Cknapg,

Aitoya pevyoBuHa: nperabanin;

1 kancynamictutb 75 mr abo 150 mr nperabaniHy;

[OMNOMIKHi pe4OBUHW: 1AKTO3a MOHOTIAPAT, KPOXMasb KYKRYPYA3SHUIM; TasbkK;

060/10HKa KancyK: 3ai3a okema vepBoHuii (E 172), TutaHy giokena, (E 171), »kenaTuH (ana kancyn no
75 mr); TuTaHy giokena (E 171), »kenatuH (ana Kancyna no 150 mr) .

NikapcbKa popma

KancynuTteepga;.

OcHOBHi }i3MKO-XiMiYHi BN1aCTUBOCTI:

KancyamTeepai no 75 Mr: TBepaj *KenaTUHOBI Kancym po3mipy 4, KpULLKa Kancy/im Henpo3opa YepBOHO-
KOPUYHEBOI0 KObOPY, KOPNYyCHENPO30puit, 6iN0ro KONbOPY 34OPHUM BiATUCKOM «75 mg», LLLO MiCTUTb
nopoLok 6inoro abo maixke 6inoro KoNbOPY;

KancynmnTeepai no 150 mr: TBepAi XenaTMHOBI Kancyau po3mipy 2, KpULKa Ta KOpnycKancyam
Henpo3opi, 6inoro KOALOPY, LLLO MiCTUTbL MOPOLLOK Bifloro abo maike 6inoro KoNbopy.

dapmakoTepaneBTUYHa rpyna
MpoTuneninenTuyHi 3acobwu, iHWi NpoTHeninenTUYHI 3acobu.

Kop ATX NO3A X16.

dapmakonoriyHi BNacTMBOCTI

dapmakoguHamika.

[itoya peyoBuHa—nperabaniH, LLO € aHAIOrOM ramma-amiHOMaCAAHOI KUCIOTH

[(S)-3-(amiHomeTnn)-5-meTnareKcaHoBa KUCNOTa].

MexaHi3m gji



MperabaniH 38’A3yeTbCA 3 AONOMiKHOI cyboanHuLeto (a2—d 6inoK) noTeHUian3aneKHUX KanbL,i EBUX
KaHaniBy LUeHTPanbHii Hepsosiit cuctemi (LLHC).

KniHiyHa epeKTMBHICTb i Be3neyHicTsb.

HeliponatuyHuii 6inb.

Mig yac gocnigKeHb 6yna npoaeMOHCTpoBaHa epeKTUBHICTb Npenapaty 418 NiKyBaHHA Aiabe TUYHOI
HelMponarii, 1ocTrepneTU4HOI HeBPaTii Ta yparke HHA CIMHHOIO MO3KY. EQeKTMBHICTb NpenapaTty npu
iHLWMX BUAAX HEMpoMNaTUYHOro 60110 He BUBYANM.

MperabaniH BMBYanu B xoAi 10 KOHTPOIbOBAHUX KNiHIYHUX AOCNi AKeHb TPMBANICTIO A0 13 TUMKHIB 3
peXMMOoM 003yBaHHS NpenapaTy ABidi Ha 4OOY Ta B XOA4i AOCNIAKEHb TPMBANICTIO A0 8 TUMKHIB 3
peKMMOM 003yBaHHS Tpudi Ha Ao6y. 3aranom npodini 6esnekn Ta e eKTUBHOCTI A4/15 peKMMIB
003yBaHHA ABiYi | TpUYi Ha JOO6Y 6ynn NoAibHUMM.

Y xoai KNiHiYHWX gocniaxKeHb TPUBANICTIO A0 12 TUXKHIB, Y AKUX NiKapCbKWiA 3acib 3acTocoByBanu ana
NiKyBaHHA HeponaTUYyHoro 60110, 3meHweHHA 60110 Nepude PUYHOTO Ta e HTPATbHOrO NOXOAMKEHHS
cnocrepiranoca nicas NepLIoro TUXHA Ta 36epiranoca NpoTArom ycboro nepioay NikyBaHHA.

Y xo4i KOHTPO/IbOBaHUX KNiHIYHMX A0CAi AXKeHb Ne pudepruyHoOro HeMponaTniHoro 6oatoy 35 %
navi€eHTiB, AKi 3acTocoByBann nperabaniH, Tay 18 % nauieHTis, AKi oTpuMyBanu nnauyebo,
cnocTepiranoca nokpawaHHa Ha 50 % 3a WwKanoto ouiHKkK 6o1t0. Cepen NaLieHTIB, Y AKUX HE BUHWKANA
COH/IMBICTb, TaKe MOKpPALaHHA cnocTepiranocay 33 % naujieHTiB, AKi 3acTocoByBaAu nperabaniH, Tay 18
% naujieHTiB3rpynunaauebo. Cepen naLieHTiB, y AKUX BUHUKANA COHIUBICTb, YacTKa NaL,iEHTIB, AKi
BiANOBiAM HaTepanito, ctaHoBMNa48 % y rpyni nperabaniny Ta 16 % y rpyni nnauebo.

Y xo4ji KOHTPO/IbOBAHOTO K/NiHIYHOTO AOC/i AXKEHHS HEMPONATUYHOIO 60110 LLEHTPaIbHOTO MOXOAMKEHHA Y
22 % nauieHTiB, sIKi 3acToCcoBYBanu nperabaniH, Tay 7 % nauieHTiB, AKi oTpMmyBanun nnauebo,
cnocTepiranoca nokpalaHHa Ha 50 % 3a WKanoto ouiHKK 6onto.

Eninencis.

KombiHoBaHaTepania. MperabaniH BUBYaAU BXOAj 3 KOHTPONbOBAHMX KATHIYHUX AOCNi AyKEHb
TPMBaNicTio 12 TUXKHIB 3 PeKMMOM A03yBaHHA ABiYi abo Tpumui Ha foby. 3aranom npodini 6esneyHocTi i
ebeKTUBHOCTI 415 PeXXMMIB 03yBaHHA ABiYi 1 TpUYi Ha goby 6ynu noaibHUMM.

3MEeHLIEHHAYACTOTH CYAOMHMUX Hal'laﬂ,iB CI'IOCTepiI'a}'IOCFl BXe Ha nepLomy TUXKHI.



Litvinignitkn.

EdeKTMBHICTb Ta 6e3neyHicTb nperabaniHy B AKOCTi 4ONOMIXKHOIo 3acoby npu eninenciigna gitei sBikom
00 12 pokiBTa Ana nigniTkiB He BcTaHOBAeHi. MobiyHi peakLii, LLLO cnocTepirannca B 4OCNI AXKEHHI 3
BMBYEHHA GapMaKOKiHETUKM Ta NePEHOCMMOCTI, A0 SIKOTO 611 BKNOYEHI NaLieHTM BikoM Bifa 3 micauis
0o 16 pokis (n=65), 6ynnnoaibHi 4o NobivyHMX peakKLity gopocamx. Pesynbtatn 12-TUKHEBOTO
naaueb0-KOHTPOIbOBAHOIO AOC/I AYKEHHSA

295 nepiaTpuyHKMX NauieHTiB BikomBia4 o 16 pokisTa 14-aeHHOro naaueb0o-KoHTPO1bOBaHOO
pocnipxKeHHA 175 neAiaTpUYHUX NaLieHTIB BiIKOM Big 1 micAuA A0 4 poKiB, NpoBeAEHOro AN1A OLiHKM
edeKTMBHOCTI Ta be3neKkn nperabaniHy AK 4ONOMIXKHA Tepanis ANA NiKyBaHHA HanaajiB 34acT KOBUM
NMOYaTKOM Ta ABOX BiAKPUTUX AocniaxkeHb 6e3nekn Ha l piky 54 Ta 431 neajaTpUYHMX NaL,i€HTIB
BiANOBiAHO, y BiLi BiA, 3 micAuiB A0 16 pOKiB 3 enifiencieto, BKasyoTb HaTe, WO TaKi N0biuHi epekTH AK
nipekciataiHbeKuiiBepXHiIX ANXaNbHUX WAAXIBY AiTEM CNOCTePiranmnca YacTille, HixK Yy 4OPOCAUX
nauieHTiB 3eninencieto (am.. po3ainm «Cnocib 3actocyBaHHA Ta A03M», «[06iYHI peakuiiy i
«®PapmaKoKiHeTUKa»).

Y 12-TukHe BomMy nnaue 60-KOHTPOIbOBAHOMY AOC/I AXKEHHI AiTAM NpU3Havanum nperabaniH no

2,5 mr/Kkr/po6y (makcnumym 150 mr/ao6y), nperabanid no 10 mr/kr/0o6y (Makcumym

600 mr/ao6y) abo nnauebo. MpuHaitMHi 50 % 3meHLeHHA NapLjiaibHUX CyA0OMHUX HanaaiB NopiBHAHO 3
no4YaTKoBMM piBHem cnocTepiranocay 40,6 % naujieHTis, AKi oTpumyBsann nperabaniHy gosi 10 mr/Kr Ha
[06y (p=0,0068 nopiBHAHO 3 Nnaueb0), 29,1 % nauieHTiB, AKi oTpMMyBanu nperabaniHy gosi 2,5
mr/kr/po6y (p=0,2600 nopisHsAHO 3 NNaLeb0),Ta 22,6 % TMX, XTO OTpMMyBaB naauebo.

Y 14-peHHOMY NNaLe60-KOHTPOIbOBAaHOMY AOC/I AMKEHHI NeAiaTpUUYHMM NaLieHTam (Big,

1 micaua go monoguie 4 pokis) 6ys10 npusHadeHo nperabanid 7 mr/Kr/noby, nperabanit

14 mr/kr/poby abo nnauebo. CepeaHsavacToTa HanaaiB NnpoTArom 24 roamH Ha NoYaTKy Ta nig yac
OCTaHHbOrO BiABiAyBaHHA cTaHoBMANA 4,7 Ta 3,8 ana nperabanivy 7 mr/kr/noby, 5,4 Ta

1,4 pna nperabaniny 14 mr/kr/pobyta 2,9 Ta 2,3 ana nnauebo BignosiaHo. MNperabaniyy aosi 14
mMr/Kr/0o6y 3HauHO 3MEeHLLMB 1orapudmivHO TpaHCcPOpPMOBaHY YacTOTY HanaaiB NopiBHAHO 3Nnauebo
(p=0,0223); nperabaniHy 803i 7 mr/kr/noby He NoKasas NokpalleHHA NOPiBHAHO 3 naauebo.

