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3ATBEPOXEHO
Haka3 MiHicTepcTBa 0XOpOoHM
3a0poB'a YKpaiHu
02.02.2024 Ne 176
PeecTpauiiHe nocBigyeHHs
Ne UA/17444/01/01
Ne UA/17444/01/02
Ne UA/17444/01/03

IHCTPYKLIA
AOJIs MeAMYHOro 3aCTOCyBaHHs
nikapcbKoro 3aco6y

NAHICTOP
(LANISTOR®)

Cknao:

ditoya peqyosuHa: NaMOTPUAXKNH;

1 Tabnetka mMicTuTb namoTpumkuny 25 mr, 50 mr, 100 mr;

HonomixHi peyoguHu: NakTo3W MOHOrigpaT, Lentfio3a MiKpokpucTaniyHa, HaTpito
KpoxmanbrmnikonsT (Tun A), NOBiAOH, MarHito creapar.

Nikapcbka dhopma. Tabnetku.
OcHogHi hizuko-ximidHi erracmueocmi: 6ini abo mawxke 6ini Kpyrni, NNacki, 3i CKOLEHUMUN Kpasimu,
HenoKpuTi 060NOHKOK TabMNeTKN 3 TUCHEHHSIM «I» 3 0AHOrO GOKY Ta rrajki 3 iHLLOoro 6oKy.

®dapmakoTepaneBTUYHa rpyna. [poTveninenTnyHi 3acobu. JTamoTpUIKUH.
Kog ATX NO3A X09.

®Papmakosioz2ivyHi enacmusocmi.

®apmakoOuHamika.

JlamMoTpuaXnH — Le NpOTUCYOOMHUIA Mpenapat, MexaHiam Aii Skoro nos'sidaHui i3 6riokyBaHHAM
noTeHUjian3anexHnx HaTpieBUX KaHaniB nNpecuHanTU4HUX MembpaH HEeMpOHIB y dasi noBinbHOT
iHaKTUBAUIT Ta NPUrHIYEHHSM HAAMULLKOBOrO BMBINIbHEHHSI ryTamaTy (amMiHOKMCNOTH, sika Bigirpae
3Ha4YHy porb Y PO3BUTKY ENiNEenTUYHOro Hanazay).

®apmaKkoKiHemuka.

lMicna nepopanbHOro npuioMy npenapart LWBUAKO Ta MOBHICTIO abcopbyeTbcsA 3i LUMYHKOBO-
KuwkoBoro TpakTy. MakcumanbHa koHueHTpauia (C,.,) Yy nnasmi KpoBi gocsaraetbcsi NpubnunsHo
Yyepe3 2,5roguHu.

JTaMOTPUIXXMH aKTUBHO MeTaboni3yeTbCsi, ronoBHUM MeTabonitom € N-rmnokypoHia. Y cepegHboMy
nepiog HaniBBUMBEOEHHS y AOPOCAUX CTaHOBUTb 29 roauH. JIamOoTpuaXMH Mae NiHInHUN
hapmakonoriyHu1in npodinb. BUBoANTLCA rONOBHUM YMHOM Y BUIMSAl MeTaboniTiB Ta 4acTKoBO Y
He3MiHeHOMY BUWIMSAi, NnepeBaxHo 3i cedeto. Y AiTel nepiog HaniBBUMBEAEHHS MEHLUWRA, HiX Y
OOPOCIUNX.

CreujanbHi 2pynu nauieHmie

Himu

KnipeHc 3anexHo Big Macu Tinay giter BULLUIA, HiXX Y JOPOCNNX, i3 HANBULLMMW NOKa3HUKaMu y aiten
BikoM A0 5 pokiB. lMepiog HaniBBMBEAEHHS NaMOTPULIKUHY Y AITen 3a3Buyanl KOPOTLUUIA, HIXK Y
A0POCNUX, i3 CepeHiM 3Ha4eHHSAM NPUBMIN3HO 7 roavH, NPpU OAHOYACHOMY 3aCTOCYBaHHI 3 TakKuMK
iHOYKTOpaMu eH3MMIB ik kapbamaseniH Ta PeHiTOIH, Ta MiABULLEHHSAM CepeaHbOoro 3Ha4YeHHs 40
nepioay Big 45 no 50 roanH Npy ogHO4YaCHOMY 3aCTOCYBaHHI BUHATKOBO 3 BaslbnpoaToM.

lMayieHmu nimHp0o20 8iKy

Pesyneraty dhapmakoKiHETUYHOTO aHanidy y rpynax nauieHTiB, K1 BKITHOYaB SK NauieHTIB MiTHbOro
BiKy, TaK i MONoAMX NauieHTiB 3 eninencieto, ki 6panu y4acTb B 04HOMY AOCHIAXKEHHI, BUSIBUNW, LLO
KNipeHc NamoTPUIKNHY He 3MIHMBCS 0 KMNiHIYHO 3HaYyLLoro nokasHuka. licrna ogHopasoBux 403
ABHWUIA KNnipeHC 3meHWwmBes Ha 12 % i3 35 mn/xe/kr y Biui 20 pokis Ao 31 mn/xs/kr y Biui 70 pokis.
SHWKEHHS nicnsi 48 TvxHIB NikyBaHHA ctaHoBmIo 10 % Big 41 4o 37 Mn/xB Midk MOSNIOAOH0 Ta NiTHLOKD
rpynamu. [1o Toro x, hapMakoKiHeTKa NamoTpuIpkuHy 6yna BuBdeHa y 12 340poBmx 4OOpOBONbLIB
NiTHLOTO BiKY, sikuM Byna npusHadeHa ogHopasoBa fo3a 150 mr. CepeaHe 3HaYEHHs KMipeHcy y
nauieHTiB NiTHboro Biky (0,39 MN/XB/Kr) 3HaXoAMUTLCSA MiXk cepefHiM 3Ha4eHHsIM knipeHcy (Big 0,31 oo
0,65 mMn/xB/Kr), OTpMMaHUM y 9 LOCNIOKEHHSX, MPOBEAEHMX cepes OPOCUX NaLEHTIB HEMITHLOro
BiKy Nicns OTpUMaHHsi HUMKW ogHopa30Boi 403m Big 30 40 450 mr.

lNayieHmu 3 NopyweHHAMU (byHKUii HUPOK

12 pobpoBoOnbUSAM i3 XPOHIYHMMM MOPYLUEHHAMU (YHKUIT HMPOK, a TakoX 6 nauieHTam, ski
npoxoaaTb remogianis, 6yna HagaHa eguHa gosa y 100 mr namoTtpuaxunHy. CepeaHi 3HadeHHst CL/F
ctaHoBunn 0,42 Mn/xB/Kr (XpOHiYHI nmopyweHHs dyHKLiT Hupok), 0,33 Mn/xB/Kr (nepiog Mix
remogianizom) Ta 1,57 mn/xs/kr (nig 4ac remogianidy) nopisHsHO 3 0,58 Mn/xB/Kr y 340pOBKX
[obposonbLUiB. CepeaHilnt nepio HaniBBMBEAEHHS 3 NNa3Mu KPOBi CTaHOBMB 42,9 roanHN (XPOHiYHi
nopyLeHHs dyHKuii HUpok), 57,4 roguHu (nepiog mix remogianizom) Ta 13,0 roguH (nig 4ac
remogianiay), NOpiBHSAHO 3 26,2 roguHaMmun y 340poBux JoOpoBonbLUiB. Y cepegHboMy NpubnunaHo
20 % (Big 5,6 go 35,1) Big HasABHOI Yy TiMi KiNbKOCTI NaMOTPUIKUHY 3HWXYBanocs BNpPOOOBX
YOTMPUrOOUHHOT cecii remogianidy. [nsg gaHoi rpynyu nauieHTiB BM3HAYEHHS MOYaTKOBOI [03U
NaMOTPUIXMHY MOBUHHO GasyBaTUCA Ha PexXuMi NPUIOMY NPOTMEMINENnTUYHUX Npenaparis;
3HKEHHS MiATPUMYOYOT 403U MOXKe OyTV epeKTUBHUM ANs NaLEHTIB 3i 3HAa4YHO PyHKLIOHANbHOK
HWPKOBOO HE4OCTAaTHICTIO.

TMNauieHmu 3 nopyWeHHAMU ¢byHKUIT NediHKU

dapMakoKiHETMYHE AOCNIMKEHHS OQHOPA30BOT [03M MPOBOAUIN 3 YYaCTHO 24 MauieHTIB i3 pi3HUM
CTyneHeM MOpYLUEHHsST (PYHKLiT neviHkM Ta 12 300poBUX AOGPOBOMbLLIB Yy KOHTPOMbHINA rpyni.
CepefHe 3HaYeHHs BHOIO KripeHcy namoTpumxuHy ctaHoBuno 0,31 mn/xe/kr, 0,24 mn/xs/kr Ta
0,10 mn/xs/kr y nauieHTiB 3i ctyneHem A, B ta C (3a knacudikauieto Yannga-'to) nopyLueHHs
dYHKLIT NeYiHKM BignoBigHO NopiBHAHO 3 0,34 Mn/XB/Kr y 300pPOBUX JOOPOBOMbLIB i3 KOHTPOMBHOT
rpynu. MNoyaTtkoBy, NiABWLLEHY Ta NIATPMMYOYY 403U HEOOXiAHO 3MEeHWNTM NpMbnmaHo Ha 50 % y
nauieHTiB i3 MOMIpHUM CTyneHeMm nopyLueHHs OYHKUIT nedviHkn (3a knacudikauieto Yannga-'o,
CTyniHb B) Ta Ha 75 % y nauieHTiB 3 TSXKUM CTyneHeM (3a knacudikauieto Yannga-'o, ctyniib C)
nopyLUEHHS PYHKLIT neviHkuW. MiaBuLLEeHyY Ta NiATPUMYOYY 031 HEOOXIOHO KOPUIyBaTK 3aneXHO Bia
peakLii Ha NiKkyBaHHS.

KniHiuHi xapakTepucTukm.

lMoka3aHHs1.

Eninencis

Hopocni Ta gity Bikom Big 13 poki

HopatkoBa Tepanis abo MoHOTepanisi napuianbHMX Ta reHepanisoBaHuMX Hanagis eninencir,
BKJTHOYAKOUM TOHIKO-KIMOHIYHI HAanaaw.

Hanagw, nos'asaHi 3i cuHapomom JleHHokca-MacTo. JlaMoTpuaXunH npusHayatn K AOA4aTKOBY
Tepanito, ane npu cuHapomi JleHHokca-lacTo BiH MoOxe OyTW nNpusHayYeHUn SK NovaTKOBUMN
npotueninentTuyHun npenapar (MEM).

Litv Bikom Big 2 0o 12 pokiB

[opaTtkoBa Tepanis napuianbHUX Ta reHepanisoBaHWx HanagiB eninencii, BKMoYakyy TOHIKO-
KNOHIYHI Hanaav Ta Hanaaw, acouinosaHi 3i cuHapomom JleHHokca-lacTo.
MoHoTepanis TunoBux abcaHciB.

BinonsapHul po3nad

Hopocni (BikoM Big 18 pokiB)

3anobiraHHa AenpecuBHUM CTaHaM Yy XBOpMX i3 GinonsipHum posnagom | Tuny, siki nepeBaxHO
CTpaXaatTb HA AEMNPECUBHI CTAHW.

JTaMOTpUIXXMH He Noka3aHWi 4Ns HeBiAKNagHOT Tepanii MaHiakanbHMX abo AenpecuBHUX eni3oaiB.

Mpomunoka3aHHsi.
Jlikapcbkuin 3aci6 JlaHicTop npoTuMnokasaHui nauieHTam i3 Bi4OMO rinepyyTnuBicTiO [0
NamoTpuaXMHY abo 0 Oy Ab-SKOro iHLIOro KOMMOHEHTa npenapary.

B3aemo0is 3 iHwuMmu snikapcbkuMmu 3acobamu ma iHwi eudu e3aemoditl.
[ocnigxeHHs B3aeMoZiT NpoBoANAY TiNbKW Y JOPOCHMX.
Byno BctaHoBneHo, Wwo ypuanH 5'-andocgo (YOP)-rntokypoHin TpaHcdepasa (YI'T) — ue dhepMeHT,
AKMIA BionoBigae 3a metaboniaMm NamMoTpUaXMHY. TakMM YMHOM, Npenaparu, Lo iHAyKyTb abo
iHriOYIOTb TMIOKYPOHI3aLito, MOXYTb BMNMBATU Ha KNiPpEHC NamMOTPUIXMHY. [HOYKTOpY DepMEeHTY
uutoxpomy P450 3A4 (CYP3A4) cunbHoi abo nomipHoT Ail, Ski, Ak Bigomo, iHayKytoTb YT, Takox
MO>XYTb NOCUNUTU METab0ni3M TaMOTPULKUHY.
Hemae gokasiB TOro, IO NaMOTPUIKMH MOXE CTMPUYMHUTU KIiHIYHO 3HaudyLly CTMMynsuito abo
NPpUrHiYeHHs pepmeHTiB umuToxpomy P450. lTaMoTpuakmH Moxe iHOyKyBaTu BNacHUii metaboniam,
ane uen epekT MOMiIPHUI | He Ma€e 3HaYHMX KNiHIYHMX HaCiaKIB.
Ti npenapaTu, €Ki, Sk AOBe4eHO, MalTb BiAMNOBIOHWMI KMIHIMHUIA BNAUB Ha KOHUEHTpauito
NaMoTpuaXuHy, HaBegeHi B Tabnuui 1. CneuiansbHi pekoMeHaauii Woao Ao3yBaHHS LMX NiKapCbKUx
3acobiB npeacTtaeneHi y posaini «Cnocib 3actocyBaHHa Ta go3w». Kpim Toro, y  Tabnuui 1
nepepaxoBaHi Ti npenapaTy, ki, Ak Oyno nokasaHo, Mano BnAvBatoTb YM B3arasi He BNMBaTh Ha
KOHUEHTpaLilo NamMoTpuaxuHy. 3a3Budar He OYiKyeTbCH, WO CyMiCHE 3acTOCyBaHHSI TaKux
npenapartie matume Byab-saKkuin KNiHivYHWMIA BRnue. OgHak cnig 3acteperty nauieHTiB 3 eninencieto,
YW CTaH XBOpobK 0COBNMBO Yy TNNBUIA [0 KONMBaHb KOHLIEHTPALT TaMOTPUIKUHY.

Tabnuus 1

BnnuB iHWKX nikapcbknx 3acobiB Ha KOHLEHTPaLilo NaMOTPUOXMHY

Jlikapcbki 3acobwu, ski
NiABULLYIOTb KOHLIEHTpaLito

Tikapcbki 3acobu, aki
3MEHLLYIOTb KOHLEHTpaLiito

Jlikapcbki 3acobu, siki mano
BMNNMBAalOTb YM B3arari He

NaMOTPUOXKUHY NamoTPUOXUHY BMNSIMBAIOTb Ha KOHLIEHTPALito
NamMoTPUOXNHY
Banbnpoat aTasaHaBip/puToHaBip*, apvninpason,

kapbamaseniH, OynponioH,
KoMbiHauis «eTuHinectpagion/ | denbamar,

TIeBOHOPrecTpen»®, rabaneHTuH,
noniHaeip/puToHaBIp, nakosamig,
¢eHobapbitan, neseTtupaueram,
(PEeHITOIH, niTin,
NPUMILOH, onaH3saniH,
puchamniumH okckapbaseniH,
napavetamor,
nepamnaxern,
nperabani,
Tonipamar,
30Hi3amif

*[eTanbHy iHpopmaLito Woao A03yBaHHA AMB. Y Niapo3dini «3aranbHi pekoMeHaauii 3 4o3yBaHHA AN
ocobnmBmx rpyn nauieHTiB» po3giny «Cnocib 3actocyBaHHA Ta 4o3uy». LLloao BkasiBok 3 4o3yBaHHA ANs
XKIHOK, SIKi MPUIAMalOTb FOPMOHArbHI KOHTpaUenTuBM, OMB. Nigpo3ain «opMoHanbHi KOHTpaLenTuBm»
po3gainy «OcobnmBoCTi 3aCTOCYBaHHS».

B3aemogis 3 npotueninentuyHnmmn npenapatamu (MEIM)

Banbnpoart, sikuii raribMye rMioKypOHi3aLito TaMOTPUOXKMHY, 3HUKYE MeTabomiaM NaMoTPULXKUHY i
36inbLUye cepefHiln nepion HaniBBMBEAEHHS NPMOMU3HO y 2 pasun. [ns nauieHTiB, ski OTPUMYIOTb
CYNyTHIO Tepanito BanbnpoaToM, Crif BUKOPMCTOBYBATH BiANOBIAHY CXeMy MiKyBaHHS (AUB. po3ain
«Cnocib 3acTocyBaHHA Ta 403W»).

Oesxi METN (Taki sk dpeHiToiH, kapbamaseniH, eHobapbitan i NpUMIAOH), WO iHAYKYIOTb DEPMEHTU
umtoxpomy P450, Takox iHOyKytoTb YI'T Ta BHaAcnigok LbOro MpUCKOpPKTE MeTaboniam
naMmoTpuakuHy. MauieHTam, ski OTPUMYKOTb CynyTHIO Tepanito eHiToiHOM, kapbamaseniHom,
deHobapbiToHOM abo NpuMMIZOHOM, Crif BUKOPUCTOBYBATU BiAMOBIAHY CXeMy NiKyBaHHS (OMB.
po3ain «Cnocib 3acTocyBaHHS Ta O3M»).

