3ATBEP/I’KEHO
Haxka3 MinicTepcTBa 0X0poHH
310pOB’A YKpaiuu
_20.06.2022__ Ne_ 1053___
PeecTpauiiine nocsiaueHHs
Ne __UA/16387/01/01__

‘ UA/16387/01/02
- UA/16387/01/03
IHCTPYKILIA
A5 MEAMYHOT0 3aCTOCYBAHHSA JiKapcbKoro 3acody
MNPETAJOJI
(PREGADOL)

Crnao:

0iloya pevosura. peradaiiH;

1 xancyna MictuTh nperabaniny 75 mr abo 150 mr, a6o 300 mr;

OONOMIJICHI pe40BUHU. KPOXMaAb KYKYPYI3SHHH, TAJIbK;

cKnax ODONOHKH Karcynu 75 Mr: skenatuH, tutany miokcun (E 171), samiza oxcun uyepBOHMH
(E 172);

cknan obonouku kancynu 150 mr: sxkenatus, Tutany miokeun (E 171);

cknan obomonku Kamcymu 300 wmr: skenmatud, Tutany giokeuna (E 171), 3amiza oxcua 4epBOHUH
(E 172).

Jlikapebka dopma. Kancynu.

OcHosHi hizuxo-xiMiyHi gracmugocmi:

— KaICyJIM 10 75 MT: TBepJi HeNpo30pi KeNaTHHOBI KalcyJH 3 KPHIIEYKOK Y€PBOHO-KOPUYHEBOIO
KOMBbOpY i KopmycoM 6inoro kosmsopy. Bmict kamcynm — mopowok 6Ginoro abo maiixke Oinoro
KOJIBODY;

— kancynd no 150 Mr: TBepai HEMpO30pi KeNaTHHOBI KAINCYIH 3 KPHLIEUKOIO i KoprycoM Oinoro
KOJIbOpY. BMicT kancyn — nopomok 6inoro abo maitke 61J10r0 KOIbOPY;

— kancyau mo 300 Mr: TBepai HeNpo3opi JKEJAaTHHOBI KamCyldH 3 KPHLIEYKOI YEpBOHO-
KOPHYHEBOTO KOJBOPY 1 KOpIycoM 6isioro konsopy. BmicT kancyn — nopouok 6inoro abo Maixe
0i70T0 KOJIBOPY.

®apmakoTepaneBTHYHA TIpyna. AHanreTHKH. [HIII aHAITETHKH Ta >KApO3HMXKYIOUi 3acoOH.
Tabanenturoinn. Kon ATX N02B F02.

Dapmarxonoziuni enacmugocmi,

PapmarkoOuHamixa.

Jlitoua peyoBHHa nperabajiiH € aHAJIOrOM raMMa-aMiHoMacsHoi KucnoTH [(S)-3-(amiHOMETHIT)-
S5-MEeTHJIreKCaHOBa KHCI0Ta)].

MexaHni3m mii

IIperabanin 3B’s3yeThcd 3 JOMOMIKHOW cyGomuHHLE (0-0 OiTOK) NOTeHUiano3ane)Hux
KaIbIIEBHX KAHATIB y HeHTpasIbHii HepBogiit cuctemi (LIHC).

Kniniuna edekTHBHICTS i Oe3neka.

— Hetiponamuynuii 6ine.

Ilin yac JOCTiJKeHh BCTAHOBJIEHO, LIO Mpemapar e(eKTHBHUH MNpH JiKyBaHHI M1abeTHYHOL
HeffpomaTii, NMOCTrepHeTHYHOI HEBPAIrii Ta YIIKOKEHHS CIMHHOIO MO3KY. EQeKTHBHICTb
npemnapary NpH iHIIHX BUIax HellponaTu4Horo 000 HE BUBYAIH.

IIpera6anin Busyanu y 10 KOHTPOJLOBAHKMX KIIHIYHUX TOCITIIKEHHSX TPUBATICTIO 10 13 THXKHIB 3
pEKHMOM 3aCTOCYBAHHS TIpenapary [Bidi Ha 100y Ta y NOCIHIIKEHHAX TPUBANICTIO 8 THXKHIB 3
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PEXXMMOM 3aCTOCYBaHHA Ipenapaty TpHui Ha no0y. 3aranom npodinb Ge3neku Ta edeKTHBHICTBL
000X peXHMiB MpHHOMY Oy/TH MOIIOHHMH.
V KIIHIYHHX [JOCTIDKEHHSX TPHBATICTIO J0 12 THXHIB IpM 3acTOCyBaHHI nperabaniHy IS
TiKyBaHHS HelponaTuyHoro OO0 MpH YIIKOMKEHHI mepudepHyHOl Ta LEHTpPalbHOI HEPBOBOI
CHCTEMH 3MEHIIeHHS OO0 crocTepiranocs Micis Mepumioro THXKHA Ta 30epiranocs MpoTarom
YCBOTO Mepioy MiKyBaHHS.
V KOHTPONEOBAHUX KIIHIYHUX JOCITIIKEHHAX 3 BUBUCHHS MepH(pEpUYHOro HEHpONaTHyHOro 000
y 35 % nanieHtiB, sKi OTpUMYBaTH JTiKyBaHHS mnperadamiHoMm, Ta y 18 % nauienTiB 3 rpynu
mnanebo cnoctepiranocs mokpamieHHs Ha 50 % 3a mkanoto oninku 6omo. Cepen NauieHTiB, y SKHX
He BHHHKAJa COHJIUBICTE, TAKe MOKpAIleHHs crocTepiranocd y 33 % mauieHTiB rpynu nperabamniny,
ta y 18 % nauientis rpynu miuane6o. Cepel maiieHTiB, y SKMX BHHHKATa COHIHMBICTb, KiJIBKICTh
Nali€eHTiB, SKi BIAMOBIMKM Ha JIiKyBaHHs, cTaHOBWNA 48 % y rpymi nperabaniny Ta 16 % y rpymi
nnanebo.
VY KOHTPOJBOBAHUX KIIIHIYHUX JOCIIJUKEHHSX 3 BUBYEHHS HeHpomaTH4HOro 6010 LEHTPaIbHOIO
MOXOUKEHHS Y 22 % MaIli€eHTiB, SKi OTPUMYBATH JiKyBaHHS mperabaniHoM, Ta y 7 % namieHTIB 3
rpyn# mianebo cnocrepiranocs nokpamtents Ha 50 % 3a WKaIoi OIiHKH 00O,
— Eninencis.
HonarkoBe JiKyBaHHS.
[Iperabanin BUBYAIH ITil Yac 3 KOHTPOJIbOBAHUX KJIIHIYHHX JOCHIUKEHHSX TpHBaticTio 12 THXHIB
3 PeXHUMOM 3acTOCYBaHHS aBiui abo Tpuui Ha m0b6y. 3aranoM mpodins Ge3neku Ta eGeKTHBHICTL
JUIS PeXMMIB TIpuifoMy JBiui Ta TpUYi Ha 106y Gy MOAIOHUMA.
3MEHIIeHHS YaCTOTH CyJOMHHX HarajiB CIOCTEpirajocs Ha IepuioMy THXKHI.

iTH
EdekruBHicTs Ta Oe3neka nperabaiiHy K A0MOMDKHOTO 3aco0y NpH emisencii 11a aitei Bikom 10
12 pokiB Ta aist MiMIITKIB He BcTaHoBNeHi. [ToGiuHi peakuii, o crocTepiranics B JOCTLIXKEHH] 3
BUBYEHHS (HAPMAKOKIHETHKH Ta MEPEHOCHMOCTI, 10 AKOro Oy/M BKIIFOYEHI MAlliEHTH BIKOM Bil
3 micsauis 10 16 pokis (n=65) 3 mapuiaJbHAMK CYJIOMHHMH Hanajgamu, Oyiu monibHi 1o mobiunux
peakuii y jgopociaux. Pesynbratd 12-THXKHEBOro mMiane60-KOHTPONBOBAHOTO NOCHILKEHHS 32
yuacTio 295 nited Bikom Bim 4 no 16 pokiB Ta 14-meHHOro m1aned0-KOHTPOJBLOBAHOIO
JOCIiKEeHHs 3a ydacTio 175 mitedi BikoM Bix 1 micsus 10 MeHine 4 pokiB, MeTOI sKHX Oyna
ouinka edekTHBHOCTI Ta Oe3meku mperabaitiHy sK 10AaTKOBOI Tepamii nmapliaJbHHX CYIOMHHX
Hamnajiis, Ta IBOX BIJKPHTHX IOCIHI[KEHb Oe3lmekd TpuBalicTiO 1 pik 3a ydacTio 54 mited Ta
431 IUTHHH BIANOBIAHO BIKOM BiJ 3 MicsuiB 0 16 pokiB 3 eminencielo BKa3yrTk Ha Te, IO Taki
noGivni peakiii, sk mipekcis Ta iHeKuil BEpXHIX AMXaIbHHUX LUIAXIB, Y AiTell crocTepiraloTbes
JacTile, HDK y JOPOCHHX MAallieHTIB 3 eninenciero (uB. po3aimu «Cnocib 3acTocyBaHHs Ta H03H»,
«IToGiuni peakii» Ta «PapMaKkOKiHETHKAY).
V 12-TwxHEBOMY MIaleb0-KOHTPONBOBAHOMY AOCHiDKeHH] aiTam (Bikom Big 4 mo 16 pokis)
npu3HauamM nperabamin  mo 2,5 Mr/kr/moGy (makcumyM 150 mr/mo6y), nperabanin 1o
10 mr/kr/noby (MaxkcumyMm 600 mr/ao6y) abo nnaue6o. IpuHaiiMHii 50 % 3MeHIIeHHS napuialbHUX
CYJIOMHMX HamajiB, y MOpPIiBHAHHI 3 BHXiIHMM piBHeM, cnoctepiranocs y 40,6 % nauieHTis, ski
oTpuMyBanu nperabanin y nos3i 10 mr/kr Ha moby (p=0,0068 mopieusHO 3 mmauebo), 29.1 %
TNami€eHTiB, AKi OTpuMyBanu nperabaiin y n03i 2,5 mr/kr/goby (p=0,2600 nopiBHaHO 3 mianebo) Ta
22,6 % TuX, XTO OTPUMYBaB 1u1anedo.
V 14-neHHOMY m1ane60-KOHTPOILOBAHOMY JOCHIKeHHI AiTAM (BikOoM Bim 1 micsus 10 MeHIIE
4 pokis) npusHayamy nperabanin 7 mMr/kr/no0y, nperabanin 14 mr/kr/no6y abo niauebo. Menianua
1060Ba YacTOTA CYIOM Ha BHXIJIHOMY DiBHi Ta Ha 3aK/IOYHOMY Bi3MTi CTaHOBHNA BiAMOBiAHO 4,7 |
3,8 npu 3acTocyBaHHi nperabanidy B 103i 7 Mr/kr/no0y, 5,4 ta 1,4 mpu 3acTocyBaHHi nperabaniny
B 103i 14 Mr/kr/mo6y Ta 2,9 i 2,3 npu 3actocysanHi mianeGo. [Iperabanin y no3i 14 mr/kr/no6y
3HAYHO 3MEHIIYBaB JOrapM(MiuHO MepeTBOPEHy YacTOTy NapliaibHHX CYIOMHHX Hamaiis y
nopiBasHHI 3 mnanebo (p=0,0223); nperabanin y no3i 7 Mr/kr/nody He NpPOJIEMOHCTPYBaB
MOKpaIIeHHs MOPiBHAHO 3 MIane6o.
V 12-TiKHEBOMY MIIanef0-KOHTPOJILOBAHOMY JOCTIIKEHH] 32 Y4acTIO MALIEHTIB i3 MEPBUHHUMH
reepanizoBaHuMH ToHIKO-KnoHiunuMH ([T TK) Hananamu 219 nauientam BikoM Bin 5 10 65 pokis
(3 HUX 66 oci6 BikoMm Bim 5 mo 16 pokiB) Gyno mpusHayeHo nperabamiH y A03i 5 MI/Kr/moly

makcumyM 300 mr/no6y) abo 10 mr/kr/nody (MaxcumyM 600 Mr/mo0
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tepamnito. [TpunaiimMui 50 % 3menwenns yacroru [II'TK nananie cniocrepiranocs y 41,3 %, 38,9 %
ta 41,7 % nauieHTiB, sKi OTpUMyBaiIW mperabamin y m03i S5 Mr/kr/nofy, nperabaniH y [03i
10 mr/kr/noby Ta nnanebo BiImOBiIHO.