MoHoTepanis (y naujieHTiB3ynepLue AiarHOCTOBaHMM 3aXBOPIOBaHHSAM).



MperabaniH BUBYaNAMY xo4i 1 KOHTPOIbOBAHOTIO KAiHIYHOIO AOC/i AXKEHHA TPMUBANICTIO 56 TUMKHIB 3
peXnMom f03yBaHHSA ABidi Ha foby. MNpu 3acTocyBaHHi NperabaniHy He 6yN0 AOCATHYTO HE MeHLWOoi
ePeKTUBHOCTI NOPiBHAHO i33aCTOCYBAHHAM N1AMOTPUAKMUHY, 3riAHO 3 OLiHKOI Yepe3s 6 MicAL,iB KiHLeBOi
TOYKM — BiACYTHOCTI CyAOMHMX Hanaai.. MperabaniH i namoTpuarkmH 6ynmn oaHakoBo 6e3neyHnmn Ta
nobpe nepeHocnnucs.

leHepanizoBaHWU TPUBOKHMI PO31aa.

MperabaniH BMBYaAM B XOA4i 6 KOHTPOJIbOBAHUX AOCAI AXKEHb TPUBANICTHO 4—6 TUMKHIB, 0AHOTO

OOCNi AXKEHHA TPMBANICTIO 8 TUMKHIB 3 YHACTIO MaL,iEHTIB NiITHLOrO BiKY Ta 04AHOMO TPMBAOT0 AOCAI AXKEHHSA
3 BUBYEHHA NPOdiNAKTUKU peLnamnBy 3NoagiiHO cninoto ¢pa3oto NpodinakTUKKU peLmanBy TPMBANICTIO
6 micauis.

3MeHLEeHHA CUMNTOMIB reHepani3oBaHOro TPMBOXKHOTO PO3/1a4y BiAMNoBi4HO A0 WKanAu laminbToHa ana
OUiHKN TpMBOXKHOCTI (HAM-A) cnocTepiranocs Bxe Ha TUXHI 1.

Y X04j KOHTPObOBAHUX KAIHIYHMX AOCAIAyKeHb (TpMBanicTio 4—8 TUXKHIB) y 52 % NaujieHTiB, AKi
3acTocoByBanunperabaniH, Tay 38 % naujieHTiB3rpynu naauebo cnoctepiranoca NoKpallaHHA He
MeHLwe HiX Ha 50 % 3a 3ara/ibHOto KinbKicTto 6aniB 3a WwkKanoto HAM-A Big noYaTKOBOrO piBHA A0
KiHLLe BOi TOUKM.

Mifg vYac KOHTPONbOBAHMX AOCAI AXKEHb HEYITKICTb 30PpY YacCTille CrnocTepiranaca y nalieHTIB, AKi
3aCTOCOBYBaNN NperabaniH, HixKy NauieHTiB, AKi oTpumyBanm nnauebo. Y 6inblOCTi BUNaAKiB Lie ABULLE
3HWKANO0 NPM NPOAOoBKEHHI Tepanii. OdpTanbMoNOriYHE 06CTEKEHHA (BKIOYaOuM NepeBipKy rocTpoTy
30py, dopmasibHy NepesipKy NOAA 30pY Ta LOCNI AXKEHHA OYHOTO AHA NPY PO3LIMPEHIN 3iHULL) Yy pamKax
KOHTPO/1IbOBaHMUX KATHIYHUX AOCNIAXKEHb BUKOHYBanoca y noHaa 3600 nauieHTiB. Cepen uyx NauieHTIB
roctTpoTa3opy noripwwunacsay 6,5 % nauieHTiBy rpyni nperabaniHy tay 4,8 % nauienTisy rpyni nnaye6o.
3MiHKM nonna3opy BuasneHoy 12,4 % nauieHTis, AKi 3actocoByBanu nperabanin, Tay 11,7 % naujieHTiB 3
rpynunnaue6o. 3miH1 Ha ouHOMY AHi BUABNEHi y 1,7 % naujeHTiB, AKi oTpMMmyBanum nperabanid, Tay 2,1
% naujeHTiBYy rpyni nnauebo.

dapmaKoKiHeTHKa.

dapmaKoKiHeTUUYHI NOKa3HMKKM NperabaniHy B piBHOBaXKHOMY CTaHi 6y noAibHMMM Y 300pOBUX
[06pOoBO/IbLIB, NALIEHTIB 3 enifiencieto, AKi NpuiMmany npoTUeninenTUYHIi NpenapaTty, Tay NauieHTIB3
XPOHiYHMUM 6oiem.

Abcopbuin.



MperabaniH WBMAKO BCMOKTYETbCA NPU NPUIAOMI HaTLLE | AOCATAaE MAKCUMMaIbHUX KOHLEHTpaLiity
naa3mi Kposi NpoTarom 1 roguHuM nicna oAHOKPATHOro abo HaraToKpaTHOro 3acToCcyBaHHA. Po3paxoBaHa
6iogocTynHicTb NperabaniHy Npu nepopasbHOMY 3aCTOCYBaHHI CTaHOBUTL =90 % i He 3a1eXKUTb Bif
no3u. Mpu 6araToKkpaTHOMY 3aCTOCYBaHHI PiBHOBaXHUI CTaH A0CAraeTbcA Yepes 24—-48 roauH.
LLIBMAKiCTb BCMOKTYBaHHSA nperabaniHy 3HUKYETbCA MPY 0AHOYACHOMY NPUIAOMI 3 i3Keto, Wo NPpU3BOAUTb
[0 3MeHLUEeHHA MaKCMMaibHOTKOHLeHTpau,ii (Cmax) npmubamnsHo Ha 25-30 % i NoA0BKeHHA 3HaYeHb
tmax npnbnansHo go 2,5 roamHn. OgHak npuiiom nperabaniHy 0AHOYACHO 3XKeto He MaB KNiHIYHO
3HaYYLLOro BMN/IMBY Ha CTYMiHb 1Oro abcopbuii.

Posnogain.

Y xoai AOKNIHIYHWX gocniaxkeHb 6y10 NOKas3aHo, Wo nperabaniH NPoHUKAE KPi3b remaToeHuedaniyHmim
6ap’epy mulien, wypisimasn. byno BCTaHOBNEHO, WO NperabaniH NPOHMKAE Kpi3b NAaUeHTY Y WypiBi
BUAINAETLCA B MOJIOKO LLYpPiBY Nepioanakrauii. Y ntoamHun o6’em posnoginy nperabaniny nicns
nepopasnbHOro 3aCTocyBaHHA CTaHOBUTL NPnBan3HO 0,56 f1/Kr. MperabaniH He 38’A3yeTbeA 3 Binkamm
n1a3smu Kposi.

MeTabonism.

Y ntognHu nperabaniH 3a3Hae He3HavyHoro metaboniamy. MNicns BBe A€ HHA J03U MiYEHOTO
pafioakTUBHO MiTKOtO NperabaniHy 6113bKo 98 % paioaKTUBHOI PEHOBMHM BUBOAW/IOCA 3 CEYELO Y
BUIrNAAj HeamiHeHoro nperabaniHy. Yactka N-meTunboBaHoi noxigHoi nperabaniHy —ocHOBHOro
meTaboniTy npenapaty, Wo BM3Ha4aBca B cevi, — ctaHoBmnna 0,9 % Big BBe aeHoi ao3un. MMig vac
OOKNIHIYHUX AoCNiAKeHDb He BiAbyBanocs pauemisaliiS-eHaHTiomepa nperabaniHy B R-eHaHTiomep.

MperabaniH BUBOANTLCA 3 CUCTEMHOIO KPOBOTOKY B HE3MiHEHOMY BUTAAI, NEPEBAXKHO HUPKaMU.
CepegHii nepioa HaniBBMBeaeHHA NperabaniHy ctaHoBUTHL 6,3 roguHK. M1a3mMoBUI Ta HUPKOBUIA
KnipeHcnperabaniHy NpAMo NponopLiiHi KnipeHcy KpeaTuHiHy (amB. po3ain « PapmakoKiHeTrKa»
HupKkoBa He 4OCTATHICTb).

MNauieHTam 3 nopyLweHHAM GYHKLIiTHMPOK abo navuieHTam Ha remoaianisi HeobxigHa KoOpeKLis 403uM
npenapaty (ame. po3ain «Crnocib 3actocyBaHHA Ta 403u», Tabauua 1).

NiHiAHICTb/HeNiHINHICTD.

dapmakokiHeTHKa nperabaniHy € NiHiMHOO 417 BCbOrO PEKOMEHA0BAHOrO AjianasoHy A03.
BapiabenbHicTb bapmaKoKiHETUKM NperabaniHy cepes nauieHTIB € HU3bKOIO (< 20 %). PapmaKoKiHeTUKA
npu 6araTokpaTHOMY 3aCTOCYBaHHIi € NepeabayyBaHOO Ha NiAcTaBi AaHWUX, OTPUMAHMUX NPW 3aCTOCYBaHHI
OAHOKPATHOT A03UN. TaKMM YNHOM, HEMAE NOTPEOM B NN1AaHOBOMY KOHTPO1i KOHLEHTPaLLN nperabaniHy y
na3mi KpoBsi.



Cratb.

Pe3ynbTaTn KNiHiYHMX AOCNi AXKeHb CBiA4aTb NPO BiACYTHICTb KNiHIYHO 3HAYYLWOro BNAMBY CTaTi Ha
KOHLUEeHTpaujiinperabaniHy B nn1asmi KPoBi.

