IHCTPYKIIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

T'AJIAPA
(GALARA)

Cknao:

ditoua peuosuna: iperadaiu;

1 xancyna TBepaa MicTUTH nperadaniny 75 mr a6o 150 mr;

O00NOMIJICHI peyosuHu. T1eT0JI03a MiKpokpucTamiuna Tun 102, kpoxmaylb KyKypyI3sHUH, TajbK, MarHiro
creapar; kancyia (kopnyc ma kpuweuka): Tatany gaiokeua (E 171), okenp 3amiza ueponwuii (E 172), xkenatus.

Jlikapcoka ¢opma. Kancynu tBepi.
OcHogHi Qi3uKo-XiMiuHi 61ACMUBOCTI:

— Karcynu TBEp[i Mo 75 Mr: TBEepl KeIaTUHOBI Karcynu, po3mip Ne 4, Hempo3opa KpUIlIeyka Y4epBOHO-
KOPHUYHEBOT'O KOJIbOPY Ta HEMPO30pUid KOPIyC O1710r0 KOJIBOPY, IO MICTATH OLIHil abo Maiixe Oinmii
MTOPOIIIOK;

— xancynu TBepAi mo 150 mr: TBep/Ii skenaTUHOBI Kancyminu, po3Mip Ne 2, Hempo3opa KpHIlleuKa Y4epBOHO-
KOPUYHEBOTO KOJIbOPY Ta HEMPO30pUid KOPIyC O1710T0 KOJIBOPY, IO MICTATH OLIHil abo Maiixe Oinmii
MTOPOIIIOK.

dapMmakoTepaneBTHYHA Ipyna.
Amnanpretukd. [HIi ananereTuku ta antunipetuku. ['abanentunoigu. [Iperadamin.

Koxn ATX N02B F02.

dapMaKoJIOTi4Hi BJIaCTHBOCTI.

Dapmakoounamika.

Jliroua pedyoBHHa — mperabaliiH, 110 € aHAJOTOM raMMa-amiHoMacisHOi kuciaoTu [(S)-3-(aminomerni)-5-
METHJITEKCaHOBA KHUCIIOTA].

MexaHi3m aii

[Tperabanin 3B’s3y€TbCs 3 JOMOMDKHOIO CyOoauHHIEO (82—d OLTOK) MOTCHINAN3ATeKHUX KAIbI[IEBUX
KaHaJiB y LeHTpaibH1i HepBoBii cuctemi (LHHC).

KniniuHa eekTUBHICTS 1 Oe3neka

Heuponamuunuii 6ine

ITix wac nmocmimkeHb Oyno MPOJEMOHCTPOBAHO €(QEKTUBHICTh NHperadalliHy Ajis JIKyBaHHS A1a0eTHYHOL
HelfpomnaTii, MoCTrepIeTHdHol HeBpaNrii Ta ypaXkeHHsI CIIMHHOIO MO3KY. Moro ed)eKTHBHICTH MpH iHIIMX
BUJaX HEUPOMATUYHOTO OO0JII0 HE BUBYAIIH.

[Iperabanin BuB4amu y mporeci 10 KOHTPOIBLOBAHUX KITIHIYHUX JOCITIKEHb TPHBATICTIO 0 13 THXKHIB 3
PEKUMOM J103yBaHHS mIperadaiiny 2 pa3u Ha 100y Ta B MpPOLEC] JOCIIIPKEHb TPUBATICTIO 10 8 THUXKHIB 3
PeKHMOM J03yBaHHsS 3 pa3u Ha 100y. 3aranoM mpodisi Oe3nekn i e)eKTUBHOCTI JIJIS PEKUMIB JT03yBaHHS 2
pas3u Ha 100y i 3 pa3u Ha 700y Oynu HOAIOHUMH.

VY mporeci KIHIYHAX JOCTIKEHb TPUBATICTIO 10 12 THXKHIB, B IKUX JIKAPCHKUH 3aci0 3aCTOCOBYBAIN IS
JIKyBaHHS HEHPOMaTWYHOTO OO0, 3MEHIIEHHA OO0 MepudepuyHOro Ta IEHTPATbHOIO IMOXOJKEHHS
criocTepiraiocs Mmicisl MepIIoro THHXKHS Ta 30epiranocs IpoTAroM yChOTO Mepioay JIIKYBaHHS.

VY mporeci KOHTPOJIbOBAHMX KIIHIYHUX JOCTIKEHb NepuU(epudHoro HerpomnaTuyHoro Oomo y 35 %
MAIl€HTIB, SKi 3aCTOCOBYBalM mperadaiiH, Ta y 18 % mamieHTiB, sKi OTpUMyBaiH 1uianedo, crocrepiranocs
nokpamianHsa Ha 50 % 3a mkanoro oiHku Ooito. Cepes MAIi€HTIB, y SKUX HE BUHMKAJa COHJIUBICTH, TaKe
MoKpanianHs crnocrepiranocs y 33 % marieHTiB, sIKi 3acTOCOBYBaJH IperadaiiH, Ta y 18 % namieHTiB i3 Tpynu
iane6o. Cepen MaIieHTIB, Y SIKUX BHHHUKAlla COHJIMBICTH, YaCTKa MAIIE€HTIB, SKi BiMOBUIM HA Teparilo,
cranoBuia 48 % y rpymi nperadaniny Ta 16 % y rpymi miame6o.

VY mporieci KOHTPOJILOBAHOTO KIIHIYHOTO TOCIIKEHHS HEHPONAaTUYHOTO OO0 IIEHTPAIHHOTO MOXOKEHHS
y 22 % marmieHTiB, AKI 3aCTOCOBYBaJM TperadaiiH, Ta y 7/ % maIlieHTiB, SKi OTPUMYBAJIM ILIaIeoo,
criocTepiranocs nokpamanas Ha 50 % 3a mKaioro OIiHKU 00JTIo.

Eninencia

JlonaTkoBe JIiKyBaHHS




[IperaGamnin BHBY&JIM y mpoueci 3 KOHTPOJIbOBAaHMX KIIHIYHUX JOCTIIDKEHb TPUBATICTIO 12 THXHIB 3
pPEKUMOM J103yBaHHS 2 pa3u Ha 100y abo 3 pa3u Ha n00y. 3aranom mpodini O6e3nexku i eheKTUBHOCTI s
PEeXUMIB 103yBaHHSA 2 pa3u Ha 100y i 3 pa3u Ha 700y Oynu MoAiOHUMH.
3MEHILIEHHS YaCTOTH CYIOMHUX HaIlaJiB CIIOCTEPIranocs BxkKe Ha MepIIoMy THXKHI.

iTH
EdexTuBHICTh Ta O€31eKa 3aCTOCYBaHHS IIperadaiHy sIK TOMOMIKHOTO 3ac00y MpH eHijIencii 11 JiTel BIKOM
1o 12 pokiB Ta ans miAmiTKIB He BcraHoBieHi. [1o0iyHi peakuii, MO cHocTepiragucs B JOCTIDKEHHI 3
BHBYCHHS (DapMaKOKIHETHKH Ta MEPEHOCUMOCTI, JI0 AKOTO OYJIM BKJIFOYCHI MallIEHTH BIKOM Bij 3 MICSIIIB 0
16 pokiB (n = 65) 3 mapiiaJIbHUMHU CYJOMHUMH HamaaaMu, OyJu MOAi0OHI 10 MOOIYHUX pEeakIiil y J0POCIIUX.
Pesynbratn 12-THHEBOTO M1a11e00-KOHTPOJIBOBAHOTO JOCIIKEHHS 3a y4acTio 295 miteit BikoM Big 4 no 16
pokiB Ta 14-neHHOrO0 MIanedo-KOHTPOILOBAHOTO JTOCIIKEHHS 3a ydacTio 175 miteit Bikom Big 1 Micsist 10
MeHIe 4 pokiB, METOIO SKUX Oyna omiHka epeKTHBHOCTI Ta Oe3meku nperadajiHy sK J0JaTKOBOI Teparrii
napuialbHUX CYAOMHHUX HalajiB, Ta IBOX BIIKPUTHX JOCITIKEHb Oe3neku TpuBaiicTio 1 pik 3a yuactio 54
Ta 431 TUTUHM BIANIOBITHO BIKOM BiJ 3 MicAIiB 0 16 poKiB 3 eMiJIencielo BKa3yrTh HA T€, M0 TakKi MOOIYH1
peakii K mipekcis Ta iHQeKnil BepXHIX AMXAIbHUX HOUIAXIB y JITeH CHOCTEpIraroThCs YacTilie, HiXK Y
JOPOCTUX TMAIEHTIB 3 eminerncieto (AuB. po3aimu «PapmakokiHeTHKay, «Crocid 3aCTOCyBaHHS Ta JI03U» Ta
«[1oOiyHi peakii»).
VY 12-tmxHEeBOMY IIANe00-KOHTPOJIBOBAHOMY JOCTIIKEHHI iTAM (BikoM Bix 4 10 16 pokiB) mpusHauaiu
nperabaiid mo 2,5 mr/kr/no0y (makcumym 150 mr Ha 100Yy), nperadanin mo 10 mr/kr/mody (makcumym 600
Mr Ha J100y) abo ruiane6o. [lpunaliMHi 3MeHIIEHHS HapliadbHUX CyAOMHUX HanaaiB Ha 50 %, mopiBHIHO 3
BUXIIHUM piBHeM, crioctepiranocs y 40,6 % mamieHTiB, siki 3acTocoByBaiu nperadanin y n03i 10 mr/kr Ha
no0y (p = 0,0068 mopiBusiHO 3 miane6o), 29,1 % mnamieHTiB, SKi 3aCTOCOBYBalu mperadaniH y 1031 2,5
mr/kr/no0y (p = 0,2600 nopiBHsAHO 3 mane6o), Ta 22,6 % Tux, XT0 OTPUMYBaB IIAIE00.
VY 14-nenHomy miare00-KOHTPOJIbOBAHOMY JIOCHIMKEHHI TiTAM (BikoM BiJ 1 wmicsms 1o MeHmie 4 pokiB)
npu3Havyany nperabamin 7 mr/kr/mo0y, nperadanin 14 mr/xr/mo0y ado rmuiane6o. Menianaa noboBa yactora
CyJIOM Ha BUXIJIHOMY piBHI Ta Ha 3aKJIFOYHOMY Bi3UTi CTAaHOBUJIA BiAnoBiaHO 4,7 1 3,8 muist mperabaniny B 1031
7 mr/kr/mo0y, 5,4 ta 1,4 ns nperabaniny B 1031 14 mr/xr/mo6y ta 2,9 i 2,3 ans mane6o. [perabamin y no3i
14 wmr/xr/po0y 3Ha4HO 3MEHIYBaB JIOTapu(MIYHO NEPETBOPEHY YACTOTY MapliajibHUX CYJOMHHUX HamajiB
nopiBasAHO 3 mane6o (p = 0,0223); nperabainin y 1031 7 Mr/Kr/a00y He MPOJESMOHCTPYBAB MOKpAIICHHS
MOPIBHAHO 3 IU1aLe00.
VY 12-tmxHEBOMY TUIAI[e00-KOHTPOJILOBAHOMY JOCTI/DKEHHI TAII€HTIB 13 MEPBUHHUMH TE€HEpaTi30BaHUMHU
toHiko-knoHIYHNMH (IIT'TK) nHanagamu 219 nmamientam BikoM Big S 10 65 pokiB (3 HUX 66 ocid BikoM Bix 5
1o 16 pokiB) Oymno mpusHadeHo mperadaniH y mo3i 5 mr/kr/mo0y (makcumym 300 mr Ha nmoOy) abo 10
MI/kr/no0y (MakcumyMm 600 mMr Ha 100y) uM M1anedo sk JOMOMIKHY Tepamito. 3MeHmIeHHs yactotu TII'TK
HanaaiB npuHaiiMHi Ha 50 % cmoctepiranocs y 41,3 %, 38,9 % Ta 41,7 % mnamieHTiB, SIKi 3aCTOCOBYBAJIH
nperabaiiH y 1031 5 Mr/kr/no0y, nperadaiin y 1031 10 mr/kr/no0y Ta miare6o BiANOBiAHO.
MoHoTtepamis (v DalicHTIB 3 yIepIe JIarH0CTOBAHUM 3aXBOPIOBAHHSIM )
[IperaGanin BuB4anmu y mpoueci 1 KOHTPOIHOBAHOTO KIHIYHOTO JOCITIJKEHHS TPUBANICTIO 56 THXKHIB 3
peKHMOM JI03yBaHHs 2 pa3u Ha 100y. [Ipu 3acTocyBaHHi nperabaniny He 0yJI0 JOCITHYTO OJHAKOBOTO PiBHS
e(EeKTUBHOCTI MOPIBHSAHO 31 32CTOCYBAaHHAM JIAMOTPU/DKUHY, 3T1IHO 3 OLIIHKOIO uepe3 6 MiCAIB 3a KiHIIEBOIO
TOYKOIO — BIJICYTHICTIO CyJIOMHHMX HamafiB. [Iperabamid i mamMOTpuKUH OyiiM OJHAKOBO OE3TMEYHHMH Ta
n00pe MepeHOCHITHCS.
T'enepanizosanuti mpusodicHull po3nao
[IperaGanin BUBYaIM y mpoleci 6 KOHTPOJIbOBAHUX JOCHIDKEHb TPHUBAIICTIO 4—6 THXKHIB, OJHOTO
JOCIIKEHHST TPUBATICTIO 8 TIHKHIB 32 yJYacTIO MAIliEHTIB JITHHOTO BiKY Ta OJJHOTO TPHUBAJIOTO AOCIIHKEHHS
npoTaKTUKY PELUIANBY 3 TOABIHHO ciinoto (azoro NpodiTaKTUKU PELUIUBY TPUBATICTIO 6 MiCALIB.
3MEHIIIEHHSI CUMIITOMIB T€HEPaTi30BaHOTO TPHUBOXKHOTO PO3JIAy BIAMOBITHO a0 miKamu ["aminpToHa myst
ouinku TpuBoxkHocTi (HAM-A) crioctepiranocs Bxe Ha THXHI 1.
VY mporeci KOHTPOJIBOBAHUX KIHIYHUX JOCHIDKEeHb (TpuBaiicTio 4-8 TmwkHIB) v 52 % marieHTiB, sKi
3aCcTOCOBYBaIM Iperabaiin, Ta y 38 % marieHTiB i3 rpymnu miarnedo crocTepiranocs MmoKpamaHas He MEHILe
HiK Ha 50 % 3a 3aranpHOIO KUTBKICTIO OamiB 3a mkanoro HAM-A Bix BUXIIHOTO PiBHS 10 KIHIIEBOI TOUKH.
ITix yac KOHTpPOJILOBAaHMX JOCHIIKEHb HEYITKICTh 30pYy 4YacTillle crocTepirajacs y TMali€eHTiB, sKi
3aCTOCOBYBaJM Mperadaiid, HiK y Malli€HTIB, AKi OTpUMYBaIH 1Uiane6o. Y OUIbIIOCTI BUMAAKIB 1€ SBUIIE
3HUKAJIO MMPHU MPOJOBKEHH1 Teparrii. OdTanpmosoriune 00CTeKeHHS (BKIFOYAI0YH MEPEBIPKY TOCTPOTH 30Dy,
dopmanpHy MepeBipKy MOJIs 30py Ta OOCHIIKEHHS OYHOIO JHA IMPH PO3LIMPEHIH 31HUIN) y paMKax




