IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

HOOTPOIILI

(Nootropil®)

CKn1ao0:
ditoua pevosuHa: piracetam;
1 M1 po3uuny MicTuTh 200 Mr miparetamy;

0ONnoMIdiCHI peyosuHU: HATPilO alleTaT, TPUTIApAT; KMCIIOTa OIITOBA JILOMSHA; BOOA [JIS iH EKIIii.

JIikapcbKa ¢opma. Po3unH [ iH €KITin.

OcHo8HI (i3uko-ximiuHi 81acmugocmi: mpo3opuii 6e30apBHUN PO3YHH.

dapMakoTepaneBTHYHA rpymna. [ICHXOCTUMYIIOI0Yi Ta HOOTPOIIHI 3aco0H.

Koxm ATX N0O6B X03.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

[TipameTaM € HOOTPOITHUM 3aC000M, TOOTO IICUXOTPOIIHKUM IIPerapaToM, 1o 0e3rnocepeaHbo
OKpallnye eheKTUBHICTh KOTHITUBHUX (QYHKIIIN. MexaHi3MiB BIJIUBY IIpenapaTy Ha LieHTpabHy
HEPBOBY CUCTEMY, UIMOBIPHO, Ki/lbKa: 3MiHa IMIBUAKOCTI IOMIUPEHHS 30yOKEeHHS B TOJIOBHOMY MO3KY;
TIOCUJIEHHST MeTab0JiYHUX ITPOIECIB Y HEPBOBUX KJTITUHAX; MOJIIMIIIEHHS MiKPOLUPKYJIAII] IIISIXOM
BIIMBY Ha PEOJIOTiuHI XapaKTePUCTUKHU KPOBi, IIPX LIbOMY CYAMHOPO3IIMPIOBaibHA il BiACYTHS.

TpuBane abo ogHOpPa30Be 3aCTOCYBAHHS IIipalleTaMy IMallieHTaM 3 IepedpaabHOI JUCHYHKITIEIO
IIPHU3BOIOUTH 10 3HAYHUX 3MiH Ha eJleKTpoeHlLedanorpami, ki 1eMOHCTPYIOTh MigBUILIEHHS YBaXKHOCTI
Ta MOKpaIlleHHS KOTHITHBHOL (PyHKIIl (IiABUIIleHa - Ta P-aKTUBHICTH i 3HUKEHA 6-aKTUBHICTB).

[TipalieTaM mpurHiYye rineparperailito akTUBOBaHUX TPOMOOIUTIB. V pa3i maTonoriynol purigHoCTi
E€PUTPOILMTIB MIipalleTaM IIigBUIIYE IXHIO 30aTHICTh A0 PinbTpaliii Ta enacTuyHicTh. [TipaneTam
YUHUTH IPOTEKTOPHY 1 BiAHOB/IIOBa/IIbHY [if0 IIPU MOPYIIEHH] (PYHKIIiN TOJI0BHOTO MO3KY BHACIIIIOK
rimokcii, iHTOKCuKalii Ta eNeKTPOIIOKOBOI Teparril.



[TipameTaM 3aCTOCOBYIOTH SIK MOHOIIpemnapaT abo y CKiaji KOMIIIEKCHOTO TiKyBaHHST KOPTHKAIbHOI
MiOKJIOHII 17151 3HUKEHHS BUPaXKEHOCTi MPOBOKYI0YOro (hakTopa - BeCTUOYISIPHOTO HENPOHITY.

dapmakokiHemuxka.

AGcopbirist

[Tics omHOPa30BOr0 BBeEHHS 2 T IIpenapaTy MakcuMaibHa KoHUeHTpais (C,,,,) BOCATaEThCA Y
m1a3Mi KpoBi yepe3 30 XB, a y CIMHHOMO3KOBIM PigyHI - IPOTIAroM 2-8 FOAMH i CTAaHOBUTH
40-60 MKr/MmII.

