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IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHSA JIIKAPCHKOIo 3ac00y

IMPAIETAM
(PIRACETAM)

Cknao:

diroua pevoguna: piracetam;

1 xancyna mictuTh nipaueramy 0,4 r;

O00NOMINCHI pedosuHY. KAJBITIIO cTeapaT, MarHiro KapOoHaT BaXKHUIA,
YKEJIaTUHOBA KaIcyna: KelaTuH, TuTany aiokeun (E 171).

Jlikapcbka ¢opma. Kancynu.

OcHogni  @isuxo-ximiuni eracmueocmi: TBEpHl >XKelaTUHOBI Karcynu Ne 1, kopmyc kamcynu i
KpHIlleuyka — OUI0oro Koibopy. BMicT kamcynu — KpUCTaJIdYHMM MOpOIIOK Outoro abo maibke Ou10r0
KOJIBODY.

dapmakorepaneBTHYHA rpyna. [Icuxoctumynoroui Ta HootpomnHi 3acoou. Kog ATX N06B XO03.

Dapmakonoziuni enacmueocmi.

Dapmaroounamixa.

AKTHBHUM KOMIIOHEHTOM JIIKQpPChKOTO 3acoOy € mipareram, IUKIIYHA TMOXiJHA Y-aMIHOMACISTHOI
kuciotu. IliparieraM € HOOTPONMHMM 3aco0OM, IO Ji€ Ha MO30K, IMOKPAIIylOYH KOTHITHBHI
(mi3naBanbHi) (yHKII, Taki SK 37aTHICT JO HABYaHHSA, MaMm siTh, yBara, a TaKOXX pPO3YMOBY
mpare31aTHiCTh. MexaHI3MIB BIUTMBY MperapaTy Ha IEHTPaJbHY HEPBOBY CHCTEMY, IMOBIPHO, KUTbKa:
3MiHa MIBUIKOCTI MOIITUPEHHS 30yKEHHS B TOJIOBHOMY MO3KY; IMOCHJICHHS METa0O0IIYHUX MPOIIECIB Y
HEPBOBHX KJIITHHAX; MOJIMIICHHS MIKPOIMPKYJIALII NUIIXOM BIUIMBY Ha PEOJIOTIYHI XapaKTePUCTUKHU
KpoBi 0e3 cyamHOpo3muproBaibHOi maii. Tlokparnye 3B’S3KM MDK MIBKYJSIMH TOJIOBHOTO MO3KY 1
CUHANTUYHY MPOBITHICTE Yy HEOKOPTHKAIBbHUX CTpykTypax. Ilicias TpuBajoro 3acrtocyBaHHS
npenapary mnaiieHTaM 31 3HHKEHHSM MO3KOBUX (DYHKIIIM BIA3HAYAETHCS MOKPAIICHHS KOTHITMBHUX
¢dbyHK1ii, mokpameHHs yBard. Ili 3miHM 00’€KTHBHO (IKCYIOThCS Ha eJekTpoeHuedamorpami
(mocuneHHs o- Ta P-puUTMIB MO3KY 1 mocinaOieHHs O-putMmiB). [lipaiieraM mpurHidye arperarito
TPOMOOIIMTIB 1 BIJHOBIIIOE €IACTUYHICTh MEMOpPaHU €PUTPOLIUTIB, 3MEHIIIYE are3it0 epUTPOLUTIB. Y
no3i 9,6 T 3HmKye piBeHb (iOpuHOTeHy i dakropie BimneOpanma na 30-40 % Ta momoBxkye dac
kpoBoTteui. [lipanieraM YMHUTH TPOTEKTOPHY 1 BIJHOBIIOBAIBbHY M0 MpH MNOpYyIIeHHI (QyHKIIIT
TOJIOBHOTO MO3KY BHACTIIOK TiMOKCii, IHTOKCHKAIlil, eJIeKTPOKOHBYIbCHUBHOI Tepamii. I[lipameram
3HIDKYE CHITY Ta TPUBATICTh BECTUOYISPHOIO HICTarMy, ik MOHOTeparis eeKTUBHHM MpH JTIKyBaHH1
KOPTUKAJIBHOT M1OKJIOHII.

