOTHEMiNIeNTHYHI 3aco0H.
Kog ATX NO3A X16.



Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

Iitoya peyoBuHa nperabaiid € aHaJIOrOM raMMa-aMiHOMAacSHOI KuciToTH ((S)-3-(aminomeTnm)-5-
MeTHUITeKCaHOBa KHCJIOTa).

Mexani3Mm mii

[TperabariH 3B’3y€ThCS 3 JOIOMiKHOI0 cybomuHuIeio (a2-d-0i10K) moTeHIian3anekHIX KaIbI[iEBUX
KaHaJliB y [JleHTpaJibHili HePBOBil CUCTEMI.

Kniniyna ebekTuBHICTSH i Ge3neka

HesponamuuHuti 6iab

[Tpera0ariH € e)eKTUBHUM [JId TiKyBaHHS OiaOeTHYHOI HEBPOMATii, MOCTrepleTUYHOI HEBpaITil Ta
YIIKOMZKEHHS CIIMHHOTO MO3KY. EQeKTUBHICTh IpemapaTy Ipu iHIMX BUaX HEBPONATUYHOTO 60JII0
He BUBYAJIN.

[Tpera6anin BuBYanu y 10 KOHTPOIbOBAHUX KITIHIYHUX OOCTIIXKEHHAX TPUBaicTIO 10 13 THUXKHIB i3
PeXKUMOM [103yBaHHS IIpelapaTy 2 pa3u Ha fo0y Ta y HOCTiIKeHHSIX TPUBAICTIO 8 TUXKHIB 3
PexKUMOM [103yBaHHA IpemapaTy 3 pa3u Ha fo0y. 3aramom npodins 6e3neku Ta eHeKTUBHICTD AT
pexuMy mo3yBaHHSA 2 abo 3 pa3u Ha goOy Oyau momiOHNMHU.

Y nportieci KTiHIYHAX JOCTiIXKEeHb TPUBAJIICTIO 70 12 THXKHIB, KOnU nperabasiiH 3aCTOCOBYBaJIU [JIs
JIiKyBaHHS HEBPOIIATUYHOI0 0OJII0 TP YIIKOOKeHHi neprdepruyHoi Ta IleHTpalbHOI HEPBOBOI
cuctemu (IIHC), 3MeH1IeHHS 00JII0 CIIOCTEPiranocs micis Mepiioro THXKHSA Ta 30epiranocs mpoTATroM
yCBOTO IIepiofy JTiKyBaHHS.

Y mporieci KOHTPOIbOBAHUX KIIHIYHUX MOCIIIXKEHb 3 BUBUEHHS NepU(PepUYHOr0 HEBPOIIaTUYHOTO
6omo y 35 % martrieHTiB, sIKi 3acTocoByBanu mperabatiH, Ta y 18 % mariieHTiB i3 rpymnu mname6o
crocTepiranocs nmokpaineHHs Ha 50 % 3a Im1Kaso oKy 0oiio. Cepeql MallieHTiB, ¥ SKUX He
BUHUVKaJla COHJIUBICTh, TaKe MOKpalleHHs crocTepiranocs y 33 % nali€eHTiB, Ki 3aCTOCOBYBaJlU
nperabariH, Ta y 18 % martiienTiB i3 rpynu nnaue6o. Cepeq NalieHTiB, y SKAX BUHUKaa COHIUBICTS,
KiJIbKiCTh TaIli€HTIB, SKi BiONOBiNM Ha JiKyBaHHS, cTaHOBMIA 48 % y rpymi nperabaniny Ta 16 % y
rpymni mane6o.

Y npoiieci KOHTPOILOBAHUX KITIHIYHUX JOCiKeHb 3 BUBUEHHS HEBPOIATUYHOT0 00JII0 IIeHTPAIbHOTO
TIOXOMI2KeHHS y 22 % mMallieHTiB, gKi 3acTocoByBanu nperabain, Ta 'y 7 % manieHTiB i3 rpynu mnaue6o
crocTepiranocs nmokpaieHHs Ha 50 % 3a IIKaio OIMiHKY 607,

Eninencia

[logaTKOBe JiKYBaHHSA

[TperabaniH BUBYAH IIifl 4Yac TPbOX KOHTPOJIbOBAHUX KITIHIYHUX HOCTIXKEeHb TpUBalicTio 12 TUXKHIB 3
pexuMoM f103yBaHHA 2 ab6o 3 pa3u Ha H00y. 3aranoM npodins 6e3mneku Ta e(peKTUBHICTD IS
pexuMiB no3yBaHHS 2 Ta 3 pa3u Ha fo0y O6yiu mogiOHUMHU.

3MeHIIeHHs YaCTOTU CYAOMHUX HallafiB CIIOCTEPIrasocs Ha IepIIoMy TUXKHI.

IOitu. EdexTuBHiCTh Ta 6e3MeKa 3aCTOCYBaHHS Iperabainy SK IOMOMIXXHOTO 3aco0y IpH eminencii



Ouist miTed BikoM mo 12 pokiB Ta [ns migiTKiB He BcTaHOBJIeHi. [T00iuHi peakiiii, 1110 criocTepiraaucs B
IOCTiIKeHH] 3 BUBYEHHS (DapMaKOKiHETUKY Ta ITePEeHOCUMOCTI, 0 IKOT0 Oy/IK BKITIOYEH] MallieHTH
BikoM Bif 3 micsmiB 1o 16 pokiB (n=65) i3 mapIiaTbHUMU CYIOMHUMHU Hamagamu, 6ynu momibHi go
no0iYHUX peakiiyt y mopocnux. Pe3ynbraTu 12-TUKHEBOTO I11a1le00-KOHTPOJILOBAHOT'0 JOCITiIKEHH ST
3a ygacTio 295 mitei BikoM Big 4 mo 16 pokiB Ta 14-meHHOTO MIale00-KOHTPOIEOBAHOTO
IoCTimKeHHS 3a y4dacTio 175 miTew BikoMm Bifm 1 Micsisa o momopiie 4 pokiB, MeTolo gKux OyJia OlLiHKa
epekTUBHOCTI Ta 6e3meku nperabainy K JOmATKOBOI Teparil mapiiaJTbHUX CyIOMHUX HamafiB, Ta
BiIKPUTOT0 HOCTiXKeHHs Oe3meku TpuBanicTio 1 pik 3a ydacTio 54 miteit BikoM Bif 3 Micsanis go 16
POKiB 3 errifiencielo BKa3yloTh Ha Te, 110 TaKi MoOiuHi peakirii, SK mipekcis Ta iHekKIIii BepxHix
OVXaIbHUX LIJIAXiB, V AiT€U CIOCTEPIralThCS YacTillle, HiXK Y JOPOCTIUX MALli€HTIB 3 eIiNencieio (IuB.
po3minu «®apMaKokiHeTHKa», «Crocib 3acTocyBaHHS Ta fo3u» Ta «I100iuHi peakirii»).

Y 12-TuxHeBOMYy I1alle00-KOHTPOILOBAHOMY OOCIigKeHHi IiTsM (BikoM Bif 4 pokKiB o 16 pokiB)
npu3Haydany nperabatid no 2,5 Mr/kr/nody (Mmakcumym 150 Mr Ha mo0y), mperabartiH 1mo

10 mr/kr/moby (Makcumym 600 Mr Ha goOy) abo mmane6o. IIpuHaiMHi 50 % 3MeHINeHHS MaplialbHUX
CyIOMHUX Hamnafis, IOPIBHSHO 3 BUXITHUM pPiBHeM, criocTepiranocs y 40,6 % maljieHTis, AKi
oTpumyBanu nperabamnid y gosi 10 mr/kr Ha moby (p=0,0068 mopiBHsHO 3 mnane6o), 29,1 %
NallieHTiB, sIKi oTpuMyBanu nperabamnid y nosi 2,5 mr/kr/goby (p=0,2600 mopiBHsAHO 3 manebo), Ta
22,6 % THX, XTO OTPUMYBaB IIaiebo.

Y 14-gennoMy mnare60-KOHTPOIbOBAHOMY OOCIigKeHHi AiTsaM (BikoM Bif 1 micsis go momnopie 4
POKiB) mpu3Haydany nperadarsid 7 Mr/Kr/moby, nperabamnin 14 mr/kr/mo0y abo mnaiebo. MenianHa
noOoBa 4acTOTa CyIOM Ha BUXiIHOMY DPiBHi Ta Ha 3aK/IIOUHOMY Bi3UTi CKJlafana BignosigHo 4,7 i 3,8
miis mperabaniny B mo3i 7 mr/kr/mo0y, 5,4 Ta 1,4 ons nperabaniny B m§o3i 14 mr/kr/mo6y ta 2,91 2,3
nns mane6o. TIperabamnin y mo3i 14 mMr/kr/mo6y 3Ha4HO 3MeHIyBaB J0rapudMidyHO IEPETBOPEHY
YacTOTYy MapIlialbHUX CYIOMHUX HallafiB y MopiBHSHHI 3 manebo (p=0,0223); nperabamnin y nosi 7
Mr/Kr/mo0y He IPOIeMOHCTPYBaB IOKpPAIeHHS MOPiBHSAHO 3 maiebo.

MoHoTepamnis (Ias DalieHTiB 3i M0MHO OiarHOCTOBAHUM 3aXBOPIOBAHHSIM

[TperabarsiH BUBYAJIU y MPOIECi OMHOT0 KOHTPOIBOBAHOTO KITIHIYHOTO HOCITiIKEeHHS TPUBAJIICTIO 56
TUXKHIB i3 pexKHMOM H03yBaHHS 2 pa3u Ha fo0y. [Iperabamnin He gocsr 6inbiioi epeKTUBHOCTI
TIOPiBHSHO 3 TaMOTPUAXKUHOM, 3TigHO 3 OI[IHKOIO Yepe3 6 MicslliB KiHI[eBOl TOUKH - BiICYyTHICTb
CymoMHUX HamafiB. [Iperabarid Ta 1aMOTPUIXKUH Oy OGHAKOBO Oe3neYHUMU Ta go0pe
IIePEeHOCHUITUCS.

I'eHepanizosaHull mpusoXcHUl po31ad

[TperabariiH BUBYABCS Yy MPOIIECI IECTH KOHTPOJIbOBAHUX JOCIIi?KeHb TPUBAJIICTIO 4-6 TUXKHIB, y
IIPOLIeCi OOHOTO0 [OCiAXKEeHHS TPUBAJICTIO 8 TUXKHIB 3 Y4aCTIO MAlli€HTiB TITHHOTO BiKy Ta OMHOTO
IOBTOTPUBAJIOTO JOCTIIXKEHHS 3 BUBUEHHS IPO(ITaKTUKY PEIUANBY i3 6-MiCIYHOI0 MOABINHOIO
crinoro $ha3oio.

[TonmerieHHs CUMIITOMIB FeHepasli30BaHOTO TPUBOXKHOIO PO3/1afy BiAMIOBIAHO [0 WIKanu ['aMinbTOHA
st ouinky TpuBoru (HAM-A) criocTepiranocst Ha IMepIIoMy THUXKHI JTiKyBaHHS.

