IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
IIMHATPOIINI®-3IOPOB’'A

(CINATROPIL-ZDOROVYE)

Cknaod:
Oitoui peyoguHu: TIipalleTaM, IIMHapPU3UH;
1 kancyna mictuts nipanetamy 400 Mr, HuHapU3UHY 25 MT;

0onomidcHi peyoguHU: KasblIliio TimpodocdaT, KpeMHil0 mioKcHU[ KONIoigHuHi 6e3BOMHUM, MaTrHilo
cTeapart; 0007I0HKa KalCy/d MiCTUTh TUTaHy fiokcup (E 171), KenmaTtus.

JIikapcbKa ¢popma. Kancynu TBepi.

OcHo8HI (i3uKo-ximiyHi 81acmusocmi: TBepHi XKeTaTUHOBI Kancynu 0i10ro Konsopy. BMicT Kamncynu -
CyMilll TpaHyJI i MOPOIIKY 6isToro abo 0i0ro 3 JKOBTYBATUM BiATIHKOM KOILOPY. [JONyCKa€eThCS
HasBHICTH arjoMepariB 4YacTOK IIOPOLIKY. Ha Kalcyny HOnyCKaeThCs HAaHOCUTU TOBapHUH 3HaK
mignpueMmcTBa - 3T.

dapMakoTepaneBTHYHA rpymna. [ICHXOCTUMYIIOI0Yi Ta HOOTPOIIHI 3aco0H.

Kon ATX N0O6B X.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

IIuHaTpOmUI -300pOB’s - KOMOiHOBaHHI IpenapaT. AKTUBHEME KOMIIOHEHTaMH JTiKapChKOT0 3aCo0y
€ mipaleTaM, IIUK/IiYHa MTOXigHa Y-aMiHOMACIISTHOI KMCJIOTH, i ITMHAPU3UH - CeJIeKTUBHUN OJI0KaTOP
KaJIbLieBUX KaHAJIiB.

ITipauemam € HOOTPOIITHUM 3aco00M, ITI0 Ii€ Ha MO30K, ITOKPAIIyI4y KOTHiTUBHI (ITi3HaBaIbHi)
GbyHKIIi], Taki K 30aTHICTh OO0 HaBYaHHS, IaM sITh, yBara, a Tak0x PO3YMOBY IIpalle3AaTHICTE.
MexaHi3MiB BIIJIUBY IIpeliapaTy Ha [eHTpaJbHy HEPBOBY CUCTEMY, IMOBIpHO, KiJIbKa: 3MiHa IIBUAKOCTI
NOIIMPEHHS 30yIKeHHS ¥ TOJIOBHOMY MO3KY; IIOCUJIEHHS MeTab0IiuHIX IPOLIeCiB Yy HEPBOBUX
KJIiITUHAX; MOJINIIeHHs MiKpOIMPKYIALii IJITXOM BIIJIUBY Ha PEOJIOTiYHI XapaKTEPUCTUKHY KPOBi, He
CTIPUYUHSIOUN TIPH I[bOMY CYOUHOPO3IMKUPIOBANIbHOI Iil. [ToKpallye 3B I3KM MiXK MiBKYISIMU
TOJIOBHOT'O MO3KY 1 CHHANITUYHY IIPOBIAHICTh Y HEOKOPTUKAJIBHUX CTPYKTypax. [licnsa Tpusanoro
3aCTOCYBaHHS IIpelapaTy MallieHTaM 3i 3HMKEHHSIM MO3KOBUX QYHKIIM Bif3HAYa€ThCS MOKPAIleHHS
KOTHITUBHUX QYHKIIiM, IOKPAIleHHS yBari.



