JIacroBka: HEQOpMAanEd 38 NOoTpebETE I

Hootponan 1200 mg ¢pramMupana rabaerkn
Nootropil 1200 mg film-coated tablets
nupaueTam (piracetam)

IIpogereTe BEEMATENHO NRJIATA JHCTOBKR HNPEAH AA 32NO0YHETE A8 IPHEMATE TOBA JIEKAPCTBO,

THH KATO TH CbALPAKA BRKHA 32 Bac nadopmannus.

- 3amnazere Ta3d JMCTOBKA. Moxe 218 ¢€ HAOXKH Ja A IPO4ETeTe OTHORBO.

- Axo HMaTe HAKAKBH JOITLIIHUTEIHU BRIIPOCH, MonuTaiite Baluus jiekap wiv ¢papMauesT,

-  Tosa nexapcTBo € npeanucaHo JH4HO Ha Bac. He ro npeorcreneaifre Ha apyru xopa. To moxe
73 UM HaBpeaU, HE3aBUCHMO, Ye MPH3HALMTE Ha TAXHOTO 3a00ngBaHe ca ChIMTE KaTo Bamure.

-  AKO NOIydHTe HAKAKBH HEXEJaHH JICKAPCTBEHM peakluM, ypeaomere Bammmsa nekap wm
¢apmanLeBT. TOBA BKIIOYBA M BCHYKM BB3MOXHH HEXENAHM PEaKIHH, HEONMHCAHH B TA3H
JUCTOBKA. BIDKTE TOUKA 4.

KakBo chIbpika TA3H JHCTOBKA:

1. Kakso npeacraBnasa HooTponui U 3a KaxBo ce H3MOM3BA

2 Kakpo TpsabBa na 3HaeTe, mpeau Aa npueMere HooTpomu

3.  Kak aa npuemare Hoorpormin

4,  BB3MOXHH HEXeNaHH peaKiuu

5 Kak ga ckxpanasare Hoorponun

6 Chabp:kaHMe Ha OTIAKOBKATA ¥ AOMBJIHUTENIHA HHpOpMaLHs

1. Kaxso npeacraniasa HooTponma H 38 KAKBO ¢e H3MO0/I3BA

Hoorponun npvHamie)Xd KbM IpynaTa Ha HOOTPOIHHTE JIEKAPCTBEHHM CpPEACTBA, NPOH3BOAHHM Ha
raMa-aMMHOMacJeHaTa KucenuHa. Hoorpommn noaoOpsBa M BB3CTAHOBABA NO3HABATE/IHHUTE
CIIOCOOHOCTH CAIe, Pa3fIHYHH MO3BYHH YBpEXKIAHMA, KATO XMUINOKCHR (HEAOCTHI HAa KHCIOpOI),
MHTOKCHKALMM (OTpaBsAHHA) U Op., §e3 fa NMpoABABa CEAATHMBHO WIM MCHXOCTHMYIHPALIO AcHCTBHE.
Hootponun nonobpaAsa peonornyHuTe CBOHCTBAa Ha KpbBTa. HOOTPOIMIWI C&¢ H3MOJI3Ba IIPH:

BnapacTan:

o CUMITTOMaTHYHO JICUCHHE HA NICHXO0~OPraHMYeH CHHAPOM CBhC CNIeIHHTE MPOSBH: HApYILIEHUE Ha
NAMETTa ¥ BHUMAHMETO, JIMIICA Ha MOTHBAIHUA.

* JleueHHe Ha KOPTHKANICH MHOKJIOHYC {BHE3alTHH HEBOJIERH MYCKYJIHH ChKpAILleHH),
CaMOCTOSTENIHO WIH B KOMOHHAIMA.

° JleueHue Ha BEPTHIO (CBETOBBPTEIK U LIYM B YLIHTE) H CBBP3aHUTE C HEr0 HapyIOeHHd Ha
PaBHOBECHETO, ¢ H3KMOYEHHE HA 38MASHOCT OT BA30MOTOPEH HIIH NICHXMYEH MPOH3XO0J.

