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Jlucropka: HEGopMANES 3 no*rpeﬁmenaéé-/“/_;ff%/l?/," :r;j"\:)SS

Hoorponma 1200 mg duAMApaiu TabreTkn 24 06. 201
Nootropil 1200 mg film-coated tablets
nHpateram (piracetam)

IIpouerere BHEMATEIHO NAJIATA JINCTOBK: NPEAH Aa 3an0oHeTe Aa NPHEMATE TOBA JIEKAPCTBO,

ThH KaT0 TH CHXbDAA BaxkHa 3a Bac andopmanus.

- 3amasere Ta3H nmucroska. Moxe na ce HajI0XkH Ja g NpOUSTeTe OTHOBO.

- Axo nMare HAKaKBH AOMBJIHHTEIHHA BENPOCH, MonuTaliTe Bamms nexap wid GpapMauesT.

- ToBa JexapcTBO e NpeImucaHo JH4HO Ha Bac. He ro npeorcrbnsaiire Ha Apyrd xopa. To Moxe
[a VM HaBPE[H, HE3aBHCHMO, Y€ MPH3HALIHTE HA TAXHOTO 3a00/14BaHe ca ChiouTe kato Bawmre.

- ARO NOMYYHTe HAKAKBH HEKENAHH JIEKAPCTBEHH peaKiiHy, yBeJoMere Bauims nexap wi
¢dapmanesr. Toea BKMOYRA H BCHYKY BBH3MOKHH HEKEHaHM DEakUMH, HEONHMCAHH B Ta3H
J¥ctorka. Buwxre Touxa 4.

Kakeo ¢hIBp¥A TAZH JECTOBKA:

Kaxso npencrasnssa Hoorponun H 3a KakBo ce H300/138a
Kakso Tpa6Ba na 3Haete, npean na npuemere Hoorpommu
Kax na npiemate HooTponun

BH3MOXHH HEXENAaHH peakuii

Kak na cexpanssare Hoorponun

ChaspikaHHE Ha ONIAKOBKATA H AOMBIHHTENHA HH(popManma

A o

1. Kaxso npeacrasanea HooTponai B 3a KakBo ce HIN0A3BA

Hoorponun npuHajpiexxs KbM rpynara Ha HOOTPOITHMTE JICKAPCTBEHH CPeACTBa, NMPOH3BOAHH HA
raMa-aMHHOMacaeHara kucequHa. HooTponma nopobpaBa W BBICTAHOBABA I103HABATENTHHTE
cnOoCOGHOCTH CNeJl PAZAHYHHM MO3BYHHM YBPEXKIAHHA, KATO XWNOKCHA (HENOCTHT HAa KHCIOpPOM),
HHTOKCHKAMH (OTPaBSHUA) M Ap., Ge3 Ja NposBABA CEAATHBHO WIH NICHXOCTHMY/IHpALIO AEHCTBHE.
Hoorponun nopoOpsaea peoneriyHuTe cEolicTBa Ha kpBRTa. HooTponun ce 300382 NpH:

BoipacTHa:

. CUMOTOMATHYHO IeUeHHE Ha NCHXO-OPraHUYIeH CHHAPOM CBhC CIICAHHTE MPOKBH: HapYIICHHE HA
MaMeTTa H BHHMAHHETO, JIWNCA HA MOTHBALHA.

* JleueHHe HA KOPTHKANEH MHOKIOHYC (BHE3AHM HEBOJICBH MYCKYJTHH CBKPAIICHHS),
CaMOCTOATE/THO HiAH B KOMOHHAIHA.

. Jlevenne Ha BepTHIO (CBETOBBPTEXK H WYM B YIIHTE) H CBBP3AHUTE ¢ HETO HapyIIEHHA Ha
PABHOBECHETO, ¢ H3KITIOMEHHE Ha 3aMasgHOCT OT Ba3OMOTOPEH HITH NICHXHYEH NPOH3XOL.

. 3a npodHnaKkTHKa H PEMHCHA Ha ChPIIOBHAHO-KIETHYHA Ba30-0KNIYy3HBHA KpH3a.

Jena:

. JleyeHHe HA NUCNEKCHA (HapyLIEHHA B coCOOHOCTTA 32 HeTeHe) B KOMOHHAUMS C OAXONAA
MEPKH, KaTo roBOpPHA TEPAaNHA.

. 3a npodHIaKTHKA M PEMMCHS HA CHPNOBHAHO-KIETHYHA Ba30-OKITY3MBHA KPH3a.

