JIucroBka: uHpopmManus 3a noTpeduTe s

Hootponus 800 mg punmupann tabiierkn
Nootropil 800 mg film-coated tablets
nupawueram (piracetam)

IIpoyeTreTre BHHMATEIHO USAIATA JIHCTOBKA NMPEAH A 3aN0YHETE 1A pHeMaTe TOBA JIeKApPCTBO,

ThH KaTO TH CbAbPKAa BaXkHA 3a Bac undpopmanus.

- 3anaszere Ta3u JUCTOBKA. MOXe [a Ce HAJIOXKH Ja S NPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JAOITbJIHHUTEJIHK BBIIPOCH, NonuranTe Bawus 1ekap wid ¢apMaLesT.

- ToBa nekapcTBO € npeanucaHo JM4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To moxe
J1a UM HaBpeIH, HE3aBUCUMO, Y€ MPHU3HALIMTE Ha TAXHOTO 3a00J/1sBaHe ca ChlMTE KaTo Bawwure.

- AKO NoOJIlyydTe€ HSKaKBH HE)KEJIaHU JIEKapCTBEHU peakuuH, yBeaoMmere Baiuusa nekap wiu
(papmauieBT. ToBa BK/JIHOYBA M BCHYKH BB3MOKHM HEXEJAHW peaKlMd, HEONHWCAaHW B Ta3u

NUCTOBKA. B1KTe TOUKA 4.
W3MBITHUTENNA ATEHLIMA MO REKAPUTSATA I

KakBo CbABPAKA Ta3H JIHCTOBKA.

.  KakBo npexcrasinssa HoOTpONW U 3a KAKBO ce W3noa3Ba |/ 1Wemotka - lpuomarie 2

2 KakBo Tpsa6Ba aa 3Haere, npeau aa npueMmere Hoorpornun

3. Kak na npuemare Hoorponun

4. BBb3MOXHU HEXEJIaHW peakLvu

5. Kak na cexpansBare Hoorponun

6. CbabprKaHUE Ha OMAKOBKAaTa U JOMbJIHUTEIHA HHPOPMALIH oo e BT
1. KakBo npeacraBasBa HooTponuJ 1 3a KaKBO ce H3M0.J13Ba

HooTponuil npuvHaaie)Xd KbM rpyrnara Ha HOOTPOIHMTE JIEKAPCTBEHU CpPEACTBa, NMPOM3BOJHHM Ha
raMa-aMMHOMacJjieHaTta kKucendHa. Hoorponun nonobpsBa M BB3CTAaHOBSIBA IMO3HABATE/IHHUTE
CMOCOOHOCTH Ciel pa3jiIMdYHM MO3bYHHM YBPEXAAHUS, KATO XHIOKCHUA (HEAOCTHUI Ha KHCIOPO.N),
MHTOKCHKALIMM (OTpaBsHUA) M Ap., 0€3 1a nposBsBa CeJaTUBHO WIM MCHUXOCTUMYJIMpPALIO JCHCTBHE.
HooTtponui nogodbpsiea peonoryuHUTE CBOMCTBA Ha KpbBTa. HoOoTponun ce u3non3sa npu:

Bb3pacTHu:

e CHMINITOMAaTHYHO JIEYEHHE Ha MICHX0-OPraHWYeH CHHAPOM ChbC CJIEIHUTE MPOSBH: HapylIEeHHE Ha
MaMeTTa ¥ BHUMaHHUETO, JIMICa Ha MOTHBALIMS.

e JleueHMe Ha KOPTHKaJleH MHMOKIOHYC (BHE3alHA HEBOJIEBU MYCKYJIHH CBhKpalleHus),
CaMOCTOSTEJIHO UM B KOMOMHALIUA.

® Jleyenne Ha BEpTHro (CBETOBBPTEXK M LIYM B YLIMTE) U CBbP3aHUTE C HEro HApyLUEHHS Ha
PaBHOBECHETO, C U3KJIIOYEHHE Ha 3aMassHOCT OT Ba30MOTOPEH MUJIM NCUXHUYEH MPOU3XO/I.