* 3a npodHIaKTHKA U PEMHCHS Ha CHPIOBHAHO-KICTHYHA Ba30-OKITY3HBHA KPH3a.

Hena:

. Jledyenne Ha aucnekcHi (HapylueHHMA B CrmocoOHOCTTa 3a UeTeHe) B KOMOMHALMSA ¢ MOAXOAAIH
MEPKH, KATO I'OBOPHA TEPAITHA.

o 3a mpodunaKTHKa H PEMHCHS Ha CHPMNOBHAHO-KIIETLYHA Ba30-OKITY3HBHA KPH3a.

2. Kaxso TpubBa Aa 3uaeTe, npean 1a npaemere Hoorponna

He npremaiite Hoorponmn:

° AKO CTe anepruyiy (CBPbXUyBCTBHTE/IHH) KbM IMMPALIETAM HIH KBM HAKOSR OT
CBCTABKHM Ha HooTporui.

. B ciydait Ha MO3B4E€H KPBBOH3IIMB.

o AKO cTe ¢ TexKa 6pOpeuHa HenoCTaTRYHOCT.




* AKo cte cbe 3a00aBaHe Xopes Ha X PHTHHITOH.

Mpenynpexaeans H OPeANAIHH MEPKH
ll'oBopere ¢ Bamnms nexap win papmanest, npeau na npuemere Hoorpormn.

O61npBeTe cnenBa 1HO BEHEMaERe npH ynorpebara sa HooTponua:

° AKO CT€ ¢ TEXHK KPBBOH3/IMB HWIH C PUCK OT KEPBEHE.

° Axo umare 0p0peqnH npobnemyu MOXKe Jia ce HAJIOXKH HaMandpaHe Ha Jo2ara B 3aBHCHMOCT OT
CEpPHO3HOCTTA HM. BalmuaT rekap e npeLeHn JaiH A03MpoBKaTa TpAabBa na ce KOpHrupa.

° IIpn naupeHTH ¢ MUOKJIOHYC Tpsi0Ba Ja ce M30iArBa pA3KOTO NMPEKHECBAHE HA JICYCHHETO, THA
K&TO TOBa MOKE Ja NMpeAU3BHKA MHOKIOHHYHH WIH MeHEepaIM3HPaHH I'bPUOBE.

HApyra aexapcrea 1 Hoorponan
Monsa uadopmupaiite Bamna nexkap HIH (apMaleBT, aKO NPHEMATE HJIH HACKOPO CT€ MPHEMAIH

APYTH JIEKapCTBa, BRIIIOMHTETHO ¥ TAKHBA, OTITYCKaHH 6e3 peLerrTa.
[Ipx egHOBpeMeHHO JieyeHHe ¢ THpOHACH eKeTpakT (T3 + T4) € crobmeno 3a nossa Ha OOBPKAHOCT,

PasApasHHTENIHOCT H CMYIIEHMS B CbHA. EJHOBpEMEHHOTO JIeYeHHEe ¢ AHTHKOATYJaHTH MWIH
TPOMOOLINTHH AaHTHarperaHTH (BKIIOYMTEHO HHCKA A033 alCTHICAIHIMIOBA KHMCE/IMHA) [TOBHIIABA
PUCKA OT KbpBEHE.

BbpeMeHBOCT, KbpMEHe H QEPTRIHTET

[ToceBerBaifre ce ¢ Bamus jJekap wiH gapMaLeBT Npeau ynorpedara Ha KOSTO M a € JIEKAPCTBO.
Hootporun He TpsbBa na ce u3non3sa MO BpeMe HA OPEMEHHOCT OCBEH B CiTydalf HA KATeropuvHa
HeoOxomuMocT. HaMa nocTaTsYHO AaHHM 34 yrnoTpebara Ha nHpaueTaM nmpu OpeMeHHH JKEeHH.
ITnpanteram ce oraens B yoBemKara KbpMa. He u3nomspaiite mupaleram 1o spemMe Ha KbPMEHE WIH
KbpMeHeTo TpaOBa Ja ce MpeyCTaHOBH AOKATO Ce NMPOBEeXKAa JIEYEHHE C ITHpaLleTaMm.