€ nosigoMneHHs Npo NobiyHi peakuii 3 6oky LeHTpanbHoi HepoBoi cuctemu (LIHC), wo Bkntovanu
3anamMOpOYEeHHS, aTakcito, AWNMOMi, NMOMYTHIHHA 30pYy | HyAOTY Y NauieHTiB, Aki oTpumyBanu
kapbamaseniH ogHOo4YacHO 3 NaMOTpUAXMHOM. Lli peakuii 3a3Bryal 3HMKaTb NPY 3MEHLLEHHI 4031
kapbamaseniHy. MNogibHu edekt Gyno BMABNEHO NpW AOCHIAXEHHI NaMOTPUOXUHY Ta
okckapbaseniHy Ha 300POBMX AOPOCINX JOBPOBOMbLISX, arne 3MEHLLEHHS 031 BUBYEHO He Byro.

Y niTepatypi € NOBIAOMIEHHSA MPO 3HWXEHHA PIBHA NaMOTPUIXMHY MPWU MOr0 3acTOCyBaHHI y
KomMbiHaLii 3 okckapbaseniHom. MNpoTe y AOCNIoXKEHHI HA 340POBUX AOPOCNUX AOOPOBOMbLSAX, AKi
3acTocoByBanu o3y namoTpumkuHy 200 mr Ta 4o3y okckapbaseniHy 1200 mr, 6yno BUsiBNeHo, Lwo
okckapbaseniH He 3miHIOBaB MeTaboniam NamMoTpUOKMHY, @ NaMOTPULXKWH He 3MiHoBaB
MeTaboniam okckapbaseniHy. ToMmy nauieHTaMm, siki OTPUMYIOTb CYMyTHIO Tepanito okckapbaseniHom,
Crnif BMKOPWCTOBYBaTWM CXeMy AOAATKOBOI Tepanii namoTpumxuHoMm 6e3 Banbnpoaty Ta 6e3s
iHOYKTOPIB MMIOKYPOHi3aLii naMoTpuaXuHy (anB. po3ain «Cnocib 3acTocyBaHHS Ta JO3U»).

Y pocnigXeHHi Ha 300poBMX ,0OPOBOMbLSIX BYro BUSBIEHO, LLIO CyMiCHE 3aCTOCyBaHHS oenbamarty
y 0o3i 1200 mr 2 pa3un Ha goby i namoTpuakuHy y fosi 100 mr 2 pasu Ha o6y Bnpogosx 10 AHIB He
Maso KNiHiYHO 3HaYyLLOro BNnuBy Ha (hapMaKoKiHETUKY OCTaHHBOTO.

BianoBigHoO 40 AaHMX peTPOCNEKTMBHOMO aHani3y Nna3mMoBUX PiBHIB y NaLLiEHTIB, ki 3aCTOCOBYBanun
namoTpuakuH 3 abo 6e3 rabaneHTrHy, Oyno BUABNEHO, WO rabaneHTH He 3MiHI0OE HasiBHUI piBEHb
KnipeHcy NaMoTPUOXMHY.

MoTeHuiiHa MegMKamMeHTO3Ha B3AEMOAiS MiX neBeTUpaLeTamMoM Ta NamMoTpUKUMHOM Oyna
BMBYEHA LUMSIXOM OLHIOBaHHSA PiBHS KOHLEHTpaUin o6ox npenapartiB y cvpoBartui KpoBi nig yac
nnaueboKOHTPONbOBAHNX KMiHIYHMX AOCTiAXKeHb. BianoBigHO A0 LMX JaHNX PEYOBUHM HE 3MiHIOIOTb
dhapmakoKiHETUKY OfjHa OfHOI.

Crifika KOHLEeHTpaLia NamMOTPUOXKMUHY Y NasMi KpOBi HE 3MIHIOETLCS MPU CYMICHOMY 3aCTOCYBaHHi 3
nperabaniHom (200 mMr 3 pasu Ha Joby). PapmMakoKiHETUYHOI B3aEMOZIT Mi>XX NaMOTPUOXKMHOM Ta
nperabaniHom Hemae.

Tonipamart He BNnnBae Ha Nna3moBy KOHLIEHTPaLLito TamMOTPUIXMHY. 3aCTOCYBaHHS NaMOTPUIKNHY
Ha 15 % 30inbLuye KOHLEeHTpaLito Tonipamary.

3a gaHumum gocnigyKeHHs, 3actocyBaHHS 3oHicamigy (200-400 mr/goby) pasom i3 NamoTpuaKMHOM
(150-500 mr/po0y) ynpogomx 35 gHiB ANst NiKyBaHHA eninencii He Mano CyTTEBOro BMAMBY Ha
dapmaKkoKiHETUKY NaMOTPULXKUHY.

Ha koHueHTpaLito NaMOTPUAXMHY B NNa3Mi KpOBi HE BNNMBANO CyMiCHe 3aCTOCYBaHHSA flako3amigy
(200 mr/po6y, 400 mr/po6y abo 600 Mr/goby) y nnaueboKoOHTPONbOBaHMX KIiHIYHUX BUNPODOYBaHHSIX
y NaujieHTIB i3 napuianbHUMKM Hanagamu CyAoM.

B o6'egHaHomy aHanisi gaHux i3 Tpbox nnaueboKOHTPONbOBaHMX KMiHIMHWUX AOCAiAXEeHb, Lo
Aocnigxysanv JOAaTKOBUA OOHOYACHWUI MPUAOM MepamnaHento y nauieHTiB 3 napuianbHUMK i
NepPBUHHUMW FeHeparni3oBaHNUMK TOHIKO-KMOHIYHMMY Hanagamu, HamBuwa JochnifjkeHa [o3a
nepamnaxento (12 mr/goby) 36inbLunna knipeHc NaMmoTpUIKNHY MeHLL Hixk Ha 10 %.

Xo4a onucaHi BUnagky 3miHn KoHueHTpauii iHwux MNEM y nnasmi KpoBi, KOHTPOMNbHI AOCNIAXEHHS
rnokasanu, Lo NamMoTPUOXMH He BMAMBAE Ha KOHUEHTpauilo y nnasmi kposi cynyTHix [MEI.
Pesynetatu gocnigxeHs in vitro 3acBigyunnu, Wo NnaMmoTpUaXWH He BUTICHSE iHLWI MEN 3 ixHix 3B'A3kiB
i3 Binkamu KpoBi.

B3aemogis 3 iHW1MM NCUXOTPOMHUMU PEHOBUHAMM

Mpwn ogHovacHomy npuiomMi 100 mr/go6y NnamoTpuaXmHy Ta 2 I roKOHATY MiTito, Lo 3aCTOCOBYBaNn
2 pa3v Ha foby Bnpogosx 6 aHiB 20 nauieHTaM, hapmakokiHeTVKa MiTito He 3MiHMMacsk.
BaraTtopasoBi nepopanbHi [03n OynponioHy He Manu CTaTUCTUYHO 3HauYyLlOoro BMMBY Ha
apMaKOKiHETMKY NaMOTPUOKMHY B AOCHIAKEHHI Ha 12 nauieHTax i npu3senu nuwe 4o cnabkoro
NigBULLEHHS PiBHS [MIOKYPOHiAY NamMOTPUIKUHY.

Y pocnigpkeHHi Ha 30opoBuUX Jopocnnx AobpoBornbUsx 15 Mr onaHsaniHy 3aMeHLyBanu noLwy nig
KpMBOIO «KOHLeHTpauis-yac» (AUC) ta C,_,, y nna3mi KpoBinamoTpuakuHy B cepefHboMy Ha 24 % Ta
20 % signosigHo. 200 Mr NaMoTpUAXMHY He BNMBaE Ha hapMakoKiHETUKY onaH3aniHy.
Baratopasosi nepoparnbHi 031 naMmoTpuaxkuHy 400 Mr Ha 0By He CNPUYMHSANM KMiHIYHO 3HAYYLLIOrO
BMMAMBY Ha papMakoKiHETVKY puUCrepuaoHy npu NpuioMi pas3oBoi 403U 2 Mr y AOCAIOXKEHHAX 3
yyacTio 14 3a0poBux Aopocnux Ao6posonbLiB. MNpy CyMiICHOMY 3aCTOCYBaHHI 2 Mr pucnepuaoHy
pa3oMm i3 namoTpuaxuHomMm y 12 i3 14 gobpoBonbLiB NOBIAOMMANM NPO BUHUKHEHHSI COHMMBOCTI
nopisHsAHO 3 1 i3 20 OOpoBONbLLIB NP 3aCTOCYBaHHI NULLIE pUCNepuaoHy. He BUSBNEHO XOQHOro
BMNaAKy COHMMBOCTI MPW 3aCTOCYBaHHI TifbKN NaMOTPUIKNHY.

Y KniHiYHOMY [OCHiMKEHHI i3 3anyyeHHsam 18 gopocnux nauieHTiB i3 6inonspHMM po3nagom, siki
oTpUMyBanu namoTpumkuH (= 100 mr/goby), Ao3v apuninpasony 6ynu 36inbLweri 3 10 mr/goby oo
30 mr/goby BnpogoBx 7 AHIB Ta iX Npy3Havanu Lie BNpoaoBX 7 AHiB. 3aranom crnocTepiranocs
npn6nm3Ho 10 % 3meHweHHs AUC Ta C,,, NaMOTPULKNHY.

EkcnepumeHTu in vitro nokasanu, Wo Ha hopMyBaHHS NMEPBUHHOIO MeTaboniTy NnamoTpUaKUHY,
N-rniokypoHigy, nuwe MiHiManbHOK MipOl0 MOXe MaTu BNAMB amiTpunTuniH, GynponioH,
KroHasenam, cryoKCeTuH, ranonepugon abo nopasenam. 3a gaHuUMK BUBYEHHS MeTabonismy
Oydypanony y Mikpocomax MeydiHKv NIOAUHU MOXHA BM3HAYUTW, LLO NaMOTPUOXUH HEe 3MEeHLLYE
KnipeHc npenaparti., siki MeTaboni3yoTbCsi roNoBHUM YHOM 3a gonomoroto CYP2D6. Pesynstatu in
Vitro eKkcnepyvMeHTIB TakoX OalTb MOXIMMBICTb CTBEPAXYBaTW, LUO Ha KNipeHC NamoTPULKUHY
HaBpA4 Y1 MOXYTb BNAMHYTM KNo3aniH, eHen3uH, pucnepuaoH, cepraniH abo TpasogoH.
B3aemogis 3 ropMoHanbHMMM KOHTpaLenTusamu

Brinue 20pmoHanbHUX KOHMpauenmusie Ha ghapMaKkoKiHEMUKY 11aMompuUOXUHY

Y pocnigXeHHi 3 yyacTio 16 XiHOK-0oOpoBOMbLUIB, siki 3acTocoByBanu Tabnetky 3 kombiHauieto
«eTuHinectpagion 30 mkr/nesoHoprectpen 150 mkry», 6yno 3adikcoBaHo 36iNbLUEHHS BUBEOEHHS
NaMoTpUOXMHY NpPUONn3HoO y 2 pasn, Wo 3i cBoro 6oky cnpuynHuno 3meHweHHsa AUC Ta C, .
NaMoTpuaXuHy B cepedHboMy Ha 52 % Ta 39 % BignosigHo. 3a yMOBM TUXHEBOT Nepepsu B
3acToCyBaHHi KOHTpauenTuBy (Tak 3BaHWA TxXAeHb 6e3 KOHTpauenTuBy) KOHUeHTpauis
NaMoTpUOXMHY B CMPOBATLi KPOBi MOCTYNOBO 3pocTana, [OoCsaralym KoHueHTpauii, wo 6yna
npuobnunsHo y 2 pasy BULLE, HiXX NPU CYMiCHOMY 3acTOCyBaHHi mpenapaTtiB (guB. po3gin
«OcobnuBocTi 3acTocyBaHHs»). Hemae notpebu y KopekLii peKoMeHA0BaHMX 403 NaMOTPUIKUHY
BUKIIOYHO 4epe3 BUKOPUCTAHHS TOPMOHanbHWX KOHTpaLEnTuBIB, ane niaTpumyroda gosa
namoTpuaXnHy Moxe ByTu 36inbLueHa abo 3MeHLLeHa y GinbLIOCTi BUNaAKiB Mg Yac noyaTtky abo
NPUMNVHEHHS NPUINOMY FOPMOHaNbHUX KOHTpauenTueiB (AuB. po3adin «Cnocib 3acTocyBaHHs Ta
0031»).

Brinue namompudxuHy Ha ¢hapMakoKiHemuKy 20pMOHaribHUX KOHmpauenmusie

3a pgaHumun gocnigxeHb, y 16 kiHOK-0oBpoBoOsbLiB HE3MiIHHA Ao03a naMoTpuakuHy 300 Mmr He
BrnuBana Ha dapMakoKiHETUKY ETMHInecTpagiony, SKui € 4acTMHOK KOMOIHOBaHOI Tabnetku
nepopanbHOro KoHTpauentuBy. CnocTepiranocs MocTillHe HeBenuke 30inbleHHA BUBEOEHHS
neBoHoOprecTpeny, Wwo cnpuynHano ameHweHHs AUC Ta C,,, neBOHOprecTpeny y cepeaHboMy Ha
19 % Ta 12 % BignosigHo. BuMipn cupoBaTkoBOro piBHA (POMiKynOCTUMYMOKYOr0 FOPMOHY i
NIOTETHI3YI04YOro ropMoHYy Ta ecTpagiony BNpoAOBX AOCHIAXEHHS Mnokasano MNpUrHiYeHHs
rOPMOHaIbHOT aKTUBHOCTI AEYHUKIB Y AEAKNX XIHOK, XO4a BUMipK PiBHS MPOrecTepoHy y cMpoBaTLi
KPOBi BUSIBUMW, LLIO HEMAE HiSIKMX FOPMOHAaNbHMX CUMNTOMIB OBYNSILi Y XXOOHOI i3 16 xiHOK. Bnnue
3MiH pPiBHA CMPOBAaTKOBUX (POMIKYNOCTUMYIIOKYOro Ta NIOTEIHI3YHYOro rOPMOHIB Ta HE3HaYHOro
36iNblUEHHS BUBEAEHHS NeBOHOPrecTpeny Ha OBYNMATOPHY aKTUBHICTb SEYHUKIB HeBiAOMUIA (OMB.
po3gin «OcobnuBocCTi 3acTocyBaHHsA»). Bnnues namotpumkuHy y gobosin aosi noHag 300 mr He
pocnigxysanu. JocnigXeHHs iHWMX ropMOHanNbHNX KOHTPALENTUBIB TAKOX HE NPOBOAMIN.
B3aemopis 3 iHLWm1MK nikapcbknMmn 3acobamm

Y pocnigxeHHi 3 ydacTio 10 YonosikiB-0o6poBonbLUiB, siki NpuiMany pudamniumH, 36inbLwysaBcs
piBeHb BMBEAEHHSI Ta 3MEHLLYBaBCS Nepiof HaniBBUBEOEHHS NamMOTPUIKUHY BHACMIAOK iHOYKUT
neyviHKoBMX (PepMeHTIB, BIAMOBiAaNbHUX 3a IMIOKYPOoHi3aLito. [MauieHTam, ki OTPUMYIOTb CyMyTHIO
Tepanito pudamniLMHOM, cnig 3acTOCOBYBATU PEXUM fiKyBaHHS, pEKOMEHA0BaHWUN ANS NiKyBaHHS
NamMOTPUKUHOM i BiANOBIGHUMU iHQYKTOpPaMMU ITOKYPOHi3aLii (Aue. po3ain «Cnocid 3actocyBaHHSA
Taposn»).

3a gaHumMKn pocnifgXeHb, NpoBefeHUX Ha 300poBMX J06poBOMbLAX, roniHaBip/puTOHaBIP
npubnusHo BABIYI 3HMXKYE MNA3MOBY KOHLEHTpaUilo NamMOTPUANXMHY LUMASXOM iHAYKLIT
rNOKypOoHi3auii. [ns nikyBaHHA NauieHTiB, siki BXEe 3aCTOCOBYKOTb IOMiHaBip/puToHaBip, cnig
[OTpUMyBaTUCA peXumy Tepanii, peKOMeHAOBAHOro Mnpu 3acTOCYyBaHHI NaMOTPUIXMHY Ta
iHOYKTOPIB rMOKypOHi3aLii (ane. po3ain «Cnocib 3acTocyBaHHs Ta 403U»).

3a gaHumun gocnimpkeHb Ha 300poBUX A0OPOBOMbLSX, 3aCTOCYBaHHS atal3aHaBipy/puTOHaBipy
(300 mr/100 wr) ameHwysano AUC Ta C,, naMOTpuaxuHy B nnasmi kposi (y gosi 100 wmr) y
cepenHbomy Ha 32 % Ta 6 % BignoBigHo (amB. po3ain «Cnocib 3acTocyBaHHS Ta 4O3U»).

3a gaHvmu JocnigXeHb Ha 300poBUX 40OPOBONbLAX, 3aCTOCYBaHHS NapaueTamMorny y A03yBaHHi 11
(4 pa3n Ha goby) 3ameHwysano AUC Ta miHimanbHy koHueHTpauito (C,,,) TaMOTPUAXUHY B Mnasmi
KpoBiy cepegHbomMy Ha 20 % Ta 25 % BignosigHo.