Po3mopin

[TipaneraM He 3B’A3y€ThCs 3 OiIKaMu ma3Mu KPOBi, a BUIUMUN 00'€M PO3MOMiNy CTAHOBUTb MaiiKe
0,6 n/kr. [lipaleTaM pO3MOAINSAETLCS IO BCiX TKAHUHAX Ta IPOHUKAE Yepe3 reMaToeHledaliyHui Ta
naleHTapHu Oap’epu i MeMOpaHHu, 1110 BUKOPHUCTOBYIOThCS IIpU reMopmiarisi. [Tiparetam
HAKONKUYYETHCS B TKAHMHAX KOPYU T'OJIOBHOTO MO3KY, IIepeBakKHO B JIOOHUX, TiM'SHUX Ta IOTUIUYHUX
30HaX, MO30YKY i 6a3abHUX TaHTTifX.

BioTpancdopmarris

[TipameTaM € aKTUBHUM Y HE3MiHEHOMY BUTJISIAI Ta He MeTa00JIi3yeThCA Y TBAPUH.

BuBemeHHdA

[Tepion HamiBBUBEOEeHHS IIpenapaTy 3 KPOBi CTaHOBUTL 4-5 romuH i 6-8 rogus - 3i CIMHHOMO3KO0BOI1
piguHu. lley nepion MoxXKe IMOOOBKYBATUCS [IPU HUPKOBIN HemoCTaTHOCTI. [lipalieTaM BUBOOUTHCS
HUPKaM{ y He3MiHEHOMY BUTJISAAI. BUBOOUTHCS i3 ceuero IpakKTUYHO NOBHICTIO (MoHAR 95 %) gepes
30 rogvH. HupKoBU KIlipeHC mipalleTaMy y 3[I0POBUX T0OPOBOJIbIIB CTAHOBUTH 86 MJI/XB.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

ITopoci:

- CUMIITOMAaTHYHE JIIKyBaHHA [1aTOJIOTIYHUX CTAHIB, 1[0 CYIPOBOAKYIOTHCS MOTIPIIEHHAM I1aM’ATi,
KOTHITHBHUMM PO3j1afjlaMy, 3a BUHSITKOM [iarHOCTOBAHOI ieMeHIlii (c1aboyMcTBa);

- TiKyBaHHSI KOPTUKA/IbHOI MiOKJIOHII SIK MOHOIIpeniapaT abo y CKiaji KOMIIJIEKCHOI Tepamil. [Is
IIepeBipKU YyTIUBOCTI [I0 MipalleTaMy MOXKHa IIPOBECTH NMPOOHUIM KypC JTiKyBaHHS IIPOTSATOM
o0MexkeHOro nepiony 4acy.

IIpomunoka3aHHA.

[TigBuiieHa YyTNUBICTE [0 mipalleTaMy ab0 MOXiAHUX MiPOIiOHY, a TAKOXK [0 iHIIUX KOMIIOHEHTIB



nmpenapary.
['ocTpe nopylieHHs MO3KOBOT'0 KPOBOOOITY (reMopariyHuil iHCybT).
TepMmiHanbHa CTaflist HUPKOBOI HEIOCTATHOCTI.

Xopes XaHTIHTTOHA.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

TupeoioHi eopmMOHU.

[Tpu cyMiCHOMY 3aCTOCYBaHHi 3 THPEOITHUMH TOPMOHAMU MOXKJIMBA IIifiBUIIEHA OPaTiBIKUBICTh,
Ne30pieHTalid 1 IOPYILIeHHS CHY.

AueHokymapoa.

