JIucroBka: HHpopmManus 3a norpeduTe s

Hoorponua 800 mg puaimupanu TabjieTkn
Nootropil 800 mg film-coated tablets
nupaueraM (piracetam)

IlpouyereTe BHHMATE/IHO IAJIATA JIHCTOBKA NPeAH A 3aM04MHeTe Ja NPHeMaTe TOBA JIEKapCTBO,

ThH KATO TH ChbAbPKA BaxKHA 32 Bac unpopmanus.

- 3anasere Ta3u JMCTOBKA. MoOXe /1a ce HaJIOXKH /1a 1 NMPOoYeTETE OTHOBO.

- AKO UMaTe HAKaKBH JOMBJHHUTEIHH BBIIPOCH, nonuTaiTe Bamus nekap unu gapmauesT.

- Tosa nekapcTBO € npeanycaHo JM4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeH, HE3aBUCHUMO, Y€ MPHU3HALIMTE HA TAXHOTO 3a00isBaHe ca chluTe KaTo Bawure.

- AKO MOJTyYHTE HIKAKBH HEXKEJIAaHH JIEKAPCTBEHU peakLHH, yBeaqomere Baius nexap wim
¢apmarieBT. ToBa BKJIOUBA W BCHYKH BB3MOXKHH HEXKeJIaHH PeakiLMH, HEOMMUCAHHU B Ta3y

JTMCTOBKA. BUkTe TOUKA 4.
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1. KakBo npeacraBasiBa HooTponn. H 3a KakBO ce H310.13Ba

HooTpomnui npuHa/uie)ku KbM rpynarta Ha HOOTPOITHUTE JIEKApPCTBEHH CPE/ICTBA, NIPOM3BO/IHHU Ha
rama-aMMHOMacJjeHaTa KkucearMHa. Hoorponui noaoopsBa v Bb3CTaHOBSIBA MMO3HABATEIHUTE
CIMIOCOOHOCTH CJI€/l pa3/IMYHH MO3bYHHM YBPEIKIAAHUSA, KATO XHITOKCHSA (HEIOCTHI HAa KHCJIOPOA),
MHTOKCHKALIMM (OTpaBIHMA) U Ap., 0€3 1a NposABsBa CEJaTHBHO MK MCUXOCTUMY.JIMPALIIO JIEHCTBHE.
Hootponui noaodpsiBa peosiorHuHMTe CBOMCTBA Ha KpbBTa. HooTponui ce usnonssa npu:

Bb3pacTHH:

@ CUMNTOMATHYHO JIEYEHHE HA MICUXO-OPraHUYEeH CHHIAPOM ChC CJIEHUTE NPOSBH: HAPYLIEHHE Ha
MaMeTTa U BHUMAHHUETO, JIMNCca Ha MOTHUBALIMSL.

® JleueHHe Ha KOPTHUKAJIEH MHOKJIOHYC (BHE3alTHH HEBOJIEBH MYCKYJTHH ChKPALLEHHS ),
CaAMOCTOSITE/IHO UJIM B KOMOMHALIMA.

# JleueHre Ha BEpTUIrO (CBETOBBPTEXK U LUYM B YUIMTE) U CBbP3aHUTE C HErO HAPYLUEHHUS HA
PaBHOBECHETO, C U3KJIKOYEHHE Ha 3aMassHOCT OT BA30MOTOPEH WJIM NCUXHYEH MPOU3XO/I.

# 3a npoMIaKTHKA U PEMHCHS Ha CHPIIOBHAHO-KJIETbYHA Ba30-OKJIY3MBHA KPH3a.

Hena:

e JleyeHue Ha qucieKCHs (HapyLIeHHUs B CIOCOOHOCTTA 3a YeTEeHe) B KOMOMHALMA C MOAXOASLIH
MEPKH, KaTO NrOBOpHA Teparnus.

¢ 3a NpoHJIAKTUKA U PEMHCHS HAa CbPIIOBUAHO-KJIEThYHA Ba30-OKJIy3MBHA KPH3a.

2. Kakso TpsabBa na 3Haerte, npeaun aa npuemere Hoorponua

He npuemaiite Hoorponu:

& AKO CTe aJlepru4yHM (CBpbX4YBCTBUTEIHH) KbM MUPALIETAM HJIH KbM HIKOS OT O
CbCTaBKM Ha Hootponwu.

@ B caydai Ha MO3bYEH KPbBOHU3JIMB.



. AKo cTe ¢ Texxka OpOpeyHa HeJOCTAaTBYHOCT.
. AKO cTe ¢be 3ab0nsBase xopes HA XbHTHHITOH.

