IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

APIJIEHTA/T
(ARILENTAL)

Cknag:

Aitoya peyosuHa: aripiprazole;

1 TabneTka micTuTb apuninpasony 10 mr a6o 15 wr;

JOMOMIDKHI  PevyoBMHK: Lentono3a MikpokpuctanivyHa (tvn  101); nakTo3a, MOHOrifpaT; KpoXMasb KyKYpYyA3sHWIA; TiApOKCUMNPONINLENtonosa; Lentonosa
MiKpokpucTaniyHa (tun 102); marHito cteapar.

JlikapcbKa hopma. Tabnetku.

OCHOBHI (pi3MKO-XiMiYHi BNacTUBOCTI:

ApineHTan, TabneTtku, no 10 mr, Ne 7'y 6nicTepi, 4 6nictepy B Nauyui: TabneTkm 6in10ro KoMbOPY, KancynonofioHi ABoonykni, 3 rpaBipyBaHHAM «10x» 3 04HOro 60Ky Ta
«ZL» 3 IHLOTO;

ApineHTan, Tabnetku, no 15 mr, Ne 7'y 6nictepi, 4 6nictepy B nayui: TabneTky 6in10ro Konbopy, KPyrni ABOONYK/I, 3 rpaBipyBaHHAM «15» 3 0HOro 60Ky Ta «ZL» 3
iHLWoOro.

dapmakoTepaneBTMyHa rpyna. 3acobu, WO [Ail0Tb Ha HepBOBY CUCTEMY. [cMXONenTUYHI 3aC00M. AHTUMNCUXOTUYHI 3ac06W. IHLWI aHTUNCUXOTMYHI 3aco6u.
Apvninpason.
Kog ATX NO5A X12.

dapmakosoriyHi BnacTmeoCTI.

PapmakognHamika.

MexaHi3Mm fii.

AHTUNCUXOTUYHWIA NpenapaT (HeponenTuk). MpunycKaroTb, WO TepaneBTUYHa Ais apuninpasony npu Wwr3ogpeHii Ta 6inonspHomy posnagi | Tuny 3ymoB/eHa
MOEAHAHHAM YaCTKOBOT aroHiCTUYHOT aKTMBHOCTI BIAHOCHO Dy-fodamiHoBMX i SHTA-CEPOTOHIHOBMX PELLEnTOPIB | aHTArOHICTUYHOK aKTUBHICTIO WOA0 SHToa-
CepOTOHIHOBUX PeLEenTopiB.

Apuvninpason mMae BUCOKY aiiHHICTb in vitro go Do- i D3-pgodamiHoBmx peuenTopis, SHTa- | SHToa-CEPOTOHIHOBUX peLenTopiB i MOMIPHY aiHHICTL A0 Dg-
podamiHoBuX, SHToc- | SHT4-cepoTOHIHOBYX, 01-8ApeHOPeLenTopiB i ricTaMiHOBUX Hq-peLenTopiB. Apuninpason XapakTepu3yeTbecs TaKoX MOMIPHOK aiHHICTHO
[0 LiNAHOK 3BOPOTHOTO 3aXOr/IEHHA CEPOTOHIHY i BIACYTHICTIO aiHHOCTI O MyCKapVMHOBMX PeLenTopiB.

B3aemogis 3 iHWMMK peuenTopamu, KpiM NiATUNIB 4odamiHy | CepOTOHIHY, MOXe NOACHIOBATY AesKi iHLLI KAIHIYHI epeKTn apuninpasony.

B ekcnepumeHTaNbHUX [OCMIMKEHHAX Ha TBapUHaxX apuninpason MposiB/fB aHTaroHi3M BIiJHOCHO [JOnamiHepriyHoi rinepakTMBHOCTI | aroHi3M BiZHOCHO
AonamiHeprivyHoi rinoakTMBHOCTI.

Apvninpason B go3ax Big 0,5 40 30 Mr 1 pa3 Ha 106y Y 3[0p0BVX A06POBO/bLLIB NPOTArOM 2 TVXKHIB MOKa3aB [40303a/1EXKHE 3HUKEHHS 3B’3yBaHHS 11C-paknonpuay,



niraHga Do/D3-peLenTopis, 3 XBOCTATUM A4POM i NYLUMWHO, BiAMOBIAHO 4O faHUX NO3UTPOHHO-EMICIAHOT TOMOTpadil.

PapmaKkoKiHe TuKa

BCMOKTYBaHHA

Micna npuitomy BcepeanHy apuninpason WBMAKO BCMOKTYETbCA 3i LIYHKOBO-KMLIKOBOrO TpakTy (LUKT). Cpax Y Nna3mi KpoBi JOCATaETheA Yepes 3-5 roauH.

Apuninpason 3a3Hae MiHIMaNbHOro rnpecucTemMHoOro Metaboniamy. A6Con0THa 6i040CTYMHICTL — 87%. MpuitoM XMPHOT DKI He BrMBae Ha (hapMaKOKIHETUKY
apwvninpasony.

Po3nogin i MeTaboniam

Apuninpason iHTEHCUBHO PO3MNOAINSETLCA Y TKaHWHAX, YsaBHUIA 06°em po3noginy (Vd) ctaHoBUTbL 4,9 N/Kr, L0 BKa3ye Ha BENMKWNIA eKCTPaBaCKyNSPHUIA PO3nogin.
Mpw TepaneBTUYHIN KOHUEHTpaLiT 6inbLlie 99 % apuninpasony i Aerigpoapuninpason 38°A3yeTbes 3 6ifikamy CMPOBaTKU KPOBi, FO/I0BHUM YUHOM 3 &/1bOYMiHOM.
IHTEHCMBHO MeTaboNi3yeTbCA Y NeYiHLi TpbOMa crnocobamu: AerifgpyBaHHAM, rigpokcuaoBaHHAM i N-aesankinysaHHAM. In vitro gerigpyBaHHs i FipoKCUI0BaHHS
apvninpasony BigoysaeTbecs Mig gieto izopepmeHTiB CY P3A4 i CY P2D6, a N-ae3ankinysaHHs — CY P3A4.

AKTUBHICTb ApifieHTany ro/loBHUM YNHOM 3YMOB/IEHA HAABHICTHO HE3MIHEHOIO apumninpasosny, Wo 3HaX0ANUTLCA Y CUCTEMHOMY KPOBOTOL.

Y piBHoBaxkHOMY cTaHi AUC ferigpoapuninpasony y nnasmi KpoBi ctaHoBUTb 6/1M3bKo 40 % AUC apuninpasony.

BuBefeHHA

CepepHiii nepiog HanissuBeseHHA (Tq/p) apuninpasony cTaHOBUTb 6/M3bKO 75 rofuH NpK BUCOKIN MeTabonisytouiii aktuBHocTi CYP2D6 i npnbnmsHo 146 rogvH
npy HW3bKin MeTabonisytodii aktusHocTi CY P2D6.

Micns ogHopa3oBoro npuitomy MiveHoro 14C apuninpasony npubnusHo 27 % i 60 % pafioakTUBHOCTI BM3HAYaETbCA B Cedi i Kani BignosigHo. MeHiwe 1 %
He3MiHEeHOro apumninpasosy BU3Ha4YaeTbesa B cedi i NprMoanM3Ho 18 % NpUHATOT 4031 Y HE3MIHEHOMY BUTALI BUBOAUTLCA 3 KasloM. 3araibHuUiA KnipeHe apuninpasony
CTaHOBUTb 0,7 MA/XB/KT, FOIOBHUM YMHOM 38 PaxyHOK BUBEAEHHS NEYiHKOH.

dapMaKOKIHETUKA B 0COBMBUX rpynax NaLiEHTIB.

4iTn

dapmakoKiHeTUKa apuninpasony i gerigpoapuninpasony y nauieHTiB Bikom Big 10 fo 17 pokiB 6yna aHanOrivyHOW Takid y AOPOCNMX MNIiCNs KoperyBaHHs 3a
Pi3HMLEI Y Maci Tina.

