IHCTPYKUIIA
AJIS1 MEAUYHOI 0 32CTOCYBAHHS JIIKAPChKOIro 3ac00y

BIHIMOUETHUH-IAPHULS
(VINPOCETINE-DARNITSA)

Cknao:

oitoua pevosuna: vinpocetine;

1 MJ mpemapary MiCTHTh BIHIIOLIETUHY 5 MT;

OONOMIDICHI pedo8uHU. KUCIOTa acKopOiHOBa, HATPit0 MeTadicynbdiT, ciupT OEH3WIOBUH, KUCIOTA
BuHHA, copOit (E 420), Boga st i1’ €KITii.

Jlikapcbka ¢opma. KoHueHTpat uist po3uuHy JUisl iHPY31i.
OcHosHni izuxo-ximiyni enacmugocmi: ipo3opa 0e30apBHa a0o 3JIeTKa 3eJeHyBaTa piauHa.

dapmakoTepaneBTHYHA Ipyma.
[McuxocTumymoBanbHI Ta HOOTpOtHI 3aco0u. Biamonernn. Kog ATX NO6B X18.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Jliroua peyoBHHA JIKapChKOro 3ac00y — BIHIOUETUH — YHHUTH CHPHUSATIUBUNA €PeKT Ha MeTadoIi3M
TOJIOBHOTO MO3KY 1 IMOKpAIye€ HOTO KPOBOTIOCTaYaHHs, a TAKOXK TOKPAIIYE PEOJIOTTIH] BIIACTUBOCTI
KpOBI.

[IposiBnisie HeWpoNpOTEKTUBHI €dEeKTH: MOCIabII0e€ MIKIATUBY 10 IMUTOTOKCHYHHUX PEaKIlii,
CIPUYMHEHUX CTHUMYJIIOIYMMH aMIHOKHCIOTaMU. Jlikapchkuii 3aci0 iHTiIOye MOTEHIATIO3aIekKHI
Na*- i Ca’-xamamn, a Ttakox penentopu NMDA i AMPA. Jlikapceknii 3aci6 mocmiioe
HEUPOTPOTEKTUBHUH e(EKT aJICHO3HUHY.

Ctumymioe 1iepeOpanbHUl METa00I3M: 30UTbIIIYE 3aXOIUICHHS TTIOKO3W 1 O2 1 CIOKUBAaHHS ITUX
PEYOBHH TKAaHMHOIO TOJIOBHOTO MO3KYy. BIHMOIETHH MIiABUINYE CTIMKICTH TOJIOBHOTO MO3KY [0
TIMOKCIi; 30UTbIIyE TPAHCTIOPTYBaHHS TJIIOKO3M — BHHATKOBOTO JDKEpesa €HEprii JUisi TOJOBHOTO
MO3Ky — uepe3 remaTocHIedatiunuii 6ap’ep; 3cyBae MeTabOJI3M TJIIOKO3M Yy OIK €HEpreTHYHO
CIIpUATIHUBIIIOTO aepoOHOTO NUISAXY; BHOipKoBO iHri6ye Ca?*-kanmbMomymiHO3aIeKHUH (epMeHT
ul'M®-dochomiecrepazy (PJE); mimBumye piBeHb HAM® 1 nlM® y rojoBHOMY MO3KY.
Jlikapcekuit 3aci6 migBumnye koHmeHtpamiro AT® i cniBBinHomenHs AT®/AM®; niacunroe o6ir
HOPAJPEHATIHY 1 CEpOTOHIHY Y TOJJOBHOMY MO3KY; CTUMYJIIO€ BUCXIJIHY HOpaJIPEHEPTiuHY CUCTEMY;
Ma€ aHTUOKCHJIAHTHY aKTHUBHICTh; y pe3y/bTaTi [ii BCiX 3a3HAYEHUX BUIIE €(EKTIB BIHIOIETHUH
YUHUTH 1IEPEOPONTPOTEKTUBHY JIifO.

[Tokpatrye MIKpOIMPKYIALIID Y TOJOBHOMY MO3KY: IHTIOye arperamito TpOMOOLHWTIB, 3MEHIIYE
MATOJIOTTYHO MiIBUIIEHY B’S3KICTh KPOBI, MiABHUINYE AePOPMOBAHICTH EPUTPOLIMTIB Ta IHTIOyE
3axOIUICHHS a/ICHO3MHY, MOKpallye TpaHcnopTyBaHHa Oz y TKAaHMHAX ILISXOM 3HIKEHHS apiHITeTy
O2 10 epuUTPOIHUTIB.

CenexTUBHO 301UIbIIIYE KPOBOTIK y TOJOBHOMY MO3KY: 30UIbIIYE IIepeOpaabHy (paKIlito cepreBoro
BUKHY; 3HIDKYE CYIWHHUN OMIp Y FOJIOBHOMY MO3KY, HE BIUIMBAIOYM Ha MapaMeTpu CHUCTEMHOI
HUPKYAALii (apTepialbHUM THCK, CEPLEBUI BUKUI, YaCTOTY MYIbCy, 3arallbHUi mepudepruuHuit
ollip); He CpHUuHsE «epekTy oOKkpagaHHs». KpiM Toro, Ha Tii 3aCTOCYBaHHs JIIKAPChKOTO 3ac00y
MOJIMIIYETHCS. HAAXOIKEHHsI KPOBi y MOIIKO/KEHI (ayie I1e He HEKPOTH30BaH1) IUISHKU imeMii 3
HU3bKOIO NIep¢y3ieto («3BOPOTHUIH e(heKT 0OKpagaHHI»).

DapmakoKkiHemuxa.

IIpu BHYTPIIIHPOBEHHOMY BBEEHHI JIIKapchbKuil 3aci0 Ha 66 % 3B’A3yeThCcs 3 OUIKaMU IUIa3MH
KpoBi. MakcuManbHi KOHIICHTpAIlli Y TKaHWHAX MO3KY BHSBISIOTHCSA depe3 2—4 TOAWHH IICIs
3aCTOCYBAHHS JIIKAPCHKOTO 3ac00Yy.



O06’em po3nofiny craHOBHUTH 246,7 + 88,5 11, 110 03HAa4Yae BUPAXKEHE 3B’A3YBaHHS BIHIOLETHHY Y
TkaHuHax. [lig yac MOCHiPKeHb HAWOUTBINI KOHIICHTpAIlil BUSBJSUIMCA y TEYIHII Ta TPaAaBHOMY
TPAaKTI.

Metabonizyerbecsi y nedidii. OCHOBHUM MeTa0O0JIiTOM BIHIIOIETHHY € arloBIHKAMIHOBA KHCIIOTA
(ABK) — 20-30 %, a Takox rizpokcuBinnouetu, rizpokcu-ABK, muringpoxcu-ABK-riminunar ta
iXH1 KOH IOTaTH 3 TIIOKYpOHiIaMu Ta/abo cynbdaramu.

BinnoueruH He KyMyntoeThest B opranidmi. [lopymmenns QpyHKIii nediHkyd Ta HUPOK He BIUIMBAIOTh
Ha MeTaboJIi3M BIHIIOIETHHY.

Buninserscs 3 opranismy Hupkamu (mpudausHo 60 %) ta kumedraukoM (npubmmusao 40 %). [lepion
HaIiBBUBEACHHS CTAHOBHUTH 4—5 TOJMH.