KOHTPOJIHOBAHUX KIIHIYHUX AOCTIKeHb BHKOHYyBasiocs y moHan 3600 marientiB. Cepen HUX TAIli€HTIB
rocTpoTa 30py noripimnacs y 6,5 % mnarieHTiB y rpyii nperadaniny ta y 4,8 % marieHTiB y rpyri miame6o.
3MiHM 10N 30py BusBIeHO y 12,4 % marieHTiB, sIKi 3aCTOCOBYBanu mperadaiid, ta 'y 11,7 % mauieHTiB i3
rpynu miane6o. 3MiHK 04yHOTO JaHA BHUABJIEHI y 1,7 % marieHTiB, siKi 3acTOCOBYBaju nperadaiin, Ta'y 2,1 %
MAI€HTIB y TPy M1aneoo.

Diopomianeis

EdextuBHicts mperabaniny Oyia BCTaHOBIEHAa y oAHOMY l14-TH)KHEBOMY MOJBIHHO ciinmomy rmiare0o-
KOHTPOJILOBAHOMY MYJIbTUIIEHTpOBOMY aocimikenti (F1) Ta B omHoMy 6-THXKHEBOMY PaHIO0Mi30BaHOMY
nociimkenHi BiaMinu (F2). V 1i gociikeHHs 3amyqaincs MalieHTy 3 1iarHo30M «piopomiairis» Ha OCHOBI
KpUTEpiiB AMEPUKAHCHKOTO KOJIEHKY PEBMATOJIOTIT (MOIMUPEHU OUTh MPOTATOM 3 MICAIIB B aHAMHE31 Ta
0inb, HasBHUN B 11 um Oinbme 3 18 cnemudivamx 00aH0BHX TOYOK). JlOCHIIKEHHS TPOASCMOHCTPYBAIH
3HIKEHHS 00JTIO 3a Bi3yalbHOIO aHAJIOTOBOIO IIKajoro. [TokpaiiieHHs 101aTKOBO OyJI0 MPOJEMOHCTPOBAHO 32
3arajibHOIO OIIHKOIO MAIli€eHTa Ta 33 ONMUTYBAHHIM L1010 BIUIUBY (piOpomianrii.

Hitu. byno npoBeneHo maanedo-KOHTPOJIbOBAHE AOCTIHKEHHS TpUBAIICTIO 15 TxkHIB 3a yuactio 107 mitei
BikoM 12-17 pokiB 3 ¢iOpomianriero, sKki 3acTocoByBaiu mperabamin y no3i 75450 mr ma mo0y. 3a
pe3ylbTaTaMy OL[IHKU MEePBUHHOI KiHIIEBOI TOUKHU €(EeKTUBHOCTI (3MiHa 3arajJbHOi IHTEHCUBHOCTI OO0 Bij
0a3oBoro piBHA 10 TWXHS 15; pospaxoBaHo 3a mgomomMoror 11-0ambHOT IKaMHM OIIHIOBaHHS) OYIO
MIPOJIEMOHCTPOBAHO YHWCENbHO OLUIbIIE TMOKPAIICHHS CTaHy MAaIli€eHTiB, fKi 3aCTOCOBYBaJIM MperadaliH,
MOPIBHSIHO 3 TMAIli€EHTaMH, SKi TpUAMany Iutanebo, ajie e IMOKPAIICHHS HE JOCATJIO CTATUCTHYHOL
3HauymocTi. HaifyacTimmuMu noOiYHUMH PEaKIisIMU, SIKi CIIOCTEpIranucs y KIIHIYHUX TOCTIIHKEHHAX, OYyiu
3aIaMOpPOYCHHS, HYJ0Ta, TOJIOBHUI Oib, 30UTBIICHHS MacH TiJla Ta CTOMJIFOBAHICTh. 3arajibHHUNA TPOQiIh
0e3mneKku y MiUITKiB OyB MOAIOHUM J0 TaKOTo Y A0pociuXx 13 pibpomianriero.

Dapmaxokinemuxa.

dapMakOKIHETUYHI TOKa3HUKHU TMperadaniHy B pIBHOBAXHOMY CTaHI Oynd MOAIOHMMU Y 30pPOBUX
JTOOpPOBOJIBIIIB, MAIIEHTIB 3 EMUICNCI€0, SKI MPUAMAIM NPOTHENUISTITHYHI MpenapaTH, Ta y MalieHTiB i3
XPOHIYHUM OO0JIEM.

AGcopouis

ITperaGaiiH MBUIKO BCMOKTYETHCS MPHU MPUHOMI HATIIE 1 JOcATaE MaKCUMAaJIbHUX KOHIEHTpalii y mia3smi
KpoBl mpotaroM 1 roaumHu micias OAHOKpaTHOro abo OaraTokpaTHOro 3actocyBaHHs. PospaxoBana
0100CTYIHICTh MperadaiiHy MpH NepopaibHOMY 3aCTOCYBaHHI cTaHOBUTH > 90 % 1 He 3aJeXuTh Bl JA03U.
[Tpu OaraTtokpaTHOMY 3acCTOCYBaHHI PIBHOBaXHHMU CTaH AocsiraeTbes uepe3 24-48 rogwn. llIBuikicts
BCMOKTYBaHHsI Iperadaliny 3HUKY€EThCS IPH OJTHOYACHOMY MPUIHOMI 3 TKEI0, 110 TPU3BOIUTH 10 3MEHIIEHHS
MakcuMaibHOi KoHIeHTpaIlii (Cmax) mpnomusno Ha 25-30 % i mogoBKEeHHS Yacy AOCATHEHHS MaKCHMaIbHOT
KoHIeHTpalii (tmax) mpubmM3HO A0 2,5 rogmuu. OpHAK TPHIOM IMperadaiiHy OJHOYACHO 3 DKEK HEe MaB
KJIIHIYHO 3HAYyIOr0 BIUIMBY Ha CTYMiHb Horo abcopOuii.

Posnonin

VY mpoteci JOKIIHIYHUX JIOCHIKEHb OYJI0 MOKa3aHo, 1110 IperadbajiiH MPOHUKAE Kpi3b reMaToeHIeaniyHui
Oap’ep y MuIuei, mrypiB i MaBl. BceraHoBieHO, 10 mperabajigiH MPOHUKAE Kpi3hb IUIALEHTY Y ILIypiB i
BUJUISIETbCSL B MOJIOKO IIypiB Yy Mepiof JakTamii. Y JIOJUHU 00’€M pO3MOAUTY mNperadamiHy Micis
NEePOPATBHOT0 3aCTOCYBAaHHS CTaHOBUTH MpuOm3Ho 0,56 n/kr. [Iperabanin He 3B’ A3y€Thbes 3 OLIKaMHU I1a3Mu
KpOBI.

Mertaboaizm

VY monuHu nperabaiiH 3a3Ha€ HE3HAYHOTo MeTabomi3my. [licis BBeneHHS 103W MIYEHOTO Pajil0aKTUBHOIO
MiTKOIO Tperabaniny npubauzHo 98 % pagioakTUBHOI PEYOBMHHM BHUBOJWIOCS 31 CEUEI0 Y BUIVIAIL
He3MiHeHoro mnperabaniny. Yactka N-MeTuiaboBaHOT MOXigHOI mperadaidiHy — OCHOBHOTO METaloJITy
nperabaliny, 110 BU3HadaBcs y ceui, — craHoBmia 0,9 % BBenenoi no3u. [1ig yac JOKIIHIYHUX JOCIITKECHD
He BiOyBaocs paremisariii S-eHaHTiomepa nperadaiiny B R-eHaHTiOMED.

Busenenns

[Iperabasnin BUBOAUTHCS 31 CHCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BUTJISIIL, IEpeBaXKHO HUpKaMu. CepenHiit
nepio/l HamiBBUBEICHH Tperadainy CTaHOBUTH 6,3 roguuu. [1na3MoBHii Ta HUPKOBUI KITipeHC nperabaitiny
MIPSIMO TIPOTIOPIIiiHI KITIIpeHCY KpeaTuHiHy (quB. po3ain «@apmakokiHeTHKa. HUpKoBa HEOCTaTHICTHY).
[Mamientam i3 mopymeHHAMH (YHKIIT HUPOK a00 MalieHTaM Ha TreMojiani3i HeoOXigHa KOpPEeKLis 103U
nperabaniny (auB. po3ain «Crocid 3acTocyBaHHS Ta 103U», TAOIUI).