DapmakoKkiHemuxa.

MakcuMasnabHa KOHLIEHTpallisd Micias BHYTPIIIHBOBEHHOTO BBEIEHHS JOCSTa€eThCs y KpPOBI depes
30 XBWIMH, a y CIMHHOMO3KOBIA pimuHi — vepe3 5 roguH 1 craHoBUTh 40-60 Mkr/mi. O6’em
posnoainy mipaneramy — Mmaibke 0,6 s/kr. Ilepioa HamiBBUBEAEHHS MNpemapary 3 IUIa3MH KpOBi
CTaHOBUTH 4—5 rojuH 1 8,5 roauHM — 31 CHUHHOMO3KOBO1 pinuHu. Llei nmepioa Moxke MmoIoBKyBaTHCA
IpU HUPKOBIM HenoctaTHocTi. He 3B’s3yeTbes 3 OUIKamMM IJIa3MU KpOBi, HE MeTaOOJII3yeThCsl B
opranizmi. 80-100 % mipameramy BHMBOJUTBCS HUPKAMHM y HE3MIHEHOMY BUIJISAI IUIIXOM
Kiy6oukoBoi ¢imbTparnii. HupkoBuil kimipeHc mipaneramy y 3J0pOBHUX J10OpOBOJIBLIB CTAaHOBHUTH
86 miu/xB. dapmakoKiHeTHKa MipaleTaMy He 3MIHIOETbCS y XBOPHUX 13 TMEYIHKOBOIO HEIOCTATHICTIO.
[TipantetaMm npoHMKae uepe3 remaroeHuedaniuyHuil 1 IUlaleHTapHuid Oap’epu 1 MeMOpaHu, IO



BUKOPHCTOBYIOTHCSI TIPU TeMoianizi. Y JOCHIPKEHHI Ha TBapHHAX YCTAaHOBJIEHO, HIO Mipareram
BUOIPKOBO HAKOMHUYYETHCS y TKAHWHAX KOPU TOJIOBHOTO MO3KY, HEPEBAXHO y JOOHHUX, TIM SHUX Ta
MOTWIMYHHUX 30HAX, MO30YKY 1 0a3aIbHUX FaHTITIsAX.

Kainiuni xapakrepucTuku.

Ilokazannsa.

s oopocnux:

— CHMIITOMAaTHYHE JIKYBaHHS IICHXOOPTaHIYHOTO CHHIPOMY, IO CYIPOBOJUKYETHCS  3HUKCHHSIM
mam’sTi, 3aIIaMOPOYEHHIMH, 3HW)KCHHSIM KOHIIEHTpAIlil yBaru;

— JIIKyBaHHSI KOPTUKAIBHOT MIOKJIOHIT SIK MOHOIIpenapaT abo y CKJiaii KOMIUIEKCHOT Tepartil.

Jlns oimeti:

— JIKyBaHHS JUCIEKCIi y MO€IHaHHI 3 IHIIMMH HaJIS)KHUMHU METOJIaMH, BKIIFOYAIOUYH JIOTOIIE/IO.

Ilpomunokazanns.

[ligBuieHa 4YyTAWBICTH A0 MipaleTaMy Ta A0 IHINUX TOXIAHUX IMIPOIIOHY, a TaKOX JI0 IHIIHUX
KOMITOHEHTIB JIIKAPCHKOTO 3ac00y.

I'octpe mopyieHHs MO3KOBOTO KPOBOOOITry (TeMOpariuHuii HCYJIbT).

TepMinanbHa cTajalsi HUPKOBOT HEIOCTATHOCTI.

Xopest XaHTIHITOHA.

B3aemodia 3 inwmumu nikapcoKumu 3acovamu ma iHuii 6uou 63acmooiil.

Tupeoioni copmonu

IIpu cymicHOMy 3actocyBaHHI 3 THpeoinHuMu ropmoHamu (T3 + T4) MoxnuBa migBUIIEHA
JpaTiBIUBICTH, 1€30PIEHTALlIS 1 TOPYILIEHHS CHY.

