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JIMCTOBKA: HH®OPMAIIHS 3A IIOTPEBUTEJISA

Hoorponna 800 mg puamupanu tadjierkn
Iupaueram (piracetam)

IIpoyeTere BHHMATE/IHO NS/IATA JIHCTOBKA IPEH 1A 3all0MHETE 1A IPHEMATE TOBA JIeKAPCTBO.

- 3anasere TasH JIMCTOBKA. MOJKe Jja ce HAJIOXH Jia i IPOYETETE OTHOBO.

- AKo ¥MMate HAKaKBM JOMbJIHUTEIHH BBIPOCH, NonuTaiiTe Bawus nexap unu dpapmauesr.

- Tosa nekapcTBo € npeanucato nuyHo Ha Bac. He ro npeotcrbnBaiite Ha apyru xopa. To Moske
Jla UM HaBpPeIH, HE3aBHCHMO OT TOBA, Y€ TEXHHTE CUMIITOMH Ca ChLUMTE KaTto Bamure.

- AKO HAKOS OT HEXEJIAHHTE JIEKAPCTBEHH PEaKLMH CTaHe CepHO3Ha, WM 3abenexuTe Ipyr,
HEOMHMCaH! B Ta3H JIMCTOBKA HEXEIAHH pPeaKkUMH, Mois yBeaoMere Bawms sexap wiu
¢dapmauesT.

HBARATENA ATERLIS N0 JIEKAPCTBATA

B Ta3n JHcTOBKA ¢ g
TucmeBka - lpuroxeHue 2
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Kaxso npepcTasnsa Hootpomust u 3a kaKso ce H3uonsaa 1, RO I L
IIpenu na npuemere Hoorponun 75 T 0 10N

Kak na npuemate Hootponun pagpeiere Ne 702 Tl o e
BB3MOXXHH HEXENAHH PeaKLHH
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1. KAKBO IIPEJACTABJISIBA HOOTPOIINJI U 3A KAKBO CE M3I10JI3BA

Hootponun npHHamnexu KbM rpynaTa Ha HOOTPOIHHTE JIEKAPCTBEHH CpPE/ACTBA, NMPOU3BOAHH Ha
ramMa-aMMHOMaclieHaTa KkucenuHa. HooTponun mnonoOpsBa M BB3CTAHOBSBA MO3HABATEJIHHTE
CMOCOOHOCTH cjiel pa3iMYHH MO3BYHH YBPEXIAHHSA, KaTO XHMOKCHA (HENOCTHI HAa KHUCIOpOZD),
MHTOKCHKaLMH (OTpaBiHMA) H Ip., 6e3 Aa nposBsiBa CEJAaTUBHO WIIM MCHXOCTUMYJ/IMPALO ACHCTBHE.
HooTpomuwi nogobpsBa peonoruunute coiicTsa Ha kpbpbTa. HooTponui ce usnonssa npu:

BunapacTan:

. CHMNITOMaTHYHO JieYeHHE HA MCUX0-OpTaHHYEH CHHAPOM ChC CIEIHHUTE NPOABU: HAPYIICHHE Ha
MaMeTTa U BHHMaHHETO, JIMICAa Ha MOTHBALIMA.

° JleyeHWe Ha KOpPTHKalleH MHOKIOHYC (BHE3alHH HEBOJIEBH MYCKYJHH CBbKpallEHHs),
CaMOCTOSATEHO WIH B KOMOHHaLuA.

] JleyeHne Ha BEpTHro (CBETOBBPTEN M LIYM B YIIHWTE) W CBBP3aHHUTE C HEr0 HapyLICHUs Ha
PaBHOBECHETO, C H3KITFOUEHHE Ha 3aMasHOCT OT Ba30OMOTOPEH MJIH NICUXHYEH MPOU3XOL.

. 3a npouIaKTHKa ¥ PEMHCHS Ha ChPIOBUAHO-KJIEThYHA Ba30-OKJly3MBHA KPH3a.

Hena:

. JleueHue Ha AMCNEKCHs (HapyleHHs B CMIOCOOHOCTTA 3a ueTeHe) B KOMOMHALMA ¢ MOAXOAAILH
MEPKH, KaTo rOBOPHA Tepanus.

. 3a npodHIaKTHKA U PEMUCHSA Ha ChPIIOBHAHO-KICTHYHA Ba30-OKIIy3HBHA KpH3a.

