.

; UBNBIHITENHA ATEHLAA 110 NIEKAPCTBATA
i flucmoga - flpusoxerie 2

Ko Poz. Ne R A

JJHCTOBKA: HHO®OPMAILTHS 34

HMAHA 5 mg puamupany Tabaerku
YMANA 5mg film-coated tablets

MeMaHTHHOB XHAPOXJIOPHA
(Memantine hydrochloride)

IIpouereTe BHUMATEIHO HAIATA JUCTOBKA, IPEIH Aa 3aMI04HETE Aa NpHeMAaTe TOBA

JIEKapCTBO, Thif KaTo T8 ChAbLPka BakHa 3a Bac wudopmanys.

- 3anasere Ta3u NMCTOBKA. Mojke Aa ce BanoxH Ja A MPO4ETETe OTHOBO.

- AKO umaTe HKAKBH JONBIHHTENHH BRIPOCH, MonuTaiite Bammsa nexap une gapmalesr.

- ToBa exapcTBO € MpeanucaHo muuHo Ha Bac. He ro npeotcrsnsaiite Ha Apyra xopa. To
MOXe [a HM HAaBPEH, HE3aBMCHMO Ye TIPU3IHALIMTE Ha TAXHOTO 3a00/1BaHE ¢a CHIIHTE
Karo Bamure.

- AKO MOJNY4YHTE HAKAKBH HEXKENAHH NeKapCTBEHH peaKliuM, yeaoMere Bamuns nexap Wi
tapmarniesT. ToBa BKIKOYBEA M BCHYKH BE3MOJKHH HEKEIIAaHW peaKlMy, HEOTMHCAHH B TasH
nucToBKa. Brokre Toyka 4.

KakBo cbabpaa TA3M JHCTOBKA:
1. Kakeo npencrapnsasa MMaHa 1 32 Kakeo Ce H3M0/13Ba

2. Kakpo Tps6Ba 1a 3Haete, nipe 1a npuemere Mmana

3. Kak na npuemare Hmana

4, BB3MOAKHA HEXENaHH peaKUUK

5. Kak na cexpanapate Umana

6. ChabpXKaHHE HA ONAKOBKATA M IOMBJIHATE/HA HHpOpMALHA
1. Kakso npeacrasasea Fimana n 3a KaKkBo ce H3M0A3B2

HiMaHa npuHaIeXH KbM IPyna nekapeTsa, H3BECTHA KATOo JIEKapCTBa NPOTHB NEMEHLHA.
3ary6aTa Ha mamerTa npu 6onectra Ha Anuxakmep ce IbJDKH Ha HApYLIEHHA B CHIHANHATE 32
choOLIEHHS B MO3BbKA. MO3BKET Chiabpika T. Hap. N-metun-D-acnaprat (N MDA)-peuenTopu,
AHrKUPAHHK ¢ DPEAABAHETO HA HEPBHUTE CUTHAIM, KOMTO Ca BAXKHH 33 YUEHETO 1 naMeTTa.
Mmana npuHaiieXn KbM Ipyna NeKapcTsa, HapeyeHH aHTaroHHcTH Ha NMDA-peunenTopure.
Hmana neiictea Bbpxy Te3d NMDA-peuentopH, kato noaodpasa npeJaBaHeTo HA HCPBHHTC
CHIHa/M ¥ NMameTTa.

HMaHa ce u3mon3pa 3a NeueHne Ha MALMEHTH ¢ YMEpeHa JI0 TEKKa cTeneH Ha bonecTra Ha
AnuxaiiMep.




2. Kaxkso Tpa0Ba aa 3uaere, npeaH na npuemere Hmana

He npuemaiite Hmana
~ KO CTe allepru4HH (CBPBXYYBCTBHTENHH) KBM MEMAHTHHOB XHAPOXAOPH/ MM KbM
HAKOA OT OCTAHAIMTE CCTABKH Ha MMaHa duaMHpanu TableTKH (BHXTE TouKa ).

AKO He cTe cMr'ypHH, rosopere ¢ Bamna nexap wim ¢apmatiest npead aa npuemere Mmana
TabMEeTKH.

HpeaynpexkaeHns H NpeAasHH MEPKH
losopete ¢ Bamus nexap unu dapmauerT, npean aa npueMere Hmana:
- aKo MMarte aHaMHe3a 33 ENHJIENTUYHH I'bPUYOBe
- @aKO HACKOpO CTe npekapany WHdapkT Ha MHOKap/a (ChPACHEH Yaap) WK aKko CTpajaTe
OT 3aCTOkHa ChP/YHA HEAOCTATBYHOCT HIIH OT HEKOHTPOJIMPAaHa XHIIEPTOHHA (BUCOKO
KPBBHO HanATaHe).

B Te3m curyauun JeyeHnero Tpabra BHUMAaTeNHO Aa 6b1€ NpocneaBaHo H KIHHWYHATA 110134
ot MMaHa 1a Obae penoBHO NpeHeHsraHa oT Bawnus nexap.

Ako umare 6u6peuno yepexaane (mpobnemu ¢ 6e6pewyite), Bammat nexap TpsabBa BHUMaTENHO
Aa npocneaea 6p0peuHata GyHKUHUA H aKo ¢ HeoOX0AMMO Ja KOPHIHpa CbOTBETHO O3HTE Ha
HUmana.