2. Kaxso Tpabea na 3Haere, npeau 1a npaemere HooTponsn

He npuemaiite HooTpomnn:

. AKO CTE aneprHYHH (CBPBXYYBCTBHTE/IHH) KM MHPANETaM HITH KbM HAKOA OT
cueraskid Ha Hootponmn.

. B caydaif Ha MO3BYEH KPLBOHIIHB.
Axo cTe ¢ Texka 6xOpeuna HeROCTATEYHOCT.
Axo cte ¢bC 3a00naBaHe Xoped Ha X PHTHHITOH.



MpeaynpexacHEa H NPEANAIHA MEPKR
Tosopete ¢ Bauinsa nexap WK (papMaLeET, NPeH Aa PHEMETS HooTpornua.

O6LpReTe CHIEUHANTHO BHEMaHHEE IPH ynoTpebaTa Ha HooTponKa:

. AKO CTe C TEXEK KPBBOM3IIMB HITH ¢ PHCK 0T KbPRCHE.

. Ako uMate 6BOpedHE poGHeMHE MOXKE /12 C& HAJIOXH HAMAIABAHE HA J033Ta B 3ABHCMMOCT OT
CepHO3HOCTTA HM. Baums nekap me NPpeLieHH JaNH NO3UPOBKATA Tpa0Ba JIa ce KOPHIrapa.

. Tlpy ManMeHTH ¢ MHOKIOHYC TpAGBa fa ce m3bsarsa pA3KOTO NPEKbCBAHC Ha JICHCHHETO, Thif
KATO TOBA MOYKE [a IPeIH3BHKA MHOKTIOHHYIHH WM Ir¢HepafrH3NpaH FbpPYoOBe.

Jpyru aexapcrsa n HooTpoman

Mona uuopmupaiite Bamna nexap wiv ¢apMalieBT, ako NpUEMaTe HIH HAcKOpo CTe MpHEMAaNH
ApPYTH NEKAPCTBA, BKIOUMTETHO U TAKHBS, OTITYCKAHH 63 pelenTa.

Tlpu enHOBpeMeHHO neyeHue ¢ Tupousien excrpakr (Ts + T4) ¢ chobleHo 32 mosBa Ha 00BLPKAHOCT,
PayIpa3HMTENHOCT M CMYIMIEHHA B CBHA. EJHOBPEMEHHOTO JICHCHHE C AHTHKOATYJIAHTH WA
TPOMOOLMTHH aHTHArpPEraHTH (BKMIOYMHICIHO HHCKA /1033 AUETHICATHIHIOBA KHCEMHHA) MOBHINARA
PHCKA OT KbPBEHE.

BpeMeHHOCT, KbpMene B GepTHAHTET

IlochBeTBaiiTe ce ¢ Bamus nekap Ay GapMaliesT npeay ynorpebaTa Ha KOETo W g € JICKapeTBo.
Hootpomun He TpAbBa Aa ce M3MOI3BA MO BPEME HA 6GpeMeHHOCT OCBEH B Clydall Ha KareropuiHa
HeoGxomumoct. HAMa HocTaTsdHO JaHKH 32 ynoTpe(ara Ha IMpaleTam NpH 6PeMEHHH KEHH.
ITupaneram ce OTAeNs B 9oBellkara KepMa. He wanosealite MUpaueTam Io BpeMe Ha KLPMEHEe HIH
KBPMEHETO TPAOBA 11 CE [IPEYCTAHOBH JIOKATO C¢ IPOBEX A JIETCHHE C NHPalieTaM.

Io¢nrpane H paboTa ¢ MARIHHH
HooTponu1 MOKe A2 HOBIHAC BhPXY COOCOGHOCTTA 32 modupase # paboTa ¢ MAUIAHH B PE3YIITAT HA
HAKOH OT HEXEIAHUTE JIEKAPCTBEHH PEaKiifH, KoeTo Tpabsa 1a ce HMa IpeaBUll.

¥norpefa npH nauuMeHTH B cTapIecKa BbIPacT
Tpenops4ea e MAUMEHTHTE B CTAPYECKA BB3IPACT 1a [OCEIABAT PEAOBHO NEKYBAIlus Jekap 3a Jia ¢e
aparTupa f103aTa NpH HEOOXOTUMOCT.

HooTponn ChALPKA BATPREH

ToBa /IEKAPCTBO CHABLPXKA OKOAO 46 mg HaTpHi (OCHOBHA CHCTABKA HA TOTBApPCKATA/TPANIE3HATA COM)
3a 24 g mapaneraM. Topa KOMHIECTBO € CKBHBAIEHTHO HA 2,3% oT HpenopLYHTEIHHA MaKCHMANeH
JHEBCH XpAHWTENEH IPHEM Ha HaTpHii 3a B3pacTeH. Tosa TpaiBa Ja B3eME€ MOA BRUMAaHHE IIpH
NAUHEHTH HA IHCTA ¢ KOHTPOJHPAH NPHEM Ha HATPHH.