Ayenoxymapon

VY KIHIYHUX JOCTIKEHHAX Y XBOPUX 3 TSHXKKUM MepediroM penuuBy0u0Tro TpoMOO3y 3aCTOCYBAHHS
miparerTaMy y BHCOKHX J103ax (9,6 r/mo0y) He BIUIMBAJIO Ha JO3YBaHHS  alleHOKYMapoJy JUIst
JOCSTHEHHS 3HA4YeHHS mpoTpomOiHOBoro wyacy (MHB — wMbKHapomHOro HOpPMali30BaHOTO
BigHOIIECHH) 2,5-3,5, aje mpu HOro OJHOYACHOMY 3aCTOCYBaHHI BiA3HAYAIOCS 3HAYHE 3HIKCHHS
piBHsI arperaitii TpoMOOIMTIB, piBHA (GiOpuHOTeny, dakropiB Bimnedbpanna (VIIIL: C; VIII: vW: Ag;
VIII: vW: Rco), B’s13K0CT1 KpOBi 1 IJ1a3MH.

DapmakoKiHemuuni 83a€mMo0ii

IMOBIpHICTh 3MiHM (hapMaKOJMHAMIKK ITipaneraMy I i€ IHIIUX JIKAPChKUX 3ac00IB HHU3bKa,
ockinbku 90 % mpenapary BUBOJUTHCS Y HE3MIHEHOMY BUIJISI 13 CEUEIO.

In vitro mipameram He mpurhiuye muroxpom P450 izodopmu CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6,
2E114A9/11 y xonnentpaii 142, 426, 1422 Mxr/m.

[Ipu konuentpauii 1422 Mkr/mi BinmivyeHo He3HauHe nmpurHideHHs CYP2A6 (21 %) 1 3A4/5 (11 %).
Onnak piBeap Ki mux aBox CYP-i3omepiB nmocraTHid mnpu mnepeBuimieHHi 1422 Mir/mi. Tomy
MeTaboJiyHa B3aEMOJIS 3 TpenaparaMmu, IO MiIIalThes OloTpaHcdopmarii uMu GepMeHTaMH,
MaJIOMOBIpHA.

IIpomueninenmuuni rikapcovki 3acobu

3acrocyBaHHs mipaneramy y 103i 20 mMr/mo0y 1moeHHO MpoTAroM 4 THXKHIB 1 OUTbIIE HE 3MIHIOBAIIO
KpuBY piBHS KOHIEHTpalii 1 Cmax TPOTUENUICITUYHHX MIPENapaTiB y CUPOBATIli KpoBi (kapbamaseriH,
¢beniToiH, henobapbiTan, HaTPiO BANIBIPOAT) y XBOPUX HA EMLICTICIIO.

Ankoeons

CyMicHuil npuiioM 3 aJIKOToJIeM He BIUIMBAB Ha PIBEHb KOHILIEHTpAILli] MipaleraMmy B CHpOBaTIIi KpPOBi, 1
KOHIIEHTpallis aJIKOTOJIIO B CUPOBATIL KPOBI HE 3MIHIOBAJIach MPU 3aCTOCYBaHHI 1,6 I mipaneramy.

Ocoonusocmi 3acmocyéanns.

Bnaue na aepecayiro mpomboyumis

VY 3B’3Ky 3 TUM, L0 MipaneraM 3HWXKYE arperaumito TpoMOouuTiB (quB. po3aul «®dapmakosaoriuHi
BJIACTUBOCTI»), HEOOXIHO 3 OOEpEeXHICTIO TNPU3HAYATH Mpernapar XBOPHUM 13 MOPYLUICHHAMHU
reMocTasy, CTaHaMH, IO MOXYThb CYINPOBO/PKYBATHUCS KPOBOBWJIMBAMH (BHpa3ka IITYHKOBO-
KHAIIKOBOTO TPAaKTy), Ml 4Yac 3HAYHUX XIPYpriuHUX omepamiid (BKIIOYAOYM CTOMATOJOTIUHI
BTpPYYaHHS), XBOPUM 13 CHUMITOMaMM TSDKKOi KpOBOTedi ab0 XBOpPHM, fAKi MalOTh B aHaMHeE3l




reMOpariyHuil  IHCyJAbT, Talli€HTaM, SKI 3aCTOCOBYIOTh AHTHKOATYISIHTH, TpPOMOOIMTapHi
aHTHUArperaHTH, BKJIIOYAIOYM HU3bKI 03U aleTWICATIIWIoBOi KuciIoTH. IIpemapaT BHBOIMTHCS
HUpPKAaMHU, TOMY HEOOX1IHO 0COOJIMBY yBary NpUIUIATA XBOPUM 3 HUPKOBOIO HEAOCTATHICTIO.
Hayicumu 1imnv020 6iKy