Kniniyni mocmigkeHHS MOKa3ali, [0 Y XBOPUX 3 TSIXKKUM 1epebiroM penuguBy04doro TpoMO0o3y
3aCTOCyBaHHS ITipanieTaMmy y 0o3i 9,6 r/mo0y He BIIMBAJIO Ha JO3YBaHHS alleHOKYMapoy AJis
nocsirHenHs 3HaueHHs INR 2,5-3,5, ane mpu #0oro ogHOYACHOMY 3aCTOCYBaHHI Bij3HA4asoCcs 3HaYHe
3HUKEHHS PiBHA arperatlii TpoMOOIUTIB, BUBiITbHEHHS B-TpoMOOTI00YITiHY, pPiBHIB Qi6pHHOTEHY,
¢daxTopis Binnebpanga (koarynsuiiia akTuBHIiCTh (VIII: C), Ko-pakTopu puctonetuny (VIII: vW: Rco)
Ta npoTeiny y mna3mi kposi (VIII: vW: Ag;)), B'I3KOCTI IIiJIbHOI KPOBI i II1a3Mu.

dapmakoKiHemuyHi 83demMo0il.

IMOBipHicTh 3MiHU papMaKOKiHETHKY IipalleTaMy IIif Oi€lo iHIIKUX JTiKapChKUX 3ac00iB HU3bKA,
oCKinbKy pubnu3Ho 90 % mpenapaTy BUBOOUTHCS B HE3MiHEHOMY BUTJISLI i3 ceyero.

In vitro mipareram He IPUTHIYYE OCHOBHI i30¢hopmu ruToxpomy P450 mopuau CYP1A2, 2B6, 2C8,
2C9, 2C19, 2D6, 2E1 1 4A9/11 y koHueHTpauiax 142, 426 ta 1422 MKr/mil.

[Tpu KoHIeHTpawii 1422 MKr/MI Bii3HaueHO He3HauHe npurHidyenHs CYP2A6 (21 %) i 3A4/5 (11 %).
Opnnaxk piBens K, mns inri6inii mux gsox CYP-i3omepiB mocTaTHil npu mepeBuilleHHi 1422 MKT/MII.
Tomy MeTabosiuHa B3a€MOZis 3 IIpernapaTaMy, IIo mifxaoThea 6ioTpancdopMatii uMu
(dbepMeHTaMu, MaJOMMOBipHa.

ITpomuenisienmuyHi Aikapcvki 3acobu.

3acTocyBaHHS mipaneTramy B 703i 20 T m0ieHHO MPOTATOM 4 TUKHIB i Oiibille He 3MiHIOBAIO KPUBY
KoHIeHTpalil i C,,,, TpOTHEMNiIeNTUYHUX IIperapaTiB y CHpoBaTLi KPoBi (kapbamaserniny, heHiToiHY,
dbenobapbiTany, HATPi0 BaJBIIPOATY) YV XBOPUX HA EIIiNeInciio, SKi OTPUMYIOTh CTabiNbHI 003U,

A/Ko0201b.

CyMicHu# IpUIOM 3 alKOrojieM He BIIJINBaB Ha piBeHb KOHIIEHTPAIlil mipaleTaMy B IJla3Mi KPOBi, i
KOHIIEHTpAlligd aJKoroJIl0 He 3MiHI0Basach IPU 3aCTOCyBaHHi 1,6 I mipaleramy.

Oco6 1ueocmi 3acmocyeaHHsi.



Bnius Ha aepeeauiro mpombouumis.

Y 3B’SI3Ky 3 TUM, IO MipaleTaM 3HUKYE arperaiio TpoMOoIuTiB (AuB. po3nin «®apMaKoguHaMika»),
HeoOXigHO 3 00epeKHICTIO MPU3HAYaTH IIpernapaT XBOPHUM 3 IOPYIIEHHSIM TeMOCTa3y, CTaHaMH, 1110
MOXKYThb CyIIPOBOAXKYBATUCS KPOBOBUIMBaMU (BHpa3Ka IIITYHKOBO-KUIIIKOBOTO TPaKTY), IIif 4yac
BEJIMKMX XipyprivHUX olepaliil (BK/II04aloud CTOMATOJIOTiYHi BTPy4YaHHs), XBOPUM i3 CUMIITOMaMHU
TSKKOI KpoBoTedi abo XBOpUM, SIKi MalOTh B aHaMHe3i reMopariyHuii iHCy/IbT, NallieHTaM, SAKi
3aCTOCOBYIOTh @aHTUKOATYISHTH, TPOMOOLMTapPHI aHTUArPeralTH, BKITI0Yal0uy HU3bKi 031
aIeTUICAilIMIOBOI KMCIIOTH.