JliH1HICTh/HENIHIWHICT




dapmakoKiHeTHKa MperadajiHy € JiHIHHOIO JJI1 BChOI'0 PEKOMEHJI0BAHOIO Jiana3oHy 103. BapiaGenbHiCTh
dapMakoKiHETHKH Tperadaiminy cepea mamieHtiB € Husbkoo (< 20 %). dapmakokiHeTHKa MPH
0araToKpaTHOMY 3aCTOCYBaHHI € IependadyBaHOIO Ha TIJACTaBl JaHUX, OTPUMAHMX MPU 3aCTOCYBaHHI
OJTHOKpATHOI /1034. TakuM 4YMHOM, HeMa€ NOTpPeOM B IIAHOBOMY KOHTPOJII KOHLEHTpalii nperadaiiHy B
1a3Mi KpoBi.
dapMakOKiHETHKA B OKPEMUX IpyNax NaIli€eHTiB
Cmamp
Pesynbrat KIIIHIYHMX JOCHIDKEHb CBiYaTh MPO BIJICYTHICTH KJIIHIYHO 3HAYYIIOTO BIUIMBY CTaTi Ha
KOHIICHTpALi0 Iperadaiiny B Ia3Mi KpoBi.
IlarieHTH 3 HUPKOBOIO HEIOCTATHICTIO
Knipenc mperabaniny mpsiMo HpoMOpLidHUEI KiipeHcy KpeaTuHiny. Kpim 1poro, mperabainin eQeKTHBHO
BHJIAJISIETHCA 3 TUIa3MH KPOB1 3a JIONOMOTOK0 TeMopiamizy (micias 4 roawH TeMomaiallizy KOHIIEHTparlis
nperabaiiHy B IU1a3Mmi KpoBi 3MeHIIyeThest mpuOau3Ho Ha 50 %). Ockinbku nperabaaiH BUBOIUTHCS B
OCHOBHOMY HHMPKaMH, Malli€eHTaM 3 HUPKOBOIO HEIOCTATHICTIO HEOOXIHO 3MEHIyBaTH HOro A03y, a Micis
reMoJIiaTi3y 3aCTOCOBYBATH JOJATKOBY 103y (MB. po3ais «CrociO 3aCTOCYBaHHS Ta IO3W», TAOIHUII).
[arieHTH 3 MEYiHKOBOIO HEIOCTATHICTIO
CrenianbHuX (hapMaKOKIHETHYHHX JTOCIIKEHb Y MAIlIEHTIB 3 IEYiHKOBOIO HEJOCTATHICTIO HE TIPOBOIMIIOCS.
Ockinpku mperadaiiid He 3a3Ha€e 3HAYHOTO MeTabo0I1i3My Ta BUBOJIUTHCS 31 CEUEI0 MEePEBaXKHO B HE3MIHEHOMY
BUTJISIL, TO MaJIOWMOBIPHO, 00 MOpYIIEHHS (YHKI] MEYiHKKA MaJl0 3HAYYLIMHA BIUIMB HA KOHIIEHTPAIIIIO
nperadaliHy B IJ1a3Mi KPOBI.

iTH
dapMakOKIHETUKY MTperadainy OLIIHIOBAIM 32 YYaCTIO JIITeH 3 eniienciero (BikoBi rpymnu: Bia 1 g0 23 MicsiliB,
BiJ 2 10 6 pokiB, Bix 7 1o 11 pokiB i Big 12 no 16 pokiB) mpu 3acTocyBaHHi 1103 2,5 Mr/kr/mo0y, 5 Mr/kr/no0y,
10 mr/kr/no0y ta 15 mr/kr/moby y mpoteci ociimKeHHs (apMaKOKIHETHKH Ta IEPEHOCUMOCTI.
[Ticis mepopa’abHOTO 3aCTOCYBaHHS NMPETadaiHy JITSIM HATIIE Imax B T1a3M1 KpOBi OyB y LIJIOMY aHAJIOT1YHUM
y BCIX BIKOBHX Ipymnax i cranoBuB Bif 0,5 ronunu 10 2 rouH micis npuiiomy.
3naueHHs] Cmax 1 IUIONII M KPUBOIO 3ayiekHOCTI KoHIeHTpanil Bix yacy (AUC) mperabaniny 3pocTaiu
THIAHO 31 301IbIIEHHSM J03H B KOKHIN BiKOBi# rpymi. Y npiteit 3 macoro Tina 1o 30 kr 3HauenHs AUC Gynu
Hxanmu Ha 30 %, o oOymoBieHo 30imbiieHHsM Ha 43 % KIlipeHCy, CKOPUTOBAHOTO 32 MACOI0 TiJIa, y IIUX
MAI[I€HTIB TIOPIBHSAHO 3 MallieHTaMu 3 Macoro Tina > 30 Kr.
Kinnesuit nepion HamiBBUBEIECHHS TperadalliHy CTAaHOBUB y CEPEIHBOMY MPUOIH3HO 3—4 TOMWHM Y JiTeil
BiKOM J10 6 poKiB Ta 4—6 roJuH y AiTel BiKOM BiJl 7 POKiB.
VY mpotueci nonyasuiiHOro (apMakoKIHETHYHOTO aHali3y OyJio MOKa3aHo, IO KIIPEHC KpeaTHHIHY OyB
3HaYyII0K KOBapiaTOIO /Ui KIIPEHCY NepOpaIbHOrO Nperadasiny, a Maca Tijia OyJa 3HauyIol0 KOBapiaToro
JUIsL YSIBHOTO 00’€My PO3MOJAUTY TEpOpaibHOTO Tperadaiiny, 1 el 3B’S30K OyB aHAJIOTIYHHM Yy JITeH 1
JOPOCTUX TAIIEHTIB.
@dapMakoKiHETHKY TmperabajiHy y TAIi€HTiB BIiKOM 10 3 MICAIiB HE BHBYAIM (IUB. PO3JILIH
«PapmakonuHamikay, «Crocid 3actocyBanHs Ta 103W» Ta «I100i4HI peakiii»).
JTarieHTH JITHLOTO BIKY
Knipenc nperabaniny Mae TeHISHIIIIO 10 3MEHILIEHHS 3 BiIKoM. Take 3MEHIIEeHHS KIIpeHCy nperadaniny npu
HOTO 3aCTOCYBaHHI TEPOPATBHO Y3TOKYETHCA 31 3MEHIICHHSM KIIPEHCY KpEeaTHWHIHY, TOB’S3aHUM 31
30UTbIIeHHAM BiKy. [lamieHTaMm 13 mopymeHHIMu QyHKIIT HUPOK, OB’ I3aHUMH 3 BIKOM, MOKe OyTH OTpiOHE
3MEHILIEHHS 103U nperadaininy (auB. po3aul «Crocid 3acTOCyBaHHSA Ta 103U», TAOIULIS).
2KiHkH, SKi TOAYIOTE TPYIUTIO
dapMakoKiHETHKY Tperadaainy npu Horo 3actocyBaHHi y 1031 150 mr koxxHi 12 roaun (mob6osa mo3a 300 mr)
ouiHtoBaiaK y 10 iHOK, sIKI TOAYBaJIU TPYAJIO0, IOHaMeHIIe yepe3 12 TuxHiB micas nosori. ['ogyBaHHS
TPYJIIO HE BIUTMBAJIO 200 MaJjio He3HAYHMI BIIMB Ha hapMaKoKiHETHKY rperadaniny. [Iperadanin morparuisi
y IpyZiHE MOJIOKO, NP IbOMY HOTr'0 CepeHi KOHIEHTpaIlii B pIBHOBa)KHOMY CTaHi CTAaHOBHJIN MPUOIU3HO 76
% KoHIIEHTpalliil y ria3mi KpoBi Matepi. Po3paxoBana 103a, sIKy OTpUMY€ HEMOBJIS 3 TPYIHUM MOJIOKOM (ITpH
cepelHbOMY CIOKHBaHHI Mojioka 150 mu/kr/mo0y) Bix xiHKH, sKka npuiiMae nperadanin y no3i 300 mr Ha
100y abo y makcumaibHid 1031 600 mr Ha moOy, cranoButh 0,31 a6o 0,62 mr/kr/moOy Bimmosimuo. L1
PO3paxoBaHi 03U CTaHOBIATH MpUOIN3HO 7 % 3aranbHOT J0OOBOT 103M MaTepi B mepepaxyBaHHI Ha MiTirpam
Ha KUIOTpaM.




Kuainiuni xapakrepucrukm.

Ilokazanns.

Heuponamuunuii 6ins.

Jlikapcbkuii 3aci0 moOKazaHWi IS JIIKYBaHHS HEHpomaTuyHOro Ooiro mepudepudHoro abo IEeHTPaTbHOTO
MOXO/KEHHS Y IOPOCIHX.

Eninencis.

Jlikapchkuii 3aci® moKa3aHUN JTOPOCIUM K JOJATKOBE JIIKYBaHHS MPH MapIiaibHUX CYyJOMHHUX Hamajax i3
BTOPUHHOIO TeHepaltizalliero abo 6e3 Hei.

Tenepanizosanuti mpugoxcHuu posnao.

Jlikapchkuit 3aci0 moka3aHuil 171 JIIKyBaHHS F€HEepaTi30BaHOT0 TPUBOKHOTO PO3JIaay Y JOPOCIHX.
Dibpomianais.

Ilpomunoka3zanns.
[TigBuIieHa Yy TIAUBICTH IO MIFOY01 PEYOBHHH Ta/a00 10 JOMOMIKHHUX PEYOBHH JIIKAPCHKOTO 3ac00y.

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma iHuwii 6uou 63acmooiil.

Ockinbku mperadajgiH eKCKPETYeThCsl TEPeBAKHO B HE3MIHEHOMY BHIJISIL 31 Ce4ero, 3a3Ha€ HE3HAYHOTO
MeTabomi3My B opraHizmi oauHu (< 2 % 1mo3u BUAUISETbes 31 cedero y ¢hopMi MeTabodiTiB), HE 1HTIOYeE
MeTaboJIi3M IHIIMX mpenapariB N VItro i He 3B’s3yeThes 3 OLIKaMU IJIa3MU KPOBI, TO MaJOHMOBIPHO, IO
nperadaiiH MOKe COPUYUHATH (papMaKOKIHETUYHY B3a€MO/iI0 a00 OyTH 00’ €KTOM Takoi B3a€MO/Ii.
JlocimipkeHHST B3a€EMO/IT JTIKapChKHUX 3aC001B MPOBOAMIIH JIMIIE Y TOPOCIHX TAIli€HTIB.

JlocipkeHHs in VIVO Ta mony/siiinHui hapMaKkOKiHETHYHHUN aHai3

Takum 4nHOM, Y ZOCIIDKEHHSX 1N VIVO HE CLIOCTEpiraiocs KIiHIYHO 3HA4yH[0i (PapMaKOKiHETHYHOT B3a€MOIii
MDK TmperabamiHoM 1 (QeHiToiHOM, KapOaMa3emiHOM, BaJbIIPOEBOID KHUCIOTOW, JIAMOTPHKHHOM,
rabaneHTHHOM, JIOpa3enaMoM, OKCHKOJOHOM uu eTaHoioM. [lomynsmiiiHuii dapMakOKiHETHYHHN aHawi3
MIPOJIEMOHCTPYBAB, 110 MepopaibHi MPOoTUAIa0eTHYHI 3aco0u, AlypeTUKH, 1HCYIiH, peHoOapOiTan, TiarabiH i
TomipaMaT He MAalOTh KJIIIHIYHO 3HAYYIIOT0 BIUTMBY Ha KJIIPEHC nperadaniny.