Y nporeci KOHTPOILOBAHUX KIiHIYHUX AOCIIIXKEHDb (TpUBaicTio 4-8 TuXKHIB) y 52 % MallieHTiB, IKi
3aCTOCOBYyBaIH perabarid, Ta y 38 % matieHTiB i3 rpynu mnaiebo crocTepiranocs moKpalleHHs Ha
moHauMeHnIre 50 % 3aranbHOro MokasHuka HAM-A Big BUXigHOTO PiBHS [0 KiHIIEBOI TOYKM.

[lig 4ac KOHTPOJIbOBAHUX JOCIIIAXKEHb PO HEYITKICTh 30Py YacCTillle ITOBIJOMIISAIN IallileHTH, SKi
3aCTOCOBYBaJIM IperadarliH, MOPiBHSAHO 3 MallieHTaMH, SKi oTpuMyBasu mianebo. YV 6inburocTi



BUTIAKIB ITe SIBUIIE 3HUKAJIO IIPY IOCTIMHOMY 3aCTOCYBaHHi mpemnapaty. OdbTanbMONoTivHe
o0cTexkeHHs (Y TOMy YKCIIi IepeBipKa rOCTPOTH 30py, hopMasibHa IepeBipKa moss 30py Ta
OOCIiKEeHHSI OYHOTO [HA MPU PO3LIMPEeHil 3iHuIli) npoBoaunocs y moxHan 3600 malieHTiB mig 9ac
KOHTPOJIbOBaHUX KIIIHIYHUX AOCHiAXKEeHb. Cepeql KX MallieHTiB TOCTPOTa 30py noripmmunaca y 6,5 %
TIallieHTiB, SIKi 3aCTOCOBYBaIM peradariH, Ta y 4,8 % nauieHTiB i3 rpynu miare6o. 3MiHU OIS 30py
BUSBJIEHO ¥ 12,4 % mallieHTiB, sKi 3acTocoByBasnu mperabatiH, Ta B 11,7 % mnauieHTiB i3 rpynu
nyane6o. 3MiHM OYHOTO AHA BUABIEHO y 1,7 % MallieHTiB, gKi 3acTocoByBanu nperabarid, Tay 2,1 %
nalieHTiB i3 rpymnu nname6o.

dibpomianais

EdekTuBHicTs mperabaniny 6ya BCTaHOB/IEHa B OTHOMY 14-THXXHEBOMY IIOABIHOMY CIIinoMy
n1a1e60-KOHTPOJIbOBAHOMY MYJIbTHUIIEHTPOBOMY HociimxkeHHi (F1) Ta B ogHOMY

6-THXKHEBOMY pPaHAOMi30BaHOMY HOCHigKeHHi BigMiau (F2). o 1iux gociigkKeHs 3anydanucs
NallieHTH 3 JiarHo30M «(}ibpoMianris» Ha OCHOBI KpuTepiiB AMepPUKaHCHKOTO KOJEOKy PEeBMaTOJIOTil
(mommpenu#t 6imb MPOTATroM 3 MicAIliB B aHaMHe3i Ta 0inb, HassBHUM B 11 yu Ginbiue 3 18
crenudigHX 60THOBUX TOYOK). [[OCTiIKEHHS MPOIEeMOHCTPYBAIX 3HUKEHHS 00J110 3a Bi3yasIbHOIO
aHaJIOT0BOIO IMKaso. [TokpaleHHs: 4ogaTKOBO 0YJI0 IPOOEMOHCTPOBAHO 3a 3arajIbHOI0 OI[iHKOIO
nallieHTa Ta 3a ONMUTYBAHHAM ILIOMO0 BILIUBY (pibpomianrii.

Oitu. Byno npoBemeHo maied0-KOHTPOJIbOBAHE NOCIiIXKEeHHS TPUBAMICTIO 15 THXKHIB 3a
yuacTio 107 miteit Bikom 12-17 pokiB i3 pibpomianrieto, siki 3acTocoByBanu mnperabamni y
no3i1

75-450 mr Ha moOy. 3a pe3yiabTaTaMU OLIIHKM IEPBUHHOI KiHIIEBOI TOYKYM e(PeKTUBHOCTI
(3MiHa 3arajbHOI iHTEHCUBHOCTI 607110 Big 6a30BOT0 PiBHS M0 THXKHS 15; po3paxoBaHO 3a
norioMoroio 11-0anbHol KAy OIiHIOBaHHS) Oy710 MPOOeMOHCTPOBAaHO YK CEIbHO Bifblile
IIOKPAIIeHHST CTaHy IalliEHTIB, sIKi 3aCTOCOBYBaIu IperadarliH, MOPiBHSAHO 3 MalliEHTaMH, SIKi
npuiiManu 1mnaie6o, ane 1e IOKpaILleHHS He JOCATIIO CTATUCTUYHOI 3HAYYIIIOCT.
HaitgyacTimumu noGivyHUMY peakiliiMu, SIKi CIIOCTepiraaucs y KIIHIYHUX JOCTiIXKeHHIX,
Oynu 3alaMOpOYeHHs, HYOOTa, TOJIOBHUM 0iftb, 30iNbIIIEHHST MACH Tilla Ta CTOMJIIOBAHICTh.
3aranpHuY Ipodins Oe3neku y miAiTKiB OyB NOAIOHMM [0 TAKOTO Y JOPOCIINX i3
dhibpomMianrieto.

dapmakokiHemuka.

dapMakOKiHeTHYHI TOKa3HUKY IIperabasidy y piBHOBaXKHOMY CTaHi Oynu NoniOHUMU Y 300POBUX
noOpPOBOJIBLIIB, MTAIIEHTIB 3 EMiNIeNCi€l0, SKi 3aCTOCOBYBaIN IPOTUEMINIENITUYHI TpenapaTy, Ta
TIALEHTIB i3 XpoHiYHUM GoJTeM.

AGcopbiis

[Tpera0ariiH IIBUAKO BCMOKTYETLCS IIPU IPUHOMI HaTIIE i Jocarae MaKCHUMaJIbHOI KOHI[eHTpallil y
ma3Mmi Kposi (C,,,) IpoTsroM 1 romwHY Iic/s OGHOPA30BOI0 Ta 6araTopa3oBOr0 3aCTOCYBAHHS.
Po3paxoBaHa 6iofioCTynHICTh Tperadariny pu nepopajsbHOMY 3aCcTOCyBaHHiI cTaHOBUTH 90 % i
Oinbinie Ta He 3a/1eXKUTh Bif mo3u. [Ticisa 6araTopa3oBOro 3aCTOCYBAHHS PiBHOBAaXKHUW CTaH
mocsATaeThes yepes 24-48 roguH. lIBUAKICTE BCMOKTyBaHHS Iperabaniny 3HUKYETHCS IIPU
OTHOYACHOMY 3aCTOCYBaHHi 3 1Kel0, I0 IPU3BOAUTH 10 3MeHIneHHs C,, TPUOIN3HO Ha
25-30 % i mOOBXKEHHS Yacy [AOCITHEHHS MaKCUMaJlbHOI KOHIeHTpaii (t,,,) TpuOIu3HOo Ha

2,5 roguHu. OpHaK npuiioM nperabaniHy OfHOYACHO 3 i7Kelo He MaB KJIiHiYHO 3HAUYIIOT0 BIJIUBY Ha
CTyMiHb #oro abcopouii.



Posnmopin

IokniHiuHI JOCTigXKeHHs II0Ka3ajy, 1o nperabaliH MpoHUKae Kpi3k reMaToeHnedaniyauii 6ap’ep y
mypiB, Muiiel Ta MaBI. [IperabasiH TaKOXK MPOHUKAE KPi3b IIALEHTY B IIyPiB i BUAINSIETHCS Y
MOJIOKO IIypPiB y mepiof akTallii. Y moguHu ysaBHUM 00’'€M po3mofiny nperabatiny micis
IIepOPajIbHOTO 3aCTOCYBaHHS CTaHOBUTH Mpubau3uo 0,56 n/kr. [Iperabanin He 3B’A3y€ThCS 3 OiNKaMu
IIJIa3MHU KPOBI.

Mertabonizm

Y miopunu nperabariid 3a3Hae He3HaYHOTro MeTaboniamy. [Ticis BBeleHHS MO3U PaflioaKTUBHO
MiyeHoro nperabaniny mpubnu3Ho 98 % pafioakKTHBHUX PEYOBUH BUBOMUTHCS 3i cedero y BUTIISAOL
He3MiHeHOTo nperabaniny. N-MeTu/IboBaHUM iepuBarT rperabaiiHy - OCHOBHUY MeTaboJIiT
npernapary, IKui BU3Ha4aBcs y cedi, - ctraHoBuB 0,9 % Bifg BBemeHol go3u. Ilig yac JOKITiHIYHUX
OOCIiIXKeHb pallemi3alii S-eHaHTioMepy nperabaniny B R-eHaHTioMep He BimOyBaocs.

BuBeneHHda

[TperabariH BUBOOUTHLCS 31 CUCTEMHOT'0 KPOBOOGITy B HE3MiHEHOMY BUTJISII IIEpEeBakHO 3a PaXyHOK
eKckpellil Hupkamu. CepefHill mepiof HaliBBUBeeHH IperadasiHy CTaHOBUTD 6,3 TONUHH.
[Tna3MoBul Ta HUPKOBUY KIIipeHC IIperabaiiHy IpsMo MPONOPLiKHi KIipeHCy KpeaTHHIHY (OUB.
po3pin «®PapmakokineTrka. HUpKOBa HEIOCTATHICTE»).

[TarmienTtaM i3 mopyieHHEIMU QYHKIII HUPOK abo mallieHTaM Ha reMofiani3i HeoOXimfHO KOPUTryBaTu
mo3u mpemnapary (quB. po3min «Crmocib 3acTocyBaHHS Ta Ho3u», Tabmuis 1).

JIiHIMHICTL/HeMHINHICTD

dapmakokiHeTHKa Iperabainy € TiHINHOO [ BChOT0 PEKOMEHI0BAHOT0 [iala30Hy A03.
Bapia6enbHicTh hapMakoKiHeTUKY IperabaltiHy cepef malieHTiB Hu3bKa (MeHIe 20 %).
dapmakokiHeTrKa 6araTopa3oBUx 003 € nependauyBaHO0 Ha OCHOBI JaHUX, OTPUMAHUX IIPU
BBe[IeHHi 0qHOPa30BOi M03u. TaKUM YMHOM, HEMAE MOTPeOH y MIaHOBOMY KOHTPOJIi KOHIIEHTpaIlil
nperabaiHy B IJ1a3Mi KPOBI.

Crath

PesynbraTy KITiHIYHUX OOCIIAXKEHD CBITYaTh IIPO BiACYTHICTH KIIIHIYHO 3HAUYYIOr0 BIJIUBY CTATi Ha
KOHIIeHTpallito mperabasiHy B 1a3Mi KpOoBi.