® 3a npounaKkTUKa U pEMMCHS Ha CbPHOBHIHO-K/IETbYHA Ba30-0KITy3MBHA KPH3a.

Jlena:

& JleueHue Ha auciekcus (HapylleHMs B COCOOHOCTTA 3a YeTeHe) B KOMOMHALMA C MOAXOASLIH
MEPKH, KaTO NrOBOpHA Tepariusi.

@ 3a npoUIaKTUKa U PEMUCHS Ha ChPIIOBUHO-KJIEThYHA Ba30-OK/Ty3HBHA KPH3a.

2. Kakso Tpn0OBa 1a 3Haere, npean Aa npuemere Hoorponua

He npuemaiite Hoorponmu.i:

® AKO CT€ ajlepri4HHM (CBPbXUYYBCTBUTE/IHH) KbM MHpalLleTaM WIH KbM HAKOS OT OCTAHAIUTE
CbCTaBKKM Ha HooTpornun.

e B ciayyaii Ha MO3BbUYEH KPBBOM3JIMB.



. AKO cTe ¢ Texka Ob0pedHa HEAOCTATHYHOCT.
* Axo cre cbe 3a60ns1BaHe Xopesd Ha X BHTHHITOH.

[Ipenynpexaenas 8 IpeANAIHE MEPKH
l'osopere ¢ Bamna nekap win ¢papMauest, npeau aa npuemere Hoorpomun.

O0npaere coenaaE0 BHEManHe NpH ynorpebara na Hoorponma:

. AKO CTe ¢ TEXbK KPBBOH3IIMB WIH C PHCK OT KbPBEHE.

. Ako uMmate OROpedHH mpodiieMH MOXE Aa C€ HANOXKHM HaMalABaHE Ha 103aT2 B 3aBHCHMOCT OT
CEPHO3HOCTTAa HM. Banmiar siexap e mpeLeHn Jany JO3HPOBKATa TpAGBa Ja ¢e KOPHIHpa.

- ITpu naumeHTH ¢ MHOKIOHYC TpaOBa Aa ce M30ATBa PAIKOTO NMPEKBCBAHE HA JIEWEHHETO, ThH
KaTO TOB& MOXKE Ja NpeaU3BUKa MHOKIOHUYHH WX MeHEPATTH3HPAHHK I'bPUOBe.

JApyra aexapcrsa B Hoorponma

Mona uHopmupaltte Bamusa nexap wid (QapMaleBT, ako NMPUEMATe WIM HACKOPO CTe IMpHEMATH
APYTH JIEKapCTBa, BKIIOMUTENHO H TAKHBA, OTIyCKaHH Oe3 penerra.

ITIpn eaHoBpeMeHHO nedyeHHe ¢ THpoMACH ekCTpakT (13 + T4) e chobmeHo 3a nogsa Ha oOBpKaHOCT,
PasApPa3sHUTENIHOCT H CMYHIEHHMA B CBHA. EJHOBPEMEHHOTO JICHEHHE ¢ AHTHKOArYyJaHTH WIH
TPOMOOLIMTHH aHTHArPeraHTd (BKIIOYHTEJIHO HHCKA 1038 ALETHICATMIMMIOBA KHCEJIMHA) I1OBHIIABA
PHMCKa OT KbpPBEHE.

bpeMeHROCT, KbpMene B PepTHARTEY

[TocuBeTRaiTe ce ¢ Balung nekap Unu gapmalieBr npeay ynorpedara Ha KOeTo H J1a € JIeKapCTBO.
Hootpormun e 1pabea Aa ce M3NOM3Ba 110 BpeMeé HA OpEeMEHHOCT OCBEH B Ciiydail Ha KATeropM4Ha
HeobxoaMocT. HaMa JocTaTs4HO AaHHH 3a ynorpebara Ha mupaLieTaM npH SpeMeHHM KeHH.
[TupaneraM ce otraens B 4oBemkara kbpMa, He u3nonspaiite mupalieraM o BpeMe Ha KbpMEHE WIH
KbpMeHeTO TpabBa Ja ce nmpeycTaHOBH JOKATO C& NPOBEXKIA JICUCHHE ¢ IMTHPAlCTaM.