MauieH TV NiTHLOIO BiKY

BigMiHHOCTI MiXK (papMaKOKIHETUKOK apuninpasosny y 3[40p0BUX A0O6POBObLLIB NITHLOrO BiKy i MOMOAWMX NaLieHTIB BiACYTHI. BigcyTHI BMAMMI BiAMIHHOCTI Y
(hapMaKOKIHETWLI Cepes, pPi3HUX BIKOBMX TPy MaLieHTIB i3 LN30MPEHIED.

Ctatb

BigMiHHOCTI Mi>K (papMaKOKIHETMKOK apuninpasony y 340p0BUX YOJOBIKIB i XXIHOK BIACYTHI. TakoX He BUAB/IEHO BMAMBY CTaTi Ha (hapMaKOKIHETUKY apuninpasony
y MaLieHTIB i3 LWN30(MPEHIELO.

KypiHHs

PapmakoKiHETUYHA OLIHKa NONYNALIT He BUABMMIA K/TTHIYHO 3HAYYLLOrO BM/IMBY, NOB’A3aHOMO0 3 KYPIHHAM, Ha hapMaKOKIHETUKY apuninpasony.

Paca

dapmakoKiHETUYHA OLliHKa NONYNALIT He BUSBMMA KTIHIYHO 3HAaYYLLMX, NOB’A3aHMX i3 Pacok BiAMIHHOCTEN Yy (hapMaKOKIHEeTULI apuninpasony.

[opyLUEHHST (PYHKLIT HUPOK

Byno BusBeHO, L0 (hapMakKoKiHETUYHI XapaKTepuUCTUKIN apuninpasony i Aerigpoapuninpasosny OAHaKOBI AK Y MaLiEHTIB i3 THKKUMU 3aXBOPHOBAHHAMW HUPOK, TaK i
Yy MONOAMX 340P0BUX J06POBOSILLIB.

IMopyLUeHHSt PYHKLIT NeYiHKK




Y LOCNiMKEHHAX Y NauieHTIB i3 Lpo30M NediHKK pisHoro ctyneHs (knacu A, B i C 3a Yaiingom—I1°10) nicns ogHOpa3oBoro nNpuinomy apuninpasosly He BUSABIEHO
ICTOTHOrO BM/IMBY MOPYLUEHHS (DYHKUIT NeviHK/ Ha (hapMakOKIHETUKY apuninpasony i Aerigpoapuninpasony. Y 383Ky 3 6pakoM [JaHUX HEMOXX/MBO 3p06UTK
OCTaTO4Hi BUCHOBKM NPO MeTaboNivHy aKTMBHICTb Yy NaLieHTIB 3 4eKOMMNeHCOBaHUM LMpo30oM nediHku (knac C 3a Yaingom—I1’to).

KniHIYHI XapaKTePUCTUKM.

lNoka3aHHA.

JlikyBaHHS LLUN30QPEHIT Y LOPOCIUX.

JlikyBaHHS1 MaHiaKa/lbHUX €Mi30AiB CepeiHbOro Ta TSXKKOro CTyneHs npu 6inonsgpHoMy po3nagi | Tvny, a TakoxX Ans Npo@inakTUKM PO3BUTKY HOBUX MaHiaKa/lbHUX
eni3ofiB y AOPOC/NX, AKi paHiLle NepeHec/In MaHiakasibHi eni3oAu Ta AKi Bignosigasm Ha NikyBaHHSA apuninpasosom.

IMpoTnnoKasaHHA.
MigsuLLEHa YyTAMBICTb A0 apuninpasosny Ta 40 iHWMX KOMMOHEHTIB npenapary.

B3aemogisi 3 iHLLMMK NiKapcbKMMKM 3ac06amm Ta iHLLi BUAM B3aEMOZIN.
BHacnifok aHTaroHismy Ao 0-afpeHeprivyHyX peLenTopis apuninpason MoXe NoCUNI0BATU ePEKT LeAKMUX aHTUTINEPTEH3VBHUX NpenapaTis..

OckKiflbKM apuninpason BMvBaE Ha LeHTpabHy HepeoBy cuctemy (LHC), cnig foTpumyBaTUCh 06epeXHOCTI y pasi OfHOYaCHOro MpUIoOMYy askorono abo
npenaparis, L0 BNMBatOTb Ha LIHC, y 38’A3KYy 3 MOX/IMBUMM MEPEXPecHUMM HebaxkaHUMK peakLUisMu, Hanpuknag, cepauieto (AvB. po3ain «MobiyvHi peakyii»).
Cnip, 3 06epeXXHICTIO 3aCTOCOBYBaTW apuninpason y noejHaHHi 3 iHWMMK NiKapCbKUMKU 3ac06amMu, SKi NOAOBXYHTh iHTepBal QT abo NOpyLIYOTb N1eKTPONITHUN
6anaHc.

[MOTEeHUINHWI BNAVB iHWKX NiKAPCbKMX 3aC00iB Ha Ait0 apuninpasony.

He BMABEHO 3HAYyLLOro BRMBY 6/10kaTtopa Ho-rictaMiHOBUX PeLenTopiB (0amMOTUAMHY, L0 CMIPUYUHSAE 3HAYHE MPUTHIYEHHS CeKpeLil CONAHOI KUCMOTKU Y LUTYHKY,
Ha (hapMaKOKiHEeTMKY apuninpasony, He3BaXXarUm Ha 3HVXKEHHS LUBUAKOCTI BCMOKTYBaHHA apuninpasony.

Bigomi pi3Hi Wwnaxu metaboniamy apuninpasonly, y ToMmy uucni 3 yyactio pepmeHTiB CYP2D6 i CYP3A4, ane He depmeHTiB CYPLA. TakMM Y/MHOM, Kypuam
KoperyBsaTtu [i03y He NOoTPi6HO.

XiHignH Ta iHwWi iHri6itopmn CY P2D6.

Y 300p0oBuMX A06POBO/LLIB NOTY>XKHI iHri6iTopn CYP2D6 (XiHigunH) nigsuwysann AUC apuninpasony Ha 107 %, npu uboMy Cpgy 3anmwanaca HeamiHeHow. AUC |
Cmax ferigpoapuninpasony, akTMBHOro metabonity, 3HmKysaimca Ha 32 % i 47 % BignoBifHO. Y 3B’A3KYy 3 UMM HE0bXifHO 3MeHLyBaTn o3y ApifeHTtany

NPUGAN3HO B [1Ba pasun Npv NPU3HaYeHHi KOro 3 XiHigMHOM. IHWI NOTYXXHI iHri6iTopn CY P2D6, Taki K (hyOKCETUH | NapOKCETUH, IMOBIPHO, YNHATbL aHaNorivyHNIA
BMN/IMB, OTXKE, HEOOXiAHE NoAibHe 3HMKEHHS [03N.

KeTokoHason Ta iHWi iHri6itopu CY P3A4.

Mpwn JocnifKeHHAX Yy 300p0oBUX J0OPOBO/LLIB NOTYXHWUIA iHriGiTop CYP3A4 (keTokoHa30) nigsuitysas AUC i Cpgy apuninpasony Ha 63 % i 37 % BignosigHo.
AUC i Cp o Zerigpoapuninpasony 36inbluysanuca Ha 77 % i 43 % BignoBigHO. B oci6 3i 3HMKeHum MeTabonismom CYP2D6 ofgHOYaCHWUIA MPUIAOM MOTYXHUX
iHri6iTopis CYP3A4 MoXe Npu3BecT A0 NOsBM Bifbll BUCOKMX KOHLIEHTpaLi apuninpa3ony y nna3Mi KPoBi MOPIBHSHO 3 TaKMMK Y MaLi€HTIB 3 aKTUBHUM
meTabonizmom CY P2D6.