3mina gpapmaroxinemuynux gnacmugocmeil (HANPUKIAO Yy NeBHOMY 8iyi, NPU HAABHOCMI CYNYMHIX
3axeopro6ans). OCKITbKY BIHIIOIETUH MOKAa3aHMUNA ISl Tepallii NepeBakKHO MAIlIEHTIB JITHHOTO BIKY,
y SKHX CIOCTEpIraloThCs 3MIHM KIHETHKHU JIIKAPCHKUX 3ac001B (3HMKEHHS BCMOKTYBAHHS, IHIIUN
PO3MOIiT 1 MeTaboJ1i3M, 3HWKEHHS BUBEJICHHS), HEOOXITHO OYJIO MPOBECTH JOCHIKCHHS 3 OLIHKH
KIHETHKH JIIKapChKOTO 3ac00y came y 111l BIKOBIM T'pyri, 0COOIHMBO MPU TPUBAIOMY 3aCTOCYBaHHI.
Pe3ynbraty Takux JOCHIKEHb MPOJAEMOHCTPYBAJIH, 110 KIHETUKA BIHIOLETUHY Y JIIOJEH JITHHOTO
BIKYy CYTTEBO HE BIAPI3ZHIETHCA BiJ KIHETHMKU BIHIOLETHHY Yy MOJIOJMX JIIOJEH, 1, KpIM LbOTO,
BiACYTHA akyMmymsiuis. Ilpum mopymieHHi (yHKUIi NMeyiHKM abo HHPOK MOKHA 3acCTOCOBYBAaTH
3BUYAMHI JI03U JIIKAPCHKOTO 3acO0y, OCKUIbKM BIHIOLIETUH HE HAKONMYYEThCS B OpraHi3Ml TaKUX
MAIIEHTIB, 110 I03BOJISIE TPUBAJIMI Yac MpUUMAaTH JTIKapChKHii 3aciO.

Kainiuni xapakrepucTuku.

Ilokazanns.

Hesponoeisa: pizHi popMu 11epedpoBacKyaIpHOT MATOJIOTIi (CTAaHU TICHS TEPEHECEHOTO TOPYIICHHS
MO3KOBOTO KpOBOOOIrY (IHCYNbTY), BepTeOpo-0a3misipHa HEIOCTATHICTh, CYAMHHA JEMEHIIis,
nepedpadbHUN aTEpOCKIIepO3, MOCTTpaBMAaTH4YHA 1 TimepTeH3uBHA eHnedanonartis). Jlikapchkuid
3aci0 crpuse OcIabJICHHIO TICUXIYHOI 1 HEBPOJIOTIYHOI CUMITOMATHKU MPHU LEpeOpOBACKYISAPHIN
MaTOJIOTi.

Ogmanvmonoeia: XpOHIYHI CYAWHHI 3aXBOPIOBAaHHSA CYAMHHOT OOOJOHKHM Ta CITKIBKH OKa
(Hanmpukiaa TpomM003, 0OCTPYKILiA IEHTPAIbHOT apTepii a00 BEHHU CITKIBKH).

OmopuHnonapuneonocisa: crapeda TYroByXiCTb TPU TOCTPIM CYAMHHIN MaTOJOTi, TOKCHYHI
(MEIMKaMEHTO3H1) YpaXEHHS CIyXy a0o YypaKeHHS CiIyXy IHIIOro reHe3y (iZlomaThyHi,
CHPUYUHEH] ITYMOBHUM BILTUBOM), XBOpoOa MeHbepa, IIyM y ByXax.

Ilpomunoka3zanns.

[ligBuIieHa YyTAUBICTh O JI0YOT PEUYOBUHHM a0O0 10 IHIIMX KOMIIOHEHTIB JIIKAPCHKOTO 3acoly;

roctpa ¢aza reMoparidyHoro mnepeOpaJbHOrO IHCYJBTY; TOKKI (popMu imeMiyHOi XBOpoOH cepiis;

TSOKKI (DOPMH apUTMIi.

BaritHicTb, mepioJ1 TOyBaHHS TPYAIIO.

3acTocyBaHHS JIIKAPCHKOTO 3ac00y AITSAM MPOTUIIOKA3aHO (4Yepe3 BiACYTHICTh JAaHUX BIAMOBIIHUX
KJIIHIYHUX JTOCTIHKCHB ).

B3aemooia 3 inwmumu nikapcoKumu 3acodvamu ma inuii 6uou 63acmooiil.

[Ipn ogHOUYAaCHOMY 3aCTOCYBaHHI BIHMOLIETUHY 3 IHIIMMHU JIKapCHKUMHU 3ac00aMU MOKIJIMBI TaKi
B3aeEMOIL:

3  O-Memunoonow — TIOCWICHHS TiMOTEH3WBHOTO €(eKTy; MpHU OJHOYACHOMY 3aCTOCYBaHHI
TKapChbKUX 3aC001B PEKOMEHIYE€THCSI IPOBOJAUTH PETYASIPHUM KOHTPOJb apTepiadbHOTO THUCKY;

3 eenapuHom — MIBUIICHHS PU3HKY PO3BUTKY KPOBOTEY.

VY KIIHIYHUX JOCHIKEHHSIX 3aCTOCYBaHHs BIHIOLIETHMHY OJHOYACHO 3 f-adpeHnobiokamopamu
(x10panonon,  NiHOONON),  KIONAMIOOM,  2liOEHKIAMIOOM,  OUSOKCUHOM,  AYEHOKYMApOJIOM,
2iopoxnopomiazudom He CyIpOBOIKYBAIOCSA Oy/Ib-IKOIO B3aEMOJIIELO.

He3Baxaroun Ha BIICYTHICTh JaHWX KIIHIYHMX JOCTIDKEHb, PEKOMEHAYETHCS 3 OOEpPEKHICTIO
3aCTOCOBYBAaTH BIHIIOIETHUH Pa30M 13 JIKAPCbKUMU 3acodamu, iKi 6NIUGAOMb HA YEHMPATIbHY



Hepeosy  cucmemy, — NPOMUAPUMMINHUMU — Npenapamamy,  2inOMeH3USHUMU  3aco0amu,
AHMuKoa2yIaHmamu ma QiopuHorimukamu.
Jlikapchkuii 3aci0 HECYMICHUH 13 aIKOTOJIEM.

Ocobnueocmi 3acmocysanns.

JlikapchKkuit 3acib 3aCTOCOBYBATH TUIBKH ITICJIS PETEIFHOTO aHATI3y KOPHCTI Ta PU3MKIB NallieHTaM
i3 MIIBUIIEHUM BHYTPIIIHBOYEPEIHHUM THCKOM, apuTMi€0 abo CHHAPOMOM TIOJOBKEHOTO
iHTepBairy QT, a TakoX y pasi CymyTHBOTO 3aCTOCYBaHHS aHTHAPUTMIYHHX 3aC0O01B.
Pexomennyerhcss EKI-KOHTpONH Y TAIEHTIB 13 CHHAPOMOM TOJOBKEHOTO iHTepBany QT ado y
pa3i CyImyTHHOTO MPUHOMY JIIKAPCHKUX 3aC00IB, IO CIPUSIOTH MTO0BXKEHHIO iHTepBany QT.
Jlikapchkuil 3aci® 3acTOCOBYBaTH 3 OOCPEKHICTIO TMAIliEHTaM i3 TICYIHKOBOKO HEIOCTATHICTIO,
MOTAaHOI0 TIEPEHOCHMICTIO AJKAJIOiNiB OapBIHKY MaJoro Ta y pa3i CYIIYTHBOTO 3aCTOCYBaHHS
riNOTEeH3UBHUX JIKAPChKUX 3aCO0IB.

Jlikapcbkuil 3acid HE PEKOMEHIYEThCS 3aCTOCOBYBAaTH NAaIlleHTaM 13 JaOUIbHUM apTepiaibHUM
THUCKOM Ta HU3bKUM CYJTMHHUM TOHYCOM.