ITopyweHHs pYHKUII HUDOK.

[TpemapaT BUBOOUTLCS HUPKAMHU, TOMY HeOOXiTHO 0COONMMBY yBary MPUOiNIATH XBOPUM 3 HUPKOBOIO
HEJOCTaTHICTIO (OuB. po3min «Cmocib 3acTOCYyBaHHS Ta HO3U»).

IauieHmu AimHb020 BiKY.

[Tpu moBroTpuBalliit Teparii y XBOPUX JIITHHOT'O BiKy PEKOMEHOYETLCS PETYISIPHUN KOHTPOIIb 3a
OKa3HUKaMU (PYHKITI HUPOK, 3a HeOOXiTHOCTI KOPUTYIOTh J03Y 3aJIeXKHO Bifl pe3yIbTaTiB
IOCTiMKEeHHS KITipeHCy KpeaTHHiHY (quB. po3min «Crmocib 3aCTOCYBaHHS Ta HO3U»).

BiomiHa npenapamy.

[Ipu nikyBaHHI XBOPUX Ha KOPTUKAJIbHY MiOKJIOHIIO CJIil YHUKATH Pi3KOTO llepepuBaHHs JIIKyBaHHS y
3B’SI3KY i3 3arpo3010 reHeparisallil MiokyIoHil a60 BUHUKHEHHS CYLOM.

3acmepediceHHA, N08’A3aHi 3 0ONOMIHCHUMU PEYO8UHAMU.

[TpemapaT MicTuth 1 MMOME (23 Mr) HaTpiio B po3paxyHKy Ha 24 r nipateTaMy. Lle HeoOxigHO
BpaxOBYBaTH NallicHTaM, IKi 3HaXOAATHCA Ha Ai€Ti 3 KOHTPOJIbOBAHUM CIIOKUBAHHSIM HaTPilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

He crig 3acToCcoBYBaTH IIpenaparT y Iepion BariTHOCTI Ta TOAyBaHHSA TPYALIO.

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

3 ornsiny Ha moOiyHi peaxiiil, 110 CIIOCTEPIraloThCS MPU 3aCTOCYBaHHI IbOTO JTiKapChKOT0 3aco0y,
BIIJIVB Ha 3[IaTHICTh KEPYBATH TPAHCIOPTHUMH 3aco0aMu Ta IPAIIOBATH 3 iHIMUMU MeXaHi3MaMu
MOZKJIMBHY, 1 Lle CIIiJl BpaXxOByBaTH.

Cnoci6 3acmocyeaHHss ma do3u.

[Ipenapat y BUTIAML iH €KIITHOTO PO3YKHY 3aCTOCOBYIOTh ITPU HEMOXKJIUBOCTi 3aCTOCYBaHHS
mepopanbHUX GopM mipaneTramy. [Ipemapart 3aCTOCOBYIOTH IIIISIXOM BHYTPIITHbOBEHHOI iH'€KIIi1
(BBOOSITH TOBINIBHO, MIPOTSATOM KilTbKOX XBUJIMH) a0 iH]y3il (3aCTOCOBYIOTh IPOTATOM 24 TOOUH
0e3mepepBHO).



HpenapaT 3aCTOCOBYIOTE JOPOCIINM.

JIIKyBaHHA CTaHIB, 110 CYIIPOBOIXKYIOTLCA MOTIPIIEHHAM [1aM’4Ti, KOTHITUBHUMHU PO3JIaflaMy.

PekxomennoBaHa mo6oBa [103a CTAHOBUTS Bif 2,4 T 1o 4,8 T, sKi po3mominsaoTs Ha 2 a0o 3 BBeOeHHS.

JIikyBaHHSI KOPTHUKAJIbHOI MiOKJIOHil.