[Ipu nmoBroTpuBamiii Teparii XBOPUX JITHBOTO BIKY PEKOMEHAYETHCS PETYISpHUN KOHTPOJIb
MOKa3HUKIB (YHKIII HUPOK, y pa3l HEOOXIIHOCTI CIil KOPUTYBAaTH 103y 3aJEKHO Bi KIIpEHCY
KpeaTuHiHy (IuB. po3ait «Crocib 3acTOCyBaHHS Ta J031»).

Ilepepusanns 3acmocysanusi

[Tpu nikyBaHHI XBOPUX HAa KOPTUKAJIHHY MIOKIIOHIIO CITiI YHUKATH PIi3KOTO IEPEPUBAHHS JIIKYBAHHS Y
3B’SI3KY 3 3arp03010 T'eHepaji3alii MiOKJIOHIT 800 BUHUKHEHHS CYJOM.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.
He 3acTocoByBaTH JIikapchKuii 3aci0 y TIepio]] BariTHOCTI 200 TOyBaHHS TPYIIIO.

30amuicmy enausamu Ha WBUOKICMb pearkyii npu KepyeamHi A8MOMPAHCNOPMOM abO0 [HUWUMU
MexanizMamu.

VY KIIHIYHUX JOCHIIKEHHSAX IPU 3acToCcyBaHHI 7103 BiJ 1,6 1o 15 r Ha 100y rinepkinesisi, COHJIUBICTH,
HEPBO3HICTh Ta JEMPECis YacCTIlIe CIOCTEpIraaucs y MalieHTIB, SIKUM 3aCTOCOBYBAJIM IipaleTam, HiX
y rpymi miane6o. Hemae ganux 1mo0 34aTHOCTI JTIKAPCHKOTO 3ac00y BIUTMBATH HA IMIBUIKICTH PEAKITIT
IIpH 3aCTOCYBaHHI B J103ax Bix 15 10 20 rpamiB moaHs.

Cnin notpumyBatucsi 0OEpeKHOCTI MiJ 4Yac KEepyBaHHS aBTOTPAHCIOPTOM abo poOOTH 3 IHIIUMU
MeXaHI3MaMH.

Cnoci6 3acmocysanns ma 0o3u.

[Ipenapat 3actocoByBaTH niepopaibHO. TPUBAIICTH JIIKYBaHHS 1 BUOIp 1HAWBIAYaTbHOI JO3U 3AJICKUTH
BiJl TSDKKOCTI CTaHy XBOPOTO 1 MIBUAKOCTI 3BOPOTHOI JAMHAMIKM KJIIHIYHOI KapTUHU 3aXBOPIOBAHHS.
JlikyBaHHS ICUXOOPTraHIYHOTO CUHAPOMY

PexomennoBana noboBa mo3a craHoBuTh 2,4—4,8 1. 3a3Bu4ail 703y CaOi PO3MOAUIATH Ha 2-3
NpUMOMHU.

