JincroBka: undopManHsA 32 NALHEHTA

Anurueram 2400 mg npax 3a nepopajeH pasTBop
Adicetam 2400 mg powder for oral solution
(mapaneram/ piracetam)

IIpoyerere BHMMATEJNHO LAJATA JHCTOBKAa, NPEIH [a 3aM04YHeTe Ja NpHeMaTe TOBA
JIEKAPCTBO, Thil KaTO THA CHALPKA BajkHa 3a Bac auudopmanus.

- 3apasere nucToBKaTa. Moe Jja ce HAIOXKH 1a A IIPOYETETe OTHOBO.

- Axo MMare HAKAKBY JONBLIHUTENHH BbIIpOCH, nonuTaidre Bawus nekap, GapmanesT uiu
MEJIMLMHCKA CecTpa.

- Toga exapcTrO € Npeanucano Nu4¥Ho Ha Bac. He ro npeoTcrenBaiite Ha apyru xopa. To
MOJKE /12 UM HaBpeaM, HE3ABUCHMO, Ye IPH3HALUTE Ha TAXHOTO 3a00/IABaHE Ca ChIIHUTE, KATO
Bamure.

- AKo NoJIy4HTe HAKAKBH HEXKellaHW JIeKapCTBEHH peakliy, ypeaoMere Bawns nekap,
(hapMaLeBT UK MeIMLMHcKa cecTpa. ToBa BKIIOYBA M BCHUKH BE3MOMKHH HEXEJIaHH peaKuui,
HEONMCaHU B Ta3y JUCTOBKA. Buxre Touka 4.

Kakgo CHALPKA Ta3H JHCTOBKA
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1. Kakxpo nmpeacraBnapa AquueraM M 3a KAKBO Ce H3I0J3Ba

To3u nexkapcTBeH NPOAYKT [IPUHAAJIEkKU KbM IpylaTa Ha HOOTPOIIHMTE JIEKapPCTREHH CPECTBa.
Mopobpsea HapylieHuTe MO3bUHM (YHKUMH, KaTo JeficTBa BBbPXY LEHTpalHaTa HEpBHA
cuctema De3 J1a NposBABa MCHXOCTUMYJIHPALIO HIH YCIOKOABAIIO AeHCTBYE.

INMupaueram nonobpssa KppBocHabAsBaHEeTO 1 0OMAHATA HA BELIECTBAaTa B MO3bKA, BCJIE/ICTBHE
HA KOETO Bh3CTAHOBABA (M3MYecKaTa W ymcTBeHa padorocnocobHocT. CTHMynMpa HEpBHO-
NCHXHYHATA AeHHOCT H JeiicTea NOZOOpABall0 Ha IAMeTTa, IOBOpa, CBETOBbPTEXa H
rnaBoBoIMEeTO, KATO CIIOMAra Y 3a KOHIIEHTPAllWd Ha BHUMAHHUETO.

[Nupaneram nonoOpsRa MO3HABATENHHUTE cNocODHOCTH Cnell PasjiHYHH MO3BYHH YBPEXKIAaHHA
KATO HanpHMEpP: OTpPaBiHHWiA, 3a0paBsHe BCNEACTBHE CBAOBO YBDEX/AHE, BL3CTAHOBsBA
HeJOCTHra Ha KHCIOPOZ.

JlexapcTBEHHUS MPOAYKT C€ U3I1073Ba IIPH:

Bn3pacTHH:

° JleyeHHe Ha KOPTHKAJIEH MHOKJIOHYC (BHE3allHM HEBOJEBH MYCKYJHH CBKpAlEHH:),
CaMOCTOATENTHO UIIH B KOMOHHALH;

° JleyeHHe Ha BepTHrO (LIYM B YIUIMTE U CBETOBBPTEX) M CBbP3aHUTE C HETO HapylIeHHS
Ha PABHOBECHETO, C H3K/IIOYEHHNE Ha 3aMagHOCT OT ICHXHYEH ITPOU3XOL,

Hema:

° Jleuense Ha nuciekcHs (HapylleHus B cnocoOHOCTTa 3a 4YeTeHe) B koMOMHauus c

TOBOpHa TEpallu.

2. Kakso TpnbBa na 3HaeTe, NpedH Aa NpHeMeTe AJHLETaM

He npuemaiite Aqaneram:
o aKo CTe alepriyHu KbM NHPALETaM MM KbM HAKOA OT OCTaHanHTe\G%c




nekapcTBO (M30poeHH B TOYKa 6);

e aKo cTpajare OT Texka ObOpeyHa HeJOCTaThUHOCT;

° 8KO CTe C MO3b4EH KPhBOM3IMB;

° ako cTpajare oT 3ab0JsBaHe Xopes Ha XBPHTHHITOH (reHeTH4HO 3ab011BaHe Ha HEepBHATA
cucTeMa).