HunpKoBa He 4OCTATHICTb.

KnipeHcnperabaniny npamo nponopLinHMii A0 KNipeHcy KpeaTuHiHy. Kpim uboro, nperabaniy
ebeKTUBHO BUAANAETHCA 3 N1a3MM 33 LONOMOroto remogianisy (nicna 4roauH remogianisy
KOHLEeHTpauina nperabaniHy B N/1a3mi KpoBi 3MeHLWYETbCA Npnban3HO Ha 50 %). OckinbKM NpenapaT
BMBOAMUTHCA B OCHOBHOMY HUPKaMM, MaL,iEHTAM 3 HUPKOBOK HEAOCTaTHICTIO HEOOXigHO 3MEHLLYBATU
003y npenaparty, a niciaremoianisy —3acTocoByBaTV 04aTKOBY 403y (amB. po3ain «Cnocib
3aCTOCYBaHHA Ta A403M», Tabaunua 1).

Me4yiHKOBa He 4OCTaTHICTb.

CnevjianbHNX GpapMaKOKiHE TUMHMX AOCAIAXKEHb Y NALLIEHTIB 3 NeYiHKOBOO He4OCTaTHICTIO He
nposoaunuca. Ockinbku nperabaniH He 3a3Ha€ 3HAYHOro MeTaboni3My Ta BUBOAUTLCA 3 CEYELD
nepeBaXKHO y HE3MiHEHOMY BUIAA41, TO MAIOMMOBIPHO, W06 NopyLUeHHS GYHKLii neYiHK1M mano
3HaYyLWMMN BNAMB Ha KOHLEHTpaLito nperabaniHy y nnasmi Kposi.

Litn.

dapmaKokiHeTUKY nperabaniHy ouiHOBaAN Yy AiTeli 3 eninencieto (Bikosi rpynu: Big 1 Ao 23 micauis, Big, 2
00 6 pokiB, Bia 7 oo 11 pokisiBig 12 Ao 16 pokis) Npu 3acTocyBaHHI 403

2,5 mr/Kkr/poby, 5 mr/kr/no6y, 10 mr/Kkr/ o6y ta 15 mr/Kr/noby y xoaj A0CAI AKeHHA 3 BUBYEHHA
dbapMaKoKiHeTUKM Ta NepeHOCUMOCTI.

MicnanepopanbHOro 3acTocyBaHHA NperabaniHy AiTAM HATLLLE Yac OCATHEHHA MaKCMManbHOT
KOHLEeHTpauiiB nia3mi byB y Linomy aHanoriYHUM Y BCiX BiKoBMX rpynax i craHosumB Big 0,5 roamHn go 2
roAuH nicnanpuiiomy.

3HayeHHs Cmax i naoLLi NigKPMBO 3a1eXKHOCTI KOHLEeHTpaUiiBigyacy (AUC) nperabaniny 3poctanu
NiHIMHO 3i 36iNblUEHHAM 4031 B KOXKHIM BiKOBIM rpyni. Y aiTeli 3 macoto Tifia go 30 Kr 3HayeHHA AUC bynn
HUXYMMM Ha 30 %, Wo 3yMOBEHO 36inblueHHAM Ha 43 % KnipeHcy, CKOPUroBaHOro 3a Macoto TiNa, y
LMX NALiEHTIB NOPIBHAHO 3 NaLieHTaMM 3 macoto Tina 2 30 Kr.



KiHueBui nepioa HaniBBMBe AeHHA NperabaniHy cTaHOBUBY cepeaHboMy 61M3bKo 3—4 roavH y aiTen
BiKOM A0 6 poKiBTa 4—6 roavH y aitel Bikom Bif, 7 poKiB.

Y xogai nonynsuiiHoro papmakoKiHe TMYHOTO aHani3y 6yno NoKasaHo, WO KAipeHC KpeaTUHiHy byB
3HAYYLLLOI0 KOBAPiaTO 415 KNipeHCy NnepopanbHoro nperabaniHy, a maca Tina 6yna 3HauyLwow
KoBapiaToto aAnsAyaBHoOro ob6’emy posnoginy nepopanbHoro nperabaniHy, i Lei 38’130k 6yB aHaNoOrYHMM
y AiTeni Jopocnmx nauieHTiB.

dapmaKokiHeTUKY nperabaniHy y nauieHTiB Bikom A0 3 MicAuiB He BUBYaAu (aue. po3ain «Cnocib
3acToCyBaHHA Ta go3u», «MobiyHi peakuii» Ta «dapmakoamMHamiKay).

MauieHTU NiITHBOTO BiKY.

KnipeHc nperabaniHy Mae TEHAEHLi 0 A0 3MEHLLEHHA 3 BiKOM. Take 3MeHLUEeHHA KAipeHcy nperabaniHy
Npw MOro 3acToCyBaHHI NepPopPasibHO Y3roAyKy€eTbCA 3i SMEHLUEHHAM KNipeHCy KpeaTuHiHy, NOB’A3aHMUM 3i
36inblIeHHAM BiKyY. MauieHTam 3 nopyLie HHAM QYHKLiT HUPOK, NOB’A3aHMM i3 BIKOM, MOXKe
noTpebyBaTncA 3aMeHLeHHA A03M NperabaniHy (ame. po3ain «Cnocib 3actocyBaHHA Ta 403K», TabaumuA
1).

FoAyBaHHA rpyaato.

dapmaKokiHeTUKY nperabaniHy Npu Moro 3actocyBaHHi y go3i 150 mr KoxHi 12 roamH (ao6osa gosa 300
Mr), ouiHoBanny 10 KiHOK, AKi rogysanu rpyaaio, WoHalimeHLule Yepes 12 TUxKHiB nich A nonoris.
FofyBaHHA rpyaato He BN/nBano abo maso He3HauyHUM BNMB Ha GapMaKoKiHeTUKY nperabaniHy.
MperabaniH NPOHUKABY FPyAHE MOJIOKO, MPU LLbOMY MOro CepeaHi KOHLLEHTPaL,iiy piBHOBaXHOMY CTaHi
CTaHOBMAM 6113bKO 76 % Bif KOHLEHTpPALiN Y n1a3mi KpoBi maTepi. Po3paxoBaHa go3a, AKY OTPUMYE
HEeMOB/IA 3 TPYAHUM MOJIOKOM (MpK cepeaHbOMY CNOXKUBaHHI MonoKa 150 mAa/Kr/noby) Bif iHKK, AKa
npuimae nperabaniHy o3i 300 mr/go6y abo y makcumanbHiit Ao3i 600 mr/goby, craHosutb 0,31 abo
0,62 mr/kr/noby BianosiaHo. Lli po3paxosaHi 403K cTaHOBAATL NpMban3HO 7 % Bif 3aranibHOT 4060B0I
0031y MaTepiy nepepaxyBaHHi Ha MI/Kr.

[MToKa3aHHA

HeBponaTtnyHuin 6inb

Mpenapat EK31cTa npusHaYeHWii g5 NikyBaHHA HEBPOMATUYHOTO 60110 Y AOPOCANX MPU YLIKOAMKE HHI
nepudepruyYHOiITa LEHTPaNbHOIHEPBOBOI CUCTEMMN.

Eninencia



MpenapaT EK31cTa NpM3HaYaloTh AK JOAATKOBY Tepanito NapL,iaibHMX CyJOMHMX HanagiB i3 BTOPUHHO
reHepanisauieto abo 6e3TaKkoiy AOpOCAMX.

[eHepanizoBaHUN TPMBOKHWUIN pO3nag,

Mpenapat EK31cTa Npu3HaYeHWiA A4NA NiKyBaHHA reHe pani3oBaHOro TPMBOMKHOIO PO3/1ajy Yy AOPOCAUX.

dibpomianrin.

MpoTMnoKasaHHA

Finep4yTAMBICTb 40 A4jt040T PeYOBUHU ab0 A0 ByAb-AKOT3 AONOMIKHUX PEYOBUH, 3a3HAYEHMX Y PO34ini
«Cknagy».

B3aemogis 3 iHWMMM NiKapCbKMMM 3acobamm Ta iHLWI BUAW B3aemogii

OcKinbku nperabaniH eKCKPETYETLCA MEPEBAXKHO Y HE3MIHEHOMY BUMNASA[ 3 CeYet0, 3a3HAE HE3HAYHOTO
MeTaboniamy B opraHiami itoamHn (< 2 % 0o3un BUAINAETLCA I3 ceveto y popmi meTaboniTis), He iHribye
MeTaboniamiHWMX NpenapaTiBin vitro i He 38’A3yeTbCA 3 BiNIKaMK NJ1a3MM KPOBI, TO MaNOMMOBIPHO, WO
nperabaniH moxe cnpUYMHATU dapMaKOKiHETUYHY B3aemMojito abo byTn 06’ eKTOM TaKOoi B3aemogji.

[ocnigxKeHHs in vivo Ta nonynauinHnin GapmakoKiHETUUHWUIA aHANI3.

TakUM YMHOM, Yy AOCNI AXKEHHAX iN ViVo He crnocTepiranocs KNiHiYHO 3HauyWwoi dapmaKoKiHe TUYHOT
B3aemoii Mixk nperabaniHomi peHiToiHom, KapbamaseniHoOM, BaNbNPOEBOO KUC/IOTOLO,
NaMOTPUAKMHOM, rabaneHTUHOM, N0Pa3eNamMoM, OKCMKOAOHOM YM eTaHoNOM. MonynauinHMiA
dapMaKOKiHETUYHUIA aHaNi3 NPOAE MOHCTPYBAB, LLLO NepopasbHi NpoTMaiabeTMyHi 3acobu, aiypeTmKn,
iHCyNiH, peHoBapbiTan, TiarabiH i Tonipamat He MatoTb KNiHIYHO 3HAYYLLLOTO BNAMBY Ha KAipeHc
nperabaniny.

MepopanbHi KOHTPALLENTUBU, HOPETUCTEPOH Ta (ab0o) eTHHINecTpaaion.