Y pasi HeobXifHOCTi 0HOYACHOr0 3aCTOCYBaHHS KETOKOHa30/ly abo iHWWX MoTyXHuX iHribiTopis CYP3A4 3 apuninpa3osom NOTEHUiHI nepeBary MOBUHHI
MepeBuLLYBaTU MOX/IMBI PU3VKM A/19 NauieHTa. Y pasi OfHOYaCHOro MpU3HAYeHHs apuninpasosnly Ta KeTOKOHa30/y [03Yy apuninpasosny MoTpibHO 3MeHLWUTU
npuGAN3HO HaMoMoBMHY. IHWI NOTYXHI iHri6iTopu CY P3A4, Taki AK iTpakoHa3on Ta iHriditopu npoteasn BIJ1, TeOpeTUUHO MOXYTb [aBaTu TaKi X eqeKTu, 0Txe,




NOTPiIGHO BIAMOBIAHO 3HMKYBATW 03K (AMB po34in «Crnocib 3acToCyBaHHS Ta [03U»).

Micna npunuHeHHs npuitomy iHriGiTopy CYP2D6 a6o CYP3A4 fo3y apuninpasony nNoTpibHO NiABULWMTM A0 PiBHS, L0 3aCTOCOBYBABCA A0 MOYaTKy CyMyTHLOrO
NiKYBaHHS.

Mo)kiMBe He3HayHe MiABULLEHHS KOHLEHTpPaL i apuninpasony y nnasmi y pasi 04HOYaCHOro 3aCToCyBaHHA cnabkux iHri6iTopis CY P3A4 (Hanpuknag avntiasemy)
abo CYP2D6 (ecuutanonpamy).

Kap6amaseniH 1a iHwi iHaykTopu CY P3A4.

Mpuiiom 30 Mr apuninpa3ony pasom 3 KapbamaseniHom, MOTY)KHUM iHAykTopom CYP3A4, cynpoBOMKYBaBCA 3HMKEHHAM Ha 68 % i 73 % MaKCUMaibHOI
KOHLeHTpauiTy nnasmi KpoBi (Cmax) 1 NIOLLI Nij KpMBOKO «KOHLEHTpauis-yac» (AUC) apuninpa3ony BinoBifHO i 3HWXEHHAM Ha

69 % i 71 % Cppgx | AUC i10ro akTmBHOro MeTabonity Aerigpoapuninpasony BiAnosiAHO NOPIBHAHO 3 BiAMNOBIAHMY MOKasHUKaMV MOHOTepanii apuninpasosiom.

[o3y apuninpa3ony NoTpi6bHO MOABOITU Yy pa3i MOro ofHo4YacHoro npuinomy 3 kap6amaszeniHom. CyMiCHe 3aCTOCYBaHHSi apuminpasony Ta IHLWKX MOTYXXHMX
iHgykTopiB CYP3A4 (Taki sk pudamniuunH, pudabyTuH, geHiToiH, (heHobapbitan, NpUMIgoH, edasipeH3, HeBipaniH i 3Bipo6iil 3BUYaliHNIA) TEOPETUYHO MatoTb
aHasIoriyHuiA BnaMB, TOMY HeobxifHe BIAMOBiAHE NiABULEHHA [03W. Tlicnsa NpUNUHEHHS NpuitoMy NOTYXXHMX iHAYKTopiB CYP3A4 no3y apvninpasony chif
3MEHLUNTN [0 PEKOMEH0BAHOI.

Banbnpoart Ta niTin.

Mpy ogHOYaCHOMY NPMIAOMI NiTit0 abo BanbMpoaTty 3 apMninpasosioM XXOAHUX KNiHIYHO 3HAUYLLMX 3MiH Y KOHLEHTpaLisX apuninpasony He NoMiyvann, TOMY KOpeKL,is
[10311 He NOTpPi6Ha.

MoTeHUiHUIA BNIMB apuninpasosy Ha Aito iHLWMX NiKapCbKMX 3aCc006iB.

Apuninpason y posax 10-30 mr Ha fo6y 3Hadylle He BrvBaB Ha MeTaboniam cybcTtpatie CYP2D6 (cniBBigHOLIEHHS AeKCTpomeTopdiaHy/3-MeTOKCUMOPQIHY),
CYP2C9 (BapthapuH), CYP2C19 (omenpason) i CYP3A4 (mekctpomeToptaH). KpiMm Toro, apuninpason i MOro OCHOBHWIA MeTaboniT Aerigpoapuninpason He
3MiHIOBaB MeTaboniaMy 3 yuyacTio (epmeHTy CYPLA2 in vitro. ManoiMOBIpHUIA KIHIYHO 3HaYyLMiA BNAMB apumninpasosly Ha NikapcbKi 3acobu, Lo
MeTab0Ni3yoTbCs 3 yUaCTHO LMX epMEHTIB.

Y pasi 0gHO4acHOro NpuUIoMy apuninpasony 3 BajbNpoaToM, NiTiem abo NaMoTPUIKMHOM He ByN0 Big3HaueHO KMiHIYHO 3HaYyLLMX 3MiH KOHLEHTpaLii Basibrpoary,
NiTit0 a60 NaMOTPUIKUHY .

CepOoTOHIHOBMI CUHAPOM.

Y nauieHTiB, AKi NpuidMany apvninpason, CnocTepiranmMca BuNagkuW CePOTOHIHOBOIO CUHAPOMY; OCO6/AMBO Y pa3i 04HOYACHOro 3acTOCYyBaHHS 3 iHLIMMMU
CepOTOHIHepriyHMMKM npenapaTamu, Takumm aK CI33C (ceneKTMBHWIA IHTiBITOP 3BOPOTHOMO 3aX0MN/IEHHS CEPOTOHIHY/HOpaApeHaniHy), abo 3 NikapcbKUMK 3acobamu,
AKi NiABMLLYIOTb KOHLEHTpaLito apuninpasony (AvB. po3ain «MobiyvHi peakuii»).

Oco6MBOCTI 3aCTOCYBaHHS.

Mpy @aHTUNCUXOTUYHOMY NliKyBaHHI AOCATHEHHS NOAIMWEHHA KNiHIYHOro CTaHy nauieHTa MOXe 3aiHATW Bif AeKiNbKOX AHIB [0 AeKiNbKOX TMXKHIB. Y Uel nepiog
CNif, BECTW peTenbHWIA Harnsg 3a CTaHOM MNalieHTIB.

Cyiuna

MosBa cyiuMaanbHOT NoBeAiHKM NpUTamaHHa nauieHTam 3 NCUXOTUYHMMKM Po3fiafaMu i NOPYLUEHHSAMW HACTPOK Ta B AeAKMX BUMafKax crnocrepirasacs HeBAoB3i
nicnsa noyaTky 3aCTOCYBaHHA aHTUMCUXOTUYHOTO NiIKYBaHHSA, BK/IKOYAOUM NiKyBaHHSA apuninpasosniom (AmB. po3ain «MobiyHi peakuii»). AHTUNCUXOTUYHE NliKyBaHHS
Mae CynpoBOKYBATUCA PeTe/IbHUM Harfs40M 3a NaLieHTamu, Ki Hafexarb [0 rpynu NiaBULLEHOTO PU3KUKY.

Mi3Hs ANCKiHE3Is

PifIKo NoBiAOMISAM NPO CUMNTOMM Mi3HLOT AUCKIHE3IT Y nauieHTiB, AKi NpMiMan apuninpasosn NPoTArom nepiofy A0 OAHOro PoKy. Y pasi NosiBv CUMMTOMIB Ni3HbOT
AVCKIHEesIT y nauieHTa, KMl npuiiMae apuninpason, cnif po3rfisaHyTW SOLINIbHICTb 3HUXKEHHS 031 npenapaTy abo NpUNUHEHHS NiKyBaHHS (4UB. po3ain «l1o6ivHi




peakLii»). 3a3Ha4yeHi CUMNTOMU MOXYTb TUMYACOBO 3aroCTPUTUCA 260 HaBITb BUHUKHYTY NICNA NPUNUHEHHS NIKYBaHHS.

IHWi ekcTpanipamifHi CUMNTOMMW.

Mpy 3acToCyBaHHI apuninpasony y AiTel cnocTepiraimca akatmsia i NapKiHCOHI3M. Y pasi NosiBM O3HaK iHLWMX eKkcTpanipamifHUX CUMMTOMIB C/if PO3rAsHYTH
MOX/IMBICTb 3HMXKEHHS 031 Ta BECTU PETENIbHUIA KNiHIYHMIA KOHTPO/b 3a CTaHOM NalieHTa.