VY nikapchkoMy 3aco01 MICTUTBCS HEBEJIHMKa KUIBKICTh cOopOiTy — skmo y Bac BcraHoBieHa
HENEPEHOCUMICTh JEeSKUX ILYKPIB, IMPOKOHCYIbTYWTECS 3 JIKapeM, Mepll HDK NpuiiMatu wne
JKapcbKui 3acio.

UYepez BMmicT Harpito MeTalicynb(diTy JiKapchbKuil 3acid 3piaka MOKE CHPHYMHATH peakiil
rinepuyyTINBOCTI Ta OPOHXOCTIA3M.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

Ilepioo sacimnocmi. Jlikapchkuii 3aci0 TpOHUKAE Yepe3 MJIAIEHTY, ajie B IJIAIEHTI 1 B KPOBI TJI01a
BHUSBIISIETECSA Yy OUIBII HU3BKUX KOHIIEHTpAISIX, HDK y KpoBI Marepi. TepaToreHHOTro abo
eMOpI0TOKCHYHOTO e(heKTy BiI3HAYEHO HE Oyi0. Y JOCTiDKEHHSIX Ha TBApUHAX BBEACHHS BEITUKHUX
703 BIHIOLIETUHY CYNPOBOKYBAJIOCS Yy JAESIKMX BHIIQJKaX IUIAEHTAPHOIO KpPOBOTEYEHO 1
BHUKHIHEM, TIEPEBAKHO Y PE3y/IbTaTI MOCUJICHHS TUTAIICHTAPHOTO KPOBOOOIry.

VY mepio BariTHOCTI 3aCTOCYBaHHS JIKaPChKOTO 3aCO0Y MPOTUITOKA3aHO.

Ilepioo 2o0ysanmns epyooro. Jlikapchkuii 3acid0 MPOHHUKAE y TPYIHE MOJIOKO. Y MTOCHIDKCHHSX 13
3aCTOCYBaHHSM MIUE€HOTO BIHIOIIETHHY Pali0aKTHBHICTh y TpyaHoMy Mojomi Oyna B 10 pasis
BHINA, HDK y KpoBi Marepi. KiTbKICTh, 110 TMPOHUKAE y TPYAHE MOJIOKO YIMPOJAOBXK | TOIWHH,
ctanoBuTh 0,25 % Big BBEICHOI J03H JIIKAPCHKOTO 3ac00y.

Y nmepion TOAyBaHHS TPYIII0 3aCTOCYBaHHS JIIKapChKOrO 3aco0y MPOTUIIOKA3aHO, OCKUIBKU
BIHIIOIIETHH IMPOHUKAE B MOJIOKO MaTepi, a JaHUX MPO BIUIMB HAa OPraHi3M HOBOHAPOHKEHOTO
HEMae.

30amuicmv enausamu Ha weUOKICMb peakyii npu KepyeawHi asMOMPAHCHOPMOM a0 THUWUMU
MEeXaHIZMaMU.

BincytHi gaHi nmpo 34aTHICTD JiKapChbKOTO 3ac00y BIUIMBATH HAa HIBUJKICTH peakilii mMpu KepyBaHHI
aBTOTPAHCIOPTOM a00 IHIIMMHU MEXaHi3MaMH, aje CIil BPaXOBYBaTH MOKIIUBICTb BHUHUKHEHHS
MOOIYHHUX peakiliii 3 60Ky HEpPBOBOT CUCTEMU (COHJIMBOCTI, 3aIIaMOPOYEHHS Ta BEPTUTO).

Cnoci6 3acmocysanna ma 0o3u.

Jlikapcbkuii 3aci0 3acCTOCOBYBATH TUIBKM BHYTPINIHBOBEHHO Yy BUIJISAAI MOBUIBHOI KPAIUIMHHOI
1HQY311 (IBUAKICTH 1H(]Y31i HE MOBMHHA NepeBuIyBaTy 80 Kpanelb 3a XBUJIUHY).

Jlikapcbkuii  3aci6  OPOTUOOKA3aHO  BBOJWTH  MIANIKIPHO,  BHYTPIIIHBOM SI30BO  Ta Y
KOHIICHTPOBAHOMY BUIJIA/Ii BHYTPIIIHBOBEHHO.

Jlikapchkuit 3aci0 MOKHaA PO3BOJUTH (Pi310JIOTTYHMM PO3UYMHOM ab0 po3uMHAMHM Ui 1HQY31H, 110

MICTSTb TJIFOKO3Y.

Po3unn ans iH]y31i c1if BAKOPUCTATH BIOPOJOBK 3 TOJUH MICIs MPUTOTYBAHHS.

ITouaTkoBa 1000Ba /103a JIKAPCHKOTO 3aco0y 3a3Buuail cTaHoBUTH 20 Mr, po3BeaeHux y 500 miu

po3unny s iHGy3ii. [Ipu HEOOXITHOCTI 103y MOKHA 30UTBITUTH BIPOJIOBXK 2—3 AHIB 10 1 Mr/KT

MacH Tia Ha 100y, 3aJIeXKHO Bl IEPEHOCUMOCTI JTIKAPCHKOTO 3ac00y MaI[IEHTOM.

3



Cepenns 1o0oBa /103a JIIKAPCHKOTO 3aco0y ctaHOBUTH 50 Mr, po3BeaeHux y 500 M po3uuHy Jist
iH]Y31i 3 po3paxyHKy Ha Macy Tina B 70 Kr.

Cepennst TpuBaJicCTh Kypcy Teparii cranoBUTh 10—14 nHiB.

[Ticnst 3aBepiieHHs Kypey iH(]y3iiiHOT Tepanii peKOMEHIY€EThCS MTPOJOBKUTH TEPAIiI0 JTIKApCHKUM
3acoboM y popmi TabrieTox.

THayicumu 3 nopyuwenusam Qyukyii newinky ma HUpoK.

BincyTHs HEOOXITHICTD Y KOPEKIIil J03H JIIKapChKOTO 3ac00y.

Mimu.
Yepes BIACYTHICTh JaHUX BIAMOBIAHUX KIIHIYHUX AOCHIPKEHB JIKapChKHUN 3aci0 HE 3aCTOCOBYBATH
JUTSIM.

Ilepeoo3ysanns.

Bunaakis mnepeno3yBaHHs He Bim3Hauajocs. Ha minctaBi omyONiKOBaHMX JaHMX BBEIEHHS
JIKapChKOTO 3aco0y y 71031 1 MI/Kr Macu Tijla MOXHa BBaxxaTu Oe3neuyHuM. OCKUTPKUA HEMAE JaHUX
PO 3aCTOCYBaHHS JIKapChbKOTO 3aco0y B J03aX, LI0 TMEpPEBUIIYIOTh 3a3HAYEHY, BBEACHHS

JIKApChKOTO 3ac00Y Yy BUIIUX /103X HE JOMYCKAETHCS.

Io6iuni peakuii.