HupkoBa HEIOCTATHICTh

Krnipenc npera6aniny mpsiMo IponopLiiHui KiipeHcy kpeatuHiny. Kpim nporo, npera6arnin
e(eKTUBHO BUAAJISETHCA 3 IIJIa3MHU KPOBI 3a JOIIOMOTOI0 reMofiani3y (micnis 4 roguH reMofianisy
KOHIIeHTpallig nperabasiny B 1m1a3Mi KpoBi 3MeHIIyeThcs Tpubu3Ho Ha 50 %). OCKinbKY BUBEIeHHS
HUPKaM¥ € OCHOBHUM IIIJISXOM BUBE[EHH [Ipernapary, laluieHTaM i3 HUPKOBOK HeJOCTAaTHICTIO
HeoOXigHO 3HMXKYBATH 03y IIPeraparTy, a Micjs reMogianisy mpuiMaTy JOOATKOBY 03y (IUB. PO3MIin
«Croci6 3acTocyBaHHS Ta HO3u», TaOmuIs 1).

[TeyinKOBa HEIOCTATHICTD

CrernianbHi focTigXKeHHS (papMaKOKIHETUKY 3a y4aCTIO Nalli€HTiB i3 MeYiHKOBOK HEOCTATHICTIO He
npoBoamnuck. OcKinbKu nperadasiH He 3a3Ha€ 3HAYHOT0 MeTabo0JI1i3My Ta BUBOIUTHCS 3i Cedero
TIepeBaXKHO B HE3MiHEHOMY BUTJISIAI, MaJIOMMOBipHO, 11100 MOPYIIEeHHS QYHKINI Me4iHKKU MOTJI0 3HAYHO



BIIJIUBaTH Ha KOHIIEHTpalio IperabatiHy B Ija3Mi KPOBi.
iTm

dapmakokiHeTHKY IperabaiHy olliHIOBalIM 3a y4acTIo OiTeH 3 erinencieio (BikoBi rpymu: Big 1 mo 23
MicsuiB, Bif 2 7o 6 pokiB, Bix 7 go 11 pokis i Bifg 12 mo 16 pokiB) mpu 3aCTOCYyBaHHI 103

2,5 mr/kr/mo6y, 5 Mr/kr/goby, 10 mr/kr/mo6y Ta 15 Mr/Kr/mo0y y mpoueci qociimKeHHs
(hapMakKOKiHETUKY Ta I€PEHOCHUMOCTI.

[Ticrst mepopanbHOTO 3aCTOCYBaHHA Iperabainy AiTsAM HaTie 4ac mocsarHeHHs C,, OyB y 1inomy
aHaJIOTIYHUM Y BCiX BIKOBHX I'pynax i cTaHOBUB Bif 0,5 TOguHU [0 2 TOOUH MIiCIA IPUAOMY.

3nauenHs C,,, i IO i KPUBOIO 3a/Ie3KHOCTI KOHIeHTpalii Bifg 9acy (AUC) mperabaniny 3pocTaiu
TiHINHO 31 30ibIIeHHSAM 03U B KOXKHIiM BiKOBil rpymi. Y miTel 3 Macoio Tina o 30 kr 3HaueHHT AUC
oymu HuRYuME Ha 30 %, 110 06ymMoBiieHo 30inbieHHSIM Ha 43 % KIIipeHCy, CKOPUTOBAaHOTO 3a Macol0
Tijla, y UX NAaLi€HTIB ITOPIBHAHO 3 NallieHTaMu 3 Macor Tina = 30 KT.

Kinnesui nepion HaniBBUBeneHHs perabaliHy CTaHOBUB y CepelIHbOMY MPUOIN3HO 3-4 TONUHU Y
aiTeu BiKOM [0 6 pOKiB Ta 4-6 rOOUH - y OiTed BIKOM Bif 7 POKIB.

Y npoueci nonynAninHOTro papMaKoKiHETUYHOTO aHasi3y 6yJ0 MoKa3aHo, 10 KIIipeHC KpeaTuHiHy
OyB 3HAUYIIOI0 KOBapiaToO /s KIIipeHCY IepopaabHOoro nperabarsiny, a Maca Tina Oyna 3Ha4yIIo0
KOBapiaToio [jig YIBHOTO 00’€MY PO3MOMiNy IepopanbHOTo Imperabatiny, i nei 38’130k 6yB
aHAJIOTIYHUM Y AiTel i JOPOCIUX Malli€HTIB.

dapmakoKiHeTUKY Iperabainy y maiieHTiB BikoM g0 3 MicSIliB He BUBYAJHU (IUB. PO3MAiNK
«PapMmakoanHaMmika», «Crocib 3acTocyBaHHS Ta f03u» Ta «[106idHi peakItii»).

[IalieHTy JIITHLOrO BIKY

Knipenc nperabaniny Mae TeHOEHIIiI0 10 3MeHIIIeHHs 3 BikoM. Take 3MeHIIIeHHS KITipeHCy
nperabaiHy Ipu H0ro 3aCTOCYBaHHi TepopajbHO Y3TOOKYETHCSA 31 3MEHIIEHHSIM KIIipeHCy
KpeaTHuHiHy, 0B’ 13aHUM 3i 30inbieHHSIM Biky. [TarieHTaMm i3 mopyieHHIMA QyHKII HUPOK,
TIOB’SI3aHUMU 3 BiKOM, MOxKe OyTu moTpiOHe 3MeHIeHHs 103U mperabaniny (guB. po3min «Cmocio
3aCTOCYBaHHS Ta [03W», Tabmuis 1).

[Tepion rogyBaHHS TPYALIO0

dapmakokiHeTHKY IperabaiiHy Ipu 10T0 3aCTOCyBaHHi y f03i 150 Mr koxkHi 12 rogus (mo6oBa go3a
300 wmr) onintoBanu y 10 XiHOK, fKi rogyBaiu Ipynalo, IoHaUMeHIle yepe3 12 TUKHIB IicJId [OJIOTiB.
TomyBaHHS IPYOI0 He BIIUBAJIO a00 Majo He3HAYHUI BIIMB Ha (papMaKoKiHeTUKY mperabainy.
[TperabariH MOTPAIIgB y TPyaHEe MOJIOKO, IIPYU LIbOMY MOT0 CepefHi KOHIIeHTpallil B piBHOBaXKHOMY
CTaHi cTaHOBUIM IPUOIKU3HO 76 % KOHIIEHTpallil y m1a3Mi KpoBi MaTepi. Po3paxoBaHa go3a, SIKy
OTPUMY€E HEMOBJIS 3 TPYAHUM MOJIOKOM (IIPU CEPEIHbOMY CIIOKMUBaHHI Moioka 150 mi/kr/mo0y) Bif
JXKIiHKY, gKa npuiiMae mperabarnid y go3i 300 mMr/moby abo y MakcuManbHii 103i 600 mMr/mo0y,
craroButh 0,31 abo 0,62 mr/kr/mo0y BigmoBimHO. LIi po3paxoBaHi 103U CTAHOBIATL TPUOITU3HO 7 %
3arasbHol 060BOI 1031 MaTepi B mepepaxyBaHHi Ha MijlirpaMm Ha Kijlorpam.

Kniniuni xapakKTepuCTHKH.

IToka3auns.



HesponamuuHuti 6iab

I[Ipenapat Orpanis® Dpu3HAYaTH AJIs JIiKyBaHHS HEeBPONATHYHOr0 GOJII0 Y JOPOCIHX IIPH
VIIKOIKeHHi nepudepuyHoi Ta IeHTPaIbHOI HEPBOBOI CUCTEMH.

Eninencis

[Ipenapat Ol"paHiH® [IpU3HAaYaTH AK JOLATKOBY Tepallilo IaplialbHUX CYOOMHUX HAIaLis i3
BTOPUHHOIO reHeparidalieio abo 6e3 Takoi y TOPOCTIHUX.

I'eHepasnizosaHulli mpusoXcHuUll po31ad

I[Ipenapat Orpanis® Dpu3HAYaTH OJIS JIIKyBaHHS TeHepali30BaHOro TPUBOXHOIO PO3Nafy ¥
NOPOCTIHUX.

dibpomianais.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTH [0 Ail040l peuoBUHU ab0 [0 Oyab-IKOi 3 HOMOMIXKHUX PEYOBHUH IIpernapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Ockinbku nperabariiH eKCKpeTYEThCS ITepeBaxkHO Y He3MiHEHOMY BUTJIAMI 3i cedelo, 3a3Ha€E
HEe3HAYHOTo MeTabo/Ii3My B opraHi3Mi moguau (MeHIe 2 % m03u BUTINISIETHCS 3i CeUelo y BUTISAMI
MeTabo7iTiB), He iHTi6ye in vitro MeTabomi3M iHIIKX penapaTiB i He 3B’3yeThCs 3 OinKaMu MIa3Mu
KPOBi, TO MaJIOMMOBIpHO, 110 ITperadajiid Moxe CIPUYUHATH (hapMaKOKiHETUUHY B3aeMOi0 abo OyTu
00’€KTOM Takol B3a€EMOLIl.

LlocaidxceHHA in vivo ma nonyasauiuHul (papMakokiHemuyHul aHani3

Y mocnimKeHHSX in Vivo He CIIOCTepiranu 3HaYyu[ol KIiHigHOI papMaKOKiHETUYHOI B3a€MOZIl MixX
nperabariHoM i peHiTOiHOM, KapOaMa3emiHOM, BaJbIIPOEBOIO KHUCIIOTOIO, JJAMOTPUIXKHUHOM,
rabarneHTHHOM, JI0pa3enaMoM, OKCUKOOHOM a0o eTaHonoM. [TonynsaniiiHui ¢hapMaKoOKiHETUUHUN
aHaJli3 1mokasas, 10 IepopaibHi npoTufiabeTH4Hi 3acobu, OiypeTukH, iHCymiH, peHobapbitan,
tiarabiH Ta TomipamMaT He MalOTh K/IiHIYHO 3HQYYIIOT0 BIUIMBY Ha KJIipeHC Imperadariny.

ITepopasavHi KOHMpauenmueu, HopemucmepoH ma/abo emuHisecmpadio

OnHouacHe 3aCTOCyBaHHA IperabaiHy 3 TepopaJbHUMU KOHTpalleITUBaMU, HOPETUCTEPOHOM Ta/abo
eTHHiIeCTpagiosoM He BIUIMBA€E Ha (hapMaKOKiHETUKY PIBHOBAXKHOTO CTaHy KONHOTO 3 IIpernapariB.

Jlikapcuki 3acobu, w,o 8njiusaroms Ha LIHC

[TperabarsiiH MoXe IIOCUJIUTH [Iif0 €TaHOJy Ta JIopa3enaMy. Y Ipolleci KOHTPOIbOBAHUX KITIHIYHUX
IOCIIiXXKeHb ONHOYaCHe BBeleHHS OaraTopa30oBUX IIepopasibHUX 103 IperabaiiHy 3 0KCUKOJOHOM,
nopasenaMoM ab0 eTaHOJIOM He IIPU3BOMAXIIO OO KTiHIYHO 3HAUYIIOTO BIUIUBY Ha QYHKIIIO0 DUXaHHS.
[Ticns Buxomy npenapaTy Ha PUHOK IIOBIJOMIISNIOCS PO BUHUKHEHHS OWXalbHOI HEIOCTaTHOCTI,
KOMHU Ta JIeTaJibHi BUTIAAKHY Y Malli€eHTiB, gKi mpuiiManu nperabatid pa3oM 3 iHIMMY JTiIKapChbKUMU
3acobamu, 10 MPUTHiIvyoTh GyHKIG0 [THC, 30KpeMa y Malli€HTiB, SIKi 3JI0BXKUBaJIM TAKUMU



nmikapchbKuMU 3acobamu. [IperabariH, KMOBIpHO, ITOCKIIIOE TIOPYIIEHHS KOTHITUBHUX Ta
OCHOBHMX PYXOBUX (YHKIIiY, CHIPUYMHEHNUX 3aCTOCYBaHHSIM OKCUKOMOHY.