3n0aKiCHWI HeviponenTUYHU cudapom (3HC).

3HC sBnsie cO60H0 KOMIMIEKC CUMMTOMIB, MOB’A3aHNI i3 3aCTOCYBaHHAM aHTUNCUXOTUYHMX NiKAPCbKMX 3ac00iB, AKWIA MOTEHLIAHO MOXe MaTu NleTa/lbHUIn HacnifoK.
Y KNiHIYHMX OOCNIMKEHHAX apuninpa3ony Bunaaku po3sutky 3HC 6ynn pigkicHuMK. Lield cMHapOM Mae HacTymHi KAiHIYHI NposBu: rinepnipekcia (Bkpai BUCOKa
TemnepaTypa Tifa), M’d30Ba PUrigHICTb, 3MIHEHWIA MCUXIYHWIA CTAaTyC | 03HaKW po3/afdy BereTaTMBHOI HEPBOBOI CUCTEMM (HEperynsipHuiA nynbc abo apTepiabHUN
TUCK, Taxikapgif, NocuiieHe NOTOBWAINEHHS i cepueBi apuTmii). KpiM TOro, iHOAI BMHMKaKOTb 361/bLUEHHA aKTMBHOCTI KpeaTMH(OCHOKiHa3M, MIoriobiHypis
(pabgomionis) i roctpa HMpKOBa HeAOCTaTHICTb. [poTe cnocTepirainMca M okpemi BMNAaAKW NiABULLEHHA PIBHA KpeaTWHKIHa3W | pabhomionisy, He 060B’A3KOBO
nos’s3aHi 3i 3HC. Y pasi BUHUKHeHHS cumnTomiB 3HC abo He3’AcoBaHOI rapsyky BCi HEMPONENTUKK, Y TOMY Yncni ApineHTan, cnif BigMiHUTK.

Cinepraikemis i LyKpoBwiA fiabet

[ineprnikemis, y feaknx BunafKax HaA3BMYaiHO TSHXKKA i NOB’sA3aHa 3 KeToaumA030M abo rinepocMonspHO0 KOMOKO, Y T.4. 3 NIeTa/lbHUM HacnifkoMm, 6yna Bif3HauyeHa
y NauieHTiB, AKi NpuiAMaIv aTUNOBI HEMPONENTUKK, Y TOMY YMCAi apuninpasos. PakTopu pUsnKy THKKUX YCKNaLAHEHb BK/OUYAKOTbL OXXMPIHHA | HasBHICTb fiabeTy B
ciMeinHOMY aHaMHe3i. Y A0CNiMKEeHHSX apuninpasony He BifA3Ha4YeHO 3HAYHUX BIAMIHHOCTEN Yy YacTOTi PO3BUTKY FinepraikeMiyHuX nobiyHMX peakLiii (BKIHYHO 3
LYKpoBWM fiabeTom) abo MaTonorivyHmX piBHIB MIHOKO3M NMOPIBHAHO 3 TAKMMW MPK 3aCTOCYBaHHI nawue60. Ha 0CHOBI HasiBHUX [aHWX HEMOXX/IMBO NMPOBECTU TOUHY
MOPIBHSA/IbHY OLLIHKY YacTOTW rinepraikeMiyH1X NOGIYHWIA peakLiin y nauieHTiB, SKi NpuiiMann apuninpason Ta iHWi aTunoBsi HelponenTukn. HeobxigHO peTesnibHO
HarnsgaTy 3a CTaHOM nNauieHTiB, SKi NpUAMaloTb Byb-AKi HEMPONENTUKK, BKIKOYAOUM apuninpasosn, (ikcytoum cCUMNTOMK rinepraikemii (Taki SK noniguncis,
noniypis, nonicgaris i cnabkicTb), a CTaH MauieHTIB i3 LYyKpoBUM fiabeToM abo (hakTopamy PU3NKY PO3BUTKY LIYKPOBOro fiabeTy Heo6XifHO perynspHo
KOHTPONIOBATM LWOAO MiABULLEHHSA PiBHSA FIHOKO3N.

CepueBo-CyiMHHI po3naau

3 06epexkHICTIO cnif 3aCTOCOBYBATW Npenapar nauieHTam i3 CepLeBo-CyANHHUMY 3aXBOPHOBAHHAMM (3 iLLeMiYHOK XBOPOOOH cepus abo MepeHeceHnM iH(apKTOM
MioKapza, 3 CepLeBOl0 HefOCTaTHICTIO | MOpYLUeHHAMW MPOBIAHOCTI), LepebpoBacKyNAPHUMY 3aXBOPIHOBAHHAMM | CTaHaMK, WO MPU3BOAATL A0 apTepiasibHOl
rinoTeHsii (3HeBOAHEHHS, rinoBONeMis i MPUIOM TiNOTEH3MBHUX MpenapaTiB), apTepianbHOK TiNepTeH3iel0, BK/IKOYHO 3 MPOrpecytoyord abo 3/105KiCHO
rinepTeHsito.

Mpn nikyBaHHI aHTUNCUXOTUYHUMM NIKAPCbKMMMK 3acobamMu CnocTepirannca BUnagkyu BeHO3HOT Tpomboemoonii (BTE). Ockinbkn y nauieHTIiB, AKi NpuiimaroTb
HeMpPOoNenTMKK, YaCTo crocTepiraloTbea HabyTi pakTopu pusnky BTE, [0 i Nif Yac fikyBaHHS apyninpasonom NoTPioHO BUSBUTK BCi MOXMBI (hakTopun punsnky BTE
| BXXWTU BCIX NMPOMINAKTUYHUX 3aX04iB.

NoaoB)KeHHs iHTepBany OT.

YacToTta nogosxeHHs iHTepBaty QT npu NikyBaHHI apuninpasonomM 6yna nopiBHAHHA 3 TaKOK MPU 3aCTOCYBaHHI Nnaue60. OfHaK cif 4OTPUMYBATUCh 06EPEXXHOCTI
NpK 3aCTOCOBYBaHHI apMninpasony nawieHTam, y CiMeiiHOMY aHaMHe3i AKX € BUNaaKun NogoBXeHHs iHTepBany QT (amB. po3ain «Mo6iuHi peakyii»).

EninentnyHi Hanagw

CnocTepirasmca He4yacTi BMNAAKW eninenTUYHMX HanagiB npwv NikyBaHHI apuninpasonomM. ToMy apuninpason cnif 3 06epexHiCTo 3aCTOCOBYBaTU NalieHTaMm 3
eninencieto B aHaMHe3i abo HasABHICTIO CTaHiB, NMOB’A3aHMX 3 eniIeNTUYHNMMN Hanagamu.

MawieHTN NiTHLOrO BiKY i3 MCUX030M Ha T/1i AeMEHLLIT.

MigsuweHa neTanbHICTb: NPW 3aCTOCYyBaHHI apMninpasony y NauieHTiB NiTHLOrO BiKY i3 MCMX030M Ha TNi XBOPo6U AnbLreriMepa puU3nK NeTabHOro Hacnigky
NiABWLLEHMIA. X0o4a NPUYUHK NeTanbHUX HacnifgkiB 6ynu pisHMMK, GiNbLIICTb i3 HUX Mana CepueBO-CYAUHHY (Hanpuknag, cepueBa HefOCTaTHICTb, PanTOBUiA
neTanbHUA HacnifoK) abo iHeKLinHy (Hanpuknag, NHEBMOHISA) Npupoay (AuB. po3ain «MobivHi peakwuii»).




LlepebpoBackynspHi nob6iuHi peakuii: y nayieHTiB NiTHLOro BiKy (CepefHiin Bik — 84 poku; gianas3oH 78-88 pokiB) cnoctepirannca LepebpoBacKynspHi NoGiyHi
peakuii (Hanpuknag iHCYNbT, TPAH3UTOPHA ileMiYHA aTaka), Yy TOMY YMCAi 3 NeTabHUM Hacnigkom. byB Bif3HauYeHWIA BUPAXKEHWIA B3aEMO3B’A30K MiXK [J03amu
npenapary i NOSABOIO LiepebpoBacKyNAPHUX NOBIYHUX peakLiil y naLieHTiB, AKi NpuiiMann apmuninpason.

