MHCTPYKLUUA
(vHdopmauma anA cneunanucToBs)
no NpUMMeHeHUIo Npenapara

AKMHETOH® (AKINETON®)

PerucTpaunoHHbIi Homep: N N015243/01 ot 15.08.2007

ToproBoe Ha3BaHue npenapara: AKMHETOH®

Me>xxayHapoaHoe HenaTeHToBaHHOe Ha3BaHue: 6unepuaeH.

JNekapcTBeHHanA hopma: TabneTku.

CocTaB Ha ofiHy TabneTky:

AKTMBHOe BeLyecTBO: bunepuaeHa ruapoxnopuaa 2,0 mr

BcrnomoratesnibHble BeLLecTBa; Kpaxman KyKypy3Hbll, fakTo3a MOHOruapaT, MUKPOKPUCTaNIM4eckan Lensonosa,

KanbumA rugpodpocar aurnapart, kpaxman KapTodgenbHblid, KOMOBUAOH, TaslbK, MarHWA cTeapar, BoAa O4ULLEHHaA.

Onucanme: [MouTn 6enoro uBeTa NNOCKOLMIMHAPUYECKME TabneTkn, Ha OAHON CTOPOHE KOTOpbIX MMeeTcA

KpecToobpasHanA pucka, ¢ hackamu.

dapmakoTepaneBTU4YecKan rpynna: XonmHo6nokaTop LeHTpanbHbli.

Kopa ATX: [NO4AA02] .

H®APMAKOJIOTMYECKUE CBOUCTBA

®dapmakoanHammka

BunepuaeH ABnNAeTCA  AHTUXONWHEPTMYECKUM CPEeACTBOM  LEHTPanbHOrO [AEWCTBWA, CHUXaeT akTUBHOCTb

XONMMHEPrM4eCKNX HEeMpOHOB MofiocaToro Tena (CTPYKTYPHOTO KOMMOHEHTa  9KCTpanupamuaHOW CUCTEMb).

Mepubepryeckoe aHTUXONMHEPTNYECKOE AEACTBINE BbIPAXEHO B MeHbLUel cTeneHn. CHuXaeT TpeMop U pUringHocTb.

BunepraeH Bbi3biBaeT NCMXOMOTOPHOE BO36YXXAEHWE, BEreTaTUBHbIE HapyLIEHUA.

®dapmaKkoKnHeTUKa

Bpema focTuxeHnA MakCMManbHOW KOHLEHTpaLUmMm nocne npuéma BHYTPb U MakcMarnbHanA KOHLEHTpaLumA COCTaBNAlT

cooTBeTCTBEHHO 0,5-2 4 (1,01-6,53 Hr/mn). PaBHOBeCHAA KOHLEHTpaUMA Mpu Npuéme BHYTPb 2 Mr 2 pasa B CyTKU

pocturaetcA vepes 15,7-40,7 4. CA3b ¢ 6enkamu nnas3mbl — 91-94%. Mna3meHHbI KnupeHe coctaenAeT 11,6+0,8

MI/MUH/KT Macchl Tena. BruoaocTynHOCTb Nocne 0aHOKPaTHOrO NpUMEma BHYTPb cocTaBnAeT okono 33+5%. MpoHukaeT

B rpyaHOE MOJI0KO.

BunepnaeH nonHocTbio meTabonuanpyetcA. OCHOBHblE MeTabonuThbl — BULMKNOrenTaH U MUNEepUaNH, BLIBOAATCA C

MOYOW 1 Kanom.

BbiBeneHue ocylecTBnAeTcA B ABe hasbl ¢ nepuogom nonysbiBegeHna (T 1/2) 1,5 4 B nepsyto asy n 24 4 — BO

BTOPYIO, Y NOXWUNbIX NaUMeHTOB Nepuoa NoNyBbIBEAEHWNA MOXET yBenMunBaTbea Ao 38 u.

NOKA3AHMA K NPUMEHEHUIO

- CMHAPOM NapKMHCOHM3Ma y B3POCTbIX.

- OKcTpanupamuaHble CUMNTOMbI Y AeTel 1 B3POCIIbIX, BbI3BaHHbIE HEMPONENTUKaMU UM aHaNorMYHO AEACTBYOLLMMU
npenapaTtamu.

NMPOTUBOMOKA3AHNA

MoBbllWeHHaA MHAMBUAYaNbHAA YYBCTBMTENBLHOCTHIO K NIO6OMY M3 KOMMOHEHTOB npenaparta, 3akpbiTOyrornbHas

rnaykoma, MexaHU4yecKoe CyXeHWe (CTEHO3) >KeNyAo4HO-KWULLEYHOro TpakTa, MerakosfioH, OBCTPYKUMA >XenynoyHo-

KMLIEYHOro TpakTa.