IMpeaynpexiaenns H NpeANa3sHA MEPKH
['oBopere ¢ Bauus siekap win apMalesT, mpeaH aAa npueMmere Hootponun.

O0npHeTe cnenuAIHO BAHMAHEE OpH ynorpebaTa na HooTponnui:

° AKO CTe C TeXXBK KPBBOH3JIUB HIIH C PUCK OT KbPBEHE.

* Axo umare 0b0peunH NpodaeMH MOXKE Aa C& HATOXKH HAMAJISBAHE Ha J103aTa B 3aBUCHMOCT OT
CEpMO3HOCTTA M. BaluKAT niexkap e NPeLEeHH JajiH JOo3MpoBKaTta TpsOBa 1a ce KOpUTHpa.

. [Tpu natpeHTH ¢ MHOKIIOHYC TPOBa Aa ce W30ATBa PA3IKOTO NMPEKbLCBAHE HA ICUEHHETO, Thil
KaTO TOBA MOXKE 1a NPEAU3BUKA MUOKIIOHHYHH HIH FreHepalu3upaHm I'bPUORE,

Apyra aexkapersa H HooTponna

Mouns nagopmHpaiiTe Baluusa nekap unu gapManeBT, ako NPHEMATE HIHM HACKOPO CTE NTPHEMAITH
JApPYTH JIeKapCTBa, BKIIIOYHTENIHO H TAKHBA, OTITYCKaHH 0e3 peLienTa.

[Ipu enHOBpEeMEHHO 1eUeHHE ¢ THPOKIEH excTpakT (13 + Ti) e cboblileHO 32 moABa HA 0OBPKAHOCT,
pa3’Apa3sHHUTEIHOCT U CMYILIEHUA B ChbHA. ENHOBPEMEHHOTO JICYEHHE C AHTHKOATYIaHTH KJIH
TPOMOOLIMTHH aHTHAarperaHTy (BKIIOYHTETHO HUCKA 1034 AUETWICATHLIOBA KHCENHHA) MTOBHIIABA
PHCKA OT KbPBEHE.

bpemennocT, KbpMeHe H GepTRIAATET

[fockBeTBaltTe ce ¢ Bainia nexap unn dapmauesT nmpeau ynorpedara Ha KOSTO H [1a € JIeKApCTBO.
Hootponui He Tpabpa aa ce H3N0A3Ba O BpeMe Ha OpeMeHHOCT OCBEH B CITy4al Ha KaTeropHyHa
HeobxoauMocT, HaMa AocTaThYHO AaHHH 3a ynoTpedara Ha nmHpaLeTaM MpH GpeMEHHH XKEHH.
[InpaueraM ce oTaens B YoBelIKaTa KbpMa. He u3non3saiite nupaueraM no speme Ha KbpMEHEe HIH
KbpMeHeTO TpAOBa ha ce MpeyCTaHOBH JOKATO CE MPOBEXKAA JIEUEHHE C MUPALIETAM,

Mlodnpane n padboTa ¢ MAINHHAA
HooTpomnun Moxe A2 noBaMs€E BuPXY cnocobHOCTTa 3a WodupaHe U paboTa ¢ MALMHK B PE3yATaT Ha
HAKOH OT HEXKEIAHUTE JICKAPCTBEHH peaKLIMH, KOeTO TpAOBa Aa ce HMa MpeaBUA.

Yoorpelba npH NanHEeHTH B CTAPUYECKA Bh3IPACT
[IpemopbiBa ce MaLMEHTHTE B CTapuecKa Bb3pacT Aa MOCELIABAT PEAOBHO JCKYBALLHA JEKap, 33 12 Ce
ananTHpa 103aTa NpH He0OXOIHMOCT.

HooTponu, chaAbpika HATpHH

Tosa nekapcTBO ChABPHA OKOJ0 46 Mg HaTpHii (OCHOBHA ChCTaBKa HA FrOTBAPCKATA/TPANE3HATA COJI)
3a 24 g nupaueraM. Tosa KONHYECTBO € CKBHBAJIEHTHO Ha 2,3% OT NMPEenopbUMTETHHA MaKCUMAIEH
AHEBCH XPaHUTENICH NPHEM Ha HATPHi 3a Bb3pacTeH. Topa TpabBa Ja B3eMe Noa BHUMaHHe NpH
NalKWeHTH HA AWETA C KOHTPOJIHPAH NPUEM Ha HATPHH.