Ilepopanvhi konmpayenmugu, Hopemucmepor ma (ab6o) emuninecmpaoion

OpHoYacHe 3acTOCYBaHHS IperadalliHy 3 MepopalbHUMM KOHTpAalleTHBaMU, HOPETHCTEPOHOM Ta (abo)
eTUHIJIECTPAII0JIOM HE BIUIMBAaE Ha (apMaKOKIHETUKY PIBHOBKHOTO CTaHY KOJHOIO 3 LUX JIKApPChKUX
3aco0iB.

Jixapcwvki 3acobu, wo enausaroms na [[HC

[Iperabasnin Mo)ke MOTEHIIIIOBATH €(DEKTH €TaHOIIy Ta Jiopa3enaMmy. Y mepioj MOCTMapKETUHIOBOTO HATJISIY
MOBIIOMJISUIOCS. TPO BUMAJAKHM JUXaJIbHOI HEIOCTATHOCTI, KOMH Ta CMEpTi Yy MAali€HTIB, sKI NpuiimManu
nperadajiiH pa3oM 3 OMioigaMu Ta/abo 1HIIMMHM JIIKAPCBKUMHU 3acobamu, 1o npurHigyoTh ¢yHkuio [THC.
[TperaGaiiH, iMOBIpHO, OCUIIIOE MOPYLIEHHS KOTHITUBHUX T4 OCHOBHMX MOTOPHMX (YHKLIH, CIpUYMHEH1
OKCHKOZIOHOM.

B3aeMoJii y nalieHTiB JITHBOTO BIKY

CrieniagbHUX JTOCIIPKEHb (papMaKOJUHAMIYHOI B3a€EMOJIl 3a y4yacTiO JOOPOBOJIBILIB JITHHOTO BIKY HE
MIPOBOJTUIIOCS.

Ocoobnueocmi 3acmocysans.

Tayienmu 3 yykposum diabemom

BiamoBigHO 10 YMHHOI KJIIHIYHOT MPAKTUKH, JEAKl TAali€HTH 3 I[yKPOBHM Jia0eToM, Maca Tiia SKHX
30uTbIIMIIacs MiA yac Teparmii mperabamiHOM, MOXXYThb NMOTpeOyBaTH KOPEKIi 703U I[YKPO3HHKYBaJIbHHUX
JIKapChKUX 3acO0i1B.

Peaxuyii cinepuymausocmi

VY  miciaspeecTpallifHUK TepioJl TMOBIAOMIISIM TPO PO3BUTOK PpEAKIiil TiNepuyTIMBOCTI, 30Kpema
aHTIOHEBPOTUYHOTO HAOpSAKY, MiJ dYac 3acTOCyBaHHs IHperadaiiHy. 3a HasBHOCTI TaKUX CHMIITOMIB
aHT10HEBPOTUYHOI'O HaOpSKY SK HAOpsK oOnuudsi, mepiopaibHUil HaOpsk abo HAOpSK BEPXHIX TUXAIBHUX
HUISXIB CJ11 HEraifHO NPUITMHUTH 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00Yy.

Peaxkyii 3 6oky wixipu

V 3B’43Ky 31 3aCTOCYBaHHIM Iperadaiiny piJko MOBIIOMIISIIOCS PO THKKI MIKipHI mo6iuHi peakuii (TILIIP),
BKJIIOYaroun cuHApoM CriBeHca-J[>KOHCOHA Ta TOKCHUYHHMM €IMiJIepMaJbHUANA HEKPOJi3, SKI MOXYTh OyTH
HeOe3NMeYHUMH I KUTTA a00 MaTh JeTanbHui Hachifok. [lin yac mpu3HauYeHHS IJKapChKOro 3acoly
MaIieHTaM CIij] TOBIIOMUTH PO O3HAKU Ta CUMIITOMH Ta YBa)KHO CTEKHTH 3a MIKIPHUMHU PEaKIisaMu. Ko



3’SBJISIFOTHCS. O3HAKM Ta CUMIITOMH, IIO BKa3yIOTh Ha Il peakilii, CJiJ HeraiHO BiAMIHUTH 3aCTOCYBaHHS
nperabajiny Ta po3rJIsIHYTH aJbTepHATUBHE JIIKYBaHHS (Y pa3l HEOOX1THOCTI).

3anamopouenns, conaugicms, 6mpama c8i00OMOCmi, CHIAYMAHICMb C8I0OMOCHI Ma NOPYULEHHS NCUXIKU
3acTtocyBaHHs IperadajiHy CyNpOBOKYBAlIOCS IOSBOIO 3allaMOPOYEHHS Ta COHJIMBOCTI, L0 MOXKeE
30UTBPIINTA PHU3UK BUHUKHEHHS TpPAaBMAaTHYHUX BHMAJAKIB (MafiHHA) Yy MAI€HTIB JITHBOTO BIKy. Y
MICIAPEECTPALIIMHUI TIEPI0JT MOBIIOMIISUIOCS MPO BUIIAIKH BTPATH CBIJOMOCTI, CIUTYTaHOCTI CB1JIOMOCTI Ta
MOPYUICHHSI TICUXIKU. Y 3B’SI3Ky 3 LIUM Malli€HTaM CIiJi PeKOMEHAYyBaTH OyTH OOEpeKHHUMH, JOKU IM HE
CTaHyTh BIJIOM1 MOKJIMBI €(PEKTH 1BOTO JIKAPCHKOTO 3ac00y.

Po3znaou 3opy

[lin yac KOHTpPOJBOBAaHUX JOCTIPKCHh HEYITKICTh 30pYy 4YacTillle CIIoCTepirajacs y TMaIi€eHTiB, sKi
3aCTOCOBYBaJIM IMperadaiid, HiK y Malli€HTIiB, IKi OTpUMYBaIH 1iane6o. Y OUIbIIOCTI BUMAAKIB 1€ SBUIIE
3HUKAJIO ITPH MPOAOBKEHHI Teparii. Y mporieci KIIHIYHUX JOCIIIKEHb, B SKUX MPOBOJIWIN OPTAIBMOJIOTIUHE
0OCTEXEeHHS, YaCTOTa BUIAJIKIB MOTIPIICHHS TOCTPOTH 30py Ta 3MiHHM MOJIS 30py Oyia BUILOKO y MAIi€HTIB,
SIKI 3aCTOCOBYBaJIM TperadaiiH, MOPIBHAHO 3 MaIlieHTaMHu 13 TPyNH Iuianedo; JyacToTa BUHUKHEHHS 3MiH
OYHOTO JIHa OyJia BUILOO Y MALIE€HTIB 13 TPyIH M1ane6o (IuB. po3ain «DapmMakoguHaMiKay).

VY micasipeecTpauiiHuil epio]] MOBIAOMIISUIM PO MOOIUHI peakilii 3 00Ky opraHiB 30py, BKIIOUYAIOYH BTPATy
30py, HEUITKICTh 30py a00 iHIII 3MiHU TOCTPOTH 30y, OaraTo 3 AKux Oy TuMuacoBuMu. [licis npunuHeHHS
3aCTOCYBaHHS Mperadaliiny Ii CUMIITOMH 3 OOKY OpraHiB 30py MOKYTh 3HUKHYTH 200 3MEHILIUTHUCS.
Hupkoea neoocmammnicmo

[ToBigoMIsIOCs MPO BUMAAKH PO3BUTKY HHPKOBOI HEJOCTATHOCTI, sKa 1HOAI Oylna OOOpOTHOIO, Micis
MIPUITMHEHHS 3aCTOCYBAaHHS Iperadaliny.

Biomina cynymuix npomueninenmuunux npenapamis

JloTenep HEAOCTATHRO JAHUX LIOJI0 TOTO, YA MOYKHA BIIMIHITH CYIyTHI MPOTUEIIICNTHYHI MTPerapaTy micis
TOTO, SIK y pe3yibTarTi JI0JaBaHHs mperadaniny o Tepamii Oyle JAOCATHYTO KOHTPOIIO 32 CyJOMaMHu, 1100
MEPEUTH Ha MOHOTEPAITiO MPETadaliHOM.

Cumnmomu 6ioMinu

VYV Jeskux TAalli€HTIB Micis TNPUIUHEHHS KOPOTKOCTPOKOBOI a0o TpuBaioi Tepamii mperadaaiHoM
CHoCTepiraiucs CUMITOMH BigMiHU. 3adikCOBaHO Taki sBHIA: OE3COHHSA, TOJOBHUN Oilb, HYIOTa,
TPUBOXKHICTb, Jlapes, TPUIIONOAIOHUN CUHIPOM, HEPBO3HICTb, JENpecis, CyilUIanbHl AyMKH, OUIb, Cy10MHU,
rineprigpo3 1 3amaMOpoYeHHs, sIKI BKa3ylOThb Ha (Pi3MuHy 3aiexHicTh. [losiBa cHMOTOMIB BIAMIHHM Micis
NPUNMHEHHA NpuiioMy mperaGaiiHy MOXe BKa3yBaTH Ha JIIKApChbKY 3aJIeXHICTh (AuB. po3nain «lloGiuHi
peakii»). L{ro iHpopMarito ciail HOBIIOMUTH MALIEHTY MEpe]] OYaTKOM Tepatii.

Skuio 3acTocyBaHHs Tperadaiiny HeoOX1AHO MPUIUHUTH, PEKOMEHIYETHCS 11€ POOUTH OCTYIIOBO, TPOTATOM
moHaiiMeHIIe 1 THXKHS He3aJIeXKHO Bijl oka3aHHs (AuB. po3il «Crocid 3aCTOCYBaHHS Ta JO3W»).

Cynomu, 30KkpeMa enuIeNTUYHUM CTaTyc Ta BEJUKI CyJOMHI Hamaad, MOXXYTh BUHUKATH i 4ac Teparii
nperabaniHoOM ab0 HEB/IOB31 MICJIs IPUITMHEHHS HOT0 3aCTOCYBaHHS.

JlaH1 1m10/10 BiAMIHU TIperadaiiny micis TPUBAJIOr0 3aCTOCYBAaHHS BKAa3yIOTh Ha Te€, 10 YaCTOTa BUHUKHEHHS
Ta CTYMiHb TSKKOCTI CUMIITOMIB BiIMiHM MOXKYTb 3aJI€KaTH BiJl 103H.

3acmitina cepyesa nedocmamuicmo

V micnspeecTpaiiiHuii nepioj MOBIIOMIISUTH TIPO 3aCTiHY CeplieBY HEAOCTATHICTh y JESIKUX MAaLI€HTIB, K1
npuiimanu mnperabamid. Taka peakuisi crnocTepiranacs 374eOUTBIIONO M 4Yac JIIKYBaHHS IperadaiiHoM
HEeHpomaTuyHOro OO0 y MAIIEHTIB JITHBOTO BIKY 3 YK€ ICHYIOUMMHU CEpIEBO-CYAMHHUMH MOPYILICHHIMH.
TakuM mamieHTam mperadaigiH CiliJ 3acTOCOBYBaTH 3 0OepexHicTio. [IpM NMpUNMHEHHI 3acCTOCYyBaHHS
nperalaliny 1€ sSIBUILE MOXE 3HUKHYTH.

JIikysanns Hetiponamuyno20 60110 YeHmpaibHO20 NOXOOHCEHHS BHACTIOOK YPAICEHHS CNUHHO20 MO3KY

ITix yac nikyBaHHS HEWUPONATUYHOTO OO0 LIEHTPATBHOTO MOXO/PKEHHS, BUKJIMKAHOTO YPAaXKEHHSIM CTUHHOTO
MO3KY, 30UIbllIyBaJIacs 4acToTa MOOIYHMX peakiidl y LIIoMy, a TakoX ModiuHux peakuii 3 O6oky LIHC,
0co0aMBO coHynuBOCTi. lle Moxke OyTW MOB’S3aHO 3 AJAUTUBHOIO Ji€l0 CYMYTHIX JIKapChbKUX 3aco0iB
(HampwKIIaa, aHTUCIIACTUYHUX TIperapariB), HEOOXITHUX I JIIKYBaHHS IIbOTO cTaHy. L{r0o oOcTaBuHY ciij
Opatu 710 yBaru, Npu3Ha4a0uy nperadalid Mpu TaKOMy CTaHI.