B3aemodia y nauieHmia simHb020 8iKY

CnenianbHi mocmimkeHHs (hapMaKoguHaMigHOl B3aEMO[Iii 3 y4acTiO HOOPOBOJIBIIIB JIiITHHOTO BiKYy He
mpoBomunucs. [OCTigXKeHHST B3a€MO/Iii TPOBOMUINCS JIUIIE Y TOPOCIUX.

Oco06.1ueocmi 3acmocyeaHHsi.

IMauienmu 3 uykposum diabemom

[TauieHTH 3 LyKPOBUM Iia0eToM, Maca Tila SKux 36inbIIniacs Iif 4ac 3aCTOCyBaHHS Iperabatiny,
MOXKYTb ITOTPeOyBaTH KOPEKIIil 103U TiMOrIiKeMiuHUX JTiKapChKuX 3ac00iB.

Peakuii einepuymausocmi

[ToBimoOMIISINIOCS TIPO PO3BUTOK Peakllii TimepuyTINBOCTi, 30KpeMa aHTiOHEBPOTUYHOT0 HaOpsKy. 3a
HasIBHOCTi TaKUX CUMIITOMIB aHTiOHEBPOTUYHOTO HAOPSKY, K HAOPSAK 06/IMYYs, TepiopaabHUuN
HaOpsK abo HaOPSK BepXHiX AUXaJbHUX LMUISAXIB, CMifg HeralHO NPUNUHUTY 3aCTOCYBaHHS
nperabaniny.

Tacki WKipHI nobiyHi peakuil

Y 3B’513Ky 3 JIiKyBaHHAM IIperabaiiHoM PifiKo MOBigOMIISIIIOCS MPO TSXKKi IKipHI Mo0idHi peaxiiii,
BKJII04Yaouu cuaapoM CTiBeHca — [[?KOHCOHA Ta TOKCUKO-€MigepMaTbHUN HEKPOJIi3, SKi MOXYTh OyTH
He0e3neyHUMH AJis KUTTS a0 MaTH neTanbHul Hacifok. [Tif yac npu3HadyeHHs JIiKapChKOTO
3aco0y CIIif MOBiMOMUTH TAIIiEHTY PO XapaKTePHi 03HAKYU Ta CUMIITOMHU i yBaKHO CTEXUTH 3a
MKiPHUMHU peakIisiMu. AKIIo 3’IBISI0ThCS CUMIITOMH, II0 BKa3yIOTh Ha IIi peakiiii, CjIif HeraHo
BiIMiHMTH 3aCTOCyBaHHS NperabaiiHy i po3riasgHyTH anbTepHATUBHE JIiKyBaHHA (y pa3i HeoOXigHOCTI).

3anamopoyeHHA, COHAUBICMb, BMpama c8i0oMocmi, CnAymaHicms c8i0oMoCmi ma NOPYwWeHHA
ncuxiku

3acTocyBaHHS peradasiHy CyIpoBOAKYBaJIOCS MOSBOI0 3allaMOPOUYEHHS Ta COHIUBOCTI, 1110 MOXKe
CIPUYMHUTH BUHUKHEHHS TpaBMaTUYHUX BUIQMKIB (afiHb) y Malli€HTIB JIiTHHOTO BiKy. 3adikcoBaHO
BTpaTy CBIAOMOCTI, CIZIyTaHICTh CBIJOMOCTI, @ TAaKOXK IOPYLIeHHs ICcUXiku. ToMy nalieHTaM CIif
nopamuTy 6yTH 00epexKHUMHU, HOKHU iM He CTaHe BiloMO IPO BILJIUB JIiKapChKOT0 3aC00y.

Po3snadu 30py

[Tpo HediTKiCTh 30py YacTillle OBIHOMIISANY MAlliEHTH, SKi 3aCTOCOBYBaJIU IperabatiH, MOPiBHIHO 3
malieHTaMH, SKi OTpuMYyBasu mane6o. Y OibIIoCTi BUNIAKIB 1€ SBHUIIE 3HUKAJIO IIPY IIOCTIHHOMY
3aCTOCYBaHHI mmpenapaTty. YacToTa MmoripiieHHs TOCTPOTH 30PY Ta 3MiH 1oJIst 30py GyIia BUIIOI Y
TIallieHTiB, SIKi 3aCTOCOBYBaIu IperadariH, MOPiBHSAHO 3 MallieHTaMH i3 rpymnu nianebo; YacToTa
BUHUKHEHHS 3MiH 0YHOT0 HHa Oyja BUILOO V MAallieHTiB i3 rpynu muanedo (IuB. po3min
«®apMaKoIoTiyHi BnacTuBoCTi. PapMaKoguHaMiKa»).

[MToBimommnsinocs npo mobiyHi peakii 3 60Ky opraHiB 30py, 30KpeMa IIpo BTPaTy 30py, HEYITKICThL 30py
a0o iHmi 3MiHM TOCTPOTH 30Dy, 6araTo 3 AKuX OynIu THM4YacOBUMU. [IpUNIMHEHHS 3aCTOCYBaHHSA
nperabaiiHy MOXe NIPU3BECTU 40 3HUKHEHHS a00 3MeHIIeHHS [[UX CUMIITOMIB 3 00Ky OpraHiB 30py.



Hupkosa HeOocmamHicmb

[ToBimoMmIsizIOCS TIPO BUIIaIKA HUPKOBOI HelOoCTATHOCTI. [HOAi 11e¥ eeKT 6yB 000POTHUM IiCIs
IPUNIMHEHHS 3aCTOCYBaHHS Iperabaiiny.

BioMiHa cynymHix npomuenizienmuyYHuX AiKapcbKux 3dcobis

IaHux 000 BigMiHU CYIYTHIX MPOTUEMIIENITUYHUX JTiIKapChbKUX 3ac00iB Mics JOCATHEHHS KOHTPOJIIIO
Haj CyJloMaMHU B pe3yJIbTaTi fJofaBaHHS [0 JIiKyBaHHA IperadasiHy HefoCTaTHLO, 100 IIepenTH 10
MOHOTeparil nperabaniHoM.

Cumnmomu 8iomMiHUu

Y mesikux MallieHTiB CIIOCTepiraaucs CUMIITOMY BigMiHM Iicys TPUIMHEHHS KOPOTKO- a0o
IOBIOCTPOKOBOTO JIiKyBaHHA perabasninom. [ToBigoMiisiiocs npo Taki sBuila: 6€3COHHS, TOJIOBHUN
6inb, Hy[I0Ta, TPUBOXKHICTb, Hiapesi, FPUNONONIOHUI CUHAPOM, HEPBO3HICTD, MEMPECis, CyllumanbHi
nyMKH, 6inb, cymoMu, rimeprigpos i 3amamMopodenHsi, SKi BKa3yl0Th Ha (Pi3nyHy 3aekKHICTh. 110
iH(OpMaIliio CIif MOBIIOMUTH NALi€HTy eper M0YaTKOM JIiKyBaHHS.

fAKmio 3acTocyBaHHS nperabaniny Tpeba NPUNUHUTH, PEKOMEHAYETHCS 1le pOOUTH TTOCTYIIOBO
IIPOTSATOM IOHaWMeHIne 1 THKHS He3aleXKHOo Bif oKa3aHb (IuB. po3ain «Crnocib 3acToCcyBaHHS Ta
DO3U»).

CyzmoMmu, 30KpeMa emienTUYHUN CTaTyC Ta BEJIUKi CyIOMHI Halmagy, MOXYTh BUHUKATH IIif] 4ac
nikyBaHHS nperabaninom a6o HEBIOB3I Mic/isg TPUNMHEHHS KOTO 3aCTOCYBAHHS.

CTOCOBHO IPUIIMHEHHS JOBrOCTPOKOBOTO JIiKyBaHHS NperabaniHoM JaHi BKa3ylOTh Ha Te, 10 YacToTa
BUHUKHEHHS Ta CTYIIiHb TSIKKOCTiI CUMIITOMIB BiIMiHM MOXKYTb 3ajeXkKaTHu Bif AO3M.

3acmilHa cepuesa HedocmamHicmb

[ToBimoMIIsINIOCS IIPO 3aCTiMHY CepLeBy HEJOCTATHICTh Y AesIKUX MMallieHTiB, IKi IpuiManu
npera0ariH. Taka peakuist 3me6inbIIOTo CIIOCTEpIiranacs Imig Yac JiKyBaHHS mperabaiiHoM
HEBPOMATUYHOT0 OOJII0 Y MAllieHTiB JIITHLOTO BiKY 3i CEPIIEBO-CYIMHHUMY MOpyueHHIMu. Crif 3
00epeKHICTIO 3aCTOCOBYBATH IperabasiH TakuM nariestam. [Ipu IpUnNUHEHH] 3aCTOCYBaHHS
nperaba’iHy 1ie SBUIlle MOXKe 3HUKHYTH.

.HiK}ZBGHHﬂ Hesponamu4yHOoe2o 60110 UeHmpdaabHoe20 NOX00M4CeHHA BHACAIOOK )ZLUKOOOfCGHHﬂ CNUHHOZ20
MO3KY

[Tig yac nmikyBaHHSI HEBPOIIATHUYHOTO 0OJII0 IIEHTPAIBHOT'0 ITOXOMIXKEHHS BHACIIIIOK YIIKOMXKEHHS
CIIMHHOT'0 MO3KY YacTOTa BUHUKHEHHS MOOiYHUX peakii 3arajoM, mobivHux peakii 3 6oky LTHC,
0Cc0o0/IMBO COHNMBOCTI, Oysa mifBuileHo0. Lle Moxe OyTH OB’sI3aHO 3 aMUTUBHOIO Hi€I0 CYMyTHIX
JiKapCchbKUX 3aco0iB (HalIpuKIIaj, aHTUCIIaCTUYHUX IIpenapaTiB), 9Ki HeoOXigHi A TiKyBaHHS LbOTO
crany. L{to o6cTaBUHY CJIifl B3STH [I0 YBaru IIpu Npru3HavyeHHi nperabasiny TakKuM HallieHTaM.

IIpueHiyeHHA OUXdHHA

[ToBimOMIIANIOCS PO BUINALKY TAKKOI'O IPUTHIYEHHS OUXaHHSA Y 3B'43KY 13 3aCTOCYBaHHAM
nperabariny. [TalieHTH 3 MOPYIIeHO0I0 ANXalbHOI (QYHKIIE€I0, PECITipaTOPHUMU ab0 HEBPOJIOTIYHUMHU
3aXBOPIOBaHHSIMM, HUPKOBOIO HE[JOCTATHICTIO, OQHOYAaCHUM 3aCTOCyBaHHSM pemnpecaHTiB LTHC Ta
0co0u JTITHBOTO BiKy MOXKYTh MaTH OilbIINY PU3UK BUHUKHEHHS i€l TAkKKO0I mo6iuHol peakuii. s
IIX MAalliEHTiB MOXKe 3HaoOUTHCS KOPUTYBAHHS J034 (OUB. po3min «Crmocib 3acToCyBaHHS Ta HO3U»).