3a paHvmMu in vitro BigOMO, WO NaMoTpUAXKH, a He MeTabonit N(2)-rntoKkypoHia, € iHribitopom
opraHiyHoro nepeHocHuka 2 (OKT 2) y nOTEeHUiNHO KNiHIYHO 3HauyLwmMx KoHueHTpauiax. Ll gani
OEMOHCTPYHOTb, L0 NaMOTpUaXKH € iHribitopom OKT 2 3 IC,, nokasHukom 53,8 uM. OgHovacHe
3aCTOCYBaHHA NaMOTPUAXMHY 3 FiKapCbkuMu 3acobamu, WO BMBOAATBCA HUPKaMK, SKi €
cybectpatamyn OKT 2 (Hanpuknag, MeTdopMiH, rabaneHTH i BapeHikniH), MOXe npu3BecTn A0
NigBULLIEHHS PiBHSA LMX NiKapcbkux 3acobiB y nrnasmi KpoBi.

KniHi4He 3HaYeHHs1 LibOoro Y4iTKo He BM3HAYeHO, OAHakK nauieHTaMm, siki 0QHOMaCHO 3aCTOCOBYHOTh L
nikapcbki 3acobu, cnig 6yt obepexHuMu.

vn/avl
«d0LSINV

Ocob6nueocmi 3acmocyeaHHs.

LWkipHi gucunu

YnpogoBx nepwmx 8 TWXHIB Big novaTky NiKyBaHHS NaMOTPUOXKMHOM MOXE BUHMKATU NobivHa
peakuisi 3 60Ky LKipW y BUMSAAI BUCUMIB. Y GinbLIOCTi BUNagKiB BUCUNK € MOMIPHI | M1HaoTb 6e3
NiKyBaHHS, OAHAaK NOBIAOMMSAMN NPO BUHUKHEHHS TSXKKUX LUKIPHWMX peakuin, wo notpebysanu
rocnitanisauii Ta NPUNUHEHHS MiKyBaHHS NaMOTPUOXMHOM. [Jo HUX Hanexanu Bunagku BUcUnaHb,
IO MOTEHUIMHO 3arpoXyloTb XUTTHO, Takmx Ak cuHapom CriBeHca-[pxoHcoHa (CCL), TOKCMYHMI
enigepmanbHuii Hekponia (TEH) i peakuisi Ha nikapcbki 3acobu 3 e03nHOMINiE Ta CUCTEMHUMN
nposisamu (DRESS), Takox BioMUIA ik CUHAPOM FinepyyTNnBOCTI (AVB. po3Ain «MobivHi peakuii»).
Y popocnux, ki 6panu yyacTb Yy OOCHIOKEHHSIX i3 BUKOPUCTAHHSAM CyYaCHUX pekoMmeHaauin 3
[03YBaHHA NaMOTPUIKMHY, YacToTa TSXKKMX LUKIDHUX BUCUMIB CTaHOBUTb MpubnmsHo 1 Ha
500 xBopux Ha eninencito. MpubnM3HO y MOMOBWHM UMX BUMNAAKIB OiarHOCTyBaBCHA CUHAPOM
CriBeHca-[xoHcoHa (1 Ha 1000). Y nauieHTiB i3 6inonsapHMMM po3nagamy YacToTa TSHKKUX LUKIPHUX
BMCMMIB CTaHOBUTb Npn6nm3Ho 1 Ha 1000.

Y [iTen pu3nk BUHMKHEHHS CEPMO3HUX LLKIPHUX BUCKNIB BULLIMI, HIX Y JOPOCINX.

3a faHumm gocnimkeHb i3 3aCTOCyBaHHAM NaMOTPUIXKMHY BiJOMO, LLO YacToTa BUNaaKiB BUCUNIB,
Lo MpU3BOAMNKM o rocnitanisauii, y aitev Bapitoe Big 1 Ha 300 go 1 Ha 100 xBopux.

Y piter nepui 03HaKy LWKIPHUX BUCUMIB MOXYTb OyTY MOMUIIKOBO CNPUAHATI 3a iHeKLUito, ToMy
nikapsm cnig nam'atat Npo MOXMMBICTb PO3BUTKY NOBGIYHOT peakLii Ha npenapar y 4iten, y akux
BMHMKAOTb BUCUMM | rapsivka BNPOAOBX NepLunx 8 TUXKHIB Tepanii.

3aranbHUii pyU3NK BUHWUKHEHHS LUKIPHUX BUCWNIB, OYEBWAHO, TICHO MOB'SI3aHUIA i3 BUCOKUMU
Nno4YaTKOBUMM 403aMV NaMOTPUIXKMHY Ta NEPEBULLEHHAM PEKOMEHOO0BAHOT CXeMM 30iNbLUEHHS [03
npu Tepanii NaMOTPUIKMHOM, a TaKOX i3 CyMyTHIM 3acTOCyBaHHAM Banbnpoaty (AvB. po3Ain
«Cnocib 3acTocyBaHHS Ta 4O3U»).

3 obepexHicTio cnig npusHavaT NamoTpPUOXKMH NauieHTam, y sikux 0ynu anepris abo Bucunu npu
3acTocyBaHHi iHWwmx MNENN B aHamHesi, OCKiNbku YacToTa NosiBM NOMIPHMX BUCUMIB MiCrs NiKyBaHHS
NaMOTPUOXKMHOM Y L€l rpynu navieHTie 6ynay 3 pasu BULLOO, HiX Y rpyni 6e3 Takoro aHamHesy.
Anenb HLA-B*1502 B 0cCi6 asiicbkoro (nepeBaXKHO KWUTANCLKOrO Ta TaWCbKOro) MOXOOXKEHHS
nos's3aHuin 3 pusmkoMm po3sutky CCO/TEH npu 3actocyBaHHi NMamMoTpuaxXuHy. AKWO aHanis
nauieHTa Ha HasBHicTb anens HLA-B*1502 pae no3uTuBHWIA pesynbraT, pilleHHs LWoao
3aCTOCYBaHHS NaMOTPUOXKMHY CNif peTernbHO 3BaXUTH.

[Mpwn nosiBi BUCMNaHb Ha LUKIpi Crig HeramHo OrNsAHYTM NauieHTa (K 4OpOCroro, Tak i AUTKHY) Ta
NPUMUHUTY NPUIAOM NAaMOTPUIKMHY, SKLIO HEMae [0Kas3iB, L0 LUKIPHI BUCUNAHHA He MoB'A3aHi 3
npunomom npenapary. He pekoMeHayeTbCs NOBTOPHO PO3MNOYMHATY NiKyBaHHSA NaMOTPUOXUHOM,
Konu BOHO Oyno MpUNMHEHO 4epe3 MOsiBy BUCUMAaHb BHACMIOK MOMNEpenHbOro NikyBaHHS
NaMoTPUOXKMHOM. Y TakoMmy BUMNaAKy NPV BUPILLUEHHI NUTaHHS LWOAO MOBTOPHOMO MPU3HAYEHHS
npenapary HeobxiAHO 3BaXXUTM OYiKyBaHy KOPUCTb Bif MiKyBaHHS Ta MOXITUBUIA PU3MK.

MauieHtam, y akmx BuHukanu CCL, TEH ta DRESS nicna 3acTtocyBaHHS namoTpUaXWUHY,
npu3HayvaT NOBTOPHO NaMOTPULXKMH HE MOXHA.

TakoX MNOBIAOMAANOCH, WO LWKipHi Bucunn € vactuHoo DRESS (Takox BigoMuin sk CMHOPOM
rinepyyTnmeocTi). Lle ctaH cynpoBOMKYETbCS PiIBHOMAHITHUMW CUCTEMHMMU CUMMTOMaMM, LUO
BKITHOHAOTb rapsyky, niMmdageHonarito, Habpsk 06nmMyYs, BiAXMNEHHS NOKAa3HUKIB KPOBI Big, HOPMU,
NopyLLEHHS PYHKLiT NEYiHKM YN HUPOK Ta aCenTUYHUIA MEHIHTIT (amB. po3ain «[MobidHi peakuir).
CuHOPOM MOXe MaTWu pPi3Hi CTyneHi TSHKKOCTI Ta 3pigka MoXe Npu3BOAWMTU OO0 AMCEMiIHOBAHOro
BHYTPILUHBOCYAMHHOIO 3ropTaHHsl KPOBi 1 MOmiopraHHOT HEAOCTATHOCTI. Baxxnveo Bia3HaunTy, Wo
paHHi 03HaKu rinepyyTNMBOCTI (HaMpUKNaga, rapsyka Ta nimgageHonaTis) MOXyTb BUHUMKATU HaBITb
3a BIOCYTHOCTI LWKIpHUX BMCMNaHb. [Mpn HasiBHOCTI TakMx CUMMTOMIB nauieHTa cnig HeramHo
OfMsIHYTM Ta 3a BiACYTHOCTI iHWMX MPUYUH MPUNUHUTL MPUAOM NaMOTPUIXKMHY. Y GinbliocTi
BMMagkis nicns BiAMiHW npenapaTy acenTUYHUA MEHIHIT Mae 3BOPOTHUI PO3BUTOK, ane y AesKux
BMNagkax MoOXe MOHOBMIOBATMUCS MNPV MNOBTOPHOMY MPU3HAYEHHI NamMoTpuaxuHy. MoBTopHe
NpU3HaYeHHSA NaMOTPULXKMHY CNPUYMHSE WBMOKE NOBEPHEHHS CUMNTOMIB, LLO YacTO MatoTb BinbLu
TSDKKUIA xapakTep. [MNauieHTam, sknum namoTpuaunH 6yB BiAMIHEHWI Y 3B'A3KY 3 NOSIBOKO aCEeNTUYHOIO
MEHIHTITY NPy nonepeaHbLOMY MO0 MPU3HAYEHHI, NPU3HaYaTh NaMoTPUOXKMH MOBTOPHO HE MOXHA.
Takox 6ynu noBiZOMMEHHS Npo peakuii POTOYYTNMBOCTI, NOB'A3aHi i3 3aCTOCYyBaHHAM
NaMoTpuOXMHY (amB. po3ain «IMobidHi peakuii»). Y Oekinbkox BUMagkax peakuis BUHMKana npu
3acTocyBaHHi BMCOKOI fo3n (400 mr abo GinbLue), nicna 36inblueHHs Jo3K abo npu LWBUAKOMY
TUTPYBaHHI. AKLLO Y NauieHTa 3 03HakamMu hoTOUYTNMBOCTI (HAaNpUKNaa, CUNbHUIA COHAYHUIA ONiK) €
nigospa Ha OTOYYTNMBICTb, MOB'A3a@HYy i3 NAMOTPUIKMHOM, Crif PO3rNSAHYTU MOXIUBICTb
MPUNMHEHHS NiKyBaHHA. FAKWO NPOAOBXEHHS fiKyBaHHS NaMOTPUOXWHOM BBaXaeTbCH KMiHIYHO
BUNpaBAaHVM, MauieHTy Chif peKoOMeHAyBaTW YHUKATU BMSMBY COHAYHOrO CBIiTNa Ta LUTYYHOrO
ynbTpadioneToBoro CBiTNa i JOTPUMYBATUCH 3aXMCHUX 3axofiB (Hanpuknag, BUKOPUCTaHHSA
3aXMCHOro OAAry Ta COHLE3axnCcHUX 3acobiB).

lemoghazoyumapHul nimgozicmiouumos ([71)

Mosigomnsinocs npo Bunagkv MMMy nauienTis, ki npunMan naMmoTpuaXuH (aue. po3ain «IMo6iyHi
peakuii»). ITIIT xapakTepuayeTbCsi TaKUMU KIiHIYHUMW O3HaKaMy Ta CUMMTOMaMW, AK rapsdka,
BMCUMNAHHS, HEBPOMOriYHi CMMMTOMM, renatocnneHomMeranisa, niMmdageHonaris, LUUTOMEHis,
NiABULLIEHHSA CMPOBATKOBOI KOHLEHTpaLii depuTuHy, rineptTpurnitepuaemia i nopyLueHHs gyHKUIT
neyviHkM Ta 3ropTaHHs KpoBi. CMMNTOMM 3a3BMYal BUHMKAKOTb MPOTArOM 4 TWXKHIB Big nodaTky
nikyBaHHs. [MI" Moxe By T Hebe3neYHUM AN KUTTS.

MauienTiB cnig npoiHdopMyBaTh NPo cMMNTOMM, NOB'A3aHi 3 [T, a TakoX M cnig nopaanTn HeraHo
3BEPHYTUCH A0 Mikaps y pasi NosiBY LMX CUMMNTOMIB N Yac MiKyBaHHS NaMOTPUOXKUHOM.

HeobxigHO HeramHo OrMSHYTU NauieHTIB, y SIKMX PO3BMBAOTLCS L O3HAKWM Ta CUMMTOMM, Ta
po3rnaHyTK giarHo3 [l Cnig HeranHo NPUNUHUTY Tepanito NaMOTPUIKMHOM, SIKLLO iHLLA NPpUYMHA
PO3BUTKY CUMMNTOMIB HE MOXe By TN BCTaHOBMNEHA.

KniHiyHe noecipweHHs ma cyiyudanbHuli pusuk

Mpwu nikyBaHHi xBopux MEI (3a pisHMMKM NoKasaHHAMM, BKIOYAOYM eninencito) NosigoMnsany npo
cyiumpanbHi Hamipy Ta noBefiHKy. 3a AaHMMM MeTaaHanidy paHAoMi3oBaHux nnauebo
KOHTPOMbOBAHWUX KMiHIYHMX AOCAiAXeHb i3 3aCTOCyBaHHAM MNPOTUENINENTUYHUX npenaparis,
BKITO4AKOYN NaMOTPUAXKUH, Byro NpoAeMOHCTPOBAHO He3HayHe 36inbLUEHHSI pU3NKy CyiunaanbHUX
HaMipiB Ta noBediHKN. MexaHi3am LbOro pusmky HeBiJOMWI, ane HasBHI AaHi He BUMKIOYaloTb
MOXIMBOCTI 30iMblUEHHA LbOro PU3NKY 4Yepes3 3acTOCyBaHHA NamoTPUOXuMHY. TOMY XBOpMX
HeOobXigHO peTenbHO KOHTPOMOBATU Ha HASIBHICTb Y HUX O3HaK CyiLMAanbHUX HaMipiB Ta NOBEAIHKN.
Y pasi nosiBu TakMx 03HaK NauieHTn Ta ocobu, Ski orns4aTb 3@ HUMU, NMOBUHHI 3BEPHYTUCA 3a
MeAMYHO JOMOMOrOH0.

Y nauieHTiB i3 GinonspHMMK po3nagamy MOXYTb MOTipLIyBaTUCS CUMMTOMM Aenpecii Ta/abo
3'aBNATUCS CYiLUMaAnbHICTb, HE3aneXHo Bif TOro, 3acTOCOBYBaNM BOHW NpenapaTtun Ans NikyBaHHA
OinonsipHoro posnagy, 30Kpema NaMOTPUIKUH, YW Hi. TOMy 3a nauieHTamu, ki OTPUMYHOTb
NamMoTPUOXUH ANs NikyBaHHS 6GinonapHoro posnagy, HeobXiAHO yBaXHO cnocTepiratu npu
KNiHIYHOMY NoripLUeHHi (LLO BKMOYa€e NosiBy HOBMX CUMMATOMIB) Ta Npw CyiLmaanbHOCTI, 0COBNMBO Ha
noyarky Kypcy nikyBaHHs abo nifg Yac 3aMiHM 4o3yBaHHSA. Y OesKUX NauieHTiB, 30KpemMa TUX, XTO Mae B
aHamHesi cyiumaanbHy noBegiHky abo Aymku, ocib Mornogdoro BiKy Ta y TUX, siki 4EMOHCTpyBanu
3HAYHOK MIpOK cyiumaansHi HamipyM OO0 MoyaTtKy NikyBaHHS, Moxe OyTu BinbLuMin pusMK NosiBu
cyiumpanbHMx Oymok abo cyiuuaanbHux crnpob, WO BvMaraTvMe yBaXkHOro Harnsgy nig yac
NiKyBaHHS.