OpgHovacHe 3acTocyBaHHA NperabaniHy 3 nepopanbHUMU KOHTPaLENTMBaMu, HopeTucTtepoHomTa (abo)
eTUHINIecTpaioNomM He BNAMBAE Ha papMaKOKiHETUKY PiBHOBaXKHOMO CTaHY }KOAHOTO 3 LIUX NiKapCbKMX
3acobis.

JikapcobKi 3acobu, wo snaneatoTb Ha LLHC.



MperabaniH moxe noTeHUjitoBaTM e deKTM eTaHOoNy Ta 1opasenamy. Y nepioa noCTMapKeTUHIOBOTO
Harna4y noBiAOMAANN MPO BUMALKU AUXANbHOTHE JOCTAaTHOCTI, KOMU Ta 1€ Ta/IbHOTO HACNi AKY Y
nauieHTIB, AKi Nnpuiimanm nperabanid pasom 3 onioigamm ta/abo iHWMMM NiKapCbKMMM 3acobamu, Lo
NpurHivyoTb dyHKUito LLHC. MperabaniH, imoBipHO, NOCMIIOE NOPYLLEHHA KOTHITUBHMX Ta OCHOBH UX
MOTOPHUX YHKLLIN, AKI CNPUYMHEHT OKCUKOAOHOM.

B3aemogjiy naui€eHTiB NiTHLOrO BiKY.

CneuianbHux gocniareHb dapmakoamMHaMiyHOT B3aEMOii 3a yyacTio 40OpOBOAbLIB NiTHLOIO BiKy He
nposoaunn. JocniaxeHHA B3aEMOoAji NiKapcbKnx 3acobiB NpoBOANAN INLLE Y AOPOCNX NaLiEHTIB.

OcobMBOCTi LLOA0 3aCTOCYBaHHA

MauieHTM 3 LyKpoBMM AiabeToMm.

BianoBigHO A0 YMHHOT KNiHIYHOT NPAKTMKK, AeAKi NaLLiEHTU 3 LYKPOBUM AiabeTom, Maca Tina AKnx
36inbWwKnnacanigyac TepaniinperabaniHom, MoxKyTb NOTPebyBaTV KOPEKLi 403U LLYKPO3HUKYBAbH UX
NiKapcbKux 3acobis.

PeakKuiirinepuytamsocri.

Micns Buxoay npenapaTty Ha PUHOK NOBiAOMAANN NPO PO3BUTOK PeaKLLii rinepyYyTAIMBOCTI, BKAKOYaAOUn
aHFOHEBPOTUYHMI HAbPSAK. MPU BUHUKHEHHI TaKMX CUMMNTOMIB aHFi OHEBPOTUYHOIO HAabPAKY, AK HAbPSAK
06211448, nepiopanbHUI HABPAK abo HabPAK Be PXHiX ANXaNbHUX LWAXIB, 3aCTO CyBaHHA Nperabaniny
CNipg HeramHo NPUNUHUTM.

3anamopOY€eHHA, COHNINBICTb, BTPATa CBiAOMOCTI, CNJIYTAHICTb CBi 4OMOCTI Ta MOPYLUIEHHS NCUXiKU.

3acTocyBaHHsA nperabaniHy cynpoBoArKyBas0CA NOABOIO 3aNaMOPOYEHHSA Ta COHIMBOCTI, LLLO MOMKe
36iNbWUTN PU3MK BUHUKHEHHSA TPaBMaTUYHUX BUNAAKIB (NafiHHA) y NauieHTiB NiTHbOro BiKy. TakoxK
nicnAa BUxoay npenapaTty Ha PUHOK NOBIAOMAANOCA NPO BUNAAKM BTPATU CBIAOMOCTI, CNIYTaHOCTI
CBiLOMOCTi Ta NOPYLUEHHA NCMXiKK. Y 38"A3KY 3 LM NaLieHTaM cllig peKkoMeHayBaT byTv o6eperkHMMM,
MOKM iM He CTaHYTb Bi4OMi MOXKNNBI e PEKTU LLbOr0 N1iKapCbKoro 3acoby.

Posnaan 3opy.

Mg 4Yac KOHTPONbOBAHMX JOC/I AXKEHDb HEUITKICTb 30y YacCTille CnocTepiranacay NawieHTIB, AKi
npunmMmanu nperabaniH, HixKy NnauieHTiB, AKi oTpumyBanm nnauebo. Y 6inbliocTi BUNaaKiB Ue sABuLle
3HMKAN0 NPU NPOAOBKEHHI Tepanii. Y xoai KNiHiYHUX A0CNi AKeHb, Y AKMX NPOBOANAN OPTaNbMONOFIYHE



0b6CTeKeHHA, YacToTa BUMaAKiB MOripLeHHA roCTPOTHM 30pY Ta 3MiHM NoaA 30py 6yna BULLOK Y NaLiEHTIB,
fAKi 3acTocoByBasM NperabasiH, NOPiBHAHO 3 NaLi€eHTaMM 3 TPYNK Naaueb0; 4acToTa BUHUKHEHHA 3MiH Ha
OYHOMY AHi 6yna BULLOIO Yy NaLieHTIBi3rpynu naauebo (aue. po3ain « PapmakoamnHamika»).

MicnsBuxoay npenapaTty Ha PUHOK TaKOXK NOBigoMAANAM NPOo NOobiYHiI peaKLii3 boKy opraHis 30py,
BK/1HOMAlOYM BTPATY 30pY, HEUITKICTb 30py abo iHLWi 3Mi HM rocTpoTM 30pYy, 6arato 3 sKux 6yau
TMMYacoBUMU. MNicnsa NPUNUHEHHA 3aCTOCYBaHHA NperabaniHy Wi cMMNTOMM 3 6OKY OpraHiB 30py MOXKYTb
3HUKHYTN ab0 3MEHLINTUCA.

HunpKoBa He 4OCTATHICTb.

MoBigomnanocsa Npo BUMNaAKN PO3BUTKY HUPKOBOI HE AOCTAaTHOCTI, AKa iHoAj By/1a 0 60poTHOO Nic/s
NPUMNUHEHHA 3aCTOCYBaHHA Nperabaniny.

BigmiHa cynyTHiX npoTMeninenTMYHUX Npenaparis.

Hapasi He4OCTaTHBbO AaHMX WO A0 TOTO, Y MOKHA Bi MiHATU CYNYTHI NPOTUENIIENTUYHI NpenapaTt1
nicnaToro, K y pesyibTaTi AoAaBaHHA nperabaniHy Ao Tepaniibyae AOCATHYTO KOHTPO/b CyA0M, W06
nepemnTn 4o MoHoTepaniinperabaniHom.

CMmnTOMM BiAMIHM.

Y AeaKux nauieHTIB Nicis NPUNUHEHHA KOPOTKOCTPOKOBOI abo TpuBanoiTepaniinperabaniHom
cnocTepirannca cMMNToMM BiAMiHM Nnpenaparty. MNosigomnanm npo TaKi ABuULLA: 6E3COHHSA, rON0BHUI
6inb, Hy4OTa, TPUBOKHICTb, Aiapes, rPMNoNoAibHMN CMHAPOM, HEPBO3HICTb, Aenpecida, 6inb, cyaomm,
rineprigposi3anamopoyeHHs, AKi BKasytoTb Ha Gi3nYHy 3anexHicTb. LLio iHbopmaLito cnignosigommTn
NauieHTy NnepeanoyYaTKkom Tepanii.

Cynomu, 30KpemMa eninenTUUYHMN CTaTyC Ta BEIMKI CYJOMHI Hanaam, MOXKYTb BUHMKATK Nig Yac Tepanii
nperabaniHom abo HeBAOB3I NicNsA MOro BiAMIHMW.

JaHi woao BigmiHM nperabaniHy nNicns TPMBaNOro 3acTOCyBaHHA BKa3yoTb Ha Te, L0 YacToTa
BUHUKHEHHA TA CTYNiHb TAXXKOCTIi CUMMNTOMIB Bi AMiHWU MOKYTb 3a71€XaTW Bi 4, A03M.

3acTiitHa cepueBa He4OCTaTHICTb.

Micna Buxoay npenapaTy Ha PUHOK NOBIAOMIANM NPO 3aCTiNHY CepLEeBY HEAOCTATHICTb Y A8 AKNX
nauieHTIB, AKi npuiimanmn nperabaniH. Taka peakKuisa cnocrepiranacsa 3gebinbLoro nigyac nikyBaHHA



nperabaniHOM HeMpPoNaTUYHOro 60110 Yy NaLiEHTIB TiTHLOrO BiKY 3 B}KE iCHYHOUYMMM CEPLEBO-CYAUHHUMU
nopyleHHAMK. TakMm NauieHTam nperabaniH cnigsactocoByBaTh 3 06epekHicTo. NpM NPUNUHEHHI
3acTocyBaHHA Nperabaniny Le ABULLE MOXKE 3HUKHYTU.

CyiumaganbHe MUCNEHHA Ta NOBeAiHKA.

MoBigomnAnoca Npo BUNaaKuM cyiumMaasibHOro MUC/IEHHA Ta MOBEAIHKU Y NALiEHTIB, AKI OTPUMYBanm
Tepanito NPOTMENiNeNTUYHMMM NPenapaTamm 3a e AKMMM NOKA3aHHAMM. 33 pe3ynbTaTaMu MeTaaHanisy
AaHWNX, OTPMMAHUX Y XO4j paHA0MI30BaHMX NJiaLeb0-KOHTPOIbOBAaHUX AOCNI AXKEHb MPOTUENINENTUYHNX
npenaparis, TAKOX CNOCTEePirasoca HeBeMKE NiABULLEHHA PU3UKY NOABM CYiLLMAANBHOTO MUCIEHHA Ta
noseAiHKK. MexaHi3m BUHUKHEHHA LbOro PU3NKY HEBIAOMMWIA, @ HAABHI AaHi HE BUKOYalOTb
MOXX/TMBOCTI iCHYBaHHA NiABULLEHOIO PU3NKY NPU 3aCTOCYBaHHI Nperabaniny.