CnepyeT nNpoABMATb OCTOPOXHOCTb MPW HAa3Ha4YeHUM npenapara Mpu runepnnasum npeacTaTenbHON xenesbl,

3aepXXke MOYEBbIBEAEHNA, HAPYLLEHNAX PUTMa cepaLa, NOXMIbIM 60MbHbIM (0COBEHHO NMPU HANMYUN OPraHNYecKon

MO3roBOV CUMMTOMATVKM) U NauMeHTaM, NPeapPacnonoXeHHbIM K 3NMUNenTUHeCcKUM npunagkam.

[MeTckuii Bo3pacT 8o 3 neT.

BEPEMEHHOCTb U KOPMJIEHUE I'PYblO.

MockonbKy onbIT NpUMeHeHWA npenapata AKMHETOH® B nepunos 6epeMeHHOCTH OrpaHWYeH, TO HasHavaTb npenapar

cnegyeT nocne TlaTeslbHOW OLEHKU pUck/nonb3a AnA mMatepu v nnoga, ocobeHHo B nepBomM TpumecTtpe. Mpenapat

AKVHETOH® BbLIBOAWTCA C TPyAHbIM MOJIOKOM B KOTOPOM €ro KOHLEHTpauum MOryT [OCTUraTb KOHLIEHTpaLum,

HabniogaemMblx B Nasme KpoBM, NMO3TOMY CrieflyeT 0TKa3aTbCA OT KOPMSIEHWA rPyabIO.

CMNocob NPUMEHEHMA U O03bl

JleveHne npenapatom AKUHETOH® 0BbIYHO HAYMHAIOT C HEBOMNbLWMX 403, MOCTENEHHO WX NOBbILWAA, B 3aBUCUMOCTU OT

TepaneBTU4ECKOro AeNCTBUA U NOBOYHbIX ACHEKTOB.

CuHAPOM NapKMHCOHM3MA Y B3POCIbIX:

B3pocnbie — 1 Mr BHyTpb 1-2 pa3a B cyTku (Y2 TabneTku). [losy MOXHO yBennumBaTb Ha 2 Mr (1 TabneTtka) kaxaple

cyTku. MNopaepxmBaiollan no3a coctasnAet 3—16 mr/cytku (%2—2 Tabnetkm 3—-4 pasa B cyTku). MakcumanbHaa

CyTo4HanA ao3a coctaBnaeT 16 mr (8 TabneTok). O6Ly0 CyTOYHYIO 403y CrefyeT paBHOMEPHO pacnpenenvTb Ha A03bl

ANA npvéma B TeyeHue cyTok. ocne AOCTUXEHUA ONTVManbHOW A03bl NAUMEHTOB criefyeT NepeBOAWTb Ha MPUEM

npenapaTta AKUHETOH® peTapp TabneTku.

OKCTpanupamuaHble CUMOTOMb! Y AeTeil U B3POCbIX, Bbl3BaHHble AeCTBUEM NIeKAPCTBEHHbIX CPEACTB: B 3aBUCUMOCTH

OT TAXECTW CUMNTOMOB B3POC/bIM HasHavatoT 1-4 mr (¥2—2 TabneTkun) OT OQHOMO [0 YEThIPEX pa3 B CYyTKM B Ka4ecTBe

KOppeKTopa HeviponenTuyeckon Tepanuun. fletAm B Bo3pacte 3—15 net HasHavatoT 1-2 mr (Y2—1 TabneTtka) oT ogHOro

[0 Tpéx pa3 B cyTku. [penapaT cnegyeT MpuHUMaTb BO BPEMA WM Nocne npuéma nuiuy, 3anmBas >XMAKOCTHIO.

. HedxenatenbHble No6oyHble 3hheKTbl CO CTOPOHbI XENYAOYHO-KULIEYHOTO TpakTa MOXHO YMEHbLIMTb, MpUHUMAaA

I T2611eTKU cpady nocne efbl. [1poaomKUTenbHOCTb NIeHEHNA 3aBUCUT OT BMAA UCTedeHna 3abonesaHuA. Mpn oTmeHe

AKUHETOHa®, ero [O3NPOBKY CeayeT NOCTENEHHO CHUXATb.

mmmmmm OnbIT NPYMeHeHNA npenapata AKMHETOH® NPy NEKapPCTBEHHON ANCTOHUW Y AeTel OrpaHUYeH NpoBeAEHNEM KOPOTKUX

I KYDCOB JIe4eHnA npenaparom.




