JIlucroBka: nHdopmanus 3a norpeduTe. s

Hoorponna 1200 mg puamupann TadjieTKu
Nootropil 1200 mg film-coated tablets
nupateram (piracetam)

IIpoyereTe BHHMATEHO UAJIATA JJHCTOBKA NPEAH A 3aN04HeTe 1a IPHeMAaTe TOBa JIEKAPCTBO,

ThbH KaTO TH ChbAbPiKA BaxKHa 32 Bac undpopmanus.

- 3amnasere Ta3H JIMCTOBKA. Moxke Ja ce HaJIOKH J1a 1 MpOoYeTeTe OTHOBO.

- AKO MMarTe HAKaKBH JIOMbJIHUTE/IHMA BBIIPOCH, NnonuTaiTe Bawuus nekap uau dapmalenT.

- Tosa nekapcTBo e npeanucaHo aM4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBMCUMO, Y€ MPU3HALIUTE HA TAXHOTO 3a00J/1s1BaHe ca ChlIUTe Kato Bawure.

- AKO NMOJIly4YuTe HAKAKBH HEXKEJIAHH JIEKAPCTBEHHW pPeakLMH, yBeJaomere Bawus nekap unu
¢apmaueBT. ToBa BKJIIOYBA U BCHUKH Bb3MOXKHH HEXKEJIaHW PeaKLMH, HEONMCAaHH B Ta3H
JIMCTOBKA. Brxxte TOouKa 4.
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1. KakBo npeacrasasasa Hoorponua H 3a KakBo ce H3nmo0J13Ba

HooTponui nprHa/JIeKH KbM rpyrnaTa Ha HOOTPOITHUTE JIEKAPDCTBEHHU CPEeACTBA, MPOU3BOJIHH Ha
rama-aMMHoMac/ieHara kuceanHa. Hoorponun nogobpsiea v Bb3CTaHOBABA MO3HABATEIHUTE
CIMIOCOOHOCTH CJie/l pa3/IMYHH MO3bYHHU YBPEXKIAAHHS, KATO XUITOKCHSA (HELOCTUT Ha KMCIIOpO/),
MHTOKCHKALIMH (OTpaBsHHA) U p., 0e3 Na nposBsiBa CEAaTHBHO WJIH IICHXOCTUMY.JIMPALLO JIEHCTBHE.
HooTrpomnun nogodpssa peojoruyHUTE CBOMCTBA Ha KpbBTa. HooTpomnun ce u3noJi3ea npwu:

Bb3pacTHn:

# CHMNTOMATHYHO JIEYEHHUE HA NICUXO0-OPraHU4Y€H CHHAPOM ChC CJACHHUTE NPOSBU: HApYLIEHHE HA
namMeTTa U BHUMaHHUETO, JIUIICA HA MOTHUBALUA.

s JleyeHre Ha KOpTUKAJIeH MHOKJIOHYC (BHE3aIHH HEBOJIEBH MYCKYJIHH ChKPALLEHH ),
CaMOCTOSTE/THO UJIK B KOMOMHALIUS.

= JleueHue Ha BEPTHUro (CBETOBBPTEXK M LLIYM B YLIMTE) U CBbP3aHUTE C HETO HAPYILUEHHUS Ha
PAaBHOBECHETO, C H3KJIKOYEHHE HAa 3aMassHOCT OT Ba30OMOTOPEH MJIU MICUXHUYEH MPOU3XO/I.

] 3a NpoU/IaKTHKA U PEMUCHS Ha ChPMNOBHIHO-KJIEThYHA Ba30-0KJIY3HBHA KpH3a.

Heua:

» JleueHne Ha aucnekcus (HapylueHUs B COCOOHOCTTA 3a YeTeHe) B KOMOWHALMS C MOAXOASLIH
MEPKH, KaTO NOBOPHA Teparms.

© 3a npo(HJIAKTHKA U PEMHUCHUS Ha ChPIIOBUHO-KIEThYHA Ba30-OKITy3MBHA KPH3a.

2. Kakso Tps0Ba 1a 3Haerte, npeau aa npuemere Hoorponu.

He npuemaiite Hoorponmu.i:

® AKO CT€ aJIepruyHH (CBpbX4YyBCTBUTE/IHM) KbM MHPALIETAM HJIH KbM HAKOS OT OCT
CbCTaBKH Ha HooTrpomnui.

® B ciy4aii Ha MO3bYEH KPbBOU3JIUB.
° AKO CTe ¢ TexKa OBOpeuHa HeJOCTaThYHOCT.



