IHCTPYKIIA

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

(CINATROPIL-ZDOROVYE)

Cknao:
Oitoui peyoguHu: TIipaLieTaM, IHHAPU3HH;
1 kancyna Mictuts mipaneramy 400 mr, HUHAPU3UHY 25 MT;

0onoMidcHi pe4osuHU: Kambllito TimpodocdaT, KpeMHi0 TiOKCUM KONIOigHuM 0e3BOIHUM, MarHio
creapaT; 000I0HKa Kamcynau MicTuTh Tutany piokcup (E 171), xxenaTuH.

JIikapcbka ¢popmMa. Kancynu TBeppi.

OcHogHI (i3uko-ximiyHi 81acmusocmi: TBepHi XKeTaTUHOBI Karcynu 0i70ro Konsopy. BMict Kamcynu -
CyMilll TpaHyII i MopoIKy 6isoro a6o 6isIoro 3 KOBTYBAaTUM BiiTIHKOM KOIbOPY. [IOMyCKa€eThCS
HasIBHICTB arJioMeparTiB 4acTOK IIOPOIIKY. Ha Karcysny qonycKaeThCsl HAHOCUTUA TOBaAPHUY 3HaK
nmignpueMcTsa - 3T.

®apMakoTepaneBTHYHA rpymna. [[CHXOCTUMYIII00Yi Ta HOOTPOIIHI 3aC00H.

Kon ATX NO6B X.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

[uraTponu®-300pos’ss - KOMOIHOBaHMIA MpenapaT. AKTUBHUMHU KOMIIOHEHTaMH JTiKapChKOT0
3aco0y € mipalleTaM, IIUKITiYHA TOXiIHa Y-aMiHOMAaCsHOI KUCJIOTH, i IMHAPU3UH -
CelIeKTUBHUY 0J10KAaTOP Ka/lbIliEBUX KaHaIiB.

ITipauemam € HOOTPOITHUM 3aC000M, IIIO [li€ Ha MO30K, MOKPALIY0Yu KOTHITUBHI (ITi3HaBasbHi)
GbyHKIIi], Taki K 30aTHICTb OO0 HaBYaHHS, IIaM sITh, yBara, a Tak0x PO3YMOBY ITpalle3AaTHICTE.
MexaHi3MiB BIIJIUBY IIpeliapaTy Ha [eHTpaJbHy HEPBOBY CUCTEMY, IMOBIpHO, KiJlbKa: 3MiHa IIBUAKOCTI
nomupeHHs 30yAKeHHs ¥ TOJIOBHOMY MO3KY; IIOCHAJIEHHS MeTa00IiYHUX IIPOIECiB ¥ HEPBOBUX
KJIiITUHAX; TOIMNIIeHHs MiKpOIMPKYIALii IIJITXOM BIIJIUBY Ha PEOJIOTiYHI XapaKTEPUCTUKHY KPOBi, He
CIPUYMHSIOYN IPY IIbOMY CYOUHOPO3IIMPIOBABbHOI Iil. TToKpalrye 3B’ I3KK MiXK MiBKYIIMU
TOJIOBHOT'O MO3KY 1 CHHANITUYHY IIPOBITHICTb Y HEOKOPTUKAIIBHUX CTPYKTypax. [licia Tpusamsoro
3aCTOCyBaHHS IIperaparty nallieHTaM 3i 3HUKeHHSIM MO3KOBUX (DYHKIIiH Bil3HaYa€ThCs MOKPAIeHHS
KOTHITUBHUX (DYHKIIi}, TOKpaIleHHS yBary.



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.

e XpoHiyHA Ta TaTeHTHa HEIOCTATHICTH MO3KOBOT'0 KPOBOOOITy Ipu aTepPOCKIIePo3i Ta
apTepianbHil rinepTeH3il; aHTI0OUCTOHIYHUY iIIeMiYHUY IHCYJIBT MO3KY Ta CTaH IIiCJIsg
IIepeHEeCeHOr0 iHCYIbTY MO3KY.

e [TocTTpaBMaTHy4Ha LiepebpacTeHis.

Ennedanomnarisi pisHOT0 MOXOOKEHHS.