[To61yH1 peakiiii 3 HAOLIBIIO IMOBIPHICTIO BUHUKHEHHS PEECTpyBaIUCA 3 4acToTOr0 MeHie 1 %.
3 wiei npuyuHU B TaOJIMII HUXKYE BIICYTHS KaTteropis yacTotu «Hactoy.
Hebaxxani peakiii 3a3HaueH1 HU)K4YE 3a KjacaMHM CHCTEM OpraHiB Ta 13 3a3HAYEHHSM YacTOTH

BUHHUKHEHHS 3rinHO 3 TepmiHoioriero MedDRA:

Kiac cucremn

opramis Heuacto Piaxo Hyxke pinko
(MedDRA 12.1) (>1/1000 — < 1/100) | (=1/10000 — < 1/1000) (< 1/10000)
riema rinepemist
. >, KOH IOHKTHBH,
3 b6oky opeaHie 30py: FIICPMETPOTIL, HaOpsIK coCKa
SHIDKCHHA TOCTPOTH 30pOBOTO HEpBa,
30py, MioIist .
3 b6oky opeanie cyxy TOPYIICHITT CIIYXY,
ma eecmudyIapHo20 Fieparysid, IIyM Yy ByXax
anapamy: rinoakys3is,
BEPTHUTO
3 boky pecnipamophoi
cucmemu, opeamis SpoHxoCIasM
2pyOHOI KNimKu ma
Ccepe0OCmiHHsL:
rinepcexperris
3 b6oky winynkoso- TUCKOMGOPT Yy )KUBOTI, CJIVIHH,
KUUKOBO20 MPAKMY: CYXICTh y POTi, HyJOTa ONOBaHHS,

JHCIENCIA, IeYis

3 6oky 0bMmiHy peuoguH, rinepxojaecTepuHeMis, .
Memadonismy: LIYKpOBUil 1iaber AHOpERCIA
Tpemop,
TOJIOBHUI OLb, 3araJlbMOBaHICTb,

3 6oky nepgosoi
cucmemu:

3aImaMoOpOYEHHS,
remimapes,
COHJIMBICTH

MOPYIICHHS CHY,
BTpaTa CBiJOMOCTI,
CTaH Tepe] BTPaToro
CBIZIOMOCTI




. . . 3aHCTIOKOEHHS, JeTnpecis,
3 60Ky ncuxixu: eiidopis . i
30y1KEHHs JIpaTiBIUBICTh
imemist/iHpapKT
MioKap/a, cepiieBa
CTCHOKAp/Iisi, apUTMisl, HEJIOCTATHICTb,
Opaavkapis, Gbi0puITsITis
Taxikapais nepeacepab
3 6oky cepyeso- PAUL, p Pb,
VOUHHOT CuCTeIL- €KCTPACHUCTOJTIS, KOJIMBaHHS
Y ' BIIUYTTS CEPIEOUTTS, apTepiaIbHOTO
aprepianbHa TiMOTeH3IA, THUCKY,
aprepiaiibHa BECHO3HA
rinepreH3is, HE/IOCTATHICTh
MIPHUTLTABU
3 b6oky kposi ma TPOMOOILIUTOTIEHIS, AHeMis
Jpimamuunoi arJIOTHHAIIS ’
. arpaHyJIoOIHUTO3
cucmemu: EPUTPOIIHTIB
3 b6oky imynuol . .
TIMepYyTIIHBICTh
cucmemu:
. epMaTHUT
3 00Ky wiripu ma epuremMa, Tinepriapos Hcg)ep6i>1< ’
niowKipHol ’ ’ ’
owrip KPOTIVB’ STHKA BHCHIIAHHS,
KITMKOBUHIL: Fimepenis

3azanvhi poznaou ma
peaxyii y micyi

BITUYTTS JKapy

acTeHis, clIadKiCcTh,
TUucKOMQOpT y TPYyaHIN
KJTITII,

86COEHHS! 3amajieHHs1/TpoM003 y
Micil 16’ €Kl
[IIABUIIEHHS
apTepiaJbHOTO THUCKY, . .
. MIABUILECHHS PIBHS
HOHOBACHITA IHTEpBAILY JaKTaTAET 1 APOTeHa3H
Jlabopamopmni 3HUYKECHHS QT na EKT, HOI[OB)erHHH i
NOKA3HUKU. apTepiaibHOTO THCKY | naenpecis cermenty ST .
iHTepBany PR Ha
Ha EKT,

MIBULIECHHS PIBHS
CEYOBHHH y KPOBI

EKT', 3minn na EKT

Tosioomnenns npo nido3proeani nobiuni peaxyii.

[ToBimoMeHHS TpO TMiA03pIOBaHI MOOIUHI peakiii Micas peecTpaiii JiKapchbKOro 3acoly €
BaXUIMBOIO  mpoueayporo. lle  103Boisie  mpoOJOBXKYBAaTH  MOHITOPUHT  CHIBBIJHOIICHHS
«KOPHUCTB/PU3UK» AJS BIAMOBIIHOTO JIKapchKoro 3aco0y. MeauuHuUM IMpailiBHUKaM HeoOXiIHO
MOBLAOMIATH Tpo Oynp-siki MiA03proBaHi TOOIYHI peakiii Yepe3 HAI[IOHANBHY CHCTEMY
IOBIIOMJIEHD.

Tepmin npuoamnocmi. 3 poxu.
YmoBu 30epiranns.
30epiratu B OpUTiHaJIbHIN ynakoBIli pu Temneparypi He Buiie 25 °C. He 3amopoxyBaru.

30epiratu y HEIOCTYITHOMY JAJISl iTeH MicIi.

Hecymicuicmeo.



Binnouerun-/lapuuiis ¢papManeBTHYHO HECYMICHUH 3 eenapunom, 4yepe3 1o iX He MOYKHA BBOJUTH
B OJIHOMY IITIPHIIL

Po3unH BIHIONETHHY XIMIYHO HECYMICHHH 3 IHQY3iUHUMU  pO3YUHAMU, WO MICMSMb
aminoxkuciomu, TOMy iX He MOYXHAa BUKOPUCTOBYBATHU ISl pO3BEICHHS KOHIIEHTpaTy BiHmoneTuH-

JapHuns.

YnakoBka.

[To 2 mMa B ammyni; mo 5 aMmyn y KOHTYPHIA 4apyHKOBIH YIakoBIi; O 2 KOHTYpPHI YapyHKOBIi
YIIaKOBKH y mauii; mo 10 aMmmyn y KOHTYpHIH YapyHKOBI yrmakoBIi; Mo 1 KOHTYpHIA 4apyHKOBIH
YITaKOBIIi B TAYIli.

Kareropis Bianycky. 3a penenrom.

Bupo6nuxk. [IpAT «®apmanestuuna dipma «lapHuns».

Micue3HaxoakeHHsI BHPOOHUKA Ta ajgpeca Micls NPOBAKeHHA HOro AiAIbHOCTI.
Vkpaina, 02093, m. Kuis, Byn. bopucnuibebka, 13.



HNHCTPYKIUA
10 MEeIHUMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOI'0 CpeacTBa

BUHIIOLETVH-IAPHULIA
(VINPOCETINE-DARNITSA)

Cocmas:

Oeticmsyloujee geuyecmaeso . vinpocetine;

1 MJ1 mpemapara coaep>KUT BUHIIOLIETHHA 5 MT;

8cnomozamenvHvle  eujecmed:  KUCIOTa aCKOPOWHOBAs, HATPUS METaOUCYIbPHUT, CHOUPT
OEH3WIOBBIH, K1cnoTa BUHHAas, copout (E 420), Boxa Uit HHBEKLINH.

JlekapcTBennasi gopma. KoHueHTpar [uist pacTBopa JUist UHQY3Ui.
OchosHvle usuko-xumuyeckue ceoucmea: Npo3padHas OecCLBETHAs WM CIIErKa 3e€JIEHOBaTas
AKUJKOCTb.

dapMmakoTepaneBTHYECKAs IPynmna.
[TenxoctTumynsaTops! n HooTponHble cpeacTBa. BunnonernH. Kox ATX N06B X18.