ApineHTan He NoKasaHwii Ans NikyBaHHSA NawlieHTam 3 NCKUX030M Ha Ti AeMeHLil.

[inepyyTnuBICTb.

MMpy BMKOPWUCTAHHI apuninpasony MOXYTb PO3BMBATUCA peakLii FinepyyTaMBOCTI, AKI XapaKTepusyloTbCA anepriyHuMM cumnToMamu (gue. po3gin «l1obiyHi
peakuii»).

36i/1bLLIEHHA MacK Tina.

Y nauieHTIB i3 LWM30(PeHiet0 | OGINONAPHOKD MaHIEK 4acTo CrnocTepiracTbCa 306iMbLUIEHHA Macy Tina BHACMIAOK CYMYTHIX 3aXBOPHOBaHb, 3aCTOCYBAHHSA
HENpPONEeNTUKIB, L0 CIPUYNHAIOTL 30I/IbLUEHHA MAcK Tifa, a TaKOX BHAC/I0K He 340POBOr0 CMOCoBY XUTTS; Lie ABULLE MOXKE NPU3BECTU [0 CEPO3HNX YCKNaAHEHbD.
Mpy NOCTMaPKETUHIOBUX LOCNIKEHHAX npenapaty 6yno Big3HaueHO 30i/bLUEHHA MacK Tina nawieHTis. Mpu nikyBaHHI apuninpasoniom BUNagKun 36inbLUeHHsS Macu
Tina, sK NpaBwio, CNocTepirainca y nauieHTiB 3i 3HaYHUMK (DaKTOpamMn PU3MKY, TaKUMWU K HasBHICTb B aHamHesi LyKpoBOro AaiabeTy, nopylleHb 3 60Ky
LLMTOBUAHOT 331031, HAsABHICTb afieHOMM rinodisa.

Y LOCNiIKEHHSAX 3 Y4YacTHo NauieHTiB MiAITKOBOrO BiKy, 3 6iN0NAPHOI0 MaHier, 6yno Big3HaYeHO MiABULLEHHA Macu Tina Ha T/i iKyBaHHA apumninpasonom vepes 4
TWXHI Tepanii. HeobxifAHO KOHTPONOBATN Macy Tina y NigniTkiB 3 6inonspHoi MaHieto. Mpun iCTOTHOMY NiABWLLEHHI Macy Tina MOXe YTV NOKa3aHO 3HWKEHHS 03U
(amB. po3gin «IMo6iYHI peakLii»).

Oucaaris.

HeiponenTukun, BK/IKOYHO 3 apuninpasosiom, MOXYTb CMPUUYMHATA MOPYLUEHHS MOTOPMKM CTPaBOXoAdy i acnipauitd BMICTY LWAyHKa. Apuninpason cnig 3
06epeXKHICTHO 3aCTOCOBYBATYM NaLlieHTaM i3 NigBULLEHMM PU3NKOM acripawiiiHOT MHEBMOHIT.

MaTonorivyHa CXWbHICTb 0 a3apTHUX irop Ta iHLWWi po3i1agM iMMNy/IbCHOr0 KOHTPOJHO.

MayieHT MOXYTb BifvyBaTK MOCUNEHHS BUMAAKIB NaTONOrYHOT CXMbHOCTI, 0CO6/IMBO [0 a3apTHUX irop, i He3AaTHICTb KOHTPOMKOBATY Lji Hanaaw nig vyac npuinomy
apuninpa3sosny. Takox NoBiLOMAANM MPO TinepceKcyasnbHICTb, HenepebopHUIA MOTAT 40 NOKYMNOK, NepeigaHHA abo HEKOHTPOIbOBaHWUIA NOTAT [0 BXMBAHHSA Ki Ta iHLLi
po3nagn iMnynbCMBHOI Ta KOMMY/IbCUBHOI NOBeAIHKM. BaxnnBo, Wo6 nikapi NoBigoMAsNM nayieHTaMm npo po3BUTOK HOBMX ab0 BuLLe3a3Ha4YeHUX po3nafiB npwu
nikyBaHHI apuninpasonoM. Cnif 3a3Ha4ymMTK, WO CUMNTOMM IMNY/IbCHOrO KOHTPO/TKO MOXKYTb 6YTK NOB’3aHi 3 OCHOBHUM PO3M1aloM; OAHaK iHOAI NOBiAOMAANM MPO
MPUMUHEHHSA CMOHYKaHb NPW 3MEHLLEHHI LO3W npenapaTty abo npv MPUMNUHEHHI NiKyBaHHA. Po3iaamn iMnyibCHOro KOHTPOJTK0 MOXYTb HAHECTM LLKOLY NalieHTy Ta
IHWAM MIIOAAM, SKWO BOHW He BU3HaYeHi. AKLLO Y nauieHTa po3BUHYTLCA Taki CXWbHOCTI Nif Yac npuinoMy apuninpasony, HeO6XigHO BUPIINTY MUTaHHSA NPo
3MeHLUEHHS 031 ab0 NPUNUHEHHS NiKYBaHHS.

JlakT03a

MpenapaT MICTATb /1aKTO3Yy, TOMY MauieHTaM i3 PiAKICHUMW CNafKOBUMMW MOPYLUEHHAMWU, TAKUMWU K HEMepeHOCUMICTb rasakTosu, AediunT nakrasm Jlanna abo
MOPYLUEHHS BCMOKTYBAHHSA /II0KO3U-rafakTo3un, He CNif, NpuiMaTy Lei nikapcbkuii 3acio.

MawieHTu i3 cynyTHiM 3axBoptoBaHHAM CAYT (cuHAPOM AedilnTy yBaru i rinepakTMBHOCTI). He3Baxkaroum Ha BUCOKY YacTOTY CyMyTHIX 3aXBOPOBaHb BiNonspHOro
po3nagy | Tuny i COYT, € gy>ke o6MexeHi faHi 3 6e3nekn 04HOYaCHOr0 3aCTOCYBaHHS apuninpasony i CTUMYNATOPIB, TOMY MPU O4HOYACHOMY NPU3HAYEeHHI LMX
3ac06iB HeobXiAHa Haf3BMYaliHa 06EPEXHICTb.

MagiHHS

Apuvninpason MoXxe CrpUYMHUTUA COHAMBICTb, OPTOCTATUYHY TiNOTEH3i0, MOTOPHY Ta CEHCOPHY HecTabifbHICTb, WO MOXYTb MpWU3BECTU A0 NagiHb. Cnifg
LOTPUMYBATUCh 06EPEXXHOCTI NPW NiKyBaHHI NaLieHTIB 3 6i/bLU BUCOKUM PU3MKOM, & TaKOXX C/ij, PO3rNAHYTU AOLINbHICTb 3aCTOCYBaHHSA 6i/lbLI HU3bKMX NMOYaTKOBUX
[03 npenaparty (Hanpuknag, NnawieHT NiTHLOro BiKy abo ocnabneHi nauieHT; AMB. po3ain «Cnocib 3acTocyBaHHS Ta A03n»).




3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

AJeKBaTHUX | 0Ope KOHTPO/IbOBaHMX LOC/IAKEHb 3 YYACTHO BariTHUX XXIHOK He MPOBOAUIIN.

MoBigoMNsNM NPO BPOAKEHI aHOManii, NpoTe MPUYMHHO-HACNIAKOBOMO 3B’A3KY 3 NMPUIOMOM apuninpasony BCTaHOB/MEHO He 6Gyno. Bigomi gaHi gocnimpkeHb Ha
TBapUHax He JaK0Tb 3MOMY BUK/TOUUTU MOX/IUBICTb HEFaTUBHOIO BMN/IMBY Ha BHYTPILUHLOYTPOOHMIA PO3BMTOK. MauieHTaM cnif noBifOMAATY NiKaps Npo HacTaHHSA
BariTHOCTI ab0 Hamip 3aBariTHITW Mif Yac MiKyBaHHA apuninpasosioM. Y 3B°A3KY 3 HeOCTAaTHLOK IH(OpMaLlieto NMPo 6e3neKy 3aCTOCyBaHHSA apumninpasony y nepiog,
BariTHOCTI NpenapaT MOXKHa NpU3HaYaTy Ti/IbKM TO4i, KOMM OYiKyBaHa KOPUCTb A/15 BariTHOT NepeBuLLYE MOTEHLIAHWIA pU3NK 415 Naoga.