3. Kak na npuemarte HooTponmna
Bunaru npuemaitre Hoorponun TouHo xaxro Bu e kazan Bawma nekap. AKO He ¢Te CUIYPHH B HELIO,

nonuraire Bamus nexap wny dapmanest. Hootponun Moske a ce npuema ¢ win 6e3 xpaua.
IIpenopruMTenHaTa no3a e:

CHAMOTOMATHYHO JIC9CHHAE HA NICHX0-OPraHHYHHA CHHAPOMH (BJIONIABAHE HA YMCTBE
AEHHOCT)
JleyeHHeTo 3ano4sa ¢ JHEBHH J03M OT 4,8 g nupaleTaM npe3 MePBUTE HAKOJIKO CEIMHU
ce HaMasAT 10 2,4 g aHeBHO. Te3u n03m TpsabBa na ce pasnenaT Ha 2-3 npHema.




Jleuenne HAa MHOKJIOHYC (BHE3ANHH HEBO/IEBH MYCKY/JTHR CbKPALIIECHHSA) ¢ KOPTHKAJEH NPOHA3XO0/
JHeBHaTa n03a TpaOBa Aa 3anouHe ¢ 7,2 g, U Aa ce yrenuyasa ¢ 4,8 g HAa BCEKH TPH WIH YETHPH JHH
10 MakCHMyMa 0T 24 g, pa3npeaeneHa Ha IBa HIIH TPH tpHeMa. JIeueH’eTo ¢ apyrure
POTHBOMUOK/IOHHYHM JIEKAPCTBEHHU CPERCTBa TPADOBA Aa ce 3amnasH B ChlATa A03a. B 3aBUCHMOCT OT
NMOCTHIHATHA KIHHHYHHA PE3YJITAT, aKO € Bb3MOXKHO, JO3UPOBKATA Ha APYrure NoaoOHH JIeKapcTRa
TpsAOBa Ja ce HaMalu.

Beanrx 3anoqHano, J€4YCHAETO ¢ NMApaLeTaM TpAOBa Aa MpOXB/IKH JOKATO NMPOAb/DKABA H
MbPBOHAYATHOTO LepedpanHo 3a00J19BaHE.

Bbnpexu ToBa, Ha BCekH 6 Mecelia TpAOBa Aa e NMPaBAT ONMUTH 3a HAMAIABAHE HA J03aTa WIH CIIHpaHe
Ha JeueHUeTo. BHuMmaHwe, nauueHTu ¢ 6bp6peynu npobnemu TpaOBa Aa NpUeMaT No-Manku 034 (BXK.
O0BbpHeTe cnenanHo BHUMaHKeE npy ynorpedara Ha Hoorponun). [Tponab/pkuTenHocTTa Ha
JICYEHHETO 3aBUCH OT Xapakrepa Ha Bainara 6onect H NOBIMABAHETO Ha OrUlakBanuaTa Bu. Ako
cMmATarte, e edexra Ha HooTponun e mpexaneHo CHIeH Wi ciab, KOHCynTHpaiiTe ce ¢ Baluus nekap

WM QapMalIeBT.

JleueHHE HA BEPTHIO (CBETOBLPTEXK H IIYM B YIIIATE)
[IpenopbuBaHaTa IHEBHA 1032 Bapupa OT 2,4 g no 4,8 g, pazaeneHa Ha Ba WU TPH NTPHEMA.

3a OpoPHIAKTHKA H PeMHCHS HA CHPHNOBHAHO-K/IETHYHA BA30-0KJIYIHRHA KPH3a
IIpenopbrusanaTa qHEBHa 1032 3a npogunakruxa ¢ 160 mg/kg nepopainHo, pas3aeneHa Ha YeTUPH
[pHeMma.

[IpenopryBaHaTa AHEBHA 103a 3a pemucHi ¢ 300 mg/kg, HHTpaBeHO3HO, pa3eneHa Ha YETHPH
npuema (H3no/3sar ¢ GopMHTE 32 MHKESKIIMOHHO H HH)Y3HMOHHO NMPHITIOKEHHE).

Ho3a no-Hucka ot 160 mg/kg unu HepeooOBEH MpHUeM e BL3MOKHO Ja OOBeJe A0 NOJHOBABAHE HA
KpU3ara.

Ynorpeba npn nena

3a npopHNAKTAKA H PEMHCHS HA ChPOOBHIHO-KJICTbYHA BA30-0KIy3HBHA KpH3a
IlpenopsuBanaTa aHesHa A03a 3a npodunakruka € 160 mg/kg.

[IpenoppuBaHaTa AHEBHA Jo3a 3a pemucus e 300 mg/kg, HHTpaBEHO3HO.,

Ho3za no-Hucka ot 160 mg/kg unu HepeiOBEH MpPHEM € BB3IMOXHO Aa J0BEIE A0 MOJHOBABAHE Ha
KpHU3aTa.