Hlo¢npane u pabora ¢ MAMBHA
Hootpomun Moxke fa nosiuse Bbpxy cnocobHocTTa 3a wodupase H pabora ¢ MAIIHHM B PE3yNTAT Ha

HEKOH OT HEXKEJIAHMTE JICKAPCTBEHH PeaKLMH, KoeTo Tpa0Ba Ja ce HMa Mpeasu.

Ynorpefa nps NANHEHETH B CTAPYECKA BH3PACT
IlpenopruBa ce nalMeHTHTE B CTap4ecKa BB3PACT Ja NOCELIABAT PEAOBHO JICKYBAIMA JIEKap, 3a Ja ce
afanTHpa J03aTa [pH HeoOXOaHMOCT.

HooTponna ¢hALpAA HATPHH

ToBa sekapCcTBO CHABPKA 0KONMO 46 mg HaTpuil (OCHOBHA CBHCT2BKa Ha rOTBAPCKATA/Tpalie3HaTra col)
3a 24 g mUpaneraM. 10Ba KOIUYECTBO € €KBHBAJICHTHO HA 2,3% OT NpenopbuMTeIHMS MAKCHMANEH
AHEBEH XPaHMTENCH NMPHEM Ha HAaTpHil 3a Be3pacTeH. ToBa TpabBa Oa B3eMe Noj BHUMAHHWE IPU

MALMEHTH HA JMeTa ¢ KOHTPOJTHPaH MpUeM Ha HATPHI.

3. Kak aa npaemate HooTponaa

Bunaru npuemaitre Hoorpormn Touno xakro Bu e kaszan Bamug nexap. Ako He CTe CHI'YPHM B HEINO,
nonuratite Bamma nexkap wiu ¢dapmauesr. Hoorpomun moxe na ce nmpueMa ¢ wim Oe3 XxpaHa.
[IpenoppuKTenHara no3a e:

CEMIOTOMATEYHO /ieeHHe HA NOCHXO0-OPraHEYHM CHHAPOME (BJOINRABAHe HA YMCTBEHATA
AesHOCT)

JleueHMeTO 3aM04YBa C AHEBHM O03M OT 4,8 g nupaneraM npe3 ITbPBATE HAKOJAKO CeIMHIIH, T mﬂt&j:o
ce HaManAT 1o 2,4 g aHeBHO. Te3u no3u TpaOBa Aa ce pasgensaT Ha 2-3 npHeMa. ~

Jledenne Ha MEOK/IOHYC (BHE3ANHE HEBOJIEBH MYCKY/IHE ChKpPAIIEHEN) ¢ KOPTH



JHeBHaTa 4038 TpAOBa Aa 3amouHe ¢ 7,2 g, ¥ Jia ce yBeJiMyaea ¢ 4,8 g Ha BCEKM TPH WIH MeTHPH JHH
OO MakCHMyMa OT 24 g, pasnpeaciieHa Ha JBa HIM Tpu mpueMa. JledeHwero ¢ apyrure
[IPOTHBOMHOK/IOHH'HH JIEKAPCTBEHH CPEACTBA TpabBa Aa ce 3anasy B chimara J03a. B 3apHcuMocT OT
HOCTHTHATHA KIMHHYHMA PE3YNITAT, 4KO € BB3MOXKHO, AO3HPOBKATA Ha APYTHTE NoaoOHM J1exapeTea
TpabBa aa ce HaMaJIK.