MouoTepanis (14 MalieHTIB 31 HOWHO 1iarHOCTOBAHUM 3aXBOPIOBAHHSAM).

[Iperabanii BHBYQIM B OJHOMY KOHTPOJILOBAHOMY KJIIHIYHOMY JOCTIIXEHHI TPHUBATICTIO
56 THKHIB 3 PeXKMMOM 3acTOocyBaHHs Biui Ha J00y. [Iperabanin He nocsar 6inbuIoi eeKTUBHOCTI
MOPiBHSHO 3 JIAMOTPHDKHHOM 3a OIIIHKOK dYepe3 6 MICSI[iB KiHIEBOI TOYKM — BiJICYTHOCTI
cynoMHuX HananiB. [lperabaniH Ta naMOTpHDKMH OynaM onHakoBo Oe3neuyHumMH Ta J100pe
TIEPEHOCHIIHCA.

— I'enepanizosanuti mpugoXICHULl po3nao.

[Iperabasin BUBY&IX Y 6 KOHTPOIBOBAHHX JOCIHIKEHHSX TPHBAIICTIO 4-6 THXKHIB, B XOAi OIHOTO
JOCIIIKEHHs TPHBATICTIO 8 THIKHIB 3 y4acTIO MALli€HTIB JITHBOrO BiKY Ta OIXHOTO JOBIOTPHUBAIOrO
JOCITiDKEHHsI 3 BUBYEHHS MPO(iIaKTHKH peliuaMBY i3 6-MicAYHOIO MOABIHHOIO chinoro ¢asoro.
[TonermeHHs CHMNTOMIB TeHEpPai30BAHOTO TPUBOXHOIO PO3Nagy BIAMOBIAHO [0 IUKAJH
[aminsrona ans ouinku TpuBord (HAM-A) cnoctepiranocst Ha MepPIIOMY THXKHI. ,
V KOHTPONBOBaHUX KIHIYHMX IOCHTIKeHHsX (TpuBanicTio 4-8 TikHIB) y 52 % mnauieHTiB, sIKi
oTpuMyBanu mperabanid, ta 38 % mnaiiedTiB 3 rpynu uanebo crnocrepiranocs MOKpalleHHA Ha
moHaiiMene 50 % 3aranbHoro nokasauka HAM-A Bix mo4aTKOBOIO PiBHS 10 KIHLIEBOI TOYKH.
ITix yac KOHTPOJBOBAHHX JOCHIIXKEHb NP0 HEYiTKICTh 30pY YacTillle MOBIJOMIISLIM MaLlieHTH, sKi
3aCTOCOBYB&IM MperabaiiH, MOPIBHSHO 3 MalieHTamu, siKi oTpuMyBanu miane6o. ¥ OigbluocTi
BHIIANKIB Il€ SBHINE 3HUKAIO NpPH MOCTIHHOMY 3acTocyBaHHI mnpenapary. OdTaneMonoridyne
obcTeskeHHs (Y TOMY YHCII TepeBipka TOCTpPOTH 30py, ¢GopManbHa IepeBipka MOJIB 30py Ta
JIOCTIKEHHS OYHOTO IHA MpH PO3LIMPEeHid 3iHMI) npoBoauaM y nmoHan 3600 maumieHTiB mia yac
KOHTPOJIbOBaHHX KIIHIYHUX HociimkeHb. Cepel LMX NMalieHTiB FOCTpOTa 30py MOTIpIIMIACS y
6,5 % mamiedTiB, sSKi OTpHMYyBaJM JiKyBaHHS mnperabainiHoM, Ta y 4,8 % naimieHTiB 3 rpynu
mwiane6o. 3MiHM mnons 3opy BusBieHo y 12,4 % nauieHTiB, sKi OTPHMYBald JiKyBaHHS
nperabaninom, ta 11,7 % mnamieHTiB 3 rpynu mianedo. 3MiHH Ha OYyHOMY IHI BHsBieHO y 1,7 %
NALIEHTIB, AKI npHitManu nperabain, Ta 2,1 % nanienTie 3 rpynu nuaneoo.

— Qibpomiancia

EdextuBnicts mnperabaniny Oyna BCTAHOBJIEHa B OJAHOMY 14-THXKHEBOMY NOJBIHHOMY CIINOMY
n1a11e60-KOHTPOIEOBAHOMY MYJIbTHIEHTpoBoMY nociimkenHi (F1) Ta B omHoMy 6-THXHEBOMY
paHzoMizoBaHOMy gocmimkenHi BiaMinu (F2). ¥V ui JnocmimpkeHHS 3amyyanucs MNAli€HTH 3
miarHo3oM «dibpomianris» Ha OCHOBI KpHUTEpiiB AMEPHUKAHCBKOTO KOJIEUKY PEeBMaToJIoril
(nommpenuit Ginp mporarom 3 micaAuiB B aHamHe3i Ta Oink HasBHuit B 11 abo Outeime 3
18 cnenmdiunux 6GonsoBUX TOYOK). JlocimikeHHS NPOAEMOHCTPYBallH 3HMXKEHHs Oomo 3a
Bi3yaJlbHOK AaHAIOroBOK MmKalow. [lokpallieHHs [0#aTKOBO Oyl0 NPOJEMOHCTPOBAHO 3a
3arajgpHOO OLIHKOIO MAIiEHTA Ta 3@ OMUTYBAHHIM L1010 BIUTUBY (iGpomiarii.

Hitu. Byno nposenene mianebo-KOHTPOIbLOBAHE IOCTIDKEHHS TPHBANICTIO 15 THIKHIB 33 y4acTio
107 niteit Bikom 12-17 pokis i3 giGpomianriero, siki 3acTOCOBYBalu mpenapar nperabanin y 103i
75-450 Mr na mo0Gy. 3a pe3ynbTaTaMM OLIHKH NEPBHHHOI KiHIEBOI TOUKH e(pEKTHBHOCTI (3MiHa
3arajpHOI IHTEHCHBHOCTI 600 Bia 6a30Boro piBHsS 10 THXHSA 15; po3paxoBaHo 3a Aomomorow 11-
GanpHO! MKaMM OWIHIOBAHHS) OYJIO IPOJEMOHCTPOBAHO UYMCENBHO OiNbile MOKPAIEHHS CTaHy
TAallieHTIB, SKi 3aCTOCOBYBAIH Nperabaiid, NMOPIBHAHO 3 MALIEHTAaMH, SKi npuitMany mnnaneto, ane
Lle MOKpaIIeHHs He A0CATIO CTATUCTHYHOI 3HavymocTi. HaifuacTiimmuMu noGiHIMH peakiisiMy, AKi
crocTepiraniucs y KIiHIYHAX JOC/IIDKEHHsX, Oy/H 3amamMOpOdYeHHs, HYNO0Ta, TOJOBHHi Oiib,
36ibIIEHHS MacH Tijla Ta CTOMITIOBaHICTE. 3aranbHuil npodine Ge3rnexu y miamiTkiB 6yB noaiGHuM
110 TAKOTO Y IOPOCIuX i3 pibpomianrieto.

Dapmakoxinemuxa.

dapMakOKIHETHYHI MTOKA3HUKK nperabaniHy y piBHOBaXHOMY cTaHi Oy/iM MOAIOHHMHU Yy 3I0POBHX
N0OpOBOJIBIIIB, MAIE€HTIB 3 EMiJENci€lo, sKi 3acTOCOBYBANlM MPOTHENIIENTHYHI Mpenapard, Ta
MaLieHTIB 3 XpOHIYHUM GoneM.

AGcopOmis.

Tperabanin IMBHKO BCMOKTYEThCS TP MPHIOMI HATINE | ZOCSTae MaKCUMATEHIX KOHLEHTpalii y
m1asMi KpoBi mpotsarom | roamMHM michs pazoBoro ta GaraTopa3oBoro 3acTocyBaHHs. Po3paxoBaHa
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GiomocTynHicTe mperabaniHy NpH NepopalbHOMY 3acTocyBaHHI cTaHOBUTH 90 % 1 Oineuie Ta He