CyiuudasibHe MUc/1eHHA ma nosediHKd

[ToBimoMISANIOCS TIPO BUIQAKX CYIIMaIbHOTO MUCJIEHHS Ta IOBEMiHKH Y MAI[iEHTIB, IKi OTPUMYBajIu
JIiKyBaHHS MIPOTHEMINENITUYHUMHU IIpellapaTaMu 3 MPUBOAY IIeBHUX MTOKa3aHb. MeTaaHari3
paHgoMi30BaHUX, MIaneb0-KOHTPOIBOBAHUX AOCITiAKEeHb TPOTHEIIIeNTUYHUX IIPelapaTiB TaK0XK
II0OKa3aB He3Ha4He IMiIBUIIEHHS PU3UKY MOSIBU CYILIMAaIbHOTO MUCJIEHHS Ta MOBEeAiHKN. MexaHi3M
BUHUKHEHHS IIbOTO PU3UKY HeBimoMuil. Bunagku cylliugaabHOTO MUCJIEHHS Ta MTOBEAiHKHI
CIIOCTEpIranuch y MallieHTiB, SKi OTpuMyBasu mperabaiH y I0CTMapKETUHTOBOMY Iepiofi (IuB.
po3min «ITo6iuni peakii»). EnigemionoriyHe HOCHiXKeHHS 3 BUKOPUCTAHHIM OU3alHY
CaMOKOHTPOJILOBAHOTO [OCTigXKeHHS (MOPiBHSAHHS NepiomdiB iKyBaHHS 3 mepiogaMu 6e3 JTiKyBaHHS B
OKpeMOl TIOAWHYU) IPOEeMOHCTPYBAIO MiBUIIEHN PU3UK HOBUX MIPOSIBIB CYlllUaIbHOI IIOBEOIHKY Ta
JeTaJbHUX BUIAQMIKiB BHACIIIOK caMOTyOCTBa y MAIliEHTIiB, SKi 0OTpuMyBasu mperabatiH.

[MTamienTu (Ta ocobu, IO AOTISAAAIOTH 3@ HUMU) ITOBUHHI 3BePHYTHUCS 3@ MEIUYHOI0 JOTIOMOTOI0 ¥ pasi
TIOSIBY O3HAK CYIIUIaIbHOTO MUCJIEHHS a00 MOBEIiHKHY.

Tomy HeoOXiHO peTebHO CIIOCTepiraTy 3a MallieHTaMu LI00 IMOSBU 03HAK CYillMOamTbHOTO
MUCJIEHHS i IOBEAiHKY Ta IPU3Ha4YaTH BiANOBigHE TiKyBaHHS y pa3i iX BUHUKHeHHS. Crifg
PO3TIISHYTU MOXKJIMBICTh IPUIIMHEHHS JTiKyBaHHS IIperabasiHoM y pasi MosBYu BUIAKiB
CyllMganbHOTO MUCJIEHHS i TIOBEMiHKH.

IopyweHHA GYHKUIT HUNMCHIX 8i00iai8 W/IYHK0B0-KUWKOB020 MPAKMY

[ToBigoMIIsANIOCS PO SBUINA, [TOB’sI3aHi 3 MOPYIIeHHIM (DYHKIIil HUXKHIX BifisiB LITyHKOBO-
KUIIIKOBOT'0 TPAKTy (HEMPOXigHICTh KUIIeYHKKa, ITapajliTiiYHa HEeIPOXigHICTh KUIIeYHKKa, 3a110p)
BHACJIIIOK NIpUiioMy niperabajtiny pa3oM i3 mikapchbKuMU 3aco0aMu, 10 MOXKYTh BUKJIMKATH 3all0PH,
HaIpUKIIaf 3 OMioigHUMU aHanreTrukaMu. [Tpu KoMOiHOBaHOMY 3aCTOCYBaHHi perabasiHy Ta omioinis
CJIif BXKUTH 3axXO0fiB st npodinakTUKX 3anopiB (0Co6IUBO y Malli€eHTiB JIITHLOTO BiKy Ta JKiHOK).

OdHoyacHe 3acmocy8aHHA 3 onioidamu

PexomeHOyeThCS 3 00epeXHICTIO TPU3HadaTy nperabaiiH OfHOYaCHO 3 OIioigaMu Yepes3 pu3uK
npurHivenns [THC (muB. po3nin «B3aemMopis 3 iHIMMMY TiKapChKUME 3ac00aMu Ta iHII BUOH
B3aEMO[il»). Y MOCIiIXKeHHi «BUIaMOK-KOHTPOJIb» MAIliEHTH, SIKi MPUiMay nperadajiH OqHOYaCHO 3
omioimaMu, Masly IigBUIIEHUN PU3UK CMEPTI, IIOB’sI3aHOI 3 OIioimaMu, IOPiBHSHO i3 BXKHUBAHHIM
TiNILKY 0mioifiB (CKopurosaHe criBBimHomeHHs 1maHcis [aOR], 1,68 [95% 11, 1,19-2,36 ]). Lleu
MiOBUIEHUHN PU3UK CIIOCTEPIraBcs IPU HU3BKUX Ao3ax mperabaniny (< 300 mr, aOR 1,52
[95% I, 1,04-2,22]), TakoX crocTepiranacs TeHAEeHLis 00 30iIbIIeHHS PU3UKY IIPU BUCOKUX
mo3ax mperabarniny (> 300 mr, aOR 2,51 [95 % [OI 1,24-5,06]).

HenpasuibHe 3acmocy8aHHs, 3/1084CUBAHHA D0 3d/1eHCHICMb

PeecTpyBanucs BUIagKu HEIIPaBUJIBHOI'O 3aCTOCYBaHHS, 3JI0BKUBAHHSA Ta 3aexXHOoCTi. Crif 3
00epexkKHICTIO MpU3HAYaTH IIPelapar MalieHTaM 3i 3710BXKUBAaHHIM Pi3SHMMHU PEYOBUHAMHY B
anamuesi. HeoOXigHO crocTepiraTul 3a malieHTaMu 000 BUHUKHEHHS CUMIITOMIB
HeIIPaBUIbHOTO 3aCTOCYBaHHS, 37T0BXKMBaHHS a00 3ajIe2KHOCTI Bifl mperabariny
(TOBigOMIIAINIOCS IIPO BUIIAAKKU PO3BUTKY 3BUKAHHS, IEPEBUIIEHHS IPU3HAYEHOL T03Y;
MOBEiHKY, CIIPSIMOBAHOl Ha OTPUMaHHS IIpemnapary).

EHuegasonamis

Bunagku eHledanmonaTii BUHUKaIN IEPEBaKHO y MAalli€HTiB 3i CyIyTHIMU 3aXBOPIOBAaHHAMHY, ITI0



MOXKYTh BUKJIUKATH eHIledasonaTiio.

KIHKY PEenponyKTUBHOIO BIKY

3acTocyBaHHs mperadasiny npoTaroM [ TpEMeCTpy BariTHOCTI MOXKe CIIPUUYUHSATH CEPHO3HI BpoaKeHi

Bagy po3BUTKY (BBP) y MaitbyTHbOI guTuHU. JIiKapchKui 3acid OrpaHi;{® He CJIii 3aCTOCOBYBAaTHU Y
Iepion BariTHOCTI, OKPIM BUIIaAKiB, KOJIM KOPUCTH AJI MaTepi IBHO IIEPEBUIIYE MOKIIUBUN
PHU3UK 114 1nofa. 2KiHKK penpoayKTUBHOTO BiKy IIPOTSATOM JIiKyBaHHS IperadatiHoM
TIOBUHHI BUKOPHCTOBYBATH €(PeKTUBHI 3aco0M KOHTpaLeNIlii (A1B. PO3Ail «3aCTOCYBaHHS Y
mepiof BariTHOCTI abo romyBaHHS IPYAOI0»).

JTonoMmIidCHI pe4o8uHU

IIpenapaT OrpaHis® MiCTHTh TaKTO34 MOHOTiApaT. SIKIo y Bac BCTaHOBIEHO HEEePEHOCUMICTE
IesKUX IyKPiB, IPOKOHCYIBTYUTECS 3 JIiKapeM, IePII HixK ITpuiMaTH IeH JTikapCchKul 3acil.

Jlikapcekuii 3aci6 y no3yBasHi 150 mr Ta 300 Mr MicTuTh a30pybiH Ta KapmoisuH (E 122), mo Moxe
CIIPUYMHSTHY allepridfi peakifil.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

KIHKY PEenpOOyKTUBHOIO BIKY

2KinkaM penponoyKTUBHOIO BiKy IIifl Yac JIiKyBaHHS CJIif] BAKOPUCTOBYBaTH e()eKTUBHi 3ac00u
KOHTpAIleImIIil.

BaritHicTh

HocmimKeHHS Ha TBAPMHAX CBIOYUIN IIPO PENPONYKTUBHY TOKCUYHICTh. [Iperabasin mpoHUKae yepes
IIJTalleHTy Yy WypiB.

[TperabasiH MoXKe ITPOHUKATH Yepes3 IJIAleHTy JTI0OUHH.
Ceplio3Hi 8podaiceHi sadu po3sumky (BBP)

IaHi ckaHOMHABCHKOT'0 06CEPBaLiHOT0 OOCIigXKEeHHS 3 y4acTio Oinbi Hixk 2700 BariTHUX XKiHOK, IKi
3aCTOCOBYBaJIH IIperadariH y mepiioMy TPUMeCTPi, TPOOeMOHCTPYBaIU OiNbIl BUCOKY IOIIHPEHICTh
ceprio3nux BBP cepep miTel (:kuBux ab0 MEPTBOHAPOMXKEHUX), IKi 3a3Ha/IM BHYTPILTHHOYTPOOHOTO
BIIJIUBY TIperafajiiny MOpiBHSHO 3 MOMYJISINEIO AiTel, Ki TaKOro BINIUBY He Man (5,9 % mpotu 4,1
%).

Pusuk po3BUTKy cepiio3nux BBP cepeq miTel, ki 3a3Hanu BHYTPIIIHHOYTPOOHOTO BIIJIUBY
nperabaniny y [ TpumecTpi BariTHOCTI OyB AeIo BULIMM IOPIBHSHO 3 IOMYJIALI€0 HiTel, sIKi TaKOTO
BIIJIUBY He MaJu (KOpUToBaHUM Koe(illieHT momupeHocTi Ta 95 % nosipuuii iHTepBan: 1,14
(0,96-1,35)), Ta MOPiBHSHO 3 MOMYJIAIIEI0, SKa 3a3Hana BIIuB mamoTpumxkuny (1,29 (1,01-1,65)) abo
nynokcetuny (1,39 (1,07-1,82)).