Mpun ubOMy cnig OUIHWUTK CUTyaLilo Ta BHECTU BiANOBIAHI 3MiHW OO TEPaneBTUYHOIO PEXUMY, LLIO
BKIOYAE MOXIIMBE MNPUMUHEHHS iKyBaHHA Yy MauieHTIB i3 nposiBamMu KNiHIYHOrO MoripLleHHs
(BKNHOYAKOUM NOSIBY HOBUX CUMMTOMIB) Ta/abo nosBy cyiumaanbHMX Hamipis/noBeaiHkM, 0cobnueo
AKLLO Lli CUMMATOMM TSXKKi, BUHMKAKOTb panToBO i HE € YaCTUHOIO BXE iCHYIOUYMX CUMMTOMIB.
[opMmoHarbHi KoHmMpauenmusu

Brinue eopMoHansHUX KOHmMpauenmusie Ha egheKkmugHiCmb 1aMOmMpPUOXUHY

Bynu otpumani gaHi, wo kombiHauis «eTuHinectpagion 30 mkr/nesoHoprectpen 150 Mkry» 36inbLuye
BMBeOEHHS NaMOTPUAXMHY NPMBAM3HO Y 2 pasu, L0 3i CBOro 60Ky 3MeHLLYE piBeHb NTaMOTPUIKUHY
(amB. po3gin «B3aemopisi 3 iHWMMK nikapcbknMu 3acobamu Ta iHLWi BUAWM B3AEMOZiN» ). SHMKEHHS
PiBHSA NaMOTPUOXMHY aCOLLOETLCS 3 BTPATOI KOHTPOMIO Haj Hanagamu. Micns TUTpyBaHHSA 403K
NaMoTpuaXMHy y GinbLluocTi BUNaakie 6yayTb NOTPIOHI BULL NiaTpuMytodi 403K nNpenaparty (Maixe
BABIYi BiNbLUi) NS AOCATHEHHS MakCUMarnbHOT TepaneBTUYHOI Bignosiai. Mpu npunuHeHHi npunomy
rOPMOHaNbHNUX KOHTPAaLENTUBIB KNIPEHC NaMOTPUIKUHY MOXe 3MeHLINTUCS BABIYI. igBuLeHHS
KOHUEeHTpauii NnamMoTpuaKnHy Moxe OyTu NoB'A3aHe 3 4o303anexHumu nobivHnMu peakuismu. Cnig
cnocTepiraTv 3a nauieHTaMu WoAo Lboro.

Y XIHOK, SIKi Lle He 3acTOCOBYHOTb MpenapaTu-iHAYKTOpY [MIOKYPOHi3auii NaMOTPUIKMHY | BXe
3aCTOCOBYIOTb FOPMOHaribHI KOHTpaUenTUBY 3 TUXHEBOIO NEPepBO MK Kypcamu (Tak 3BaHWi
TWKOeHb 6e3 KOHTpaLenTUBIB), MOXe CMoCTepiraTUcsA NocTyrnoBe TUMYacoBe NiABULLEHHS PiBHA
NaMOoTPUOXKMHY Mif Yac TWKHEBOT NepepBm (AnB. po3ain «Cnocib 3acTocyBaHHSA Ta J03U» ).
KonuBaHHs piBHA NamMOTPUMKMHY Y LN cuTyaLii Moxe ByTu noe'a3aHo 3 NOGIYHUMU peakuisaMu.
Tomy cnig po3rnsiHyTU MOXINUBICTb BUKOPUCTaHHS KOHTpauenuii, Wo He Mae «TuxHA 6e3
KOHTpaLenTUBIB» Ak Tepanito NepLuUoi NiHii (Hanpuknag, 6e3nepepBHe 3aCTOCYBaHHS rOPMOHANbHUX
KOHTpaLenTuBiB abo BUKOPUCTAHHSI HEFOPMOHaNbHUX METOLIB).

B3aemogis MixX iHLLMMK NepopanbHUMK KOHTpaLenTMBaMmn Yy ropMoOHO3aMiCHUMK NpenapaTamMmn Ta
namoTpuaXuHom He Oyna pocnigxeHa, ane BOHU MOXYTb aHamnoriyHo BMAMBaTU Ha
dapmakoKiHETUYHI BMaCTUBOCTI NaMOTPULAXKMHY.

Brninue namompu0OxuHy Ha eqpeKmueHiCmb 20pMOHarIbHUX KOHmpauenmusie

3a pesynbratamu KniHiYHOro AOCHIAKEHHS WOoA0 BUBYEHHS B3aeMogii, y sikomy OGpanu y4dacTb
16 3popoBux 4o6poBonbLiB, Byno BUSBNEHO He3HaYHe 36inbLUeHHS BUBEAEHHSI IEBOHOprecTpeny
Ta 3MiHM piBHSA POMIKYNOCTUMYINIOKYOIO Ta FHOTEIHI3YO4Oro rOpMOHIB Y CMPOBATLLi KPOBi Y BUNAAKY,
KONV NamOTPUOXUH 3aCTOCOBYBany pasoM i3 FOPMOHAaNbHUMK KOHTpauenTieBamu (KombiHauis
«eTuHinectpagion 30 mkr/nesoHoprecTpen 150 mkr») (ouB. po3gin «B3aemopgis 3 iHWMMK
nikapcbkumy 3acobamu Ta iHWI BMAM B3aeMOAi»). BnnvB umx 3MiH Ha OBYNAUiO SEYHUKIB
HeBigoMUIA. Ane He MOXHa BigKMOATM MOXIMBOCTI, WO Y AEAKUX NauieHTiB, sKi 0gHOYacHO
3aCTOCOBYIOTb NaMOTPUAXMUH | rOPMOHarbHI KOHTpaLEenTuBY, Ui 3MiHW NPU3BOASATL OO0 3HWKEHHS
edekTUBHOCTI ocTaHHiX. TOMy nauieHTaMm cnig CBOEYaCHO MOBIAOMMAATU MPO 3MiHWU Y
MEHCTpYyanbHOMY LKIi, HanpuKknaz npo nosiBy panToBOi KPOBOTEYI.

Huzidpogponampedykmasa

JlamoTpuoxnH € cnabkum iHribitopom gurigpodonarpenykrasu, ToMy npu TpuBanomy
3aCTOCYBaHHI MOXNUBUIA MOro BNAMB Ha MeTaboniam conartis (AnB. po3ain «3actocyBaHHS Y nepiog
BariTHOCTI abo rogyBaHHsa rpyaato»). OgHak npu TpyBarioMy 3acTOCYBaHHI NaMOTPUAXKMHY He
BinbyBanocst O6yab-aKMX iCTOTHMX 3MiH KinbKOCTi remornobiHy, cepeaHboro ob'emMy epuUTpoOLUTIB,
KOHLeHTpaLii cdonatiB y cupoBaTui KpOBi Ta epuTpouuTax BNpoAoBX 1 poKy Ta KOHUeHTpauil
donartis B eputpoLmTax ynpogosx 5 pokis.

[NopywieHHs1 hyHKUIT HUPOK

Y pocnifiKeHHAX 04HOPa3oBol [03M Y MauieHTIB i3 TepMiHanbHUMK cTagisiMu MOopyLUEHHS dYHKLIT
HMPOK KOHLEHTpaLis naMoTpuaXuHy B nnas3mi KpoBi CyTTEBO He 3MiHoBanacsa. OgHak Moxnvea
aKyMynsuis rroKypoHigHoOro metaboniTy. ToMy npu fiKyBaHHI NAUIEHTIB i3 ypaKeHHAMU HUPOK
HeobXigHO AOTPUMYBaTUCS 0BEPEXKHOCTI.

[MauieHmu, siki 3acmocosytomb iHWi Mpenapamu, Wo Micmsimb 1aMOMmpPUOXUH

TNikapcbkui 3acib JlaHicTop He 3acTocoByBaTW MauieHTam, siKi BXe NiKylTbCs Byab-akuM iHLWIMM
npenaparom, Lo MICTUTb NaMOTPUIKMNH, 63 KoHCynbTauii nikaps.

bpyeadonodibHi amiHu Ha EKI”

[MoBigoMnsnocs Npo po3BUTOK apuUTMOreHHoi aHomanii ST-T, a TakoxX TMNoBux OpyragonogioHux
3MiH Ha EKT" y nauieHTiB, siki OTpMMyBanu NamoTpUaKuH.

3rigHo 3 gaHumu in vitro, NaMOTPUAXMH NOTEHLINHO MOXe YNOBINbHIOBATM LLUMYHOYKOBY MPOBIAHICTb
(po3wwuptoBatn QRS) Ta iHAYKYBaTU NPOApPUTMIt0 Yy TEpaneBTUYHO 3HAYYLLMX KOHLIEHTpauisx y
nawieHTIB i3 3axBoproBaHHAMM cepus. JTaMOTPUOKUH fie Sk cnabkuii aHTMapuTMivHMIA 3acid knacy
IB i3 noB'a3aHMM MNOTEHUNHUM PU3MKOM CEpPHO3HMX abo neTanbHUX cepLeBMX 3aXBOPHOBaHb.
OpHovacHe 3acToCyBaHHS iHWMX GNokaTopiB HATPIiEBUX KaHaniB Moxe A0A4aTKOBO 36inbLunTh
pusukn. Y TtepaneBTuyHmx gosdax 0o 400 mr/gofy namoTpuaXWMH He CMOBINbHIOBAB LUTYHOYKOBY
npoBigHicTb (po3wuptoBaB QRS) i He cnpuynHSAB NOAOBXeHHS iHTepBany QT y 340poBuMX
AobpoBornbLiB Npu peTenbHOMY AocnimkeHHi QT. 3acTocyBaHHA NaMOTPUOXKUHY Crif, peTenbHO
PO3rMAHYTU Yy MAUIEHTIB i3 KMiHIYHO BaXXNMMBMMWU CTPYKTYPHUMU abo dyHKULiOHaANbHUMM
3aXBOPHOBaHHAMW cepus, TakuMmu sk cuHapom bpyraga abo iHwi cepuesi kaHanonarii, cepuesa
HefoCTaTHICTb, ilWwemiyHa xBopoba cepus, Gnokaga cepust abo LUNYHOYKOBI apuTMii. HAKLO
3aCTOCYBaHHS NMaMOTPUIAXKMHY Y LMX NauieHTiB € KMiHiYHO BMNpaBgaHuWM, nepep noyatkom
3aCTOCYBaHHS NaMOTPUOXKMHY CAif MPOKOHCYNLTYBATUCS 3 KAPAIONOroMm.

Possumok y dimeli

OaHux wono BAAMBY NaMOTPUAXKMHY Ha 3pPOCTaHHSA, cTaTeBe [03piBaHHSA, (hOpMyBaHHS
KOFHITUBHMX, EMOLiINHNX Ta NOBEAIHKOBUX (DYHKLI HEMAE.

3anobixHi 3axodu npu eninencii

PanTtoBe npunuHeHHst NpMnomy NamoTpuapkuHy, sK i iHwmx MNENM, moxe cnpoBokyBaTh 36inbLUeHHS
4YacToTu Hanagis. 3a BUHATKOM TUX BUMaAKiB, KONW CTaH nNauieHTa BUuMarae pantoBoro NpUnmMHeHHs
npunomMy npenaparty (Hanpuknag, npu nosiei BUCUNaHb), 403y NaMOTPUOXKMHY CNif, 3MEHLLyBaTh
MOCTYNOBO, MPOTArOM HE MEHLLE 2 TUXXHIB.

3a gaHumu nitTepartypu, TsBKKi eninenTuYHi Hanagu MoXyTb CNPUYMHATY pabgomionia, moniopraHHy
HefoCTaTHICTb | CMHAPOM [OMCEMIHOBAHOIO BHYTPILLUHbOCYAMHHOIO 3ropTaHHA KPOBi, iHKONKW 3
neTanbHUM HacnigKoM. AHanorivHi BUNnagkn MOXNMBI i Ha TNi fikyBaHHS NaMOTPUOXUHOM.

Moxe cnocTepiraTuca cyTTeBe KIiHiYHE MOTipPLWEHHsT Y 4YacTOTi BUHUKHEHHSA HanagiB 3amicTb
MoKpaLLaHHs cTaHy. Y nauieHTiB, ki MatoTb GinbLue 0AHOro TUMy Hanagie, NOKpaLLaHHSA KOHTPOSHO 3a
OOHVMM TUMOM HanagiB cnif pPeTenbHO 3BaXUTW MOPIBHAHO 3 MOTPLUEHHSAM KOHTPOMIO 3a iHLWWM
TUNOM Hanagis.

JTlikyBaHHSi NaMOTPUIPKMHOM MOXeE 3arocTproBaTh MiOKINOHIYHI Hanagu.

€ paHi, Wwo BiANOBiAb Ha NiKyBaHHA NaMOTPUIKUHOM Y KOMGiHaLUii 3 iHOyKTOpamu depmeHTiB
cnabuua, HiXX Ha NikyBaHHSA NamMoTPUIKMHOM y KOMBiHaLIT 3 npoTueninenTu4HnMmn 3acobamu, Lo He
iHAYKYOTb hepMeHTH. [MprnynHa uporo Hesigoma.

[Mpw nikyBaHHi giTen 3 TMNOBUMU ManMMu eninenTUYHNMN HanagamMmm ePeKT JOCAraeTbCA He Y BCIX
nauieHTIB.

3anobixHi 3axo0u npu 6inonsapHuUx posnadax

Limu ma nidnimku eikom 0o 18 pokie

JlikyBaHHS1 aHTMAenpecaHTaMu MOB'A3aHO 3 NIABULLEHUM PU3MKOM cyiumMpaanbHUX Hamipis Ta
NoBeiHKM Y AiTen Ta NigniTKiB i3 BENMKUMW OENPECMBHMMM po3nagaMu Ta iHWUMK NCUXIYHUMU
posnagamu.

LoromixHi peyoguHu

[MpenapaT mMicTUTb NakTo3dy. AKLWO y nauieHTa BCTaHOBMNEHa HenepeHoCUMICTb AesKMX LyKpiB, cnig,
NPOKOHCYNLTYBATUCA 3 NiKapeMm, NepLU HiX NpUiAMaTK Lei nikapcbkuii 3aci6.

Llen nikapcbkuii 3acib MicTUTL MeHLLe 1 Mmmonb (23 Mr)/Ao3y HaTpito, TOBGTO NPaKTUYHO BiNlbHUI Bif,
HaTpito.

BacmocysaHHs y nepiod sacimHocmi abo 200y8aHHs 2pydoio.

Pu3uk, nos'asanui i3 sactocyBanHam MEM y winomy

>Kinkam penpogyKTMBHOrO BiKy cnig 3BepHyTMCS 3a nopafgot Ao nikaps. [ig yac nnaHyBaHHA
BariTHOCTI HeobXxigHicTb nikyBaHHA MENN noTpidHo nepernsaHyTh. XKiHkam, XBOpMM Ha eninencito, siki
BXe NiKyTbCA, Crif YHUKaTX panToBOro NepepvBaHHs NpoTUeninenTUYHoi Tepanii, OCKinbkn ue
MOX€ CNPUYNHUTY 3aroCTPEHHS HanagiB Ta MaTu TSXKKI HACMIOKN SK AN KIHKW, TaK i NS AUTUHA.
Pun3nk BUHUKHEHHS BPOMXEHWX Bad BULLMUIA NpW KOMOGIHOBaHIN MpoTueninenTuyHin Tepanii
NOPIBHAHO 3 MOHOTEpPAaniet, TOMY Chif, BUKOPUCTOBYBATM MOHOTEPANI0 TaMm, [ie Lie € MOXITMBUM.
Pu3uk, noB'a3aHni i3 3aCTOCYBaHHAM JTaMOTPUIDKNHY

BariTHicTb

Benuka kinbkicTb AaHux enigemionoriyHmx gocnigxeHb 3a ydacti noHaa 12700 BariTHMX XiHOK, sKi
OTpMMYyBanu MoOHOTepanito NaMOoTPUAXMHOM, Yy ToMy umcni noHag 9100 BariTHMX >KIHOK, SKi
OoTpUMyBarnu rikyBaHHA MPOTArOM MepLloro TPUMECTPY, He BKasyloTb Ha Te, WO Tepanis
NamMOTPULKNMHOM y NIATPUMYIOHMX [03aX MOB'A3aHa 3 MiABULLIEHUM PU3MKOM CEPUNO3HUX BPOLPKEHNX
Baf pO3BUTKY.

HocnigxXeHHs BNAMBY 403, BUWMX 3a 3BUYariHy nigtpumytody Aosy 100-200 mr Ha goby, Ha pu3nk
CEepO3HMX BPOMKEHUX Baj, PO3BUTKY Nokasanu cynepednusi pesynsrati. [deski JocnigXeHHs He
BUABWUMIM [OKa3iB [0303anexHoro edekTty, oagHak AaHi 3 MixHapo4HOro peecTtpy
npotveninentTuyHnx npenapartiB i BariTHocTi (EURAP) nokasanu cTaTUCTUMYHO 3Hadylie
36iNbLUEHHS YaCTOTN CEPMO3HUX BPOOXKEHUX BaJ, PO3BUTKY NPUW 3aCTOCYBaHHI [O3M NaMOTPUIKNHY
= 325 mr Ha goby, nopiBHsHO 3 fo3amu < 325 mr Ha gody (OR 1,68, 95 % A1 1,01 — 2,80). Tomy, K0
Tepania NamoTpPUOXMHOM BBaXaeTbCs HEOOXigHOW nig 4ac BariTHOCTI, peKOMeHAYETbCA
MiHiManbHa MoXr1Ba TepaneBTMYHa 403a.