3aekuTh Bix n03u. [Ticns 6aratopa3oBoro 3acTOCyBaHHS PIBHOBAXKHHH CTaH JOCATAEThCS YEPE3
24-48 romun. 11IBMAKiCTE BCMOKTYBaHHS mperabaiiHy 3HH)KYETBCS [IPH OJHOYACHOMY IpHifoMi 3
XKero, 10 NPU3BOJUTE 110 3MEHIIEHHS MAKCHMATbHOT KOHUEHTPALil (Cmax) MpubnusHo Ha 25-30 % i
TIOJIOBXKEHHS tya MPpUOIH3HO Ha 2,5 romund. OnHak npuiioM nperabGaiiHy OJHOYACHO 3 DKEKO HE
MaB KJIIHIYHO 3HAYYyILIOTO BIUIMBY Ha CTYMiHb Horo abcopOuii.
Posnonis.
JlokmiHIYHI JOCTIDKEHHS TTOKa3alH, 1o nperabaiid mpoHUKae Kpi3b remaTtoennedaniunauii 6ap’ep
y TBapuH. [IperabaiiH TakoX NPOHMKAE Kpi3b IUTALEHTY y TBapHH i B MOJIOKO TBapHH Y Mepiox
nakranii. Y moauHH BHAMMHE 00’€M posmoainy nperabaniiHy Micias MepopalbHOro 3acTOCYBaHHS
cTanoBUTH MpuGausno 0,56 n/kr. [Iperabanin He 3B’ s3yeThest 3 GilkaMHM I1a3MHU KPOBI.
MeraGomizm.
V monueu nperabaniH 3azHae HesHauHoro Mertabonismy. Ilicns BBeneHHs 103H panioOakTHBHO
MigeHoro mperabaniny 6mu3sko 98 % paliOaKTHBHEX PEUOBHH BHBOIMTHCS 3 Cedel0 y BHIIISAII
He3MiHeHOro mperaGaniny. N-MeTHIBOBAaHHH IepHBAaT mperabamiHy — OCHOBHMH MeTaboJiT «
mpenapaTty, sKMil BusHauaBcs B ceui, cranosuB 0,9 % Bin BBeaeHol no3u. Ilin yac nokmiHiYHMX
JIOCIIIKEHE paneMisanii S-enantiomepa nperabaiiny B R-enanTioMep He BiaOysanocs.
BuseneHHs.
[Iperabanin BHBOOMTBCA i3 CHCTEMHOIO KpOBOOOIry B HE3MIHEHOMY BHMIJIAAI MEPEBAXHO 32
paxyHOK ekckpeuii Hupkamd. CepezHiif mnepion HamiBBUBeIEHHS nperabajiHy CTaHOBUTH
6,3 romunu. [lnasMoBHii Ta HHPKOBMH KiipeHc mperabamiHy IpsMO IPONOPLiHHI KIipeHcy
KpeaTHHIHY (14B. po3ain «PapmakokiHeTHka. HUpKoBa HeIOCTAaTHICTE).
JIns manieHTiB 3 NopymeHoK QYHKIIIEI0 HUPOK Ta MALi€HTIB Ha reMoiali3i He0OXiTHO KOPHTYBaTH
1034 nipenapary (auB. po3ain «Croci6 3actocyBaHHS Ta 103H», Tabnuus 1).
JIiHiHHICTE/HENIHIHHICTb.
dapmakokiHeTHKa mperabamiHy € JiHIHHOKO y BCbOMY PEKOMEHIOBAHOMY Jlana3oHi J03.
BapiaGenbHicTs (hapMakoKiHETHKH mperadaliHy cepell NAlieHTiB € HHU3pKow (MeHwme 20 %).
dapMaKoKiHETHKa 0araTropasoBHX 103 € MepeadadyBaHOIO Ha MiJCTaBi JAHHX, OTPHMAHUX IIPH
BBEJIEHHI 0JIHOPA30BOi J03M. TaKuM YHHOM, HEMa€e MoTpeGH y MIaHOBOMY KOHTPOJIi KOHIIEHTpallii
nperabainy y riasmi Kposi.
Crartes. ,
Pe3ynpTaTi KNiHIYHMX JOCHiIKEHb CBIIYATH NPO BIACYTHICTH KJIiHIYHO 3HAYYyUIOro BIUIMBY CTATi
Ha KOHI[EHTpaiio nperabaliny y rnia3Mi KpoBi.
HupkoBsa HEIOCTaTHICTb.
Knipenc nperabaniny npsMo npomopuiiiHuii KimipeHcy kpeartuHiny. Kpim msoro, mperaGanin
e(eKTHBHO BHIANAETBCA 3 MIA3MH 3a JONMOMOroK remoiamisy (micas 4 romumu remopianisy
KOHIIEHTpalis nperabaniny y IuiasMi KpoBi 3MeHuyeTbes mpuOnamsHo Ha 50 %). Ockinbky
BHUBEJCHHA HHMPKAMM € OCHOBHMM IUISXOM BHBEJCHHS I[pernapaTy, Mali€eHTaM 3 HHPKOBOIO
HEJIOCTATHICTIO HEOOXiNHO 3HMKYBAaTH 103y Mpenapary, a IMiCls remoiializy — NpUAMaTH
JI01aTKOBY 103y (muB. po3ain «Croci0 3acTocyBaHHS Ta 103u», Tabauus 1),
[TeuiHKOBa HEJOCTATHICTE.
CriemianbHEX TOCIiZKeHb (HapMAKOKIHETHKH 3@ Y4acTIO MAUI€HTIB 3 MEUiHKOBOK HEJNOCTaTHICTIO
He nposomunu. Ockinbku mperabajiidH He 3a3Hac 3HAUHOro MeTaboJi3My Ta BUBOIMTHLCS 3 CEYEHO
TepeBakHO B HE3MIHEHOMY CTaHi, MAIOHMOBIPHO, 1110 MOPYIIEHHS QyHKUIT NeYiHKH MOXe 3HAYHO
BILUIMBATH Ha KOHIIEHTpalil nmperadaiiHy y nia3Mi Kposi.

iTH :
dapMakoKiHeTHKy mNperabaliny omiHIOBaNM y .iTedl 3 emimenciero (Bikosi rpymu: Bim 1 1o
23 MicsmiB, Bix 2 10 6 pokis, Bin 7 go 11 pokis i Bia 12 10 16 pokiB) npu 3acTocyBaHHi 103
2.5 Mr/kr/no6y, 5 mr/kr/noby, 10 mr/kr/moby ta 15 mr/kr/noby y npoueci I0CHi/UKEHHs 3 BUBUCHHS
(bapMaKoKiHETHKH Ta NepeHOCUMOCTI.
[licis mepopaIbHOro 3acTOCYBaHHS MperaGaliHy MITAM HaTile 4Yac HOCATHEHHS Cpa y TUIA3Mi
KpoBi 6yB y LiNOMY aHAJIOriYHUM y BCIiX BIKOBHX rpynax i craHoBuB Bia 0,5 roguHu 1o 2 roamH
micIis mpUioMy.
3HaueHHS Cmax i TUTONN MiJ KPMBOK 3aleXHOCTI KoHienTpauii Bin yacy (AUC) nperaGaiiny
3pPOCTAH JIIHIMHO 31 30UIBLIEHHSIM J03H B KOXKHIH BIKOBIH W&ﬂm@ﬁ&'iﬁ%%%ﬂ%m ina no 30 kr
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sHaueHHss AUC Oymm mmxummu Ha 30 %, mo 3ymoBneHo 30imbimenHsM Ha 43 % kiipeHcy,
CKOPHIOBAaHOTO 3a Maco0 Tija, y UX MaIi€HTIB MOPiBHAHO 3 MAllicHTaMH 3 Macoro Tiaa > 30 kr.
KinueBuit t, nperabaniny CTaHOBHB y cepeIHbOMY NpUOIM3HO 3-4 TOZMHM y JiTell BIKOM J10
6 pokiB Ta 4-6 rOQMH y AiTel BiKOM Bija 7 pokiB.

V mporieci momysmiiHOro papMakoKiHETHYHOrO aHATI3y GYII0 MOKa3aHo, 110 KJIipeHC KpeaTHHIHY
OyB 3HAUYymOIO KOBapiaTOK s KIipeHCy MepopaibHOro mperabaniny, a maca Tina Oyia
3HAYYIIOK KOBApiaTOolo Ui YSBHOIO 00’€My poO3Moily NnepopaibHOro mperabaiiny, i mei 38’130k
OyB aHAIOTIYHUM Y JiTeH 1 TOPOC/IMX MALliE€HTIB.

(apmakoKiHETHKY MperabaliHy y MNalieHTiB BiKOM 10 3 MicAliB He BUBYANH (IHB. PO3ALIH
«®apmakoauHamika», «Cnocid 3acTocyBanHs Ta n03u» Ta «lobiuHi peakuiin).

[ManieHTH JITHHOrO BiKY (BIKOM BiZl 65 pOKiB)

Knipenc nperabaiiHy Mae TeHIEHUIIO 10 3HIKEHHS 3 BikoM. Lle 3HHKEHHS KiTipeHcy nperabaiiny
micis  [EPOPaTbHOTO0 3aCTOCYBAHHS Y3TrOKYETBCS 31 3HIDKEHHSM KJIPEHCY KpEeaTHHIHY,
NOB’A3aHUM 31 30inbineHHaM Biky. [lanientam i3 nopymenHsMu (QYHKIIT HUPOK, NMOB’SI3aHUMH 3
BiKOM, MO3ke NMoTpeOyBaTHCs 3MEHIIEHHs 1034 nperabaniny (auB. po3ain «Croci6 3acTocyBaHHs Ta *
03U, TaOIHILA).

[epioa roayBaHHs rpy Ui

dapmakokiHeTHKY nperabaniHy mpu #oro 3actocyBaHHI B 1mo3i 150 Mr koxHi 12 rogun (mobosa
no3a 300 mr) oninoBanu y 10 xkiHOK, SKI rOJyBaJIi TPYAIIO, IOHAMeHIIe Yepe3 12 THXHIB mics
nonorie. ['ofxyBaHHs TIpy/IF0 He BIUTMBaT0 ab0 Malo He3HAYHHIl BIUIMB Ha (apMaKOKiHETHKY
nperabasiny. Ilperabanin noTpamisB y rpyaHe MOJIOKO, TIPH IBOMY HOTO CE€penHi KOHIEHTpaIii B
PIBHOBa)XHOMY CTaHi CTAaHOBMJIM MpHOIM3HO 76 % Bin KOHIEHTpaliil y miasmi KpoBi MaTepi.
Po3paxoBaHa no3a, sIKY OTPUMYE HEMOBIS 3 IPYJHMM MOJOKOM (IpH CEpPEeIHbOMY CIIOMKHUBaHHI
Monoka 150 mn/kr/noby) Bin xiHKM, sika npuiimae nperabanid y no3i 300 Mmr Ha noby abo y
MakcuManbHIH 1031 600 Mmr Ha n00y, craHoeuth 0,31 abo 0,62 mr/kr/mo®y BimnoeinHo. Lli
po3paxoBaHi J03M CTaHOBIATH nNpuOnu3HO 7 % Bix 3aranbHOl 1000BOT 103M MaTepi Y
nepepaxyBaHHI Ha MiJIirpaM Ha Kiorpam.

KainiuHi xapakTepucTHKH.

Hokazanua.

Hetiponamuynuii 6ine.

Ilpenapar Ilperamon nokasaHuii nns JjikyBaHHsA Hefiponatuunoro Oomo mnepudepuynoro ado
LEHTPAIBHOI0 MIOXOIKEHHS Y JOPOCITHX.

Eninencis.

Ilpenapar [Iperamon mokasaHmii 10pociuM SK J101aTKOBE JMIKyBaHHS TpH NapLialbHUX CYIOMHHX
Hanazax i3 BTOPUHHOK reHepaizanieto abo Oe3 Hel.

Ienepanizoearnuii mpugodicHuil po3nao.

[lpenapar Ilperamon mnoka3aHuif a8 JiKyBaHHS TeHEpali30BAaHOIO TPHUBOXKHOIO poO3nany ¥y
JIOPOCTHX.

Dibpomianzis.

IIpomunokazanna.
[ligBumieHa 9y TIMBICTE 10 Aif0401 pedoBHHM ab0 Oyab-IKOI 3 JOMOMIKHUX PEYOBHH.

B3aemooia 3 inwumu AikapcoKumu 3acobamu ma iHui euou 63aeMo0iil.

[Iperabamid mepeBa)KHO EKCKPETYETHCS B HE3MIHEHOMY BHIJISIIAI 3 CEYEHD, 3a3HA€ HE3HAYHOTro
MmeraboniaMy B opraismi soauHd (Menme 2 % 103U BHOIUISAETBCS i3 CEYEI0 Yy BHIVIA
MerabouiTiB), He iHriOye in vifro Metabosi3M IHIIMX NpenapariB i He 3B’A3yeThes 3 OinKamu
MIa3MH KpOBi, TOMY MaJOWMOBIpHO, IO TperabadiH MOXe CHPHYHHATH (apMakOKiHETHYHY
B3aeMoiro abo Oyt 06’ekTOM Takoi B3aeMOil.

Hocnidowcenns in vivo ma nonyisyidHull QapmMakoxinemuyHuil ananis.

VY mocnigkeHHSX in vivo He CIOCTepirany KJIiHIYHO 3HA4yUIol GapMaKoKiHETHYHOI B3aeMOIT MixK
nperabaniioM 1 ¢eHiroiHoM, kapOama3zeniHOM, BalBIPOEBOI0 KHCIOTOK, JaMOTPHUKHHOM,
rabaneHTHHOM, JIOpa3enamMoM, OKCHKOIOHOM Ta eTanonoM. [lomynguilinuii dapmakoKiHeTHYHUHA
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aHaJi3 MO0Ka3aB, WO NepopaibHi NpoTuaiabeTH4Hi 3aco0u, MiypeTHkH, iHcyliH, ¢eHobapbiran,
tiaraliH Ta TomipamaT He MalTh KJIIHIYHO 3HAYYIOr0 BIUTUBY HA KJIipeHC nperabaniny.

Iepopanbhi kKoHmMpayenmuey, HopemuUcmepoH ma/abo emuHinecmpagioi.

OnHouacHe 3acTocyBaHHsl nperaalliHy 3 NEpOPATLHUMHU KOHTPALENTHBAMH, HOPETHCTEPOHOM
Ta/abo eTHHIIeCTPamiolOoM He BMJIWBaE Ha (GapMaKOKIHETHKY DPIBHOBA)XXHOTO CTaHY JKOJIHOTO 3
npernaparis.