Ilpuenivenns ouxanms

[ToBimoMIsIOCS PO BUIMAJKU TSHXKKOTO MPUTHIUEHHS JUXAHHS y 3B'A3KY 31 3aCTOCYBaHHSM IperadaiiHy.
[TarieHTH 3 MOPYIICHOIO TUXATbHOIO (PYHKIIIEIO, PECTIPATOPHUMH 200 HEBPOJIOTTYHHUMH 3aXBOPIOBAHHSAMM,
HUPKOBOIO HEJIOCTATHICTIO, OTHOYAaCHUM 3acTocyBaHHsM JernpecadTiB [IHC Ta ocobu miTHBOTO BiKy MOXKYTh



MaTH OUTBIIUI PU3MK BUHUKHEHHS L€l TSHKKOT MoOiuHOoi peakiii. [ UX HamieHTiB MOXe 3HATO0OUTUCS
KOPUT'YBaHHS J103U.

Cyiyuoanvhe mucienns ma nogeoinka

[ToBimomIIsIIOCS IPO BUTIAJKH CYTIIMAATBHOTO MUACICHHS Ta TOBEAIHKH y TAIIEHTIB, SIKi OTPUMYBAJIU TEPAITIF0
NPOTHENICNITUYHUMHU TpernapaTaMu 3a JCIKHMMH IOKa3aHHSAMH. 3a pe3ysbTaTaMd METaaHaji3y IaHuX,
OTPUMAaHUX Yy HPOLEC] pPaHIOMI30BaHUX, I1J1alle00-KOHTPOJIBOBAHUX JOCTIIKEHb IMPOTHUEIICITUYHUX
IpernapariB, TaKOX CIIOCTEPIraiocss HEBENUKE MiJBUINECHHS PHU3HKY IOSBU CYIMJATBHOTO MHCJICHHS Ta
MOBEIIHKK. MeXaHi3M BUHUKHEHHS 1IbOT0 PU3UKY HEBIIOMUNA. Y TOCTMApKETHHTOBOMY TIEPiO/Ii Y MAIIEHTIB,
SIKi 3aCTOCOBYBAJIM TperadaliiH, CIOCTEPIraucs BHUITAJIKH CYIIUIAIBHUX AYMOK 1 TIOBEIIHKH (JIUB. PO3ILI
«[To6iynHi peakmii»). Emigemionoriyde AOCTIPKEHHS 3 BUKOPUCTAHHSAM JIM3aiiHY CaMOKOHTPOJIHLOBAHOTO
JOCHiUKeHHs1 (NOPIBHSHHA TMEpioAiB JIKyBaHHS 3 Tmepiogamu Oe3 JKyBaHHS B OKpPEMOi 0COOH)
MIPOJIEMOHCTPYBAJIO MiJBULICHUI PU3UK HOBUX MPOSBIB CYIMAaIbHOI MOBEAIHKM Ta CMEPTI BHACIIJTOK
caMory0OcTBa y Hali€HTIB, SKi 3aCTOCOBYBAJU Mperadaiy.

[TamienTtam (Ta iX omikyHam) peKOMEHAYETHCS 3BEPHYTHCS 32 MEIUYHOIO JIOMIOMOIOI0 Y pa3i BUHUKHEHHS
CyiuIaIbHUX TyMOK a00 cyiuaansHoi moBeniHku. HeoOXiTHO peTehbHO CIIOCTepiraTy 3a MamieHTaMu 010
O3HaK CYIUAANBHUX AYMOK Ta CYIIUAANbHOI MOBEAIHKH, & TAKOX 3aCTOCOBYBATH BIJIMOBIIHE JIKyBaHHS.
Caizx po3ristHyTH MOXKIIMBICTD IPUITMHEHHS 3aCTOCYBAaHHS JIIKapCHKOT0 3aC00y Y pa3i CyiuaaIbHUX TyMOK i
[IOBEIIHKH.

THocipwenns @yHkyii HUMHCHIX BI0OLNI8 WTYHKOBO-KUUKOB020 MPAKMY

VY micnsipeecTaiiHuil nepio/1 MOBiIOMIISIIN PO SBUIIA, TIOB’A3aH]1 3 MOPYIIEHHAMHU (YHKIIT HUXKHIX BiJI1LIIB
[UTYHKOBO-KHIIIKOBOTO TPAKTY (HEMPOXIAHICTh KHIIEYHUKY, MAapATITUYHA HEMPOXiTHICTh KHIICYHHKY,
3arop), Mpu 3aCTOCYBaHHI IMperadaliiHy pa3oM 13 JIKapChbKUMHU 3aco0aMu, II0 MOXYTh BUKIUKATH 3amop,
HaNpUKJIal 3 OMOIATHUMH aHanbreTukamu. Ilpu oHOYacHOMY 3acTOCYBaHHI mperadajiHy Ta OmiOigiB CIlif
BXKUTH 3aXOiB AJis TPOo(DIIaKTUKU 3aropiB (OCOOIHMBO Y KIHOK Ta MAalli€HTIB JITHHOTO BIKY).

OonouacHe 3acmocygants 3 onioioamu

Jlikapcpkuit 3aci0® ciig 3 00epe)HICTIO 3aCTOCOBYBATH OJIHOYACHO 3 OMIOiJaMU 4epe3 PU3UK MPUTHIUEHHS
¢yukuii HHC (nuB. po3ain «B3aemonis 3 IHIIMMH JIIKapCHbKUMH 3ac00aMM Ta 1HINI BUAM B3a€MOJIN»). Y
JOCHIJKEHH] BUIAJ0K-KOHTPOJIb 0Ci0, sIKI 3aCTOCOBYIOTh OIIOiAM, MIJABUIIEHUH pPU3MK CMEPTHOCTI,
OB’ s13aHOI 3 OMioigaMu, OyB y Malli€HTIB, K1 3aCTOCOBYBaJIM IIperadaiiH 0JTHOYACHO 3 OII0I0M, OPIBHIHO
3 TAaKUM TIPH 3aCTOCYBaHHI JIKIIE OMiOifiB (CKopuroBaHe criBBiaHomenns mancis [aOR], 1,68 [95 % /I,
1,19-2,36]). Takuii niABUIIICHUI PU3KK CITOCTEPIraBCs MPU HU3bKUX J103ax nperadaniny (< 300 mr, 1,52 aOR
[95 % 11, 1,04-2,22]) 3 TeHAEHITIEO 10 301IbIIEHHS PU3UKY TP BUCOKHX J03ax nperabdaniny (> 300 mr, 2,55
aOR [95 % /11 1,24-5,06]).

Henpasunvne 3acmocysantsi, 31082CuU8aHHs AOO 3AN€HCHICMb

[Iperabanin MOXKe CIIPUYMHATH JIKAPCHKY 3aJIEKHICTh, Y TOMY YHCII MPH 3aCTOCYBaHHI y T€pPaneBTUUYHUX
no3zax. lloBimomisiiocss MpoO BUIMAAKW HEMPABHIBHOTO 3aCTOCYBaHHS Ta 3MoBXKuBaHHS. IlamieHTH 31
3JI0BKMBAHHSIM PI3HUMH pPEYOBMHAMM B aHaMHe3l nepe0yBaioThb Yy Tpyll MIABUIIEHOTO PHU3UKY
HEMpPaBUIILHOTO 3aCTOCYBAaHHS, 3JIOBXKMUBAaHHS a00 3aJIeKHOCTI Bij mperadaniHy, TOMy TaKUM Malli€eHTam
JKapChKUW 3aci0 ciij 3acTocoByBaTH 3 obOepexHicTio. Ilepen mpu3HadeHHSM JIIKAPCHKOTO 3aco0y CIIif
PETENBHO OIIHUTH TMAIli€HTA II0/I0 PU3UKY HEMPABUILHOTO 3aCTOCYBaHHS, 3JIOBKUBAHHS a00 3aJI€KHOCTI BiJl
nperabaminy. [lim 9ac nmikyBaHHS HEOOXITHO CIOCTEpIraTH 3a TMAIll€HTOM [JIsi BHUSBIICHHS CHMIITOMIB
HEMPAaBUJILHOTO 3aCTOCYBaHHS, 3JIOBXKHBAHHS a00 3aJeKHOCTI Bii mperabaiiHy, TaKUMH SIK PO3BUTOK
3BHKaHHS, TICPEBUILCHHS MPU3HAYSHOI 03U Ta MOBEIHKA, CIIPSIMOBAaHA HA OTPUMaHHS JIIKapChKOTO 3aC00y.
Enyecpanonamis

3adikcoBaHO BUNAAKU eHUedanonatii, [0 BUHUKAJIM TMEPEBAKHO Yy TMAI€EHTIB 31 CYNyTHIMH
3aXBOPIOBAHHIMH, 1[0 MOKYTh CIIPOBOKYBATH €HIIe(haIomnarito.

JKinKu penpooykmuenozo 8iKy/KoHmpayenyis

3acrocyBaHHs mperabaniny y | TpumecTpi BariTHOCTI MOXe CHPUYMHUTH CEpHO3HI BPOJKEeHI AedeKTH y
HeHapokeHol AuTUHU. Jlikapchbkuil 3acid He ciii 3aCTOCOBYBAaTH y IEpioJl BariTHOCTI, 3a BUHSATKOM
BUIIAJIKIB, KOJIM OYiKyBaHAa KOPHUCTH I MaTepi SBHO MEPEBUIIYE MOTEHIIWHUN pU3UK IS TuioAa. JKiHKu
PENPOYKTUBHOTO BiKY MOBHHHI BUKOPUCTOBYBATH €(DEKTHBHI 3aCO0M KOHTPAICTIIii MMi Yac JiKyBaHHS (JIUB.
po31ii «3acTOCYBaHHS y EPioJ BariTHOCTI 00 TOyBaHHS TPYIIION).

3acmocysanns y nepioo eacimuocmi abo 200y8amis 2pyoow.

KiHkH, penpoAYKTUBHOTO BiKY/KOHTpaIlEHIIis.




JKinkaM penpoayKTHBHOTO BIKY CIliJi BUKOPHUCTOBYBAaTH €(QEKTHBHI 3acoOM KOHTparenuii (IuB. po3min
«OCcOo0IMBOCTI 3aCTOCYBaHHS).

BariTHicTh

VY mporeci 1ociiKeHb Ha TBApUHAX Oylla MPOJEMOHCTPOBAHA PENPOIYKTUBHA TOKCUYHICTb.

JloBeneHno, mio mperaGaiiH MPOHUKAE uYepe3 IUIACHTY y InypiB (AuB. po3nain «DapMakOKIHETHKay).
[Iperabanin Moke IPOHUKATH Yepe3 MUIALCHTY JIFOJUHH.

OcHoBHi BpopkeHi Baau po3sutky (OBBP)

Jlani ckaHAMHABCHKOrO oOcepBamiitHoro mociimkeHHs monan 2700 BariTHOCTEH, sKi NPOXOAWIA 3
OTpUMYyBaHHAM Tmperabaniny y [ Tpumectpi, mnokasanmu Bunly nomupeHicte OBBP cepen nireit
(’KMBOHAPOHKEHUX a00 MEPTBOHAPOKEHUX ), SIKi 3aCTOCOBYBAIM TMperadaltiH, MOPIBHSAHO 3 MOMYJIAIIEI0, SKa
fioro He orpumysaina (5,9 % nporu 4,1 %).