Anani3 crnerugiku BBP mpomeMoHCTPYyBaB OinbIll BUCOKKM PU3UK IIOA0 opodaciiiaTbHUX He3POIeHb
Ta medekTiB oueli, HEpBOBOi a0 CEYOCTATEBOI CUCTEMH, ajle TOKA3HUKYU Oy/IM HEBETMKUMH, a OLiHKH
HETOYHUMH.



[Ipenapat OrpaHiﬂ® He CJIiJI 3aCTOCOBYBATH y IIepiof BariTHOCTI, 3a BUHATKOM OKPEMUX BUIAKIB,
KOJIM KOPHUCTD [JI51 BaTiTHOI SIBHO IIEPEBUIIYE MOXKIMBUN PU3UK IS IIJIOA.

[Iepion rogyBaHHSA TPYOOI0

[TperabariH BUINSETHCSA B TPYIHE MOJIOKO (IMB. po3fin «®apMaKoJIOTiuHi BIacTUBOCTI»). Brmus
nperabaliHy Ha HOBOHAPOIXKEHUX/HEMOBIIAT HeBimoMuii. HeoOXimHO MPUUHSTH pillleHHS PO
IPUNIMHEHHS TPYyIHOT0 BUTOOBYBaHHS a00 MPUNMHEHHS Tepalil nperabaiiHoM 3 ypaxyBaHHAM
KOPUCTI Biff TPYIHOTO BUTOMOBYBaHHS OJId AUTUHU Ta KOPUCTI Teparis a1 XKiHKHU.

PenponovkTuBHA GMVHKITS
HeMmae KmiHiYHMX BifoMOCTei 1070 BIUIUBY IIperabaiiHy Ha penponyKTUBHY QYHKIIiIO KiHOK.

[Tig yac KMiHIYHOTO JOCigXKEeHHS BIIUBY IperabaiHy Ha PyXJIUBIiCTh CIIepMaTO30iiB 300POBi
noOPOBOJIbLIL YOIOBIUOI CTATi OTPUMYBaiIH [03y nperabaniny 600 mMr Ha moby. ITicns 3-MicssyHOTO
JiKyBaHHS XKOJHOTO BIIJIUBY Ha PYXJIUBICTh CTIEPMAaTO301/iB HE BUSBJIEHO.

HocnigxeHHs pepTUIbHOCTI IPOJEMOHCTPYBaJIO HagBHICTh HETATUBHOTO BIIJIUBY Ha PEIPONYKTUBHY
(GYHKIIiI0 caMOK IIypiB Ta HasBHICTh HETATUBHOTO BIIMBY Ha PEIIPONYKTUBHY (QYHKIII0 Ta PO3BUTOK
cami1iB mypiB. KiiHiyHa 3HA4yLIiCTh WX Pe3yJIbTaTiB HEBioOMa.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

I[Ipenapat Orpanis® MoXke MaTH He3HaYHME a0 IOMIpPHUI BIIAB Ha 3[aTHICTL KePyBaTH
TPAHCIOPTHUMH 3aco0aMU Ta IIPaIffoBaTH 3 iHIIMMY MeXaHi3MaMu. TakoxK IpernapaT MoOxe
BUKJIMKATHU 3allaMOPOYEHHS i COHJIUBICTB, IJ0 MOXKe BIIMBATU Ha 3[MaTHICTh KepyBaTU
TPAHCIIOPTHUMU 3aco0aMu i IpalfioBaTy 3 iHIIMMY MeXaHi3MaMu. ToMy mallieHTaM CIIif
PEKOMEHIyBaTH YTPUMYBATHCS Bifl KEpyBaHHS TPAHCIOPTHUMH 3acobaMu, poOOTH 3i CKIIagHOI0
TEXHIKOIO Ta Bif iHIIIOI MOTEHIiHO HeOe3MeYHOl MisTbHOCTI MOTH, HOKU HE CTaHe BiIOMO, YU el
JiKApChKUH 3aci0 BIIMBAE Ha IXHIO 3IaTHICTh 10 TaKOi HiSIbHOCTI.

Cnocid 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyeaHHs

I[Ipenapat OrpaHis® MoXKHa IpUIMaTH He3aleXkHO Bifl BAUBAHHS 1Xi.
I[Ipenapat Orpanis® Dpu3HaYEHU BUKIIIOYHO M7 IEPOPAILHOr0 3aCTOCYBAHHS.
Lo3su

Iiama3oH mo3 Moxke 3MiHIBaTHCS y Mexkax 150-600 mr Ha mo6y. [o6oBy mo3y po3minuTu Ha 2 abo
3 IpUNOMHU.

HesponamuyHuti 6i1b

JlikyBaHHS nperabaniHOM MOXHa po3noyatu 3 fo3u 150 Mr Ha go0y, po3[ieHol Ha 2 IPUUOMH.
3ajiekHO Biff eeKTUBHOCTI Ta IePEeHOCUMOCTI ITpeapaTy OKPeMUM TallieHTaM 03y MOXHa



30inpmuT 0o 300 Mr Ha moOy micis iHTepBany Bif 3 mo 7 OHIB, a 3a MOTPebu - 4O MaKCUMAJIbHOI
no3u 600 mMr Ha go0y micis HOmaTKOBOTO 7-OEHHOTO iHTepBay.

Enisencia

JlikyBaHHS$ nperabaniHoM MOXHa po3nodatu 3 fo3u 150 Mr Ha go0y, po3[iieHol Ha 2 TPUHAOMH.
3anexkHo Bif eeKTUBHOCTI Ta IEPEeHOCUMOCTI ITpernapaTy B 0OKPeMOro MallieHTa 103y MOXKHa
36inmbimuTy mo 300 Mr Ha moOy Imicis mepinoro TUXKHS npuiioMy. Ille yepe3 oouH TUXKAEHDb HO3Y
MO2KHa 30inbIINTH 10 MaKcuManbHol - 600 Mr Ha moby.

[eHepasizosaHut mpuBoicHUU po31ad

IIo3a, IKy po3minsioTh Ha 2 a00 3 TpUAOMH, MOXKe 3MiHIOBaTUCS ¥ Mexkax 150-600 Mr Ha go0y.
[Tepioguy4HO CIif epeolTiHioBaTH HEOOXIIHICTh TPONOBKEHHS JIIKYBaHHS.

JlikyBaHHs nperabasiHoM MOXHa po3modaTy 3 fo3u 150 Mr Ha mo6y. 3anexHo Bif e(eKTUBHOCTI Ta
IIEPEHOCUMOCTI ITpenapaTy OKpeMUM IallieHTaM 103y MoxHa 36inpmutu fo 300 Mr Ha goly micis
IIEePIIOT0 THKHS mpuiiomy. [Ticys 1me ogHOT0 TUXKHS IPUHOMY H03y MOxKHa 30inbmuTy 1o 450 Mr Ha
no0y. Ille uepe3 omuH TUKOEHD 003y MOXKHA 30iMbIINTH 00 MaKcuMalbHOI - 600 MT Ha [o0y.

IIpunuHeHHA AiKYBAHHA npe2abdniHOM

BigmoBigHO MO cy4acHOI KITiHiYHOI TPAKTHUKYU, IPUIUHSITH JIIKYBaHHS ITperadajiHoM peKOMeHIYEThCS
IIOCTYTIOBO, IPOTATOM IIIOHaMMEHIIIe OOHOTO TUXKHS He3aJIekHO Bifl MOKa3aHb (OUB. PO3OiNT
«0OcobnuBoCTi 3acTocyBaHHS» Ta «I106iuHi peakirii»).

ITauieHmu 3 HUPKOBOW HeAoCMAamMHicmio

[TperabasniH BUBOIUTLCS 3i CUCTEMHOI'0 KPOBOOOITY Y He3MiHEHOMY BUTJISIAI IIePeBakHO 3a PaXyHOK
ekckpetili HupkaMmu. OCKiNIbKY KiipeHC mperabaiHy npsMo MpOIopLiiHUM KITipeHCY KpeaTUHiHY
(ouB. po3min «PapMaKOKiHETHKAa»), 3MEHIIIEHHS NO3H IallieHTaM i3 MopyIneHHIMU PYHKITI HUPOK
CJIil TPOBOIUTH iHAUBIOyaIbHO, K 3a3HaYeHO B TabOuIi 1, BiOBITHO MO KIIipeHCY KpeaTUHIHY
(CLcr), Bu3HaueHoro 3a GhopMyJolo:

[TperabariH e¢eKTUBHO BUOAJSIETLCS 3 TIa3MU KPOBi 3a lormoMoro remoxianidy (50 % mpemapary
npoTsroM 4 ropuH). [I71g nallieHTiB Ha reMopianisi mo6oBy no3y nmperabariny ciig nigbupatu
BifgmoBigHO [0 QyHKIII HUPOK. KpiM mo60B01 1031, ogpa3y Mmicis KoXKHOI 4-TOIWHHOI IPOLleypPH
reMofiani3y HeoOXiHO 3aCTOCOBYBAaTH AOOATKOBY HO3Y Ipemnaparty (ouB. Tabnuiio 1).

Tab6muig 1
Kopekuist no3u nperabaniny BignmoBimHO [0 GYHKIII HUPOK
KiipeHC KpeaTuHiHy 3aranpHa mo6oBa mo3a nperabariny *
(CL,,), m1ni/xB [ToyaTKOBa m03a MakcuMalnbHa 103a PeX1M N03yBaHHS

(Mr/go0y) (Mr/moby)
60 150 600 2-3 pa3u Ha 00y

v




>30-<60 75 300 2-3 pa3u Ha 00y
>15-<30 25-50 150 1-2 pa3u Ha go0y
<15 25 75 1 pa3 Ha moby
[TomaTKOBa [403a Micis reMofiamisy (Mr)

[25 [100 [Onzo0pasoso

* 3aranbHy 0000BY m03y (Mr/mo0y) CIIim PO3miMUTH Ha KibKiCTh IPUHAOMIB BiIIOBIAHO OO0 PeXUMY
MOo3yBaHHS, 11006 OTPUMATH MT/HO03Y.

Pibpomianeia

3a3Buyail fo3a npenapary ajs OinbiiocTi marienTiB ctaHoBUTh 300-450 Mr Ha mo6y. Tpuitom
Ipernapary CIIif MOYrHAaTH 3 7031 75 Mr 2 pa3u Ha 700y (150 Mr Ha moby) Ta MOXKHA MigBUIITYBaTH
3aJ1eXkHO Bifl epeKTUBHOCTI Ta nepeHocuMocTi 1o 150 Mr 2 pa3u Ha fo6y (300 Mr Ha m0o0y) IPOTATOM
opmHOro TUXHS. [TanmienTam, s skux go3yBaHHs 300 Mr Ha 700y HEIOCTAaTHBO e(PEKTUBHE, O3y
MOXKHA MMIBULIUTH 00 225 MT 2 pa3u Ha no0y (450 Mr Ha go0y). fAKImo HeoOXimHO, 103y MOKHA
IiIBUIITKTH Ile Yepe3 TUXKIEeHb N0 MakcuMasnbHOi - 600 Mr Ha go0y. [J0Ka3iB TOTO, II10
3aCTOCyBaHHS 1Iiel 703U Oyae MaTH OOJaTKOBY IlepeBary, HeEMa€; TaKOXK TakKa [03a Majia
ripmry mepeHocuMicTh. bepyuu 0o yBaru mo3o3asnexHi mobiuHi peakilili, 3aCTOCYBaHHS 003
Bule 450 Mr Ha no0y He peKoMeHayeThcst. OCKinbKY mperadalliH BUBOOUTHCS T'OJIOBHUM
YUHOM HUPKaMH, CJIifl KOPUTYBATH OO3Yy IIpenapary HallieHTaM i3 IOopyIIeHHAM (QYyHKIIil
HUPOK.