Jixapcbki 3acobu, wo enrusaioms na I{HC.

[Iperabanin MOXe NOCHIHMTH [il0 €TaHOJMy Ta JopazenaMmy. ¥ KOHTPOJIBbOBAHHUX KIIIHIYHHX
NOCI/DKEHHAX OJHOYacHe BBeleHHs 0araTopa3zoBHX MEepOpaIBHMX 03 IHperabaiiHy 3
OKCHKOJIOHOM, JiopazenamoM a0o €eTaHOJIOM He CIPUYMHSUIO KIIHIYHO 3HA4YyIIOro BIUIMBY Ha
¢dbynkuiro auxanss. [Ticns BUxoay npenapary Ha pUHOK MOBIAOMIISUIM NP0 BHHUKHEHHS JMXaIbHOI
HEJIOCTATHOCTI Ta KOMH Y MALI€HTIB, sKi MpuiMatu nperabamiH pa3oM 3 iHIINMH TiKapcbKHMH
3aco0aMH, 10 NMPHUTHIYYIOTE QYHKIIKO LeHTpansHOi HepBoBoi cuctemHu. [Iperabamin, iMoBipHO,
MIOCHITIOE TOPYIIEHHS KOTHITHBHHX Ta OCHOBHHX PYXOBHX (QYHKIIiH, CIPHYMHEHHX 3aCTOCYBAHHSM
OKCHKOIIOHY.

Hayienmu aimnvo20 GiKy.

CrerianbHux JOCTiKeHb (papMakoIHHaMidHOT B3aeEMOIT 3a y4acTiO J00pOBOIBLIB JiTHBOTO BIKY
He MpoBOAMIH. JIOCTiKEHHS B3aEMOIIT MPOBOIMIIH JIHIIIE CTOCOBHO JOPOCIIHX.

Ocobaugocmi 3acmocysanHA.

Hayienmu 3 yykposum diabemom

Jleski malieHTH 3 HYKPOBUM Aia0eToM, Maca Tijia SKuX 30inbIminacs i yac Tepanii nperabaninom,
MOKYTh MOTpeOyBaTH KOPEKIIil 031 I[YKPO3HHIKYBATBHHUX JIIKAPCHKUX 3ac00iB.

Peaxyii 2inepyymaugsocmi.

[ToBiIOMJISIH IIPO PO3BUTOK peaKiliii rinepuyTIMBOCTI, 30KpeMa aHriOHeBpOTHYHOro Habpsky. [Ipu
MOSBI TAKMX CHMIITOMIB aHTIOHEBPOTHYHOrO HAOpAKY K HaOpsk o6auyus, nepiopaJbHUi HaOpPsK
ab0 HaOpsK BEPXHIX AUXANBHUX IUIAXIB CJTi HEraifHO MPUIIMHUTH 3aCTOCYBaHH Mperabainy.
Tsoicki wikipHi no6iyni peaxyii (BIITIP)

[Tin yac mikyBauHsM mnperabamiHoM piako nosigomisocs npo BIUIIIP, Bkmoudaroun CHHIAPOM
CriBenca — Jlxoncona (CCJ]) i Tokcuunuii enigepmanbuuit Hekponiz (TEH), ski MoxyThb
3arpOKYBAaTH OKMTTIO abo OyTH JeTanbHUMH. Y pa3i MNpH3Ha4deHHs nperabaiiHy ciin
mpoindOopMyBaTH MAIIEHTIB MPO TaKi 03HAKH Ta CHMIITOMH Ta YBa)XKHO CTEXKHTH 3 IXHIM CTaHOM
1010 BHHHKHEHHS UIKIpHUX peakiliit. SKio 3’IBngioThbes O3HAKM Ta CUMITOMH, 1O BKa3ylOTh Ha
i peakiii, CNiJi HeraiHO NPUNMHHHUTH INpHiHoM InperabaniHy Ta pO3INSAHYTH AalbTCpHATHBHE
nikyBaHHs (y pa3i HeoOXiHOCTI).

3anamopouenns, conaugicme, empama cgiooMocmi, CRIYMAHICMb CEI00MOCHI _mMa NOpYUleHHs
NCUXIKU

3acTocyBadHs nperabaliny CynpoBOKYBAIOCS MOABOK) 3aIaMOPOYEHHS Ta COHJIMBOCTI, IO MOKE
30iNBITMTH PU3HK BUHHKHEHHS TPABMATHYHHMX BHIAJKIB (MaNiHHs) y MaLli€HTiB JiTHHOTO BiKY.
[ToBiMOMIIS/IM PO BHIAIKH BTPATH CBIZOMOCTI, CIUIyTAHOCTI CBiIOMOCTI, NOTIpPLIEHHS PO3YyMOBOI
JiSIBHOCTI Ta KOTHITUBHUX (yHKIi#M. ToMmy mamieHTiB cii monepeanTH, MO0 BOHH MPOSBIISIH
0BepeEKHICTD, TIOKH HE 03HANOMIIATECS 3 IIOTEHIIHHOIO AI€I0 JIKapchKoro 3acody.

Po3znadu sopy

ITix yac KOHTPOJBOBAKMX JOCIIKEHHb HEYITKICTh 30py YacTille crocTepiranacs y Malli€eHTiB, sKi
npuitManu mperabanii, HiX y MaUi€HTIiB, sKi OTpUMyBaid miane6o. Y GinblIoOCTi BUMAIKIB L€
ABHINE 3HHKAIO MpH NPOAOBXKEHHI Tepamii. Y KIIHIYHHX AOCTIIKEHHSAX, B AKHX IPOBO/IHIIH
opTanpMOIOriyHe OOCTEKEHHs, YACTOTa BUIIAIKIB 3HIKEHHS TOCTPOTH 30py Ta 3MIHH MOJs 30py
Oyna BHINOK Yy MALEHTIB, AKI 3aCTOCOBYBaIM IMperabaniH, MOPIBHAHO 3 MalliEHTaMH 3 TPYyIH
miane6o; yactora GyHIOCKOMIYHMX 3MiH Oyiia BUILOK Y MALliCHTIB, SIKI OTpMMYBau maunedo (aus.
po3ain «®apmMakoaHHAMIKa»).

TToBigomysny npo moOivHi peakiii 3 60Ky opraHis 30py, 30KpeMa BTpaty 30py, HEUITKICTh 30py abo
iHIIl 3MIHM TOCTPOTH 30py, Oarato 3 skux Oynu TUMYacoBMMH. [IpunuHeHHS 3acTOCYBaHHSA
nperabaiiHy MOKE NPH3BECTH J0 3HUKHEHHs a00 3MEHIICHHS LMX CUMIITOMIB 3 GOKY OpraHis 30py.

rO4XeHo 3 MaTepianamu
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Hupxosa Hedocmamuicmp

[ToBimoMisinM MpoO BUMAAKH PO3BUTKY HHPKOBOI HEOCTATHOCTI, KA iHOAI Oyna o6OpoTHOIO micis
NPUITMHEHHS NpHHAOMY nperabaminy.

Biomina cynymuix npomuenitenmuyHux 1ikapcbkux 3acobie

Hapasi HemocTaTHRO JaHMX 100 BIAMIHH CYNYTHIX NPOTHENJIENTHYHHX IpenapariB MicJs
JOCATHEHHS KOHTPOMIO Hajl CyAOMaMM B pe3ynbTaTi JoJAaBaHHs nperadaniHy 10 JIIKYBaHHS, 1110
BJKE IPOBOAMTHCS, 33151 MEPEX0/1y Ha MOHOTEpariio nperabaniHoM.

3acmitina cepyesa Hedocmamuicme

3adikcoBaHO 3acCTiiiHy cepleBY HENOCTaTHICTh Y NESKHX MALI€HTIB, AKi NpHiMaid nperadaiid.
Taka peakuis cmocTepiraiacs 3ae0iMBIIOrO MiA Yac JNiKyBaHHS NperabaiHOM HefponaTH4HOro
Oonr0 y MamieHTIB JTTHHOTO BIKY 3 HAsSBHHUMH CEpLEBO-CYAHHHHMH mopymeHHsmu. Cruin 3
00epeKHICTIO 3acTocOByBaTH INperabanid Takum mnaiieHTaM. [Ipd NpHIIMHEHHI 3aCTOCYBaHHs
nperabaliny 1e'SBUILE MOXKE 3HUKHYTH.

Jlixysanna Hegponamuynozo 60110 YeHMPATbHO20 NOX0ONHCEHHS BHACTIOOK YULKOONCEHHS CRUNHO20
MO3

ITix yac nmikyBaHHS HEBPONMATHYHOTrO GOJIIO LEHTPAIBHOTO MOXOMKEHHS BHACIIIOK YIUKOKEHHS
CIIMHHOIO MO3Ky 4acTOTa BHHMKHEHHs MOOIYHMX peakulii 3arajiom, nobOiuyHUX peakuiii 3 Ooky
LIEHTPaIbHOI HEPBOBOI CUCTEMH Ta OCOOMMBO COHJMBOCTI Oyna miasuieHoo. lle Moxke OyTm
MIOB’A3aHO 3 AOUTHBHOIO €K CYIMYTHIX JHKapchKHX 3aco0iB (HanpHKIaa AaHTHCNACTHYHHX
npenapariB), HEOOXIAHUX JUIA JIIKYBaHHA 1bOro ctany. Lli maHi ciia BpaxoByBaTH, NMpH3HAYalOuH
nperaballiH TAKUM Malli€HTaM.

IIpucnivenna ouxanns

[MoBimoMsyM Npo TsKKE NMpUrHiveHHsS GYHKIIT TMXaHHS, TIOB’g3aHe 3 JIKYBaHHIM MperabaaiHoM.
[TamieHTH 3 NMOPYLIEHHSAMH JUXaHHS, 3aXBOPIOBAaHHSAMH AHXanbHOI a0 LEHTPalIbHOI HEPBOBOL
CHCTEMH, HUPOK, a0 Taki, AKi MpUAMAaIOTh iHII JiKapchKi 3aco0u, ski npurHivyots dyHkuii [{HC,
a0o0 MarieHTH JITHBOTO BiKY MOXYTh MaTH BHILHH PH3HUK PO3BUTKY L€l TSKKOT mobiuHol peakiii. ¥
MAIi€HTIB i€l rpynu Moxke OyTH HEOOXiIHUM KOPEKILisl J03H.

Cyiyudanvne Mycienns ma nogedinka.

TTOBiZOMIIAIH TIPO BHIAIKH CYIIHIATLHOTO MHCICHHS Ta MOBEiHKH y TAII€HTIB, SKi OTpUMYBAJIH
JMiKYBaHHS MPOTHEMIENTHYHHMH TperapataMd 3 TPHBOAY TEBHUX I0Ka3zaHb. MeTtaaHani3
pPaHIOMI30BaHHX MIaNeb0-KOHTPOILOBAHUX NOCTIIKEHD IPOTHENIIENTHYHHX TpenapaTiB MoKa3as
HEe3Ha4yHe IMiJBUUICHHS PHU3HMKY TMOSBHU CYIIUAATHHOTO MHCIACHHS Ta MOBEAIHKH. MexaHi3M
BHHHUKHEHHS [BOTO PH3UKY HEBIJOMHH, a HasdBHI JaHi He BHKIIOYAIOTH HOro iCHyBaHHS y pasi
3acTOCYBaHHS IperabaiiHy.