Beanbx 3anoydHano, JeYEHHETO C NHpalleTaM TpaOBa na NPOABWDKM AOKATO NpOOL/DKAaB2 H
MBPBOHAYANTHOTO LepebparHo 3abonasae.

Bznpeku ToBa, Ha BCekH 6 Mecena Tpa0Ba a ce MPaBAT ONWTH 34 HAMANABAHE HA A034Ta HIH CTIHpaHe
Ha JeveHHeTo. Buumanne, nauveHTd ¢ 6r6peuny npobneMu TpsabBa Aa NPHEMAT MO-MANKH A03H (BXK.
Of6bpHere cneumanHo BHUMauue nph ynorpebara Ha Hoorpornun). IIpombmxurennocTra Ha
JIEYCHMETO 3aBMCHM OT Xapakrepa Ha Bamara 6omecTt M nOBMMABAHETO HA OMIaKBaHHATE Bu. Ako
cMaTare, 4ye edexkra Ha HooTpomua e npexaneHo CHWIECH WiH ¢l1al, KOHCYy/rripalire ce ¢ Bammus sexap

WIM dapMaLesT.

Jleuenne HA BEPTATO (CBETOBLPTEXR B IIYM B YIINTE)
[IpenopruBaHaTa AHEBHA 1034 BapHpa ot 2,4 g 10 4,8 g, pa3aesieHa Ha IBa WIH TPH NpHeMa.

3a 0poPRNAKTHKR H PEMHCHS HA ChPHNOBEAHRO-KNCTHIHA BA30-0KIY3HBHA KPH3A
IlpenopruBanara gHeBHa fo3a 38 mpodwiaktuka € 160 mg/kg nepopanHo, pasfeieHa HA HYeTHPH
MpHUeMa.

IIpermopbusanara AHEBHA Ao03a 3a peMucHs ¢ 300 mg/kg, HMHTpaBeHO3HO, pa3fie/ieHa HA GeTHPH
npueMa (M3Mo3BAT ce POPMHUTE 33 MHKEKLIMOHHO H HHQY3IHOHHO MPMIOKEHHE).

Hoza mo-Hucka ot 160 mg/kg wnu HepeoBeH MpHEM € Bh3MOMKHO a JOBeAe AO NOAHOBABAHE Ha
KpH3aTa.

Ynorpeba npu fena

3a HpoPRIAKTEKA H PeMHECHS HA ChPHOBHEARO-KJICTHYHA BA30-0KIY3HBHA KPH3A
IlpenopryBaHaTa JHEBHA A03a 3a npodunakTuka ¢ 160 mg/kg.

IIpenopiuBanara gHeBHa A03a 3a peMucHs € 300 mg/kg, MHTpaBEeHO3HO.

Ho3a no-Hucka ot 160 mg/kg ik HepeIOBSH NpueM € Bb3MOXHO Jia JOBEAe A0 NMOJHOBABAHE Ha
KpH3aTa.

[Tupaueram MoXe Oa ce npuiiara NpH geua Haa 3 rOAMHE CTPAAALIH OT ChPIIOBHIHO-KIeTHYHA
aHEeMHS B PeKHMAa Ha IPENopbhYBaAHUTE AHEBHU A03u (mg/kg). [Tupaneram e npuaarad B OrpaHUYeH
Opoit aena or 1 Ao 3 roauHu.

Jleuenne BHA AHCHEKCRYS (HapymeHHd B cmocofHOCTTA 3a veTeHe) B KOMOEHAmHS ¢ robopHa
Tepanug OpH Xena

Ilpn peua Hax 8 rOAMHM H IOHOIIM NPENOPERYBAHATA XHEBHA 034 € OKOJIO 3,2 g, pasae/icHa HA B3
npHeMa.

IIpanoxeane
TabieTkuTe Ce MOrBIIAT ¢ TEYHOCT.
IIpenoprusa ce AHEBHATA 4034 Ja CE€ ITPHEMA HA KBA JO YSTHUPH IMPUEMa.