ITupawteram MOKe Aa ce mpuiara nNpu aeua Hajg 3 roaMHy CTPaAally OT ChPITOBHAHO-KNEThYHA
AHEMHs B PSKKMa Ha MpenopbyBaHHTe AHEBHH 003H (mg/kg). [IupaneraM ¢ npunarad B orpaHdYeH
Opo# neua ot 1 1o 3 roauHH.

Jleyenne Ha JHCAEKCHA (RApYmICHAS B cHocofB0CTTA 34 YeTeHe) B komOruanns ¢ ropopna
Tepandd OpH Jena

[Ipn acua Hag 8 ronMHU M OHOWIK MpENOPbYBAHATa AHEBHA 1032 € OKOJIO 3,2 g, pa3jeneHa Ha JBa
NpUeMa.

IIpaaoxenne
TabneTkuTe ce MOrmeLIAT ¢ TEYHOCT.
[IpenoppuBa ce nHeBHaTa 403a a Ce MPUEMa Ha ABA JI0 YETHPH IIPHEMA.

HpoALMKATETHOCT HA JIEICHHAETO

Bue tpabea na npuemare HooTponui ToskoBa NpoAB/DKHTEIHO, KONKOTO BU € nocbBeTBaN Bainus
nexap. [1pu ieyeHHe Ha XpOHHYHM 3a00NABaHUs ONTTUMANIEH e(heKT Ce MOCTUra OBGMKHOBEHO cieq 6 1o
12 ceaAMHLA.

AKo cTe IpHeNd noseve oT Heobxoanmara x03a Hoorponn
YBeaomere Bamrug nekap, ako cte npuenu rnosede oT HeOOXoaUuMarTa 1o3a.




AKo cTe nponycHAIH Aa npaemere Hoorponun
He B3emaiiTe npoiiHa 003a, 3a 4a KOMOEHCHpare npomycHarara. [Ipoasmkere na npuemare
Hootponun kakto By e kasan Bawiug nekap.

AKo cre cipear npaema Ha Hoorponn.

3a 1a ce NpeAOTBpATH Bb30OHOBABAHE HA OIUTAKBAHUATA, MPEKLCBAHETO HA JIeUeHUETO ¢ HoOTponun
TpAOBA Ja CTaBa MOCTEINEHHO - ¢ 1,2 g nMupaueTaM Ha BCEKH 2 JHM.

AKO UMAaTe¢ HAKAKBH JOITbJIHHTEAHHU BBITPOCH, CBBP3aHH ¢ ynoTpedara Ha TOBa 1€KaAPCTBO, MOJIA
nonuraire Bawuusa nexap win gapMaLieBT.

4. Bb3MOXHE HEXeJAHH PeakIHA

KakTo BCHYKY JIEKapCTBa, TOBA JIEKAPCTBO MOXKE Na NMPEAU3BHKA HEXKEIAHH PEaKUMH, BBIIPEKH Ye He
BCEKHM T'Hl N10Ty4aBa.

AKO TIONTyYHTEe HAKAKBY HEXENaH! IEKAPCTBEHU peaxkiuyy, yseaomeTe Bainus nekap unu ¢apmauesr,

YecTr (Moxe aa 3acernart go 1 na 10 aymn):

- HapymeHus or ¢rpaHa Ha HEPBHATA CHCTEMA: XHUIMIEPKHHE3UA (MTOBHUILIEHA aKTUBHOCT);
-  H3acneapavusa: MOBHLUABAHE HA TEINIOTO;

-  Tlcuxu4yHM HApYyLUCHHA: HEPBHOCT.

Hevectn (Moxe aa 3aceraar A0 1 ua 100 xymn):

- IlcHxuyvHU HapyllleHUS: Aenpecus;

-  HapyuieHns Ha HepBHATa CHCTEMAa: COMHOMEHTHOCT (ChHIIHBOCT);
- O0wwu HapylueHus: actenus (ciabocr).