[licns BHXOAy mpenapaTy Ha PUHOK MOBIAOMIISAJNIOCH NMPO BUMAAKH CYIIHIANLHOTO MHCJIEHHS Ta
NOBEMIHKH Y TAI€HTIB, $KI OTpuMyBajad mnperabamnin (auB. posain «[loGiyni peakii»).
EnineMionoriyde OocmimKeHHS 3 BUKOPHCTAHHSAM IU3aifHY caMOCTIHHOTO KOHTPOJIO (MOPIBHSHHS
nepiofliB NiKyBaHHA 3 mepiofamu Oe3 JiKyBaHHSA y OKPEMOro TMalli€HTa) NpPOAEMOHCTPYBAJIO
NiABHIIEHHH PH3HK HOBHX MPOSIBIB CYILMIANBHOI IMOBEIIHKH Ta JeTATbHUX BMIIAJIKIB BHACIIIOK
caMoryOCTBa y MAI€HTIB, SKi OTPUMYBaTH NperadaiH.

[Tamientam (Ta ocobam, sKi 3AIACHIOIOTH OOV 3a MallieHTaMH) HeoOXiJHO 3BepHYTHCs 3a
MEIMYHOK JOMOMOTOK Y pa3i MOSBH 03HAK cyllmMaanbHOro MucieHHs abo nmopeninky. [lamieHTw
MOBHHHI TMepeOyBaTH MiJl HArJIAAOM IIOA0 MOSBH O3HAK CYIMJAILHOTO MHCJICHHS Ta MOBEIIHKH;
CNil pO3rNISHYTH MOX/IMBICTH BiJITOBIIHOrO JiKyBaHHs. Y pasi cyiUMAanbHOrO MHUCJIEHHS Ta
TOBEIIHKH NOTPIGHO PO3rNITHYTH MOXKJTHBICTE Bi/IMiHH JTiKyBaHHs nperadbaniHoM.

Hozipwienna yHryii HUNCHIX 8100118 ULTYHKOBO-KUWKOB020 MPAKNY.

[Ticns BUXOIDy Mpenapary Ha PUHOK MOBIIOMIISUIH PO SIBHINA, MOB’si3aHi 3 noripieHHsaM GyHkuii
HWKHIX BIZOUTIB IUTyHKOBO-KHUIIKOBOTO TpPakTy (HEMPOXiAHICTh KHINEYHHKY, NapaliTHYHA
HETPOXiJHICTh KHINEYHHKY, 3aop) BHACTIOOK MpuifoMy mperabamiHy pa3oM 3 JiKapcbKHMH
3acobamMu, IO MOXYTh CIPHYMHSATH 3allOpH, HANpUKIAL ONioiAHMMHU aHanretHkamu. Ilpum
KOMOiIHOBaHOMY 3acTOCYBaHHI mperabatiHy Ta OMIOIMIB CNiJ BXXHUTH 3aXOMiB Ul Npo(diIakTHKH
3anopiB (0coOIMBO Y KIHOK Ta HALIE€HTIB JITHLOTO BIKY).

Oownouache 3acmocysants 3 onioidamu

PexomenayeTbes o0epexHIiCTh pu MpH3HAYEHHI perabaiiHy 0/JHOYACHO 3 OMIQiaMu Yepe3 PUBHK
BUHHMKHeHHS npurHivedus ¢ysukuii [[HC (nuB. poszain «B;j %030 HHIHMIL FHKAPCHKUMH
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3aco0aMHM Ta iHI BHAH B3aEMOAii»). Y JOCHTIDKEHHI BHNAJOK-KOHTPOJIb Oci0, sKi 3aCTOCOBYIOTh
OIOiNM, MIBHUIEHHH PpHU3UK JeTaIbHOCTI, NOB’f3aHOl 3 omioizamu, OyB y Nali€HTIB, AKi
OTPUMYBAIH Tepaniio nperabaniHOM OJHOYACHO 3 OMIOIIOM, NOPIBHSIHO 3 TAKHM IPH 3aCTOCYBaHHI
nMiIe omioiniB (ckopuroeaHe chiBBigHomeHHs wancis [aOR], 1,68 [95 % I, 1,19-2,36]). Takuii
NiABMILEHUH PU3MK criocTepiraBes MPH HU3bKKUX A03ax nperabaniny (< 300 mr, 1,52 aOR [95 % [,
1,04-2,22]) 3 TenpeHuiclo no 30iNbLUEHHS PU3UKY NpU BHUCOKMX No3ax mperabaminy (> 300 mr,
2,55 aOR [95 % M1 1,24-5,06)).

Henpasunvhe 3acmocyeanns, 3108xcusanns abo 3anedicHicms

[IperabamiH MoOke BHKJIMKATH JIKapChbKy 3aJeXHicTh, HaBIiTB IpH HOro 3acTocyBaHHI B
TepanmeBTHYHHX [Jo03ax. IlloBimomunsnocs mnpo BHMNALKM 3J0BXKHMBAHHA Ta HENPaBUILHOTO
3actocyBaHHs. [lamieHTH 31 370BXMBaHHSAM IMCHXOAKTHBHHMHM PEYOBHHAMH B aHaMHE3l MOXYThb
MaTH BHIMMH PHU3HK HETPAaBHIBHOrO 3aCTOCYBaHHs mperabaltiHy, 3JIOBKHBAaHHSA Ta 3aJ€XHOCTI,
TOMY TakHM MallieHTaM nperadaliH ciij 3acTocoByBatH 3 obepexHicTio. [lepm Hix npu3HayaTH
nperabaiiH, CIiJ peTenbHO OMIHWTH PH3MK HENpaBUIBHOTO 3aCTOCYBaHHS, 3JI0BXKHBaHHS abo
3aJIeXKHOCTI. :
3a cTaHOM Malli€HTIB, AKi OTPUMYIOTh MperadaliH, il CMOCTepiraT JUis BUABJIECHHS CHMIITOMIB
HEMPaBH/JIBHOTO 3aCTOCYBaHHA mperadaliHy, 3JI0BXKHBaHHA abo0 3aJIe)KHOCTI, TaKUX SK PO3BHUTOK
3BUKaHHS, IEPEBUIIIEHHSI 103U Ta MIOBEIIHKA, CIIPSAMOBAaHAa HA OTPMMAHHS Mpenapary.

Cumnmomu ioMiHU

V meskuX MALi€HTIB MICHIsA NPUIHHEHHS KOPOTKOCTPOKOBOI abo TpuBanoi Tepamii mperaGaaiHoM
criocTepiramucs CHMIOTOMM BiaMiHH mpenaparty. [loBizomisiocs mpo Taki CHMOTOMH: O€3COHHS,
FOJIOBHHUH 6iJIb, HYIOTa, TPHBOKHICTH, Jiapes, IPUMONONIOHHI CHHIPOM, HEPBO3HICTh, JAeMpecis,
CyIlMIaIbHI JyMKH, OlJIb, CY/JIOMH, Tilepriapo3 i 3amaMOpoYeHHS, SIKi BKa3ylOTh Ha JIIKapChKY
3ayIexHicTh. [TosiBa CHMIITOMIB BIZIMIHH Mic/ig NPUINHHEHHS NpUitoMy nperabaiiny MOXe BKa3yBaTH
Ha JiKapchKy s3ayexHicTs (quB. posain «[lobiuni peakuiin). Lo iHdopmauito caia MoBiIOMHTH
NaIieHTy Mepes MoYaTKoM Tepartii.

Slkito 3actocyBaHHs Tperabaniny HeoOXiIHO MPHITHHUTH, PEKOMEHIYEThCS 11e POOHTH MOCTYIOBO,
MPOTATOM IOHaMMeHIe | THXHS He3alexHO Bif mokasaHHs (IuB. po3ain «Cnocid 3acTocyBaHHS
Ta 03U ).

Cynomu, 30KpeMa eIiJENTHYHHI CTaTyc Ta BEJIMKI CYJIOMHI Hamajad, MOXKYTh BHHHKATH MiJ 4ac
Tepanii nperabaninoM abo HeBIOB3i Mmicisg HOTO BiIMiHH.

Jani mono BiAMiHM mperabaiiHy Micis TPHBAJIOrO 3aCTOCYBAaHHs BKa3ylOTh Ha Te, [0 4acToTa
BHHHKHEHHS Ta CTYIIIHb TSOKKOCTI CHMIITOMIB BIIMiHH MOXYTh 3aJI€)KaTH BiJ J03H.
Eunyedanonamis.

Ennedanonaris BUHHKaIA NMEPEeBAXKHO y MAIEHTIB i3 CYNYTHIMH 3aXBOPIOBAHHAMM, L0 MOXYTh
CTIIPHYHHATH eHlledanonariio.

Kinku penpodykmueHnozo iky/xonmpayenyis

3actocyBaHHs nperabaniHy y MepIIoMy TPHMECTPi BariTHOCTI MOKe CIPHYHHSTH 3Ha4Hi BPOJUKEHI
nedextn y muona. INperabanin He cJIiJl 32CTOCOBYBaTH B MEPiOA BAriTHOCTI, SKIIO KOPHUCTb IUIs
BAriTHOI SBHO He IEPEBMINYE MOTEHIiHHMI pu3uK 1 mwiona. JKiHKH penpoayKTHBHOIO BIKy
MOBMHHI BHKOPHCTOBYBaTH e(EKTHBHI 3aco0M KOHTpauenuii Mg 4ac JiKyBaHHA (IMB. pO3ALI
«3acToCcyBaHHS y Mepiof BariTHOCTI a00 rogyBaHHs IPYIIION).

3acmocyeanns y nepiod eazimnocmi abo 200ys8anHs 2pyooo.

JKinku penponyKTHBHOrO BiKy/3ac00M KOHTpAIENIi julsl 3KiHOK i YONOBIKIB.

JKiHKam penpoayKTHBHOTO BiKY CJiJi BAKOPUCTOBYBAaTH e)eKTHBHI 3aCO0H KOHTpaLemNILii.
BaritHicTb.

JlocnimxeHHs Ha TBApHHAX CBIIUMIIM PO PENPOIYKTHBHY TOKCHYHICTB.

Byo mokasano, mo nperabaiin MpOHUKAE yepe3 MIAUeHTY Iy PiB.

[Tperabastin MoJe TPOHMKATH Yepe3 TUIALeHTY JTIOAHHH.

OcHOBHI BpOJUDKEHI BaJi PO3BUTKY

Jlani ckaHIMHABCHLKOTO obcepBaliiiHOro mociimkenHs Oinbm Hisk Ha 2700 BariTHOCTeH, sfKi
nmignanMcs BIUMBY nperabaniny y | TpumecTpi, mokasanu Ounblly MOLIMPEHICTh OCHOBHHX
BPO/DKCHHX BaJX PO3BHTKY cepel MeniaTpuuHoi momymsauii ( T TDKEHOT),
MOPIiBHSHO 3 MOMYJISALI€I0, KA He OTPHMYyBasa onpoMineHHs (5,9 %Yapumred l L4 PHSHIC PE3BHTKY

peecTpauinHoro 4ocLE ’A
1.




OCHOBHHX BpOJKCHHMX BajJ PO3BHUTKY Cepeld MeIiaTpuyuHOi MOMyNsAlii, sKa MiJmaBaiacs BIUIHBY
nperabaniny y I TpuMectpi, GyB Oemio BHINMM MOpPIBHAHO 3 MNOMYJISALI€0, SKa HE OTpPHUMyBaja
onpoMiHeHHS (KOpUroBaHuil koedimieHT moumpeHocti Ta 95 % mosipumii intepsan: 1,14 (0,96-
1,35)), 1 mopiBHAHO 3 MOMyJsAli€r0, KA MignaBanacs BIUIMBY namoTpumkuny (1,29 ( 1,01-1,65))
abo pynoxcetuny (1,39 (1,07-1,82)). Ananiz KOHKpeTHUX Bal PO3BHTKY MOKa3aB OLbLI BHCOKHI
PU3MK BajJ PO3BHUTKY HEPBOBOI CHCTEMHM, OYeH, pPOTO-THLBOBHX LIUIMH, BaJ PO3BHTKY CeYO-
CTaTEeBHX OpragiB, ane UUGpPU OyaM HEBEIHKHMH, a OLIHKM HeTo4yHuMmH. [Iperabamin He cimia
3aCTOCOBYBATH Yy IepioJ BaTiTHOCTI, AKIIO HEMAE ABHOI HEOOXIAHOCTI (AKIIO KOPUCTH IS MaTepi
ABHO MEPEBULILYE MOTSHIIHHUHN PU3HK JUIs T1J10/1a).