JlikyBaHHS KOPTUKAJIBLHOT MIOKJIOHIT

[TouaTkoBa 1060Ba /103a 3a3BUYall CTAHOBUTH 7,2 T, IKY IPOTIAroM 3—4 THIB CIIil JOBOJIUTH 10 24 T Ha
n00y. JloboBy m03y po3noauiatu Ha 3—4 npuiioMu. Ko TepaneBTUHYHUN edeKT ciadkuii abo 30BCIM
BIICYTHIN — IPOJIOBXKYBAaTH 3aCTOCYBaHHS Ipemnapary y Tik e camiil 1031 g0 7 mi6. Skmo 3a nei
TEpMiH HE OTPUMAHO Oa)KaHOTO TEPANEBTUYHOTO e(EKTy, JIKyBaHHS MipalleTaMOM CJIiJl PUITHHUTH
Ta MPU3HAYMUTU IHIII AHTUMIOKJIOHIYHI 3acoOu. Y pa3i oTpuMaHHS HEOOXIJHOTO TepareBTUYHOTO
edekTy JiKyBaHHS MPOJOBXKYBATH 10 3HUKHEHHS CHUMIITOMIB 3axBOproBaHHS. [l momepemkeHHs
MOTIPIIEHHSI CTaHy XBOPUX HE MOXHa pI3KO MPHUIHMHATH 3acTOCyBaHHs mpemnapary. HeoOxigHo
MOCTYIOBO 3HW)KYBATH 1103y Ha 1-2 T kokHi 2—3 aHi (kokHI 3—4 1HI y BUNIAAKy cUHApoMmy JlaHia—
Anamca). [Ipu 3actocyBaHHI il Yyac JiKyBaHHS IHIIMX aHTUMIOKJIOHIYHHUX 3acO0IB 103y IMipaleramy
HE 3MEHIIIYBaTH, aje, 3aJeKHO BiJ KIIHIYHOT KapTUHH, JO3U IHIIMX MpenapariB MOKHA 3MEHIIIYBaTH,
SKIIO II€ MOYKJIMBO. XBOPHUM 13 TOCTPUMH CIIOHTAaHHUMHU HarajgaMud HEOOXiZHO KOXHI 6 MiCsIliB
MpU3HAYATH MOBTOPHI KYpPCHU JIIKYBaHHS IpENapaToM, KOPETryiud MpU LOMY 103y 3alie)KHO BiJ
CTaHy Malli€HTa, 10 3HUKHEHHs a00 3MEHIIICHHS IIPOSIBIB XBOPOOH.

JlikyBaHHS 3a1aMOPOYEHHS 1 OB’ 3aHUX 3 HUM PO3J1a/liB PIBHOBATH.

PekomennoBana no6oBa mo3a crtaHoBuTH 2,4—4,8 1. 3azBuuail 703y CIiI PO3MOAUIATH Ha 2-3
MIPUHOMU.

3acToCcyBaHHS JITSIM.

VY cknajli KOMIJIEKCHOT Tepanii AUCIeKcil.

3acTocoBYBaTH [IITSM BikoM Bif 8 pokiB. /Io60Ba 103a cTaHOBUTH 3a3BUYaii 3,2 T 3a 2 mpuioMu.
Hoszysanna ona xeopux iz nopyuennam @yukyii hupox. OCKUIbKH MpernapaT BUBOJUTHCS 3 OPraHi3My
HUPKAMHU, CIiJ TPOSIBIATH OOEPeXHICTh MpH JIIKYBaHHI XBOPUX 13 HHUPKOBOIO HEIOCTATHICTIO.
[Ipu3Hayatu  JTIKyBaHHS TaKUM XBOPHM IMOTPIOHO 3aJ€KHO Bl CTYNEHS TSHKKOCTI HHMPKOBOL
HEJO0CTAaTHOCTI, TOTPUMYIOUUCh TAKUX PEKOMEHIAITiii:




Cryninb HUIPKOBOL . )
. Knipenc kpeatuniny (Mi1/xB 03yBaHHS
HEIOCTAaTHOCTI p p y ) Hlosys
- >80 3BuuaiiHa n03a
Jlerkuii 50-79 2/3 3Bu4aiiHoi 1031 3a 2—3 NpUHOMH
[TomipHwmii 3049 1/3 3Bu4aiiHoi 103¢ 32 2 mpuiioMHu
Tsorkuit < 30 1/6 3BruaitHOi O03W OJTHOPA30BO
Tepminanbua cranis — [Tpotunoxazano

J1st XBOpHUX 13 MOpYHICHHAM (DYHKIII{ EUiHKA KOPETYBaHHs 03U He MOTpiOHe.

Jimu.

Jlikapcbkuit 3acid 3aCTOCOBYBATH JITSIM BIKOM Bil 8 POKIB JUIsl JIIKYBAHHS JUCIEKCI.