Y HOBOHAPOMKEHNX, MaTepi SIKMX NpUAMani HeMPONenTUKKN (BK/IOUYHO 3 apuninpasosiom) NpoTaroM  TPUMECTPY BariTHOCTI, MOX/MBI HeOGaKaHI peakuii BK/THOUHO
3 excTpanipaMmigHUM1 cuMnToMamm Ta/abo CMHAPOMOM BIAMIHW, K MOXYTb OYTW Pi3HNMM 3a TSXKKICTIO | TPMBaNICTIO. BigoMo nNpo Bunagku 30y mKeHHS, rinepToHil,
rinoTOHIT, TPEMOpPY, COHNBOCTI, PeCNipaToOpHOro AncTpecy abo posnagis npu rogysaHHi. OTxe, HEOOXIAHO PeTeNbHO HarnA4aTh 3a CTaHOM TakKUX HOBOHAPOKEHUX.
Mepiof roflyBaHHs rpyanro

Apvininpason NPOHWKAe y rpyaHe MOMOKO. HeobxiAHO MPUAHATK PilLEHHS WOAO NPUNWHEHHS TrOAyBaHHS rPyAat0 abo NPUNUMHEHHS/YTpUMaHHA Big Tepanii
apuninpasosniom 3 ypaxyBaHHAM KOPUCTI FPYAHOr0 roAyBaHHS 415 AUTUHW Ta nepesarv Tepanii 41 XiHKK.

PepTUNLHICTD.

3rifiHO 3 JaHUMK 3 JOCNIKEHHA PenpoAyKTUBHOT TOKCUYHOCTI apuninpasos He BnvMBae Ha (hepTUIbHICTb.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3MaMu.

Apuninpason Mae He3Ha4YHWUIA abo NOMIPHWIA BNIMB Ha 3AaTHICTb KePyBaHHS aBTOTPAHCMNOPTOM ab0 iHLIMMKW MexaHi3MaMu Yy 3B’A3KY 3 MOTEHUiNHMM Br/IMBOM Ha
HEepBOBY CMUCTEMY Ta OpraHu 30py Ta NPOsBOM NOBIYHMX peakLii, Takux K cefauis, COHAMBICTb, HENMPUTOMHICTb, PO3MUTICTL 30pY, Aunnonisa (AMB. po3ain «MobiyHi
peakLii»).

Cniocib 3acTocyBaHHA Ta [03W.

MpenapaT 3aCTOCOBYBATU BHYTPILUHBO.

LLInsodppeHis

PekoMeHAy€eTbCA Npu3HayaTn ApineHTan y noyaTkosiin gosi 10 a6o 15 mr 1 pa3 Ha o0y, He3anexHo Big npuitomy ixi. MigTpumytoya fo3a ctaHoBUTL 15 Mr Ha f06y .
[oBeaeHa egeKTUBHICTL npenapaty y fosax Big 10 go 30 mr Ha fgo6y. lNiaBuweHHs e(eKTUBHOCTI npu npuiiomi fo60BOT A03M, WO nepesBullye 15 wmr,
NMPOAEMOHCTPOBAHO He BY/10, X04a OKPEMUM NallieHTaM MoXe 6T KopurcHa NifsuLLeHa f03a.

MakcvmMasibHa f060Ba 03a He NMoBUHHA nepesuLLysat 30 Mr.

MaHiakanbHi enizogun npu 6inonapHomy posnagi | Tuny: pekoMeH0BaHa MoYvaTKoBa fo3a npenapary ApinieHTan ctaHoBuTb 15 Mmr. Liko go3y npuiimatu 1 pa3 Ha goby
He3a/IeXXHO Bif NpuitoMy Xi K MOHOTepanito abo y cknagi KOMGIHOBAaHOro flikyBaHHA. [N OKpPeMUX NauieHTIB MOXe OyTW etheKTUBHUM NigBULLEHHS [03U.
MakcvmMasibHa 4060Ba f03a He NoBUHHA nepesuLLyBat 30 Mr.

MpohinakTuKa peunansis po3BUTKY HOBUX MaHiakasbHUX eni3ogis npu 6inonspHoMy posnagi | Tuny: Ans nonepemkeHHs peuuamBiB MaHiakanbHUX eni3ofis y
nauieHTiB, AKi NpuiiMann apuninpason K MOHOTepanito abo y cknaji KoM6iHOBaHOr 0 NiKyBaHHSA, CNif NPOAOBXKYBaTV NPUIAOM Npenapary B Tiil camili fo3i. 3 ornagy
Ha KNiHIYHWIA CTaH NawieHTa MOXK/MBa KopeKLisi L060BOT 4031, Y TOMY YACAI TT 3HVXKEHHS.

Oco6/11Bi rpynu NaLlieHTIB

MauieHTV 3 NnopyweHHAM (OYHKUIT NeYviHkK. MNauieHTam 3i cnabkmm abo NOMIpHMM CTYyMeHeM NeviHKOBOT HEOCTaTHOCTI KOpeKLis A03u He noTpibHa. [Ans HagaHHA
peKoMeHAaLli naLieHTam i3 TSHKKUM NOpyLIeHHAM PYHKLIT NeYiHKN HeOCTaTHbO HasBHMX AaHuX. [lo3y UMM nauieHTam cnif nigéupat obepexxHo. MauieHTam i3
TSXKKMM MOPYLLUEHHAM (DYHKLIT NeYiHKN MaKcMasibHy f060BY 03y 30 Mr 3aCTOCOBYBATU 3 06EPEXHICTIO (AMB. PO34in «PapMakoKIHETUKA).




MauieHTV 3 NOPYLUEHHAM QYHKLUIT HAPOK. MavieHTaM i3 nopyLleHHAM (YHKLiIT HUPOK KOPeKLis 403K He noTpibHa.

MauieHTW NiTHLOrO BiKy. besneka Ta e(heKTMBHICTb apuninpasony y NikyBaHHI WK30¢peHii abo MaHiakanbHUX eni3ofiB npu 6inonsgpHomy posnagi | Tuny ans
nawieHTiB BIKOM Bif, 65 poKiB He BCTaHOB/MeHa. bepyuun [0 yBaru 6ifbLl BUCOKY YYTAMBICTb LLIET MONYNAUIT NaLieHTIB, Cig PO3rNaHYTH AOLINBHICTL 3aCTOCYBAHHSA
6iNbLL HU3bKMX MOYATKOBUX 03 Npenapaty, AKLL0 A03BO/IAKTL iHWI KAIHIYHI (hakTopu (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

CTaTb. Kopekuis 031 3a/1eXHO Bif cTaTi NauieHTa He NoTpi6Ha (auB. po3ain «dapMakoKiHETUKa).

KypiHHg. 3 ornagy Ha wasx metabonismy apumninpasony, Kypusam KOpekLis f03yBaHHA He NoTpibHa (AvB. po3ain «B3aemogis 3 iHWMMK NiKapCbKUMK 3acobamu Ta
iHLWI BMAW B3aEMOfIN»).

Kopekuisi 4031 Y 3B’A3KY 3i B3aEMOAIsSIMI. Y pa3i 0AHOYaCHOr0 BBeAEHHS MOTYXXHUX iHri6iTopis CYP3A4 a6o CYP2D6 3 apmninpa3onom A03y apuninpasony cnifg
3HM3NUTK. FAKLLO 3i CXemy KOMBIHOBAHOT O /liKyBaHHA BUK/IOYaETbCS iHri6iTop CYP3A4 a6o CY P2D6, fo3y apuninpasony cnif nigsuwmTi (ause. po3ain «B3aemogis
3 IHLWMMM NliIKapCbKUMUM 3ac06amm Ta iHLLI BUAM B3AEMOAIN»).