Kozamo ce covnagame, sunazu ce cwgemeaaiime ¢ Bawius Jexap unu qbap.uat;eem.

IIpenynpesxaeHns H NpeaNazHnu MEPKH
loBopere ¢ Bawms nekap, ¢apManeRT HAM MeJULHHCKA CecTpa, NpeiH ja TpHeMmeTre
AnuueTam.

o JlexapcTBeHHA NPOAYKT TpsAbGBa Aa ce NMpHeMa BHHMATENHO OT NalMeHTH ¢ Ob0peunu
3abossBanus. [Ipenopbyanara 103a MOXe Jia ce IPoMeHH oT Baunuis nekap.
o [Npy mauKeHTH ¢ MHOKIIOHYC TpsOBa Aa ce U30ATrBa PA3KOTO NIPEKLCBAHE HA JIEYEHHETO,

ThH KaTO TOBa MOXe Ja J0Bele OO NPEeNU3BHKBAHE Ha FeHepalusMpaHH WA MHOKIMHHYHU
I'bpUOBE.

Jena u 10HOIIH
JlozaTa ¥ NMPOIBIKATENHOCTTA Ha IPHEMa Ha JeKapCTBEHH:A NPOJYKT OT JeLa € MpeAnucana oT

Bamus nexap.

Jpyru JekapcTea H AJANETaM

Wndopmupaiite Bawms nekap win dapMaleBT, ako IPHEMATe, HACKOPO CTe NMPUEMANH WIH €
BB3MOXKHO Jla IpUeMeTe ApYTrH JeKapcTEa.

I[Tpu eHHMYHH ClyYad Ha eJHOBpeMeHHa yrnoTpeba Ha NHpaneTaM ¢ THPOM[EH eKcTpakT — T3
1 T, e HaOmofaBaHa MosSBa HA CMYIIEHUE B CbHS M pas/pasHUTENHOCT. Hama faHHM 3a Apyry
B3aMMOAEHCTBUSA C APYTH JI€KapCcTBa.

KoncyntupaiiTe ce Bequara c Jiekap B CIydail Ha IpejO3HMpaHe HIH Cly4YaiHo mpHeMaHe Ha
CBPBXH03a.

BpemMeHHOCT, KbpMeHe H PepTHIHTET

Axo cre OpeMeHHa WM KBPMHTE, CMATaTe, 4e Moxke Aa CTe OpeMeHHa MIIH TIIaHupaTe
OpeMeHHOCT, MOChBETBalTe ce ¢ Bamua nexkap uiaM dapmalesT npeau ynorpebara Ha TOBa
JieKapcTBo.

To3u nekapcTBeH NPOAYKT He e IPerophyBa Mo BpeMe Ha OpPeMEHHOCT M KbpMEHE, OCBEH ako
npHeMa He e KpaifHo HanoxuTeneH. JlekapcTBOTO NpeMiHaBa Mpes MJaleHTaTa M A0CTUra JIO
nnopa. [Mupaneram ce oThens B MaiiuMHaTa KbpMa, MOPajM KOETO IO BpeME Ha KbpPMEHe
fpUemMa Ha JIeKapCTBeHM NPOAYKT TpabBa na Objie IpeyCcTaHOBEH.

Illodupane u paboTa ¢ MAIIHHM

Xopara, kouTo wWodUpPaT MOTOPHH NPEBO3HH CPEACTBA MM paboTAT ¢ MaluMHM, OuBaT
NpeaynpexkaaBaHy 3a pucka OT ChHIMBOCT, NIOTHCHATOCT HIIM HEPBHOCT IpH ynoTpebarta Ha
TOB& NEKapCTBO.

Yoorpe6a nps nagAeHTH B CTAPYECKa Bb3PACT:
[Tpy malMeHTH B CTapyecka BL3PACT € NPEeNopbUHMTENHO [a MOCElaBaT PEJOBHO JEeKyBallHd

JIEKap 3a [Ja ¢€ KOHTPOJIMpa f03aTa.