[oxyBanHg rpyIio.

[Iperabanin mpoHHKae y rpylHe MoJjoko. BriuB mnperabaiiHy Ha HOBOHAPOJKEHWX/HEMOBIST
HeBitomui. HeoOXximHo mnpuilHATH pilleHHs NpPO NPUIMHEHHS TPYIHOrO TroayBaHHs abo
NpUIIKMHEHHA Tepamii nperadaniHoM, Oepy4u 10 yBaru KOPUCTh rOJyBaHHS IPYIUIIO Ui IUTHHH Ta
KOPHCTB Tepartii s JKiHKH.

PenponykrueHa dyHKIs

Kniniyni naHi 1mono BnimBy nperabajtiHy Ha GpepTHIBHICT KIHOK BIACYTHI.

ITlin yac KJIIHIYHOrO JOCTI/UKEHHS BIUIMBY mperaballiHy Ha PyXJIHBICTB CIIEpMaTo30idiB 340POBi
N0OpOBOJIBIII YOJIOBIYOI CTaTi 3acTOCOBYBamM mperadamin y mo3i 600 mr nHa moOy. Ilicas
3aCTOCYBaHHs Ipernapary [poTAroM 3 MICsIIB KOJHOIO BIJIMBY Ha PYXJIMBICTh CIIEPMATO3011iB HE
BUSBJICHO.

HocnimxkenHs  GepTUIBHOCTI  NPONEMOHCTPYBAIO HASBHICTH  HEraTHBHOIO  BIUTMBY Ha
PENpOAYKTHBHY (YHKILIIO CaMOK LIYpiB Ta HasBHICTH HEraTMBHOTO BIUIMBY Ha PENMPOJYKTHBHY
dbyHKuiro Ta po3BuTOK camiliB mypie. KiiHiuna 3HaUyIIicTh KX Pe3yabTaTiB HEBiAOMA.

30amuicmb ennueamu Ha WEUOKICMb peakyii npu kKepyeawHi agmompancnopmom abo iHuuMu
MexanizmMamu.

[Iperabanin Mo>xe MaTH He3HauyHUH ab0 MOMipHHI BIUIMB Ha 3JaTHICTh KEPYBATH TPAHCIIOPTHHUMH
sacobamMu abo iHmmMMH MexaHizmMamu. [IperabanmiH Moke CHPHYMHSATH 3aMaMOpOYEHHS Ta
COHNIMBICTL 1 TAaKMM YMHOM BIUJIMBATH HA 3JaTHICTh KepyBaTH TPaHCHNOPTHUMH 3acobamu abo
iHmMME  MexaHi3MaMu. [launieHTam cinil peKkOMeHAyBaTH YTPUMYBAaTHUCS BiJl KepyBaHHA
TPaHCIIOPTHUMH 3acofaMH, Bil poOOTH 31 CKIagHOKW TexHikow abo Bix iHmoOI noTeHuUiiHO
HeOe3neyHol MisJIBHOCTI, MOKH HE CTaHe BIJOMO, YM BIUIMBAE el Jlikapchbkuil 3acid Ha ixHIO
3[IaTHICTh 0 TAKOI JisUTBHOCTI.

Chnocif 3acmocysannusa ma do3u.

[Ipenapar [Iperamon npuitMaTi He3allekKHO Bl BYKUBAHHS 1Ki.

Jlauuit nikapceKui 3acib npu3HaYeHU BHHATKOBO U1 IEPOPAIBHOTO 3aCTOCYBAHHS.

Ho3zu i

Jlianason 103 craHoBuTh Bix 150 mo 600 Mr nHa no6y. JloGoBy m03y pO3NOAINATH Ha
2 abo 3 mpuiiomu. [Ing 3py4Hocti 3actocyBaHHs 103 < 300 Mr Ha npuiOM pPEKOMEHIYEThCH
sactocoByBaTH Ilperanon, kancymu mo 75 mr, abo Ilperamon, kancynu mo 150 mr, aGo nikapcbki
3aco0H 3 Ai0U0K PEYOBHHOIO MperadajiH y BiIMOBIAHOMY J03YBaHHI.

Heeponamuynuii 6inb.

JlixyBanus mperaGamxiHoM HeoOxinHO po3noumHaTH 3 1034 150 Mr Ha noOy, po3nomiauBLIM ii Ha
2 abo 3 npuitomu. 3anexHO BiJ eeKTHBHOCTI Ta iHAUBIAYaJbHOI IEPEHOCUMOCTI Npenapary mo3y
MoxHa 30imemuTH m0 300 Mr Ha noOy yepes 3-7 mHiB, a 3a noTpebH — 10 MaKCHMAlbHOI J03H
600 Mr Ha noOy 1me yepe3 7 QHIB.

Eninencis.

JlixyBanns nperabaninomM mMoxHa posnoyaru 3 103 150 Mr nHa 100y, posnoainmusimy ii Ha 2 abo
3 nmpuioMH. 3anekHo Bil epeKTHBHOCTI Ta IHAUBIAYaIbHOI TEPEHOCHMOCTI IIpenapary 103y MOXHa
30inemmTH 10 300 Mr Ha noOy micna mepinoro THXKHA NikyBaHHA. Llle yepe3 ofuMH THXIEHb 103y
MOKHA 301TBIIMTY 10 MakcuMabHOT — 600 Mr Ha 100y.

[enepanizoeanuii mpugodicHuil po3nao.

Joza, sy po3nbﬂinﬂme Ha 2 abo 3 nmpuitoMH, MOXKE 3MIHIOBATHC = Ha a00y.
[TepiofH4HO CIil MEpeOIliHIOBATH HEOOXIIHICTh MPOIOBKEHHS K YBAAMSHEHO 3 maTepianamu
peecTpauinHoro AoCLE




JlikyBanus nperabaninom MoHa po3noyaty 3 103u 150 Mr Ha 106y. 3anexkHo Bia eGEeKTHBHOCTI Ta
IHUBIAyanbHOI MEPEHOCHMOCTI Mpenapary A03y MoHa 36inewmtd 1o 300 mr ma goby micns
nepuoro THXHsA mpuiiomy. Ilicna me ojgHoro THxHA mnpuiloMy mnperabaniny n03y MOXHa
36inbmuTH 10 450 Mr Ha 1o6y. Llle yepes oauH THXKAEHD 103y MOKHA 3O1TBIIHTH 10 MAKCHMATBHOT
— 600 mr Ha no0y.

Dibpomianzis.

PexomeHnjoBana no03a nmnd JikyBaHHs ¢iGpomianrii cranoButs Bim 300 mo 450 Mr Ha 1006y.
JIlikyBaHHS CIiJl pO3NOYMHATH i3 3acTOCYBaHHS H03u 75 Mr 2 pasu Ha 106y (150 mr Ha 106y).
3anexHo Bil epEeKTHBHOCTI Ta MEPEHOCHMOCTI, 03y MOXHa 36iabmysatd 10 150 Mr 2 pasu Ha
106y (300 Mr Ha 1o6y) NPOTATOM OXHOTO THXKHA. [lalieHTaM, A SKHX 3acTOCyBaHHA 1031 300 Mr
Ha 7100y € HeNOCTaTHRO €PEKTHBHUM, MOXKHA 301BIIMTH 103y 10 225 Mr 2 pa3u Ha 106y (450 mr
Ha 100y). Xoda icHye nocmilkeHHs 3acTocyBaHHs mo3u 600 mMr Ha n00y, A0Ka3is TOro, o
3acToCcyBaHHs L€l mo3u Oylne MaTH JONATKOBY IMepeBary, HeMae; TAKOXK Taka 703a Majia Tipury
nepeHocuMicTh. bepyun o yBaru Jo3o3anexHi nmoGiuni peakuii, 3acTocyBaHHs 103 Buiie 450 Mr
Ha 100y He pekoMeHayeTbes. Ockinbku [Iperanon BUBOAMTBLCS TOJIOBHMM YMHOM HHMPKAMM, CJIiI '
KOPHUI'YBaTH J03y Npenapary MamieHTaMm i3 mopyLeHHsM GpyHKIT HUPOK.

IIpununennsa rikysarnns npe2abaiinom.

BigmosinHO 10 cyudacHOi KJNIHIYHOI TIPaKTHKH, TNPUINHHATH JiKyBaHHs IperabaaiHOM
PEKOMEH/IYETBCA IOCTYIIOBO, IIPOTArOM INOHAWMEHINE OJHOr0 THXKHS HE3aJe)KHO Bil MoKasaHb
(muB. po3zin «OcobmuBi 3axoau Ge3nexn» Ta «I1oGiuHi peakiii»).

Ilayienmu 3 Hupkogolo Hedocmamuicmio.

Ilperabanin BUBOAUTECA 3 CHCTEMHOIO KPOBOOOITY y HE3MIHEHOMY BUIJISIII MIEPEBAXKHO 3@ PaXyHOK
exckpenii HupkaMH. OcCKibkH KiipeHC nperabasiiHy mpsaMo MpOMOPHIiMHHE KIipeHCY KpeaTHHiHY
(muB. posgin «®apMakOKiHETHKa»), 3MEHIIEHHS MO3H UIA NAlI€HTIB 3 MOPYWIEHOW GYHKIIEKO
HHMPOK CIJ MPOBOJMTH IHOMBIAyanbHO, BiAMOBiAHO x0 KiipeHcy kpeatuniny (CLcr), sxuii
BH3HAYaKTh 3a HopMYyJI0IO0:

1,23 x [140 — 6ix (poxis)] X saza (k2)

pigeHb kpeamuHiny 6 naazmi kpogi (MKkMmone /1)

\
CLcr (ma/xe) = (x 0,85 014 xcinox)
[Iperabanin ehexTHBHO BHAAISETHCS 3 IUIA3MH 3a J0MOMOrol remomianizy (50 % mpenapaty
npotsiroM 4 roauu). Jlns nauieHTiB Ha remonianiszi 1060By no3y mnperabainy cain migbupatu
BiANOBiNHO A0 yHKUIT HUpoK. Kpim 1060BOI 1031, oapa3y mic/is KOMWKHOT 4-FOAMHHOI MPOLEAYPH
reMoianily HeoOXiAHO NMpUiiMaTH TOJATKOBY A03Y Mpenapary (auB. Tabmuimo 1).

Tabmuns 1
Kopexkuist 1o3u nperabasniny BianoiaHo 10 GpyHKIUIT HUPOK
: : 3aranpHa noGoBa no3a nperabaniny*
Knipenc xpeaTtuHiny
(CLer) (Ma/xB) [TouaTkoBa n03a | MakcumansHa 103a | PEKHM 3aCTOCYBaHHS
(Mr/n00Y) (mr/n00y)
> 60 150%** 600 2 abo 3 pa3u Ha 100y
> 30-<60 o= 300%* 2 abo 3 pa3u Ha 100y
>15=<30 |\ 25-50%* 150%* 1 abo 2 pa3u Ha 100y
<15 25%% 75%* 1 pa3 Ha noby
Jloiatkosa 103a micias remoianizy (mr)
| 25%+ | 100** | OnHOpasoBo

* 3araneHy ao0oBy mo3y (Mr/oody) ciia po3ginuTH Ha KUTBKICTE MPUAOMIB BIAMOBIZHO 10 peKUMY 3aCTOCYBAHHA, 100

OTpUMATH HeoOXiaHy 103y (Mr).

