IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TIOODETAM®

(THIOCETAM)

CKnaao:

Oitoui peyoguHu: 1 MJI pO3UYMHY MiCTUTH MOP(]OJIiHi€EBOI COJIi TIa30THOI KMCJIOTH B IIepepaxyBaHHi Ha
100 % pedoBuHy - 25 MT, IO €KBiBaneHTHO 16,6 Mr Tia30THOI KUCNOTY; Hmipanetamy - 100 mr;

0onomidcHa pe4osuHa: Boma AJs iH'eKITN.

JlikapcbKa ¢popma. Po3uuH [ans iH' eKIIiid.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: mpo3opa 6e36apBHa abo 3 nenb KOBTYBAaTUM BiTIHKOM
pimuHa.

dapMakoTepaneBTHYHA Irpymna. [HIIi ICUXOCTUMYTIOI0Yi Ta HOOTPOIHI 3aC0o0u.

Kom ATX NO6B X.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

TioneTaM® HaMeXKUTh OO IPyNHU epeOpoakTHBHUX 3aCc00iB, Ma€ HOOTPOIIHI, MIPOTHilIeMiYHi,
AHTMOKCHOAHTHI Ta MeMOpaHoCcTabii3yto4i BIacTUBOCTI.

dapmakonoriyaui eeKkT nmpenapaTy 3yMOBJIEHUM B3a€EMOIIOTEHIIIFOI0YOI0 [Ii€I0 Tia30THOI KUCIIOTH Ta
mipalneramy.

TioneTaM® IPHCKOPIOE YTHUITi3allilo TJII0OKO3K B Peakilisx aepoOHOr0 Ta aHaepOOHOT0 OKUCIIEHHS,
HOpMani3ye OioeHepreTUyHi mpoiecu, crabinizye Metaboi3aM y TKaHHHAX MO3KY Ta ITiABUIIYE
CTiMKiCTh OpraHi3My Ao TiloKcii.

[Tpemapart ranbMye IIIAXY YTBOPEHHS aKTUBHUX (HOPM KUCHIO, PEaKTUBYE (epMEHTaTUBHY
AHTUOKCHUOAHTHY CUCTEMY, 0COOIMBO CYIePOKCUAANCMYTa3y, TalbMy€ BilbHOPaAUKaIbHi IIpoliec B
TKaHWHAX MO3KY IIPH ilieMmil, MOKpaIly€e peooriyHi BIaCTUBOCTI KPOBi 3a paxyHOK aKTHUBallil
GbibpuHonmiTHYHOI cucTeMu, cTabini3ye Ta 3MeHIIye BigIOBIgHO 30HU HEKPO3Y Ta imeMii.

TiomeTamMm® migBuUIye iHTEeHCUBHICTL poboTH MeTabomiuHoro TAMK-myHTa i KoHLIeHTpairiio TAMK B



inmemi3oBaHUX TKAHUHAX.

TioreTaM® momininye iHTErpaTUBHY Ta KOTHITUBHY [iAIBHICTE MO3KY, CIIPUSE IIPOLIECY HaBYaHH,
yCyBa€e aMHe3i0, IiABUIy€e TOKa3HUKU KOPOTKOYACHOI Ta JOBrodacHol nam srti. TiouetaM® ycyBae
HaCJIiIKY CTPecy (IoYyTTs TPUBOKHOCTI, Pobii, mempecii, mopyIeHHs CHY), 3MEHILY€e BilCTaBaHHS Y
Gbi3uYHOMY i PO3YMOBOMY PO3BUTKY HELOHOIIEHUX AIiTEN.

dapmakokiHemuxka.

He BuBUanace.

Kniniuni xapaKTepuCTHKH.

IToka3zanns. JlikyBaHHS iIeMiYHOI0 IHCY/IBTY Ta MOr'0 HACIIAKIB, TAKUX K [IOPYIIEHHS MOBIIEHHS,
IICHXiYHi Ta COMaTHYHI pO3/1afy, 3HUKEHHS aKTUBHOCTI, IOPYIIEHHS eMOLiHOl chepH; MiKyBaHHS (Y
BiIHOBIIOBa/JIbHOMY II€PiOfi) CYOUHHOI, TOKCUYHOI Ta TPaBMaTA4YHOl eHlledasnonarii; yCyHeHHS
a0CTHHEHTHOTO CUHAPOMY IIPU alKOTOJIbHIN iHTOKCHUKAIlil, miabeTyHa eHIedanomnaTis.

IIpomunoka3aHHs.

- l'inepuyTnuBicTs go mipalileTraMy a00 Tia30THOI KACTIOTY;
- TepMiHa/IbHA CTaflisi HUPKOBOI HEIOCTATHOCTI;

- Xopest XaHTIiHTTOHa;

- TOCTpPe NOPYIIEeHHS MO3KOBOT0 KPOBOOOIry 110 reMopariyHoMy THUITY.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
TiomeTaM® He MOXHa IIpU3HAYaTHU 3 IIpenapaTamMy, sKi MalOTh KuCiy pH.
Yepes HassHicmb y ckaadi nipauemamy Modxcau8i HaCmynHi audu 83aemo0ii:

TipeoioHi 2o0pmoHu. [Tpu KoMOiHaIii 3 THPEOITHUMY TOPMOHAMHK MOXK/IMBA IIiABUINEHA OPATiBIUBICTE,
Ne30pi€eHTalid i IOPYILIEeHHS CHY.