Annneram chabpxa MmaauTon (E421)

J03a oT 6,5 g WiM noeeve NMHpaneraM AHEBHO, MAHHTOJNBT MOXE Jla UMa cnl

edexT. /

f
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3. Kak ga npuemarte Aanneram "\




Bunazu npuemaiime moga nexapcmeo MOYHO, KAKMO 6u e Kkasan, Bawuam nexap uiu
hapmayesm. Axo He cme cuzypHy € Heiyo, nonumaiime Bawnism lexap unu papmayesm.
AIRneraM MOXe Ja Ce IpueMa IpefH, [0 BpeMe Ha XpaHeHe MM clle]] XpaHeHe.

Jo3upoBka

IlpenoppunTennara go3a e:

CuMnmomMamuyyHo _J1eyenue Ha NCUX0-OP2AHUYHU CUHOPOMU (8Rouwideane HA _YMcmeenama
Qeiirocm)

Jleuenuneto 3amoura ¢ AHeBHM 1034 oT 4,8 g. Tasw NO3MpOBKaA ce NpHEMA HAKOIKO CEAMHLH,
cliefl KoeTo ce Hamanasat o 2,4 g. Jlosata ce paszens Ha 2-3 OTOENHH IpHeMa.

Jevenue Ha MUOKAOHYC (BHE3ANHU HEBONEGU MYCKVAHY COKPAUEHUA)

JlneBHaTa /103a 3ano4ea ¢ 7,2 g u ce ysenu4asa ¢ 4,8 g Ha Bcexu 3-4 OHM A0 JOCTHraHe Ha
MakCUMaJiHus npueM oT 24 g, pasmeneHa Ha 2-3 npHeMma. AKo npueMate APYrH 1noaodHu
IPOTHBOMHOKIOHHYHH JIEKAPCTBEHU CPEACTBA, TO JIEUeHUETo ¢ TAX TP10Ba 1a NPOIBIIKH.
Jevenue Ha eepmi2o

JuesHaTa 103a, KOATO Ce NpernopsyBa e ot 2,4 g no 4,8 g paszgenena na 2-3 nprema.

Jlewenue na nocredcmeus om UCXEMUYHY MOZDUHO-CO08U UHHUOCHIMY, O CHEUUANHO adhazus
[Ipu xponuunurte (GopMu (ycTaHOBEHH Hal-mManko cnef 15 JHM ) M B NOLOCTPHA CTajuii
JHeBHaTa no3a e ot 4,8 g no 6 g.

Jevenue na duciexcus ¢ 2080pna mepanus npu deya om 8 0o 13 200unu

ITpenopbunTenyaTa JHEBHa o34 IIPpH Aella Haf 8 TOOMHH H IOHOLIM € okono 3,2 g, pasjelena
Ha 2 npuema.

Hpoduraxmuxa Ha cobpnoGUOHO-KNEMbYHA KPU3A

Iueenara nosa e 160 mg/kg, pasnpenenena Ha 4 npuema. ITpn npunarade Ha No-HUCKa 103a
HIIA HepeJOoBEH NpHEM KpH3aTa MOXe Ja ¢e IIOJHOBH.

Tlpu neua Haj 3 roAMHHU cTApajaliy OT ChPIOBUIHO-KIEThYHA aHEMHs NHpaleTaM MOXe Ja ce
Mpunara B pexxuma Ha npenopbyaHuTe JHEBHU J1034 (mg/kg).

Hosupogra npu nayuenmii ¢ 6vbpeuna HedOCMAMbYHOCH

[Ipn nanueHTH C Texka ObOpeyHa HENOCTATLYHOCT, NPUEMA M JIO3MPAHETO C€ ONpejeNs OT
Bauus nexap. MHTepBana oT BpeMe MEXAY OTAEeNHUTe NpHeMH He TAOBa Jla € 10-KpaThk OT 8
yaca.

Haynn Ha npuiioxeHmne

ChIappKaHHETO Ha CAIleTo Ce pa3TBaps B yalla ¢ Boja M ce pasdbpkBa mobpe. Ilpuema ce
HE3aBUCHMO OT BPEMETO Ha XpaHeHe.

[MepopanHo NpUIOKEHHE.

IpoABL/EKHTETHOCT HA JIeYeHHETO

[MpoabIKUTENHOCTTA Ha JieYeHHETO ce onpezens ot Bawus nexap. OntuManen edext npu
JIeYeHHe Ha XpOHMYHM 3a00NsBaHus ce nocTura cnefl 6 1o 12 ceaMuu.

[IpenopbuBa ce AHEBHATA 034 [a ce paslpe/ieNd oT JBa 40 HYETUPH NIPHEMA.

AKO cTe IPHE/IH TOBeYe 0T HeoOX0AMMAaTa /1032 AHIEeTaM
Axo cnyyaiiHO HIM NpeJHaMepeHo cTe NpUeNH Io-BHCOKa 034 OT [I0coYeHarTa B TasH JTMCTOBKA
nHdopmupaiite Bamus nexkap uny GpapManesT.