C Ben3BeCcTHA 49ecTOTA (OT HAJIHYHHTE JAHHH He MOke Aa ObJe HANpaBeHA ONEHKA 32

qecToTAaTAa):

-  Hapyinexnus Ha kKpbBTa: XeMOpPar#iH{ HapyleHU;

-  HapyweHnus Ha yxoTo ¥4 1abupuHTa: BepTHrO (4yBCTBO HA CBETOBBLPTEK);

- CromalHO-upeBHHU HapylueHus: 601ka B kopeMa, 00JIka B ropHaTa 4acT Ha KopeMa, uapus,
rajcHe, OBphIllAHE;

-  HapyuieHuns Ha HMyHHATa CHCTeMa: aHA(DWIAKTOMAHA peakKUsa, CBPbXYYBCTBHTEHOCT;

- HapymeHuda Ha HepBHaTa cucTeMa: aTaKCHA (JIMNCA Ha KOOPAMHALIMA Ha IBHXKEHHATA),
HapyLUE€HHUs B paBHOBECHETO, BIOLIABAHE HA CNTWICTICHATA, IN1aBo0onHe, Oe3CHHuE;

- IlcuxnyHM HapylieHUs: Bb30yaa, TPEBOKHOCT, OOBPKAHOCT, XANIOLHHALIMH,

- Hapyluenusi Ha Ko)KaTa ¥ NOAKOXKHATA ThbKAH: aHTHOHEBPOTHYEH €IEM, JEPMATHT, IIPYPHTYC,

YpTHKapHs.

CrofimaBane HA HEKEJIAHH PEAKIHHA

AKO MOMyYHTe HAKAKBY HEXKEJIaHH JIEKapCTBEHH peakuuH, yseaoMere Bamna nekap nwian dpapmaliest.
ToBa BkAIOYBA BCHUKH BB3MOXKHH HEOITMCAHU B Ta3M JIMCTOBKA HEXKE/IaHK peakilMH. MoxkeTe cbilo Aa
chOOLIHTE HEXKENAHHU PeaKiMu AMPeKTHO upe3 UsmbiHHTeHA areHIHA NO AekapcTeaTa, yiI. ,,JlaMaH
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaitT: www.bda.bg.

Karto cpoliaBaTe HeXXelaHU peakLMH, MOXKETE Aa IafieTe CBOA NMPHHOC 3a MOoJy4YaBaHe Ha NoBeYe
HHpOpMAaLIHA OTHOCHO 6€30NMaCHOCTTa Ha TOBA JIEKApPCTRO.

S. Kak na enxpaaaBate Hoorponua

CoXxpansapaiiTe Ha MACTO, HEAOCTHITHO 32 JAelia.
He ce u3KcKkBaT crieUalHu YCIOBHA Ha ChXPAHEeHHE.




He u3non3BaiiTe JeKapCcTBOTO CJie] M3THYaHE CpOKa Ha roJAHOCT oTOeNsA3aH BbpXY ONAaKOBKaTa Cle/
“I'onen n0:”. CpOKBT Ha TOAHOCT OTroBaps Ha MocCJe€AHUA JA€H OT MOCOUYEHHS MECELL.

6. CbabpKkaHHe HA ONAKOBKATA H A0NbJHHTE/IHA HHPOpMaALHA

KakBo cbabpxa Hoorponna
AKTHUBHOTO BELLIECTBO € NMUpaLIETaM.

Jlpyrure ¢cbCTaBKH ca:
Anpo Ha Tabnerkara: MakporoJ 6000, cuiMuMeB IHOKCHA, KOJIOMAEH 0€3BOAEH, MarHE3MEB CTeapar,

KpOoCKapameJsio3a HaTpHH.
OUIMOBO MOKPHUTHE: XHAPOKCHITPOITHJIMETHIILETYJ103a, TUTAaHOB AHOKCHA (E 171), makporon 400 u

makporos 6000.
Kak n3raexaa Hoorponui 1 KakBoO CbAbpKa ONIAKOBKATA
benu, npoavaroBatH, GUIMHUpaHU TaOJIETKHU ¢ AeUTe/IHA YepTa, MapkupaHu ¢ N/N. OnakoBka:

KapToHeHH KyTHH no 30, 60 u 100 punMupaHu TabieTKH.
He BcHuku BUOOBE OMAakOBKM Morart Aa Obaar MmyCcHaTH Ha nasapa.

[IpuTexkares HA paspelieHHEeTO 32 ynorpeda H nponu3BOAHTE]
[IpuTexxaTen Ha pa3pelIeHUETO 3a ynorpeda:
Advanz Pharma Limited, Unit 17, Northwood House, Northwood Crescent, Dublin 9, D09 V504,

HUpnanaus

[1pousBoauTe:

UCB Pharma SA, Chemin du Foriest, B-1420 Braine-I’ Alleud, benrus
Aesica Pharmaceuticals GmbH, Galileistrasse 6, 08056 Zwickau, ["'epmanus

JlaTa Ha mocJIeiHO npepasrJiekaaHe Ha Jucroskara 12/202S.