IHo¢npade m pabora ¢ MAIIERHA
HooTtponun Moxe Aa MOBIMAE BbpXY CnocOOHOCTTR 3a modupane U pabora ¢ MalIHHH B pe3YJITAT Ha
HAKOM OT HEXEJIAHHTE JICKAPCTBEHH peaKi[iM, KOeTO TpaOBa Ja ce MMa IpeaBHA.

Ynorpeba npa nANHEETH B CTAPYECKA BRH3PACT
IIpenopruBa ce MaUMEHTHTE B CTAPYECKA BBL3PACT Aa HOCCINABAT PEAOBHO JISKYBALIHS JIEKAP, 33 /18 Ce
afanTHpa A03aTa MpH HeOOXOAUMOCT,

HooTponaa chAbpxa HATpHE

Tosa nexapcTeo ChaBbpka okono 46 mg HaTpuii (OCHOBHA CHCTaBKa HA FOTBAPCKATA/Tpare3HaTa cof)
3a 24 g nmupaneraM. ToBa KONMYECTBO € €KBHBAICHTHO Ha 2,3% OT NpenopLYMTeNHBS MaKCHMaleH
JAHEBEH XpaHWTENeH MpUEM Ha HaTpuil 3a BB3pacTeH. ToBa TpAOBa ha B3eMe MOA BHHUMAHME IpH

NAlMEeHTH Ha AHETa ¢ KOHTPOJAHPAaH IpMeM HA HATPHIA.
3. Kak aa npaemate Hoorponaa
Buraru npueMatite Hoorpormin Touno kakro Bu e kazan Bamus nekap. AKO He ¢T€ CHTYPHH B HELIO,

nonuTaifTe Bamma nexap wnn gapmauept. HooTpomm Moxke 1a ce npueMa ¢ uix Oes XpaHa,.
[TpenoprunTenHara gosa e:

CHMITOMATHYHO JieYeHHe HA MOCHXO0-OPraHHYIHH CHEAPDOMH (BNOIIABaHE

AelimocT) -
JleueHHeTO 3ar0YBa C AHEBHH A034 OT 4,8 g nupaneTraM npe3 MbPBUTE HAKOIKO cc.zmmmf cnexr mem )
ce HamMaiT Ao 2,4 g nHeBHO. Te3n no3u TpsOBa Aa ce pasaendaT Ha 2-3 npueMa. v e /
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JledeHREe HA MHOKJIOHYC (BHE3ANHH HEBOIEBH MYCKY/THH ChKPAIIEHAS) ¢ KOPTHKAJIeH NPOH3XO
JHeBHaTa 103a TpAOBA Aa 3anmouHe ¢ 7,2 g, H Aa ce ypesim4yapa ¢ 4,8 g Ha BCEKH TPH WIH YE€THPH JHU
N0 MakcMMyMa oOT 24 g, pasnpeielicHa Ha fABa MNH TpH npuemMa. JleueHHeTo C JpYyrure
NPOTHBOMHOKIIOHHIHH JIEKAPCTBEHH CpelcTBa TpAOBA /1a ce 3ara3y B cuinara Ao3a. B 3aBHcuMoOcCT or
NOCTHIHATHA KTHHWYHMA PE3y/ITaT, KO € BBE3MOXKHO, JO3HPOBKATA HA APYI'HTE IOAOOHM JieKapCTBa
Tpabra na ce HaManu.

Bennwk 3ano4sHano, JEYEHHETO C InHpaueraM TpadBa Ja NPOABDKH AOKATO MNPONNDKABA H
ITbPBOHAYATHOTO Liepebpamo 3abonasane.