IauieHmu 3 ne4iHK08010 HedoCcmamHicmio

II1st marieHTiB i3 mMeYiHKOBOI HEOOCTATHICTIO HEOOXIMHOCTI B KOpPEKIIil 1031 HeEMaE (IUB. PO3Min
«PapMaKOKiHETHUKA»).

3acmocysaHHA nauieHmMaM AimHb020 8ikKY (8ikoM 8i0 65 pokis)

II71s malieHTiB MTHHOTO BiKy Yepe3 MopyIleHHs GYHKIIl HUPOK MoXkKe OyTH MOTPiOHUM 3MEHIIEHHS
no3u nperabaniny (guB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Himu.

Besmneka Ta eheKTHBHICTh 3aCTOCYyBaHHS mpemnapary Orpasis® mitsam (BikoM o 18 pokis) He OyIu
BCTaHOBIeHi. [locTymHa moTemnep iHpopMalis HaBeneHa y po3mini «[Tob6iuHi peakuii», a
TaKOX y po3ninax «PapmakoguHamika» 1 «PapMaKOKiHETUKa», OOHAK, CIIMPAIOYUCh Ha HUX,
HEMO2KJIMBO HaJlaTU XKOJHUX PEKOMEH[AIl! o0 H03yBaHHS 1LIill KaTeropil MaIi€HTiB.

IlIepedo3yeanHsi.

Haiiuacrimumy BigMideHUMY TOOIYHUME peakIisiMU y pa3i nepeno3yBaHHs nperabasninoMm Oynu
COHJIUBICTBD, CILUTyTaHICTh CBiIOMOCTI, 30yOKEHHS Ta HECMOKii. TaK0K HagXOOUJIHA MTOBIIOMIIEHHS
IIPO CYZOMHM. 3pifiKa IMOBIAOMJISJIOCS IIPO BUIIAJKU KOMHU.



JlikyBaHHS Nepefo3yBaHHS IperabaliHOM MOIATAE ¥ 3arajbHUX NiATPUMYIOYHX 3aX0fax Ta 3a
noTpeOu MoxKe BKJIIOYATH TeMofiarti3.

ITo6iuni peakuii.

Y kniniusiit mporpami gocnigxeHnHs nperabaniny #oro orpuMmanu noHan 8900 matrienTis, 3 Hux 5600
- YYaCHUMKM TOABINHUX CITIMUX MTa1e00-KOHTPOIbOBAHUX JOCTimXKeHb. HalvacTimmmu
3apeecTPoBaHUMHU MMOOIYHUMY peakiissMy OyIu 3alaMOPOYEHHS Ta COHNMUBICTL. [To0iuHi peakiril
3a3Buyay Oyu nerkoro abo MOMipHOTo CTyneHs. B ycix KOHTPOJIbOBAaHUX JOCTIIKEHHIX TOKa3HUK
BigMiHM npemnapaTy dyepes mobiuHi peakiiii cTaHOBUB 12 % cepeq MallieHTiB, SKi mpuiimManu
npera0ariH, Ta 5 % cepeq Nali€HTiB, SKi oTpuMyBanu nnanebo. HaltyacTimumMu nobiyHUMEU
peaxiisgMu, 110 TPU3BOAUIN N0 IPUIMHEHHS 3aCTOCYBaHHS IIpernapary, B rpyni nperabaniny 0ynu
3allaMOPOYEHHS Ta COHJIUBICTb.

[To6iyHi peaxiii momaHo 3a KjlacaM# Ta YacTOTOIO: AyxKe 4acTo (=1/10); gyacto (Big =1/100 mo
< 1/10); meuacTo (Big =1/1000 mo <1/100); pigko (Big =1/10000 mo <1/1000); oyxe
pinko (<1/10000); yacTtoTa HeBimoMa (HEMOKIHBO OILIHUTH 3a HASSBHUMU JaHUMHU).

Y KOXHiii TpyTIi 3a YaCTOTOI0 BUHUKHEHHS MM0GiuHI e(peKTH MPeICTaBIEHO B IOPSIAKY 3HUKEHHS
CTYTIeHS IXHBOI CEpPHO3HOCTI.

3a3HaueHi nobiyHi peakilii TaK0K MOXYTh OyTH IOB’s13aHi 3 mepebdiroM 0CHOBHOT'O 3aXBOPIOBAHHS
Ta/ab0 CymyTHIM 3aCTOCYBaHHSIM iHIIKX JTiIKAPChKUX 3aco0iB.

[Tig yac nmikyBaHHSI HEBPOIIATHYHOTO 0OJII0 IIEHTPAIbHOTO ITOXOMKEHHS BHACIIIIOK YIIKOMXKEHHS
CIIMHHOT'0 MO3KY YacTOTa BUHMKHEHHS MOOIYHUX peaklii 3aranoM, mobivHux peakiii 3 60ky LITHC Ta
0CcOo0NIMBO COHIMBOCTI OyJia MifBUILIEHOIO (IUB. po3ain «Oco6IUBOCTI 3aCTOCYBAHHSI»).

IomaTKoBi M0o6iuHi peakiiil, Ipo SKi MOBiAOMJISIIOCS IiCJIg BUXOMY IIpenapaTy Ha PUHOK, HaBefeHi
HUX4Ye U IT03Ha4YeHi KyPCHUBOM.

Tabmuia 2

Krnac cucteMu oprasis [To6iuni peaxuii Ha mpenapart

[HpeKuii ma iHeasil

UacTo [Hazodapuarit

3 60Ky cucmemu Kkposi ma aimpamuyHoi cucmemu

HewacTo [HeiiTponesnis

3 6oky imyHHOI cucmemu

Heuacto ['inepuymausicmo

Pimko AH2iOHe8pomuyHull HabPAK, asepziuyHa peakuis, aHadinmakToigHi
peaxiril

[TopyweHHsA 06MiHY peyosuH, memaboaiamy

YacTo [TigBUIIeHUH alleTUT

HeuacTo BTpaTa aneTuTy, rinoriikeMis

3 60Ky ncuxiku

HacTo EiiopruHUM HACTPi, CIIJTyTaHICTh CBiOMOCTi, OPATiBIUBICTH,
3HMKEHHS Ni0ifo, Je3opieHTarrist, 6e3CoOHHSA




HeuacTo

[amioliMHalll, maHiyHi aTaku, 30yKeHHs, HECIIOKIiH, [empecis,
MpUTHiYeHWY HaCTPil, MigHeCeHU HACTPild, azpecis, 3MiHU HaCTPOIO,
mermepcoHanisallis, yrpygHeHui qo0ip cIiB, maToNoriyHi CHOBUAIHHS,
mocuiieHHs mi0imo, aHopra3Mis, anaris

Pinko

Po3raslbMOBYBaHHS, CyilUialibHE MUCIIEHHS, CYillufabHa MOBeliHKa

3 60Ky Hepeosoi cucmemu

[lyXe 4acTto

3armaMOpPOYEeHHS, COHJIMBICTh, TOJOBHUM 0iTb

YacTto

ATaKCis, TOPYIIeHHS KOOPAXHAIll, TpeMOop, OU3apTpis, IOTipIIeHHS
maM’siTi, TOPYIIeHHS yBary, mapecTesii, ceqaTuBHUU ePeKT,
[IOpYIIEHHs PIBHOBArH, JIeTapris, aMHesid, rinecresis

HeuacTto

Bmpama ceidomocmi, CAHKOIIE, CTYIIOP, MiOKJIOHIS, ICUXOMOTOPHA
rillepakKTUBHICTH, areB3is, AUCKiIHE3is, IOCTypaJbHe 3alaMOPOY€eHHs,
iHTEHLIMHUY TPeMOp, HiCTarM, IOPYIIeHHS KOTHITUBHUX (QYHKIIIX,
pO3/1agy MOBJIeHHS, rimopediekcis, rinepecTesis, Big4yTTs Ie4iHHS,
HaBKOJIOPOTOBA IIapecTe3is, MiOKJIOHYC, NOPYWeHHA NCUXIiKU,
3a2a/1vHe He30YHCaHH A, anaTis

Pinko

[imokiHesis, mapocMisi, gucrpadis, 3ajleXHICTb, MaHiaKaJIbHi peakilii,
MO30YKOBHI CHUHOPOM, CHHIPOM 3y04acTOro Kojieca, KoMa, Jelipi,
eHIledasonaris, eKCTpanipaMifHui CHHAPOM, CUHIPOM
['iieHa-bappe, iHTpakpaHianbHa TinepTeH3isa, MaHiaKabHI peakiiii,
[MapaHOIgHI peakllil, po31Magu CHY, Tinmanresis, CyIOMHU, MapKiHCOHI3M

3 60Ky opeaHis 30py

YacTto

HeuiTKiCTh 30py, OUIUIONISA, KOH IOHKTUBIT

HeuacTo

[TopyuieHHS 30py, HAOPSK o4eit, medeKT 1o 30pY, MOTipIIeHHs
TOCTPOTH 30pY, 6islb B 04aX, aCTEHOIIisI, CyXiCTh OUel, IIoChIeHa
CIIH030TEeYa, IOPYIIeHHST akoMopallil, 611edapuT, KPOBOBUIUB B OUHE
sI67TYKO, CBITIOYYTNUBICTE, HAOPSK CiTKiBKH, GOTOIICis, BTpaTa
nepudepruyHOro 30py, NoApa3HeHHs 04el

Pinko

Bmpama 30py, kepamum, OCLUJIONCis, 3MiHa 30pOBOr'0 CIIPUUAHATTS
rnubuHY, Migpia3, cTpabi3M, SICKpaBiCTh 30pY, aHI30KOPisl, BUPa3Ku
POTiBKY, eK30(pTanbM, Tapaiid OYHOT0 M'g3a, ipur,

KepaTOKOH IOHKTHUBIT, Mi03, HiYHa CIinoTa, 0dTanbMOIIeris, aTpodis
30POBOT0 HEPBA, HAOPSIK IMCKa 30pPOBOT0 HEPBA, IITO3, YBEIT

3 60Ky opeaHis cayxy ma secmuby15pHO20 anapamy

YacTo Bepturo

Heuyacto [inepakysis

3 6oky cepus

Heuacto Taxikapmisi, aTpiOBeHTPHUKYIsIpHa 6JI0Kafa IepIIoro CTYIeHs,
cuHyCcoBa OpaguKappis, 3acmiliHa cepu,esd HeO0CMAamMHiCmb