2. IIPEJM JA IPUEMETE HOOTPOIIWJI

He npuemaiite Hoorponua: e

. AKoO cTe ameprudHM (CBPBXYYBCTBHTEJIHH) KbM MNHpalieTaM MJIH KbM HAKOf OT OCTaHAIUTE, '
cbeTraBkd Ha Hootponun. o

. B cnyuaii Ha MO3BYEH KPBBOU3JIHB. ' P




. AKo cTe ¢ Texxka 6B0pedHa HeIOCTaTbUHOCT.
. AKO cTe che 3ab0naBaHe Xopes Ha X bHTHHITOH.

O6bpHeTe cnenHaIHO BHUMaHHe NPH ynoTpe6aTa na Hoorponmi:

. AKO CTe C TeXKbK KPBBOM3JIHB HITH C PHCK OT KbPBEHE.

. Ako umate 6bOpeuHH npoGIeMH MOXe /1a Ce HAJIOXKM HaMaJIsiBaHe Ha /103aTa B 3aBUCHMOCT OT
CepHO3HOCTTa M. Bawuus nekap e npeeHu Janu 1o3HpoBKaTa TpAOBa a ce KOPHIUpa.

. IIpu naumenTu ¢ MHOKIOHYC TpAGBa Aa ce W30ArBa PA3KOTO NPEKHCBAHE HA JICYEHHUETO, THId

KaTo TOBa MOXE a NpCAU3BHKAa MUOKJIIOHHYHH WU IFeHCpaIM3UPaHH rbPYOBE.

Ynorpe6a Ha ApyrH JexapceTBa:

Mons undopmupaiite Bawmus nekap wix ¢apMaueBT, ako NpHeMaTe WM HACKOPO CTe MpHEMAJH
JApYTI'H JIEKapCTBa, BKIIOYMTEIHO U TAKUBA, OTITYCKaHH Oe3 pelienTa.

Ilpu enHoBpemeHHO nedeHue ¢ THpouaeH exctpakT (T; + Ty) e choblIeHo 3a MosBa Ha OGBPKAHOCT,
Pa3sapasHUTENIHOCT W CMYLUEHHMS B CbHA. EJNHOBpEMEHHOTO JleYeHME C AaHTHKOAryjJaHTH WM
TPOMOOLMTHM aHTHArperaHTH (BIJIIOYMTETHO HHCKA 1033 ALETHICATMUMIOBA KHMCEIMHA) MOBHINABA
PHCKa OT KbpBEHe.

bpemennocT H KbpMeHe:

ITocwBeTnaiite ce ¢ Bamus nekap win dapmaueBT npeau ynorpeGara Ha KOETO M Ja € JIEKapCTRO.
Hootponun He TpsGBa na ce u3nosasea 1o Bpeme Ha OPEMEHHOCT OCBEH B Cllyyaill Ha KaTeropH4Ha
HeobxoaumMocT. HaMa ocTaTh4HO JaHHM 3a yoTpebara Ha MUpaueTam npH GpeMeHHH JKEHH.
[Mupaueram ce otaens B YoBelukaTa kbpMa. He u3non3saiite nupaueram no BpeMe Ha KbPMEHE HIH
KBbPMEHETO TpAGBa Aa ce NMPeyCTaHOBH JOKATO C€ NMPOBEX/AA JIEYEHHE C MUpPALIeTaM.

Illopupane n paGora ¢ MALIHHMU:
Hootponun Moxe na nopiuse BbPXy CrOCOOHOCTTa 3a wodHupane U paboTa ¢ MallIMHH B pe3ynTaT Ha
HAKOM OT HEXEJIaHUTE JIEKAPCTBeHU peakiiuy, KOoeTo TpaOBa 1a ce UMa NpeaBHA.

Ynorpe6a npH nanHesTH B HanpeHA/Ia Bb3PACT:
IIpenopbyBa ce MaLKMEHTHTE B HaMpeAHaja Bb3pacT Ja NocellaBaT peJOBHO JIeKyBalllys JieKap 3a Ja
Ce aJanTHpa J03aTa npH HeoGX0AUMOCT.

Baxna undopmanus 3a NOMOIHHTE BeIIECTBA:
Tosa nekapcTBO chabpxa npubnusutenHo 2 mmol (und okono 46 mg) Hatpui 3a 24 g nupaueTam.
Tosa Tps#6Ba 1a B3eMe Mo BHUMaHHE NPH NALMEHTH HA IMETa C KOHTPOJIMPaH NPHEM Ha HATPUH.