Bbrpeku ToBa, Ha BCEKM 6 Mecelia TpaOBa Ja ¢ NMpaBAT ONMMTH 32 HaMaJIABaHEe Ha N034TA HIH CHHpaHe
Ha neyeHHeTo. BHUManue, nanueHTH ¢ 60peuynn nmpobiaemu Tpabaa Aa NpueMaT Mo-MankM 1034 (BX.
O6npHere cneupanHO BHHMaHMe npH yrnorpebara Ha Hoorpomwn). Ilpome/DKMTENHOCTTa Ha
JICUEHHETO 34BHMCH OT Xxapakrepa Ha Bamara 60siecT M MOBIMABAHETO HA OMnaxksaHusra Bu. Axo
cMATaTe, ye edekra Ha Hoorpormun e npekaneHo ciieH WM cnab, koHcynTHpalite ce ¢ Bammna nexap
WIH (apMalieBT.

Jlenenne HA BEPTHIO (CBETOBLPTEA H HIYM B YIIHTE)
IIpenopbyBaHaTa THEBHA 4032 BapHpa oT 2,4 g 1o 4,8 g, pazfeiieHa Ha ABA WM TPH NpUeMa.

3a npodRIAKTHKA H PeMHECHS HA CHPIOBEAHO-KJIETHYEA BA30-0KJY3HBHA KPH3A
[IpenoppuBanaTa aHEBHA A03a 3a nmpoduiakTHxa ¢ 160 mg/kg nepopanHo, pasjaeiicHa Ha YETHDH
ImpUeMa.

[IpenoprubaHara AHeBHa no3a 38 pemucus ¢ 300 mg/kg, UHTpaBeHO3HO, pa3feicHa Ha YETHPH
npuema (H3Mnoa3Bar ce GopMHTe 38 HIDKEKLIMOHHO M MH(PY3HOHHO NPIIOKECHHE).

Ho3a no-aucka or 160 mg/kg wm HepeAOBeH NMpHeEM e Bb3MOXKHO Aa AOBEAE KO NOJHOBABAHE HA
KpH3aTa.

Yuoorpe6ba npa gena

33 DpoPBIAKTRKA H PEeMHECHS HR CHPNOBHAHO-KIETHYHA BA30-0KJIY3HBHA KPH3A
IIpenopruBanaTa qHeBHA AO3a 3a npodmiaxTuka e 160 mg/kg.

[IpenopbuBanaTa qHeBHA 4034 3a pemucus € 300 mg/kg, uHTpaBeHO3HO.

Ho3a no-Hucka or 160 mg/kg wnu HepeaOBEH MPHEM € BE3MOXKHO J1a IOBeAE 0 NOJHOBABAHE HA
KpH3aTa.

[IupatieTamM Moxe Aa ce mpUara Npu Aeua Hajg 3 rOAMHM CTPaJally OT ChPIIOBHAHO-KIETHYHA
aHeMH/ B PEKMMa Ha NMpenopbuBaHuTe AHEBHH A03u (mg/kg). ITupatieram e npwiaraH B orpaHHveH
Opoii neua ot 1 10 3 roauHm.

Jledende HA QHCAEKCHs (HapymeHHS B cnocobHOCTTa 32 4eTeHe) B KOMOMHAIHE C ropopHA
Tepanns NpH Jena

[Ipu nena Han 8 roAMHM W IOHOIIM MpENOpPBUYBAHATA JHEBHA A03a € OKOJIO 3,2 g, pa3/dejieHa Ha JBa
npHeMa.

IIpanoxenne
Tabnerxure ce NONTHUIAT C TEYHOCT.
IIperoprupa ce AHEBHATA 4034 Ja Ce MpHeMa Ha ABA JO YSTHPH NpHeMa.