Pusuk OBBP y nomynsmii, sika 3actocoByBaja nperadanin y I tpumectpi, OyB IO BUIIMM HOPIBHSIHO 3
MOMYJISLIETO, sIKa HOTO HE 3aCTOCOBYBaJa (CKOpUroBaHuil KoedimieHT nmommupenocti ta 95 % JI: 1,14 (0,96-
1,35)), a Takox MOPIBHSAHO 3 MOMYJAIIEI0, sKa 3acrocoByBana namorpumkun (1,29 ( 1,01-1,65)) abo
aynokcerus (1,39 (1,07-1,82)).

AHani3 KOHKPETHUX BaJl PO3BUTKY IIOKa3aB BHUII PHU3UKHU BaJ PO3BUTKY HEPBOBOI CHUCTEMH, OYEH,
opodarnianbHUX MIUIMH, BaJl CEYOBUITYCKAHHS Ta CTATEBUX OPTaHiB, ajie MU(pU Oy HEBEINKUMH, a OL[IHKA
HETOYHUMH.

Jlikapchkuii 3aci0 He CITiJT 3aCTOCOBYBATH ITiJT YaC BariTHOCTI, OKPIM BHIAJIKIB KpalHBO1 HEOOX1THOCTI (SIKIIIO
OUiKyBaHa KOPUCTH I MaTepi SBHO MEPEBUILYE MOTSHIIIMHUNA PU3UK IS MJI0/A).

[lepiox rogyBaHHs rPYIUTIO

[Iperabanin moTparuisie y rpyaHe Moioko (auB. po3ain «@DapmakokiHeTHka»). HeBimoMo, uu BILTUBaE
nperabaiH Ha HOBOHAPOKEHUX/MaMOKiB. HeoOXiTHICTh TepepuBaHHS TPYJHOTO BHTOJOBYBAaHHS a0o
MepEepUBaHHs 3aCTOCYBAHHS JIIKAPCHKOTO 3acO0y CIiJ pO3MIAIAaTH B KOXHOMY OKPEMOMY BHUMAJKY, MpPH
IBOMY CIIiJ] BPaXOBYBaTH K KOPUCTb TPYAHOTO BUTOJOBYBAHHS UIS MallOKa, TaK 1 KOPUCTh Teparii ajs
Marepi.

DepTUITBLHICTD

Hemae ki1iHIUHUX BiJOMOCTEH 11010 BIUIMBY NperadajiHy Ha penpoayKTUBHY (YHKIIIO KIHOK.

He BusiBnieHo BIiMBy nperadaiiHy Ha pyXJIUBICTb CIEPMATO301/11B Y 3I0POBUX JOOPOBOJIBIIIB YOJIOBIYOT CTATI
y 1031 600 Mr Ha 7100y MPOTATrOoM 3-MICSIUHOTO JIKYBaHHS.

HocaigxeHHss (QepTUIbHOCTI TMPOJEMOHCTPYBAJIO HASBHICTh HETaTUBHOIO BIUIMBY Ha PENPOAYKTUBHY
(GYHKIIII0 CaMOK LIypiB Ta HasIBHICTh HETaTUBHOT'O BIUIMBY HA PENPOAYKTHBHY (YHKIIIIO Ta PO3BUTOK CaMIIiB
mypiB. KiiHiuHa 3HaYyIIICTh IUX Pe3yJIbTaTiB HEBIAOMA.

30amuicms enaueamu Ha WUOKICMb peakyii npu Kepy8auHi agMompancnopmom abo iHUUMU MexaHizmamu.
[Iperabanin Moxe MaTH HE3HAUYHUM a00 TOMIPHHIA BIUTMB Ha 3/IaTHICTh KEPYBATHU TPAHCIIOPTHUMH 3aC00aMH
Ta MpaIIOBAaTH 3 IHIIMMU MeXaHi3MaMHi. Mo)ke BUKJIMKATH 3allaMOPOUYCHHSI 1 COHJIMBICTh Ta MOXKE BIJIMBATH
Ha 3JIaTHICTh KEPYBAaTHU TPAHCIIOPTHUMHU 3acO0aMH 1 MPAIIOBATH 3 IHIIUMHU MeXaHi3MaMu. ToMy marieHTam
CIIiJT PEeKOMEHAYBaTH YTPUMYBAaTHCS BiJl KepyBaHHS TPAHCIOPTHUMHU 3aco0aMu, poOOTH 31 CKJIAJHOIO
TEXHIKOIO UM BiJI IHIIO1 MOTEHIIHO HeOe3MeYHOT AISUTbHOCTI I0TH, TOKU HE CTaHE B1IOMO, YH 11eH JIIKapChbKUH
3aci0 BIUIMBAE Ha IXHIO 3AaTHICTH IO TAKOI AisTBHOCTI.

Cnoci6 3acmocysanns ma 0o3u.
Crocil 3acTOCyBaHHS
Jlikapcbkuit 3aci0 MpU3HAYEHUH 711 IEPOPATBLHOTO 3acTOCyBaHHsI. Karcymu ¢ npuiiMaTi He3alexHO BifT
B)KUBaHHS 1K1.

03YBaHHS
JliarazoH 103 npenapary Moxe 3MiHioBatucs B Mexkax 150-600 mr Ha 100y. /1060BY 103y pO3NOALISAIOTH HA
2 abo 3 mpuiiomu.
Hetiponamuunuii 6ine
Tepamiro mperabaniHoM MoxHa posmnoyatd 3 ao03u 150 mr Ha 00y, po3noaiieHoi Ha 2 abo 3 mpuitomu.
3anexHo BiJ IHIUBIAYaIbHOT BIAMOBII Ta MEPEHOCUMOCTI Mperadaiiny MamieHTOM 103y MOXHA 301IBIIUTH
1o 300 mr Ha 100y uepe3 3—7 MHIB, a 332 HEOOX1AHOCTI — 10 MaKcUMalbHOI 103 600 mMr Ha 100y 1mIe micis 7
JIHIB.
Eninencia
Tepamiro mperabaniHoM MoXxHa posmnoyatd 3 go3u 150 mr Ha 00y, po3noaiieHoi Ha 2 abo 3 mpuitomu.
3anexHo BiJl IHAUBIAYaJIbHOI BIIMOBI/II Ta HEPEHOCUMOCTI Mpenapary MnamieHToM 103y MOXHA 30UIbIIUTH 10




300 mr Ha no0y micist mepiioro THXHS JikyBaHHA. Llle depe3 oIuH THXKAEHB 103y MOXHA 30UIBIIUTH 10
MakcumanbHOi — 600 Mr Ha 100y .

T'enepanizoeanuti mpueodicHull po3nao

Jlo3a, Ky po3moAuUIAIOTh Ha 2 abo 3 mpuitomu, Moxke 3MiHIOBaTucs B Mmexax 150-600 mr wa mo0y.
[epionnvHO ciif neperyisaaTi HeoOXiJHICTh POJIOBKEHHS Tepartii.

Tepamito nperadanxiHoM MOXxHa po3nodaTd 3 1031 150 Mr Ha 100y. 3a1eKXHO BiJl iHAMBITyaIBHOT BIIMOBIII Ta
MEPEHOCUMOCTI MperadaniHy namieHToM 103y MokHa 30unbmmTh 10 300 Mr Ha H00Y MicIs MEepIIOTO THXKHS
nikyBaHHs. [licns me ogHOro THXKHS MpUHoOMY 103y MoxHA 30uTbmuTH 10 450 Mr Ha n00y. Ille uyepe3 oaun
THKJIEHB J103y MOXHA 30UIBIIUTH 0 MakcuMainbHOi — 600 Mr Ha 100y .

Diopomiancis

PexoMennoBana jo3a ais JikyBanHs ¢iopomianrii cranoButh Big 300 mo 450 mr Ha noOy. JlikyBaHHS ciif
PO3MOYMHATH 31 3aCTOCYBaHHs 103K 75 Mr 2 pa3u Ha 100y (150 Mr Ha 100y). 3aexHo Bijg ehEKTHBHOCTI Ta
NEPEHOCUMOCTI 103y MokHa 30inbinyBati 10 150 mr 2 pasu Ha 100y (300 mMr Ha 100y) MPOTSITrOM OJHOTO
TwkHA. Ja marienTiB, s akux 3actocyBanHs 034 300 mr Ha 100y € HEITOCTaTHHO €(DEKTUBHHUM, JI03Y
MOXHa 30UTbIIATH J10 225 Mr 2 pa3u Ha 100y (450 mr Ha 100y). Xo4a iCHy€e TOCIIIKSHHS 111010 3aCTOCYBaHHS
no3u 600 mMr Ha m00y, MOKa3iB TOTO, IO 3aCTOCYBaHHS i€l 103U OyJae MaTH JI0JAaTKOBY IepeBary, HEMae;
TaKOX Taka J103a MaJjia TipIly MepeHOCUMICTh. bepydu 10 yBaru 10303aJIe)Hi TOOIYHI peakilii, 3aCToCyBaHHS
103 Buie 450 mMr Ha 100y HE PpEKOMEHAYETHCS.

Ockinbku Tiperadaliii BUBOJAUTHCS TOJJOBHAM YHHOM HUPKAMH, CJIiJI KOPUTYBATH 103y JIKapChKOTO 3aco0y
MaieHTaM i3 TOpPYIIeHHSIMH (YHKIII{ HUPOK.

[IpunuHeHHs JiKyBaHHA IperadaiinoM

BinnosizgHo 10 110401 KJIIHIYHOT MPAKTUKH, IPUTTUHATH Tepallito mperadaiiHoM peKOMEHAYEThCS IOCTYIOBO,
OPOTSTOM IIOHAWMEHIIE OJHOrO TIDKHS, HE3aJeKHO BiAg mMokazaHb (muB. posaim  «OcoOauBOCTI
3actocyBaHH» Ta «[1o0iuHi peakiiin).

Tayienmu 3 nopywennamu QyHKyii HUpoK

[Iperabainin BUBOAUTHCS 31 CHCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BHUIJISIIL, IEPEBAXKHO HUPKaMU. OCKUIbKU
KJIIpeHC mperadaiaiHy NpsMO MPONOPUIMHUN KIIPEHCY KpeaTuHiHy (IuB. po3aul «PapMaKOKIHETHKA),
3MEHIIYBaTH 703y Malli€HTaM 13 HOPYIIEHHAMH (PYHKIIT HUPOK CJiJ iHAMBIAYalbHO, K 3a3HAYEHO B TaOJIUII
HIDKYE, BIINOBIIHO 110 KiipeHcy kpeaTuniny (CLCr), skuii BU3Ha4a0Th 3a GopmyIioro:

[Mperabanin eheKTHBHO BUAAISETHCS 3 TUIa3MH KPOBI 3a AomoMororo remoianisy (50 % npenapary mpotsarom
4 roauH). J{ns manieHTIB Ha reMojiaii3i J000BY /103y mperadajiHy il miadupaTy BIAHIOBIIHO 10 (YHKIIIT
Hupok. Kpim 1060Boi 103u, ofpasy micis KOXHOI 4-TOAMHHOI NpOIeAypu TeMofianizy HeoOXiTHO
3aCTOCOBYBATH JI0JIATKOBY /103y MpeEMapary (IUB. TaOIHIIO).

Kopexkiiist o3u nperabainy BiAMOBIIHO 10 QYHKIIT HUPOK

Kuipenc kpeatuniny (CLc), 3aranpHa 1000Ba J103a peradbaniny™ Pexum
(MI1/XB) ITouaTkoBa no3a MakcumalbpHa J103a JI03yBaHHS
(Mr/mo0y) (Mr/100Yy)
>60 150 600 2-3 pa3u Ha
100y
>30—<60 75 300 2-3 pa3u Ha
o0y
>15-<30 25-50 150 1-2 pa3u Ha
o0y
<15 25 75 1 pa3 Ha 100y
JlonaTkoBa 03a micist reMoiani3y (Mr)
25 100 JlomaTtkoBa
nosza’

*3aranpHy 7000BY 103y (MI/mo0y) ciij po3MOAUIMTA HAa ACKIIbKAa TPUHOMIB BIAMOBIIHO 0 PEKUMY
J03yBaHHS, 00 OTPUMATHU J03Y AJIsL OTHOKPATHOTO TpuiiomMy (Mr/mo3y).