° AKo ¢Te cbe 3abonaBaHe xopes Ha XbHTHHITOH.

IIpeaynpexaeHas A OpeANa3HH MEPKH
["oBopete ¢ Baluua nekap wiv papmauesT, npeau aa npueMmere Hoorponu.

O0nprere cnenEaNH0 BHEMaHHE OpH ynoTpedara na Hoorponmn:

¢  AKO CTe ¢ TEXbK KPBBOH3JIMB HJTH C PUCK OT KbpPBEHE,

e  Ako uMmare 6u0peuHy npodneMH MOXe 1a ce HANOXKH HaMaNgaBaHe Ha [03aTa B 3aBUCHMOCT OT
CepHO3HOCTTA M. BamiuaT jiekap Lie npeLeHH AaTi A0ZUPOBKaTa TpsAOBa aa ¢e KOpHIrHpa.

. IIpu nauKMeHTH ¢ MHOKIOHYC TPAOBa Ja ce H30ArBa PA3KOTO NMPEKbCBAHE HA JIGYEHHETO, THi
KaTO TOBa MOXE Ja NpeAM3BUKa MMOKITOHHUYHHK HIH TeHePAlIH3UPaHK IMPYOBE.

Apyra aekapersa B Hoorponua

Monsa yadopMupaiite Bailus nekap Win (papMaLeBT, akO NMpHEMAaTe WIH HACKOpPO CTe MpUEeMaIH
APYTH NIeKapcTBa, BKIIOYUTEIHO K TAaKMBAa, OTITyCKaHu 6e3 pelerra.

[Ipu eanoBpeMeHHO neueHHe ¢ THpoHuaeH ekeTpakT (T3 + Ta) € croOuIeHO 3a nosBa Ha OOBPKAHOCT,
pa3pa3HUTENHOCT H CMYLIICHHS B ChHA. EAHOBPEMEHHOTO NEYEHHUE ¢ AHTHKOATYJIAHTH WK
TPOMOOLIMTHH aHTHArperaHTy (BIJIIOYHTENTHO HHCKA 1033 alIETWICATMLIMIOBA KHCE/IHHA) [TOBHILIABA
PHCKa OT KbpBEHE.

bpeMeHnoOCT, KbpMeHe H pepruiaurer

[TocwBeTrBafire ce ¢ Bamng nexkap win gapMaueBT npeau ynorpebara Ha KOETO U Aa € JIEKapCTBO.
Hootponun He TpsaOBa Aa ce U3moa3Ba o BpeMe Ha OpEeMEHHOCT OCBEH B CiTy4aii Ha KaTeropuyHa
HeoOXoAUMOCT. HEMa AocTaThUHO NaHHM 3a ynotpebara Ha nupaueTaM Npu GpeMeHHH XKeHH.
IIupaneram ce oTaens B yoBeUIKaTa kbpMa. He W3noszeaiTe nupaneram no BpeMe Ha KbpPMEHE HITH
KbpMEHETO Tps0OBa a Ce NpeyCTaHOBK AOKATO CE MPOBEAAA JIEYEHHE C NMUPALIETaM.

Mlodrpane 1 paboTa ¢ MALLIHHHE
HooTtponun Moxe 1a NOBIUAE BBPXY CIOCOOHOCTTA 3a WogHpaHe U paboTa ¢ MAIIMHK B PE3YJITAT Ha
HAKOH OT HEXKEJIAHWTE JICKAPCTBEHH pPeaKLIMH, KOeTo TpAOBa Aa ce UMa NpeaBH.

Ynorpeba npr NanHERTH B CTAPYECKA Bb3pacT
[ipenopbuBa ce NMalMeHTHTE B CTAPUYECKA BH3pacT Aa MOCELIABAaT PEIOBHO NIEKYBALIUA JIEKAp, 3a /Ia CE
aganTapa 4o3aTa NpH HEOOXOAUMOCT.

HooTponua ¢cbAbpka HATpRid

ToBa nekapcTBO ChbABPXKA OKOJIO 46 mg HATpUH (OCHOBHA CHCTABKA HA FOTBApPCKaTa/Tpane3HaTa co)
3a 24 g nupaneraM. ToBa KOJIHUECTBO € EKBUBAIEHTHO Ha 2,3% OT NpenopbhuMTEIHHA MaKCHMANEH
AHEBECH XPaHUTEJIEH TTPHEM Ha HATpHH 3a Br3pacTeH. Toea TpsabBa aa B3eMe nNog BHHMaHHE NpPH
MAlMCHTH Ha IHETA C KOHTPOJIMpPaH MPHEM Ha HATPHH.