Dapmaxonozuueckue ceolicmaea.

dapmakoouHamuxa.

JleficTByIOIIIEE BEIIECTBO JICKAPCTBEHHOTO CPEICTBA — BHUHIIOIETHH — OKAa3bIBACT OJArONMPUSTHBIN
a¢hdexT Ha MeTaboaU3M TOJIOBHOTO MO3ra M YAY4IIaeT €ro KPOBOCHAOKECHHE, a TaKKE YIIydIllaeT
peoJIoTHYECKHE CBOMCTBA KPOBH.

Oxka3blBaeT HEHpONMpOTEeKTUBHbIE 3(P(EeKTh: ocnadisgeT BpeAHOE HAEMCTBHE LHUTOTOKCHYECKUX
peakiuii, BbBI3BAHHBIX CTUMYJIUPYIOUIUMH  aMUHOKUCIOTaMHu. JleKapCTBEHHOE  CpPEICTBO
MHrHOMpyeT moTeHnman3asucumele Na'- u Ca®*-kanamsl, a Take perentopsl NMDA 1 AMPA.
JlexapCTBEHHOE CPEACTBO YCHIIMBAET HEHPONPOTEKTUBHBIN A((DEKT aieHO31HA.

CrumynupyeT 1epeOpaibHblii METaOOIM3M: yYBETWYHBACT 3aXBaT INIIOKO3bl U O2 U moTpebieHue
3THX BEIIECTB TKAHBIO TOJIOBHOTO MO3ra. BUHIOLIETHH MOBBIIAET YCTONYMBOCTH FOJIOBHOTO MO3Ta
K TUIIOKCUU; YBEJIIMYMBAET TPAHCIIOPTUPOBAHKE TIIFOKO3bI — UCKIIOUUTEIHHOIO HCTOUHHUKA YHEPTUU
JUIS TOJIOBHOTO MO3ra — 4epe3 reMatosHIedainyeckuii 6apbep; CABUraeT MeTad0JIU3M TIIIOKO3bI B
CTOPOHY SHEpreTH4ecKku OoJiee OJaronpusTHOrO a’poOHOTO MyTH; HM30UpATENbHO WHTHOUPYET
Ca?*-xanpMoryanH3aBucUMBIi  pepMenT ul M®-pochomurcrepasy (PJID); MOBHIIIAET YPOBEHb
HAM® u ul' M® B ronoBHOM Mo3re. JIekapcTBEHHOE CPEACTBO MOBBIMIAET KOHLEHTpauio ATD u
cootHomeHne ATO/AM®; ycunuBaeT 000poT HOpaJpEeHAINHA U CEPOTOHHHA B TOJIOBHOM MO3TE€;
CTUMYJIMPYET BOCXOJAILIYI0 HOPAJAPEHEPrHUecKyl0 cHcTeMy; o0jajaeT aHTHOKCHIAHTHOM
aKTUBHOCTBIO; B pe3yjibTaTe JCHCTBUS BCEX BbILIEHEPEUUCICHHBIX 3()()EeKTOB BUHMOLIETUH
OKa3bIBAeT 1IepEOPONPOTEKTUBHOE ACHCTBHE.

VYiaydimaeT MHUKPOLUMPKYISIUI0O B TOJOBHOM MO3Te: WHTHOUpPYET arperamui TpOMOOIUTOB,
YMEHBIIIAET TMAaTOJOTMYECKHd MOBBIIICHHYIO BS3KOCTh KpOBH, IMOBBIMIACT JIePOPMUPYEMOCTD
SPUTPOLIMTOB U MHTUOMPYET 3aXBaT aIcHO3UHA, YIydllIaeT TpaHcnopTtupoBanrue Oz B TKaHIX MTyTeM
cHmkeHus adpdunutera O2 K SPUTPOIIUTAM.

CenekTUBHO YBEIMUYMBAET KPOBOTOK B TOJIOBHOM MO3T€: YBEIUYUBACT IepeOpanbHy0 (Ppakifuio
CepAICYHOr0 BHIOpPOCA; CHUXKAET COCYJUCTOE COMPOTHUBICHHE B TOJOBHOM MO3re, HE BIMsS Ha
napaMeTpbl CHCTEMHOM IUPKYIANUU (apTepuaibHOE [aBICHHE, CEpPACYHBIH BBIOPOC, YACTOTY
nyjbca, oouiee nepudepuyeckoe COpoTUBIEHNE); HE BhI3bIBaeT «d((ekra oOkpanpiBaHus». boiee
TOro, Ha (OHE NPUMEHEHHUsS JIEKapCTBEHHOTO CpEACTBA YAydylllaeTcs MOCTYIUIGHHE KPOBH B
MOBPEeXKJCHHBIE (HO €lle HE HEKPOTHU3WPOBAaHHBIC) Y4YaCTKH HIIEMHH C HH3KOU mnepdys3ueit
(«oOpaTtHbIN AP PEeKT 00KpaBIBAHU).

Dapmaxoxunemuxa.



[Tpu BHYTpUBEHHOM BBEJICHHH JIEKAPCTBEHHOE CPEICTBO Ha 66 % CBsA3bIBaeTCs ¢ OCIKaMU IJIa3Mbl
KpoBH. MakcuManbHble KOHIICHTPALMU B TKaHSAX MO3Ta OIpENeNsioTcss uyepe3 2—4 yaca mocie
MIPUMEHEHHS JIEKapCTBEHHOTO CPECTBA.

OO0beM pacopeneneHus coctaBiseT 246,7+88,5 1, 4T0 O3HAYaeT BBIPAKEHHOE CBS3BIBAHUE
BUHIIOLIETHHA B TKaHsAX. Bo BpeMs mccienoBaHuil HaMOOJbIINE KOHIEHTPAIMU OKa3bIBAIMCH B
MEYCHH U MTUIICBAPUTEIHLHOM TPAKTE.

Metabomm3upyercss B~ mnedeHH.  OCHOBHBIM ~ METa0OJUTOM  BHHIIONCTHHA  SIBJISICTCS
anmoBuHkamuHoBas kuciora (ABK) — 20-30 %, a Takxke ruapOKCHBHHNOLETHH, TuApokcu-ABK,
muruapokcu-ABK-riaumHaT 1 1X KOHBIOTATHI ¢ TIIOKYPOHUIAMHU W/WITH CyiIb(aTaMu.

BunnouerinH He KyMmynupyercs B opranu3me. Hapymenue QyHKIIUHN MEYSHN U TIOYEK HE BIMSIOT Ha
MeTab0IM3M BUHIIOIETHHA.

Brigensiercst u3 opranuzma noukamu (rpumepHo 60 %) u kumeynukom (mpumepHo 40 %). [lepuon
MOJIYBBIBE/IEHUS COCTaBIIsET 4—5 yacos.