IIpoaLIKATENHOCT HA JeYEeHHETO
Bue Tpabsa na npuemare HooTpomui TOMKOBA MPOXBDKHTENHO, KOAKOTO BH € nocksersan Bammus
nexap. [Ipu neyeHne Ha XpOHUYHH 3a00ABaHNA OIITHMANEH €(eKT ce NoCTHra oﬁmoaen’é cne,zq 6 .qb
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AKo cTe OpHeJH noBeue OT HeobxoaamaTs xo3a Hoorponmn IR A -

YeeaoMmere Bamus nekap, aKo ¢Te NpHeH NoBeyue oT HeobxoauMaTa f03a. A




Axo0 cTe nponycHaan aa npaemere Hoorponaa
He B3emalire nBoiiHa [03a, 3a Ja KOMIIGHCHpate npomycHatara. [Ipoawmipkere aa npuemare
Hootponun kakro Bu e xazan Bamug nekap.

AKo cTe cnpeyn npEeMa 8a HooTponmn

3a Aa ce NpeAOTBPATH Bb30OHORABAHE Ha OMJIaKBAHUATA, MPEKbCBAHETO Ha JieyeHMeTo ¢ Hoorpomun
TpAOBa Ja cTaBa MOCTENEHHO - ¢ 1,2 g mupalieTaM Ha BCEKH 2 THH.

AKO MMAaTe HAKAKBH JOIMTBIHHTENHH BBIPOCH, CBbP3aHH ¢ ynorpedaTa Ha TOBa JIEKAPCTBO, MONM
nomuraiite Bainua nexkap uim gapManesT.

4. Bb3MOKHE HOKCIAHE PeAKIHH

Kaxro BcHYKH fieKapcTBa, TOBA JIEKAPCTBO MOXKE Ja NMPEAH3BHKA HEXE/IAHM PeakLidH, BBNPEKH 4e He
BCEKH T'H TIOTyJaBa.

AKO NOTyYHTe HAKAKBH HE)KETAHH JICKAPDCTBEHH peakiiuM, yBeaoMeTe Baius nexap wiu ¢apMmanesT.

YecTr (Moxe na 3acernar Ao 1 na 10 xymm):

-  Hapymenus ot cTpaHa Ha HEpBHATa CHCTEMA: XHNEepkHHe3nd (NOBHIIEHA AKTHBHOCT),
- H3cneasaHusd: NOBHINABAHE HA TETJIOTO,

- IlcHxudyHM HapYIIEHHA: HEPBHOCT.

HeuaectH (Moxke na 3acersar 10 1 aa 100 xymn):

-  IlcuxuyHM HapyHICHHA: ACTIPECHA;

- HapymeHusq Ha HepBHATA CHCTEMA: COMHONEHTHOCT (CHHIIUBOCT);
- O6mm HapymueHud: acTeHus (cnabocr).

C HemsBecTHa dectoTa (OT HANMYHETE JAHHH HEe MoOke Aa Obae HanpaBeHa ONEHKA 34

JeCTOTATA):

-  Hapymenus Ha KpbBTa: XeMOparHyHH HapYIIICHHS;

-  Hapymenwms Ha yxoTo U 1aOMpHHTa: BEpTUTO (dyBCTBO HA CBETOBBPTEXK);

- CromamuHO-upeBHH HapyileHHs: Gonka B KopeMa, 60/Ika B rOpHaTa YacT HA KOpema, Auapud,
rajicHe, [IOBPHINAHE;

-  Hapymenus Ha HMyHHATa CUCTEMA: aHA(PWIAKTOMIHA PEAKIIHA, CBPbXIYBCTBHTETHOCT;

-  HapymieHHs Ha HepBHATA CHCTEMA: A4TAKCHA (JIMNICa HA KOODAHHAUMA HA JBIDKCHHATA),
HapyllicHMI B paBHOBECHETO, B/IOLIABAHE HA CIIWISIICHATA, r1aBo0bosHe, Oe3CHLHHE;

- Ilcuxwvnun HapylueHud: B30yaa, TPEBOXKHOCT, OOBPKAHOCT, XAMIOLMHALIHH,

-  HapymeHus HA KOXATA H MOAKOXHATA THKAH: AHTMOHEBPOTHYUCH €JEM, JAEPMATHT, NMPYPHTYC,

YPTHKApHA.