3. Kax 1a npaemaTte Hoorponna

Buuary npuemaiite Hoorpomun Touso kakTo Bu ¢ kazan Bawua nexap. AX0Q "e cTe CHTCYPHH B HEILQ,
nonmraiite Bawms nekap wnm Qapmanesr. Hoorpomun Moke 1a NpHeMa C HIH 6e3 xpama.
IlpenoppaHTENHATA [034 €:

CHMIITOMATHYHO Je4eHHe HA NCHXO-OPrAHWYHH CHHAPOMH (BJOM3BAHEe HA YMCTBCHATA
aelHOCT)

JleqenHeTO 3amouBa ¢ AHEBHH A03H 0T 4,8 g mMpaueTaM npes MBPBHTE HAKONKO CEAMULE, CIIE] KOETO
ce HaManaT o 2,4 g aueeHo. Te3u 1o3u TpA6Ba [a ce pasensT Ha 2-3 MpHeMa.

Jleuenne Aa MIOKAOHYC (BHEIANAY HEROJIEBH MYCKY AN CHLKPAMERNT) ¢ KOPTHKANCH Npouixon
Jlnesnata ao3a Tpalea 13 3anodde ¢ 7.2 g, H ia ce YBENH4aB2 © 4,8 g Ha BCEKH TPH HIL
o MakcMMyMa orT 24 g, pasnpedeHa Ha ABa WIH TpH IIDHEMA. Jleqen
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NPOTHBOMHOKJIOHHYHE NIEKapcTBEHU cpefcTsa TpaGBa la ce 3amasH B chinara o3a. B 3aBHCHMOCT 0T
HDOCTHIHATHS KIMHHYHHA pe3y/ITaT, ako ¢ BE3MMKHO, JO3HPOBKATA Ha JpyTHTE HONOGHH NeKapeTsa
TpA0Ba /1A C& HaMAITH.

Beguexk 3aM09HAN0, NEYEHWETO ¢ [MpaneTaM TpAOBRa f[a- NPOALKH AOKATO NPONALMKasa W
MEPEOHAYANHOTO Oepedpaino 3abonapaHe,

Benpekd ToBa, Ha Beekn § Mecena Tpa6Ba Aa CE NPABAT ONHTH 33 HAMAMABAHE HA J03aTA MK CITApaHe
Ha Jle9eHHeTo. BuuMaHue, namneHTH ¢ 656pednH npobaeMy TpaGea fa MpHeMAaT II0-MUTKH A03M (BX.
O0bpHere cHeuHanHO BHHMaHHMe upu yrnoTpefara Wa Hoorponmun)., [IpombmkuTenHOCTTA HA
JICYCHHET) 3ABHCH OT Xapakrepa Ha Bamara Gomect W TIOBAMABAHETO Ha OlNaksanwaTa BH. Axo
cmaTare, 4¢ edekra Ha HooTpollin ¢ npexanero caneH MM ciab, koucynTHpaiiTe ce ¢ Bammsa nekap
HiTH apMaLeBT.

Jleuenne Ha BePTHro (CBETOBBPTEX M WIYM B YUIHTE)
[NpenopruBanara AHEBHA 1034 BapHpa oT 2,4 g A0 4,8 £, pa3ienena Ha ABA WIH TPH IpHEMA.

3a npoduAAKTHEKA B PEMHCHS HA CHPNOBHIHO-KICTHYHA Ba30-0KIYIHBHS KpH3a
{Ipenopwusanara gHeBHa A03a 33 mpodunakThka ¢ 160 mg/kg nepopanHo, pasgenieHa Ha HETHPH
npHeMa.

IIpenoppunanara aHeBHa 7033 3a pemmcHA ¢ 300 mg/kg, uHTpaBeHO3HO, pa3ieicHA Ha YETHMpH
npreMa (H3M0M3BAT ¢¢ OPMHTE 33 HIDKEKIHOHHO H HHOYIHOHHO APHIOKEHHE).

Jloza no-nucka ot 160 mg/kg uan HepeaopeH NpreM ¢ Bh3MOKHO A3 AOBEAE IO MOAHOBABAHE HA
KpH3aTa.

¥norpeba npu gepa

32 NpodUAAKTHKA H PeMHCHS HA CHPICBHAHO-KJIETHYHS BA30-0KJIY3HBHA KPH3a
Ipenoprysanara nHeBHA A03a 32 podmnakTika € 160 mg/kg.