Y 3B’A3KY 3 UMM HEOOXiAHO peTeibHO CNoCTepiraTh 3a NaLie HTaMu 419 BUABAEHHA 03HAK CYiLMAaNbHOTO
MWC/TIEHHS 1 NOBeAIHKN Ta PO3rNAHYTU A0LiNbHICTb MPU3HAYeHHA Bi4NOBIAHOro NiKyBaHHA. Y pasi nossu
03HaK cyiuMaanbHOro MUCeHHS abo noBeAiHKU NaLieHTU (Ta 0cobu, AKi A0rNAAal0Tb 38 HUMU) MOBUHHI

3BEPHYTMCA N0 MeANYHY A0NOMOTY.

MNoripweHHA GYHKLUITHUKHIX BiAAiNiB LLNYHKOBO-KULLKOBOTO TPAKTY.

Micnasuxoay npenapaTy Ha PUHOK NOBIAOMJIANOCA NPO ABULLA, NOB’A3aHi 3 NoripweHHAM QyHKUT
HWXKHIX BiA4iNiB LUNYHKOBO-KALWKOBOro TPAKTY (TaKi AK HENPOXiAHICTb KULWLEYHMKY, MapaniTMyHa
HEeNpOXiAHICTb KULLIEYHUKY, 3an0op), NpW 3acTocyBaHHiI NperabaniHy pa3om 3 niKapcbKMMKU 3acobamu, Lo
MOXYTb BUKIMKATW 3aM0p, HANPUKAAA 0NioigHMMMN aHanbreTukamu. Mpm oAHOYAaCHOMY 3aCTOCYBAHHI
nperabaniHy Ta onioiais cnig BXUTK 3axo4iB ana npodinakTUKKM 3anopis (0cob6aMBO Y KiHOK Ta NaLiEHTIB
NiTHbOTO BiKY).

OpgHoYacHe 3aCToCyBaHHA 3 OMNiOiAHNUMM NiKapCbKMMM 3acobamu.

PekomeHayeTbcsA 306€eperKHiCTIO Npu3HadaTy nperabaniH o4HOYaCcHO 3 onioigamu Yepes pusnk genpecii
LHC. Y pocnipgeHHi nauieHnTiB, siki npuiimanu nperabaniH ogHoOYacHO 30Nioigamm, KOHTPOb Ta aHani3
BMNagKiB Manu NigBULLEHMIA PU3NK NeTAZIbHOTO HACNi AKY, NOB’A3aHOro 3 onioigamm, NOPiBHAHO 3
YMBaHHAM onioigis (cKopurosaHe cniBBigHoOLWeHHS WaHcis [aOR], 1,68[95 % A4l, 1,19-2,36 ]). Lien
NiABULLEHMIA PU3KNK CNOCTepiraBca NPM HU3bKKUX A03ax nperabaniHy (<300 mr, aOR 1,52 [95 % A, 1,04-
2,22]), i cnocTepiranaca TeHAeHLiA A0 6inblOro pUsMKy Npu BUCOKMX Ao3ax nperabaniHy (>300 mr, aOR
2,51 [95 % A111,24-5,06]).

HenpaBuabHe 3aCTOCYBaHHSA, 3/10BXMBaHHA 260 3a/1€XKHICTb.



MoBigoMNANOCA NPO BUNAAKM HENPABUIbHOMO 3aCTOCYBAHHA, 3/10BXUBAHHA Ta 3a0€eKHOCTI. Chig3
o0b6eperKHiCTIo 3aCTOCOBYBaTM NpenapaT NaLi€HTam 3i 310BXKMBAHHAM PiSHUMM Pe4YOBMHAMM B aHAMHE3i;
HeobXigHO cnocTepiraTv 3a NALiEHTOM ANA BUABAEHHA CUMMITOMIB HENPABUIBHOTO 3aCTOCYBaHHS,
3/10BXXMBaHHSA abo 3aneXHOCTi Big nperabaniHy (NoBigomnanoca Npo BUNagKM PO3BUTKY 3BUKaHHS,
nepeBuLLEeHHA NPU3HaAYeHOi A03M; NOBEAiHKM, CNPSMOBAHOT Ha OTPMMAHHA Npenapary).

MpUrHiveHHA AMXaHHA

MoBigoMNANK NPO TAXKKE NPUTHIYEHHA ANXaHHA, NOB’A3aHe i33acTocyBaHHAM nperabaniny. MauyieHTn 3
po3faZamu guxanbHoi QyHKLT, pecnipaTopHMMM abo HEBPOIONYHMMM 3aXBOPIOBAHHAMM, HUPKOBOHO
HeAOoCTaTHICTIo, 04HOYACHUM 3acToCyBaHHAM AenpecaHTiB LLHC Ta 0cobu NiTHbOTO BiKY MOXYTb MaTK
6inbLIMI PU3NK PO3BUTKY L€l TAXKKOT N0BIYHOI peaKLii. Taki naLieHTV MOXKyTb noTpebyBaTy
KOpUryBaHHA 003M.

EHuedanonarisa.

MNoBigomnanocs npo BUNagKu eHuedanonarii, WO BUHMKANM NePEBaXKHO Y NALiEHTIB i3 CynyTHIMM
3aXBOPIOBAHHAMM, LLLO MOXKYTb CPOBOKYBaTW eHLedanonarito.

HenepeHOCUMICTb NaKTO3MW.

Mpenapat Ek3ncTa micTuTb NakTo3y. MNauieHTam 3 TAaKMMM PiAKIi CHUMM CNagKOBMMM 3aXBOPHOBAHHAMM AK
HenepeHOCUMICTb raflakTo3u, 1aKTasHa HeJocTaTHicTb /lanna abo cMHapom manbabcopbuiirntokosmTa
ranakTo3u, He CNij 3acToCoBYBaTU Liel Npenapar.

niKYBaHHH HEI\;IDOI'IaTW-IHOFO 6onto LEHTPA/ZIbHOIO NOXOAXKEHHA BHaCJ'Ii,EI,OK Ypa*eHHA CMMHHOIO MO3KY.

Mig yac NikyBaHHA HEMPONATMYHOTO 6010 LLEHTPASIbHOIO MOXOAXKE HHA, CMPUUYNHEHOTO YPaXKe HHAM
CNMUHHOTO MO3KY, 36in1bllyBanacsa 4acToTa NobiYHMX peakLiny Linomy, a TaKoXK NobivyHMX peakLii 360Ky
LEeHTPaNbHOIHE PBOBOI CUCTEMM Ta 0COBNBO COHNMBOCTI. Lie Mmoxke ByTM NOB’A3aHO 3 aAUTUBHOLO Ai€t0
CYNYTHiX NiKapCbKMX 3ac06iB ( HaNpPUKAaLaHTUCNACTUYHUX NPEeNaparTiB), HeobXi AHMX 415 NiKyBaHHA
LbOoro cTaHy. LLto o6ctaBuHy cnig 6patv oo ysaru, npusHadatoum nperabaniH npm Takomy cTaHi.

3acTocyBaHHAY nepio BariTHOCTi abo rogyBaHHA rpyaato.

MiHKK, 34aTHI 3aBariTHITM/3aco06M KOHTPALENLLT 415 KiHOK | YONO0BIKiB.



OCKinbKM NOTEHL,i MHWI PU3NK ANA NHOONHU HEBIAOMMUN, }KiHKM, 30aTHI 3aBariTHITU, NOBUHHI
BMKOPUCTOBYBaTU ebeKTUBHI 3aC06M KOHTpaLenuji.

BariTHicTb.

HaneHi aaHi woao 3actocysBaHHs nperabaniHy BariTHUMM XKiHKaMu BiACYTHi.

Y xoai gocniarKeHb Ha TBapUHax by1a NPOAEe MOHCTPOBaHa PENPOAYKTMBHA TOKCUYHICTb. [TOTeHLi HWI
PU3NK O4N1A NOONHU HEBI AJOMUNA.

Mpenapat EK31cTa He cnig 3acToCoBYBaTM B Nepios BariTHOCTI 6e3 HaranbHOinoTpebu (KoM Kopuctb
ANA MaTepi ABHO NepeBULLYE MOMKINBUN PUSKK 415 NN0A3).

FoayBaHHA rpyaato.

HeBenuKa KinbKictb nperabaniHy 6yna BuaBAeHa Yy MOOL KiHOK, AKi roaytoTs rpyaato. Cnig,
NOBIAOMUTM XKiHKaM, AKi rOAYHOTb IPYAAL0, WO roAyBaHHA rpyA4to He peKOMEHAYETbCA Nigyvac
3acTocyBaHHA nperabaniHy.

PepTUnbHICTD.

KniHiyHi gani woao snamey nperabaniHy Ha pepPTUABbHICTb XKiHOK BiACYTHI.

Mig yac KNiHiYHOro AOCAIAXKEHHSA 3 BUBYEHHA BNAMBY NperabaniHy Ha pyxauMBicTb cnepmaTo3oiais
300p0oBi 406POBO/IbL Y010BIHOI CTaTi 3acTocoBYBanu nperabaniHy Ao3i 600 mr/goby. Nicna
3aCTOCYBaHHA NpenapaTy NPOTAroM 3 MicAL,iB *KOAHOMO BMIMBY HA PYX/INBICTb CNepMaTo 30i4iB He
BMABNEHO.

Y xoai pocniaxeHHA Ge pTUAbHOCTI Y CaMULb LLYPiB cnocTepiraBca He 6aXKaHW BNAMB Ha
penpoayKTusHy GyHKLUito. Y xoai gocnigxkeHHA depTUAbHOCTI Y CamMLLiB LY pPiB cnocTepirasca HebaxkaHui
BMJINB Ha PenpoayKTUBHY GYHKLitOTa pO3BMTOK. KNiHiYHA 3HAUYLWiCTb LMX pe3ybTaTiB HeBigoMa.