3. KAK JIA IPHEMATE HOOTPOIIILI

Bunaru npuemaiite Hoorponun TouHo kakto Bu e ka3an Baiuus nekap. AKo He CTe CUTYPHH B HellO,
nonuraiire Bawma nekap wnu ¢apmauesr. Hootponun Moxe na mpuemMa ¢ wid Ge3 XpaHa.
O6uuaiinaTa fo3a e:

CHMOTOMATHYHO JeYeHHEe HA MCHXO0-OPraHMYHH CHHIPOMH (BJOLIABaHe HAa YMCTBeHATa
aeiHOCT)

Jleuenunero 3anouBa ¢ JHEBHHU 1034 OT 4,8 g NMHpaLeTaM Npe3 MbPBHTE HAKOJIKO CEAMMLH, CIIEA KOETO
ce HaMaJIAT 1o 2,4 g nHeBHO. Te3u Ho3u TpsAGBa Aa ce pa3Aenar Ha 2-3 npuema.

JleuenHe Ha MHOKJIOHYC (BHE3AIIHH HEBOJIEBH MYCKYJIHH ChKPALEHHR) C KOPTHKAJICH IPOHA3X0
JlHeBHaTa mo3a TpaAOBa na 3anouHe ¢ 7,2 g, ¥ Ja ce yBenu4ana ¢ 4,8 g Ha BCekH TPH WIH YETHPH JHH
IO MakcHMymMa OT 24 g, pasmpeleHa Ha [Ba WIH TpPH npuema. JleueHueTo ¢._npyrure
NMPOTHBOMHOKJIOHHYHH JIEKAPCTBEHHU cpelcTBa TpAOBa Ja ce 3amasy B ChllaTa 403a. BBaBHCI/IMOCTUI‘
TIOCTHIHATHS KJIMHHYHKA PE3y/TaT, ako € Bh3MOXHO, J03MPOBKATA Ha JAPYTMTE NOAOGHH nexapcm
TpsbBa Ja ce HaMalu.




Bennwvx 3anounano, neuenmero c MHpaleTaM TpsGBa Aa NPOABKM [NOKATO MPOIB/IKABA M
ITbPBOHAYAITHOTO LiepebpaiiHo 3a60saBaHe.

Bunpeku ToBa, Ha Bceku 6 Mecena TpaGBa Jla ce NMPaBAT ONHUTH 32 HAMANISABAHE HA 103aTa WK CIHpaHe
Ha nieyeHueTo. Buumanne, naumentd ¢ 6u6peunn npoGiemu TpA0Ba [a NpHEMAT 10-MaJIKH 034 (BIK.
O6bpHeTe cneuHanHO BHUMaHMe npu ynorpebata Ha Hoorponun). ITponb/kMTenHOCTTa Ha
JICYCHHETO 3aBUCH OT XapakTepa Ha Balata GosecT H HOBIMABAHETO HAa OIUIAKBAHMSTA Bu. Ako
cmsTare, ye edexra Ha Hootponmn e npekaneHo cunen wiu cnab, koHCynTHpaiite ce ¢ Bawms nexap
WM apMauesBT.

Jleuenne na Bepruro (cBeToBBPTEXK M IIyM B YHIHTE)

IIpenopbuBanaTa qHeBHa 1032 Bapupa ot 2,4 g no 4,8 g, pasgencHa Ha ABa WK TPpH NpHeEMa.

3a npoduiaKTHKA H peMHCHS Ha CbPIOBHIHO-KJ/IETHYHA Ba30-0KJIY3HBHA KpH3a
IlpenopbuBanara aHeBHa mo3a 3a npodunaktuka e 160 mg/kg nepopaiHo, paszeneHa Ha 4etHpu
IpHeMa.

[lpenopbuanara nHeBHa no03a 3a pemucus e 300 mg/kg, MHTpaBeHO3HO, pasjeneHa Ha ueTHpH
npuema (M3No/3BaT ce YOPMHUTE 33 HHIKEKLIMOHHO H MH(]Y3HOHHO MPHIOKEHHE).

Hos3a no-nucka or 160 mg/kg i Hepenosen NPHEM € BB3MOXKHO J1a I0BeJIe [0 MOJHOBABaHE Ha
KpH3aTa.

Jeua

3a npoduiaKkTHKA H peMHCHS HA CbPIIOBAAHO-KJIEThYHA Ba30-0KJIy3HBHA KpH3a
[penopbuBanara aHeBHa 1034 3a npo¢unakraka e 160 mg/kg.

IIpenopbuBanata nHeBHa n03a 3a pemuicus e 300 mg/kg, HHTpPaBEHO3HO.