JlamoTpuaxmH mae cnabkui iHriGiTopHA BNAMB Ha aurigpodonaTtpenykrasy. Ockineku doniesa
KMCINOTa BUSIBISIE 3aXMCHUI edeKT LoAo pusuky AedekTiB HEpBOBOI TPYOKM, pekoMeHOyeTbCs
npuiom onieBoi KUCNOTU MiJ Yac NraHyBaHHA BariTHOCTi Ta HA paHHiX TepMiHax BariTHOCTI.
dizionoriyHi 3MiHM Nig Yac BariTHOCTI MOXYTb BNMBATK Ha KOHLEHTPALLIK0 NTaMOTPUIKUHY Ta/abo Ha
Noro TepaneBTUYHUIA edpekT. ICHY0Tb NOBIAOMINEHHS NPO 3HWXKEHHS KOHLEHTpaLii nTaMOTPUAXUHY B
nnasmi KpoBi Nif Yac BariTHOCTI 3 MOTEHUiIAHUM PU3MKOM BTpPaTW KOHTPOIO Haa Hanagamu. licns
nonoris piBeHb NaMOTPUOXKMHY MOXe LUBMOKO 3pOCTaTh 3 PU3MKOM BUHUKHEHHS O0303anexHuX
noBivyHnX peakui. TOMy KOHUEHTPALit0 NamMOTPUKUHY B CMPOBATLL KPOBI CNif KOHTPOMtoBaTh A0,
nig Yac Ta nicns BariTHOCTI, @ TakoX He3abapoMm Micns Nosoris.

Y pasi HeobxigHOCTI 403y NaMOTPUAKMHY NOTPIOHO MoaudiKyBaTV AN NIATPUMKM KOHLEHTpauil
NaMOoTpUOXKMHY B CMPOBATL,i KPOBi Ha TOMY piBHi, WO ByB A0 BariTHOCTI, abo aganTyBaTu BignoBiaHO
00 KniHiyHoro ctaHy. [logaTkoBO cnig KOHTpoMtoBaTW [o303anexHi nobivHi peakuii nicns
HapOAXeHHS AUTUHM.

[ocnigxeHHs Ha TBapuHax nokasanu embpiodetarnbHy TOKCUYHICTb.

Mepioa rogyBaHHA rpyaoato

MoBigoMnAnK, Wo NamoTPUIKUH NMPOHUKAE Y TPYAHE MOJFOKO y BapiabenbHNX KOHLEHTpaLisX, K
NpU3BOAATbL OO0 PIBHA NaMOTPUOXKMHY Y HEMOBNSAT, Wwo focsirae 50 % Big BignoBigHOrO PiBHS Y
mMaTepiB. ToMy y AeAKUX HEMOBIIAT, SIKi 3HAXOAWUMNUCh Ha rPYAHOMY rolyBaHHi, piBEHb JTaMOTPUIKUHY
B CMPOBATLIi KPOBI Mir 4OCSAraT PiBHS, MPY IKOMY BYB MOXIUBUIA chapMaKororiYHNN eekT.

Tomy KOpPUCTb Bif roayBaHHS rpyaaro HeobxigHO MOPIBHIOBATU 3 MOXIIUBUM PU3UKOM BUHUKHEHHS
no6ivHOT aily ANTUHN.

MoTpiBHO cniBBIGHOCUTY NOTEHLiHY KOPUCTb Bif, rOAYBaHHS FPyA40 Ta MOXIMBUIA PU3MK PO3BUTKY
HebaXKkaHMX peakLin y HeMOBNATK. FAKLLO XiHKa, Ka OTPUMYE NiKyBaHHS NMamMOTPUIKUHOM, BUPILLYE
rogyBaTuv rpyaaro, HeobXxigHO peTenbHO CNocTepiraTy 3a MarntoKoM Ta BiACTeXyBaTu NobivHi peakuii,
TaKi Ik cefaTUBHUIN edOeKT, BUCUM, HeQOCTaTHIN NpUpICT Macu Tina.

DepmurbHicmb

[ocnigxXeHHsa Ha TBapnHax He BUSIBUMMW BNIVBY NaMOTPUIKUHY HA PEPTUNBHICTb.

30amHicmb ennueamu Ha weudKicmb peakuii npu KepyeaHHi asmompaHcriopmom abo iHWuUMuU
mexaHismamu.

Ockinbku peakuis Ha 0Oyab-aky Tepanito MEI iHguMBigyanbHa, nauieHTW, ski npunMarTb
NamMoTPUOKUH ANs TiKyBaHHA eninencii, NOBMHHI NPOKOHCYMbTYBaTUCA 3i CBOIM fikapem oo
0CcobnMBOCTEW KepyBaHHSA aBTOMOGINEeM y LiMx BUNaakax.

JocnigXeHb WOAO BNMAMBY Ha 30aATHICTb KepyBaTu TPaHCMOPTHUMK 3acobamu Ta npautoBatn 3
MexaHiamamu He npoBogunock. [1Ba AocnimkeHHA Ha O0OpOoBOMbUAX NPOAEMOHCTPYBanu, Lo
BMIMB NaMOTPUAKMHY HA TOHKY 30pOBY MOTOPWKY, PYXM OYEW, KOMMUBAHHA Tina Ta cy6'eKTUBHI
cefaTuBHI edpekTn He BigpisHaBcs Big nnauebo. lig yac KniHiYHMX OoCnifpKeHb NaMOTPUIKNHY
noeigomnanoca npo nobivHi peakuii HEBPOMOriYHOIO XapakTepy, Taki fK 3anaMOpOYeHHs Ta
avnnonis. Tomy nauieHT NOBUHHI NepeBIpUTU, K HA HUX BNAMBAE Tepanis TaMoTPUIKMHOM, nepLu
Hi>k KepyBaTy aBToMobinem abo npawtoBaTy 3 iHLUMMU MexaHi3mamu.

Cnoci6 3acmocyeaHHsI ma 0o3u.

JlaHicTop, TabneTku, crnig KoBTaTK LifIMMU, HE PO3KOBYHOUM Ta HE PO3amMy UK.

AKWOo po3paxyHKoBa [403a NaMOTPUIXKMHY (Hanpuknag, Ansa NikyBaHHA GiTewn, siki cTpaxaatoTb Ha
eninencito, abo NauieHTiB i3 NOpyLLIEHHSIMM PYHKLIT NEYiHKM) He € KpaTHO Linnm Tabnetkam, Josa,
SIKY 3aCTOCOBYHOTb, MOBWHHA BiAMNOBIAATM HANBMMKYIN MEHLLIN KiNbKOCTI Linnx TabneTok.

Akwo pospaxyHKkoBa [03a NamMOTPUKUHY MeHwe 25 Mmr, cnifg 3acTtocoByBaTW npenapaTu
NaMOTPUOXKMHY 3 MOXKMBICTHO TAKOrO O3YBaHHS.

MoemopHul noYamok niKyeaHHs

Jlikapsm cnig ouiHUTY HeobXiOHICTb 30iNblUEeHHsT 403K 40 NIATPMMYIYOT NPY NOHOBIEHHI NPUAOMY
NamMOTPUOKUHY ANSA NaLieHTIB, SKi 3 OyAb-AKOI NPUYNHM NMPUNMHUAN MO0 NPUIOM, OCKINIbKN PU3UK
PO3BUTKY CEPMO3HOTO BUCUMAHHS NOB'A3aHNI i3 BUCOKMMU MOYATKOBMMM J03aMVU Ta NePEBULLEHHSAM
pekomMeHOoBaHOI cxeMu 36inblieHHsA A03M NamMoTpUAXWUHY (AuB. po3ain «OcobnuBoCTi
3aCTOCYBaHHs»). UMM BinbLUMin NPOMIKOK Yacy Micns NpunomMy nonepeaHboi 403K, TUM Oinblue
yBaru cnig npuginatu 36inbleHHo 003M A0 NiATPUMYYOI. AKWO iHTepBan Bi4 MOMEHTY
NPUNVHEHHA NPUIAOMY NaMOTPUIKUHY nepeBullye 5 nepiodiB HaniBBUMBEAEHHS (AMB. po3ain
«dapmakokiHeT1Ka»), cnig NiaBMLLMTM 403y Npenapary 40 NiATPMMYHYOT 3a iCHYHYOH CXEMOLO.

He pekomeHayeTbCsl MOHOBEHHSI MPUNOMY NaMOTPUKUHY ANS NALEHTIB, SKi TPUNMHUIN MPUAOM
Yepes BUCKNAHHSA, NOB'A3aHi 3 NONepeaHbLOo Tepanielo NaMoTPUIAXKMHOM, 3a BUHATKOM BUNaAKiB,
KOIW NOTeHLiiHa KOPUCTb Bif, NiKyBaHHSA ABHO NepeBaxae pusuk.
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Eninencis
PekomeHpauii wopno 36inblweHHa [03M Ta NiATPUMYoMi 403U AnS AOpPOCnuX i AiTel BikOM Big
13 pokiB (guB. Tabnuuto 2), a TakoX Ans gitewn Bikom Big 2 Ao 12 pokis (ane. Tabnuuto 3) HaBeaeHo
HWK4Ye. Yepes pu3nk po3BMTKY BMCUMAHb He Crig nepesBuLlyBaTy No4YaTkoBy A03y Ta Temn
noganbLuoro ii 36inbLweHHs (auB. po3ain « OcobnMBOCTi 3aCTOCYBaHHS» ).
Y pasi npynuHeHHs 3acTocyBaHHsi cynyTHix MEM abo goaaBaHHs iHWKX MEM/nikapcbkrx 3acobis 4o
CXeM NiKyBaHHS, L0 MICTATb NaMOTPUIXMH, Crif BpaxoByBaTU BMIUB, SIKMIA BOHU MOXYTb MaTu Ha
dapMaKoKiHETUKY NaMOTPUIDKUHY (AUB. po3ain «B3aemogisa 3 iHWuMK nikapcbkummn 3acobamu Ta
iHLWIi BUAM B3aemopainy).

Tabnuus 2
PekomeHaoBaHi cxemu nikyBaHHs eninencii Ans Jopocnux Ta aitew Bikom Big 13 pokis

1-n + 2-n 3-n + 4-n
TVXKHI TVOKHI

25 mr/po6y | 50 mr/goby | 100-200 mr/goby (1-2 npuiiomn).

(1 npuiiom) | (1 npuriom) | Ona gocarHeHHs nigTpumyodoi 4osu ii cnig

36inbwyBatn Makcumym Ha 50-100 wmr

KOXHi 1 abo 2 TWMXKHI OO [OOCATHEHHS

OnTMManbHOI BiAMNOBIA).

Oeskum nauieHtam 6yna notpibHa gosa

500 mr/goby gns pocArHeHHsa 6axaHol

BignoBiai.

Cxema nikyBaHHSA 3BuyariHa nigTpMmMytoya gosa

MoHoTepanis

HopatkoBa Tepanif i3 3acTocyBaHHSIM Banbnpoary (iHribiTopa rmoKypoHisauii namMoTpumKnHy,
AuB. po3ain «B3aemogis 3 iHWK1MK nikapcbknmu 3acobamu Ta iHLWi BUAW B3aEMOgin»)

Lis cxema nikyBaHHa 12,5 mr/go6y| 25 mr/goby | 100-200 mr/goby (1-2 npuitomu).

nepepnbavae (npuimatyn | (1 npuitom) | Anst 4OCATHEHHs NiZTPUMYIOHOT 403u i crig,
3aCcTOCYyBaHHs no 25 mr 36inbLUyBaTV MakCUMyM Ha 25—-50 Mr KOXHi
Banbnpoary, Yyepes 1 abo 2 TWXKHi A0 JOCATHEHHS onTUMarbHOT
Hes3BaXkaloun Ha [eHb) BiAMNOBIAi.

3aCTOCYBaHHS iHLUNX
CYNyTHIX NiKapCbKMX
3acobis
[JopaTkoBa Tepanisi 6e3 3acTocyBaHHs BanbnpoarTy Ta i3 3aCTOCyBaHHAM iHOYKTOPIB
rNIOKypoOHi3auii naMoTpuaXMUHY (ouB. po3ain «Bsaemogisa 3 iHW1MK nikapcbkummn 3aco6amm
Ta iHWi BUAW B3aEMOLiN»)

Lis cxema nikyBaHHs 50 mr/go6y (100 mr/po6y | 200-400 mr/goby (2 npunomm).

He nepenbavae (1 npuiiom) |(2 npuriomun) | na gocsirHeHH:A NiaTpMMYyYoT Ao3u 1T cnig
3acTocyBaHHS 36inbwyBaTn Mmakcumym Ha 100 mMr KoxHi 1
Banbnpoary, ab0 2 TWXHI JO AOCATHEHHS ONTUManbHOT
ane nepepbavae Bigno.iai.

3acToCcyBaHHS [esakum nauyieHTam 6yna noTpibHa gosa
PEeHITOIHY, 700 Mr/poby Ans gocsirHeHHsa 6axkaHol
kapbamaseniny, Bignosiai.

eHobapbiTany,

NPUMILOHY,

pudamniumnHy,

noniHasipy/

puTOHaBipy

HOopaTkoBa Tepanisi 6e3 3acTocyBaHHSA BanbnpoaTty Ta iHAYKTOPIB rMOKypoHi3auii
namMoTpuaXuHy (AmB. po3din «B3aemoaisa 3 iHwnmmn nikapcbknmmn 3acobamu Ta iHWi BUAK
B32EMOLIN»)

Lis cxema nikyBaHHA
nepenbavae
3acToCyBaHHS

iHLIMX NiKapCbKMx
3aco0iB, ski He
NPOSIBNSOTL 3HAYHOTO
iHridiTopHoro abo
iHAYKTOPHOro BNAuBY
Ha rMoKypOHi3aLito
NamMOTPULKUHY
MauieHTam, AKi NnpunmatoTb Nikapcbki 3acobu 3 HEBIAOMUM BNIIMBOM Ha hapMaKoOKiHETUKY
NnaMmoTpuaXuHy (ame. po3gin «Bsaemopgia 3 iHWKMMKU nikapcbknmmn 3acobamu Ta iHWi BUAK
B3aEMOZIN»), crnif 3acToCoOBYyBaTW CXEMy INiKyBaHHS, peKOMEHAO0BaHy AN OAHOYaCHOro
3aCcTOCYBaHHA NaMOTPULXKUHY Ta Banbnpoary.

25 mr/po6y | 50 mr/poby | 100200 mr/poby (1-2 npuiiomm).

(1 npuiom) | (1 npuitom) |Ana [OCATHEHHS NIATPUMYOYOT 03K TT
cnig 36inbwyBaTM Makcumym Ha 50—
100 mr koxHi 1 abo 2 TuUXHi go
[OCSATHEeHHSs onNTUManbHOI BianoBigi.

[JopaTtkoBe Npu3HaYeHHSA iHAYKTOPIB rMOKYpPOHi3auii naMoTpuUaXUHy nauieHTam, siki He
npuniMaloTb Banbnpoar (auB. po3din «B3aemogis 3 iHWMMK nikapcbkummn 3acobamu Ta iHLWi
BV B3AaEMOLINY ), 3aNeXHO Bif, NOYATKOBOT 403U NaMOTPUIXNHY

Lito cxemy nikyBaHHs cnig 200 mr/poby 200 mr/poby 300 mr/ 400 wmr/

3acTOCOBYBaTW y pasi 4OAaTKOBOIO [oby [oby
NPU3Ha4YeHHA HKYe3a3HaYeHnX 150 mr/poby 150 mr/goby | 225 mr/ 300 mr/
npenaparis 6e3 3acTocyBaHHA o6y o6y
Banbnpoary: ] 100 mr/ooby 100 mr/moby | 150 mr/ 200 mr/
deHiToiH, kapbamaseniH, noGy noBy

eHobapbiTan, NpUMIAoH,
pudamniymH, noniHasip/puToHaBip

[opaTkoBe Npu3HaYeHHA NikapCcbknx 3acobiB, siKi He NPOABNAOTL 3HAYHOTO iHriGiTOpHOro abo
iHOYKTOPHOro BNSMBY Ha rMOKYPOHIi3aLiio NaMoTpuaxuny (ave. po3ain «Baaemogis 3 iHwWmMm
nikapcbkuMu 3acobamu Ta iHLWIi BUAM B3AEMOAIN»)

Lito cxemy nikyBaHHS cnig MigTpumyBaTy LiNbOBY A03Y, OTPUMaHy y pesynbTari
3acTOCOBYBaTU B pa3i 4OAATKOBOrO 36inbLieHHs (200 mr/aoby; aianasoH o3 100—400 mr/
NPU3HAYEHHS! IHLWNX NiKapCbKuX [oby).

3acobiB, SKi He NPOSIBNAITL
3HaYHOro iHribiTopHoro abo
iHOYKTOPHOrO BNAMBY Ha
MOKYPOHi3aLLito NaMOTPUOKMNHY

MauieHTam, siki NpuiiMatoTb Nikapcbki 3acobu 3 HEBIJOMUM BMIIMBOM Ha hapMakoKiHETUKY
NamMOTPUAXKMHY (OMB. po3ain «Bsaemopais 3 iHWKMMK NikapcbkuMu 3acobamu Ta iHWi BUam
B3aeMogil»), cnig 3acTocoByBaTK CXEMY FiKyBaHHsI, sika pEKOMEeHOYETLCS AN OAHOYACHOro

3aCTOCyBaHHS NTAaMOTPUIKMHY Ta Banbnpoary.

BigmiHa namoTpuaXuHy B NaUieHTIB i3 GinonapHuMKn po3nagamu

3a gaHuMM KniHiYHUX JOoCHioKeHb, He BiA3Ha4Yanocs NiABULLEHHS 4YacTOTU, CTYNEHS TSXKKOCTI abo
TMNY NOGIYHMX peakuii nicns LWBWAKOT BigMIHM NaMOTPUIKUHY MOPIBHAHO 3 nnauebo. Tomy
navuieHT! MOXyTb NPUNUHATW MPUAOM NaMOTPUOXKMHY 6€3 NOCTYNOBOro 3MEHLLEHHSI J03M.