I[TuHapu3uH MPUTHIYYE CKOPOUEHHS KJIiTUH TJIafKUX BaCKYJISIPHUX M’S3iB HIITX0M OJIOKYBaHHS
KaJbl[ieBUX KaHaJliB. [J0gaTKOBO [0 MPSMOT0 KaJbLIiEBOT0 aHTArOHi3My LIHHAPU3UH 3HUKYE
CKOPOYYBaJbHY [il0 BAa30aKTUBHUX PEYOBUH, TaKUX SIK HOPEIMiHEePHUH i CEPOTOHIH, MIJITXOM
6710KyBaHHST KOHTPOJIbOBAHUX HUMU PEIENITOPIB KaJIbI[ieBUX KaHaiB. biiokafa HafiXxomKeHHS
KaJIbIIiIO [I0 KJTiTHH 3a/Ie3KUTh Bifl pi3HOBUAY TKAHWHU, Pe3YIbTATOM il € aHTUBA30KOHCTPHUKTOPHI il
0e3 BIIMBY Ha apTepianbHUM THUCK i YaCTOTy CEPIIeBUX CKOPOUYeHb. LIMHApHU3KWH MOXKe Y [TOfaIbIIoMy
MOJIITIITYBaTHA HEAOCTATHIO MiKPOIMPKYJISAIIIO IIISXOM IiABUINEHHS €JIaCTUYHOCTI MeMOpaHu
€PUTPOLUTIB i 3HUKEHHS B’ SI3KOCTI KPOBi. 36ibIIyeThCS KITITUHHA PE3UCTEHTHICTH IO TiMOKCii.
[lyHapU3WH IPUTHIYYE CTUMYIIALi0 BECTUOYIIPHOI CHCTEMH, IO B PE3Y/IbTaTi CIPUUUHSIE
IPUTHIYEHHS HiCTarMmy Ta iHIIMX aBTOHOMHUX po3niafiB. [luHapusuH 3amobirae BUHUKHEHHIO
TOCTPUX HalafiB 3allaMOPOYEHHS.

dapmMaxkoKiHemuxka.

[IpemapaT MIBUAKO Ta IIOBHICTIO BCMOKTYETHCSA Y LITyHKOBO-KUILIKOBOMY TpaKTi. LIuHapuU3uH gocsrae
MiKOBUX KOHI[EHTpallill y [IJIa3Mi KPOBi Yepe3 rofuHY IiC/Is OpaJbHOr0 3aCcTOCyBaHHS. [10BHICTIO
MeTabomi3yeTbcs. 3B’a3yeThes Ha 91 % 3 GimkaMu KpoBi. 60 % BUBOOUTLCS Y HE3MiHEHOMY BUTTISAI 3
KaJIOM, 3a/IMIIKOBI KiJIbKOCTI - i3 cedelo y BUTTIAMI MeTa0OJIiTiB.

MakcuMarsbHa IIJTa3MOBa KOHIIEHTpallid mipaleTaMy OOCsATaeThCcsl 4yepe3 2—6 roguH. [lipareram
BiTbHO NMPOHUKAE KPi3b reMaToeHedaniynnit 6ap’ep, BUBOOUTLCA i3 ceyel0 y He3MiHEHOMY BUTJISAMI.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

XpoHiyHa Ta JTaTeHTHa HEJOCTAaTHICTh MO3KOBOI'0 KPOBOOOITY ITPH aTePOCKIIepo3i Ta
apTepianbHil rinepTeH3il; aHTiI0AUCTOHIYHUY iIIeMiYHUY IHCYJIbT MO3KY Ta CTaH IIiCJIg IIepeHeCceHOoro
IHCYJIBTY MO3KY.

[TocTTpaBMaTH4YHa IlepedpacTeHis.
Ennedarnomnarisa pi3HOT0 MOXOAKEHHS.

[Icuxoopra"iyHuy CUHAPOM 3 IlepeBakaHHAM IIOPYIIEHHS 1aM’ STl Ta IHIIUX KOTHITUBHUX
GbyHKIi# ab0 MOPYIIeHHS eMOIiiHO-BOJIbOBOI ChepH.

JlaGipuHTOMATIl - 3alIaMOPOYEHHS, IIIyM Y ByXaX, Hy[0Ta, OJII0BaHHS, HiCTarM.
Cunppom MeHbeEDa.

[TpodinakTrKa KiHETO3iB.

IIpomunoka3aHHA.

[TigBuIeHa YyTIUBICTE [0 IipalleTaMy, IMHaPU3UHy ab0 10 Oyab-SKOTO HOMOMIiKHOTO KOMIIOHEHTa
niKapchKoro 3acoly; iHAMBiAyambHA YYTIUBICTh [0 MOXiIAHUX MipOJTiMOHY.