AKO ¢Te NpPONYCHAJH a IpHeMeTe AJHLeTaM
He npuemaliTe aBoliHa mo3a 3a na HaBakcare IIpONYCHATaTa, a B3EMETe JIEKapCTBOTO Ha
cleBalUs IPUEM.

AKo cTe CIpellH npHeMa Ha AJHNeTaM /’ X
IIpexbcBade Ha JIEUEHHETO ¢ UpaleTaM TpsbBa [1a CTaBa NOCTENEHHO — HaM e
¢ 2,4 g Ha BcekU 2 NHU. B npoTHReH ciyuai OIUlaKBaHHATA MOTAT Ja ce Bbaibﬁi Ba’ﬁ,

AKO HMare HyXJa OT AONBJHHUTENHA HH('I)OpMaHHH OTHOCHO yHOTpBﬁa’I‘a ‘{-133‘
\ (q




INNpOOYKT c€ OG’preTC C BBIIPOCH KBM Bawus JIEKap Win (bapMaueBT.

4. Bp3MoHH HesKeJaHH PeakIHH

Kaxro Bcuuku JIEKapCTBa, TOBA JIEKApPCTBO MOXKE [a NpeNrn3BHKa HEXEIIaHH pEaKlHH, BBIIPEKH
Y€ HE BCCKH I'M I10J1y4aBa.

Yecmomama Ha HEXCENAHUME Pearyuy ce KAMme2opusupa mara. :

Msuoro yectH (3acersaty noeedye ot 1 Ha 10 manueHTH)

YecTu (3acernatu 1-10 na 100 naunedTn)

Heuectu (3acernartu 1-10 va 1000 nauuenTn)

Penxu (3acernatu 1-10 va 10000 nanpenTtn)

MHoro penku (3acerdate no-manko or 1 va 10000 nanuenTn)

C Heu3BecTHa 4ecTOTa (OT HATHYHUTE JaHHU He Moxke 1a ObJie HallpaBeHa OLeHKa)

Yecrn ;

e  Hapymenus Ha MeTabonH3Ma U XpaHeHEeTO: OBULIABAHE HA TEIJIOTO ;

e [IcuXHYHH HApYILIEHWs: HEPRHOCT;

e HapyiueHus OT CTpaHa Ha HEPBHATA CHCTEMA : XMIIepKHHe3Hsa (MOBHILEHA aKTHBHOCT).

Penxwu :

e TlcuXWYHH HApYLIEHMS: JENPECUS, ChHIUBOCT

e (6mu HapyleHus: craboct

e CHBHJIHBOCT, 3aHH)XEHO BHUMaHHe — [10-4CHO H3pa3eHo B HAa4aloTo Ha JIEYEHHETO

Ilpy BB3pacTHH TMalMEHTH NpPH TpHeM Ha JHeBHa Jo3a MoReye OoT 2,4 g mupaleraM ca
HabironaBaHi HexeNaHu peakiud. KoHTponmupaHuTe NMpoyyBaHMg HpH Tax ca nog 2%. Ilpu
HaMaJIABaHE HA JO3ATa Te3H CHMITOMM B NNOBEYETO CITyYaHd H34e3BaT.

C HeH3BeCTHA YeCTOTA:

e CroMallHO-YpEeRHH HapylleHHs: Ooikxa B ropHaTa yacT Ha KOpeMa KaKTO H B LiAnaTa
KOpeMHa 00J1acT, TafieHe, MOBPBILaHe, JHAPHI

e Hapymenns Ha HEpBHATA CHCTEMA: HAPYIIEHHs B PABHOBECHETO, JIUNCA Ha KOOPAUHALHKS B
OBMIXEHHATA, 3aCHBaHe Ha emuencusTa, Oe3ckHHe, ChHIUBOCT, MaBobonue

e [lcuxu4HM HapylleHHs: 0OBPKAHOCT, XaIIOLMHALMH, Bb30y1a, TPEBOXKHOCT

e HapyleHus Ha yXOTO: BepTHIo (4yBCTBO 32 3aMaifBaHe HIIM CBETOBBPTEXK)

e Hapymienns Ha MIMyHHATa cHcTeMa: aHaMIaKTOM/HA peakiis (TeXKa aneprudHa peakins,
KOSATO NPHYMHSBA 3aTPYAHEHHE B IMIIAHETO HJIH 3aMaiiBaHe), CRPbX4yBCTBUTEIHOCT

e Hapymenus Ha KoxaTa M MOJAKOXKHaTa ThKaH: KOXXHM 0OpHBH, OTOK B TOJK0KHATA TBKAH,
cepbex, ypTuKapus

Axo MONYYHUTE HAKAKBH HEXEIaHHU JIEKapCTBEHH PEaKIHUH, YBEAOMETE Bammus JIEKap,
(bapmaueBT HIIH MEAHWIIHMHCKa CECTpa. ToBa BKIIOYBA BCHYKH BB3MOXHH, HCOMHCAHHU B Ta3Hu
JIMCTOBKA HEXKEJIaHH peaKlMH.