NOBOYHOE AENCTBUE

Co cTOpoHbI LeHTpasbHon HepsHoi cuctems! (LJHC): ronoBOKpY>KeHWe, COHNMMBOCTb, CNabocTb, MoBbilueHHar -
YTOMIIAEMOCTb, TPEBOTd, CMYTaHHOCTb CO3HAaHMA, IUCHOPIA, HAPYLUIEHNE NAMATY U B OTAENBHBIX CIIyHasX ranniouMHaLMm, —
[eNMPKo3HbIe PacCTPONCTBA; HEPBO3HOCTb, roNIoBHaA 605b, 6ECCOHHMLIA, ANCKUHE3UA, aTakCcuA, MblLLeYHbIe CYA0POru
W HapyweHne peun. Npu NoBbILEHHOM BO3CYXAEHUN HEPBHOW CUCTEMbI, OCOGEHHO y MAaUMEHTOB C HapyLueHven Hm—
LiepebparnbHoi PyHKLUMKM, HEOBXOAMMO CHU3WTL JO3Y Npenapara.

lMpoune noboyHbie 3¢heheKTbl: CyxoCTb BO PTY, YBENWYEHUE CMIOHHBbIX >Xenes, napes akkoMopauuu, Muapuas,
conpoBoXaaemblii  poTohobren, CHUXEeHe MOTOOTAeNeHnA, 3amnop, [AUMCKOMMOPT B 3NUracTpuu, TOLIHOTA,
TaxvkapauAa v 6paaukapavA, CHUDKeHWe apTepuaribHOro AaBfieHUA, 3aTpyaHEHHOe MoYeucryckaHue, OCOGEHHO Y
nauMeHToOB C af@HOMOM MpocTaThl (B 3TOM Cry4yae PeKOMeHAyeTCA CHU3WTb [03y) U, 6onee peako, 3aAepxka Moyu
(aHTMAOT — Kapbaxon), 3aKpbITOyrofbHaA raykoma (crneayeTt perynapHO KOHTPONMPOBAThb BHYTPUIMAa3HOe AaBneHue),
annepruyeckue peakuuu, nekapcTBeHHanA 3aBUCUMOCTb.

NEPEJO3NPOBKA

CumnTOoMbI: pacluMpeHHble, MEANeHHO pearvpylowmne Ha CBeT 3payvku (MWApWas); CyxoCTb CNMU3UCTLIX 060NoYeK;
MOKpPaCHeHVe KOXW, yYalléHHoe cepaLebueHne; aToHnA MOYeBOro Ny3bIpA 1 KULLEYHUKA; runepTepMudA, B 0COBEHHOCTU
y AeTel n BO36y>KAeHWe, CNyTaHHOCTb CO3HaHWA, AeNMpWiA, Konnanc.

JleyeHne: aHTUAOT — MHIMOWMTOPbLI aUETUNXONMHACTepasbl U npexae Bcero U3oCTUrMuH. Mpn HeobxoanmocTn
KaTeTepusauuA MO4eBOro nysbipA. CumMnTomaTnieckan Tepanma.

B3AMMOLENCTBUE C APYMMMW NIEKAPCTBEHHbLIMM MPEMAPATAMM

MpumeHeHne npenapata AKMHETOH® B CO4ETaHUM C APYrMMM aHTUXONMHEPTMYECKIMM NCUXOTPOMHBIMU NTeKapCTBEHHbIMU
CpeAacTBamu, C aHTUIUCTAMWUHHBIMK, MPOTUBOMAPKUHCOHMHYECKUMM U MPOTUBOCYAOPOXHBIMU  JIEKAPCTBEHHBIMW
cpeacTBaMu  MOXET  CrocoOCTBOBAaTb  YCUMEHWUIO  LEHTpanbHbIX U Nepudepuyecknx nobo4HbIX  ahEKTOB.
O[HOBPEMEHHbIN MPUEM XMHUANHA MOXET BbI3BaTb YCUNEHNE aHTUXOTMHEPrMYECKUX CePAEHHOCOCYANCTbIX 3PheKToB
(0ocobeHHO HapylleHVe aTpUOBEHTPUKYNAPHOA npoBoaMmocTy). OOHOBpEeMeHHOe HasdHayeHvwe C neBogona MOXeT
yCUnMBaTb AUCKUHE3NI0. AHTUXONMHEPruyeckne CPeacTBa MOryT YCUNMBAaTb LEHTpasbHble Mo6oYHble 3peKTbl
netTuauHa. lMpu neveHun npenaparom ycunueaeTcA yrHetatollee aenctemne ankorona Ha LIHC. AkuHeToH® ocnabnaet
[eNCTBYE METOKIIONPaMnaa N aHaNorvyHO AeNCTBYIOWMX CPEACTB Ha XXEeNyAoYHO-KULLEYHbINA TPaKT.