TsKKa HUPKOBa HEJOCTATHICTh, TOCTPE MOPYIIEHHS MO3KOBOT0 KPOBOOOITY (reMopariuHuil iHCymbT),
xopesi XaHTiHTTOHA, MAPKiHCOHI3M, MiBUIIIEHHS BHYTPIIHEOOYHOTO TUCKY, IICUXOMOTOPHE



30yIKEHHS.

[Tepion BariTHOCTI ab0 TOAyBaHHS TPYALOIO.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[Ipu omHOYACHOMY BXKUBAHHI aJIKOT0OJII0 Ta 3aCTOCYBaHHI IIpenaparis, 110 IPUTHIYYIOTh LEeHTPAJIbHY
HepBoBY cuctemy (LIHC), TpUUMKITIYHNX aHTUOEIIPECAHTIB MOXKe IIiICUITIOBATHCS 1X ceJaTUBHA Mis.

[TpemapaT MOTEHIIIIOE [if0 HOOTPOIIHUX, aHTUTINEPTEeH3UBHUX i CYAMHOPO3MKPIOBaIbHUX 3aC00iB.
3aCTOCyBaHHS Pa30M i3 CyOUHOPO3IIKUPIOBAIbBHUMY [IpellapaTaMy IIOCUIIE UOT0 [if0, a HasBHICTh
IIMHAPU3UHY 3HUKY€E aKTUBHICTh TiepTeH3UBHUX 3aC00iB.

L[I/IHanOHI/IJ'[®-3I[OpOB'H ITOCHUJTIOE aKTUBHICTb TUPEOITHUX TOPMOHIB i MOXKe CIIPUYUHUTH TPEMOP Ta
HECIIOKiH.

LiaeHocmuyHe 8mpyYaHHA: 9epe3 CBill aHTUTICTaMiHHUY e(eKT IMHAPU3UH, KUY BXOOUTH [0
CKJIafy IIpemapary, MOXe MacKyBaTH IO3UTHUBHI peakilil mono ¢GakTopiB PeaKTUBHOCTI IMIKipy NIpU
IIPOBEMeHHi MKipHOI TPo0U, TOMY HOT0 BUKOPUCTAHHS CIIi[l MPUIUHUTH 3a 4 [Hi 10 1i mMpoBegeHHS.

[TpoTueninenTuyHi ITiKapchKi 3aco0u: He Big3HAUYeHO B3a€MOfii 3 KapOama3emniHoM, GeHITOIHOM,
benobapbiTanoM, BalIbIIpoaTOM HaTpiio (iH(opMallis IpyHTYEThCS Ha BifOMUX JaHUX 3aCTOCYBaHHS
nipaneTaMy B 03i 20 Mr/go0y I0geHHO MPOTATOM 4 TUXKHIB).

Mozxe TOCUNIUTH Ail0 OpaIbHUX @aHTUKOATyJISHTIB.

AlleHOKYMapoJI.

Y xBOpUX i3 TSAXKKUM N1epebiroM penugruByI040ro TPOMOO3y 3aCTOCYBaHHS IipaleTaMy y BUCOKUX
mo3ax (9,6 r/moby) He BIIMBAJIO Ha HO3YBaHHS alleHOKYMAapOIly [Jis HOCSITHEeHHS 3HaYeHHS
npoTrpoMbiHoBoro yacy (MHB — mixkHapogHOT0 HOpMasli3oBaHOTO BifHOIIEeHHs) 2,5-3,5, ane npu
MOT0 OOHOYAaCHOMY 3aCTOCYBaHHI Bil3aHayasiocs 3HaYHe 3HUKEHHS PiBHS arperailii TPOMOOLUTIB,
piBHg ¢QibpuHoreny, ¢pakTopis BinneOpauna [Koarynsuifiia aktuBHicTH (VIII: C); KodakTop
pucrtonetuny (VIII: vW: Rco) Ta nporein y mna3mi (VIII: vW: Ag)], B'I3KOCTi KpOBi i I1a3Mu KpoBi.