CrofiuaBaHe HA HeXKEJIAHH peaKUnH

AKo TmoNnyunTe HAKAKBH He)kelnaHW JleKapcTBEHW peakluu, yBeldoMmeTe Bamma nekap,
dapmauesT MmM MeauuMHCKa cectpa. ToBa BKIOYBA BCHUKH BB3MOXKHM HEOMMCAHH B Ta3
JIMCTOBKA HEXKeNaHH peakiMu. MoieTe ChIo J1a ChOOLMTE HeXKeNaHl PeaKkiiuy Ju
ype3 HallHOHAa/IHATA CHCTeMa 3a Cho0IaBaHe:
ManenHHTENHA areHIHs 10 JeKapcTBaTa

yi. . Jdamsan I'pyes* Ne§8

1303 Codus

Ten.: +359 2 8903417




yebcaiiT: www.bda.bg.
Karo, cpobiasare He)xelNaHW peaKkiHH, MOXKeTe Ja JajleTe CBOS [IPHHOC 3a INOJNyyaBaHe Ha
nogeye MHPOPMALMS OTHOCHO De30IaCHOCTTA Ha TOBA JIEKapCTRO.

5, Kax fna cuxpansiBaTe Aguneram

Jla ce ceXpaHsABa Ha MACTO, HEOCTBITHO 3a JIela.
Ha ce cexpanssa nofg 25 &

He wusnonszeaiite ToRa JEKapCTBO Clied CpOKa Ha TI'OJAHOCT, oTbensa3an BBPXY KapTOHEHaTa
OINNaKOBKa H 6J11/10Tepa. CpOK’bT Ha NOJHOCT OTroBaps Ha IOCHEAHHs O€H OT [TIOCOYECHHUA MECEIL.

He HBXB’LpHHﬁTB JIEKapCTBaTa B KaHaIH3alluATa UK B KOHTeﬁHEPa 3a JOMAlllHH OTNaabLiM.
TlonuTaiite Bawus (bapMaueB’r KaK aa M3XbPJIATE JieKapCTBaTd, KOMTO BEYE HE HM3IIOJI3BATE.
Te3n MEPKH 1€ CIIOMOrHAT 3a OIla3BaHE Ha OKOJIHATa Cpeaa.

6. CouAbp/kanHe HA ONAKOBKATA H JONBJAHHTETHA HHPOPMANHA

KakBo cpabpxa Aqnneram

- AXTHBHOTO BElIECTRBO €: MHUpaleTaM

- Hpyrute cbcTaBkM ca: MaHMTON, HaTpHeB LMKIamaT, apomaT JHMOH (HaTypalHo
JMMOHORBO MAcio, MAITOIEKCTPHH, TyMa apabuka, 3axapo3a), 0e3B0/1Ha TMMOHEHa KHCeJHHA H
KONOUZEH Oe3BOAEH CUNHIMEB AHOKCHI.

Kak narnexaa AguneraM H KaKBO CbJbpPKa ONAKOBKATA

AmuuetaM npeacTasisBa 011 MM TOYTH BN Ipax.

Apunueram 2400 mg mpax 3a nepopaleH pasTBOpP € ONAKOBaH B callera oOT
XapTHs/aTyMHHHUE/IONMETHIIEH, IOCTABEHU B KAPTOHEHH KYTHH.

Besxka kytus cpaspka — 10, 20, 30, 50, 60 unn 100 6pos cameTa H TMCTORKA 3a NALMEHTA.

He BcHYKM BHIOBE ONAKOBKH MOraT Ja ObJaT NycHATH B Ipojaxoa.

IIpuTtexaTel HA pa3pelieHHETO 32 ynoTpeda H NPOH3BOAHTE
AIUDPAPM EALT

6yn. CumeonoBcko moce Ne 130

Codua 1700, brarapus

JaTa Ha nocleAHO NpepasriexJaHe HAa JHCTOBKATA
OxroMepu 2019 r.