AueHokymapo. Y XBOpUX i3 BaKKKUM IepebiroM penuauBy0voro TpoM603y 3aCTOCYyBaHHS
mipalieTaMy y BUCOKUX fio3ax (9,6 r/mo0y) He BIIMBAJIO Ha NO3yBaHHS alleHOKyMapoily [
IOCATHEHHS 3HAUYeHHS IPOTPoMOiHOBOTO dacy 2,5-3,5, aje Ipu ¥0ro OGHOYACHOMY 3aCTOCYBaHHI
BifI3HA4Yasocd 3HaUHe 3HUIKEHHS PiBHA arperatii TpoMOoIuTiB, piBHA QibprHOTrEeHy, paKTOpiB
Binne6panpa (koarynsniitia aktuBHicTs (VIII: C); kKo-hakTop pucrouetuny (VIII: vIW: Rco) Ta mpoTtein
y mma3mi Kposi (VIII: vIW: Ag)), B'A3KOCTI KpOBI i I1a3Mu.

dapmakoKiHemuyHi 83aemo0il. MoXKIUBICTh 3MiHU (hapMaKOOUHaMIKM MipaleTaMy if BIJIUBOM
IHIIKX IperapaTiB HU3bKa, OCKiNbKYU 90 % IpenapaTy BUBOOUTHCS Y HE3MIHHOMY CTaHi 3 CeUelo.

Y mocnigax in vitro mipaneram He npurHiuye uutoxpoMm P450i3odhopmu CYP1A2, 2B6, 2C8, 2C9,



2C19, 2D6, 2E1 1 4A9/11 y xouuenTparii 142, 426, 1422 mkr/mi. [Ipu KoHIleHTpamii 1422 MKr/Mmi
Big3HaueHO He3HayHe npurHiueHHs CYP2A6 (21 %) i 3A4/5 (11 %). Opnak piBeHs K, mux gBox CYP-
i3oMepiB mocTraTHil npu nepesuinenHi 1422 Mxr/mn. ToMy MeTabomiuHa B3aEMOfIig 3 IIpelapaTamy,
sIKi migmatoThest 6ioTpaHchopMaliii muMu GpepMeHTaMu, MaI0iMOBipHA.

ITpomueninenmuyHi 3acobu. 3acTocyBaHHs mipaneTamy y go3i 20 Mr/mo6y nmpoTsirom 4 THXKHIB i
Oinbille He 3MiHIOBAJIO KPUBY PiBHS KOHIIEHTpallil i MakKcUMasbHy KOHIIEHTpAalliio
IIPOTHEMINIENITUYHUX [IPerapaTiB y CUpOBaTLi KpoBi (kapbama3zemnin, GpeniToin, henobapOitan, HaTpio
BaJIbIIPOAT) Y XBOPUX Ha EIiJIeIncito.

Anko0201b. CyMiCHUY NIPUKOM 3 aJIKOTOJIEM He BIIMBAB Ha PiBeHb KOHIIEHTpallil ITipaneTaMy B
CHUPOBATII KPOBI, i KOHLIEHTPaLlisl aJIKOr0JIl0 B CUPOBAaTLi KPOBi He 3MiHIOBanacs mpu npuiiomi 1,6 T
mipaleramy.

Oco6.1ueocmi 3acmocyeaHHs1.
3 06epexkHICTIO TpenapaT MpU3HavYaTH XBOPUM i3 XPOHIYHOI HUPKOBOI HENOCTATHICTIO.

3 06epekHICTIO CITifl 3aCTOCOBYBATH IipemnapaT ocobaM JIITHROTO BiKYy 3 CEPIIEBO-CYIUHHOIO
IIaTOJIOTI€I0 y 3B’SI3KY 3 TUM, 10 3a3HaueHi Bullle no0iYHi peaklil y JaHOl IPyIX XBOPUX
BiJ3HAYAIOTHCA YaCTille.

AnepriuHi peak1ii yacTimie 3yCcTpigaioThCs y 0Ci0, CXUIBHUX OO aleprii.

Y 3B’s13Ky 3 TUM, IO TipaleTaM 3HUKYE arperaiiito TpoMOOIUTiB, He0OXiIHO 3 00epexkKHiICTIO
IpU3HavYaTHA XBOPUM i3 MOPYIIEHHSIM reMOoCTa3y, CTaHaMH, IKi MOXKYTh CYIIPOBOAKYBaTUCSI
KpPOBOTeYaMH (BUPa3KM LITyHKOBO-KUIIKOBOTO TPAKTY), IPY BEJIUKUX XiPYPridHUX ONeparlisax
(BKJTIOYAIOUM CTOMATOJIOTiUHI BTPY4YaHHS), XBOPUM i3 CUMIITOMaMH TSIZKKOI KPOBOTeYi a00 XBOPHUM,
sKi MalOTh B aHaMHe31 reMopariyHui iHCy/bT; NalieHTaM, gKi 3aCTOCOBYIOTh aHTUKOATyJIHTH,
TpoMOOLMTapHI aHTHATPETaHTH, BKIII0Yal0YM HU3bKI 103U alleTUICAIII[MI0BOl KUCIOTH.