®apMaKOKiHETHYHI B3aEMOIii.

IMOBipHicTh 3MiHM papMaKOAMHAMIKH IIipalleTaMy IIif Oi€lo iHIKUX JTiKapChKUX 3ac00iB HU3bKA,
ockinbku 90 % mipalieTaMy BUBOOUTHCSA Y HE3MIHEHOMY BUTJIAAL 3 CEUEIO.

In vitro mipaueram He npurHiuye nutoxpom P450 isohopmu CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1
i4A9/11 y koHuenTpatii 142, 426, 1422 MKr/MmIL.

[Tpu koH1eHTpaIlrl 1422 MKr/Mi Bin3HaueHo He3HauHe npurHidveHHs CYP2A6 (21 %) i 3A4/5 (11 %).
Opnak piBess K, nux aox CYP-i3oMmepiB gocTaTHiu npu nepeBuilerHi 1422 mkr/mi. Tomy
MeTaboiyHa B3aEMOIis 3 IIperapaTaMy, 110 HifgaiThes 6ioTpaHchopmallil IuMu GepMeHTaMH,
MaJlOMMOBIipHa.



Oco06.1ue8ocmi 3acmocyeaHHsi.

Hupkosa HedocmamHicmb.

[TpemapaT 3 06epexkHiCTIO MPU3HAYATH MAIliEHTaM i3 3aXBOPIOBAHHSIMM HUPOK. Y BUIIagKaX JIETKOi
ab0 moMipHOI HUPKOBOI HEIOCTATHOCTI PEKOMEHIYEThCSI 3MEHIITUTH TEPAIEBTUYHY H03y abo
30iNTBIUTY iHTEpPBaN MiXK 3aCTOCYBAHHSIMU, 0COOJIMBO SIKIIO KITipeHC KpeaTuHiHy < 60 MJI/XB.

ITeyiHKosa HedocmamHicme.

[TpemapaT 3 00epexkHiCTIO MPU3HAYATH TMMAIliEHTaM i3 MeYiHKOBOI HeJoCcTaTHICTI0. HeoOxigHO
CIIiOKYyBaTH 3a PiBHSIMM IE€YiHKOBUX (DePMEHTIB y NaIli€HTIB i3 MOPYyIIeHHIMH QYHKIIII IEeYiHKH.

ITauieHmu AiMHb020 BIKY.

[Tpu moBroTpuBajill Teparlil Mali€HTIB JIiITHHOTO BiKy PEKOMEHIYEThCS PETYISIPHUM KOHTPOJIb
TIOKA3HUKIB (QyHKIii HUPOK, IpX HeoOXigHOCTI CIiff KOPEKTYBaTH 003y 3aJIeXKHO Bifl pe3ynbTaTiB
LOCIIIIXKeHHS KIIIpEeHCY KPeaTUHIHY.

Jlikapcbkuit 3acib mpoHuKae yepes inbTpyBanbHi MeMOpaHu amapartiB AJis TeMofianizy.
3acTocyBaHHS Ipemnaparty Clif YHUKaTH Ipu nopdipii.

Bnsus Ha n1abopamopHi aHanisu.

[Ipemapat Moxke JaTy XUOHOIIO3UTUBHUM Pe3yJIbTaT IIPU IIPOBEEHH] NOIIHI0BOTO KOHTPOJIIO Y
CIIOPTCMEHIB, @ TaKOXK TP BU3HAYEHHI PalioaKTUBHOI'0 MOy, 3BaKal04Y Ha HASIBHICTh HOMOBMiCHUX
6apBHUKIB B 000JIOHIIi KaIICYIH.

Bnaue Ha azpezauio mpombouumis.