Hsmenenue gpapmaxkokunemuyeckux ceoucms (Hanpumep, 8 onpedesieHHoOM 803pacme, Npu HAIUdul
conymcmsyrowux — 3aboneéanuti).  IloCKONbKy ~ BHHIIOIETHH  TOKa3aH Uil Tepamnuu
MPEUMYIIECTBEHHO TMAIMEHTOB TMOXKMJIOTO BO3pacTa, y KOTOPHIX HAOIIONAIOTCS W3MEHEHHS
KWHETHKH JIGKAPCTBEHHBIX CpPEACTB (CHW)KEHHE BCACBHIBAHWS, JPYroe pachpeieieHue u
MeTa0oJIM3M, CHIDKCHHE BBIBOJIA), HEOOXOAMMO OBLIO TPOBECTH HCCIEIOBAHUS IO OIEHKE
KWHETHKH JIEKAPCTBEHHOTO CpPEACTBA HWMEHHO B O3TOW BO3PACTHOW TpyIme, OCOOCHHO NpH
JUTATETFHOM ~ TPAMEHEHWH. Pe3ynpTaThl TaKMX WCCICNOBAaHWNA IMOKa3ald, 4YTO KHHETHKa
BUHIIONIETHHA y TIOKWJIBIX JIIOJIEH CYIIECTBEHHO HE OTIMYACTCS OT KHHETHUKH BHUHIIOIETHHA Y
MOJIOJIBIX JTFOZICH, W, KPOME ITOT0, OTCYTCTBYET aKKyMmyisnus. [Ipu HapymeHun QyHKIHH TIeYeHU
WIA TIOYEK MOYKHO TPUMEHSTH OOBIYHBIC JT03BI JIEKAPCTBEHHOTO CPEJNICTBA, MIOCKOJIBKY BHHITOIICTHH
HE HAKaIIMBAeTCS B OpPraHWU3ME TAaKHX ITAllMEHTOB, TO3BOJISET JIUTEIBHOE BpEMs NPUHHUMATH
JIEKapCTBEHHOE CPEJICTBO.

KinuHnyeckue XapakTepuCTHKH.

Ilokazanus.

Heeponocusn: paznuunpie  GopMbl  1IepeOpOBACKYIAPHOM  MATOJOTUH  (COCTOSHUS — MOCIIe
MEPEHECEHHOTO HApYIICHUsI MO3TOBOTO KpoBooOpaimieHus (WMHCYIbTa), BepTeOpO-O0aszuisspHas
HEJ0CTaTOYHOCTh, COCYAMCTasl NEMEHIMs, LepeOpanbHblii aTepOoCKIepo3, MOCTTpaBMaTuyeckas u
runepreHsuBHas oSHuedanonarus). JlekapcTBEHHOE CpPEICTBO  CHOCOOCTBYET — OCIIAOJICHUIO
MICUXUYECKOM ¥ HEBPOJIOTUYECKON CUMIITOMATUKH MPH 1IepeOpOBACKYISAPHON MaTOIOTHH.
Ogpmanvmonoeusa: XpOHUYECKUE COCYIOHMCTbIE 3a00JeBaHUS COCYAMCTONM OOOJOYKH U CETYATKH
riasa (Hampumep TpomM003, OOCTPYKIUS LIEHTPATbHON apTEPUH UIIH BEHbI CETUATKH).
Omopunonapunzonio2us. cTapueckasi TYTOyXoCTb IIPH OCTPOH COCYIUCTON MAaTOJOTUH, TOKCUYECKUE
(MeIMKaMEeHTO3HbIC) MOPAKEHUs ClTyXa WM MOPAKEHUs CyXa JIPyroro reHesa (MIMOMaTHYEcKue,
BBI3BaHHBIE IIYMOBBIM BO3/€HCTBHEM), O0JIe3Hb MeHbepa, IIIyM B yIIax.

Ilpomueonokaszanus.

[loBbIlIeHHAs YYBCTBUTEIBHOCTh K JCHCTBYIOIIEMY BEIIECTBY WJIM K APYrUM KOMIIOHEHTaM
JIEKaPCTBEHHOTO CPENCTBA; OCTpas (ha3a reMOopparnueckoro mepedpantbHOr0 MHCYIbTA; TSKeEIble
(dbopMBbI HIlIeMUYeCcKON 0OJIE3HU Cep/Ila; TsKeble POPMbI APUTMHH.

BepemeHHOCTB, IEpHOA KOPMIICHUS TPY/IBIO.

[IpuMeHeHre JEeKapCTBEHHOTO CPEACTBA AETSAM IPOTHUBOMNOKAa3aHO (M3-32 OTCYTCTBHS JTAaHHBIX
COOTBETCTBYIOIIUX KIMHUYECKUX UCCIIEIOBAHU).

Bzaumooeiicmeue c opysumu 1ekapcmeenHbiMU cpeocmeamu u opyzue 6uobl 63aumMo0eticmeui.
[Ipn ogHOBpeMEHHOM MPUMEHEHHHM BUHIIOIETHHA C JPYTUMH JIEKAPCTBEHHBIMH CpEACTBAMHU
BO3MOXHBI CJIETYIOIIUE B3aUMOJICHCTBHS:

C O-Memui0onoi — YyCWJICHHE TUIMOTeH3UBHOTo 3(ddekra; mpu OAHOBPEMEHHOM MPHUMEHEHUU
JIEKapCTBEHHBIX CPEJCTB PEKOMEHAYETCS MPOBOIUTH PETYASPHBIA KOHTPOIb apTEPUATHLHOTO
JIABJICHUS,



¢ eenapurom — TIOBBIIIICHUE PUCKA PA3BUTHS KPOBOTCUCHHUH.

B KIMHWUYECKHMX  HCCICOBAHUAX  NPUMCHEHHUEC  BHUHIIOICTHHA  OJHOBPEMEHHO  C
[-adpenobriokamopamu  (X10paHonon, NUHOONON), KIONAMUOOM, 2AUOEHKIAMUOOM, OUSOKCUHOM,
AYEHOKYMAPOLOM, 2UOPOXTIOPOMUAZUOOM HE COTIPOBOXKIATOCH KAKUM-TTHOO B3aMMOACHCTBHEM.
HecMmoTpst Ha OTCYTCTBHE JAHHBIX KJIMHUYCCKMX HCCIICIOBAHUN, PEKOMEHYETCS C OCTOPOKHOCTHIO
NPUMEHSTh BHUHIIOIETUH BMECTE C JEKAPCMBEHHbIMU CPEeOCMEaMu, KOmopvle GIusAom Ha
YEHMPANbHYI0 HEPBHYIO CUCmeMY, NPOMUBOAPUMMUYECKUMY Npenapamami, 2unomeH3Uu6HuLMU
cpeocmeamu, AHMUKOA2YIAHMAMU U QUOPUHOTUMUKAMU.

JlekapCTBEHHOE CPEACTBO HECOBMECTHMO C aJIKOTOJIEM.

Ocobennocmu npumeHneHnus.

JlekapCTBEHHOE CPEIACTBO MNPUMEHSATh TOJBKO MOCJE TUIATEIBHOIO aHAJIN3a I0Jb3bl U PUCKOB
MAallMEHTaM C TOBBIIIEHHBIM BHYTPUYEPENHBIM JABICHHEM, AapPUTMUEH WIM CHHAPOMOM
yanmuaenHoro uHTepBaia QT, a Takke B ciydae 0JHOBPEMEHHOTO TPUMEHEHHUSI aHTUAPUTMUYECKUX
CPEICTB.

Pexomenayercs DKI-KOHTpOJb y MallMEHTOB ¢ CHHAPOMOM yAJWHEHHOTO umHTepBana QT wmm B
cllydae COBMECTHOTO MpHeMa JIEKApCTBEHHBIX CPEJICTB, CIIOCOOCTBYIOIINX YAJMHEHUIO WHTEpBaJa
QT.

JlekapCcTBEHHOE  CpPEACTBO NPUMEHSATH C  OCTOPOKHOCTBIO MAlMEHTaM C  [€YEHOYHOH
HEJO0CTAaTOYHOCThIO, TUIOXON MEPEeHOCUMOCTHIO allKaJoOuJI0B OapBMHKa Majoro M B Clydae
COITYTCTBYIOIIETO MPUMEHEHHUS THIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPEJICTB.