34aTHICTb BN/IMBATU Ha WUBMAKICTb PeaKLii Npu KepyBaHHi aBTOTPAHCNOPTOM abo iHLLUMMU MeXaHi3MaMu.

EK3K1CTa MO3Ke CnpaBiATM HE3HAYHNIM abo NOMIpPHUMIA BNAWB Ha 34aTHICTb KepyBaTU TPAHCNOPTHUMM
3acobamu Ta NPaLoBaTU 3 MeXaHi3mamMu. EK3MCTa MorKe BUKIMKATM 3aMaMOPOYEHHSA 1 COHNMBICTb i
TaKMM YMHOM BNIMBATU HA 34aTHICTb KEPYBaTU TPAHCMOPTHUMM 3acobamm Ta NpaLoBaTH 3



MeXaHi3mamu. Y 38’A3Ky 3 MM NaLieHTam CNif peKomeHayBaTM yTPUMYBATUCA Bi L Ke pyBaHHSA
TpaHCNOpPTHUMM 3acobamu, Big, pobOTU 3i CKNaAHOK TEXHIKOI UM Bi A iHLWOINOTEHLiiHO Hebe3neyHol
OiANbHOCTI, MOKM He CTaHe BiJ0MO, YM BNAMBAE Le i iKapCbKKUi 3acib Ha iXHI0 34aTHICTb 40 TaKoi
AiANbHOCTI.

Cnocib 3acTocyBaHHS Ta 403M

Cnocib 3acTocyBaHHs.

Mpenapat EK31cTa NpuiMMaTh He3aneXKHOo Bi 4 NpUitomy ixi.

JaHuni nikapcbKunii 3acib NpnsHavYeHU BUKNOYHO A1 NepOopPanbHOMo 3aCTOCYBaHHS.

Jo3n.

[ianasoH Ao3 npenapaTy MoXe 3MmiHoBaTUcA y merKax 150-600 mr Ha aoby. [loboBy 03y po3noainatm
Ha 2 abo 3 npuitomu.

HeMponaTuyHuii 6inb.

Tepanito nperabaniHom moxHa po3noyatu 3 Ao3n 150 mr Ha Ao6y, po3noaineHoiHa 2 abo 3 npunomm.
3anexHo Bi4 iHAMBI AyanbHOI BiANOBI4j Ta NepeHOCMMOCTI NpenapaTy NaLieHTOM 403y MOXKHa 36inbwmnTh
00 300 mr Ha goby Yyepes 3-7 AHiB, a y pasi HeE0bXigHOCTI — A0 MakcMmanbHoi f03n 600 Mmr Ha Aoby we
nicna7 pHis.

Eninencis.

Tepanito nperabaniHOM MOXHa po3noyaTty 3 4o3u 150 mr Ha goby, posnogineHoiHa 2 abo 3 npuiiomu.
3anexHo Bi4 iHAMBI AyanbHOI BiANOBI A Ta NepeHOCMMOCTI NpenapaTy NaLiEHTOM 403y MOXKHa 36inbLnTH
00 300 Mmr Ha Ao6y nicnA NepLoro TUXHA NiKyBaHHSA. LLle yepes oguH TUXKAEHb 403y MOXKHA 36i1bWNTU
00 MakcumanbHoi — 600 mr Ha foby.

[eHepanizoBaHUN TPUBOKHUIN po3Naa,.

[03a, siky po3noginaTb Ha 2 abo 3 Npuitomu, MoxKe 3MmiHtoBaTUCA Y MmexKax 150—600 mr Ha goby.
MepioguyHo cnignepernagatm HeobXiAHICTb NPOAOBKEHHA Teparnii.



Tepanito nperabaniHOM MOXHa po3noyaTty 3 4o3n 150 mr Ha fo6y. 3aneXHo Big iHAMBI AyaNbHOT
BiANOBiAi Ta nepeHOCMMOCTI NpenapaTy NaLieHToM 403y MO*KHa 36inbwmnTi 40 300 mr Ha aoby nicns
NepLIoro TUMKHA NliKyBaHHA. [licas We 04HOro TUXHA NPUINOMY 403y MOXHa 36inbwmnTn 80 450 Mr Ha
no6y. LLle yepes oamH TUXKAEHBb A03Y MOKHA 36iNbLINTN A0 MaKcMManbHOT — 600 mr Ha Ao6y.

dibpomianris.

PekomeHaoBaHa f03a npenapaTy gas NikyBaHHA gibpomianriictaHoBMTb Big 300 go 450 mr Ha oby.
JlikyBaHHSA C/1i 4 PO3MNOYMHATU i3 3aCTOCYBaHHA A03M 75 Mr ABidi Ha o6y (150 mr Ha Aoby). 3aneXKHo Bif,
edeKTUBHOCTI Ta Ne peHOCUMOCTI, 403y MOKHa 36inblyBaTh A0 150 mr agidvi Ha 06y (300 mr Ha aoby)
NPOTArOM OAHOTO TUXKHA. [N NauieHTiB, AN AKUX 3acTocyBaHHA A03M 300 mr Ha o6y € He4OCTaTHbO
edeKTUBHUM, MOKHa 36iNblunMTK A03Y A0 225 mMr ABidi Ha o6y (450 mr Ha aoby). Xouya icHye
OOCNiAXKeHHA 3acTocyBaHHA Ao3u 600 Mr Ha 06y, AOKas3iB TOro, L0 3aCTOCYBaHHA L€l 4o3n byae maTtu
[0/JaTKOBY NepeBary, HeMa€; TaKoK TaKa 03a Masia ripLuy nepeHocumicTb. bepyum oo yearu
[0303aneHi NobiYHI peaKLii, 3acTocyBaHHA 403 BMLe 450 mMr Ha foby He pekomeHAayeTbcA. OCKiNlbKM
EK3ncTa BUBOAUTLCA FOZIOBHUM YMHOM HUPKAMM, CNi g KOPUTryBaTK 403y NpenapaTy NnauieHTamis
nopyLeHHAM QYHKLiTHUPOK.

BiamiHa nperabaniny.

BianoBigHO A0 AjtOYOTKAIHIYHOT NPAKTUKKM, NPUNUMHATU Tepanito NnperabaniHom peKomeHay€ETbCA
NOCTYNOBO, NPOTATOM LLLOHaMMEHLLE OAHOTO TUMKHA, HEe3a1EXHO Bi NOKa3aHb.

MopyLweHHA GYHKLiTHMPOK.

MNperabaniH BUBOAUTLCA 3 CUCTEMHOIO KPOBOTOKY B HE3MiHEHOMY BUIIALI, NepeBaXKHO HUPKaMM.
OcKiNbKu KnipeHc nperabaniHy Npamo NponopLinHUIA A0 KNipeHCy KpeaTuHiHy (auBs. po3ain
«®PapmaKoKiHeTUKa»), 3MEHLLYBaTK 403y NaLieHTam 3 opyLIeHHAM GYHKLITHUPOK cnifiHAMBIAyaNbHO
AK 3a3Ha4YeHoy Tabauui 1, BiANoBiAHO A0 KNipeHcy KpeaTuHiny (CLcr), AKuii BU3HaYatoTb 33 GopMynolo:

MperabaniH e peKTUBHO BUAANSAETLCA 3 NN1A3MU KPOBi 33 Aonomoroto remogianisy (50% npenapaTy
npotarom4 rogmn). AnA naujieHTiB Ha remogjianisi 4ob6osy Ao3y nperabaniHy cnigKopurysatu
BiAnoBiaHO Ao GYHKLITHMpPOK. Kpim 060BOT 403K, 04pa3y Nicasn KOXKHOT

4-roaMHHOI Npoueaypv remogianisy HeobxiaHo 3acToCoBYBaTH A0AaTKOBY 403y npenapary (ams.
Tabnuuo 1).



KopeKuis gosu nperabaniHy BignosigHo A0 GyHKLiTHUPOK

Tabnuusa 1

KnipeHckpeaTtuHiny (Clcr) (mn/xs)

3aranbHa gobosa go3a nperabaniHy *

Pexnm go3syBaHHA

MoyaTKkoBsa go3a (mr/goby)

MakcumanbHa ao3a (mr/aoby)

150

600

OBiyi abo Tpuui Ha oby

230-<60

75



300

[Bivi abo Tpuyi Ha fnoby

215-<30

25-50

150

Pas abo ggivi Ha goby

<15

25

75

Pa3 Ha goby

[opaTKkoBa fo3a nicnaremoaianisy (mr)

25

100

OpHoKpaTHa go3a+

* 3aranbHy Ao6osy o3y (Mr/aoby) cnig po3noginTv Ha AeKiNbKa NPUIMOMIB BiANOBIAHO A0 peXKumy
[03yBaHHSA, W06 oTpUMaTH 403y A1 OAHOKPATHOro npunomy (mr/oosy).



+ JloaaTkoBa 403a — Lie 40AaTKOBA OHOKPaTHa 403a.

Me4yiHKOBa HE 4OCTATHICTb.

OnAanauieHTiB3nopyweHHAM GYHKLiTNeYiHKM HeobXigHOCTiy KopeKLiiao3un Hemae (amB. po3ain
«PapmaKoKiHETUKaY).

MauieHTM NiTHbOTO BiKY (BiA 65 poKiB).

[nanauieHTiB NiTHbOrO Biky Yepes noripweHHA GYHKLiTHUPOK MOKe 3HaA06UTMUCA 3MEeHLIEHHA J,03U
nperabaniny (aue. po3ain « 0cobAMBOCTI 3aCTOCYBAHHAY).

aitn.

be3nekaTa epeKTMBHICTb NpenapaTy EK3ncTa npm 1oro 3acTocyBaHHiI 4iTAM Bikom g0 18 pokiBHe
BCTaHOBAEHiI. [locTynHa Ha Lei Yac iHbopmauis HaBedeHay po3aini «MobiuHi peakLii», a Takoxy
po3ainax «PapmakogmHamika» i « PapMaKoKiHETMKa», 0AHaK, CMMPaoYMCb Ha HUX, HEMOXK/IMBO HaZaATH
KOOHUX peKOMeHAaLI M Wo Ao A03YBaHHA Wi KaTeropii nauieHTiB.