[TouaTkoBa mo60Ba f03a CTAHOBUTH 7,2 T, IKYy 30inbIIyI0OTh Ha 4,8 T KOXKHi Tpu ab0 YOTUPH AHI [0
MaKCHUMaJbHOI 703U 24 T, Ky PO3NOAiNA0Th Ha ABa abo Tpu BBedeHHS. JIiKyBaHHS IHIIUMU
AHTUMIOKJIOHIYHUMH TiKapChKUMH 3ac00aMu CJIifl POMOBXKYBATH Y TUX CaMHUX H03aX. 3aJIeKHO Bif
OTPUMAaHOTO TePalneBTUYHOTO ePEeKTY, SKIIO MOXKIIUBO, CIIifl 3HU3UTHU 03y iHIINX aHTUMiOKJIOHIYHUX
JiKapChKUX 3aco0biB.

JIikyBaHHS mipaneTaMoM CJIif IPOOOBXKYBaTU 00 3HUKHEHHS CUMIITOMIB IIEPBUHHOI'0 3aXBOPIOBAHHS
MO3KY. Y IalieHTiB 3 TOCTpUM I1epebiroM 3axBOpPIOBaHHS 3 HaCOM MOXKeE CIIOCTepiraTucs CIIOHTaHHE
IIOKpallleHHs, TOMY KOXKHi 6 MicsAIiB ciifg poOuTu cripoby 3HU3UTHU H03y ab0 BiAMiHUTH JiKyBaHHS
penapaToM. 3 Ii€l0 MeToI0 403y MipalleTaMy 3HUXKYIOTh Ha 1,2 T KOoXKHi iBa AHi (KOoXKHi Tpu abo
YOTHPHU [IHi y pa3i cuaapomy JlaHIa - AgamMca 3 MeTOIO IOTIePeIKeHHs PAllTOBOTO PeIuAuBY abo
BUHUKHEHHS Cy[IOM, ITIOB’I3aHUX 3 BiIMiHOIO IIpemnapary).

Ocob.uei 2pynu nayieHmis.

[TamiedT MTiTHLOTO BIKY.

Kopexk1iist ;o031 peKOMEeHY€EThCS MallieHTaM JIiTHROTO BiKy 3 fliarHOCTOBAHUMHU a0o0 ITig03pioBaHUMHU
po3namamu GyHKIII HUPOK (OuB. po3min «[lamienTu 3 mopyueHHSAM QYHKII1 HUPOK»). [Tpu niKyBaHHi
HeoOXiTHO KOHTPOJIIOBATH K/IipeHC KPeaTUHiHy 3 MeTOI0 afleKBaTHOI KOPEKIIil 03U TaKUM IallieHTaM
y pa3i HeoO6XigHOCTi.

[MarienTy 3 mopyIeHHAM GYHKINI HUDOK.

OckinbKy IpemniapaT BUBOOUTLCS 3 OPraHi3My HUPKaMHU, CJIifi BUSBIATA 00€PeXKHICTL IIPH JTiKyBaHHI
XBOPHUX 3 HUPKOBOI HEJOCTATHICTIO, y TAKUX IaIli€HTiB PEKOMEHAYETHCS KOHTPOIIOBATU (PYHKIIIIO
HUPOK.

30inblIeHHS epiofy HaliBBUBENEHHS 0€3I0CEePENHbO TI0B’I3aH0 3 MOTipPIIeHHAM QYHKIII HUPOK i
KJIipeHCy KpeaTHHiHy. Lle TaK0XK CTOCY€EThCS MAll€HTIB JIITHLOTO BiKY, Y SKUX PiBEHb BUBEIEHHS
KpeaTUHiHY 3aJIeXKUTh Bif BiKy. [HTepBasl MiXK 3aCTOCyBaHHSIM ITOBUHEH OyTH CKOPUTOBAaHUYU Ha
OCHOBI (QyHKIIii HUPOK.