3. Kak na npremate HooTponua

Bunaru npuemaiite HooTponuia TouHo kakto Bu e ka3zan Bamus nekap. Ako He CTe CHUI'ypHH B HELIO,
nonuTaitre Baiua nekap wnu gapmanest. Hootponun Moxe na ce npuema ¢ wiu 6e3 xpaua.
[IpenopbunTenHara noza e:

CHEMITOMATHYHO JiedeHHe HA NCHXO-OPraHAYHH CHHAPOMH (BJIOIIABAHE HA YMCTBEHATA
AeHHOCT)

JleyeHHero 3ano4Ba ¢ AHEBHH J03M OT 4,8 g nupawLeTaM fpe3 MbPBUTE HAKOJIKO CEAMHLM, C
ce HaMansT 10 2,4 g nHeBHO. Te3n no3u Tpabra ga ce pa3fensar Ha 2-3 npHeMa.

JleueHHE HA MHOK/IORYC (BHE3ANHH HEBOJIEBH MYCKY/IHH ChKPAMICHHAS) C KOPTR




JHeBHaTa nosa Tpadsa na 3anoune ¢ 7,2 g, ¥ Aa ce ysenu4yana ¢ 4,8 g Ha BCEKH TPU MJIM YETHPH JHH
00 MakCHMyMa OT 24 g, pasnpeac/icHa Ha IBA WIIH TPH NpueMa. JIeueHHeTo ¢ Apyrure
NPOTHBOMHOKIIOHHYHH JICKAPCTBEHHU CpeacTaa TpAOBA Aa C€ 3a1a3d B chillaTta n03a. B 3aBHCHUMOCT OT
MOCTHIHATHUA KIMHHYHHUA pe3ylITaT, akoO € Bb3MOXKHO, JO3UPOBKATA HA APYryTe IMOJ00OHM JIEKapCTBa
TpsOBa 71a C& HaAMAaH,

BeaHbxK 3aroqHaNo, JIEYSHHETO ¢ nMpaLlieTaM TpsaOBa Ja NPOABLJDKA JOKATO MPOAB/DKABA H
TbPBOHAYATHOTO LiepebpanHo 3abonsgBaHe.

Brnnpexu Topa, Ha Bceku 6 Mecelia TpsOBa Aa c€ NPaBAT ONUTHU 32 HAMAJIABAHE HA 03aTa WIH CIIMpaHe
Ha JleueHHeTo. Buamanue, nauueHty ¢ 660pednn npobnemu TpabBa Aa npUeMaT 1o-MajiKi A03H {BXK.
ObbpHeTe cneLHaHO BHUMaHKUE npy ynotpebara Ha Hootponun). [Tpoak/iokuTeTHOCTTA Ha
JICYCHHETO 3aBHCH OT Xapakrepa Ha Bamara bonect U NOBIUABAHETO Ha Or1akBaHuATa BH. AKo
cMATate, ye edekra Ha HooTponin e npexkaneHo cuieH unu ¢inabd, KoHcyaTupaiite ce ¢ Bauius nekap
WIH (hapMalleBT.

JledyenHe HA BepTHAIo (CBeTOBLPTEXK H IIYM B YIIHTE)
[Ipenoprusanara nHeBHa no3a BapHupa ot 2,4 g 1o 4,8 g, pazaeneHa Ha IBa WY TPH NpHEMa,

3a npodpniakTHKA B PEeMHACHS Ha CLPNOBHAHO-K/IETHYHA BA30-0KIY3HBHA KPH3a
IIpenopbuBaHaTa qHeBHA N03a 3a npodunakTuka ¢ 160 mg/kg nepopanHo, pasaeieHa Ha HeTHPH
npuemMa.

[IpeniopbuBaHara nHEeBHA 103a 3a pemucus e 300 mg/kg, UHTPaBEHO3HO, pa3/ie/ieHa Ha YETHPH
prHeMa (K3noa3Bar ce GOPMHTE 3a HHXKEKIIMOHHO U HHPY3ZHOHHO NPHIOKEHHE).

Jo3a no-uucka ot 160 mg/kg unu HepeOBEH NMpHeM € Bb3MOXKHO Ja JOBeIe JO NOJHOBRBAHE HA
KpHU3aTa.