[Tpu TpuBariii Tepamil y XBOPUX IIOXUJIOTO BiKy PEKOMEHAYETHCSA PETYISPHUN KOHTPOIIb 3a
NIOKa3HUKaMU (PYHKIII HUPOK.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

He cmig 3acTtocoByBaru.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Ha gaHuit MOMEHT TaKuX MOBifoMIieHs HeMa€e. OgHaK CJIifi JOTPUMYBaTUCS 00€peXKHOCTI IIpH
3actocyBaHHi TioneTamy® ocobaM, sIKi KepyloTb aBTOTPAHCIIOPTOM a00 MPaIlioioTh 3 HeOe3meYHNMHU
MeXxaHi3MaMu, BpaX0BYIOUM MOXKJIUBI HeOaxKaHi peakilil 3 60Ky HEPBOBOI CHCTEMH.



Cnoci6 3acmocyearHnsi ma do3u. [lpu imeMiyHOMY iHCYNBTI Ta AJIS MiKyBaHHS MO0 HACTIAKIB CIIif
npusHavatu 1o 20-30 M1 npenapary, nonepensabo po3segenoro y 100-150 m 0,9 % po3uuHy HaTpio
XJIOPUMY, i BBOOUTH BHYTPIIIHbOBEHHO KpamnenibHo 1 pa3 Ha go0y. Kypc nikyBaHHS CTaHOBUTH 2
TUXKHI.

g nikyBaHHS eHIledanonaTii Ta ycyHeHHSI aOCTUHEHTHOTO0 CUHPOMY TP aJIKOTOJIbHIH
iHTOKCUKaIlil Mpu3HayaTy BHYTPIITHEOM sI30BO 5 MJI IIpemnapary 1 pa3 Ha 400y IpOTATOM 10-15
ni6.

[Tpu miabetuyHi ennedanonarii mo 5 Mja BHYTPIIHEOM 93080 1 pa3 Ha mo0y npotsarom 10 gHiB 3
oJaNbIIuM IMpru3HaYeHHsIM 1Mo 1 Tabnetir TionetaMm® ®opre abo mo 2 Tabnetku Tiometamy® 3
pas3u Ha moOy mpotsirom 45 gHiB 3a 30 XB 10 MPUUOMY ixXi.

Iimu. He 3aCTOCOBYIOTb.

Ilepedo3yeanHs.
Cumnmomu: IOCUJIEHHS TPOSBiB M06iYHOI fil mpemapary.

Y 1ux BUmNagKax NPUNMHSAIOTE 3aCTOCYBaHHA IIpelapaTy Ta IpH3Ha4daloTh CUMITOMaTUYHE
JIIKyBaHHS.

ITo6iuni peakuii.

[Tpu kniHiYHOMY 3acTOCyBaHHI npenapaty TioneTaM®, po34uH A1 iH €KI[iN, MOXKYTh CIIOCTEPIraTUCs
BUTIAOKY MTOOIYHUX peaKiIlii:

3 60Ky UeHmMpasavHoi ma nepugepuyHoi Hepe8osoi cucmemu: TOJIOBHUIM Oiflb, 3aranbHa CI1a0KiCTh;
3 60Ky mpasHo20 mpakmy: HynoTa, OII0BaHHS;

3 60Ky iMyHHOI cucmeMu: anepriyHi peakilii, BKJII0YaO4y BUCUIIaHHS, CBEPOixK, KPOIUB SHKY,
AQHTiOHEBPOTUYHMY HAOPSK, aHA(PITaKTUYHUH IITOK;

3 60Ky cepu,eso-CyOuUHHOI cucmemu: 3HUKEHHS apTePialbHOTO TUCKY;
3 60Ky 8ecmuby1spHOI cucmeMu: TOJTIOBOKPYKiHHS;
3a2anvHi p031adu i NOPYyWeHHA Yy Micui 88e0eHHA: TilepeMis MKipu Ta cBepbixK y Miclli BBeJeHHS.