Ilepeoo3ysanns.

Cumnmomu: TOCUIIEHHS NPOSBIB MOO1YHOT 11T mpenapaTy. CUMOTOMU NE€pe103yBaHHS CIIOCTEPIraaucs
MIpU TIEPOPATHFHOMY 3aCTOCYBaHHI ITpemnapary y 1031 75 T.

Jlixyéanus cUMITOMATHYHE: MPOMUTH LUTYHOK, BUKJIMKATH OnroBaHHsA. CrneuudiyHOro aHTHAOTY
HEMae, MOKHA 3aCTOCOBYBaTH remoiani3 (BuseneHHs 50—60 % mipaneramy).

Io6iuni peakuii.

[To6ivHi peakirii, BiI3HAYEH1 Y X0/ KIIHIYHUX BUMIPOOYBaHb Mipaleramy.

3 60Ky HepBosoi cucmemu: TIMEPKIHE31s.

3 boky memabonizmy ma xapuyeanrs. 30UIbIICHHS MacH Tia.

Tlcuxiyni po3nadu: 3HEPBOBAHICTD, JEMPECis, CIUTYTaHICTh CBIIOMOCTI.

3azanvhi poznaou ma poznaou y micyi ygeoeHHs: acTEHIs.

Inwi: apTepiasibHa TinepTeH31s, TiepTepMisl.

[1o61yH1 peakiii, BII3HAYEH1 Y XOJi MOCTMAapKETUHTOBUX CIIOCTEPEKEHbD.

3 60Ky Kposi ma nimghu: TeMoparidHi po3Jiay.

3 60Ky imMyHHOI cucmemu: TINEPUYYTIUBICTh, aHADUIAKTOITHI peaKIlii.

Ilcuxiyni  posznadu: 3HEPBOBAHICTb, Jempecis, IMiABUINCHA 30Yy/KYBaHICTh, TPHUBOXKHICTD,
30€HTEKEHHS, TaIIOMHALIII.

3 6oky Hepeosoi cucmemu. TIMEPKiHE31s, COHIUBICT, aTAKCIsA, MOPYIIEHHS PIBHOBArH, MiJABUIICHHS
YaCTOTH HAIaJiB €MiIercii, rTOJIOBHHM Oib, O€3COHHS, TPEMTIHHS.

3 boky opeanie ciyxy ma nabipunmy: 3a1aMOPOYEHHS.

3 6oxy mpasHoi cucmemu: abaoMiHaIbHUI OUTh, OUTH y BEpXHINA YaCTHHI KUBOTA, Aiapes, HYIO0Ta,
ONIOBaHHS.

3 6oky wkipu ma nIOWKIpHUX MKAHUH: AHTIOHEBPOTUYHUI HAOpPSK, AEPMATUTH, BUCHIIAHHS,
KpOITUB SIHKA, CBEPOIK.

3 b6oky penpodykmusHoi cucmemu: MABUIICHHS CTaTEBOT aKTHBHOCTI.

Jlocnioowcenns: 30UIbIIICHHS MacH Tila.

Tepmin npuoamnocmi. 5 poxis.
He 3acTocoByBaTH nmpenapar miciis 3aKiH4€HHs TEPMIHY MPUIATHOCTI, 3a3HAYEHOT0 Ha YIAKOBIIL.

YmoBu 30epiranns.
30epiraTu B OpUTiHAJIBHIN yHakoBIli IpH Temneparypi He Buiie 25 °C.
30epiratu y HEIOCTYITHOMY JJIsl NITEH MicIii.




YnakoBka.
ITo 10 xancyn y 6mictepi. [1o 3 abo 6 GuicTepiB y maii.

Kareropis Binnmycky. 3a penenrom.

Bupo6nuxk.
ITAT «®apmax».

Micue3Haxo/:keHHs1 BUPOOHHMKA Ta HOro aapeca Micus NPOBAXKeHHS TislIbHOCTI.
Vkpaina, 04080, m. Kuis, Byn. ®pynse, 74.

Jata ocrannboro neperJsay. 30.05.2019.