Ipoab/KETENHOCT HA JJe9eRHeTO
Bue Tpabsa na npuemare Hoorponun TonkoBa MpOIBDKHTENHO, KOJIKOTO BH e nochBerBan Bamms
nekap. Ilpyu sneuenne Ha XpOHMYHH 3a00NI9BaHUS ONTTHMANIEH e(peKT ce NMOCTHra OOHKHOBEHO cied 6 1o

12 ceaMMLIHA.

AKO0 CT¢ OpHeIH DoBeue oT Heo6xonaMaTa N03a Hoorponun e
Veenomere Baumug nekap, ako CTe MpHenM noseye oT HeobXoaumaTa fo3a. /”’J}mf__i TN

rf/ Sl Hwﬂ‘h o H“'%?
Axo cre nponycaanu Aa upaemere Hoorponar f,-" ‘o ‘f"‘*“

He B3emalfre asoiiHa a03a, 3a A3 KOMIIGHCHpAaTe npomnycHarara. llpomnipkere ,;m l‘lpliehm.‘é
Hoorpomun kakTo By e kazan Bammums nekap. SR



AKko cre cupesn npaeMa Ba HooTponnai
3a na ce MpeAoTBpaTH BL30OHOBABaHE HA OIUIAKBAHUATA, NPEKHCBAHETO Ha JedeHHero ¢ Hoorpoman

TpaOBa 13 cTaBa NOCTENEHHO - ¢ 1,2 g mupalieTaM Ha BCEKH 2 JHH.

AKO MMaTe HAKAKBH JOITBJIHWTE/NHH BBIPOCH, CBBP3aHH ¢ ymoTpedara Ha TOBA JICKAPCTBO, MOJIA
rnionuTaiire Bamua exap HWiH (papMaliesT.

4. BBIMOXKHE HEXKe/IAHH DEAKIITHH

KakTo BCHUKH JIeKapcTsa, TOBA JIEKAPCTBO MOXKE AA MPEAH3BHKA HEKEJIAHN peakUMi, BHIIPEKH ve He
BCEKH I'H MOJTy4aBa.

AKO NMOJMY4YHTE HAKAKBH HEXKEIAHH JICKaPCTBEHH pPeaKiiH, yBeaoMeTe Bammua iekap wiu apmMalieBT.

YecTr (Moxe aa 3acersar a0 1 ma 10 xymn):
- HapymeHus OT CTpaHA Ha HEpBHATA CHCTEMA: XHMITePKHHEe3Us (MOBHIIEHA AKTHBHOCT);

- HscnensaHud: MOBHIIABAHE HA TETJIOTO;
- [TcuxuuHKu HApYLIEHHA: HEPBHOCT.

HegecTn (Moxke aa 3acersar xo 1 na 100 xymn):

- TIcHXHYHY HApYIOCHHA: JESITPOCHA;

- HapymieHys Ha HepBHATA CHCTEMA: COMHOJICHTHOCT (CBHJIMBOCT);
- OO6iix HapyLneHud: acTeHud (cnabocT).

C HeH3BecTHA 9ecTOTA (0T HAJRYHHTE JAAHAE He Moxe na ObJe HanpaBseHa oONeHKAa 33

4eCTOTATA):

- HapyimeHns Ha KpbBTa: XeMOPArnviHN HAPYLIEHHS;

- HapyuieHus Ha yX0TO ¥ TaGHPHHTA: BEPTHIO (TyBCTBO HA CBETOBRBPTEXK),

- CToMalmHo-4YpeBHH HapyIlleHus: O60fKa B KopeMa, O0Jika B rOpHATa 4acT HA KopeMa, JHapui,
rajgeHe, NOBPHUIAHE;

- HapymeHnus Ha HMYHHATa CHCTEMA: AHAQUNAKTOUHA peakili, CBPbXYYyBCTBHTEIHOCT;