YV XBOPHX MOXKJIUBHH PO3BUTOK MOOIYHUX Peakilii, 3yMOBJIEHUX OKPEMUMHU KOMIIOHEHTaMHU
penapary:

- ImipareTaMoM:
3 60Ky Kpogi ma niM¢u: reMopariyHi po3nanu;

3 60Ky iMyHHOI cucmemu: TimepyyTIuBiCTh, aHA(iMaKTOIOHI peakirii;



ncuxiyHi po3aadu: 3HEPBOBAHICTh, IENPECis, mimBuIlieHa 30yIKyBaHiCTh, TPUBOXKHICTD, CIIJIYyTaHICTh
CBiZmOMOCTI, ra/IIouHaIlii;

3 60Ky Hepeosoi cucmemu: TiepKiHe3isi, COHMUBICTh, aTAKCis, MOPYIIEHHS PiBHOBATH, MiIBUIIIEHHS
YaCTOTH HANA[iB elierncii, ronoBHu 6inb, 6€3COHHS, TPEMTIHHS;

3 6OKy opeaHis cayxy ma aabipuHmy: 3allaMOPOYEHHS;

3 60Ky mpasHoi cucmemu: abmomiHanbHUM 0inb, Oi7Tb ¥ BepXHill YaCTHHI XKMBOTA, Aiapes, HygOTa,
OJII0BAHH;

3 60Ky WwKipu ma niOwWKipHUX MKAHUH: aHTiIOHEBPOTUYHUM HAOPSK, JePMATUTH, BUCUIIAHHS,
KPOTIUB'STHKA, CBepOixX;

3 60Ky penpodykmueHOi cucmemu ma 200y8aHHA 2py0010: TMIBUIIEHHS CEKCYyaIbHOI aKTUBHOCTI;
CYOUHHI po3.aadu: TimoTeH3is, TpoMOoPebit;

3aeanvHi po3aadu ma po3aadu y micui eeedeHHA: acTeHis, Oinb y MicIli BBefIeHHS, IPOIaCHUIIS,
30i/IbIIeHHS MacH Tifna.

- MiA30MHOI0 KOCAOMOMK:

y THalli€eHTiB, TepeBaKHO JIITHLOTO BiKy, 30KpeMa Ha (DOHI MpuiioMy iHIIKMX IpenapaTiB OnucaHi
BUTIATKU:

asnepeiuHi peakuyii: TimepeMis MIKip#, TMXOMaHKa;

3 60Ky ueHmpaabHoi ma nepugepuyHoi Hep8os8oi cucmemu: 3alIaMOPOYEHHS, IIIyM Y ByXaX;
3 60Ky cepueso-cyOuHHOI cucmemu: Taxikapmist, MigBUINEHHS apTepiaJbHOTO TUCKY;

3 60Ky WYHKOBO-KUWKOB020 MPAKMY: CYXiCTh ¥ POTi, 3MyTTS KUBOTA;

3 60Ky OuxasnvbHOi cucmeMu: 3afuIlKa, HAAgU STyXH.

Tepmin npudamHocmi. 5 POKiB.

YmMmoBH 30epirannsi. 30epiraTu B OpuriHasbHiN YIIAKOBI IPU TEMIIepaTypi He BUIIE

25 °C. 30epiratu B HEAOCTYIIHOMY IJIS OiTEW MiCIIi.

HecymicHicmb. He BCcTaHOBIIEHO.

YnakoBka. [lo 5 M B ammyni, o 5 aMmyn y KOHTYPHi# YapyHKOBI# yIIaKOBIl, IIOKPUTIH IIIiBKOIO, IO



2 KOHTYPHI 4apyHKOBI YIIaKOBKY y IayIli.

[To 10 M1 B ammymi, o 5 amMITyn y KOHTYPHi# YapyHKOBi# YIAKOBIIi, 10 2 KOHTYPHI YapyHKOBi
YIIaKOBKY y Taylli.

[To 10 mn B ammymi, mo 10 ammyn y KopoOiri.

Kareropis Bigmycky. 3a peLenTom.

Bupoonuk. ITAT «amuudapm».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Ykpaina, 79024, m. JIsBiB, Byn. Onpumikisceka, 6/8.

HHCTPYKIIUA

Mo MEJUITHHCKOMY IIPHMEHEHHIO JIEKAPDCTBEHHOI' 0 CpeJaCTBa

TAOLOETAM

(THIOCETAM)

Cocmas:

deticmayrwu,ue seujecmaa: 1 M1 pacTBopa COTEPXUT MOPGOIUHUEBOM COMU THa30THOU KUCIIOTHL B
nepecdete Ha 100% BelecTBO - 25 MT, YTO 9KBUBaAJIEHTHO 16,6 MI' THA30THOM KHCJIOTHL; IHpalleTaMa
- 100 mr;

8cnomozamesivHoe sew,ecmaeo: Boaa AaJid WHBEKINH,

JlekapcTBeHHas1t popMa. PacTBOp [1JIsT MHBEKITHM.

OcHosHble (pu3uko-xuMuveckue ceolicmed: mpo3padHasi OeclBeTHAS UK CO CIErKa XKeJITOBAaThHIM
OTTEHKOM XKHUIKOCTb.



dapMakoTepaneBTHYECKasi rpynna. [[pyrue ICUXOCTUMYIUPYIOIINE U HOOTPOIIHEIE CPEICTBA.
Kom ATX NO6B X.

dapmako02uyeckKue ceolicmea.
dapmakoOuHamukKa.