MNepepnosysaHHA

Micns Buxoay npenapaTy Ha PUHOK NOBIAOMAANOCA, LLLO HANYACTi UMMM NOBIYHUMM peaKLLiAMM NpU
nepepnosyBaHHI NnperabaniHy 6yan COHNMBICTb, CNAYTAHICTb CBiAOMOCTI, 30y AXKeHHSA Ta HeCnoKin. Takox
HaAX0AMNM NOBiAOM/IEHHA NPO CYA0MMU.

PigKko nosigomnanoca npo BunagKkm KOMu.

JlikyBaHHA Nepeo3yBaHHA NperabaniHy NOAAra€ y 3arafibHUX NiATPUMYBaIbHUX 3aX04aX Ta 3a NoTpebu
MOKe BKAOYaTU remoaianis (ame. po3ain «Cnocib 3acTocyBaHHs Ta fo3n», Tabanus 1).

MNobiyHi edekTn

Y KniHiYHii nporpami 3 gocnigykeHHs nperabaniHy ioro otprmanu noHag 8900 naujeHTiB, 3HMX 5600 —
YYACHMKM NOoABIMHMX CNinMx Nnaueb60-KOHTPOIbOBaHMX A0CAi AxKeHb. HanyacTilMmm 3ape€ecTpoBaHUMM
Nob6iYHMMM peakLiamm byin 3anamopoUeHHA Ta COHNMBICTb. MOBIYHI peaKLii3a3Buyal bynn nerkoro
abo nomipHOro cTyneHs. B ycix KOHTPONbOBaHMX AOCAI AXKEHHAX MOKA3HUK BiAMiHM NpenapaTy yepes
nobiyHi peakuiicTtaHoBMB 12 % cepeg nauieHTiB, AKi npuiimanu nperabaniH, Ta5% cepepgnayieHTiB, AKi
oTpuMyBanu naaue6o. Hayactiwmmm nobivHMMM peaKLisMu, Wo NPU3BOAMAM A0 NPUNUHEHHS
3aCTOCYBaHHA NpenapaTy AOCAISKeHHA Y rpyni nperabaniHy, 6y/M 3anamopoYeHHsA Ta COHAMBICTb.



Huxkye HaBeZeHi BCi NobivHi peaku,il, Lo BUHUKAAM YaCTiWe, Hi*K NPW 3acTo cyBaHHI Naauebo, Tabinblue
HiX Yy 04HOTro NaUieHTa; Wi Nob6iYHi peakuiinepeniyeHisa cMcteMmamm OpraHiB Ta 3a YacTOTOLO: AyKe
yacro (= 1/10); vacro (8ia > 1/100 ao < 1/10); HeyacrTo (Big> 1/1000 ao < 1/100); piako (8ig> 1/10000
40 < 1/1000); ayske piako (< 1/10000); yactoTta HeBigOMa (He MosKe BYTH OLliHEHA HA OCHOBI HaABHMX
OaHuX). Y KOXHiM rpyni 3a 4aCTOTO BUHUKHEHHA NO6iYHi e peKTM NpeacTaBAeHiy MOPAAKY 3HUMKEHHSA
CTyneHA X Npossi..

3a3HauyeHi NobiyHi peaKuiiTakoX MoXKyTb OyTN NOB’A3aHi 3 Nepebirom 0CHOBHOMO 3aXBOPOBAHHA TA
(abo) cynyTHiM 3acTOCYBaHHAM iHLLMX N1iKapCbKMX 3acobiB.

Mig vac NiKyBaHHA HEMPONATUYHOTO 6O/ LLEHTPANBHOIO NOXOAMKE HHA, CMPUYNMHEHOTO YPAXKEHHAM
CMUHHOTO MO3KY, 36inblUyBasaca YacToTa nobiyHUX peakdLiity uinomy, yactoTa nobivyHUX peakLiin 3 60Ky
LLHC Ta oco6a1Bo coHNMBIcTb (AMB. po3ain « OcobAnBOCTI 3aCTOCYBaHHAY).

JopaaTtkoBi nobiuHi peaKuii, npo AKi noBigomasnocaA nicna BMxoay npenapaTy Ha PUHOK, HaBe e Hi HUXKYe
i MO3HAYeHi KYpCMBOM.

IHdeKUiiTa iHBa3I.

YacTto: HazodapuHriT.

MopyLweHHsA 3 6OKY KpoBi Ta NimdpaTUYHOI cucTeMu.

HeuacTo: HenTponeHis.

MopyLweHHA 3 BOKY iMyHHOI cnucTeMMU.

HeyacTo: rinepyyTauBicTb.

PigKo: aHrioHeBPOTMYHMI HAOPSAK, anepriyHi peakuii, aHadinakToigHi peakuii.

MopyLweHHs 06MiHy peuoBUH, MeTaboniamy.

YacTo: NiaBuLWEHHA aneTuTy.



Heyacro: BTpaTta aneTuty, rinornikemis.

3 BOKY NCUXiKMW.

Yacto: elidopUYHKNIA HacTpin, cnayTaHiCTb CBiAOMOCTI, ApaTiBAMBICTb, A€30PiEHTALLIA, O€3COHHA,
3HUXKEHHA NiIBIpo.

HeuacTo: rantoumnHad,ii, naHiyHi aTakun, HeCNOKiK, 30y AXKeHHSA, Aenpecia, NPUrHiye HWiA HacTpin,
nigHeceHWM HAcTpii, arpecia, 3MiHW HacTPOto, AenepcoHani3aLis, yTpyaHeHu aobip cnis, natonorivHi
CHOBWAIHHSA, NOCUNEHHA Nibifo, aHoprasmin, anaris.

Pifko: po3ranibmMoBYyBaHHs.

MopyLueHHs 3 oKy HEPBOBOIT CUCTEMM.

[y*Ke 4acTo: 3anamopoyYeHHsA, COHNMBICTb, FONIOBHU Binb.

YacTo: aTaKcifa, nopyLIeHHA KOOpAMHALLi, TPeMOP, AM3apTpPia, aMHesif, NoripeHHA Nam’aTi, NOpyLeHHs
yBaru, napecresis, rinecresisa, ce 4aTUBHWUIA e beKT, NOPYLWEHHA pi BHOBAru, neTapris.

Heuvacro: cMHKONE, CTYNop, MiOK/IOHIA, BTPATAa CBiAOMOCTI, NCUXOMOTOPHaA rinepakTUBHICTb, ANCKiHE3iA,
NoCTypasibHe 3aNamMOpPOYEHHA, iIHTEHLi MHUA TPpEMOP, HicTarm, NOpPYLIEHHA KOFHITUBHUX GYHKLR,
NopYLUEHHA NCUXiKN, pO31aan MOBNEHHS, rinopedneKcia, rinepecrtesia, Bia4yTTA NeYiHHA, aressis,
3ara/ibHe He3ay»aHH#A, anaTif, HaBKOJI0POTOBa NapecTesia, MiOK/NOHYC.

Piako: cyaomum, napocmis, rinokiHesia, gucdaria, rinanresis, 3an1eKHiCTb, MO30YKOBUIA CUHAPOM,
CMHAPOM 3ybyacToro Koneca, Koma, Aenipin, eHuedanonarisa, eKcTpanipami AHUN CUHAPOM, CUHAPOM
leHa—bappe, BHYTpiWHbOYEpPENHA rinepTeH3iA, MaHiakabHi peaKu,ii, napaHoigHi peakLii, po3nagu cHy.

MopylweHHsA 3 6OKY opraHis 30py.

YacTo: HeuiTKiCTb 30pY, AMNA0NIA, KOH IOHKTUBIT.

Heuacro: BTpaTa nepudepmnyHoro 3opy, nopyLeHHs 30py, HabpsaK odeit, 4e PeKTU MN0IA 30PY, SHUKEHHSA
roctpotmn3sopy, 6inb B oyax, acteHonis, GOTOMNCiA, CyxicTb B oYax, NiaBULLEHE C/TbO30BUAINEHHA,



noapasHeHHs ouel, 6aedapuT, NopyLIEHHA aKOMOAALLii, KOOBOBUIMB B OKO, CBITN1060A3Hb, HabPSAK
CITKiBKM.

Piako: BTpaTa3opy, KepaTUT, oCLLMUAONCiA, 3MiHa 30pOBOrO CNPUNHATTA IUOUHU, Migpias, cTpabism,
ACKPaBiCTb 30pY, aHi30KOPis, BUPA3KM POriBKK, eK30dTaibM, Napaniy o4HOro m’asa, ipuT,
KepaTOKOH'IOHKTUBIT, Mi03, HiYyHa cninoTta, odpTanbmoneria, aTpodia 30poBoro Hepsa, Habpa K ANCKa
30pOBOro HepBa, NTO3, yBeiT.

MopyLweHHA 3 6OKy OpraHiB cnyxy Ta piBHOBarm.

Yacro: BepTuro.

Heuvacro: rinepakysis.

MopyLweHHs 3 6OKy cepus.

Heuacto: Taxikapain, aTpioBe HTpUKyNApHa 6/10Kada nepLuoro cTyneHs, cMHycoBa bpaamkapain, 3acTinHa
cepueBaHea0CTaTHICTb.

Pigko: noposxeHHsa iHTepBany QT, cMHycoBa TaxiKapAif, CMUHYCOBa apUTMiIA.

MopyLueHHs 3 6OKy cyauH.

HeuacTo: apTepia/nibHa rinoTeHsia, apTepianbHa rinepTeHsisa, NPUNAMBK, rinepemis, Big4yTTa xonoay B
KiHLi BKaX.

MopyLueHHs 3 6OKY ANXaNbHOI CUCTEMMU, TPYAHOT KNiTKU Ta CepeA0CTiHHSA.

YacTo: papuHronapuHreanbHuii 6inb.