Y pasi 0gHOYaCHOro BBefeHHA NoTy>KHUX iHAYKTOopiB CY P3A4 3 apuninpas3osiom 403y apuninpasony cig nigsuimTti. AKLWO 3i cxemy KOM6IHOBaHOIO NiKyBaHHS
BUK/TIOYaETLCA iHAYKTOp CY P3A4, f03y apuninpasony Cnif 3SMeHLWTY 0 PeKOMeH0BaHOT (A1B. po34in «B3aeMogis 3 iIHLWMMY NiKapCbKMMK 3ac06aMm Ta iHLWi BUAN
B3aEMOfil»).

[iTun. He 3acTocoByBaTu AiTAM.

NepenosyBaHHS.

CumMnTomum

Y popocnuvx nauieHTiB OnMcaHo BUMMNaLKM HaBMUCHOrO abo BUMaLKOBOrO roCTPOro nepeao3yBaHHA apuninpasosniom y fosax Ao 1260 mr, Lo He Manu neTasibHOro
Hacnigky. MOTeHUIHO BaXIMBMMM 3 MeAMYHOI TOYKM 30pYy CUMNTOMamu, WO crocTepiranucs, 6ynu netapris, NigBULWEHWA apTepiaibHUA TUCK, COHMBICTD,
Taxikapgis, HyfoTa, 6/10BaHHS i giapes.

Okpim uporo, 6ynu oTpMMaHi fjaHi Npo BUMALKOBE Mepeso3yBaHHA BUHATKOBO apuninpasonom (y fo3i go 195 mr) y fiTei, wo He 6yno netasbHUM. MoTeHLiinHO
BaXK/IMBUMU 3 MEAMYHOT TOYKM 30pY CUMNTOMaMM, LLLO criocTepiranncs, 6ynvm COHMBICTb, KOPOTKOYaCHaBTpaTa CBIAOMOCTI Ta eKCcTpanipamifgHi CUMNTOMM.
JlikyBaHH#

Mpy nepeno3yBaHHI NOTPIGHA MIATPUMYHOYA Teparis, 3a6e3MneyYeHHs NPOXiLHOCTI AUXaIbHUX LUNAXIB, OKCUTeHOoTepanis, LWTYYHa BEHTUNALLISA JIereHb | KOHTPO/Ib 3a
cumnTomamun. Cnig 6patym [0 yBarM MOX/IMBICTb MNepefo3yBaHHA YMCENbHUMU NiKapcbKMMK 3acobamun. Chnif HeraHO po3moyvaT¥ KOHTPOSib 3@ CTaHOM
CepLEBO-CYANHHOI cuCTeMM 3 peecTpauicto EKI ang BusiBNeHHA apuTMii. icna nigTBepakeHoro abo iMOBIPHOro nepefo3yBaHHA apuninpasosiom HeooXigHe
peTesibHe MeAMUHE CMOCTEPEXXEHHS | KOHTPO/Ib 3a CTaHOM MaLlieHTa A0 oro HopManisauii.

AxTrBoBaHe Byrinna (50 r), Wo 3acTocoByBann yepes 1 roguHy nicna npuinoMy apuninpasony, 3HWKYBano NOKasHUK Cpg apuninpasony npubnunsHo Ha 41 %, a
nokasHnK AUC — npn6sm3Ho Ha 51 %, L0 BKa3ye Ha MOXX/IMBY e(DeKTUBHICTb aKTUBOBAHOI O BYTI/INA Y /liIKyBaHHI Nepefo3yBaHHS.

emopianis

Xoua JOCTOBIPHMX AaHMX MPO 3aCTOCYBaHHA reMojianisy npv nepeaosyBaHHI apuninpasony HeMae, CnpUSTAIMBUIA eDEKT LLbOro METOAY MalOMMOBIPHWIA, TOMY LLO
apuninpason He BUBOAUTLCS HUPKaMU Y HE3MIHEHOMY BUTNAAI | 3HAYHOK MipOO 3B’A3YETLCA 3 Bi/IKaMK Mnas3mu.

Mo6iuHI peakuii.

HaliyacTilwmmMmn nobiyHmMm peakuisMun 6ynu akatusis i HygoTta. KoXeH i3 3a3Ha4eHnX CUMNTOMIB BUHUKAB GinbLL HiX Y 3 % nauieHTiB, AKi npuiiMann apuninpason
MepopasibHo.

Ycinob6iyHi peakuii NpvBeLeHO 3a CUCTEMOLO KaciB Ta opraHiB Ta 4acToTor: fy>KevacTo (=1/10), yacTto (= 1/100- < 1/10), HeyacTo (= /1000 — < 1/100), pigko (= 1



/10000 — < 1/1000), ay>xe pigko (< 1/10000), yactoTa HeBigomMa (He MOXe ByTY OLiHeHa 3a HasABHUMUW aHUMN).
YacToTta nobiyHMX peakLili, 3apeecTpoBaHNX Yy NOCTMAPKETMHIOBWNIA Nepiog, 3aCTOCYBaHHS, He MOXe BYTKM OLiHeHa, OCKiNIbKWU BOHW OTPMMaHI 3i COHTaHHMX 3BITiB,

TOMY YacToTa UMX NOBIYHNX peakLiii KnacuikyeTbCs AK HeBigoOMa.

Knac cuctem opraHis | Yacto HeuacTto YacToTa HeBigoma

3 60Ky KpoBi Ta JelikoneHis,

niMaTNyHoOT HeMTponeHis,

cucTemu TPOMGOLMTOMNEHISA

3 60Ky iMyHHOT Anepriyni peakuii (Hanpuknag

cucTtemu aHadhinakTU4YHI peakuir;
aHriOHeBPOTUYHUI HAOPSIK,
BKJ/IKOYHO 3 HAOPAKOM A3MKa;
HabpsaK A3uKa, HabpsK
0611444, cBepbixk abo
KPONUB’sIHKA)

3 60KY eH0KPUHHOT inepnponaktu-Hemis | AiabeTnyHa rinepocMosnsipHa

cucTemu KoMma,
AiabeTMUHMIA KeToaumngos

3 60Ky 06MiHY LlykpoBuii giabet | [inepriikemis inoHatpiemis,

PEYOBUH i aHopekcis,

Xap4yBaHHA 3HMKEHHSA MacK Tina,
36i/IbLLEHHSA MacK Tina

3 60Ky MCuxikn Be3CcoHHs, [Henpecis, Cnpo6u cyiyunay,

HeCnoKiwn, rinepcekcyanbHiCTb cyiumganbHe MUCNEHHS |
30y PKEHHS 3aBepLLUeHe camory6cTeo (4uB.

po3ain «OcobmMBoCTi
3aCTOCYBaHHA»),
naTosioriyHa NnpucTpacTb Ao
a3apTHUX irop, po3naam
IMMY/IbCHOrO KOHTPO/HO,
KOMMNY/IbCYBHE NepeifaHHs,
Hernepe6opHUIA NOTAr 40
MOKYMOK, NOpioMaHis,
arpecuBHICTb,

36y /PKEHHS,

HEepBO3HICTb




3 60Ky HepBOBOI
cucTemm

AkaTtusis,
ekcTpanipamMigHi
MopyLUeHHS,
Tpemop,
rONIOBHUN 0iNb,
ceflaTUBHUIA eqiekT,
COHNUBICTb,
3anaMopOYeHHs