TuoreTaM OTHOCUTCS K TPYyIIe 1epeOpoakTUBHEIX CPEICTB, MPOSIBIISIET HOOTPOITHEIE,
IPOTUBOUIIIEMUYECKUE, aHTUOKCUIAaHTHEIE M MeEMOPaHOCTAOMTU3UPYIOLIIE CBOKMCTRA.
dapmakonornyeckuit apGeKT mpenapara 00yCIOBIEH B3aNMOIIOTEHIIMUPYIOIIUM [IeiCTBUEM
TAAa30THOM KHUCJIOTH U NMUpaleTama.

TuomeTam yCKOpsieT YTUIU3ALUIO TII0KO3bl B peakIusax aspobHOro 1 aHaspoOHOI0 OKUCIIEHUS,
HOpManu3yeT 6M03HEepreTUYECKHe IIPOIECCH], CTA0UIU3UPYeT MeTaboIu3M B TKaHIX MO3Ta U
TIOBBIIIAET CTOMKOCTh OPraHW3Ma K TMIIOKCHH.

[TpemapaT TOPMO3HUT MyTH 00pa30BaHUS aKTUBHEIX (POPM KUCIOpPOMa, PeaKTHBUPYET
(bepMeHTaTUBHYIO aHTUOKCHUIAHTHYIO0 CUCTEMY, 0COOEHHO CYIIEPOKCUATUCMYTa3y, TOPMO3UT
cBOOOHOPAgUKAJIbHbEIE ITPOLIECCH B TKAHSIX MO3ra MIPY WIIEMUH, YIYYIIaeT PeoIoTHYecKue CBOMCTBa
KPOBY 3@ CYUET aKTUBAIUK QUOPUHONMUTHIECKON CUCTEMEI, CTAOUIU3UPYET U YMEHbIIaeT
COOTBETCTBEHHO 30HHEI HEKPO3a U UIIEMUU.

TuoreTaM MOBHIIAET UHTEHCUBHOCTh paboThl MeTabonuyeckoro FTAMK-myHTa ¥ KOHIIEHTPALXIO
'AMK B uilleMu3UPOBAHHEIX TKAHSIX.

TuomeTaM yaydllaeT HHTETPATUBHYI0 U KOTHUTUBHYIO JeSITeIbHOCTh MO3Ta, CIIOCOOCTBYET IIPOLIECCY
o0ydeHus, YyCTPaHSIET aMHE3UI0, ITOBHIIIAET ITOKa3aTe I KPaTKOBPEMEHHON U NOJITOBPEMEHHOM
naMsaTu. TuoleTaM yCTpaHsSeT MOCIENCTBUS CTpecca (4yBCTBO TPEBOXKHOCTH, pobum, memnpeccuu,
HapylleHue CHa), YMEHbIIaeT OTCTaBaHWe B PU3NYECKOM ¥ YMCTBEHHOM Pa3BUTUM HEIOHOIIEHHBIX
neTeu.

(DGPMCIKOKUHemUKa.

He usyyanace.

Knuanyeckue XapaKTepHUCTHUKH.

Iloka3aHus. JledeHne UIIeMAYECKOTO UHCYJIbTA U €r0 MOCJIeACTBUM, TAKUX KaK HapylIeHNe peyy,
IICUXWYECKUe U COMaTu4deCKe pacCTPOMCTBa, CHUXKEHNE aKTUBHOCTH, HapylleHue S5MOLKUOHAaIbHON
ctepsl; neyeHne (B BOCCTaHOBUTEILHOM IIEPUOLE) COCYAUCTON, TOKCUYECKOHN ¥ TPaBMaTU4Y€eCKOMN
sHIledaonaTuy; ycTpaHeHne aOCTUHEHTHOT'O0 CUHIPOMA IIPH aJIKOTOIbHOM MHTOKCHUKALIUH,
nuabeTudeckas sHUedanonaTus.

IIpomueonoka3aHus.

- FI/IHep‘-IYBCTBI/ITeJ'IbHOCTB K mapaneTaMy HUin THA30THOM KUCIIOTE;



- TepMUHAaIbHAS CTafus I0YeYHOM HEJOCTaTOUHOCTH;
- Xopesi XaHTUHTTOHA;

- 0CTPOE HapyIlIeHHe MO3TOBOT0 KPOBOOOPAIIIEHHS [0 TeMOPAarHiecKoOMy THUITY.

B3aumodeiicmeue ¢ dpy2umu jsieKapcmeeHHbIMU cpedcmeamu u opyaue eudvi
eé3aumodeiicmaeutii.

TuoneTam HeNb3g Ha3HaA4aTh C IpenapaTaMu, UMEIOIIMMHI KUciyio pH.
3a cuem HaauvuA 8 cocmase nupauemama 803MOHCHbL caedyrujue 8udbl 83aumModelicmaus:

TupeouodHvle 20pMoHbL. ITpy KOMOMHALIMY C THPEOUTHEIMM TOPMOHAMHK BO3MOXKHA ITOBBIIIIEHHAS
Pa3mpaxKuTeNbHOCTD, He30PUEHTAlUS U HapyIlleHrue CHa.