Pigko CuHyCOBa Taxikapfisi, CAHyCcOBa apuTMisi, n0008X}CeHHA iHmepsany

QT

CyOuHHi po3nadu

HeuacTo

[Ipunnusy, rapsyi NPUIIUBY, apTepiajibHa rinoTeH3is, apTepianbHa
rinepTeH3is, BIIUYTTS X0JIOOY Y KiHIIBKax

3 60Ky OuxaabHOI cucmemu, opaaHie 2pyoHOI KaimKu ma cepedoCmiHHS

YacTo dapuHTOIapUHTeanbHNuM 6iNb

HeuacTo 3aguliKa, CyXiCTh CIIM30BO1 HOCA, HOCOBa KPOBOTEYa, Kalllellhb,
3aKJIaIeHiCTh HOCA, XPOIiHHS, PUHIT

Pigko HabpskK sne2eHb, CTUCHEHHS Y TOPJIi, TapUHT0CIIa3M, allHoe,

aTenekTas, OpOHXIONIT, ruKaBKa, Gibpo3 nereHis, Mo3ixaHH

JacToTa HeBigoMa

[IpurHiyeHHd OUXaHHA

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY




HacTo broBaHHSA, HY0Omd, CyXiCThb ¥ POTi, 3a110p, METEOPU3M,
raCTPOEHTEPUT, 3OYTTSA KUBOTA, Ailapes

HeuacTo [acTpoe3odareanbHa pedioKCHa XBopoba, HafMipHe
CIIMHOBHUIINIEHHS, OpalibHa TilecTe3is, XOMeIUCTUT, X0NeiTia3, KOIT,
[IIYHKOBO-KMIIIKOBI KPOBOTEUI, MeJIeHa, peKTaJlbHa KpoBOTeda

Pinko AcuWT, TaHKPeaTuT, fucdaris, ahTO3HUN CTOMATUT, BUpa3Ka

CTpaBOXONy, epiofmoHTaNbHi abcliecu, HAOPAK A3UKaA

"enamobisiapHi nopyweHHs

HeuacTo

[TigBuIeHUY PiBeHb MeYiHKOBUX (PepMeHTiB (30inbIeHHS PiBHS
anaHiHamiHoTpaHC(epa3su (AJIT) Ta acmapraTaMmiHOTpaHcdepa3u
(ACT))

Pinko PKoBTsSIHULIST

[lyxKe pigko [leuiHKOBa HEMOCTATHICTD, T'€IIATUT

3 60Ky wkipu ma nidwKipHOi MKAHUHU

YacTo [IponexHi

HeuacTo [Tanyb03He BUCUIIAHHS, TilIeprigpo3s, ajonenis, CyXiCTh LIKipH,
eK3eMa, TipCyTH3M, BUPa3KU LIKipH, Be3UKYI00YIbO3HUM BUCHII,
ceepbidic, KPOIUB' THKaA

Pigko XOJIOMHUY IIiT, eKChHOTiaTUBHUM IePMaTHUT, JIiXeHOITHUY OepPMaTHuT,

MeJlaHO3, ypaXkKeHHs HIrTiB, lleTexiaJlbHUU BUCUIL, IYPIYypPa,
yCTYJIIPHUM BUCHUII, aTPo(is MKipH, HEKPO3 IIKipH, WKIPHI Ta
MiAKIpHI By37UKY, cuHOpom CmiseHca — [I#COHCOHA, TOKCUKO-
elnifepMaJbHUY HEKPOJTi3

3 60Ky 0NopHO-PYX080i cucmemu ma CnoAy4YHOI MKAHUHU

HacTo Cynomu M’s13iB, apTpanris, 6ifib y ciuHi, 6inb y KiHI[iBKaX, Clla3Mu
M’s13iB K1

HeuacTo [TocinmyBaHHs M’s13iB, HaOpsK cyrno0iB, Mianris, purigHicTs M’s3iB,
Oinp y mmi

Pigko Pabmomioni3

3 60Ky ceuoaudinbHOi cucmem

u

HeuacTo

HeTprMaHHS cedi, Ou3ypis, anpOyMiHypis, reMaTypis, yTBOPeHHS
KaMeHiB y HUpKaX, HeQpUT

Pinko

HrpkoBa HEJOCTATHICTH, OJIIrypis, rocTpa HUPKOBa HENOCTaTHICTE,
r7oMepynoHePUT, TETOHEPPUT, 3AMPUMKA CEYOBUNYCKAHH A

[Po31a0u penpodyKmueHoi cuc

memMmu ma MO/JI04HUX 34103

YacTo

EpekTuibHa OUCQYHKIIIS, iMIIOTEHIIisT

HeuacTo 3aTpuMKa esIKyJIslil, ceKcyanbHa QUChYHKIISA, TeKopes, MEHOparis,
MeTpoparis, fucMeHopes, 6islb Y MOIOYHUX 3a7103aX
Pinko AMeHOpesi, BUMiJIEHHS 3 MOJIOYHHUX 3aJ103, 30i/IbIIIeHHST MOJIOYHUX

3aJ103, IIePBIIUT, OaNaHiT, emiguauMIT, 2iHeKomacmis

3azanvHi po3aadu ma peakuyii

8 micui ese0eHHA

YacTo

[TopyllleHHS XOH, BiUyTTs CIT'THIHHS, HigBUIlleHa BTOMJIIOBAHICTh,
mepudepuyHi HaOPsKY, HAOPSIKYU, HEe3BUYHI BiIUyTTs, MagiHHS

Heuacto CKyTIiCTb y TPYAsX, 3arajibHa cna0KicTh, crpara, 6ifib, He3nyKaHHS,
03H00, abcliec, peakiiii GOTOYyTIUBOCTI, TeHepasi3oBaHul HaOPSIK,
HabpsK 001u4Ys, JKap, 3alaJeHHs KUPOBOi TKAHUHU

Pinko ['paHy/IbOMa, YMUCHE 3alOMisTHHS IIKOM, 3a0UuepeBUHHMN ¢ibpo3,

IIIOK

TocaiOxceHHs

YacTo

[36insmenns macu Tina




HevacTo [TigBulleHHS PiBHA KpeaTUH(POCHOKiHA3U Y KPOBi, 3MEHIIIEHHS
KiTbKOCTi TPOMOOLUTIB, MiIBUILIEHHS PiBHS I'JIIOKO3U Y KPOBI,
3MEHIIEHHS BMICTY KaJlil0 Y KpOBi, 3HUXKEHHS MacCH Tijla, MifBUILIeHHS
PiBHSA KpEeaTUHIHY V KPOBI

Pinko 3MeHIIeHHs PiBHS JIEUKOLUTIB Y KPOBI

Y mesiKWX MAIi€HTIB CIIOCTEPiraJucs CUMITOMU BiIMiHHU IIiC/ISl IPUNIMHEHHS KOPOTKO- abo
[OBrOCTPOKOBOTO JTiKyBaHHS IIperabaninoM. [ToBigoMsnocs mpo Taki sBullia: 0€3COHHS, TOJI0BHUI
6inb, HyOTa, TPUBOKHICTD, fiapes, FPUNONONIOHUY CHHAPOM, CYAOMU, HEPBO3HICT, ETpecis,
cyiuumaneHi myMK#H, 6inb, Timeprigpo3 i 3amaMopodeHHs, Ki BKa3yI0Th Ha (Qi3MYHy 3a71€KHiCTb.
[Iro iHpopMamio ciif IOBiOMUTY NallieHTy Iepef T0YaTKOM JIiKyBaHHS.

CTOCOBHO IPUIIMHEHHS TOBIOCTPOKOBOTO JIiKyBaHHS MperabaniHoM JaHi BKa3ylOTh Ha Te, IO YacToTa
Ta TSKKICTh CUMIITOMIB BifMiHM MOXKYTb OYTH 00303aJI€KHUMU.

Himu. TIpodins 6Ge3neku nperabasiHy, BCTAHOBJIEHUH Y IIPOLieCi I'ITH JOCIifiKeHb, IPOBEEHUX 3a
y4acTIO IeiaTPUYHUX MMaLli€HTiB i3 MaplLialbHUMU CyJOMHUMU HallagaM{ 3 BTOPUHHOIO
reHepartisatieio abo 6e3 Hel (12-TuxHEBe OOCTiIXKeHHS e(EeKTUBHOCTI Ta 0€3MeKy y NalieHTiB BikoM
Bim 4 mo 16 pokiB, n=295; 14-neHHe gocnigxkeHHs eQeKTUBHOCTI Ta 6e3MeKH y MallieHTiB BikoM Bif 1
Micsns 0o 4 pokiB, n=175; gocrnigXxeHHS (papMaKOKIHETUKM Ta IEPEHOCUMOCTI IIpenapary, n=65 ta
IIBa BiDKPUTUX [OCTifKeHHS Oe3meku TpuBamiicTio 1 pik, n=54 ta n=431), 6yB momiOHU# K0 mpodinio,
KUY CIIOCTEpPIraBcs B OOCIIAKEHHIX y JOPOC/IUX MAllieHTiB 3 emisenciern. HalnomupeHimmmu
m00IiYHUMHM SIBUIIIAMH, III0 CIIOCTEePiramuce y 12-TuKHEBOMY OOCIimKeHHi Teparrii mperabaminom, 6ymu
COHJIMBICTS, TipeKcis, iHpeKIT BepXHiX guXalbHUX IIJISIXiB, MiABUINEHHS alleTUTY, 30i/IbIIIEHHS Macu
TiNla Ta Ha30()apPHHTIT.

HaiinomupeHinmmy no6iYyHUMY peakIlisiMy, 110 CIIOCTepiranauck y 14-neHHoMy OOCTimKeHHi
nikyBaHHS 1peradajinoM Oy COHUBICTD, iH(eKIil BepXHiX AuXanbHUX LMIIAXIB Ta MipeKcis
(ouB. po3minu «PapMakoguHaMmika», «®apmMakokiHeTuKa» Ta «Crocib 3aCTOCyBaHHS Ta JO3U»).

ITosidomaeHHs npo nido3prosaxi nobiuHi peakyii. IloBimoMeHHs PO Migo3pioBaHi MobiyHi peakirii

micysa peecTpatii TikapcbKoro 3acoby € BaxkIuBUMU. Lle gae 3Mory 3pilicHioBaTH 6e3nepepBHUN
MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCTI Ta PU3UKY IIPU 3aCTOCYBaHHI IikapChKOT0 3acoly.

Tepmin npudamuocmi. 3 POKH.

He 3acTocoByBaTu npemnapart Iic/isl 3aKiHYeHHS TePMiHY IPUAATHOCTI, 3a3HAaYEHOr0 Ha yIIaKOBII.

YMoBH 30epirannsi. 30epiraTy B OpuUriHaibHiN yIAaKOBII TpU TeMnepaTypi He Buiie 25 °C.

30epiraTy y HEJOCTYITHOMY IJIsI [iT€ MiCIIi.

YnakoBka. Kancynu o 75 mr: o 7 karncyn y 6ictepi; mo 2 6nmictepu y maytii.

Kancymu o 150 mr Ta 300 mr: mo 10 xancyn y 6micTtepi; mo 3 6icTepu y mayrii.



Kareropist Bimmycky. 3a pelenToM.

Bupoonuk. AT «®apMak».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