MMi3Hs gUCKiHesis,
ANCTOHIA

3N0SAKICHMIA HEMPONENTUYHUI
cuHgpom (3HC),

BE/IMKWUIA CYyAOMHWIA Hanag,
CEPOTOHIHOBUIA CUHAPOM,
MOPYLUEHHSI MOB/IEHHS

3 60Ky opraHis 30py

Po3muTicTb nons
3opy

aunnnonis

OKynoripHuin Kpu3

3 60Ky cepus

Taxikapgis

PanToBuWin neTasbHUIA
Hac/nigok,

nipyeTHa LUIYyHOYKOBa
Taxikapgis,

NnoAoBXeHHs iHTepsany QT,
LLTYHOYKOBA apuUTMis,
3yNnHKa cepLeBol AisfbHOCTI,

bpagukapgis

3 60Ky cyauH

OprtocTatnyHa
rinoTeHsisa

BeHo3Ha TpoMboembonis
(BKNHOYAKOYUM NlereHeBy
emb0ito0 Ta TPOMOO03 IIMOOKNX
BEH),

rinepreHsis,

CUHKOMe

3 60Ky AnxanbHoi
CUCTEMU, OpraHiB
rPYyAHOT KNiTKK Ta
cepefoCTiHHA

["'MKaBKa

AcnipauiliHa NHEBMOHiS,
NapviHrocnasm,
POTOrNOTKOBWUIA CNasm

3 60Ky TpaBHOI
cucTemu

3anop,

aucnencis, HyoTa,
HafMipHe
CNIMHOBUAINEHHS,
6110BaHHS

MaHKpeaTuT,

ancdaris,

fiapes,

OMCKOMAOPT Y AingHui
LLTYHKOBO-KMLLIKOBOT O TPaKTy

3 6OKY MEeYiHKM i
YXOBYOBUBILHUX
LUNAXiB

MeyiHKOBa HeJOCTATHICTb,
renartur,

XKOBTAHMUSA,

NiABWLLEHHS PiBHSA
aslaHiHaMiHOTpaHCc(epasm




(ANT), NnigBULLIEHHSA PiBHSA
acrnapraramiHOTpaHcgepasm
(ACT),

NiABVLLEHHSA PiBHSA
ramma-rnytamintpaHcgepasu
(CT'T), NiABWLLEHHS PiBHSA
NY>XXHOT pochaTtasm

3 6OKY LUKipH i
MiALWKIPHUX TKAHUH

Bucun,

peakuii (hoTOYYTINBOCTI,
asnoneuwis,

nocuneHe NOTOBUINEHHS

3 6oky
CKeNeTHO-M’530B0I Ta
CMONy4YHOI TKaHWH

Pabgomionis
Mianris,
PUrigHICTb M’AI3iB

3 6OKY HUPOK i
CeYvyoBMBILHUX
LLUNIAXIB

HeTpumaHHs ceui,
3aTprMKa Ce4yoBUMYCKaHHSA

BariTHicTb,
nicnanonorosi i
nepvHaTasibHi CTaHu

CvHApOoM BigMiHM nNpenapaty y
HOBOHapPOPKEHMX (ANB. po3ain
«3aCcToCyBaHHA y nepiog,
BariTHOCTI abo rogyBaHHs

rPYAn0»)

3 60Ky cTaTeBux
opraHiB Ta MOJIOYHOI
3a103u

Mpianiam

YCcKnagHeHHA
3arabHoro
XapakTepy i peakuii y
MicLi BBEAEHHS

BToma

MopyLUeHHA TemMnepaTypHOI
perynauii (Hanpuknag,
rinoTepmis, nipekcis),

OiNb y rpyaHin KniTui,
nepudepryHnin HabpskK

JNabopatopHi
AOCNIPKEHHS

MigBULLEHHSA PIBHA MNHOKO3U
KpOBI,

NiABULLEHHS PiBHA
rMiKO31/1b0BaHOr0
remorsiobiHy, KO/IMBaHHA PiBHSA
rNHOKO3M KPOBI,

NiABWLLEHHS PiBHSA
KpeaTUHMOCHOKiHa3N




Onuc oKpeMux NoBIYHUX peaKLiiii

AncToHis

KnacoBuii epekT: CMMNTOMW AUCTOHIT, TPMBAIOrO MaTONONYHOIO CKOPOUEHHS rpyn M’A3iB, MOXYTb 3’ABUTUCA Y CXUIbHUX A0 LbOro NauieHTiB NpoTArom nepLumx
KifIbKOX [AHIB NiKyBaHHA. JUCTOHIYHI CMMNTOMM BK/IOYaKOTh: CMasm M’A3iB LUK, L0 iIHOAI MPOrpecye A0 CTUCKaHHA ropna, YCKNagHeHe KOBTaHHSA, YTPyAHeHe
AMXaHHS Ta/abo BUMWHAHHA fA3MKa. Xouva Ui CUMMATOMU MOXYTb BUHMKATW MPU HU3bKUX [03aX, BOHM TPanifTbCA 4acTile Ta 3 OifbLUOK TSXKKICTIO Npu
3aCToCyBaHHI 6ifbLL BMCOKMX A03 aHTUMCUXOTUYHWUX NpenapaTtiB NepLioro NOKOMAiHHA. MigBULLEHNIA PU3MK rOCTPOT AWUCTOHIT CNOCTepIiraeTbCs y YONOBIKIB Ta
navuieHTiB MOMOALIMNX BIKOBMX rpyn.

[MponakTuH

Y KNiHIYHMX BUNPOOYBaHHAX 33 CXBAIEHVMU NOKa3aHHAMM Ta Y NMOCTMAPKETUHIOBMX CMOCTEPEXXEHHAX OYNM BUNALKM AK 301/IbLUEHHS, TaK | SMEHLLEHHS MPOMaKTUHY
B CMPOBATL,i KPOBi MOPIBHSAHO 3 NOYaTKOBMM PiBHEM.

J1abopaTopHi NOKa3HUKMK

MigBULLEHHSA PIBHA KpeaTUH(OCHOKIHA3M, AK NpaBuio, MUHYLL Ta 6e3CMMNTOMHI, cnocTepirannca y 3,5 % nauieHTiB, AKi OTpMMyBaIn apuninpason.

[aTonoriyHa npucTpacTb A0 a3apTHUX irop Ta iHLWi po3naan KOHTPOA iIMNYALCHOT NOBEAIHKN

MaTonoriyHa NpucTpacTb A0 asapTHUX irop, rinepcekcyasibHICTb, HeNepebopHMIA NOTAr 40 MOKYMOK, NepeifaHHs ab0 HEeKOHTPONbOBaHWIA NOTAr A0 DKi MOXYTb
BUHMKATW Yy NaLieHTIB, AKi NPMIAMat0Tb apmninpason.

[MoBigOMNEHHSA NPO Nif03POBaHI NOBIYHI peakLil

Baxn1Bo MoBigOMNATM Mpo Mifo3proBaHi NOGiYHI peakuii y nepioj NOCTMApKETMHIOBOrO CMOCTepeXeHHs. Lle fae MOXNMBICTb 3AiMCHIOBATUM KOHTPO/b 3a
CMiBBIAHOLLEHHAM KOPUCTL/PU3NK AN5 NiKapCbKnX 3aco6iB. MpauiBHMUKK chepy 0XOPOHM 340P0B’ S MOBUHHI MOBIAOM/IATI NMPO Nifo3ptoBaHi NOGIYHI peakuii.

TepMiH NpUAaTHOCTI. 3 POKMU.

YMoBU 36epiraHHs.
36epiraTi B opuriHanbHiin ynakoBLi npu TemnepaTypi He Buwe 25 °C. 36epirati B HeAOCTYNHOMY ANs AiTei Micui.

YnakoBka. o 7 Tabnetok y 6sicTepi, no 4 65icTepun y nayu,.
KaTteropis Bignycky. 3a peLentom.

BupobHuK.
AxTasBic Jita./Actavis Ltd.

Micue3HaxomKeHHS1 BUPOOHMKa Ta agpeca Micusi NPOBaAXKeHHS oro AisifIbHOCTI.
BLBO15, BLBO16, byne6en IHgacTpian EcTteiiT, M. 3eiiTyH, ZTN3000, ManbTa/
BLBO015, BLBO16, Bulebel Industrial Estate, Zejtun, ZTN3000, Malta.

3aABHUK.
3AT «Dapmnira».



Micue3HaxoLKeHHS 3asBHMKa.
Byn. MeiicTpy, 9, M. BinbHtoc, LT-02189, /lIuToBcbka Pecnybnika.