Ho3a no-nucka ot 160 mg/kg unu HepeOBEH NPHeEM € BE3MOMKHO /1A I0BEIE J10 NOJHOBSIBaHE Ha
KpH3aTa.

IInpaueram moske aa ce npunara npu neua Haa 3 roauHu CTpaJall{ OT ChbPNOBUAHO-KJIEThYHA
4HCMU B peXHMMa Ha IPeNOpLYBaHHTE AHEeBHH 1034 (mg/kg). ITupaueTam e npuiaran B orpaHAYeH
6poii neua ot 1 1o 3 roguHu.

Jleuenne Ha AHcaexcHs (HapymeHHs B cnocoGHOCTTa 3a 4YeTeHe) B KOMOMHALMS C roBOpHA
TepanHus NpH Aeua

Ilpu neua Han 8 roaHu M IOHOWM TMpenOpBYBAHATA AHEBHA 1033 € OKOJO 3,2 g, paszeneHa Ha zBa
npueMa.

IIpunoxenne:

TaGneTkuTe Ce MOrIBINAT C TEYHOCT.

IIpenopbuBa ce qHeBHaTa f03a Aa ce npyeMa Ha /1Ba 10 YETHPU NpHEMA.

ITpoALIKHTEIHOCT HA JIeYeHHETO:

Bue Tps6sa na npuemare HooTponui TONKOBa Mpoab/DKHTENHO, KOAKOTO BH ¢ mocheersan Bamms
nekap. Ipu neverne Ha XpoHHYHH 3a601BaHMs ONTUMaIeH e)EKT Ce IOCTUra OGHKHOBEHO cien 6 no
12 ceamuuu.

Axo cre npuesn noseye or HeoGxoanmara g03a Hoorponmua:

YBenomere Bawus nekap, ako cTe npuenu noeeue oT HeoGX0AUMATA 1034,

Ako cre npomychanu aa npuemere Hoorponm:

He Bsemaiite nmoliHa 1n03a, 3a Ja KOMMEHCHpaTe NpOMyCHATATA. IMpoawokere na npuemare
Hootponun kakro Bu e kasan Bawus nexap.

Ao cte cnpesu npuema ua HooTponna:

3a a ce npesoTBpaTH Bb30GHOBABAHE HA OILUIAKBAHMATA, NPEKbCBaHETO Ha JieueHueTo ¢ Hoorponun
Tps6Ba /1a CTaBa MOCTeNeHHO - ¢ 1,2 g NupaLeTam Ha BCeKH 2 HH.

AKO MMaTe HSKaKBH JOITBJIHHMTENHHM BBNPOCH, CBBP3aHH C ynoTpebaTa Ha TOBa JIEKapCTBO, MO
nonuraiire Bamui nekap wiu papmauesr.

4. Bb3MOXHH HEXKEJIAHU PEAKIITUHA

Kaxto BcHukn JIEKapCTBa HOOTPOI'IPUI MOXKC 12 NpEAU3BUKA HEXKEIAHH PEaKLIMH, anpekn € HE BCOKH )

TH MoJTy4aBa. R




YBenomere Bamus nexap, B ciy4aii Ha NOSBa Ha HAKOS OT [OCOYEHHTE peakuuu kosaTo Bu Gesnokou:
HecToTaTa Ha Bb3MOXKHHTE HEXENaHH NeKapCTBEHH peakLUnH, M3GPOEHH MO-40JTy € OnpeeneHa
CMOpEA CIEAHATA KOHBEHLIUS;

MHuoro yectu (3acsarar noseue ot 1 Ha 10 NaLMeHTH)

Yectu (3acsrar 1 - 10 Ha 100 namyeHTH)

Heuectu (3acsrar 1 - 10 na 1000 naupenrn)

Penku (zacarar 1 - 10 Ha 10000 naunenTH)

MHoro penxu (3acarar no-manko ot 1 sa 10000 MALMEHTH)

C Heu3BeCTHa 4ecTOTa (OT HATMYHMTE NAHHU HE MOXe 1a 6bJe HarnpaBeHa OLIEHKa)

Yecrn:

° Hapyuienus ot cTpana Ha HepBHATa cHCTeMa: XUNEPKHUHE3H (MOBHILIEHA aKTHBHOCT);
. H3cnensaHus: NoBUUIaBaHE HA TEMIOTO;

. [euxnyHu HapylleHHs: HEPBHOCT;

HevecTn:

° TcHXHYHK HapyLUeHUs: AETpecHs;

. Hapyinenus Ha HepBHaTa CHCTEMA: COMHOJIEHTHOCT (CBHIUBOCT);

. O6wu HapyieHus: actenns (ciabocr);
C Hen3BecTHa YecToTAa:

. Hapyuienus Ha kpbBTa: XeMOparu4Hu HapyLICHUs

. Hapyiuenus Ha yxoto u naGupHHTa: BEpTHIO (MyBCTBO Ha CBETOBBLPTEXK);

o CromauHo-4peBHu Hapyluenus: Goika B kopema, 6olka B ropHaTa 4acT Ha KOpeMa, JHApHs,
rajicHe, NOBpbIaHe;

. Hapywenus Ha uMyHHaTa cicTeMa: aHadUIaKTOMAHA PeakLys, CBPEXUYBCTBUTEIHOCT,

Hapywenns Ha HepBHaTa cucTema: aTakcus (/Mca Ha KOODAMHALMS HA JBIDKEHHMATA),
HapylleHHs B paBHOBECHETO, BJIOLLIABAHE Ha EMHMJIETICHATA, I1aBoGoNKe, 6e3chHHE;

Icuxuunu HapymeHus: Bb30Y A, TPEBOKHOCT, 06BPKAHOCT, XATIOLMHALHMH,

Hapyienus Ha koxara H NMOAKOXKHATA THKAH: aHTHOHEBPOTHYEH €fleM, JIEPMATHT, IPyPHTYC,

YPTHKapus.

AKO HSKOS OT HeXeJlaHHTE JIEKApCTBEHM PEeakLMW CTaHe CEPMO3HA IIH aKo 3abeexure HIKaKBU
HEXEJIAHH PEaKUMM, KOMTO HE Ca OMMCAaHM B Ta3W JIMCTOBKA, MOJs yBedomere Bawus nexkap wu
¢dapmauesT.

5. KAK A CbXPAHSIBATE HOOTPOITII

CobxpaHsaBaiiTe Ha MACTO, HEAOCTBITHO 32 JeLA.
He ce u3uckBaT crieumantu yclioBus Ha CbXpaHEHHe.,

He n3nonspaiite nexkapcTBOTO ciiefi M3THYaHEe CPOKA HA FOJHOCT OTOENS3aH BLPXY ONMAKOBKATa CjIe[
“T'omeH 10:”. CPOKBT Ha FOXHOCT OTIOBaps Ha MOC/EIHHUS €H OT OCOUEHHS MECELl.

6. AOITBJIHUTEJIHA HHO®OPMALIAA

Kaxso cbabpxa Hoorponua
AKTHBHOTO BELLECTBO € NHPALIETaM
Jpyrurte cbCTaBKH ca: .
Snpo Ha Tabnerkara: Makporon 6000, cuiMuxes AUOKCUI, KOJNOHIEH Ge3BOIEH, Marggsﬁéﬁ;;’:fé"ﬁﬁétr_,_k
KpOCKapamesio3a HaTpHid. . e
®DuUIMOBO MOKPHTHE: XHAPOKCHIPOIHIMETHIILENY 1033, THTaHOB auokeun (E 171), makporon 400 4.
Maxkporoa 6000. ‘




Kak usrnexna Hoorponmi u kakso CbABPIKA ONAKOBKATA

Benu, npoxwirosaru, duimupanu Tabnerkn o ACIUTENIHAa 4Yepra, Mapkupanu ¢ N/N. Onakoska:
KapToHeHH KyTuM no 30, 60 u 100 punmupanu TaGnerky.

He Bcnuxy BuzoBe onakoBku Morar na 6sxat MYCHATH B NpoJax6a.

ITpuTexaren ua paspemennero 3a ynorpe6a u npoun3BoauTeI
Iputexaren Ha paspewenuero 3a ynorpe6a:

UCB Pharma SA, Allee de la Recherche 60, B-1070 Bruxelles, benrus.
IpousBoauren:

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

3a JAOMBJIHUTENHA HH(bOpMaI.[PIﬂ OTHOCHO TO3H JICKapCTBEH NPOAYKT, MOJIA CBBPKETE C€ C JIOKAJIHHUA
NpeacTaBuTeNn HA IIpHUTEXXATENA HA PaspClICHHETO 3a ynorpeﬁa:

1O CH BH Bwiarapus EOO], Ten.: (02) 962 30 49

Mara Ha nocieaHo ogo6penne Ha ancropkata: 02/2011