Litn (Bikom 00 18 pokiB)

JlaMOTpUAXMH HEe peKoMeHAY€ETbCA As 3aCTOCyBaHHSA AiTsM i3 6inonspHuMuy posnagamu (Bikom 4o
18 pokiB), OCKiNbkN paHOOMI30BaHi AOCNIMKEHHS BIAMIHW HE NMPOAEMOHCTPYBanuM MOro 3HavHoT
eeKTUBHOCTI Ta NoKa3anu NiABULLIEHHS PiBHA cyiunaanbHOCTI (aMB. po3ainv «PapmakogmHamika»
Ta «OcobnmMBOCTI 3aCTOCYBaHHS»).

BaeanbHi pekomeHdauii Wodo 0o3ysaHHs1 namompuouHy O0nsi ocobnusux epyn nauieHmis

JKiHKM, SKi NpUMaloTb rOPpMOHaIbHI KOHTpaLenTuBu

3acTtocyBaHHSA KOMOiHaUii eTuHinectpagion/nesoHoprectpen (30 Mkr/150 MKr) nigBuLye KnipeHc
NamMoTpUIKNHY NPUONM3HO BABIYI, WO NPM3BOAUTL OO0 3HWKEHHSI PiBHSA namMoTpumxuHy. [licns
TUTPYBaHHS MOXe OyTn HeoOXiAHMM 3acToCyBaHHS OiNbll BUCOKMX MNIATPUMYKOYMX 003
NamMoTpUIXMHY (Maixe BOBiYi GinbLUNX) ANS JOCATHEHHST MaKCUMarbHOI TepaneBTUYHOI BigNOBI4;.
[MpoTsrom TWXHS, KONW npenapaTt He NpuManuy, CnocTepiranocs ABOKpaTHE MiABULLEHHS PiBHS
namoTpuaxuHy. [loszosanexHi NoGiYHi peakLuii He BMKMNOYalOTLCA. ToMy Chif pO3rnsHYTU NUTAHHS
Npo 3acToCyBaHHA KOHTpaLenLii, Wo He nepeabayae TWKHS, KON npenapat He NPUAMaETbCS, K
Tepanii nepwoi MiHii (Hanpuknag, NOCTIMHWMIA NPUAOM TFOPMOHaNbHUX KOHTpauenTueiB abo
HeropmoHanbHi MeToau; AuB. po3ainu  «B3aaemopis 3 iHWmMMK nikapcbknmmn 3acobamm Ta iHLWi BUAK
B3aemogin» Ta «OcobrnmMBOCTI 3aCTOCYBaHHS» ).

[Noyamok nputioMy e0pMOHabHUX KOHMpauenmusie nauieHmamu, sKi nputiMaoms mniompumMyrHi
00o3u niamompudxuHy ma HE nputivaroms iHOykmopie toeo 2/1toKypoHisauii

MigTpymytody 003y NamoTpumpkuHy y BinbliocTi BUNagkiB HeobXxigHO 36inblumMTy BABIYI (OMB.
po3ainu «B3aemogia 3 iHWnMK nikapcbknmn 3acobamu Ta iHWi BUAM B3aemogin» 1a « OcobnmneocTi
3acTocyBaHHA»). PekomeHayeTbes, WOO Big noyatky NpUAOMY rOPMOHarlbHUX KOHTpaLenTuBiB
[o3a namoTpuaxuny 3b6inbwysanaca Ha 50-100 mMr/goby KOXHOro TWKHSA, BiANOBIAHO [0
iHOMBIQyanbHOI KNiHiYHOI BignoBigi. 36inblUeHHS 403N HE MOBMHHO MEPEBULLYBaTK 3a3HA4YEHOro
PiBHSA, SKLIO TifbKW 3rigHO 3 KMiHIYHOW BIOMNOBIAAK Ha NiKyBaHHS Take MepeBWLLEHHsI He Oyae
HeoOXiaAHUM.

BumiptoBaHHSAIM KOHLIEHTpaUii naMOTPpUaXMHY Y cMpoBaTLi KpOBi A0 | MicNsA noyaTky 3acTOCyBaHHS
rOpMOHasbHWUX KOHTpaLenTMBIB MOXHa MiATBEpPAUTH, WO 6a3oBa KOHLEHTPpaLis namoTPUmXUHY
nigTpuMyeTbea. Y pasi HeobXiaHOCTI 403y cnig aganTyBaTh. Y XiHOK, SKi NpUAMatoTb rOpMOHarbHi
KOHTpauenTueu, wWo nepenbadawTb 1 TUXKAEHb HEAKTUBHOMO NiKyBaHHA (TUXOEHb 6e3
3aCTOCYBaHHsi TAbneTok), KOHTPOMNb PiBHS NaMOTPUIXKMHY B CMpOBATLi KPOBi Crifg NpOBOAUTM
NPOTAroM 3-ro TUXKHS aKTUBHOTO fiKyBaHHS, TO6TO 3 15-r0 no 21-1 AeHb LMKy NpuinoMy TabneTok.
HeobxigHO po3rnsiHyTM MOXNUBICTb 3aCTOCYBaHHSA KOHTpauenTMBHUX NpenapartiB, WO He
nepen6ayatoTb TWXKHA 6e3 npunomy TabneTtok sik Tepanii neploi MiHil (Hanpuknag, NocTiHUA
NPUIOM rOPMOHaINbHUX KOHTPaLeNnTUBIB abo HeropmMoHarnbHi MeToau; auB. po3ainu «B3aemogis 3
iHLUMMM NiKapCbKUMK 3acobamum Ta iHLWi Buan B3aemogdin» Ta « OcobrnmBoCTi 3aCTOCYBaHHA» ).
[punuHeHHs npulioMy e0pMOHa/lbHUX KOHMpauenmusie nauieHmamu, SKi exe npulmarmb

Tabnuua 3
[iTv BiKOM Big 2 [0 12 poKiB: pekomeHaoBaHa cxema NikyBaHHs eninencii (3aranbHa gobosa fosa 'y
Mr/kr Macu Tina/goby)*

Cxema nikyBaHHs1 1-n+2-n | 3-n+4-n 3BuyariHa nigTpMmytoda gosa

TUKHI TUDKHI
MoHoTepanis TMnosux 0,3 mr/kr/ 0,6 mr/ | 1-15 mr/kr/goby (1 abo 2 npuitomu
abcaHcis no0y Kr/poby | Ha goby).
(1 a6o 2 (1abo2 |Ona pocArHeHHs MNiATPUMYOYOT

NpuAoMK Ha | NPUAOMU | noaun Ti cnig 36inbLUyBaTU MakCUMyMm

Ao6Y) Ha [o6Y) |ya 0,6 Mr/kr/noby* koxHi 1 abo 2
TWKHI 10 [OCATHEHHS OnTUMarnbHOT
BiAMOBIAj, MakcMmarbHa NigTprumyoya
[osa — 200 mr/goBy.

nidmpumyroydi do3u namompudxuHy i HE nputimaroms npenapamu, Wio iHOYKYmMb 2/1t0KYPOHI3auito
1aMompudXuHy

MiaTpymytody 03y NamoTPUIKUHY B GinbLIOCTi BUNagkiBs HeobxigHo 3meHwnTn Ha 50 % (amB.
po3ainu «B3aemogia 3 iHWnMK nikapcbknmn 3acobamu Ta iHWi BUAM B3aemogin» 1a «OcobnmneocTi
3acToCyBaHHA»). PekoMeHAyeTbCA MOCTYMNOBO 3HMXyBaTWM [0OOBY [03y NaMOTPUIAXKWMHY Ha
50-100 mr woTmkHs (He BinbLue 25 % Big 3aranbHOT 40GOBOT 403U HA TMXKAEHB) MPOTATOM 3 TUXKHIB,
SIKLLIO He iCHYE iHLLMX NOKa3aHb Ha NiACcTaBi iHAMBIAYanbHOI KNiHIYHOT BiANOBIA).

BumiproBaHHAM KOHLEHTpaLii NTamMOTPUIKUHY B CMPOBATLI KPOBI A0 i Nicns no4aTky 3acTocyBaHHSA
rOPMOHasbHUX KOHTPaLENnTMBIB MOXHa MiATBEPAUTH, WO Oa3oBa KOHLEHTPALis NamOTPUIKUHY
niaTPUMYETbCA. Y XKIHOK, K 6axkalTb NPUNUHUTM NPUAOM FOPMOHAaNbHUX KOHTpauenTuBiB, Lo
nepepbavatote 1 TWXKOEHb HEaKTMBHOrO nikyBaHHA (TwkaeHb 0e3 3acTocyBaHHA Tabnertok),
KOHTPOIb PiBHSI TaMOTPUAXMHY B CMPOBATLLi KPOBI Cri NPOBOAUTU MPOTATOM 3-10 TMXKHSA aKTUBHOTO
nikyBaHHsi, TO6TO 3 15-ro no 21-in AeHb UMKy npuiiomy TabneTok. 3pasku Anst OUiHKU PiBHS
NaMoTPUAXKMHY MiCNs NOCTIMHOIO MPUMUHEHHS MPUOMY KOHTPaLENTUBY He cnif 36upatu NpoTsaroM
NepLUOro TWXXHA NiCNS NPUNUHEHHSA NOTO NPUOMY.

[Noyamok meparnii namompudXUHOM Yy XIHOK, SIKi 8xke npuliMaromb 20pMOHalIbHI KOHMpauenmueu

HopnaTkoBa Tepanif i3 3acTocyBaHHAM Banbnpoarty (iHribiTopa rnioKypoHi3aLii naMoTpUmKmHY,
AuB. po3ain «B3aemogis 3 iHWKMMKM nikapcbknmy 3acobamu Ta iHLWi BUAM B3aEMOAin»)

Lis cxema nikyBaHHs 0,15 mr/kr/ | 0,3 mr/kr/ | 1=5 mr/kr/go6y (1 abo 2 npuiomu
nepepbavae 3acTocyBaHHSA noby noby | Ha gooy).

BanbnpoaTy, He3Ba)kalun Ha (1 npuiom | (1 npuriom |ONa OOCATHEHHA NiIATPUMYOYOT
3aCTOCYBaAHHS iHLUMX CYMYyTHIX Ha 0oby) | Ha goby) |Ao3w Ti cnif 36inbLuyBaTM MakcMMym
nikapcbkux 3acobis Ha 0,3 wmr/kr/goby* koxHi 1 abo 2
TWKHI OO [OOCArHEeHHs OnTUMarbHOT
BiAMOBIAj, MakcMmarbHa NiaTpumytoya
nosa — 200 mr/go6y.

HopnatkoBa Tepanis 6e3 3acTocyBaHHA Banbnpoarty Ta i3 3aCTOCYBaHHAM iHAYKTOPIB
rMoKypoHi3auii naMoTpuaxuHy (AmB. po3gin «Bsaemogis 3 iHWMMKM nikapcbknmn 3acobamm
Ta iHWi BUAM B3aEMOAINY).

Lia cxema nikyBaHHS He 0,6 mr/kr/ | 1,2 mr/kr/ |5 — 15 mr/kr/poby

nepenbavae 3acToCyBaHHS noby [oby (2 | (1 abo 2 npuiiomn).

BanbnpoarTy, ane (2 npuriomu) | npuriomu) | Ansg 4OCArHEHHS NIATPUMYIOYOT
nepenbavae 3acTocyBaHHS [o3u 1T cnig, 36inbLiyBaTM MakcMmym
PEHIHTOIHY, kapbGamaseniHy, Ha 1,2 mr/kr/poby* koxHi 1 abo 2
eHobapbitany, NpUMILOoHY, TUXHI O JOCATHEHHS ONTUMarnbHOI
pudamniyunHy, noniHasipy/ BigNOBIAi, MakcumanbsHa
puUTOHaBipy nigTpumytoya gosa — 400 mr/goby.

HopaTkoBa Tepanisa 6e3 3acTocyBaHHA BanbnpoaTy Ta iHAYKTOPiB rnoKypoHisauif
NaMoOTPUAXUHY (OMB. po3ain «B3aemogisa 3 iHWuMK nikapcbkumu 3acobamu Ta iHWi BUan
B3aEMOZiln»)

Lla cxema nikyBaHHs1 0,3 mr/kr/ 0,6 mr/ | 1-10 mr/kr/goby

nepepbavae 3acTocyBaHHSA noby kr/moby | (1 abo 2 npuiiomm).

iHLIMX nikapCcbkux 3acobis, (1 abo 2 (1abo 2 |Ons [OCATHEHHA NiATPUMYKYOT
SIKi HE YNHSATb 3HAYHOrO NpUNOMK) | NpUAoMK) | noau ii cnig 36inbLIyBaT MakCUMyM
iHriGiTopHOro abo iHAYKTOpHOTo Ha 0,6 Mr/kr/igoby* koxHi 1 abo 2
BMNIMBY Ha MITIOKYPOHI3aLito TWKHI [0 AOCArHEHHS ONTUMAarbHOT
NamMOTPUMKNHY BiAMOBIAi, MakcUMarnbHa MiATPUMYIO4a
po3sa — 200 mr/goby.

MauieHTam, ski NnpuiMaloTb Nikapcbki 3acobu 3 HEeBIAOMWUM BNANBOM Ha (hapMakoKiHETUKY
NnamoTpumKuHy (AMB. po3gin «Bsaemogia 3 iHWKMMKU nikapCbknMu 3acobamu Ta iHWi BMAK
B3aeMOZiN»), Crig 3acTOCOBYBaATM CXeMy NiKyBaHHS, sika peKOMeHOYETbCA AN 04HOYaCHOro
3aCTOCYBaHHA NaMOTPULXMHY Ta BanbnpoarTy.

Akwo pospaxyHkoBa Ao03a y NauieHTiB, AKi NPUAMaloTb Banbnpoart, CTaHOBUTb MeHLwe 1 Mr,

I'IpVIVIMaTI/I NaMOTPUOXNH HE PEKOMEHOYETbLCA.

*#AKLI0 po3paxyHKoBa [03a NamMOTPUAXKMHY MeHLUe 25 Mr, cnif 3acToCoByBaTW NpenapaTtyt NamMoTpUaXUHY
3 MOXINMBICTHO TAKOrO [J03yBaHHS.

[ins 3abe3neveHHs NiATPMMaHHSA TepaneBTUYHOT [,03K HEOOXiAHO KOHTPOMoBaTK Macy Tina AUTUHU
Ta 3miHIOBaTV 03y B pa3i 3MiHM Macy Tina. Llinkom iMoBipHO, L0 nauieHTy BikoM Bif 2 [0 6 pokiB
notpebyoTb NIATPUMYHOHOT 003K, SIKa HabMMXaETbCA OO0 BEPXHbOI MeXi pPekoMeHOOBaHoro
gianasoHy.
AKWOo eninenTUYHUIA KOHTPOMb AOCAraeTbCA 3a OOMOMOrOK [0AAaTKOBOI Tepanii, 3acTOCyBaHHS
cynyTHix MNEM MoXxHa BiAMIHUTY Ta NPOAOBXMUTN MOHOTEPaNIto NaMOTPUIKNHY.
Litn BikoM 10 2 pokiB
OaHi wono edekTMBHOCTI Ta 6e3nekn 3acTocyBaHHS NaMOTPWIDKUHY ANs AOAATKoBOI Tepanii
napuianbHuMx Hanagie y Aiten Bikom Big 1 micAus go 2 pokiB (ave. posgin «OcobnueocTi
3aCTOCYBaHHsi») obmexeHi. [JaHi Woao 3acTocyBaHHS NamMOTPUMKUHY AiTsM BikoM 4o 1 micaus
BiACYTHi. TOMy NaMOTPUAXMH He PeKOMeHOY€ETbCA ANs 3aCTOCyBaHHA AITAM BikOM A0 2 pokiB. AKLO
Ha niacTaBi KNiHIYHOT NOTPEOW NPUIAHATO PILLEHHS Woao Tepanii NaMmoTpUaXMHOM, OUB. PO34inu
«®apmakonoriyHi BnactmeocTi» Ta « OCOBNMBOCTI 3aCTOCYBaHHS».
binonspHul posnad
PekoMeHaoBaHe 36inblUeHHS 403K Ta NigTPUMYHYI 03K Anst 4OPOCNMX BiKOM Bif 18 pokiB HaBeaeHi
B Tabnumusax Hkve. Cxema nepexony Bkroyae 36inbLUeHHs 031 NaMOTPUIKUHY A0 MiATPUMYYOT
cTabinisauifiHoi 403K NPOTAroM 6 TWXHIB (AMB. Tabnuuto 4), Nicns Yoro iHLWi NCUXOTPOMHI Ta/abo
MEMN moxyTb ByTK BigMiHEHI y pasi kniHIYHOT AouinbHOCTI (AMB. Tabnuuto 5). Cxemu KopuryBaHHsi
0031 nicnsa 4OAaTKOBOro NPU3HAYeHHs iHLWMX MCUXOTPOMHMX Nikapcbknx 3acobi Ta/abo MMENM
HaBefeHo y Tabnuui 6. Yepes pu3nk po3BUTKYy BUCUMaHb NMovaTkoBa Ao3a Ta TeMn noAarnbLUoro
niaBULLEHHS 403U He cnif nepeBuLLyBaTy (AnB. po3ain « OcobnmnBoCTi 3aCTOCYBaHHS»).