CohobmaBane HA HEKEIAHA PEAKNHE
AKO NoNMy4HTe HAKAKBH HEXENTaHH IEKAPCTBEHH PEakLMH, yBeAoMeTe Bamus niekap uiu dapMaliesT.
Topa BiUTIOUBA BCHUKH BB3MOXKHHM HEONMMCAHM B TA3M TMCTOBKA HeXejlaHM peakimu, Moxere coio fa
cBOOIIMTE HEXENAHH PEaKIHH AUPEKTHO Ype3 M3mpHUTeNHA areHIMs 10 JIeKapCTBaTa, yiI. ,,JJamMan
I'pyes” Ne 8, 1303 Cogus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

Karto crofmasaTe HexeslaHK peakiH, MOXETe 1a AajieTe CBOS MPHHOC 3a fI0/yHaBaHe Ha NoBede
HHOpMAIHA OTHOCHO 6€30MaCHOCTTA Ha TOBA JIEKAPCTBO.

- br ;rl‘-:‘l;:".i"&
4:__ ‘r :“'j' : I.,I . h"‘-ﬁ ‘h.f:-; 111'\
5. Kak aa cexpanssare Hoorponaa fOT e AR
SR ¥ \f‘.
CopxpangBaliTe Ha MACTO, HEJOCTBHITHO 34 JAela. S ciE
He ce u3HCKBAT CNeLHaTHM YCIOBHA HA ChXPaHEHME. B P 44




He usnonssailite nekapcTBOTO ClieR U3THYAHE CPOKA HA MOAHOCT OTOENA3aH BLPXY ONAKOBKATA ClIE]
“T'open n0:”. CPOKBET HA FOAHOCT OTIOBAPA Ha HOCHASAHMA A€H OT NOCOYCHHI Mecell.

6. CrIbpkaHEE HR ONAKOBKATS H OULJHHTENHEA HEGOpPMANAY

Kaxpo coanpxa Hoorponaa
AKTHBHOTO BEIECTBO € IUpaLeTaM.

JIpYr#Te CHCTABKH CA:

SAnpo Ha Tabnerkara: Makporon 6000, ciwmiMes quokcuz, konouaeH 0e3BOAEH, MarHE3HEB CTeapar,
KpoCKapaMeso3a HaTpHH.

OUIMOBO NMOKPUTHE: XHMAPOKCUMMPOMWIMETUILIETY 1038, THTaHOB auokcun (E 171), makporon 400 u
maxporon 6000.

Kak mrnexsga Hoorponaa B kaKkBO CHABPAKA ONAKOBKATA

benu, npoxenroBary, QuaMHpaHM TaONeTKH ¢ NenHTeNHa 4depra, MapkupaHd ¢ N/N. Onakoska:
kapToHeHH KyTHH 110 30, 60 u 100 ¢purmupanu TabneTkh.

He BcHYKH BHAOBE ONAKOBKHM MOraT 18 ObAAaT ITyCHATH Ha Ma3apa.

IIpaTekaTen HA pa3pelIeHHETO 32 YHOTPelda H NpoR3IBOATE

[Ipurexaren Ha pa3pelieHHeTo 3a ynorpeba:

Advanz Pharma Limited, Unit 17, Northwood House, Northwood Crescent, Dublin 9, D09 V504,
Hpnanmus

[IpousBoawuren:

UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’ Alleud, Benrus

Aesica Pharmaceuticals GmbH, Alfred-Nobel-Str. 10, 40789 Monheim am Rhein, I'epmanus

Jdara Ha NocAeAR0 Npepasriexaade Ha Jucrosxkata 07/2028.