AueHokymapo. Y GONbHBIX C TSKeJIbIM TeUeHNeM PeluANBUPYIOLIero TpoM003a IpuMeHeHne
nypaleTaMa B BEHICOKMX f03ax (9,6 r/CyT) He BIUJIO Ha JO3UPOBKY alleHOKyMapoJa [AJisg JOCTUXEHUS
3HaueHHUs TPOTPOMOUHOBOTO BpeMeHH 2,5-3,5, HO IIpH er0 OMHOBPEMEHHOM IIPUMeHEHUN
0TMeYasioch 3HAaUUTEIbHOE CHUXKEHNE YPOBHS arperaluyuy TpoMOOIIMTOB, YPOBHS (puOpUHOTEHA,
dakTopoB Bunnebpanna (koarynsuuonHas akTuBHOCTh (VIII: C); ko-pakTop pucronerun (VIII: vW:
Rco) u npoteun B mna3me kposu (VIII: vW: Ag)), BA3KOCTU KPOBU U IIJTa3MHI.

d®apmakokuHemuyeckue 83aumodeticmausi. Bo3MOXHOCTh U3MeHeHUs (papMaKOIVHaMUKI
nypaleTaMa o[ BO3IelCTBUEeM OPYTIUX lpenapaToB HU3Kas, IOCKONbKY 90% nperapaTta BEIBOOUTCS
B HEM3MEHEHHOM BU[Ie C MOYOH.

B ompiTax in vitro mupainetam He yraetaeT nutoxpom P450 uzodopmer CYP1A2, 2B6, 2C8, 2C9, 2C19,
2D6, 2E1 u 4A9/11 B xoHueHTpanuu 142, 426, 1422 mxr/mn. [Ipu KoHIeHTpanuu 1422 MKr/mn
O0TMe4YeHO He3HauuTenbHOe yrHeTeHue CYP2A6 (21%) u 3A4/5 (11%). OnHako ypoBeHb K, 9Tux gByX
CYP-u30MepoB [OCTAaTOYHLIN ITpyu NpeBhiiieHun 1422 Mxr/mi. [ToaTomy MeTabonuyeckoe
B3aMMOJEWCTBIHE C IIpenapaTaMi, KOTOPEIE MMOgBepPrawTcs 6uoTpanchopmaluy 3TuMu GepMeHTaMH,
MaJIOBEPOSITHO.

ITpomusosnusenmuueckue cpedcmasa. [IpuMeHeHue upaneTaMa B fo3e 20 Mr/cyT B TedyeHue 4
Hefellb ¥ 00JIbIlle He MEHSJI0 KPUBYIO YPOBHS KOHILIEHTPAIMK U MaKCUMaJIbHYI0 KOHIIEHTPAIHIO
ITPOTUBOSMUIENITUYECKUX IIPEIapaToOB B CHIBOPOTKE KPOBU (KapOaMa3enuH, GeHUTOUH,
dhenobGapbuTasn, HaTPUS BAIbIIPOAT) Y OOMBHBIX SIUIIEIICUEH.

Ak0201b. COBMECTHBHIH ITPHEM C aIKOT0JIeM He BIIUSIT Ha YPOBEHb KOHIIEHTPAIMK THpalleTaMa B
CBIBOPOTKE KPOBH, ¥ KOHIIEHTPAIXS alKOT0JIsI B CBIBOPOTKE KPOBU HE M3MEHSIach pu npueme 1,6 T
nupareTama.

OcobeHHOCMU NpUMeEHeHUsl.
C 0CTOPOKHOCTHIO ITPEeIapaT Ha3Ha4yaTh GOIBHEIM C XPOHHYECKOH MMOUeYHOH HeI0OCTaTOYHOCThIO.

C 0CTOPOKHOCTBIO CIIEAYET IIPUMEHSITh IPEMIapaT JIMIAaM II0XKUIIOr0 BO3PacTa C CePaeYHOCOCYIUCTOM
TIATOJIOTHEH B CBSI3M C T€M, YTO OIMUCAHHEIE BEIIIE TOOOYHEIE PEAKIUHU Y MaHHOM IPYIIIE O0TbHBIX



O0TMeYarTCs yallle.
Anneprudeckue peakldy 4dallle BCTPEYAITCS Y JIUL, CKIIOHHLIX K aJlJIePTUi.