[Icuxoopra"iyHuy CUHAPOM 3 IlepeBakaHHAM IIOPYIIEHHS [1aM’sTi Ta IHIIUX KOTHITUBHUX

GbyHKIi ab0 MOPYIIeHHS eMOIiiHO-BOJIbOBOI ChepH.

JlaGipuHTOMATIl - 3allaMOPOYEHHS, IIyM Y ByxXaX, Hy[ioTa, O/1I0BaHHS, HiCTarM.

CungpoMm MeHbepa.

[TpodinakTrKa KiHETO3iB.

IIpomunoka3aHHA.

[TigBuIleHa YyTNUBICTE [0 IipalleTaMy, IMHAPU3UHy ab0 10 OyAb-IKOTO HOMOMIiKHOTO KOMIIOHEHTa
niKapchKoro 3aco0y; iHAMBiAyambHA YYTIUBICTh [0 MOXiIAHUX MipOJTiMOHY.

TsKKa HUPKOBa HEIOCTATHICTh, TOCTPE TOPYIIEHHSI MO3KOBOTO KPOBOOGITy (TeMopariyHuil iHCybT),
xopesi XaHTiHI'TOHA, TAPKiHCOHI3M, MiIBUINIEHHS BHYTPITHBOOYHOT'O TUCKY, IICHXOMOTOPHE
30ymKEeHHS.

I[Tepion BariTHOCTI a60 TOmyBaHHS TPYIOIO.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[Ipy opHOYACHOMY BXKUBaHHI aJIKOT'0JII0 Ta 3aCTOCYBaHHI IIpenaparis, 10 IPUTHIUYIOTh LIEeHTPaIbHy
HepBoBY cucteMy (LJHC), TpULMKITIYHNX aHTAOEIPECAHTIB MOXKe IIiICUITIOBAaTHCS 1X cCeJaTUBHA Mif.

[Tpenapart MOTEHIIiI0€ Oif0 HOOTPOIIHUX, @HTUTIMIEPTEH3UBHUX i CYyTUHOPO3IMINPIOBAIbHUX 3aC00iB.
3acToCyBaHHS pa30M i3 CyIUHOPO3IIMPIOBAIbHUMY IIperapaTaMy IIOCUJIIOE UOT0 Ail0, a HasgBHICTh
[IMHAPU3UHY 3HUKYE aKTUBHICTH TilepTeH3UBHUX 3aco0iB.

[uHaTpONUII®-300POB’ sl IOCKUIIIOE AKTUBHICTh THPEOIMHUX TOPMOHIB i MOXKe CIPUYHHUTH
TPEeMOp Ta HECIIOKIu.

LliaeHOCMUYHe BMPYYAHHA: Yepe3 CBill aHTUTICTaMiHHUY e()EKT IMHAPU3WH, STKUU BXOOUTD M0
CKJIafly IIpenapary, MOXKe MacKyBaTy IO3UTHUBHI peakilil mofo ¢GakTopiB peakKTUBHOCTI MIKipX NIpU
IIPOBeIeHHI MKipHOI Tpo6u, TOMy HOr0 BUKOPUCTAHHS CJIifl IPUIMHUTH 3a 4 OHi [0 1i mpoBeeHHS.

I[IpomuenizenmuyHi aikapcuki 3acobu: He Big3HaueHO B3aEMOil 3 KapOaMasemniHoM, GpeHiToiHOM,
dbenobapbiTanoM, BalIbIIpoaToM HaTpiio (iHdopMallis IpyHTYEeThCS Ha BifOMUX JaHUX 3aCTOCYBaHHS
nipaneTaMy B 03i 20 Mr/go0y I0geHHO MPOTSATOM 4 THXKHIB).

Mooice nocusaumu 0iro opanbHUX aHTUKOATyJISHTIB.

AueHoKymapou.