Ynorpeba npH aena

3a DPOPHIAKTAKA H PEMHACHS HA CHPIOBHIHO-KAECTHYHA Ba30-0KJIY3HBHA KPH3a
IIpennopruBanara gHeBHa A03a 3a npoginakThka € 160 mg/kg.

IlpenopruBanara qHeBHa Ao03a 3a peMHucHs ¢ 300 mg/kg, HHTpaBeHO3HO.

Hoza no-nucka ot 160 mg/kg unu HepeaoBeH NMpHEM e BE3MOXKHO Ja AOBEIE A0 NOJHOBABAHE HA
KpH3aTa.

[TupanieTam Moke Oa ce mpuwiara npu Aeua Hag 3 FOJYHH CTPaJallli OT ChPIIOBHAHO-KIETHYHA
aHEMHA B PEKHMa Ha INpenopbuBaHUTe AHEBHM 0034 (mg/kg). [Tupaneram e npunarad B orpasuyeH
Opoii geua or 1 10 3 roauHH.

Jleuenne HA NHCJIEKCHS (HApymenHs B cnoco6HoCTTA 32 MeTeHe) B KOMOHHALHS ¢ rOBOpHA
TEpaNHA NPH Aena

[Ipu neua Haxg 8 roaMHHM H IOHOLLIM NPENOpbYBaHATA AHEBHA 1034 € OKOJIo 3,2 g, pa3JeneHa Ha ABa
npHeMa.

IIpunoxenne
TabaeTkuTe ce NOrIbILAT ¢ TEYHOCT.
IIpenopbuBa ce AHEeBHAaTa [03a Ja ce MpHEMa Ha [Ba JI0 YETHPH NPHEMA,

IIpoanL/KHTE/HOCT HA JIeYEeHHETO

Bue Tpabsa na npuemate HooTponun Tonkosa NpoabDKHTENHO, KOKOTO By € nockBeTBan Bawus
nekap. Ilpu neyenne Ha XpoHHYHH 3a60/19BaHUA ONITUMANEH €PEKT ¢e MOCTUra OGMKHOBEHO ciea 6 10
12 cenmuum.

AKO cTe npHeu noseve or Heobxoaumara 103a Hoorponnan
YBenomete Bamua nekap, ako cTe rnpueau nopeye oT Heobxoaumara ao3a.

AKO ¢Te OponycHAJH Aa npEemere Hoorponra
He B3emaiime aBoiiHa no3a, 3a 1a KOMNeHcUparte npomycHarara. [lpoawskeTe aa npue
HooTtponun kaxro Bu e kasan Baums nekap.




AKko cte cnpenu npuemMa Ha Hootponaa
3a na ce npeaoTBpaTH Bb30OHOBABAHE HA OTUIAKBAHMATA, NPEKBCBAHETO Ha JieueHHeTo ¢ HooTponun

TpaAdOBa Ja CTaBa NMOCTENEHHO - ¢ 1,2 g nupaueTamM Ha BCEKH 2 JHH.

AKO HMAaTe HIKaKBH JOITBJIHHTEIIHY BRIIPOCH, CBHp3aHH C yrnoTpedara Ha TOBA JICKapCTBO, MOJIA
nonuraite Baumius nexap UM gapmaliesT.

4. Bb3MOXHR ReXKeIaHR pCakKIHH

KakTo BCHYKH JCKApCTRa, TOBA JICKAPCTBO MOXE Ad NPpCAN3BHKA HOXC/IaHH p€aKLiUH, BEITPCKH Y€ HE
BCCKH I'H NOJTyHaBa.

AKO MOTy4YHTe HIKAKBH HEXEJIaHH JIEKApPCTBEHH peaklnn, yBeagomere Bamus nekap wiu ¢papMaliesT.

Yecrr (Moxe na 3acersar 20 1 ma 10 gymn):

- Hapyuienus oT cTpaHa Ha HEpBHaTa CHCTEMA: XMNCPKUHE3UA (TIOBHLIEHA aKTUBHOCT);
- HacnenpaHus: NOBHILIABAHE HA TErAOTO;

- [TcuxuuHyu HapyllleHUs: HEPBHOCT.

Hegectr (Moxke aa 3acersar ao 1 na 100 nymn):

- [IcuxuHM HAPYLUECHHA: ACTIPECH;

- HapyweHns Ha HepBHATa CHCTEMA: COMHONICHTHOCT (CHHJIHBOCT);
- O6wy HapylueHus: acrenus (cnadocr).