JlexapCTBEHHOE CPEACTBO HE PEKOMEHIYETCSI MPUMEHSTH MAIllUEHTaM C JaOMIbHBIM apTepUaTbHBIM
JTABJICHUEM U HU3KUM COCYAMCTBIM TOHYCOM.

B nexapcTBEHHOM CpencTBE COJAEPKHUTCS HeOOJbIIoe KOJIUYeCTBO copOuta — ecnu y Bac
YCTAHOBJIEHA HEMEPEHOCHMOCTh HEKOTOPBIX CaXapoOB, MPOKOHCYJIbTUPYUTECH C BPadoOM, MPEKIE
YeM IPUHUMATh 3TO JEKAPCTBEHHOE CPENICTBO.

W3-3a coneprkanusi HaTpUs METaOUCYIb(PUTA JIEKAPCTBEHHOE CPEJCTBO M3PEJIKa MOXKET BBI3BIBATH
peaKuy TUIIEPUYBCTBUTEIBHOCTH U OPOHXOCIA3M.

Ilpumenenue 6 nepuod bepemeHHOCMU UU KOPMICHUS 2DYObIO.

Ilepuoo bepemennocmu. JlekapcTBEHHOE CPEICTBO MPOHUKAET Yepe3 IIAIEHTY, HO B IUIAIICHTE U B
KpPOBH IIJIOJIa BBISABISIETCS B 0OJiee HU3KUX KOHIICHTPAILMIX, YEM B KPOBU Marepu. TepaToreHHOTo
WU SMOpHOTOKCHYECKOTO 3 ekTa 0OTMEUEHO He ObLI0. B MccneoBaHusAX Ha )KUBOTHBIX BBEICHUE
OOJIBIIUX 103 BHHIIOLIETHHA CONPOBOXKIAIOCH B  HEKOTOPHIX ClydasX IUIalleHTapHBIM
KPOBOTEUEHHUEM M BBIKHBIIIEM, PEUMYIICCTBEHHO B pe3y/lbTaTe YCHUJICHHUS IUIAIlCHTAPHOTO
KpOBOOOpaIeHHSI.

B nepuon 6epeMeHHOCTH TPUMEHEHHUE JICKAPCTBEHHOTO CPEICTBA MPOTHBOIIOKA3aHO.

Ilepuoo xopmaenus epyovio. JlekapCTBEHHOE CPEACTBO IPOHUKAET B TPyAHOE MOJIOKO. B
UCCIIEIOBAaHUSAX C MPUMEHEHHEM MEUYEHOTO BHHIIOLETHHA PAJUOAKTHUBHOCTH B TPYJHOM MOJIOKE
obuta B 10 pas BeiIe, 4yeM B KpoBu MaTepu. KoiamuecTBo, KOTOpOe MPOHUKAET B TPYIHOE MOJIOKO B
teuenue 1 vaca, coctaBiuser 0,25 % OT BBEICHHOM J103bI JICKAPCTBEHHOTO CPEACTBA.

B nmnepuon kopmiieHHS TpyAbl0 TPUMEHEHHE JIEKapCTBEHHOTO CpEJCTBA MMPOTUBOIOKA3aHO,
MOCKOJIbKY BUHIIOIIETMH MPOHUKAET B MOJIOKO MaTepH, a MaHHBIX O BIMSHUM Ha OPraHU3M
HOBOPOIKJICHHOTO HET.

Cnocobrnocmy 61uUamb HaA CKOPOCMb peakyuu npu ynpasieHuu asmompaHCnopmom Uil opyeumu
MEXAHUZMAMU.

OTCYTCTBYIOT IJaHHBIE O CLIOCOOHOCTH JIEKAPCTBEHHOTO CPEJICTBA BIMATH HA CKOPOCTh PEAKIINU MIPU
YIPABICHUHU aBTOTPAHCIOPTOM WIIM IPYrUMU MEXaHU3MaMHM, HO CIIEIyeT YYUThIBATh BO3MOXKHOCTh
BO3HMKHOBEHHS TMOOOYHBIX peakluid CcO CTOPOHBI HEPBHOW  CHUCTEMBI  (COHIIMBOCTH,
TOJIOBOKPY>KEHUS U BEPTHTO).

Cnocod npumenenus u 003bol.



JlekapCTBEHHOE CpPEICTBO MPUMEHSTh TOJIbKO BHYTPUBCHHO B BHJIE MEJICHHOW KAameJabHOM
nH(py3uu (CKOpoCcTh MH(DY3UH HE JI0JDKHA MPEBbIaTh 80 Kareiab B MUHYTY).

JIekapCTBEHHOE CPEJCTBO MPOTUBOMOKA3aHO BBOIWTH IMOJKOXKHO, BHYTPUMBINICYHO W B
KOHIIEHTPUPOBAHHOM BUJIC BHYTPUBEHHO.

JlekapCTBEHHOE CPEJICTBO MOXKHO Pa3BOJUTH (DM3UOJIOTHUECKUM PACTBOPOM HIIM PACTBOPAMH ISt
nH(pYy3UH, CoIepKAIUMU TITFOKO3Y.

PactBop st uHQY3UU CiieyeT UCIOoJIb30BaTh B TEUEHUE 3 9acOB MOCIIE IPUTOTOBIICHHUS.
HauanpHast cyrounasi 103a JIeKapCTBEHHOTO CpeACTBa 0OBIYHO cocTaBiisieT 20 Mr, pa3BelEeHHBIX B
500 M pactBopa amnst uHPy3uit. [Ipu HE0OX0AUMOCTH 103y MOKHO YBEIHYUTH B T€UEHUE 2—3 THEH
1m0 1 Mr/kr Maccel Tela B CYTKH, B 3aBHCHUMOCTH OT TEPEHOCHMOCTH JIEKAPCTBEHHOT'O CPEJICTBA
MAI[UECHTOM.

Cpennsisi cyro4yHasi J103a JIGKQpCTBEHHOTO cpejactBa cocTaBisier S0 mr, pasBeneHHbIX B 500 mut
pacTtBopa i uH(y3uii B pacueTe Ha maccy Tena B 70 Kr.

CpenHss NpoI0JKUTENBHOCTD Kypca Tepanuu coctanisier 10—14 quHeil.

[Tocie 3aBepiieHust Kypca HWH(PY3HMOHHOW Teparmuyd PEKOMEHAYETCS TPOJODKHTH TEPAIHUIo
JIEKApCTBEHHBIM CPEJICTBOM B (hopMe TabIETOK.

Iayuenmul ¢ Hapywenuem QyHKyuy nevenu u noyex.

OTcyTcTBYeT HEOOXOIMMOCTh B KOPPEKIIUU O3Bl JIEKAPCTBEHHOTO CPE/ICTBA.

Jlemu.

U3-3a OTCYTCTBHA JAaHHBIX COOTBETCTBYOIIHMX KIMHHUYCCKHUX I/ICCJ'IG)]OBaHI/Iﬁ JICKAPCTBCHHOC
CpE€ACTBO HEC IPUMCHATD ACTIAM.

Ilepeoo3uposka.

CrnydaeB mepeno3upOBKH HE OTMEYaloch. Ha OCHOBaHWMM OMyOJMKOBAaHHBIX JAaHHBIX BBEICHHE
JIEKapCTBEHHOT'O CPEJACTBA B J03€ | MI/KI Macchl Tela MOXHO CYMTaTh OezomacHbIM. [lockonbky
HET JAaHHBIX O MPUMEHEHHH JIEKapPCTBEHHOTO CPEJICTBA B J03aX, MPEBBIMIAIONINX YKa3aHHYIO,
BBEJICHUE JIEKAPCTBEHHOTO CPE/ICTBA B BHICOKHMX J03aX HE JIOMYCKaeTCsl.