Y 3B’513Ky 3 TUM, IO IipaleTaM 3HUKYE arperaiiito TpoMOOIUTIB, He0OXiIHO 3 00epexkKHiICTIO
IIpU3HavYaTHy NpernapaT XBOPUM i3 MOPYIIEHHIM IreMoCTa3y, 3i CTaHaMH, 110 MOXKYThb
CYIIPOBOIXKYBATHCS KPOBOBUJIMBaMHU (BUpPa3Ka IIJIYHKOBO-KUIIKOBOTO TPAKTY), IIif YaCc BEIMKUX
XipyprigHux onepamii (BK/II04al0OUd CTOMATOJIOTiYHi BTPy4YaHHS), XBOPUM i3 CUMIITOMaMH TSIXKKO1
KpOBOTeYi ab0 XBOPUM, SIKi MalOTh B aHaMHe3i reMopariyHui iHCy/IbT; @ TAKOXK IallieHTaM, IKi
3aCTOCOBYIOTh @aHTUKOATYISHTH, TPOMOOLMTapPHI aHTUArperalTH, BKITI0Ya0uy HU3bKi 031
alleTUIICAJIIIIAIIOBOI KUCIIOTH.

9K i inmi anTUTiCTaMiHHI TiKapchKi 3acobu, LluHaTponun®-3M0poB’ss MOXe CIPUYUHATH
Iofipa3HeHH B elliracTpasbHill OiNSHI; 3aCTOCYBaHHS MOTO IMiC/Is iAy MOXKe 3MEeHIIUTH SBUILA
MIOJpa3HeHHs IITyHKa.

Crnip 3 ocob6nmuBo0 06epekHICTIO 3aCTOCOBYBATH JiIKapChKUii 3acib malfieHTam i3 xBopo6oio
[Tapkincosna.

[ToTpibHO yTPUMYBaTHUCS Bifi OHHOUYACHOTO BXKUBAHHS aJIKOTOJII0 a00 aHTUAEIPECAHTIB, OCKIJIbKI
mpernapaTr MoXKe CIPUYUHSITH COHJIMBICTB, 0COOTMBO HA CAMOMY ITOYATKY JIiKyBaHHS (OUB. PO3Min
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUTU B3aEMOIIN»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00H0.



Y nepiop BariTHOCTI ab0 TOOyBaHHS T'PYAI0 JTIKapChbKUM 3aCi0 He 3aCTOCOBYBATH.

Y pa3si HeoOximHOCTI NiKyBaHHS NIpenapaToM CJIifi IPUINHUTH TOfyBaHHS IPYOAIO.

30amHicmb eniueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Cnip goTpuMyBaTuCcs 00epeKHOCTI ITifl Yac KepyBaHHS aBTOTPAHCIOPTOM a00 po0OTH 3 iHIIUMHU
MexaHi3MaM¥u, 3BaXKaloul Ha MOXKJIMBICTh BUHUKHEHHS MO0IiYHUX peakiil 3 60Ky LeHTpaIbHOI
HEPBOBOI CUCTEMHU.

Cnoci6 3acmocyeaHHss ma do3u.

Kancynu LlyHaTponui -3M0poB’s 3aCTOCOBYBATH OpasbHO MiC/s Iy, He PO3KOBYIOUH, 3alMBAI0YH
BOJIOI0.

OpPOCIIUM

[To 1-2 kancynu 3 pa3u Ha [o0y.
Kypc nikyBaHHS - 1-3 MicsLi 3a/Ie2KHO Bifl TAKKOCTi 3aXBOPIOBAHHS.

He 3acTocoByBaTtu moBie 3 MicsiiB 0e3 mepepsu! MoxuBe MpoBeaeHHS 2—3 KypCiB Ha piK.

Himu. He 3aCcTOCOBYBaTH.

Ilepedo3yeanHsi.

Cumnmomu: TTIOCUNIEHHS MPOsBiB MoOiuYHOI Ail mpemnapaTy. Y IOOAMHOKUX BUIMIAfKaX I'OCTPOTO
nepeno3yBaHHs CIIOCTEPIranucs OUCIENCUYHi ABUINa (giapest 3 KpoB'wo, 0inb y KUBOTI), 3MiHa
CBiIOMOCTI Bifi COHJIMBOCTI [0 CTYIIOPY Ta KOMHU, O/TF0BaHHS, eKCTpalipaMigHi CUMIITOMY, apTepianbHa
rinoTeH3id. Y miTel npu nepefo3yBaHHI TepeBaXkKaloTh peakilil 30ymKeHHS - 0e3COHHS, HECIIOKIH,
eiiopis, IpaTiBIUBICTL, TPEMOD, PIOKO - KOIIMapH, TalioHalil, CyIoMH.