Tabnuus 4
Oopocni (Bikom Big 18 pokiB): pekomeHaoBaHa cxeMa 30iMblUeHHS [03M A0 AOCHATHEHHSA
nigTpumytoyoi ctabinizauinHoi 4o60BOT 403K NpU MiKyBaHHI B6inonspHUX po3naais
1-n + 2-in 3-n+4-i 5-in LlinboBa crabinisauinHa

TUXKHI TUXKHI TUXOEHb [o3sa (6-1 TKaeHb)*

MoHoTepania namoTpuaKkMHOM abo AoaaTkoBa Tepanisi 6e3 3acTocyBaHHA Banbnpoary Ta
iHAYKTOpIB rMIOKYpOHi3aLil naMoTPUMKUHY (OVB. po3ain «B3aemogis 3 iHWKMKM nikapcbknuMmmn
3acobamMu Ta iHLLi BUAN B3AEMOZIN»)
Lla cxema nikyBaHHs 25 mr/poby |50 mr/go6y | 100 mr/ | 200 mr/goby — 3BuyariHa
nepepbavae 3actocyBaHHs | (1 npuiiom) | (1 abo 2 noby uinboBa go3a ans
iHLWIMX Nikapcbknx 3acobis, npunomun) | (1 abo 2 |oTpMMaHHS ONTUMANbHOT
AKi He NPOSIBNATb npunomu) | Bignoeigi (1 abo 2
3HAYHOrO iHriBITOPHOro npumnomm).
abo iHOYKTOpPHOro BNvBY Y KniHIYHUX OOCHiOXEeHHAX
Ha rnIoKypoHi3aLito 3acToCcoBYyBanvcs 4o3n B
NaMOTPULKUHY . nianasoHi
100-400 mr/goby.
HopaTtkoBa Tepanis i3 3acTocyBaHHAAM Barnbnpoarty (iHribiTop rmoKypoHisaLlii TamMoTpuakuHy —
OMB. po3ain «B3aemopis 3 iHWWMKM nikapcbknMy 3acobamu Ta iHLWi BUAM B3AEMOZAIN»)
Lisi cxema nikyBaHHs 12,5 mr/poby | 25 mr/goby | 50 mr/goby | 100 mr/goby — 3BuyariHa
nepenbavae 3actocyBaHHsa | (no 25 mr | (1 npuitom)| (1 abo 2 |uinboBa Aosa Ans
BanbnpoaTy, He3Baxalun |4vepes AeHb) NPUMNOMKN) | OTPUMAHHS ONTUMarbHOT
Ha 3aCTOCYBaHHS iHLLINX BignoBiai
CYNyTHIX NiKapCcbknx (1 abo 2 npuiiomn).
3acobiB MoxHa 3acTocoByBaTh
mMakcumanbsHy o3y 200 mr/
[oby 3anexHo Big KNiHiYHOT
BiOgnoBiAi.
HopnatkoBa Tepanisi 6e3 3acTocyBaHHA BanbnpoaTy Ta i3 3aCTOCYyBaHHAM iHAYKTOpiB
rMIOKYPOHi3aLii naMoTpUAXUHY (AMB. po3din «B3aemogis 3 iHWMMKU nikapcbkumn 3acobamu
Ta iHWi BUAM B3aEMOAIN»)
Lisi cxema nikyBaHHs He 50 mr/go6y | 100 mr/ 200 mr/ | 300 mr/pnoby Ha 6-my
nepenbavae 3actocyBaHHs | (1 npuiiom) [oby noby TUKHI, y pasi HeobXiaHOCTI
Banbnpoary, ane (2 npuiniomn)((2 Npuromu)| 3BnYainHa Linbosa fosa
nepepbavae 3acTocyBaHHSA 400 mr/poby 36inbLuyeTbest
deHiToiHy, kKapbamaseniHy, Ha 7-My TWXHi Ans
heHobapbitany, [OCArHEHHS onTUMansHol
NPUMIOHY, pudamniunHy, BignoBiai
noniHaeipy/puToHaBipy (2 npunomm)
MauieHTam, siki npuiimMatoTb fikapcbki 3acobu 3 HEBIAOMUM BMNIIMBOM Ha hapMaKkoKiHETUKY
namMoTpUAXuHY (AnB. po3ain «B3saemogis 3 iHWKMMK nikapcbkuMu 3acobamu Ta iHWi Buam
B3aEMOAIN»), cnig 3actocoByBaTU cxemy 30inblUeHHS 03U, SKa peKoMeHOYeTbCa Ans
OLHOYACHOro 3aCTOCYBaHHS NaMOTPUOXKMHY 3 BanbnpoaToM.

* LlinboBa cTabinisauiiHa 4o3a 3MiHIETLCSA 3anexHo Big KNiHiYHOT Bignosiai.

Cxema nikyBaHHs

Tabnuusa 5
Hopocni (Bikom Big 18 pokiB): nmigTpumytoda ctabiniszauinHa goboBa go3a nicns BigMiHM
3aCTOCYBaHHsI CynyTHiX Nikapcbkux 3acobiB AN NnikyBaHHs GinonspHUX po3nagis.
Micnst pocsrHeHHs HeoOXigHOT NiATPUMYHYOT CcTabini3auinHOT 403W iHLWI NCUXOTPOMHI NpenapaTu
MOXXYTb Oy TV BiAMIHEHI 3riAHO 3 HABEAEHUMU HXYE CXEMaMU.

Cxema nikyBaHHs [MoTo4yHa 1-1 TXKOEHb | 2-1 TUXKAEHD 3-1
cTabinisauiiHa | (no4nHaeTbCA TUWKOEHD
nosa 3 MPUNUHEHHS Ta gani*
NamMoTPUIXUHY npuiiomy)
(80 NpUNUHEHHS
npuomy)

MpunuHeHHA npuinomy Banbnpoary (iHribiTop rnoKypoHi3aLil naMoTpUAXMHY, AUB. PO3A4in
«B3aemogis 3 iHWrMKM nikapcbkumu 3acobamu Ta iHLWi BUAM B3aEMOAIN») 3aneXHO Big No4aTKoBOT
0031 NaMOTPUIKMHY

Y pasi NpunNnHeHHs1 3acToCyBaHHSA
Banbnpoaty cTabinisauinHy

100 mr/poby 200 mr/poby MigTpumyBaTtun gosy

200 mr/poby (2 npuitomm)

A03y Crif NoaBotoBaTy, He 200 mr/poby 300 mr/goby | 400 mr/poby | MigTpumy-

nepeBULLYYN PIBHA 30iMbLUEHHSA BaTu 403y

6inbL Hix Ha 100 Mr/TUXAEHD 400 mr/
Aoby

MpunMHeHHA NpMINOMyY iIHAYKTOPIB FMIOKYPOHi3aLii naMoTpuaxuHy (avB. po3ain «B3aaemopis
3 iHWKMMK NikapcbkUMK 3acobamu Ta iHWi BUAW B3aeMOIN» ) 3aneXHo Big no4yaTkoBol 403U
NamMoTPUIKNHY

Lls cxema nikyBaHHS BUKOPUCTO- 400 mr/poby 400 mr/goby | 300 mr/goby | 200 mr/

BYETLCH NPW NPUMMHEHHI MPUAOMY noby
(peHiToiHy, kapbamaseniHy, 300 mr/noby 300 mr/noby | 225 mr/noby | 150 mr/
deHobapbiTany, npumigoHy, JatelalY
pucbamniumHy, nonixasipy/ 200 mr/goby | 200 mr/aoby | 150 mr/ao6y | 100 mr/
puTOHaBIpY. noby

MpunuHeHHA NpUoMy NikapCbKuX 3aco6iB, siKi He BUSBNAIOTbL 3HAYHOrO iHriGiTOpHOro a6o
iHAYKTOPHOro BNIMBY Ha MHOKYPOHi3aLilo NamMoTpuaKuHy (ovB. po3ain «B3aaemogais 3 iHwummn
nikapcbkMMu 3acobamu Ta iHLi BUOW B3aEMOSiN»)

Lls cxema nikyBaHHA nepenbayae MigTpumyBaTy LiNboOBY A03Y, OTPUMaHy y pe3ynbTari
3aCTOCYBaHHS iHLLMX NiKapCbKNX 36inbLueHHs (200 mr/goby 3a 2 npuiiomu)
3aco06iB, Sk He NPOSABNATb (aianasoH o3 100—400 mr/noby)
3Ha4Horo iHribiTopHoro abo
iHOYKTOPHOro BNAMBY Ha
TTIOKYPOHi3aLito NaMOTPUIKNHY

[nsa nauieHTiB, AKi NpUAMaloTb Nikapcbki 3acobu 3 HEBIJOMUM BMIIMBOM Ha hapMakoKiHETUKY
namMoTpuaXuHy (ouB. po3ain «B3aemopgis 3 iHWUMKM NikapCcbkMMKU 3acobamu Ta iHWi BUAM
B3aEMO/AiN»), pekoMeHOoBaHa cxema fiKyBaHHS NnamMoTpUMXMHOM nepefbavae nodaTkoBe
NiATPUMaHHS MOTOYHOI 403M Ta nojanbluy KOPEKUi [03U NaMOTPUOXMHY 3anexHo Bif

KMiHiYHOI Bignosiai.

*'Y pasi HeobxigHOCTI 03y MOoXHa 36inbwmnTn 8o 400 mr/aoby.

Tabnuusa 6
Oopocni (Bikom Big 18 pokiB): kopekuiss 4060BOI 403U NpU OOAATKOBOMY MPU3HAYEHHI iHLIMX
npenapariB Ans nauieHTiB i3 6inonspHMMM posnagamu.
KniHiyHoro focBigy 3MiHV 03yBaHHA MaMOTPUIKUHY NPY MPU3HAYEHHI IHLLXX Npenaparis Hemae.
[MpoTe Ha OCHOBI AaHMX LLOAO B3aEMOLIi NikapCbkux 3acobiB, MOXYTb OyTW pekoMeHOOoBaHi Taki
cXemu.

Cxema nikyBaHHs1 [NoTo4Ha 1-n TMXKOEHb | 2-11 3-1n
crabinizauirita (MoYMHaeTbCs | TMXKOEHb | TUXKAEHb
ﬁgzzT(EgBoro 3 4OAaTKOBOrO Ta gani
NpU3HadeHHs) NpU3HaYeHHs)

[onaTkoBe Npu3HayYeHHA Banbnpoarty (iHribiTop rmoKypoHisauii NnaMoTpuaXuHy, AvB. po3ain
«B3aemogis 3 iHWMMK nikapcbknMmn 3acobamu Ta iHLLI BUAM B3aEMOAIN» ) 3aneXHO Bif No4aTKoBOI
0031 NaMOTPUXKMHY

Lito cxemy nikyBaHHSA cnig
3aCTOCOBYBATW y pasi 4OAaTKOBOroO

200 mr/poby 100 mr/goby | MigTpymyBaTtn o3y

100 mr/poby

npusHavYeHHa Banbnpoarty

. 300 mr/poby
He3arnexHo Bif 3acTocyBaHHA Gyab-

150 mr/poby MigTpymyBaTn o3y

150 mr/goby

SKUX CYNyTHIX Nikapcbknx 3acobis

400 mr/poby 200 mr/poby MiaTpumysaTtu uto

£o3y 200 mr/goby

MigBULWEHHS 403K NOBMHHO BigMnoBigaTn pekoMeHaauismM Woao cTaH4apTHOT 403W, HABEAeHUM Y
Tabnuusx.

[To4yamok i npunuHeHHs rpultioMy 20pMOHalbHUX KOHmpauenmuesie nauieHmamu, siKi exe
npulmaroms nidmpuMyoyi 003u 1aMompPUOXUHY, @ MakKoxX npuliMaroms iHOYKMopu aoKypoHizauil
N1aMOMpPUOXUHyY

KopuryBaHHs pekomeHa0BaHOT NiATPMMYY0T 403K NaMOTPUOXKMHY He € 0O0B'A3KOBUM.

OdHoYacHe 3acmocysaHHs 3 ama3aHasipom/pumoHasipom

KopwuryBaHHs pekoMeH40BaHOT 403U NTaMOTPUIKMHY B pasi Moro JodaBaHHA A0 iCHyro4oT Tepanii
aTasaHaBipoM/pUTOHABIPOM He € 0O0B'SI3KOBUM.

[MauieHTam, ski BXXe NpMiMaloTb NIATPUMYIOYY 403y NaMOTPUOKUHY Ta HE NPUAMatoThb iHOYKTOPIB
rMHOKYPOHi3aLii, B pa3i 4OAAaTKOBOro Npu3Ha4YeHHs atasaHaBipy/puToHaBipy Moxe OyTu noTpibHe
36inNbLUEHHsT 403U NaMOTPUOXKMHY, @ B pasi NPUNUHEHHSI NPUAOMY aTas3aHaBipy/puUToHaBipy — i
3MEHLLEHHS.

KoHTponb piBHS NamMOTPUOKUHY Y Nia3mi KpoBi Cnig, NPOBOAMTU A0 Ta NPOTAroM 2 TUXKHIB Nicnst
noyaTtky abo NpUNMHEHHS 3aCTOCYBaHHS aTa3aHaBipy/pUTOHaBIpY AN BU3HAYEHHS HEOOXigHOCTI
KOpUryBaHHs [03V NaMoTpumkuHy (OMB. po3din «Bsaemogis 3 iHWMMK nikapcbkumin 3acobamu Ta
iHLLi BMAW B3AEMOSIN» ).

O0HoYacHe 3acmocysaHHs 3 /10MiHagipoOM/pUMmMoHasipom

KopwuryBaHHA pekoMeHA0BaHOT [03W NaMOTPUKMHY B pasi Moro JodaBaHHsA [0 iCHyroYoT Tepanii
noniHasipoM/pnToHaBipoM He € 060B'A3KOBUM.

MauieHTam, ki BXe npuiAMatoTb NiATPMMYYI J03M NAaMOTPUIKMHY Ta HE NPUAMAaloTb iHAYKTOpU
rIOKYPOHi3aLii, Npu O0AAaTKOBOMY MpPU3HAYeHHi foniHaBipy/puTOHaBIpy Moxe 3HagobuTtucs
36iNbLUEHHSI O3U NaMOTPULXKMHY, a B pa3i NPUNMHEHHSI 3aCTOCYBaHHS noniHasipy/putoHasipy — ii
3MeHLUEeHHs. MOHITOPUHT NaMOTPUAKUHY B Mia3Mi KPOBI Criif MPOBOAMTY A0 i MPOTArOM 2-X TUMXKHIB
nicng noyatky abo NPUMMHEHHS 3acTOCYBaHHA MOMiHaBipy/puTOHAaBIpy AMS BU3HAYEHHSA
HeOoOXiQHOCTI KOPUryBaHHsi [O3M NaMOTPUOXMHY (AMB. po3ain «B3aemoais 3 iHWKMMK nikapcbkumm
3acobamu Ta iHLLi BUAM B3aeMoginy).

lMayieHmu nimHbo20 8iKy (8ikom 8i0 65 pokis)

KopuryBaHHs 003 npenapaTy BiANOBIOHO OO PEKOMEHOOBAaHOI CxeMu He € 0OO0B'I3KOBUM.
dapmakokiHeTMKa NamMoTPUAXWHY y LI BIKOBIW rpyni 3Ha4YHO He Bigpi3HAETbCA BiA
dapMaKoKiHETVKM y AOPOCMX NaLieHTiB BikoM 40 65 pokiB (anB. po3ain « PapmakoKiHeTKa» ).
Hupkoea HedocmamHicmb

Mpun 3acTocyBaHHi NAaMOTPUAXKMHY NaLieHTaM i3 HUPKOBOK HEAOCTATHICTIO Cnid AOTPUMYBaTUCh
obepexHocTi. [Ina nauieHTiB i3 TepMiHanbHOK CTafield HUPKOBOT HEJOCTAaTHOCTI MOYaTKOBY 403y
NamoTpUAXWHY BCTAHOBMIOBATM BIiAMOBIAHO OO0 MPM3HAYEHMX CYMYTHIX nikapcbkux 3acobis;
3MEHLLEHHS MiATPUMYYOT 403U MOXe ByTV edDeKTUBHMM ANs NaLieHTIB 3i 3HaYHMMM NOPYLUEHHAMM
dyHKUIT HUPOK (AMB. po3ainu «PapmakokiHeTKa» Ta « OCOBNMBOCTI 3aCTOCYBaHHS» ).

lMeyiHkosa HeOocmamHicmb

MouaTtkoBy, 3pocTatoyy i NigTPUMYHYY 403K chig 3MEeHWMTU NpubnusHo Ha 50 % nauieHTam i3
nomipHuM (cTyniHb B 3a knacudikauieto Yannga-'vo) Ta Ha 75 % nauieHTam i3 Tsxxkum (cTyniHb C 3a
knacudikauieto Yannga-'to) ctyneHem neyviHKoBOT He[oCTaTHOCTI. 3pocTatody i niaTprMMyody 403K
NoTPiBGHO KOPUryBaTK 3aNEXHO Bif KMiHiYHOT BignoBiai (AnB. po3ain «®apmakokiHeTuka ).

Hdimu.