B cBsi3u ¢ TeM, 4TO MUpaleTaM CHUXKAET arperaluio TpPoOMOOIUTOB, HE0OXOIUMO C OCTOPOKHOCTHIO
Ha3Ha4vaTh OOTBHEIM C HAPYILIEHUEM reMOCTa3a, COCTOSHUSIMU, KOTOPhIE MOTYT COITPOBOXKIATHCS
KPOBOTEUEHUSIMHU (SI3BHI XKETyIOYHO-KHAIIIEYHOT'0 TPAKTA), MPU OOJIBIINX XUPYPTrAYECKHUX OMePaIUsIX
(BKJTIOYAsi CTOMATOJIOTHYECKHE BMeIIaTeIbCTBa), 00JIbHBIM C CUMITOMAMHU TSIZKEJI0OTO KPOBOTEYEHUS
uny 60IBHBEIM, Y KOTOPHIX €CTh B aHaMHe3e reMopparudeckuit MHCYJIbT; MallieHTaM, KOTOPHIEe
IPUMEHSIIOT @aHTUKOATYISHTH, TPOMOOIMTapHbEIe aHTHAT PEraHThl, BKITI0Yasi HU3KKE I03bI
aIeTUICATHUIINIOBON KUCIOTHL.

[Tpu AnuTenbHOU Tepanuu y 60IbHBIX TOXKHUJIOTO BO3pacTa PeKOMEHYeTCS PETYISPHBEINM KOHTPOIb 3a
ToKa3aTensiMyu QYHKIUYU TTOYEK.

IIpumeneHue 68 nepuod 6epemMeHHOCMU U/IU KOPM/IEHUS 2PY0bi0.

He cnenyet npuMeHAaTE.

Cnoco6HOCMb 81UsiMb HA CKOPOCMb peakKuuu Npu ynpaeaeHuu agmompaHcnopmom uiu
dpy2umu mexaHu3mamu.

Ha maHHBEI MOMEHT TaKux cooOmeHuit HeT. OfHAKO cliefyeT coOI0faTh OCTOPOKHOCTD ITPU
npuMeHeHUU THuolleTaMa JIuIlaM, YIIPaBJIsioUUM aBTOTPaHCIIOPTOM UM PabOTaIOIIKUM C OTIaCHEIMU
MEeXaHW3MaMU, YUUTEIBas BO3MOXKHEIE HeXeJlaTeIbHEIe PeaKIIuy CO CTOPOHE! HEPBHOU CHCTEMEL.

Cnoco6 npumeHeHusi u 003bl. [Ipy UIIEMUYECKOM MHCYIbTE U [JIs JIEUEHUS eT0 IOCIeNCTBHM
Ha3HayaTh 0 20-30 M1 npenapaTa, npeaBapuTenbHo pa3BegerHoro B 100-150 mi 0,9 % pactBopa
HATPUS XJIOPU/IA, ¥ BBOOUTH BHYTPUBEHHO KarenabHO 1 pa3 B cyTKH. Kypc neyeHus: cocTaBiseT 2
HeJeJIn.

s neyeHus sHIedanonaTu U ycrpaHeHus: abCTUHEHTHOT0 CUHPOMA IIPU aJIKOTOJIbHOM
MHTOKCHUKAIIMY Ha3HayaTh BHYTPHUMEIIIEYHO 5 MJI IpenapaTta 1 pa3 B CyTKU B TeUeHHe 10-15
CYTOK.

[Tpu muabeTuyecKoy sHIIe(aIonaTHX 110 5 MJI BHYTPUMEIIIEUHO 1 pa3 B CyTKU Ha MpoTsxkeHuu 10
OHEM C mambHEUIUM Ha3HaueHueM 1o 1 Tabnetke Tuoretam @opTe unu o 2 TabneTku TuoretaMa
3 pa3a B CyTKM Ha NpoTskeHuU 45 gHelt 3a 30 MUH [0 MPUEMA MTUIIIH.

emu. He npuMeHSIOT.

IIepedo3upoeka.

Cumnmombl: yCUIeHNe MPOSIBIeHUH T060YHOT0 JEeNCTBUS MIperapaTa.



B Takux ClIy4asX IIPEeKpalllaloT IIDpUMEHEHNE IIPEIlapdaTa U HAa3HAYAKT CUMIITOMATHY€ECKOE JIEHEHHE.

ITo6ouHble peakuuu.

[Tpu KIMHUYECKOM IPUMEHEeHUH IIpemnaparta TruoleTaM, pacTBOP O/ UHBbEKIUH, MOTYT HabI0gaThCs
Cy4dau II0OOYHBIX PEaKIInii:

CO CMOPOHYI eHMPAAbHOU U Nepugepuyeckoll Hep8Hol cucmeMbl: TOI0BHasE 6071b, 00I1asi CIab0CTh;
CO CMOPOHbL NUULLBAPUMENbHO20 MPAKMA: TOIIHOTA, PBOTA;

CO CMOPOHbL UMMYHHOU cuCmeMbl: ajjieprudeckre peakiiny, BKIII0Yas BhICHIIAHUS, 3Y],
KPaluBHUILY, aHTMOHEBPOTUYECKUI OTEK, aHaDUITAaKTUYECKUH IIOK;

CO CMOPOHYL CepieyHO-cocyoucmotll cucmeMbl: CHUKEHUE apTEPHATbHOTO JaBIEHUS;
€O CMOPOHYLL BeCMUOYASAPHOU CUCMEMbL: TOTTOBOKPYKEHHUE;
obujue HapyweHUs U HapyWweHus 8 Mecme 8gedeHusi: TUTIEPEMUS KOXKHU U 3y B MECTe BBeIEHHUS.