[o3y po3paxoByIOTh 3a KJIipeHCOM KpeaTHHiIHY 3 BUKOPUCTAHHAM TakKol (GOpMyIu:

(]



JIikyBaHHSI TAaKMM XBOPHUM IIPH3HAYAIOTh 3aJI€2KHO Bif] CTYIEeHS TAKKOCTiI HUPKOBOI HETOCTAaTHOCTI,
OOTPUMYIOUMCH TaKUX PEeKOMeHOallii:

CTymiHb TSIKKOCTi HUPKOBOI KitipeHC
) . [lo3yBaHHSA
HeoCTaTHOCTI KpeaTHHiHY (MJI/XB)
HopwmarnbHa (QyHKI[iT HUPOK > 80 3BUYaliHa [03a, PO3MofileHa Ha 2 abo 4
(BimCyTHS HUPKOBa HEOCTATHICTh) BBEIEHHS
Jlerkun 50-79 2/3 3BU4aliHol 1000BOI [O3U
3a 2-3 BBEIeHHS
[ToMmipHUH 30-49 1/3 3BuuaiiHoi H060BOI HO3U
3a 2 BBeEHHS
TaKKUT < 30 1/6 3Bu4aitHO1 060BOI O3 OJHOPA30BO
TepMiHanbHa CTadid 3aXBOPHOBaHHSA | [IpoTunokasaHo
HUPOK

[NarieHTy 3 MOPYIIeHHSAM QYHKIIII MEeYiHKHU.

KopuryBaHHS 003U He TIOTPiOHE [ XBOPUX 3 MIOPYIIEHHIM TiTbKU (QYHKIN1 IediHKu. Y pasi
miarHOCTOBaHMX abo0 Mif03pI0OBaHUX PO3/afiB GYHKIII MeUiHKY Ta HUPOK KOPEKIIiI0 103U IIPOBOOSATh
Tak, SIK BKa3aHO y po3fini «IlalieHTy 3 MopymeHHsIM QYyHKIIil HUPOK».

Himu.

He 3acT0OCOBYIOTE.

ITepedo3yeaHHs.

Cumnmomu: TIOCUJIEHHS IIPOSIBiB 06GiYHOI Ail mpenapaTy. CUMITOMY ITepea03yBaHHS
CIIOCTepiranaucs Ipu epopajbHOMY 3aCTOCYBaHHI Ipenaparty y go3i 75 T.

JIikysaHHA cumnToMatryHe. CriennigyHOTO aHTUOTA HEMA€E, MOXKHA 3aCTOCOBYBATH I'eMOZiai3
(BuBegenHs 50-60 % mipanetamy).

ITo6iuni peakuii.

[ToGiyHi peakiiii, Big3HaueHi y Xofi KIiHiYHMX BUNIPOOYBaHb Ta IPOTSITOM IIOCTMAapPKETHHTOBOTO



CIIOCTEPEXKEHHH, Hepeniquo 3a KjIaCaMH CUCTEM Opl"aHiB Ta 9aCTOTOIO.

YacToTa BU3HAYAETHCSA TaKUM YMHOM: AyxKe dacTto (= 1/10), vacto (= 1/100 go < 1/10), HeuacTo
(= 1/1000 mo < 1/100), pimko (= 1/10 000 mo < 1/1000), my=xe pigko (< 1/10 000), wacToTa HeBimoMa
(He MOXXHa OIIiIHUTH YaCTOTY Ha OCHOBI MOCTYIIHUX HAaHUX).

[TocTMapKeTHHTOBI faHi HEAOCTaTHI /11 PO3PaxyHKy YaCTOTH BUHUKHEHHS NMOOIYHUX peakiiiil y
IIPOJTiKOBaHIN TOMYJISIIL.

3 6oky kposi ma aimpamuyHoi cucmemu.

YacToTa HeBioMa: reMoparidyfi po3nanu.

3 6oky imyHHOI cucmemu.

YacToTa HeBifoMa: TinmepuyTINBiCTh, aHa(iTaKTOIHI peakIil.
ITcuxiuHi po3aadu.

YacTo: 3HEePBOBAHICTb.

Heuacro: memnpecis.