C HeH3BecTHA YecTOTA (0T HAAHYIHHATE JAHHHE He MOKe 14 6bjle HANpaBena ONeHKa 3a

JeCcTOTATA):

- Hapymenus Ha kpbBTa: XeMOparuiHH HapylIeHHUS;

- Hapymenus Ha yxoro u nabupunTa: BepTUro (MyBCTBO Ha CBETOBBPTEXK);

- CTroMalnHO-upeBHM HapylIeHUA: O0/ka B kopema, Gosika B ropHarTa 4acT Ha KOPeMa, THapHA,
rajicHe, NOBpPLUIAHE;

- Hapyuienns Ha HMyHHaTa cucTeMa: aHaHnakTon1Ha peakuys, CBPbXYyBCTBHTEIHOCT;

- HapyuieHus Ha HepBHaTa CHCTEMA: aTakCUs (JIMNCa Ha KOOPAMHALMA Ha NBWKEHHATA),
HapyLIEHHUS B PaBHOBECHETO, BIOLLABAHE HA CMIMAJICTNICHATA, I1IaBobonue, 6e3ChHUE;

- Ilcuxuynn HapywieHys: Bb30yaa, TPEBOXKHOCT, O0BPKAHOCT, XaTIOLIMHALHH,

- HapyuieHHs Ha KOXATa M MOAKOIKHATA TbKaH: aHTMOHEBPOTHYEH €1eM, IEPMATHT, NPYPHTYC,

YPTUKapHA.

Crobmasane HA HeKeJIAHH PEAKNHH

AKO NOTy4HTe HAKAKBY HEXEAHH JIEKAPCTBEHH PEaKkUUWH, yBeaoMere Bawums nexap unu dapMauesr.
Topa BKTIOUBA BCHUKHM BB3MOXKHHM HEOMTUCAHH B Ta3H JIMCTOBKA HEXKENAHH peakuMd. MoxkeTe chLI0 Aa
CHODLIMTE HEXETAHH PeaKUMH JHPEKTHO Ype3 M3mbHUTEHA areHUua o AeKapeTsaTa, yi. ., Jlaman
I'pyeB” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebeaiir: www.bda.bg.

Karto cpobiiaBaTe HexXenaHu peakUMH, MOXKETE Aa AafeTe CBOS MPUHOC 3a N0y4aBaHe Ha [oBeye
HHQOpMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA JICKAPCTRO.

3. Kak xa cexpanasare HooTponn

CbXpaHABaiiTe Ha MACTO, HEAOCTBITHO 32 JCLA.
He ce u3ncKBaT CrieLHANHH YCIIOBUS HAa ChXpaHEHHe.

He usnonssaiite 1eKapcTBOTO el H3THYAHE CPOKA HA TOJHOCT OTOENA3aH BbPXY ONAKO
“I"'opeH n0:”. CpoKBT HA rOOHOCT OTrOBapA Ha NOCIEOHHA A€H OT NOCOYEHHS MECEL.




6. CopabpxkaHHe HA ONAKOBKATA H A0NbJIHHTEIHA HHPOpMAN KA

Kakso cbabpxa Hoorponna

AKTHBHOTO BELLECTBO € MUpaLeTaM.

Jlpyrure CbCTaBKH ca:

Anpo Ha rabsierkara: Makporos 6000, cunuumeB JUOKCU, KOIOUAEH 0€3BOIEH, MarHe3UeB CTeapar,
HaTpPHEBA KpOCKapaMeso3a.

DOuUIMOBO MOKPUTHE: XHUAPOKCUITIPOITUIMETUIILIENY 1034, TUTAHOB AHOKCHA (E 171), makporosa 400 u
makporoJ 6000.

Kak n3rnexaa Hoorponuni 1 KaKkBO ChAbPAKAa ONAKOBKATA

benuy, npoabarosatu, GUIMHUpaHU TabJIETKH C AeIuTe/Ha YyepTa, MapkupaHu ¢ N/N. OnakoBka:
kapTOHeHH KyTUH 1o 20, 30, 60 u 100 punmupanu TabneTkw.

He BCHYKHM BUI0BE ONMAKOBKHU Morar Ja ObAaT MyCHATH Ha nasapa.

IIpuTexkaTe) HA pa3pelIeHHETO 32 ynoTpeda H NPOH3BOAHTE.]

[IpurexaTen Ha pa3peLieHHeTo 3a ynorpeoda:

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

[IpousBoauren:

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

Aesica Pharmaceuticals GmbH, Galileistrasse 6, 08056 Zwickau, I'epmanus

JlaTa Ha nocJieAHO npepasrJexiane Ha JHCTOBKaTa 12/2025.