** Cnin 3actocoByBaTi mperaGaniH y BiZnoBinHii nikapchkiit Gpopmi.

Ilayienmu 3 neyinkogoio Hedocmamuicmio.

JIns nmamieHTiB i3 NEYiHKOBOK HEJOCTATHICTIO HEOOXIIHOCTI B KOpEKUil 103U HeMae (IMB. po3.in

«®DapMaKOKIHETHKA»).

3acmocyéantsa nayicHmam Nimub020 Giky (8id 65 pokie).

JIns mamieHTiB JTiTHBOrO BiKy uepe3 mnoripimeHHs (yHKIIi HHPOK MoXe OyTH NOTPiGHMM

3MEHIIEHHS 1034 nperabaniny (aMB. po3ain « OcoOIHBOCTI 3aCTOCYBARH): ——

3roKeHo 3 Mmateplanamu

PEECTPALIHOro A0CkE




Himu. :

Besneka Ta edeKkTHBHICTE 3acTOCYBaHHA mperadatiHy HiTsM (BikoM 1o 18 pokiB) He BCTaHOBIEHI.
HasgBua Ha ueii yac iHdopmalis HaBeneHa B po3ainax «PapmakoauHamikay, «DapMakoKiHETHKa»
ta «[loGiuni peakuiin, ogHaK, Ha OCHOBI mi€l iHdopmamii HEMOXIMBO HAIAaTH KOIHHX
pexoMeHalii o0 A03yBaHHS Lil KaTeropii mauieHTiB.

ITepedosysanna.

HaifyacTimumu MOOIYHMMH peaklisMu y pa3i nmepeno3yBaHHs mperabaniHOM OyJlH COHJIMBICTB,
CIUTYTaHiCTh CBiZOMOCTI, 30yIeHHs Ta Hecrmokiil. TakoX HaIXOIWIH MOBIZOMJIEHHS NPO CYJIOMH.
3piaKa NOBIIOMIISIIH ITPO BUITAJKH KOMH.

Jlixyeanns mepeno3yBaHHs mperabaiiHOM MOJSrae y 3arajlbHUX MiATPHMYBAJIBHHX 3axXoJax Ta 3a
noTpeOH MOXe BKIIIOUATH remMoiania (aus. po3ain «Crocid 3acTocyBaHHA Ta 103W», Tadbauus 1).

Ilobiuni peaxyii.

V kniniyHIA mporpami 3 QocuimKeHHs nperabaniny itoro orpumand noHaa 8900 nauieHTiB, 3 HUX

5600 — yJacHMKH TOIBIHHMX CHIiMMX Maane00-KOHTPOIBOBAaHUX JAOCHiKeHb. HalfuacTimumu

NOGIYHMMH peakuisiMi OyIu 3amamMopodeHHs i COHNHMBiCTb. [ToGiuni peakuii 3aspuuail Gynu

nerkuMu abo MOMipHHMH.

B ycix KOHTPOJBOBAHHX MIOCTI/DKCHHSX IMOKa3HHK BiIMIHH mHpenapaTty duepe3 nobiyHi peakmii

craHoBuB 12 % cepel mauieHTiB, AKi 3acTocoByBamu mperabanid, Ta 5 % cepel MauieHTIB, sKi

oTpuMyBaind Miane6o. HaliyacTimmmu noGiyHMMH peakuisMH, L0 NPHU3BEJIM [0 BHUK/IIOYEHHS 3

TPYIH 3aCTOCYBaHHs mperabanidy, Oyu 3anaMOpOYeHHs Ta COHIUBICTb.

Huxye HapeneHi Bci mobiuni peakii, 110 BHHHKAIM 4acTillle, HIXK MPH 3acTOCyBaHHI muanedo, Ta

Ginpule HDX y OZHOrO mamieHTa; ui mobiuHi peakuii 3a3HavyeHi 3a cHCTEMaMH OpraHiB Ta 3a

4acTOTOK: AyKe yacto (> 1/10); gacto (Bix > 1/100 mo < 1/10); Hewacto (Bix > 1/1000 o < 1/100);

pizko (Bim > 1/10000 no < 1/1000); myxe piako (< 1/10000); gacTtora HeBinoma (He MOXxe OyTH

OlliHEHA HAa OCHOBI HasABHHMX NaHHUX). Y KOXHIH rpymi 3a 4acTOTOIO BUHUKHEHHS MoOGivHI peakuii

TMOJIaHO Y NOPSIKY 3MEHIIEHHS POSBIB.

3asznaveni noGivyHI peakiii TAKOX MOXYTh OYTH TOB’s3aHi 3 MepebiroM OCHOBHOTO 3aXBOPHOBAHHS

Ta/abo CYImyTHIM 3aCTOCYBaHHSM iHIIHX JiKapChbkUX 3aco0iB.

ITig wac miKkyBaHHS HEBPOIATHYHOTO OOJIO IEHTPAIBHOIO MOXOKEHHS BHACIINOK YIIKOIKEHHS

CIIMHHOTO MO3KY 4acTOTa BUHMKHEHHS MOOIYHMX peakiiiii 3aranom, nobiunnx peaxuiit 3 Goky I[THC

Ta 0cOOJIMBO COHIMBOCTI Oyna migBUIIeHo0 (IuB. po3ain «OcobIMBOCTI 3aCTOCYBaHHAY).

JlonaTkoBi moGiyHi peaxiiii, mpo AKi MOBiIOMJISUTH micis BHXOy nperabaiiHy Ha pHHOK, MO3HAYEHO

KypcHBOM y Tpadi «Yacrora HeBiZOMaY.

[ndexuii Ta iHBasii

Yacro: HazodapuHriT.

Kpos i nimbaTiusa cucrema

HeuacTo: HeliTponeHis.

IMyHHa cucTema

Heuacro: rinep4yT/MBICTE.

Pinko: anrioneBpoTHYHHI HAOPsAK, anepriudi peakiii, aHadinakToinHI peaxiii.

MetaboniyHi po3naay Ta NOpyIeHHs Tpodiku

YacTo: miBHILEHHS aleTUTY.

HeuacTo: BTpara aneTury, rinoriikeMis.

[Mcuxika

Yacro: eii(popuHHIi HACTpIiH, CIUIyTAHICTh CBiZIOMOCTI, IpaTiBIHBICTh, J€30picHTalis, Oe3COHHS,

3HMKEHHS T10110.

HeuacTo: ramouuHanii, TaHiyHi aTaky, HECMOKiM, 30yMKeHHs, Nenpecis, NPUTHIYeHUH HacTpii,

MiIHECEHWH HAcTpiil, arpecis, 3MiHM HaCTpOK, JeNepcoHani3amis, yYTpyAHeHHH 100ip CIiB,

[aTOJIOTIYHI CHOBHMIIHHS, MiABHLIEHHS 110110, aHOpra3Mmis, anaris.

Pinko: po3raibMOBYBaHHs, CyIllM/lalibHe MUCJICHHS Ta MOBEAIHKA.

YacToTa HeBiOMA: JIIKAPCHKA 3aJI€KHICTb.

HepBoBa cucTteMa

Jlyxe 4acTo: 3araMopo4eHHs, COHIMBICTh, FONIOBHUH Olb. YarpakeHo 3 MaTepianamu
= o
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Yacro: arakcis, NOpYIIEHHA KOOpOMHALIl, TPeMOp, AM3apTpis, amHe3is, MOpyLIEHHs nam dTi,
NOpYIIEHHS yBaru, napecTesis, rinecresis, ceatiBHui edekT, NOpyLIEHHS PIBHOBATH, JIETAPTis.
HeuacTo: cuHKome, cTymop, MIOKJIOHis, BTpata CBiOMOCTi, IICHXOMOTODHA TIiNEpaKTHBHICTB,
JUCKIHE3iA, TOCTypaJbHE 3alaMOpPOYEHHs, IHTEHUIHHWH TpeMop, HicTarM, TMOpYIIEHHS
KOTHITHBHHX (YHKIIH, MOpYIIEHHS NCHUXIKH, pO3Jaa MOBIEHHs, rimopednekcis, rimepecresis,
BIIYYTTA NEYiHHA, areB3is, 3arajibHe He31yKaHHs, HABKOJIOPOTOBA MApECTe3is, MIOKJIOHYC.

Pinko: cymomu, mapocMisi, rinokiHesis, gucrpadis, rimairesis, 3a1eKHICTb, MO30YKOBHI CHHIPOM,
CHHIpPOM 3y04acToro KoJjeca, Koma, JHemipiil, eHuedanonaris, eKcTpamipamiHHii CHHAPOM,
cuaapoMm [iHena—Bappe, BHyTpilIHbOYEpenmHa TrinepTeH3is, MaHiakanbHi peakilii, mapaHoimHi
peaxilii, po3jiaau cHy, MapKiHCOHI3M.

Oprauu 30py

YacTo: HeYiTKICTh 30pY, AUILIONIs, KOH IOHKTHBIT.

HewacTo: BTpata mepudepuyHOro 30py, MOpPYLIEHHS 30py, Habpsk oueil, nedekTd mois 3opy,
3HH)KEHHS TOCTPOTHM 30py, Oink B ouax, acreHomis, (OTOmciA, CyXicTh B OdYax, IIiJBHIIECHE
CIBO30BHILUIEHHS, MOAPa3HEHHs oueit, Onedaput, NMopylleHHs akoMoJallii, KPOBOBHIHB B OKO, '
CBIT/I000513Hb, HAOPSIK CITKIBKH.

Pinko: BTpata 30py, KepaTHT, OCLHJIOINCif, 3MiHa 30pOBOTO CIPHHHATTA TJIHOMHH, Mizapias,
crpabi3M, 30poBa SCKPaBiCcTh, aHI30KOPis, BUPA3KH POTiBKH, eK30()TaabM, napaiiy 04HOro M’s3a,
IpHT, KepaTOKOH IOHKTHBIT, Mi03, HiYHa CINoTa, OQTanbMOIJeEris, arpodis 30poOBOro Hepsa,
HaOpsK JMCKa 30pOBOTO HEPBA, IITO3, YBEIT.

Opranu cnyxy i BecTHOY/ISpHUE anmapat

YacTo: BepTHro.

HeuacTo: rinepaky3is.

CeprieBo-cyaAHHHA CHCTEMA

Heuacro: Taxikapnif., aTpioBeHTpHKY/IspHa OJOKaja Nepuoro CTyrneHs, CMHycoBa Opajaukapiis,
3acTiiiHa ceplieBa HENOCTaTHICTb, apTepiaibHa TiMOTEH3is, apTepiajibHa riNepTeH3is, NPUILIUBH,
rinepemis, BITUYTTS XOJOAY B KiHI[IBKaX.

Pinko: monomxenHs intepBany QT, cunycoBa Taxikapmis, CHHyCOBa apUTMisl.

[TooxuHOKI: CHHYCOBa Taxikapis, CHHycoBa Opaaukapisi, CHHyCOBa apuTMisl, BITYYTTS XONIOAY Y
KiHIIIBKaX.

YacroTa HeBigOMa: 3acTiifHa ceplieBa HEJIOCTATHICTh, MONOBKeHHs iHTepBany QT.

JuxanbHa cucreMa

Yacto: papuHronapuHreanbHui Oib.