JIikyBaHHS: BUKJIMKaTH OJIIOBaHHS, IPOBECTH TPOMUBAHHS IITyHKA (0akaHO IPOTSATOM IIEepPIIol
TOIMHY IIiCIIST MPUIOMY BHYTPILIIHBO), 3aCTOCYBATH aKTUBOBaHE BYTisA. [IpOBOOUTH CUMIITOMATUYHY
Tepamnit. MoX/rBe 3aCTOCYBaHHS IreMOfiai3y.

ITobiuni peakuii.

3 6oky Hepeogoi cucmemu: TinepKiHesis, aTakcis, TOJIOBHUM 0iNb, MOPYIIEHHS CHY, 6€3COHHS,
BeCTUOYISIPHI PO3JIaid, 3allaMOPOYeHHS, MiIBUILIEHHST YaCTOTH HalafAiB eminerncii/moripmenHs
nepebiry eminencii, mopyiieHHs piBHOBAaru, TPeMoOp, TillepCOMHis, eTapris, AUCKiHe3is,
[TapKiHCOHI3M, BTOMJIIOBaHICTh. TprBajie 3aCTOCYBaHHS y XBOPUX JIITHBOTO BiKy MOXe IIPU3BECTHU 10



PO3BUTKY €KCTpallipaMigHUX SBUII.

3 6oky iMyHHOI cucmemu: TinepYyTIUBICTh, Y TOMY YKCIIi aHadimakcis, mKipHi peakirii.

3 60Ky mpasHo20 mpakmy: BiI4yTTs CyXOCTi y pPOTi, gucmerncis, abmoMiHanbHuil 6inb, 6inb y BepXHil
YaCTHHI KHBOTa, JUCKOMQOPT y TiNAHI UUIYHKA, giapes, XolecTaTuyHa XKOBTSHUIIS, MigBUIIEHE

CJ'II/IHOBI/IJIiTIeHHH, HYOOTa, OJII0BaHHSI.

3 60Ky wKipu: aHTIOHEBPOTUYHUY HAOPSK, MIEPMATUTH, CBepOiXK, BUCUIIAHHS, KPOIIUB'THKA,
($hOTOUYTNUBICTD, TiNleprigpo3 (migBuilleHa MiTIUBICTh), TUIIAETIONIOHNM KepaTo3, epUTEMaTO3HUMN
BOBYaK Ta YEPBOHUY IJIeCKATUY JIUILIAK.

3 6oky ncuxiku: migBuIleHa 30yOIHNBICTh, 3HEPBOBAHICTh, 30€HTEXKEHHS, COHJIMBICTD, IeIpecis,
TPHUBOXKHICTb, TaIOIAHAIIl.

3 6oky KicmKkoeo-M’A3080i cucmemu: pUTigHiCTh M’s13iB.
THwi: acTeHis, cTaTeBe 30yIXKEHHS, TeMOpariuyHi po3naau.

[Tpu TpuBanoMy Kypci JiKkyBaHHS Y IOOAWHOKUX BUIIafIKaX MOXKe CIOCTepiraTucs 30inblIeHHS Macu
Tina.

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epiranHs. 36epiraTy B OpUTiHaIbHIN yIIAaKOBIl Ipy TeMmiepaTypi He Buiie 25 °C.

30epiratu y HEJOCTYIIHOMY OJISI OiTe# MicIi.

YnakoBka. Kancynu tBepai Ne 30 (10 % 3), Ne 60 (10 X 6) y 6micTepax y KopoOiii.

Kareropis Bigmycky. 3a peLenToMm.

Bupo6uuk. TOBAPVCTBO 3 OEMEXXEHOR BIATIOBIOAJIBHICTIO «KOPITOPALIIA «3IOPOB’d».

Micue3HaxoaKeHHsI BUPOOHHKA Ta ajipeca Micis MpoBaIXKeHHS HOT0 Tis/IbHOCTI.

Yxpaina, 61013, XapkiBcrka 0071., MicTo XapkiB, Bynuns llleBuerka, OyguHOK 22.