Y GonbHBIX BO3MOXKHO pa3BUTHE MOOOYHLIX peakiuii, 00yCIOBIEHHBIX OTHEIbHHIMI KOMIIOHEHTaMHU
mpernapara:

- TUPAIETaAMOM:
CO CMOPOHbI KPOBU U AUMGbI: TEMOPPAaru4eCKue HapYILIIeHuUs;
CO CMOPOHbLI UMMYHHOU CUCMEMbl: TUTIEPUYBCTBUTEILHOCTD, aHA(QUIaKTOUIHEIE PeaKIuy;

ncuxuyveckue paccmpoiicmeda: HepBO3HOCTb, IeIIPECCUs, TOBHIIIIEHHAsT BO30YIUMOCTh, TPEBOXKHOCTD,
CITyTAHHOCTBb CO3HAHUS, TaJIITIOIMHALIAN;

CO CMOPOHbI HePBHOU cucmeMbl: TUTIEPKUHEe3Ms, COHJTUBOCTD, aTaKCHSsI, HapyIIIeH!Us] PaBHOBECHSI,
TIOBHIIIIEHUE YaCTOTH IPUCTYIIOB SMUJIENICHHU, TOJI0BHAs 00J1b, 6€CCOHHUIIA, TPEMOP;

CO CMOPOHbL 0P2AHO8 CAYXA U AA6UPUHMA: TOJIOBOKPYXKEHHE;

CO CMOPOHYL NUULLBAPUMENbHOU cucmeMbl: abmoMuHabHas 00/1b, 60T B BEPXHEH YaCTH KUBOTAQ,
nuapesi, TOIIHOTA, PBOTA;

CO CMOPOHbL KOXKCU U NOOKONCHBIX MKAHel: aHTHOHEBPOTUYECKUYN OTEK, HEPMATHUTHI, CHIIb,
KPaIUBHUIIA, 3YI;

CO CMOPOHbL PenpoO0yKmMueHOl cucmembl U KOPMAHUS 2pY0bio: TIOBHIIIEHNE CeKCYalbHON
AKTUBHOCTH;

cocyducmbvle HapyweHusi: TUTIOTeH3us1, TpoMO0deouT;

O6LU,U€ HapyweHus u HapyweHus 8 mecme g88edeHUs: acTeHus, 60JIb B MECTE BBEIEHUS, JInXO0pagkKa,
yBeJIN4eHrne MacCCEI Tejla.



- THA30THOU KUCJIOTOU:

Yy DallMEHTOB, MPEUMYIIEeCTBEHHO II02KHNJIOI0 BO3PAacCTa, B YaCTHOCTH Ha (I)OHe npueMa gpyrux
IIpenapaToB OMKMCAHEL CITy4Yau:

asnjsepauyeckue peakyuu: TUTIEPEMHUs KOXKHU, TUXOPanKa;
CO CMOPOHbL eHMPA/abHOU U nepugepuyeckoll Hepe8HOU cucmeMbl: TOJIOBOKPYXKEHHE, IIyM B yIIaX;
CO CMOPOHbL cepdeyHo-cocyoucmol cucmeMbl: TaXUKapAus, IOBLIIIEHNE apTePUaIbHOTO IaBIeHNUS;
CO CMOPOHbL HCeAYO0UYHO-KUWEeYHO20 MPAaKkma: CyX0CTh BO PTY, B3AyTHE XKUBOTA;

€O CMOPOHbL OblXame1bHOU CUCMeMbl: OfIBIIIKA, TPUCTYIIEL YAYIIbS.

Cpok 200HOoCMmu. 5 TIET.

YcnoBusi xpaHeHusi. XpaHUTh B OPUTMHAIBHON YIIaKOBKE IIPU TeMIlepaType He Bhie 25 °C.
XpaHUTHL B HEIOCTYIIHOM [JI51 IETEN MecCTe.

Hecoemecmumocms. He ycTaHOBIIEHO.

YnakoBka. [1o 5 MJI B KOHTYpPHOU S4Y€MKOBOU YIIaKOBKE, TIOKPBITOU IIJIEHKOM, 110 2 KOHTYPHBIE
STYeNKOBBIE YIIaKOBKHU B IIAYKe.

[To 10 M1 B ammysie, 10 5 aMIyj B KOHTYPHOU S4€MKOBOM YIIaKOBKE, 110 2 KOHTYPHBIE STYEUKOBEIE
YyIIaKOBKH B ITaykKe.

[To 10 M7 B ammynie, o 10 aMmys B KopoOke.

Karteropus ornycka. [lo peuenry.

IIpousBogurens. [TAO «anuudapm».

MecToHax0K/IeHHe MMPOU3BOTUTEISI H €0 aJipec MeCTa OCYIIeCTB/IeHHsI NesiTeITbHOCTH.

Ykpausna, 79024, r. JIsBoB, yi1. OnpHIIKOBCKasd, 6/8.