Y xBOpUX i3 TSXKKUM 11epebiroM penugruByI0490ro TPOMOO3y 3aCTOCYBaHHSA MipaleTaMy y BUCOKUX
no3ax (9,6 r/mo0y) He BIIMBAIO Ha OO3YBaHHS alleHOKYMapOJy [Jis NOCATHEHHS 3HAaYEeHHS
nporpomMbiHoBoro yacy (MHB — mixkHapogHOT0 HOpMasli3oBaHOT'0 BifHOIIEeHH:) 2,5-3,5, ane npu
MOT0 OOQHOYACHOMY 3aCTOCYBaHHI Bil3aHa4asiocs 3HaUYHe 3HUKEHHS PiBHS arperailii TPOMOOLUTIB,
piBHg ¢QibpuHoreny, ¢pakropis BinneOpauna [koarynsuitiia aktuBHicTh (VIII: C); KodakTop
pucrtonetuny (VIII: vW: Rco) Ta nporein y mna3mi (VIII: vW: Ag)], B'I3KOCTi KpOBi i I1a3Mu KpoBi.

®apmakoKiHemuy4Hi 83aemo0ii.

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

In vitro mipanetaM He npurHigye nutoxpoMm P450 isopopmu CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1
i4A9/11 y koHuenTpatii 142, 426, 1422 MKr/MmIL.

[Tpu koHIeHTpaIlrl 1422 MKr/MI Bin3HaueHo He3HauHe npurHidveHHs CYP2A6 (21 %) i 3A4/5 (11 %).
Opnak piBess K, nux gox CYP-i3oMmepiB goctaTHiu npu nepeBuiierHi 1422 mkr/mi. Tomy
MeTabosliyHa B3a€MOJIis 3 IpelnapaTaMy, 1o nifgaoThesa 6ioTpancdopmarltii uuMu hepMeHTaMH,
MaJlOMMOBIpHa.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Hupkosa HedocmamHicme.

[Tpenapar 3 00epekHiCTIO MPU3HAYATH IallieHTaM i3 3aXBOPIOBAHHSIMU HUPOK. Y BUIIagKax



7eTKol abo MOMipHOI HUPKOBOI HEIOCTaTHOCTI PEKOMEHAYEThCS 3MEHIIUTH TEPANIEeBTUYHY
mo3y abo 30ibIMUTH iHTEPBa MiXK 3aCTOCYBaHHSIMH, 0COOJIMBO SKINO KIiPpEHC KpeaTuHiHy
< 60 Mm/xB.

ITeyiHKosa HedocmamHicme.

[Tpemapat 3 006epeXkHiCTIO IPHU3HAYATH IAIliEHTaM i3 MeYiHKOBOIO HeloCcTaTHiCTI0. HeoOxigHO
CIIKyBaTHX 3a PiBHSIMU IEYiHKOBUX (EPMEHTIB Y MAaIli€HTIB i3 mopyleHHAMY GYHKIIII TeYiHKHU.

ITauieHmu AiMHbO20 BIKY.

[Tpu moBroTpuBaJii Teparil NalieHTiB JITHBOTO BiKy PEKOMEHAYETHCS PETYIIPHUAN
KOHTPOJIb ITOKA3HUKIB (YHKIIil HUPOK, IIPX HeOOXIAHOCTI CJIil KOPEKTyBaTH [03Y 3aJIeKHO
BiJl pe3yJIbTaTiB JOCHIAXKEHHS KIIIPEHCY KpeaTHHIHY.

JlikapchKuii 3acid mpoHuKae 4epe3 GinbTpyBasibHi MeMOpaHy anapaTiB Oy TeMOfiai3y.
3acTocyBaHHS Ipenaparty Clif YHUKaTH Ipu nopdipil.

Bnius Ha nabopamopHi aHanisu.

[TpemapaT Moxke JaTh XUOHOIMO3UTUBHUM Pe3yIbTaT MIPU NMPOBEEeHH] IOIIHI0BOI0 KOHTPOJIIO Y
CIIOPTCMEHIB, @ TaKOXK IIPX BU3HAYEHHI PagioaKTUBHOTO MOAY, 3BaKal0uM Ha HAasIBHICTh HOMOBMICHUX
0apBHUKIB B 000JIOHIIi KaICyIH.

Bnaue Ha aepeeauio mpombouumis.