OCOBbIE YKA3AHUA

lMpenynpexaeHns:

Mo6o4Hble athheKTbl HabMOAAOTCA, NPEeXAe BCEro, Ha PaHHUX CTaAUAX JIeYEHWA W MNpu CAWUWIKOM 6bICTPOM
MOBbILIEHNN [03bl. 32 UCKIIOYEHNEM CIyHaeB YrpoXatoLLMX XU3HU OCNOXHEHUI, cneayeT n3beratb Pe3koi OTMEHbI
neYeHnA npenapaToM. Y noxunbix 60MbHbIX, B 0COBEHHOCTU NMEOLMX LiepebpasnbHble HapyLIeHWA COCYaUCTOro Unu
[lereHepaTMBHOTO XapakTepa, 4acTo MOXET NPOABMATLCA MOBbILLEHHAA YyBCTBUTENBHOCTb K Npenapary.
AHTVXONMHEprnyeckne neKapcTBeHHble CpeacTBa LEHTPanbHOro AECTBUA, aHanoruyHble npenaparty AKWHETOH®,
MOryT MOBbIWATL MPEAPACNONOXEHHOCTb K anunenTuieckum npunaakam. MNoatomy Bpayam cneayet npuHMMaTb BO
BHUMaHWe 3TOT (haKT Npu NeyeHun GonbHbIX C TakoW NpeapacronoXeHHOCTbI0. M03AHAA ANCKMHE3WA, Bbi3BaHHaA
HelponenTykammn, MOXET YCUNMBaTbCA Nof [AeicTBuMem npenaparta AKUHETOH®. MapKUHCOHWMYECKMe CUMMTOMbI B
crnyyae pa3BvBLUENCA MNO3AHeN AUCKUHE3UN B OTAeSIbHbIX CryYanx ObiBalOT HACTONbKO TAXENLIMU, YTO NPEnATCTBYIOT
NPOAOIIKEHUIO NIEYEHWA aHTUXONMHEPrMYECKUMI NeKapCTBEHHBIMU CPeLCTBaMy.

OTMmeuyeHo 3noynoTpebnexne npenapatom AKUHETOH®. OTO ABNEHNE BO3MOXHO CBA3AHO C yNyYyLUEHWeM HaCTPOEeHNA 1
BPEeMeHHbIMI achoprHecknMm adcpeKTamn 3TOro NeKapcTBEHHOTO CPeACcTBa, KOTopble 3peaka HabnoaaoTeA.
Mpném npenapaTta AKUHETOH® 1 B OCOBEHHOCTM B COMETaHUN C APYTYMMU NNEKAPCTBEHHBIMU CPeACTBaMu LLeHTPanbHOro
[ENCTBUA, aHTUXONMMHEPrMYECKUMM CPEeACTBaMU WM ankoronemM MOXeT HapyWwWTb CMoCOGHOCTb ynpaBnieHusA
aBTOMOOUNEeM 1 paboTbl C MexaHu3mamu. [pu npoBeAeHW NPOAOIKUTENbHON Tepanuu npenapaToMm AKUHETOH®
crenyeT perynAapHO NPOBEPATb BHYTPUIMA3Hoe AaBrieHue.

®OPMA BbIMYCKA.

TabneTku 2 Mr.

Mo 10 unn 20 Tabnetok B 6nmctep n3 MBX/antoMnHneBow honbrn (C HaHeCeHHON nepdhopaunen AnA OoTAeneHnA
HeobxoAMMOro konuyecTsa TabneTok unu 6e3 nepcopauum). Mo 2 6nuctepa (10 unu 20 TabneTok B 6nuctepe), unu
no 5 6nuctepos (10 unun 20 Tabnetok B 6nnctepe), nnu no 10 6nuctepos (no 10 TabneTok B 61McTEPE) NOMELLAIOT C
VHCTPYKLWEi MO NPYMEHEHMIO B KapTOHHYIO Mauky.

YCOBUA XPAHEHUA.

Cnucok A. MNpu TemnepaType He Bbiwe 25°C.

XpaHWUTb B MecTax HefoCTyMHbIX ANA AeTe.

CPOK roAgHOCTMW.

5 net

He ncnonb3oBaTh Nocne UCTeYeHNA CpoKa rofHOCTY, YKa3aHHOro Ha yrnakoBKe

YCJTI0BUA OTMYCKA.

Mo peuenTy Bpaya

ANPEANPUATUE - NPON3BOAUTENb:

«[lecma M'v6X, fepmanunna», nponsseneHo «Jlabopatopmo dapmadeytnko CUT c.p.n., Utanuar.

Aapec npoussoanTens:

Nabopatopuo dPapmayeytuko CUT c.p.n.,

Buna KaBoyp 70,

27035 Mege (MB), Utanua

OpraHun3zauns, yrnonHoMoYeHHasa Ha NPUHATHE NPETeH3UN 0T NoTpebuTenen:
Kone ®apma 'M6X, lepmanuna
129226 r. MockBa, MpocnekT Mupa, 4.135, 18

TenedpoH: +7 977 445 32 03
Pesma