Hedacrto: 3agMiuka, HOCOBa KpOBOTeYa, Kalllelb, 3aKIaJeHICTh HOCA, PUHIT, XPOIIHHA, CYXICTh
CJIM30BOI 000IOHKH HOCA.

Pinxo: HaOpsK NereHb, BITYYTTS CTUCHEHHS B TOpJIi, JJADHHIOCIa3M, allHOe, aTesieKTas, OpoHXiomniT,
rukaBka, ¢pidpo3 nereHis, Mo3ixaHHs.

YacToTa HeBigoMa: HaOpsIK JIEreHiB.

TpapHuii TpakT

Yacro: OmoBaHHS, HYyIOTa, 3amop, Jiapes, METEOpHU3M, 3AYTTA JKMBOTAa, CYXICTh Y pOTI,
racTpPOEHTEPMT.

Heuacro: ractpoesodareansna peduokcHa xBopoOa, rimepcekpelis CIMHM, OpaljibHa rinecresis,
XOJIELIUCTHUT, XOJeNiTia3, KOJIiT, HUTYHKOBO-KHIIIKOBA KPOBOTEYA, MeJieHa, HaOpsAK A3MKa, peKTallbHa
KpPOBOTEHA.

Pinxo: acuut, mankpeatut, HaOpsk s3uka, aucdaris, agTo3HUE CTOMATHT, BHpa3Ka CTPaBOXOIY,
nepiooHTabHU abcliec.

I'enaTobiniapHa cucteMa

HeuacTo: niABHIIEHNH piBeHb NEYiHKOBHX (epMEeHTIB*.

Pinxo: »oBTSHHUIIA.

Jly>e pilko: NeyiHKOBa HEIOCTATHICTh, TEMaTHT.

[1Ikipa i mijmKkipHa KIiTKOBHHA

YacTo: mponexHi.

HeuacTo: nmanynbo3He BUCHUNAHHSA, KPOIUB' THKA, TiMepriapo3, cBepOiX, ajlonelis, CyXicTh LIKIPH,

eK3eMa, TIPCYTH3M, BUPa3KH IIKipH, BE3UKYJI0-0yTE03HI BHCHITAHHK™ ™=
Y3aroaxeHo 3 matepianamu
PeECTPaLiiHOro AOCLE |




Pinko: cunapom CriBeHca—/[>KOHCOHA, TOKCHYHHH emiepMalibHUI HEKpOJi3, XOJOIHHH TiT,
eKkchOoIaTHBHUI AEPMaTHT, JIXEeHOINHHH JepMaTHT, MEIaH03, po3Niaay 3 OOKY HIrTiB, MeTeXialbHi
BHCHIIAHHSA, TypIypa, IyCTYJIbO3HI BHCHIMAHHS, aTpodis IMKipH, HEKpo3 IIKIpH, MIKIpHI Ta
MAMKIPHI BY3JTHKH.

KicTkOBO-M 130Ba cHCTEMA Ta CHIOJIYYHA TKAHHHA

YacTo: M’s30Bi cy1OMH, apTpairis, 61k y cruHi, Oinb y KIHIIBKaX, Ca3Mu M s3iB LIHI.

Heuacto: HaOpsk cyrno6iB, Mianris, mocinyBaHHs M’ g3iB, OiIb Y IIHi, CKYTICTh M S3iB.

Pinko: pabaomionnis.

HupkH Ta ce4oBHITBHA CHCTEMA

HeuacTo: HeTpuMaHHS cedi, AM3ypis, aibOyMiHypis, remMarypis, YTBOPEHHsS KaMEHIB y HHpKax,
HedpurT. |

Piniko: HHUpKOBa HENOCTATHICTB, OJITypisi, 3aTpHMKa cedl, rOCTpa HHUPKOBa HELOCTaTHICTB,
rioMepyJioHegpHUT, meloHeGpuT.

PenpoaykTHBHA cCHCTEMa Ta MOJIOYHI 3a/1031

Yacro: epekTunbHa TUCHYHKIIIS, IMITOTESHIIIS.

Hewacto: crareBa aucyHKUist, 3aTpuMKa esKymsuii, AucMeHopes, Oinb y MOJIOUHHX 3a103ax,
nefKopes, MEHOpAris, METpOparis.

Pinko: ameHopesi, BUIUTIEHHS 3 MOJOYHHX 3a/103, 301IbLIEHHS MOJIOYHHX 3aJI03, iHEKOMAcTid,
LEePBILUT, OaIaHIT, ermiuIuMIT.

3araibHi po3/IajM Ta peakilii y Micili BBeJIeHHS

Yacto: nepudepuunnit Habpsx, HaOpsK, MOPYIUEHHS XOAHM, MNaNiHHsA, BiAYYTTA CISHIHHA,
He3BHYAMHI BIMYTTS, ITiIBHIIEHA BTOMJIFOBAHICTB.

Hewacto: redepanizoBanuii HaOpsik, HaOpsik 0OJMYYsl, BiA4YTTS CTHCHEHHS y TIpyasx, Oiib,
mipekcis, crpara, 03HO0, acTeHis, BIOYYTTS He3ay)kaHHs, alcuec, 3anajleHHs >KHPOBOI TKaHHHH,
peakuii GoTOUyTIHBOCTI.

PizKo: rpaHynIbOMa, YMHCHE 3aT0JisSHHS LIKOIH, 3a04epeBUHHMI hi6po3, MoK.

JlaGopaTopHi JoCiDKEHHS

Yacro: 30inbLIEHHS MacH Tija.

Heuacto: 30inbineHHs piBHA KpeaTHH(GOCOKIHA3M B KpOBi, 301IbIICHHS PiBHS IJIIOKO3H B KPOBI,
3MEHIIEHHA KiJTbKOCTI TPOMOOIMTIB, 301/blIEHHS piBHSA KpeaTHHIHY B KpOBi, 3MEHIIEHHS DiBHA
KaJliio B KpOBi, 3MEHIIIEHHS MacH TiJja.

Pinko: 3MeHIIeHHs piBHS JTEHKOLMUTIB Y KPOBI.

* 36inbLIeHHs piBHS anaHiHaMmiHoTpaHcepasu (AJIT) Ta acnaptataminotpancdepasu (ACT).

V esKHMX NMalieHTiB Iicis NPHIMHEHHS KOPOTKOCTPOKoBOi abo TpHBatoi Tepamii mperabaninoM
CIIOCTEpITankcs CHMITOMH BiaMminu. [ToBimomisiiu mpo Taki sBHINa: ©e3COHHA, rONOBHHH Olb,
HYIOTa, TPHBOXKHICTB, Jiapes, TPHUIIONONIOHMI CHHAPOM, HEPBO3HICTh, Hempecis, CyilMaaibHI
JOyMKH, Oilb, CYyIOMHM, TiMEpriipo3 i 3anamMopoYeHHs, iKi BKa3yloTh Ha (isuuHy 3anexHicTe. Lo
iHhopMalio ci1i/ MOBIIOMHTH MAali€HTY Mepe MOYaTKOM Tepaitii.

Jaui mopo BiaMiHH mperabaniHy Micis TPHBAIOTO 3aCTOCYBaHHA BKa3ylOTh Ha Te, [0 4acToTa
BHHHKHEHHS T4 CTYIIHB TSXKKOCTI CUMIITOMIB BIIMIHH MOXKYTb OyTH 110303aJI€KHHMH.

Jimu. Tpodine Ge3znexn nperabaiiHy, BCTAHOBIECHHH y XO/i YOTHPBOX AOCIIKEHD, IPOBEICHUX 3
YY4acTIO MEHIaTPUYHHX MAIlliEHTIB 3 TNapUiaJlbHAMH CyJOMHHMH HamajgamMd 3 BTOPHUHHOIO
renepantizauicio a6o 6e3 mei (12-TwkHeBe HOCITIMKeHHS edeKTHBHOCTI Ta Ge3leKH y NalieHTiB
BikoM Big 4 mo 16 pokie, n=295; 14-nenne mociijkeHHs e(eKTHBHOCTI i Oe3meku y mauieHTiB
BikoM Bim | Micsana mo 4 pokis, n=175; mociaimkenHs (apMaKOKiHETHKH Ta MNEPEeHOCHMOCTI
npenapary, n=65 Ta BiJIKpHTe JOCIi/KeHHs Oesmexu TpuBanicTio 1 pik, n=54), 6yB noxibHui 10
npodiaro, sKUH crocTepirascs B AOCTI/DKEHHAX Y JOPOCTHX MAlieHTIiB 3 eminerncielo. Halhbinbm
NOIIMPEHNMH TIOOIUHHMH SBHILAMH, LIO CIIOCTEPIramuchk y 12-THKHEBOMY MOCIIKEHHI Tepamii
nperabaniHom, GyITH COHNMBICTB, Mipekcis, iH(EKIii BepXHIX AMXaTbHHX LUIAXIB, MiJBHIIEHHS
aneTuTy, 301IbIIEHHs MacH Tina Ta Hazohapuurit. HaiGinsl MOMMpeHNMH OOIYHHMH ABHIIAMHA,
110 criocTepiranick y 14-nennomy nociimkenni tepamnii nperabaninom, Oy COHNUBICTD, iHOEKIIT
BEPXHIX OUXANbHHUX LUIAXiB 1 mipekcis (auB. po3zind «Cnoci® 3acTOCyBaHHS Ta JI03U»,
«DapmakoauHamikay Ta «PapMakoKiHETHKaE»).

YarogxeHo 3 mateplanamu
peecTpauinHoro AockE
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[ToBioMJIeHHS PO Mi03PIOBaHi MOGIUHI peakIil
[ToBiomneHHs npo mo6ivHi peakil micas peecTpalil TiKapchbkoro 3acody Mae BaKJIHBe 3HAYEHHS.
e mae 3MOry MpOBOAMTH MOHITOPHMHI CIIBBIJHOIIEHHS KOPHCTH/PHU3HK NpPH 3aCTOCYBAaHHI 1BOTO
TiKapchKoro 3acody. MeauuHUM Ta apMalleBTHYHUM NpalliBHUKaM, a TaKOX MaifieHTam abo ixHiM
3aKOHHMM MpeJCTaBHUKAM CJIiJl MOBIIOMIISTH MPO yCi BUMAAKH MiJO3PIOBAHUX MOOIYHUX peaxilii

Ta BiICYTHOCTI €(DeKTHBHOCTI JliKapchKOro 3acoly yepe3 ABTOMATH30BaHy iHpopMaliiiHy cucTeMy
dbapmakoHarnany 3a nocusanusaM: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.
Kancynu no 75 mr, 150 Mr. 2 poku.
Kancynu no 300 mr. 3 poku.

YMmoBnu 30epiraHns.
B opuriHanpHiil ynakoBii npu TeMneparypi ve suie 25 °C.
30epiraT B HEOCTYITHOMY JUTs JiTed MicIli.

Ynakoska.

Kancynu mo 75 mr, 150 mr. [To 10 kancyn y Gnicrepi, no 3 abo 6 GnicTepiB y nauui.

Kancymu no 300 mr. ITo 10 kancyn y 6nictepi, o 3 6micTepu y madiii.

Kareropis Binnycky. 3a peuenrom.

BupooOHuk.

[TyGniyne akuioHepHe ToBapucTBO «HaykoBo-BupoOHMuUMi ueHTp «bopiariBcekuit XiMiko-

bapMaleBTHUHHIT 3aBOI.

MicuesnaxoaxeHHs BHPOOHHKA Ta aapeca Micls MPoBaJKeHHS HOro Jisi.ibHOCTI.
VYkpaina, 03134, m. Kuis, Byn. Mupy, 17.

JlaTa 0CTaHHBOTO Neperysay.
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YaroaxeHo 3 MaTep
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