Y 3B’43Ky 3 TUM, IO ITipalieTaM 3HUXKYE arperallito TpoMOOLUTIB, He0OXigHO 3 00epeKHICTIO
IIpU3HayaTy IMpernapaT XBOPUM i3 MOPYIIEHHIM IreM0oCTa3y, 3i CTaHaMHu, 1110 MOXYTh
CyIIPOBOAKYBaTHCS KPOBOBUJIMBAMU (BHpa3Ka IUIYHKOBO-KUIIKOBOI'O TPAKTY), Iif 4ac
BEJIMKHUX XipypPridyHUX OIepalii (BK/I0Yaloul CTOMATOIOTiYHI BTPy4aHHs), XBOPUM i3
CHMIITOMaMM TSI2KKOI KpoBOTeui a0o XBOpUM, SIKi MalOTh B aHaMHe3i reMopariyHui iHCybT; a
TaAKOX TallieHTaM, SIKi 3aCTOCOBYIOTh aHTUKOATyISHTH, TPOMOOLMTapHI aHTAArPETaHTH,
BKJTIOYAI04YY HU3BKi JO3M alleTUJICAIIIIAIOBOl KUCIOTH.

9K i inmi arTUTiCTaMiHHI TiKapchKi 3acobu, LiuEaTponun®-3M0poB’si MOXe CIPUYUHATH
Iofipa3HeHH B eliracTpasbHill OiNAHI; 3aCTOCYBaHHS MOTO IMiC/Is ioy MoXKe 3MEeHIIUTH SBUILA
MTOJpa3HEeHHs IITyHKa.

Crnip 3 ocob6nmmBoi0 06epekHICTIO 3aCTOCOBYBATH JiIKapChKUii 3acib malfieHTam i3 xBopo6oio
[Tapkincosna.

[ToTpibHO yTpUMyBaTHCS Bifl OMHOYACHOTO BXXUBAHHS aJIKOT 0110 a00 aHTUENIPECAHTIB, OCKIJIbKH
mpenapaT MOXKe CIPUYUHSITH COHIUBICTh, 0COOMMBO HA CAaMOMY IIOYATKY JiKyBaHHS (OUB. PO3Mil
«Bzaemogis 3 iHIIUMY JTiIKapCLKUMHU 3aco0aMu Ta iHIIM BUTU B3aEMOIIN»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Y nepiop BariTHocTi abo romyBaHHS TPYAOIO TiKapChKUii 3acib He 3aCTOCOBYBATH.



Y pasi HeoOxigHOCTI MiKyBaHHS IIpernapaToM CJIifl MPUIUHUTH TOOYBAHHS TPYIIIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

Cnip goTpuMyBaTHCs 00epeKHOCTI ITifl Yac KepyBaHHS aBTOTPAHCIOPTOM a00 po0OTH 3 iHIIUMHU
MeXaHi3MaMHU, 3BaXKaloyy Ha MOXK/IMBICTh BUHUKHEHHS OOIYHUX peaklii 3 60Ky LeHTPaIbHOI
HEPBOBOI CUCTEMH.

Cnoci6 3acmocyeaHHss ma do3u.

Kancynu LlyHaTpomui -3M0poB’s 3aCTOCOBYBATH OPAILHO MiC/Is Iy, He PO3KOBYIOYH, 3alMBA0YH
BOZOI0.

OpPOCIIUM

[To 1-2 xancynu 3 pa3u Ha [00y.
Kypc nikyBaHHS - 1-3 Mics1i 3a/ie2kHO Bifl TAXKKOCTI 3aXBOPIOBaHHSA.

He 3acTocoByBaTtu moBiie 3 MicsiiB 0e3 mepepsu! MoxuBe MpoBeaeHHs 2—3 KypcCiB Ha pikK.

Himu. He 3acTocoByBaTu.

Ilepedo3yeanHsi.

Cumnmomu: TIOCUJIEHHS MTPOSBiB MOOIYHOI [il mpemapaTy. Y IOOOUHOKUX BUIIaIKaX IT'OCTPOTO
nIepeno3yBaHHs CIIOCTEPIralucs OUCIENCHYHI ABUIa (Hiapes 3 KpoB'1o, Oifib ¥ KUBOTI), 3MiHa
CBimOMOCTI Bifi COHJTMBOCTI [0 CTYIIOPY Ta KOMHU, O/TF0BaHHS, eKCTpalipaMigHi CHMIITOMU, apTepianbHa
rimorensis. V miTe# mpu mepeno3yBaHHi IepeBaXkaTh peakiil 30yaxKeHHs - 083COHHS, HECIIOKIH,
erdopis, OpaTiBIUBICTh, TPEMOP, PiAKO - KOIMIMAaPH, TalioIMHAllil, CYOOMH.