I[penoprusanaTa AHEBHA 034 32 pemucHs ¢ 300 mg/kg, HHTPaBEHO3HO.

Ho3a mo-uucka ot 160 mg/kg niH HepeioseH NpUEM e BE3MOXHO Ja A0BEAE 10 NOFHOBABAHE Ha
Kpusara.

[upaneramM Moxe 1a ce IpITara IpH Aeua Haft 3 NOJHHA CTPALANIHM OT CHPIOBAAHO-KIIEThYHA
AHEMHA B PEXHMMA HA HPENOPLYBAHATE JHeBHH 031 (mg/kg). [TnpalieraM e mpHiarad B oTpaHHYCH
6poii nena ot 1 g0 3 ronwnA.

JleuenHe WA ARCACKCHS (HADYIICHHMA B CHOCOGHOCTTA 33 dYerene) B KOMOURANASA C roBOpHA
Tepanusd OpH Aena

Ilpu pena Han 8 rogwHu 1 HOIIM NpenopbYBaHAaTA AHEBHA 1032 € oKono 3,2 g, pasaelieHa Ha ABa
TpHeMa.

Hpaaoxenne
TabneTkute ce HOrmbIoaT ¢ TEYHOCT.
Tlpenopr4Ba ce AHEBHATa 034 /12 C PHEMA Ha ZIBa IO YETHPH TIPHEMA.

HpogbaxeETeNHOCT HA JEYCHHETO

Bue TpabBa na npuemare Hoorpomms TONKOBa MpOABIKHTENHO, KONKoTOo BH € nockeersan Bamms
Aexap. T1pA neyende Ha XPOHHMYAH 3a00NABAHKS ONTHMANECH eEKT ce NOoCTHra 00HKHOBEHO cel 6 1o
12 ceamuiu.

Axo cTe npHesd DoBeve ot HeobxoTumATa K033 HooTponun
YaepoMere Bamms niekap, ako ¢Te npHenH MOReYe 0T HEOOXoAUMATa 103a.

AKo cre nponycHaNH X3 npaemeTe Hoorponna
He m3emalite pgpoiina mosa, 32 1a KOMICHCHpaTe NPOMyCHaTara. IlpoAb/DKETe Na IpHEMAare
Hootpomin xaxto B € kasan Bamus nexap.
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AxKo cre cnpesn upaema na Hoorponua
3a ;2 ce OpeAOTBPATH PB30GHOBABAHE Ha OIUIAKBAHWATA, IPEKLCBAHETO Ha JNedeHHeTo ¢ HooTpomun
TpabBa Aa CTaBa IOCTENEHAO - ¢ 1,2 g MupaleTaM Ha BCeKH 2 JHH.

AKo HMaTe HAKAKBH AOIBIHATENHH BBIPOCH, CBLP3AHH ¢ ymorpebaTa Ha ToBa JIEKapcTBO, MONA
nonmyTaiite Bamus nexap mie dapMaliesT.

4. Bb3MokHE HeXKeTaRd Peakmal

KakTo BCHHKH TeKapcTa, TOBA JIEKAPCTBO MOXKE [a NMPEAM3BHKA HEXeNaHH PeaKiyH, BHIPEKH 9€ He
BCEKH T'H TTOITyJaBa,

AKO TIOSTyYHTe HAKAKBH HEXKeJIAHH TeKAPCTBEHH PeaklHy, yBeioMeTe Bamya nexap sk apMauesT.

YecTH (Moxe ga 3acersat Ao 1 ua 10 gymm):

- HapyImeHH# oT cTpaHa Ha HEPBHATA CHCTEMA: XHIIEPKHHE3HA ([IOBHINEHA AKTHBHOCT);
- H3cneppauusd: OBHIGABAHE HA TEJIOTO;

- IMenmxrnm HApYIIEeHus: HEPBHOCT,

HeuecT (Mozxe aa zacernat a0 1 na 100 gymn):

- IMenxwaHu HapyIMIeHUA: JenpecHs;

- Hapymenus Ha HepBHATA CHCTEMA: COMHONEHTHOCT (CHHEIMBOCT);
- O0mm Fapymenna: acteln (cnafocr).