- Hapymenuss Ha HEpBHATA CHCTEMA; aTakCMd (JIMIICA HA KOOpAMHAIIMA Ha JABIDKCHWATA),
HApYILIIeHMA B PABHOBECHETO, BIIOIIABAHE HA CMUIENCHITA, r1aBodosnue, 6e3chHue;

- [Tenxuunn HapylneHHA: BB30Y AR, TPEBOXKHOCT, OOBPKAHOCT, XAMIOLWHALIMH;

- HapyimeHMsa Ha KOXK&Ta M NOJKOXKHATA THbKAH. AHTHOHEBPOTHYEH €AeM, NEPMATHT, NPYPHTYC,

YPTHKAPHA.

Corobmasane na HeXeIAHE PeaKIHH

AKO NOMyYHTe HAKAKBH HEXKEJIAHW JICKADCTBOHH peakiluH, YBesoMeTe Baluug nekap Wi fapMaLepT.
ToBa BK/EHOUBA BCHYKH BB3MOXKHK HEOMMCAHH B Ta3H JIMCTOBKA HEXENAKY peakiMH. Moxere cbo na
cHLO0LIMTE HEXEIAHM PEAKIMH AMPEKTHO Ype3 3mmHuTenHa areHIus 1o JeKapcTeara, yi. ,, JlamaH
['pyeB” Ne 8, 1303 Codua, Ten.. +359 2 8903417, yebcalir: www.bda.bg.

Kato crobmapare HexenaH! peakLMKi, MOXKeTe ia JaJeTe CBOS NPHHOC 3a NOTyYaBaHe Ha oBeYe
HHGOpMALMA OTHOCHO 0e30MmacHOCTTa Ha TOBA JIEKapCTBO.

5. Kaxk aa coxpansapare HooTponua

CobXxpaHaBaiiTe Ha MACTO, HENOCTBITHO 3a Jelia.
He ce M3HCKBAaT CNCLKAIHE YCIIOBUA HA ChXPAHECHHE.

tp
He u3nonssaiire JeKapCcTBOTO CEA M3THUAHE CPOKE Ha roAHOCT OTOeNd3aH BHPXY OIAK
“I'oneH n0:”, CpoksT Ha FOAHOCT OTTOBApR Ha MOCACAHHA ICH OT NOCOUCHHUA Mecell, .




6. Chabpakadie HA ONAKOBKATA H JONLIHETEIHA HAGOPMANHY

Kakso cpanpika HooTponun
AXTHBHOTO BELIECTBO € MHPAIIETaM.

HApyrure CECTABKH Ca:
Sapo na Tabnerkara: Makporoa 6000, cumipaes AuokcHa, kKonouaeH 6e3B0AEH, MATHE3HEB CTEaparT,

HaTPHERa KpocKapaMesiosa.
OHUIMOBO MOKPHTHE: XMAPOKCHIIPOMWIMETHILETY03a, TuTaHoB JuokcHa (E 171), makporon 400 u
makporos 6000,

Kax m3rnexaa HooTpona H KAKBO ChAbPKA 0NAKOBKATA

benu, mpoawirosaTd, ¢pUIMHpaHH TableTKu ¢ AesmMrenHa vepra, mapkupaHu ¢ N/N. Omnakopka:
KapToHeHH kyTuH 1o 20, 30, 60 u 100 duwimupanu TabneTks.

He BCHNKH BHAOBE ONTAKOBKH MOTAT A2 OBJAT IMyCHATH Ha 1a3apa.

HpaTexkaTen HA pRIpelleHHETO 3a YHOTpeba B NPOR3BOAHTE

[IpirexxaTen Ha pa3peLieHHeTo 3a ynorpeba:

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

IIpousBoauTenN:

UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’ Alieud, bearus

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

JaTa Ha mocJeARO npepaRIrAexAane HA JacToBkarta 07/2028.