JIiKky8aHHA: BUKJIUKATH OJII0BAHHS, TPOBECTU IIPOMUBAHHS IUTyHKA (6aXKaHO IPOTATOM IEePIIol
TOOUHY MICNS IPUUOMY BHYTPIIIHBO), 3aCTOCYBaTH @aKTUBOBAHE BYTi/UIf. [IpOBOOUTH CUMITOMATUYHY
Teparin. MoXiuBe 3aCTOCYBaHHA IreMoiai3y.

Io6iuni peakuii.

3 60Ky Hepsosoi cucmemu: TinepKiHesis, aTakcis, roIoBHUM 0iNlb, TOPYIIEHHS CHY, 6€3COHHS,
BeCTUOYIISIPHI po3/1ajid, 3allaMOPOYEHHS, MiIBUIIIEHHS YaCTOTH HallafiB eIiNencii/noripiueHHs
nepe0iry eminerncii, mopymeHHs piBHOBAru, TPEMOp, TiepCOMHis, leTapris, OUCKiHe3is,
[IapKiHCOHI3M, BTOMJIIOBaHiCTh. TprBaje 3aCTOCYBaHHS y XBOPUX JIITHBOI'O BIKy MOXKE IIPU3BECTH [0
PO3BUTKY eKCTpanipaMigHuX sSBUILI.



3 6oky iMyHHOI cucmemu: TinepYyTIUBICTh, ¥ TOMY YKCyIi aHadinakcis, mKipHi peakirii.
3 60Ky mpasHo20 mpakmy: BiT4yTTs CyXOCTi y pPOTi, gucnerncis, abgoMiHanbuuit 6inb, 6inb y BepXHil
YaCTHUHI KHBOTa, JUCKOMQOPT y TiNAHII UUIYHKA, giapes, XolecTaTUYHa KOBTSHUIIS, [TigBUIIIEHE

CIIMHOBHUIIJIEHHS, HYyOOTa, OJIIOBAHHS.

3 60Ky wkipu: aHTiIOHEBPOTUYHUYN HAOPSK, MEpPMaTUTH, CBepOixK, BUCUTIAHHS, KPOIIUB'THKA,
GOTOYYTNIHUBICTS, Timeprigpo3 (migBuIlieHa MiTIUBICTD), TUITAETONIOHNY KepaTo3, EpUTEMATO3HUM
BOBYAK Ta YEPBOHUY IJIECKATUY JIUIIAM.

3 6oky ncuxiku: migBuIeHa 30y IUBICTh, 3HEPBOBAHICTh, 30€HTEXKEHHS, COHJIUBICTD, JeIpecis,
TPUBOXKHICTb, TAMIOIUHAIIII.

3 6oky Kicmkoeo-m’A3080i cucmemu: pUTigHiCTh M’sI3iB.
IHwi: acTeHis1, cTaTeBe 30yIKEHHS, reMOpariyHi po3maau.

[Tpu TpuBasoMy Kypci JIiKyBaHHS V ITIOOOUHOKUX BUITafKaX MOXKE CIIOCTEPIraTucCs 30iNbIIeHHST Mach
Tina.

Tepmin npudamuocmi. 2 POKH.

YmoBH 30epiranHsi. 36epiraTé B OpuriHaibHil yIIakoBIl npu TemnepaTypi He Buire 25 °C.

30epiratu y HeJOCTYIIHOMY OJIS1 OiTeM MicCIIi.

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

Kareropis Bignmycky. 3a perentom.

Bupoouuk. ToBaprcTBO 3 00MeXeHOI0 BiimoBiganbHicTIO «®apMalleBTUYHA KOMIIaHis
«30POB’SI».

Micue3HaxoaKeHHsI BUPOOHHKA Ta aJpeca Miclsi IpoBaIXKeHHsI HOr'0 Jisi/IbHOCTI.

Ykpaina, 61013, XapkiBceka 0671., MicTo XapkiB, Bynuis llleBuenka, 6yguHoK 22.