C HemspecTHa 4YecToTa (0T HANHYHHTE JAHHH He MOKe A3 ObJe HANPaBeRa OmEHKA 33

HecToTaTa):

- HapymmeHHA Ha KpBBTA: XEMOPATHIHH HapYIICHHS;

- Hapymenus Ha yxoTo u nad#pHHTa: BepTHro (MyBCTBO HA CBETOBBPTEN);

- CromMamno-9peBHH HapylleHHA: (oka B Kopema, (0Jika B rOpHATA YacT Ha KOpeMa, AuapHi,
rajeHe, DOBPBINAHE;

- Hapymenus Ha HMyHHaTa CHCTEMa: aHAQHIAKTOMAHA peaKibs, CBPbXIYBCTBHTEHOCT;

- Hapymenus Ha sepBHAaTa CHCTeMa: arakcus (IMICa Ha KOOPAMHALMA HA [BIDKEHHATA),
HapyHICHHS B PABHOBECHETO, BAOIIABAHS HA EMHACICHATA, rtasofaiiue, Oe3chHHe;

- [TcHxXnynM HapyloeHAs: #630yAa, TPEBOKHOCT, O0BPKAHOCT, XANIOUHHALIHH,

- Hapymenus Ha Koxara H NOAKOXKHATA ThKaH: AHTHOHEBPOTHUEH elieM, ACPMATHT, [PYPHTYC,

YPTHKApH.

CrobmapaHe B3 HeXeNanH PeaKIHE

AKO IOTyIHTE HAKAKBH HEXENAHH JIEKAPCTBEHH PeaKIiy, yeeaoMere Banug nexap wiv dapMauesr.
ToBa sKmr09Ba BCHYKH BE3MOXHE HEONMCAHHE B Ta3K JIHCTOBKA HEXENaHH peaxliy. Moxere chlilo Aa
CHOOLIMTE HEKENaHH PeaKUHM ANPEKTHO dpe3 M3nbliHUTEIHA areHIMA 0 JIEKApCTBAaTa, YA. ,,JlaMaH
I'pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

Karo chofmasarte HexenaHu peakliy, MOXeTe [a JafeTe cBOA IPMHOC 34 MONyIaBaHe HA TTOBETe
HH(OPMALHA OTHOCHO HE30HACHOCTTA Ha TOBA TEKAPCTRO.

5. Kaxk aa echxpanapare Hoorponua

CpxpansBaiiTe Ha MSCTO, HEAOCTBIHO 3a JENa.
He ce usucksar CrieHalHH YCIIOBHA Ha ChXPaHCHHE.

He m3nonssalite nexapcTeOTO CAEN H3THHAHE CPOKA HA FOMHOCT OTOEMA3AH BLPXY OMAKOBKATA CIEN
“T'omen 10:”. CpoKbT HA FTOAHOCT OTTORApA HA MOCIEAHHA ACH OT NOCOYEHMS MECEL
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6. CrabpxaH#e H2 OHAKOBKATA H JONLJIAHATETHA HNpOpMaALHS

Kakpo coabspxa Hoorponan

AKTHBHOTO BEIECTRO € TIHPANCTAM.

JIpYTHTE CBCTABKH €a:

Anpo Ha Tabnerkara: Makporon 6000, cUNHIIEEB AMOKCHT, KONOHAEH 0€3BOJICH, MArHE3HER CTEAPAT,
HATPHEBA KPOCKapaMeNosa.

OUIMOBO TIOKPHTHE: XH/IPOKCHNIPOMMIMETHALETYI03a, TATaHOB auokcna (E 171), makporon 400 u
Makporon 6000.

Kak maraexna HooTponsa A KaKBo ¢bAbpAa ONAKOBKATA

bend, mpombirosaTH, QUIMHpAHM TaONeTKH ¢ JemdTeNHa 4Yepra, MapkupawH ¢ N/N. Omakoska:
KapToHeHan kyThu no 20, 30, 60 u 100 ¢unMapass TabreTKu.

He BcHYKH BH/I0BE OTIAKOBKY MOTAT ka ObAAT NyCHATH HA Mazapa.

[IpaETEEaTEN HA pazpemieHHeTO 33 yOoTpeba H npoHIBOARTET

INpaTexaren Ha paspemIeHHETO 33 ynorpeba:
UJCB Pharma SA, Allee de la Recherche 60, B-1070 Brussels, Benrus.

ITpouzromrren:
UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’ Alleud, Bermaa.

3a jomeaHUTENHa HHOOPMALHA OTHOCHO TO3H JICKAPCTECH TIPOLYKT, MOJA CBBPXKETE €€ ¢ JIOKATHHA
NPEACTABUTEN HA MPUTEXATENA Ha Pa3pellleHHeTo 3a yroTpeba:
0 CH BH Bearapua EOO/, ten.: (02) 962 30 49

JaTa Ha nociegno NpepasriexaaHe HA JAcToBKaTa 05/2021,