*JlogaTkoBa 103a — L€ J0AaTKOBA OJHOKPATHA 1034.

Tayienmu 3 neuinko800 HEOOCMAMHICMIO

Jlnst marieHTiB 13 MOpYyImICHHSIMH (QYHKII TMEYiHKA HEOOXITHOCTI B KOPEKIli 103U HeMae (AWB. pO3MALT
«DapMaKOKiHETHKAY).



3acmocyeanns nayicHmam 1imHb020 GIKY

JIist marieHTiB JITHROTO BIKy 4epe3 MOpyIieHHs (YHKIT HUPOK MOKe OyTH MOTPIOHE 3MEHIIEHHS 031
nperadaininy (quB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

imu.

Besneka ta edexkTuBHICTH Mperadainy Mpu HOro 3aCTOCyBaHHI JIiTsAM (BikoM /10 18 pokiB) HE BCTAaHOBJIEHI.
HoctynHa portenep iHdopmaliis HaBeneHa B po3aiunl  «[loOiuni peakiii», a TakoX Yy po3airax
«DapmakonuHamikay 1 «DapMaKOKiHETHKa», OJHAK, CIIHUPAIOYNCh HA HUX, HEMOXJIMBO HAJIATH KOJHUX
PEKOMEHIallii 100 J03yBaHHS 111 KaTeropii maIie€HTiB.

Ilepedosysanns.

HaiiuacTimummu BiIMiY€eHUMH TOOTYHUMH PEAKIlisIMU y pa3i epeao3yBaHHs MperadasiHoM OyJid COHJIMBICTb,
CIUTYTaHICTh CBIIOMOCTI, 30y/DKEHHS Ta HECTOKii. TakoX HAJXOIWIH MOBIJOMIIEHHS TIPO CYJOMH. 3piaka
MOB1IOMJISUTOCS TIPO BUTIAJIKA KOMH.

JlikyBaHHs mepeo3yBaHHs IperadaliiHoM IMOJIATae y 3arajbHUX MIATPUMYBAIBHUX 3aX0/aX Ta, 3a MOTpedH,
MOK€E BKJIFOUATH remMoiaini3 (auB. po3ain «Crocid 3acToCyBaHHS Ta 103U, TaOIUIIA).

IHo6iuni peakuii.

Haityacrimumu 3apeecTpoBaHUMH Y KITHIYHUX JOCTIIKEHHAX MOOIYHUMH peaklisiMu Oylin 3amaMOpOYeHHS
Ta COHNMUBICTh. [1001uHI peakiii 3a3Bu4ail Oyau JETKOTO ad0 MOMIPHOTO CTyNeHs. B yciX KOHTpOIhOBaHUX
JOCTIPKEHHSAX MOKAa3HUK BIAMIHM Mpenapary uepe3 mobiuHi peakxiii craHoBuB 12 % cepen maiieHTiB, AKi
npuiiManu mperabanin, Ta 5 % cepen maiieHTiB, SKi OTpUMyBaiu Iutanebo. HalgactimmMu noGivHUMEU
peaxiisMy, 110 MPU3BOAWIN 10 MPUIUHEHHS 3aCTOCYBAaHHA MpenapaTy JOCHIDKEHHS, B TPy Mperadaiiny
Oy/H 3aIIaMOPOYCHHS Ta COHJIUBICTb.

Huxde HaBeneHi Bci mOO14HI peakIlii, 1[0 BUHUKAIM YacTillle, HIX MIPU 3aCTOCYBaHHI U1a1e00, Ta O1IbIIe HiXK
y oxHoro narjienTta. Lli mobiuHi peakmil mepeiyeHi 3a cCHCTeMaMHu OpPraHiB Ta 32 4acTOTO: JIyKe 4acTo (>
1/10); gacro (Big > 1/100 mo < 1/10); neuacto (Bix > 1/1000 mo < 1/100); piako (ix > 1/10000 go < 1/1000);
ayxe pigko (< 1/10000); yactoTa HeBioma (He MOke OyTH OIliHEHA HA OCHOBI HasSBHUX JaHUX). Y KOXHIN
rpymi 3a 4aCcTOTOK BUHUKHEHHS MOOIYHI peakilii MpeICcTaBiIeHO B TOPSAKY 3HIDKEHHS CTYHEHS IXHbBOT
CEpHO3HOCTI.

3a3HauyeHi NoOivHI peakiii TaKoXX MOXXYTh OyTH MOB’s3aHi 3 epebiroM OCHOBHOTO 3aXBOPIOBaHHS Ta (abo)
CYIYTHIM 3aCTOCYBaHHSM 1HIIKX JIIKAPCHKHUX 3aCO01B.

[Tix yac giKyBaHHS HEUPOMATUYHOTO OO0 IIEHTPATHLHOTO MTOXO/KEHHS, BUKIIMKAHOTO YPa)KEHHSIM CIIMHHOTO
MO3Ky, 30UIbIIyBajlacsd 4acTOTa MOOIYHUX pPEAKIIA y LUIOMY, YacToTa mobiuHux peakuid 3 6oky I[HHC,
0CO0JIMBO COHJIMBICTB (UB. po31ia «OCcOOIMBOCTI 3aCTOCYBAHHS»).

JlonaTkoBi MOOIYHI peakxiii, Mpo sKi MOBIAOMIISIIOCS MICHs BUXOLY MperadaiiHy Ha pUHOK, HaBE/IECHI HIDKYE
i TO3HAYeH1 KypCHUBOM.

Inghexyii ma ineasii:

4acTO — Ha30(hapUHTIT.

3 b6oky Kposi ma nimgpamuyHoi cucmemu.

HEYacTo — HEUTpoIeHis.

3 b6oky imynHoOI cucmemu:

HEYACTO — peakyii 2inepuymaugocmi; PiIKO — aH2IOHe8pOMUYHUL HAOPAK, alepeiyHi peaxyii, aHaPLIaKTOITHI
peaxirii.

3 b6oky 0bMiHY peuo8uH, Memabonizmy:

4acTo — MIJBUIICHHS alleTUTY; HEYacTO — BTpaTa aleTUTY, MIOTIiKeMis.

3 boxky ncuxixu:

4acTo — eM(OpUIHNN HACTPIH, CIUTYTaHICTh CBIIOMOCTI, IPaTiBIUBICTD, A€30pI€HTAIlisI, O€3COHHS, 3HUKEHHS
mi01/10; HEYacTo — TalroIMHAIl], MaHIYHI aTaKu, HECMOKid, 30y/DKeHHS, Jenpecis, MPUTHIYeHUH HACTpIH,
MIJTHECEHUI HAcTpil, aepecisa, 3MIHM HACTpOIO, AENepCOHami3allis, YTpyIHeHHH a00ip ciiB, MaTOJOT1YH1
CHOBUJIIHHS, IOCUJIEHHS J1101/10, aHOpra3Misi, anaris; piIko — po3raisMOBYBaHHsI, CyilluJaJibHE MUCIICHHS Ta
MOBE/IIHKA; HEBIJIOMO — JTIKAPChKA 3aJICKHICTb.

3 boky nepsosoi cucmemu:

Jy’K€ 4acTo — 3alaMOPOYEHHsS, COHJIMBICTh, TOJIOBHUM OLTb; YacTO — aTakcCis, MOPYIICHHS KOOPAMHAILIT,
TpEeMOp, IU3apTpisi, aMHe3is, MOTIPIICHHs MaM’ATi, IOPYIIEHHs yBaru, napecresisi, rinecresis, ceJaTUBHUN
e(eKT, MOpYyIIEeHHsS PIBHOBArH, JETApris; HEYaCTO — CHUHKOIE, CTYHOpP, MIOKJIOHIS, émpama c8ioomMocmi,
TICUXOMOTOpPHA TIMEPaKTUBHICTh, TUCKIHE31s, TOCTYpaIbHE 3alIaMOPOYCHHS, IHTCHI[IHHUN TpeMop, HICTarm,



MOPYIICHHS! KOTHITUBHUX (YHKUIN, nopyulenta ncuxiku, po3jiaal MOBICHHS, TimopedIieKcis, Trinepecresis,
BIIUYTTS TICUIHHS, areB3isl, 3aeaivHe He30YHCaHHs, amaTis, HaBKOJIOPOTOBA MapecTe3is, MiOKJIOHYC; PIAKO:
cyoomu, TIapocMis, TIMOKiHe3is, aucdaris, rimanresis, 3aleKHICTh, MO30YKOBHH CHHAPOM, CHHIPOM
3y04acToro kKojeca, Koma, JeJipii, eHredanonaris, eKcTpanipamMigHui cuHapoM, cuaapoM liena — bappe,
BHYTpIIIHbOYEPEIHA TIepTeH31s, MaHIaKalbHi peakilii, HapaHoiHi peakilii, po3iaau CHy, MapKiHCOHI3M.

3 boky opeanis 30py:

9aCcTO — HEYITKICTh 30Dy, JUILIOMNIS, KOH FOHKTUBIT; HEYaCTO: BTpaTa nepudepuaHoro 30py, MOPyuIeHHs 30Dy,
HaOpsK odeid, AedeKTH OISl 30py, 3HIKEHHS TOCTPOTH 30Dy, OUTb B 04Yax, acTeHOIIs, (POTOICIs, CyXICTh B
o4ax, MiJBHUILIEHE CIbO30BUAICHHS, MOAPa3HEHHs ouel, OnedapuT, MOpyIIeHHs aKOMO/1allii, KPOBOBUIIUB B
OKO, CBITIIO00s3Hb, HAOPSIK CITKIBKH; PIAKO — @mpama 30py, Kepamum, OCIHIIOINCIS, 3MiHa 30pPOBOTO
CIPUHHATTA TIAMOMHH, Miznpia3, cTpadi3M, SCKPaBICTh 30py, aHI30KOPis, BUPA3KH POTIBKH, €K30(TalbM,
rapajid O4HOTo M’s13a, IpUT, KEPATOKOH FOHKTHUBIT, Mi03, HIYHA CJIINOTAa, OPTAIBMOILIETis, aTpodisi 30pOBOTO
HEepBa, HAOPSAK TUCKA 30pPOBOTO HEPBA, NTO3, YBEIT.

3 boky opeanie ciyxy ma pienogacu:

9aCTO — BEPTHUTO; HEYACTO — TilepaKy3is.

3 6oy cepys:

HEYacTO — TaxiKap[is, aTpiOBEHTPUKYJsApHA OJ0Kaga MepIIoro CTYIEHs, CHHycOBa OpaauKapis, 3acmilina
cepyesa HedoCmamuicms; PLIKO — nodoegacernns inmepeany QT, cuHycoBa Taxikap/lis, CHHYCOBa apUTMis.

3 60Ky cyoun:

HEYacTO — apTepiajibHa TINOTEH3is, apTepiajibHa TINepTEH3isl, MPUIUIMBH, TiMEpeMis, BIAUYTTS XOJOAY B
KIHITIBKaX.

3 6oky ouxanvhoi cucmemu, opeanie 2pyoOHOi KIimKu ma cepedoCminHs:

9acTo — (papuHroJIApUHTEeATBHUN O17Tb; HEUACTO — 3aJMIIKa, HOCOBAa KPOBOTEUA, Kalllellb, 3aKIaIeHICTh HOCa,
PHUHIT, XpOMiHHS, CYXICTh CIM30BOI OOOJOHKH HOCA; PIAKO — HAaOpsAK Jle2eHb, CTUCHEHHS B TOPII,
JAPUHTOCIIa3M, altHOe, aTejeKTa3, OPOHXIONIT, TMKaBKa, (i0po3 JIETeHIB, MO3iXaHHS; YacTOTa HEBiJoMa —
MPUTHIYCHHS TUXAHHS.