[is namMoTpUIKMHY SIK MOHOTepanii Ansa NikyBaHHS AiTel Bikom 40 2 pokiB abo fgoaaTkosoi Tepanii
ON4 nikyBaHHA aiten Bikom 4o 1 Micsius He BUBYanach. EpekTmBHICTb Ta 6e3neka naMoTpuaxXuHy sk
[oaaTtkoBoi Tepanii napuianbHUX HanagiB y Aiten Bikom Big 1 micausa [o 2 pokiB He BCTaHOBIEHI.
Tomy npenapar He peKOMeHAYETbCA 3aCTOCOBYBATM OiTAM L€l BIKOBOI KaTeropii.

JlTaMOTPUIKMH HE NoKa3aHU Ans 3aCToCyBaHHSA AiTaM (BikoM 4o 18 pokiB) 3 6inonsipHMM po3nagom
yepes Te, Lo edheKTMBHICTb Npenaparty He Byrno BCTAHOBIEHO Ta Yy 3B'A3KY 3 MiABULLEHUM PU3MKOM
BUHUKHEHHS CyiLumaanbHUX Hamipis (AnBs. po3ain « OcobnmBOCTi 3aCTOCYBaHHS»).

lMepedosyeaHHsi.

CvMNTOMM Ta 03HaKK

€ noBigOMNEHHS MPO BUNAAKU rocTporo nepefosyBaHHst (npw npuiioMi fos, wo y 10-20 pasis
nepeBuLLyBany MakCMMarbHi TepaneBTUYHI [03M), BKIOYaloun netaneHi Bunagku. Cumntomamm
nepeno3yBaHHA Oynu aTtakcis, HicTarm, MOpYLUEHHsI CBIAOMOCTI, BeNuKi eninenTuyHi Hanagn Ta
koMa. Takox y nauieHTiB i3 nepeno3yBaHHSAM criocTepirany nogoBXeHHs iHTepBany QRS Ha
enekTpokapgiorpami (3aTpvMka BHYTPILLHbOLLYHOYKOBOI NPOBIAHOCTI) i MOQOBXEHHS iHTepBany
QT. Po3wwupeHHs komnnekcy QRS go binbLue Hix 100 mcek moxe 6yTn nos'sa3aHe 3 BinbLU TSHKKOO
TOKCUYHICTIO.

JlikyBaHHA

Y pasi nepeposyBaHHsS nalieHTa HeobxigHO rocnitanisyBatu Ons NpOBEAEHHsT BignoBiaHOI
niaTpumytodoi Tepanii. MoTpibHO 3acTocyBaTy Tepanito, HanpaBneHy Ha 3HWKeHHS abcopbuil
(akTBOBaHe Byrinns), SKWo ue HeobxigHo. MoganbLue nikyBaHHS cnig NpoBOAMTY BigMNoOBIgHO A0
KNiHIYHMX NokasaHb, 6epy4n 00 yBary NOTEHUIVMHWIA BNNB HA cepueBy NPOBIOHICTb (AMB. po3gin
«OcobnnBOCTi 3acToCyBaHHA»). BMKOpUCTaHHA BHYTPILUHBOBEHHOT MinigHOI Tepanii MoXxHa
PO3MMsHYTU ANS NiKyBaHHA Kap4iOTOKCUYHOCTI, ika HeloCTaTHbO pearye Ha GikapboHaT HaTpito.
Hemae pocBigy 3actocyBaHHsi reMogianiay Ans fikyBaHHA nepefo3yBaHHs. Y wecTn 4obpoBonbLiB
i3 HUPKOBO HepocTaTHICTIO 20 % NaMoTpuaXnHy 6yno BUBEAEHO 3 OpraHiaMy nig Yac 4-roguHHOro
ceaHcy remogianiay (ame. po3ain « ®apmakonorivHi BNacTUBOCTI»).

IMo6iyHi peakuyir.

Mo6iyHi peakuii Ans nokasaHb A0 NiKyBaHHSA eninencii Ta 6inonapHyX po3nagis, WO I'PyHTYIOTECS Ha
HasiIBHUX OAHWX KOHTPOMbOBAHWX KNiHIYHWUX OOCMiAXEHb Ta iHLIOro KMiHIYHOro AocBiAy, 3a3HaveHi
HWx4e. YacToTHi kaTeropii OoTpuMMaHi y npoueci KOHTPONbOBaHWUX KNiHIYHUX AOCNIOXEeHb
(MoHoTepanii eninencii (no3HayeHi gk 1) Ta 6inonspHoro posnagy (No3HayeHi Ak §)). AKLWo YacToTHI
KaTeropii 3a KniHiYHUMKU JaHMMK JocnigkeHb eninencii Ta 6inonsapHoOro posnagy BiApi3HAKTLCS,
3aCTOCOBYETLCS HaMHWMX4Ya YacToTa. 3a BiACYTHOCTI aHWNX KOHTPONbOBaHMX KNiHIYHUX JOCAIAXEHD
YacCTOTHi KaTeropii 6ynn oTpMMaHi 3 iHLIOrO KNiHIYHOro OCBIAY.

[nsi OUiHKN YaCcTOTN BUHMKHEHHS NOBIYHMX Al BAKOPUCTOBYBAanach Taka krnacudikawisi: 4y»e 4acTto
(= 1/10), yacto (= 1/100 go < 1/10), HeuacTo (= 1/1000 go < 1/100), piako (= 1/10 000 go < 1/1000),
ayxe pigko (< 1/10 000), yactoTa HeBigoMa (HEMOXIMBO OLIHWUTY 32 HASABHUMYW JAaHUMW).

3 60Ky wKipu ma MidWKIPHOI KMiMKO8UHU: QyXe 4acTo — LKIpHi Bucnnn®™S; HeyacTo — anonelis,
peakuii poToYyTNMBOCTI; Piako — cuHApoM CTiseHca—[xoHCOHa®; dyXe piAKO — TOKCWUYHWI
enigepManbHUA HEKPOri3, peakuiss Ha Nikapcbki 3acobu 3 €03UHOMINIE Ta CUCTEMHUMMU
nposisamir’.

3 60Ky cucmemu Kposi i niMgbamuyHOi cucmemu: QyXe PiaKo — reMaTomnoriuHi BigxuneHHs' (Lo
BKIIOYAOTb HEWTPONEHIIO, NENKOMNEHIo, aHeMito, TPOMBOLIMTONEHI0, NAHLUMTOMEHIID, annacTUuydHy
aHeMmilo Ta arpaHynouuTos), remodaroumTapHuin nimdorictiountos (aue. po3agin «OcobnmeocTi
3acTOCYBaHHAY); YacToTa HesifoMa — nimdaaeHonatia', ncesgonimboma.

3 60Ky iMyHHOI cucmeMu: OyXe piOKO — CUHAPOM rinepyyTnMBOCTI’, BKMIOYAOYM rapsuKy,
nimdpageHonarito, Habpsk obnuyysa, MopylweHHs 3 GOKy MedviHKku Ta KpoBi, AMCeMiHOBaHe
BHYTPILUHbOCYANHHE 3ropTaHHS KPOBi Ta MnoniopraHHy HeAoCTaTHICTb; YacToTa HeBigoMa —
rinoramarnobyniHemis.

3 60Ky ncuxiku: 4acTo — arpecuBHICTb, APATIBMAMBICTb; AyXe piako — TuKM (MOTOpHi Ta/abo
(POHETUYHI TUKW), rantounHauii Ta CnnyTaHicTb CBIQOMOCTI; YacToTa HeBigoma — XaxmuBei
CHOBWAIHHSA.

3 60Ky Hepgoeoi cucmemu: [OyXe 4acTo — rOfloBHUI Binb’; 4acTo — COHMMBICTL', GE3COHHS,
3anamopoYeHHs ™, TpeMop', TPUBOXKHMIA cTaH’; HeYacTo — aTakcisi'; piako — Hictarm', acenTUYHUI
MEHIHrT (auB. po3ain «OcobnMBOCTi 3aCTOCYBaHHNA»); OyXe PiAKO — HECTIVKICTb, po3nagn pyxy,
3arocTpeHHs xBopobu MapkiHcoHa®, ekcTpanipamigHi edekTu, xopeoaTteTos', 36inbLIeHHsS YacToTy
Hanagis.

3 60Ky OpaaHie 30py: HEYacTo — ANMMONIS', HEYITKICTb 30py"; PIAKO — KOH'IOHKTUBIT.

3 60Ky WIYHKOBO-KULWIKOBO20 Mpakmy: 4acTo —HyaoTa', brirosaHHs', aiapest', cyxicTb y poTi,

3 6oky esenamobiniapHoi cucmemu: Oyxe piako — NIABULLEHHSI MOKa3HWKIB (DYHKLiOHaNbHUX
NeYiHKOBUX TECTIB, MOPYLUEHHS PYHKLi neviHku®, neviHkoBa HegoOCTaTHICTb.

3 60Ky HUpoKk ma ce4osudinbHOI cucmemu: YacToTa HeBigoma — TyBynoiHTepcTuLianbHU HedpwT,
CYHOPOM TyOYnoiHTEPCTULaNbHOIrO HedppuTy 3 yBEITOM.

3 60Ky OMOPHO-PYX080I CUCMeMU ma Crofy4YHOI MKaHUHU: YacTo — apTpanris’; dyxe piako —
BOBYaKOMOAiGHI peakwji.

3azarnbHi MopyweHHs: 4acTo — CTOMMoBaHicTb', 6ink®, 6inb y cnnHi®.

Onuc okpemumx NOGIYHMX peaKLLin

' FemaTonoriyHi BigxuneHHs Ta nimcpogeHonatis MoxyTb ByTK siK NOB'A3aHi, Tak i He nNoB'a3aHi 3
peakuieto Ha nikapcbki 3acobu 3 eo3mHodinieto Ta cucteMHnmy nposisamv (DRESS) 4m cuHagpomom
rinepyyTnueocTi (gue. po3ain «OcobnueBocTi 3acTtocyBaHHs» Ta «Po3nagm 3 GOKy iMyHHOI
CUCTEMMY).

? TakoX NOBIAOMMANOCS NPO BUCMM SIK YaCTUHY LIbOro CUHAPOMY, Takox sigomoro sk DRESS. Llen
CTaH CynpOBOAXYBaBCH PI3HOMAHITHUMU CUCTEMHMMW CUMMNTOMAaMM, BKIOYAKOYM rapsiyuky,
nimcpageHonarito, Habpsak obnuYYsA, BIOXWNEHHS Yy napameTpax KpoBi Ta MOPYLUEHHSA OyHKLii
neviHkM Ta HUMpoK. CMHAPOM MOXe MaTWu Pi3Hi CTyneHi TSXKKOCTI Ta Yy PiAKMX BuUNagkax Moxe
npu3BOANTM A0 AWCEMIHOBAHOIO BHYTPILHLOCYOWHHOrO 3ropTaHHSA KpOBi Ta MoniopraHHol
HefgocTaTHOCTI. BaxnvBo BiA3Ha4MTK, WO paHHi 03HAKK rinepyyTNMBOCTI (Hanpuknag, rapsyka ta
nimdoageHonaTis) MOXyTb 3'ABNATUCA HABITb 3a BiACYTHOCTI LUKIPHOIO BUCKNY. 3a HAsiBHOCTI Taknx
CMMMNTOMIB NavujieHTa cnig HeraHo OBCTEXNTY Ta, 3a BiACYTHOCTI iHLUNX NPUYKWH, BIAMIHUTY NPUIAOM
NaMoTPULXKMHY.

° Lli peakujii cnocTepiranucst B KNiHivHiA NpakTyLL NPy iHWWX KIiHIYHWX cTaHax.

Byno Big3HayveHo, WO NamMoTpUOXKMH MOXe MOripLlyBaTV CUMNTOMM NAPKIHCOHI3MY B MaLUieHTIB i3
xBopoboto [NapkiHCOHa, Ta OKpeMi NOBIAOMIEHHSA NPO ekcTpanipaMigHi edpekT Ta xopeoaTeTos y
nauieHTiB 6e3 Liboro cTaHy.

* MopyLueHHs dyHKLIT NeYiHKK1 3a3BMYaii acoLiloeTLCS 3 PeaKLisMM rinepyyTNMBOCTI, ane onucaHi
oKpeMi BUnaaku 6e3 BupaxeHnx CUMMTOMIB rinepyyTIMBOCTI.

° Y KNiHIYHUX JOCTIIKEHHAX cepe/l A0POCMX LLKIPHUI BUCUN crnocTepirascst y 8—12 % naujieHTis, Lo
npuMann NnamoTpuaxuH, Ta 'y 5-6 % nauieHTis, Wwo npuimanu nnauebo. Bucun 6y npnynHoto
BiAMiHM npenapaTy B 2 % nauieHTiB. LUKipHMA BMCMN MaB Makyno-nanynbO3HWUI Xapaktep,
HamyacTile BMHMKAB NPOTArOM BOCbMM TWXKHIB Bifl MOYaTKy MiKyBaHHS Ta 3HMKaB Nicnsi BigMiHW
namoTpuaxuHy (ave. po3gin «OcobnmBoCTi 3acTocyBaHHsA»). OBIAOMNSANOCS NPO BUHWMKHEHHS
TSKKMX MOTEHUIMHO Hebe3neyHux ANA XUTTA LWKIPHUX peakuiid, BKIYayu CUHAPOM
CriBeHca—[I)kOHCOHa, TOKCUYHUI enigepmanbHuii Hekponi3 (cuHgpom Jlaenna) Ta peakuito Ha
nikapcbki 3acobu 3 eo3nHodinieto Ta cuctemHumn nposisamu (DRESS). Xouva 6inbLiicTe nauieHTis
nicns BiAMIHWM NaMOTPUOXMHY OOYXKYIOTb, Y A€AKUX NALIEHTIB 3anvLuaoTbCsl HE3BOPOTHI pyoui; y
pigkicHMX Bunagkax Ui CMHAPOMW npu3Boaunu o cmepTi (auB. po3gin «OcobnuBocTi
3aCTOCYyBaHHSA»).

3aranbHuii pU3nK BUHUKHEHHS LLKIPHOTO BUCKNY, BOYEBWAb, TICHO NOB'A3aHWUI i3:

- BMCOKMMW MOYaTKOBMMMW [03aMW NaMOTPUOXMHY Ta MepeBULLEHHSIM pPeKOMeHOO0BaHO! cxemu
30inbLUEHH:A 403V Npy Tepanii TaMoTpUaKMHOM (AuB. po3ain « Cnocib 3acTocyBaHHA Ta 403U );

- 0QHOYACHVM 3aCTOCYBaHHSIM Banbnpoary (AuB. po3ain «Cnocib 3acTocyBaHHS Ta 403Ky ).

Takox MOBIAOMIIANOCH, WO LWKIPHUA BUCUN € YaCTUHOK CUHOPOMY rinepyyTNUBOCTI, SKUN
CYNPOBOMKYETHCA PIZHOMAHITHAMU CUCTEMHMMU cuMnToMamu (auB. «Posnaam 3 60Ky iMyHHOT
cucTeMU»).

ICHYIOTb MOBIAOMSIEHHS NPO 3HWKEHHSI MiHEPanbHOI LLINBHOCTI KICTKOBOI TKAHWHW, OCTEOMEHito,
OCTEeOonopo3 Ta NnepenomMun y nauieHTiB, Aki nepebyBatoTb Ha TpuBanin Tepanii NaMoTPULKMHOM.
MexaHi3M, 3a LOMOMOrot0 SIKOro NaMOTPUAKVH BINMBAE Ha KiICTKOBUIA MeTaboniaM, He BU3HaY€EHO.
MMoBigoMneHHs Npo nigo3proBaHi NobivHi peakLii

MoBigoMneHHs Npo NobiyvHi peakuii nicns peecTpauii nikapcbkoro 3acoby Mae BaxnnBe 3HaYEHHS.
Lle pae 3mory npoBOAWTU MOHITOPUHI CMiBBIAHOLIEHHS KOPUCTL/PU3MK MPU 3aCTOCYBaHHI LIbOro
nikapcbKkoro 3acoby. MegnyHum Ta dapmMaueBTUYHMM NpauiBHMKaM, a TakoX nauieHtam abo ix
3aKOHHMM NpeAcTaBHUKaM Crig NoBiAOMISATY MPO YCi BUNAaAKWU Nigo3ptoBaHMX NoGiYHMX peakuin Ta
BiJCYTHOCTI €heKTUBHOCTI NikapCbKoro 3acoby Yepe3 ABTOMATM30BaHy iHPOpMaLiiHy cuctemy 3
apmakoHarnagy 3a nocunanHam: https://aisf.dec.gov.ua.

TepmiH npudamHocmi.
3 poku.

YMoBwM 36epiraHHs.
36epiraTi B opuriHanbHil ynakoBLi npy TeMnepatypi He BuLe 25 °C.
306epiratv y He4OCTYNHOMY ANS 4iTEN MiCLL.

YnakoBka.
Mo 10 TabneTtoky GnicTepi. Mo 3 abo no 6 6ricTepis y KAPTOHHIN yNakoBLi.

Karteropis Bignycky.
3apeuenTom.

BupoGHuK.

KYCYM XEJNITXKEP MBT N14/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoaxeHHA BUPOOHMKa Ta agpeca MicuA NpoBafXeHHs MOro AisinbHOCTI.
CI-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisagi, OicT. Ansap (PagxactaH), IHgis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

[ata octaHHboro nepernsagy. 06.06.2024.
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