HeuacTo: 3aaMLwKa, HOCOBa KPOBOTEYA, KalleNb, 3aK1aAeHiCTb HOCa, PUHIT, XPOMiHHA, Cy XiCTb C1M30BOI
060/10HKM HOCa.

PigKo: HabpsK nereHb, CTUCHEHHA Y FOPJli, NAaPUHIOCMa3m, anHoe, aTeneKTas, bpoHXIoNiT, r’MKaBKa,
$ibpos nereHiB, NosixaHHA.



YacTtoTa HeBiAOMA: MPUTHIYEeHHA ANXAHHA.

MopyLueHHsA 3 6OKY WAYHKOBO-KULLKOBOTO TPAKTY.

YacTto: 61t0BaHHA, HY40Ta, 3anop, Aiapen, MeTeopm3aMm, 34yTTA }KUBOTA, CyXiCTbY POTi, FACTPOEHTEPUT.

Heuacro: ractpoesodareanbHa pedatokcHa xBopoba, rinepceKkpeLis CIMHM, rinecTesis poTosoi
NOPOXKHMHU, XONEUUCTUT, XONEeNiTias, KONiT, LWIYHKOBO-KMLLKOBA KPOBOTEYA, MesieHa, HabpaK A3MKa,
peKTanbHa KpOBOTEYa.

PiaKo: acumT, naHKpeaTuT, HabpAK A3uKa, AMcdaria, abTo3HUIN CTOMATUT, BUPa3Ka CTpaBoxoay,
nepiogoHTanbHUiM abeuec.

MopyLueHHs 3 6oKy renatobiniapHoicnucremm.

HeuacTo: nigsuLLeHHSA piBHA NeYiHKOBUX pepMeHTiB*.

PigKo: »KoBTAHMUA.

L[y»Ke pigKo: ne4iHKOBa HEAOCTATHICTb, FenaTuT.

MopyLweHHA 3 6OKY WKipKM Ta NiAWKIPHOTTKAHMHW.

YHacTo: NnponeKHi.

HeuacTo: nanynbo3He BUCUMNAHHA, KPONUB AHKa, rinepriapos, ceepbixk, anoneujn, cyxicTb WKipK, eK3ema,
ripcyTM3m, BUPasKK LWKipW, BE3UKYN0-0yN1bO3HWUI BUCKN.

Pigko: cunapom CriBeHca—/[1KOHCOHA, XON04HMI NiT, eKcdoNiaTUBHUIN e PMATUT, iIXEHOIAHWIA
OEepMaTUT, MenaHos, po3naam 3 6oKy HirTie, neTexiafbHUN BUCUN, Nypnypa, NyCTYAAPHMUIA BUCKUN,
aTpodif WKipK, HEKPO3 WKipW, WKiPHI Ta Ni AWKipHI BY31UKMW.

MopyLweHHs 3 6OKY ONOPHO-PYXOBOro anapaTy Ta CNoJTy4YHOT TKAHUHU.



YacTo: m’s308i cygomu, apTpanria, 6inby cnuHi, 6inby KiHUiBKax, cnasmu m’A3iB Wwwi.

HeuacTto: HabpsakK cyrnobis, mianria, nocinyBaHHA m’A3iB, 6inb y WIKT, CKYTiCTb M’ A3iB.

Piako: pabgomionis.

3 6OKY HMPOK Ta CEYOBUBIAHUX LUNAXIB.

HeyacTto: HeTpuMaHHsA cedi, An3ypia, anbbymMiHypis, remaTypisi, yTBOPEHHA KAaMeHiB Y HUPKax, HeppwT.

PigKo: HUPKOBA HEAOCTATHICTb, OAIrypia, 3aTPMMKa Ceyi, FOCTPa HUPKOBA HE AOCTATHICTb,
rnomepynoHedpput, nienoHe ppur.

MopyLweHHA cTaTeBOI CUCTEMM T MOSIOYHUX 3a/103.

YacTo: epeKkTuUnbHA AUCOYHKLIA, iIMNOTEHU,A.

HeuacTo: cTateBa gucdyHKLUiA, 3aTPUMKA eakynaLii, aucmeHopes, 6inby MONOYHMX 3a0103aX, NeliKkopen,
MeHoparia, meTpoparisa.

PigKko: ameHopes, BUAiNEHHA 3 MONOYHMX 33103, 36i/1bLIEHHA MONOYHMX 33103, FIHEKOMACTIS1, e PBi LT,
6anaHiT, enignanmir.

3aranbHi po3nagm Ta peakuiiy micLi BBeAeHHA.

YacTo: nepudepunyHmii HabpsK, HAbPSK, NOPYLLEHHS X0AM, NAAIHHS, BiAYYTTA CN’SHIHHA, HE3BUYaAMHI
BiguyTTA, NigBMLLEHA BTOM/TIOBAHICTb.

Heuacto: reHepanizoBaHuii HAbPSAK, HABPAK 06aMYYA, CKYTICTb Y FpyasAx, 6inb, XKap, cnpara, 03HOO,
3arasibHa c/1labKicTb, He3ayKaHHsA, abcuec, 3anasieHHA }KMPOBOi TKAHWHMU, peaKLii poTouyTANBOCTI.

PifKo: rpaHy1bOMa, YyMUCHE 3aN04iAHHA LWKOAM, 3a04e peBUHHMI $ibPpo3, LWOK.



JNTabopatopHi gocnigKeHHs.

YacTo: 36inblleHHA macu Tina.

HeuacTto:36inblIeHHA piBHA KpeaTUHHOChOKiIHA3M B KPOBI, 36i1bLLEHHA PiBHSA MHOKO3U B KPOBI,
3MeHLUEHHSA KiIbKOCTi TPOMOOLMTIB, 36ibLLEHHA PiBHA KPeaTMHIHY B KPOBI, 3Me HLLEHHA PiBHSA Kanito B
KPOBi, 3MeHLWEeHHA Macu Tina.

PifKo: 3MeHLEeHHA piBHA NEMKOUUTIBY KPOBI.

* MNiaBULLEHHA piBHA anaHiHamiHoTpaHchepasm (ANAT) Ta niaBULLEHHA acnapTaTaMiHOTpaHchepas
(ACAT).

Y peakux nauieHTiB nicna npUNUHEHHA KOPOTKOCTPOKOBOI abo TpuBanoi TepaniinperabaniHom
cnocrepiraanca cCMMNToOMM BigMiHM npenapaTy. [MoBigomMaanm npo Taki peakuii: 6€3coHHSA, ro10BHUI
6inb, HyQOTa, TPMBOXKHICTb, Aiapen, rpPMNonoAibHNN CMHAPOM, CYA0MU, HEPBO3HICTb, Aenpecia, 6ib,
rineprigposi3anamopoyeHHs, ki BKasytoTb Ha Gi3nMUHY 3aneKHicTb. Lito iHpopmaLito cnig nosigomuTu
nauieHTy nepeanoyaTKkom Tepanii.

JaHi woao BigmiHM nperabaniHy Nicns TPMBaANOro 3acTOCyBaHHA BKa3yoTb Ha Te, L0 YacToTa
BMHWKHEHHA Ta CTYNiHb TAXKOCTi CUMMNTOMIB Bi AMi HY MOXKYTb 6YTM 4,0303aN1EXKHUMUN.

Aitn. Mpodinb 6esneyHocTi nperabaniHy, BCTaHOBAEHUI Y XO4i N’ ATbOX AOCNi AXKEHb 33 yUacTio AiTen 3
napaujianbHUMM Hanagamm 3 abo 6e3 BTOPMHHOI reHepaniszauii(12 — TUKHeBe JOCNi OKEHHS
edeKTUBHOCTI Ta 6be3neKkn y nauieHTiB 3 napuianbHMM Hanagamu, n=295; aocnigKeHHA
$apMaKOKiHETUKM Ta Ne peHOCMMOCTi Npenapaty, n=65; BiAKpUTe A0CNi AXKE HHA 3 BUBYEHHSA De3nekun
TpuBanicTio Aga 1 pik, n=54 i n=431), bys noAgibHWIn 0 NPodiNto, AKNA CNOCTEPiraBca B AOCNI AKEHHAX Y
O0pOoCNnX NaLieHTiB 3 eninencieto. 1o HalbiNbL NOLWMPEHUX HECNPUATAUB UX ABULL, LLLO CNOCTepiraanca
npu 12-TU>KHEBOMY AOCAI AXKEHHI 3 NiKyBaHHAM nperabaniHom, 6y M COHAUBICTb, rapAYKa, iHbeKujl
BEPXHiX AUXaNbHUX WWAAXIB, NiABULLEHHA aneTuTy, 36inbLUeHHA MacK Tina Ta Ha3oaPUHTIT (AMB. po3ainu
«Cnocib 3actocyBaHHA Ta A03n», «dapmakoanHamiKa» Ta « PapMaKoKiHETUKa»).

MoBigomneHHA Npo nigo3ptoBaHi NobiyHi peakuii. MoBigoMAeHHA NPo Nigo3proBaHi NobiYHI peaKLii
nicna peectpau,iinikapcbkoro 3acoby € Baxxansum. Lle o3Bonse 3aiiicHI0BaTN 6e3nepepBHUiA
MOHITOPWHT CMNiBBiAHOLEHHA KOPUCTi Ta PM3NKY NPU 3aCTOCYBAHHI NiKapcbKoro 3acoby.

TepMmiH npuAaTHOCTI

3 poKwu.



YmoBwu 36epiraHHA

36epiraTi B opuriHanbHih ynakoBLj npu TemnepatypiHe suLe 30 2C.

YnakoBKa

no 14 kancyny 6nicrepi,no2abo no 4 6nictepun B KapTOHHIN KOpob L.

Kateropis BignycKky

3a peuentom.

BMpobHUK

AT «Apamen ®apma», Monbuya/

Adamed PharmaS.A., Poland.

Appeca

Byn. Mapu. [3k. Mincyacbkoro 5, 95-200, Ma6’aHiue,Monbuwa/

ul. marsz. J. Pilsudskiego 5, Pabianice, 95— 200, Poland.