3 boky mpasnoi cucmemu:

qyacTo — ONIOBaHHSA, Hydoma, 3amop, diapesi, METEOPU3M, 3]IyTTS KHUBOTA, CYXICThb Yy POTi, TaCTPOCHTEPUT;
HEYacTo — ractpoe3odareanbHa peduIrokCHa XBOpo0a, TirepceKpelis CIMHY, TIIecTe31s pOTOBOI MOPOKHUHU,
XOJIELMCTUT, XOJIeNiTia3, KOJIT, NUIYHKOBO-KHMIIKOBa KpOBOTEYa, MeJeHa, HaOpsK s3uKa, peKTaJbHa
KpOBOTE€YA; PIJIKO — aClIUT, MAaHKPEATUT, HAOPsK A3uKa, Aucdaris, ahTO3HUN CTOMAaTUT, BUpa3ka CTPaBOXOAY,
nepioloHTaIbHUI abcuec.

3 boky eenamobiniapnoi cucmemu:

HEYacTo — MiJBHUILEHUH piBeHb MEYIHKOBUX (DEpMEHTIB*; PiAKO — MKOBTAHUIS;, TyXe PiAKO — MEdiHKOBa
HEIOCTATHICTh, T€IIATHT.

3 60Ky wiKipu ma niOwKIipHOi MKAHUHU!

4acTo — MpPOJIEKHI; HEYacTO — MalyJbO3HE BHCHUIIAHHSA, KPOIUB SHKA, TIIEPrigpo3, ceepoisc, anomnenis,
CyXICTb LIKIPH, €K3eMa, TPCYyTU3M, BUPA3KH IIKIpH, BE3UKYI0-0YIbO3HUIN BUCHUIT; PIIKO — curnopom Cmisenca
— orconcona, TOKCUYHUM eniiepMallbHUM HEKPOJIi3, XOJIOIHUH MIT, eKCPOTIaTUBHUMN JepMaTHUT, JTIXEHOITHUN
JepMaTUT, MEJIaHO03, PO3J1aai 3 OOKY HII'TiB, IeTeXialbHUN BUCHUII, MyPITypa, MyCTYJISPHI BUCHIIAHHS, aTpodist
HIKIPH, HEKPO3 MIKIPH, MIKIPHI Ta TIAMKIPHI BY3JIHKH.

3 boky cxenemuo-m '13060i cucmemu ma CnOIYYHOL MKAHUHU:

4acTO — M’SI30B1 CYJIOMH, apTpalrisi, Ok y CIIMHI, OUTh y KIHITIBKaX, CIIa3MH M’sI31B IIIH1; HEYACTO — HAOPSIK
Cyrno0iB, Mialris, HOCIyBaHHS M A31B, OUIb y IIHi, CKYTICTh M 531B; piAKO — pabaomiodis.

3 60Ky HUPOK Ma ceu08UBIOHUX WIAXIB:

HEYacTO — HeTpUMAaHHs ceui, JU3ypis, albOyMiHypis, reMaTypisi, yTBOPEHHS KaMEHIB Yy HUpPKax, HEPPUT;
pIIKO — HHUPKOBAa HEIOCTATHICTh, OJITYpIs, 3ampumka cedyi, TOCTpa HHUPKOBAa HEIOCTATHICTD,
TJIOMEPYJIOHEPPUT, MieTOHEPPHT.

3 boky cmamesoi cucmemu ma MOIOYHUX 3A/103:

YCTO — EpeKTHJIbHA IUCQYHKIISA, IMIOTEHIis; HEYacTO — cTareBa AMCHYHKINS, 3aTpUMKa esAKyJsLii,
JUCMEHOpesl, O1JIb Y MOJIOYHHX 3aj103aX, JISWKOpesi, MEHOparisi, METpoparisi; piIko — aMeHoOpesi, BUJILJICHHS 3
MOJIOYHHUX 31103, 301JIBIIICHHS MOJIOYHUX 37103, 2IHeKOMACMisl, IEPBIIUT, OaJIaHIT, eI AUIUMIT.

3 boky opeanizmy 6 yinomy ma peaxyii 8 Micyi 66e0eHHsL:

gacTo — mnepudepuyHuid HaOpPsIK, HAOPSAK, MOPYIIEHHS XOIW, TaAIHHSA, BIAYYTTSA CII SHIHHS, HE3BUYHI
BIUYTTS, MiJBUIIEHA BTOMJIIOBAHICTh, HEYACTO — T€HEPATi30BaHUN HAOPSK, HAOPAK 06aUuYs, CKYTICTh Y



rpynsx, Oub, xKap, crpara, 03H00, 3arajabHa Cla0KiCTh, HE3IyXKaHHs, a0cIiec, 3anaieHHs )KUPOBOT TKAHWHH,
peakiii (OTOUyTIUBOCTI; PIIKO — TPAaHyJIbOMa, YMUCHE 3aIOIisSTHHS IIKOI1, 3a04epeBUHHUN (H10pO3, IMIOK.
Jlabopamopni 00cniOHCeHHS:

4acTO — 30UIBIICHHS] MacH Tijla; HEYacTo — 30UIbIICHHS PiBHSA KpeaTHH(GOCHOKIHA3U B KPOBi, 301IBIIICHHS
piBHS TJIIOKO3M B KpPOBi, 3MEHIICHHS KIUJIBKOCTI TPOMOOLMTIB, 30UIBIIEHHS PIBHA KpEaTWHiHY B KpOBI,
3MEHIICHHS PiBHS KaJIif0 B KPOBI, 3MEHIIICHHS MacH T1JIa; P1JIKO — 3MEHIIICHHS PiBHS JIEHKOIIUTIB Y KPOBI.

* 30inbIeHHs piBHS anaHiHaminoTpancdepasu (AJIT) ta acnaprataminorpancdepasu (ACT).

VY Jneskux TAaIli€HTIB TICIAS TPUIMHEHHS KOPOTKOCTPOKOBOI abo TpuBajoi Tepamii mnperadaainom
CIIOCTEpiraircs CUMIITOMH BiAMiHM TpenapaTy. [loBimomisiocs mpo Taki cMMOTOMH: O€3COHHS, TOJIOBHUMN
O11b, HY10Ta, TPUBOXKHICTb, Jliapes, TPUIIONOAIOHUIA CUHIIPOM, CYJIOMH, HEPBO3HICTb, JIETIPECis, CyiluaaIbHI
TYMKH, Oi1b, TiIEpripo3 i 3amaMopodeHHs. Lli cCHMIIToMH MOXYTh CBITYUTH TPO JIKAPCHKY 3aJeKHICTb. LIto
iH(OpMaIIito CITiJT TOBIIOMHUTH TMAI[iEHTY Mepe] MOYaTKOM Tepartii.

Jlani 11010 BiAMiHU MperadalliHy Micisl TPUBAJIOro 3aCTOCYBaHHS BKAa3ylOTh Ha T, 110 4YaCTOTa BUHHUKHEHHS
Ta CTYMIHb TSDKKOCTI CHMIITOMIB BIIMIHM MOXYThb OyTH 10303aJIeKHUMHU (AuB. po3aim «OcobauBoCTi
3acTocyBaHH» Ta «Crocid 3aCTOCYBaHHS Ta TO3M»).

Himu

[Tpodine Ge3nexu mperadaiiHy, BCTAHOBJICHUH Yy TPOIECI I'SITH JOCTIIKEHb, MPOBEACHUX 3a YUYaCTIO
NeAlaTpUYHKX MAIli€HTIB 13 MapiialbHUMU CYJOMHUMU HamaJlaMu 13 BTOPUHHOIO reHepanizaiieto abo 6e3 el
(12-tmxHeBe HoCTiKEHHS e(PEKTUBHOCTI Ta O€3MeKH y MalieHTiB BikoM Bin 4 10 16 pokis, N = 295; 14-nenne
JOCTIKeHHsT €eKTUBHOCTI ¥ Oe3meku y mamieHTiB BikoMm Bia 1 micaus no menme 4 pokis, N = 175;
JOCHIKeHHST (hapMaKOKIHETHKH Ta TEPEeHOCHMOCTI mpermapary, N = 65, Ta qBa BIAKPUTHX JOCIIIKEHHS
Oesmeku TpuBamicTio 1 pik, N = 54 ta n = 431), OyB moxiOHuK 10 MPOdiN0, KM CIIOCTEpPIraBcs B
JOCTIDKEHHSX Y JOPOCIIMX TMAaIli€HTIB 3 emuenciero. HaimommpeHimmMu MoOIYHUMH PEaKIissMH, IO
criocTepiraiuch y 12-TuxxHeBoMY AOCTIIKEHH] Teparii mperadaaiHoM, OyIu COHIUBICTh, MipeKcis, iHpeKil
BEPXHIX JMXaNbHUX [UIAXIB, WIABHINCHHS AareTuTy, 30UIbIIEHHS Mach Tila Ta Ha30(papuHTIT.
HalinomupenimmmMu nmoOIYHUMH peakIisiIMH, IO CHOCTepiranuch y 14-meHHOMY OCHIIKeHHI Tepamil
nperadagiHoM, OylM COHJIMBICTh, IH(EKIlT BEpXHIX AUXAJbHUX NUIAXIB 1 Hipekcis (AUB. pPO3ILIU
«PapmakonnHamikay, «PapmakokiHeTHKa» Ta «CHociO 3aCTOCYBaHHS Ta 103M»).

Tlogioomnenns npo niodosproeari nobIuHI peaxkyii

[ToBinomieHHs mpo MoOIYHI peakuii micis peecTpanii JiKapchbKoro 3aco0y Mae BaxIuBe 3HaueHHd. Lle nae
3MOT'Yy MPOBOJUTH MOHITOPHHI CIIBBIAHOUIEHHS KOPUCTH/PU3UK MPU 3aCTOCYBaHHI LBOTO JIKapChKOTO
3aco0y. MeanyHuM Ta (papMalieBTUYHUM IpalliBHUKAM, a TAKOXK MalieHTaM abo 1X 3aKOHHUM IpeCTaBHUKAM
CIiJI TMOBIIOMJIATH MPO yCl BUIAIKU IJI03pIOBAaHUX MMOOIYHUX pEAKIlil Ta BIACYTHOCTI €(PEKTUBHOCTI
JiKapchbKoro 3aco0y depe3 ABTOMAaTH30BaHY iH(opMaliliHy cucTeMy 3 (hapMaKOHArsy 3a MOCHUIIAHHSAM:
https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.
3 poku.

YMoBH 30epiranusi.
30epiratu ipu TeMmeparypi He Butie 25 °C y HeZIOCTYITHOMY JUTS JIITEH MiCITi.

YnakoBka.
ITo 14 xancyn y Gmictepi; mo 1 abo 2 Guictepu B KapTOHHINA KOPOOITi.

Kareropis Bignycky.
3a penenTom.

Bupoonuk.
YOPJII MEAWIWH UTAY CAH. BE TIJDK. A.IIL./
WORLD MEDICINE ILAC SAN. VETIC. AS.

Micue3naxo:keHHsi BAPOOHHKA Ta ajipeca Miclsl NPOBA/KEeHHsI 0r0 MislJIbHOCTI.
15 Temmy3 Maxasreri JJxxami Moy Txxanaeci NeSO [Nonenni barmxunap/Cram0yn, Typeuunna /
15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul, Turkey.

3asiBHUK.
TOB «YOPJII MEJIULINH», Ykpaina/
WORLD MEDICINE, LLC, Ukraine.