YacToTa HeBigoMa: migBuIeHa 30yIXKyBaHiCTh, TPUBOXKHICTh, 30€HTEXKEHHS, Ta/TlolHAllil.
3 6oky Hepeogoi cucmemu.

YacTo: rinepakTUBHICTb.

HeuacTto: COHNMUBICTS.

YacToTa HeBijoMa: aTaKcCis, IOPYyIIeHHS pPiBHOBArH, MigBUIIEHHS YaCTOTH HaIafliB eIinencii,
ToJIOBHUY 0ifib, 0€3COHHS, TPEMTIHHS.

3 6oky opaaHie cayxy ma nabipuHmy.

YacToTa HeBimoMa: 3allaMOPOYEHHS.

3 60Ky mpagHoi cucmemu.

YacToTa HeBimoma: abgomiHanbHUM 6inb, OiN1b y BEPXHiM YaCTUHI XKUBOTA, fiapes, HyNOTa, OI0BAHHS.
3 60Ky wkipu ma nidwWKipHUX MKAHUH.

YacToTa HeBiloMa: aHTiIOHEBPOTUYHUYN HAOPSK, EPMAaTUTH, KPOIIUB SHKA, CBEPOixK.

3 6oky penpodyKkmueHoi cucmemu ma MO/A0YHUX 3dA03.

YacToTa HeBioMa: MigBUIIEHHS CEKCyabHOI aKTUBHOCTI.

3 60Ky cyouH.

Pigko: rimoren3siss, TpoMmO0desiT.



3azanbHi po3saadu ma cmaH micysa 88e0eHHA.
HeugacTo: acTeHis.

Pigko: 6inb y MicIi BBeIeHHS, TPOTIaCHULIS.
IHocaiooceHHs.

YacTo: 30inbIIeHHST MacCH Tifa.

[ToBimomeHHs PO Mimo3poBaHi mo6iYHI peakirii

[ToBimoMIEHHS IIPO Migo3poBaHi MOOIYHI peakil Mic/ig OTPUMaHHS PEECTPALiTHOTO IOCBiIUYeHHS Ha
nmikapchkuy 3aci6 € BaxnuBuM. Lle jae 3MOTy MOCTiHO KOHTPOJIIOBATH CITiBBiTHOIIEHHS
KOPHCTH/PU3UK 3aCTOCYBAHHS JTIKAPCHKOTO 3ac00y. MeIUUHUX MPAI[iBHUKIB IIPOCSATH MTOBIHOMIISITH
npo Oynb-sKi migo3pioBaHi mobiyHi peaxiiii.

Tepmin npudamHocmi. 5 POKiB.

YmoBu 30epiranns. 36epiraTé B cyxoMy Micli mpu TeMmepatypi He Butie 25 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

HecymicHicme.

Hocnigxenb He npoBoguiocd. He cnif 3MimyBaTy npemnapar 3 iHIIMMU JTiIKaPCbKUMU
3acobamu.

YnakogBka. ITo 5 mn B ammynax, o 6 ammyn y 6sicTepi, o 2 6mictepu y Iayili KapToHHiu. [To 15
MJI B aMITynax, o 4 amnynu y 6mictepi, mo 1 6micTepy y mayili KapTOHHIH.

Kareropis Bignmycky. 3a penentom.

BupoOHHK.

Eiicika ®apmacsiotukani C.P.JI., Itamis /

Aesica Pharmaceuticals S.R.L., Italy.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micusi IpoBaIXKeHHs HOro Tis/IbHOCTI.



Bia Ilparmia, 15 - 10044 [Tiane33a (TO), ITamisi/

Via Praglia, 15 - 10044 Pianezza (TO), Italy.

3asABHUK.
FOCBE ®apwma C.A., bensris /

UCB Pharma S.A., Belgium.

Micne3HaxomXKeHHS 3asiBHHKA.

Anne pe nsa Pemepmr 60, B-1070 bproccens, benbrisi/

Allee de la Recherche 60, B-1070 Bruxelles, Belgium.