Ilo6ounvie peakyuu.

[To6ounble peakiuu ¢ HaUOOJbIIEH BEPOSATHOCTbIO BOSHUKHOBEHHS PETUCTPUPOBATIUCH C YACTOTOM
Mmenee 1 %. [o aToii mpuunHe B TabIuIle OTCYTCTBYET KaTeropus 4acToThl «HacTom.
HexenartenbHble peakMM yKa3aHbl HMKE MO KJIacCaM CHUCTEM OpPraHoOB M C YKa3aHHUEM YacTOThI
BO3HHMKHOBEHHUS corjacHo TepMuHosiorun MedDRA:

Kuaacce cucreMbl

OpraHoB Heuacro Penko O4eHb peaKo
(MedpDRA 12.1) (=1/1000 - < 1/100) | (=1/10000 — < 1/1000) (< 1/10000)
rudema, TUIepeMUs

Co cmopons TUIICPMETPOTIN, KOHBIOHKTHBHI,

Op2aHo6 3PEeHUA.

CHHUIKCHUEC OCTPOTHI
3pCHUA, MUOIINA

OTEK CoCKa 3pUTCIBHOTO
HCpPBa, AUILIOIINA

Co cmopoHwl
Op2aHos cyxa u
8eCmubYIsAPHO2O

annapama:

HApyLICHHUC ClIyXa,
TUIICPAKYy3usl, T'UII0AKYy3Usl,
BEPTUTO

IIyM B yIax

Co cmoponbvl
pecnupamopHhou
cucmembl,
0p2aHos 2pyoHoOl
KAemKU u
CpeooCmenusL:

OpoHxocmnam
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Co cmopoHbvl

JHCeny00UYHO- TUCKOMQOPT B )KUBOTE, TUTIEPCEKPEIs CITFOHBI,
KUWLEYHO2O CYXOCTh BO PTY, TOLITHOTA | PBOTA, AUCIECIICHUS, U3KOTa

mpakma:
Co cmopoHvl

obmena TUIIEPXOJICCTCPHHEMUS,
seujecms, caxapHbIi Tuabet aHopexeus
MemadonuzmMa:
TpeMmop,
3aTOPMOKEHHOCTD,

Co cmopoHbl

roJjioBHas 00Jib,

HapylIeHUs CHA,

HepBHO TOJIOBOKPY>KECHHE,
MOTEPS] CO3HAHUS,
cucmemul: reMUIiapes3, COHINBOCTh
pe1oOMopoyHOE
COCTOSIHUE
Co cmopoHbvl Siidopus 0OECTIOKOMCTRO, Jierpeccus,
NCUXUKU: p BO30YX/IeHHE pa3IpaXUuTEIbHOCTD
UIIeMUs/MHPapKT
MHUOKap/a, CTCHOKapIUs
pAa, PAHA, cepaeyHas
apuTMusl, OpaguKapaus,
HEJI0OCTaTOYHOCTb,
Co cmopoHnvl TaxuKapaus,
bubpuanus,
cepoeuno- JKCTPACUCTOJIHS, .
. npeacepani,
cocyoucmot cepanedueHue,
KoJe0aHusl apTepHabHOTO
cucmemul: apTepualibHast TUIIOTECH3HS,
JTABJICHU S, BEHO3HAs
apTepuagbHas
HEJ0CTAaTOYHOCTh
TUIEPTEH3N,
MPUIIMBBI
Co cmopoHnvl
TPOMOOIIUTOTICHHUS,
Kposu u aHemus,
. arrIloTUHAIIS
auMbamuueckotl arpaHyJoIHTO3
SPUTPOLIUTOB
cucmembl:
Co cmopoHvl
UMMYHHOU TUIEePYYBCTBUTEIHHOCTD
cucmeml:
Co cmopoHvl
KodICU U spuTeMa, TUIIEPTUIPO3, JIepMaTuT, 3/,
NOOKONCHOU KpanuBHUIIA CBIIb, TUTIEPEMUS
KAem4amKu.:
Obwue acTeHMsI, C1a00CTh
HapyuieHus u TUCKOMGOPT B TPYIHOM
peaxkyuu 8 OLIYILIIEHHE >Kapa KJIETKE,
Mecme BOCITaJIeHUEe/TpoMO03 B
88€0eHUsL: MECTE MHBEKIINH
MOBBIIICHHE
apTepHallbHOTO JaBIICHUS, MOBBIIIEHUE YPOBHS
CHI)KCHHE yanuHeHue narepana QT JaKTaTAETUAPOTEeHA3HI,
Jlabopamopnvie
apTepHabHOTO Ha OKT', nempeccus yanuHeHue narepana PR
nokazamenu:
JaBJICHUS cermenrta ST na OKT', Ha OKT',

IMOBBIIICHNUEC YPOBHSA
MOUYCBUHBI B KPOBU

n3Menenud Ha DKI

Coobuwenus o nodospesaemuvlx OOOUHBIX PEeAKUUIX.
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CooOrmieHrst 0 TOMO3PEBACMBIX TOOOYHBIX PEAKIHIX IOCIEe PETUCTPAMU JICKAPCTBEHHOTO
CpEeJlICTBA SIBJSIETCS BAXHOU MPOLEAYPO. DTO MO3BOJISET MPOJOJKATH MOHUTOPUHT COOTHOIICHUS
«TI0JTB3a/PUCK» TSI COOTBETCTBYIOMIETO JIEKAPCTBEHHOTO CPEICTBA. MEIMIIMHCKHM PabOTHHKAM
HEO0X0AMMO COO0IIAaTh O JIFOOBIX IMOJ03PEBAEMBIX MOOOYHBIX PEAKIHIX Yepe3 HalUOHAIBHYIO
CUCTEMY COOOIIICHUH.

Cpoxk 200nocmu. 3 roja.

YciaoBust XpaHeHus.
XpaHUTb B OPUTMHAJIBHOM yIakoBKe IpH TeMIiieparype He Boie 25 °C. He 3aMmopaxuBaTh.
XpaHUTb B HEJOCTYITHOM JJIsl IETEN MecTe.

Hecoemecmumocme.

Bunnonerun-/lapauna ¢apmaneBTUYECKH HECOBMECTHUM C 2enapuHom, TO3TOMY WX HEJb3s
BBOJUTH B OJTHOM HINpPUIIE.

PacTBOp BUHINOLIETUHA XUMHUYECKH HECOBMECTUM C UHDYIUOHHBIMU PACMBEOPAMU, COOEPHCAUSUMU
AMUHOKUCIOMYL, TIOATOMY HMX HENb3sl NPUMEHATh IS pa3BeleHUs KOHIEeHTparta BunnoneTuH-

HapHuna.

YnakoBka.

[To 2 mu1 B ammysnie; mo 5 aMIlysl B KOHTYPHOU STYEMKOBOM YITAKOBKE; MO 2 KOHTYPHBIE SYEMKOBBIE
YIAKOBKM B Iayke; o 10 ammyn B KOHTYpPHOW SYEHKOBOW YIIAKOBKE; IO | KOHTYPHOU SIYEUKOBOM
YIIAKOBKE B MTAYKeE.

Kareropus ornycka. Ilo penenty.

IMpouszBoautenb. YAO «DapmaneBtudeckas pupma «JlapHuiiay.

MecToHaxo:k1eHHe NPOU3BOAUTES U apec MecTa OCYLeCTBJIEHHUS ero e TeJIbHOCTH.
VYkpauna, 02093, r. Kues, yn. bopucnonsckas, 13.
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