EnnoBpemenHarta ynotpe6a Ha IEKapCTBEHHTE MPOAYKTH aMaHTaliH (3a neueHue Ha GonecTTa
Ha [TapKuHCOH ), KeTaMuH (BEILECTBO, KOETO 00HKHOBEHO C€ M3MOI3Ba KaTO YNoiiKa),
AexcTpoMerophad {OGHKHOBEHO CE H3NOJ3BA 3a leYeHHe Ha Kanula) 4 Ha apyrs NMDA-
aHTaroOHKUCTH TPAOBA Aa ce u3bArea.

Jena u 10HOINH
Hmana He ce npenopwuBa NpH Aelia ¥ I0HOIIHA Ha BB3pacT noj, 18 roauHu.

JApyru nexaperea B Umana
Hudopmupaiite Bammus nexap win gapMalest, ako IipHeMaTe, HaCKOpO CTe NPUEMaH MK €
Bb3IMOXHO /14 NIpUEeMeTe ApYrH JIeKapcTBa. &
To-koHkperHo, MMaHa moxe Aa TpoMerH eeKTHTE Ha CIEIHUTE JIEKApCTBa, H MOXKE J1a €
HeoOXoAuMO Baluuar nekap Ja Kopurapa aos3ara HM:
- aMaHTaJiH, KeTaMuH, JeKcTpameropdaH
- JdaHTpo.neH, 6axiopeH
- LMMETHIHH, PAHHTHANH, NPOKAWHAMHA, XHHUIWH, XMHHH, HHKOTHH
- XHAPOXJIOPOTHA3HMA (MM KOMOHHALMA ¢ XHAPOXTOPOTHA3HL)
- AHTHXOJHHEPIHYHH CPEACTBa {BellecTsa, KOMTO ODWKHOBEHO CE H3MOJ3BAT 34 JIEUCHHE
HA JBUraTEHHA HapyIISHUs HIH YPEBHH CIIA3MH)
-  aHTHKOHBYJICAHTH (BEWIECTBA, KOMTO CE H3MOJI3RAT 3a NPEAOTBPATABAHE MM ACUEHUE HA
rbpYOBE) ZWR Nl ~,
- OGapOutypatH (BemecTsa, KOHTO OOMKHOBEHO CE M3MOJI3BAT 32 NIPeIH3RUKE oy
- JonaMUHEpru4HH aroHUCTH (BeruecTpa Kato L-aoma, GpOMOKpnm‘ﬁ




- HEeBPOJIENTHLHM (BELIECTBA, KOHTO CE H3MON3BAT 34 JICHEHHE HA ICHXHYHH HapyIUCHHA)
- nepopaiHu AHTHKOAryTaHTH.
AKO NOCTBNATE B HOIHKLA, YBEAOMETE NIEKYBALIHA JeKap, ue npuemare Hmana.

Hmana ¢ xpaHa, HAMHTKH H aJK0X0/1

VeepoMere Bamusa iekap, ako HACKOPO CT€ CMEHUIY HIIH UMATe HAMEPEHUE [1a CMEHHTE
IPACTHYHO JMETATA CH (HAIPHMEp OT HOPMAIHA AHETa KbM CTPOra BETeTAPHAHCKA IUETa) Ui
aKo cTpagare oT 6s0peuHa TyGynapHa amnzosa (BTA, MaTuIIbK OT BeleCTRa, 06pasyBauy
KHCEJMHH B KpbhBTa nopaau 6u6peuna auchyHkuus (jiomo dyHxkuponupane Ha 6u6peunTe)) it
TEKKHA HHEKIHH Ha OTACNMTENIHATA CHCTEMA (CTPYKTYPATa, KOATO OTBEXa ypHHaTa), Thi KaTo
MOJKE 1A Ce HaJIKH KOPEKLHUA B 103aTa Ha JIEKapCTBOTO.

BpeMenHocT, KbpMeHe B GepTHINTET

AKo cTe GpeMeHHa WIH KbDPMHTE, CMATaTE, Ue MOXKE Ja CTe OpemeHHa HIIH NIIaHKpaTe
GpeMeHHOCT, NocbBETRakTE ce ¢ Bamug nexap nns gapMaleBT npeau ynoTpebara Ha TOBa
NEeKapcTBo.

VMana ne ce nipenopbusa 3a ynotpeba npn OpeMEHHH JKEHH.

Kenu, npuemany Mmana, ne tpabsa fa KbpMAT.

IHlodupane u paboTa ¢ MAIIHHH

JlexapsaT e Bu xaxe nanu safonseaHeTo no3o/siba GesonacHo aa mwodHpare u Ja paborute ¢
MAalIMHH.

Oceen Tosa Mmana Moe [a npoMeHy cioco0HocTTa Br 3a pearupase, KOeTo Ch3/1aBa ONacHoCT
npu uodupaHe WM paboTa ¢ MalllMHK,

3. Kak xa npuemare Hmana

BuHaru npHeMaiiTe TOB4 JEKapCTBO TOYHO KakTo By e kasan Bamusr nexap. AKo He CTe
CHTYPHH B HElo, nonHTaiite Bamus nexap unm gapmaliest.

203149031{&:

[penopbupaHata 7033 MMaud 32 BL3PAcTHU ¥i NIAUMEHTY B CTApYecka Bb3pacT ¢ 20 mg AHEeBHO.
3a 1a ce HaMalM PHCKBT OT HEXKENAHH NEKAPCTBEHH PEaKLMM, Ta3H [03a € NOCTHra
NOCTENEHHO, NO C/IeJHATa IHERHA CXEMa Ha JICUEHHE:

ceamuua ! (aex 1-7) 5 mg nHeBHO

ceamuua 2 (neH 8-14) 10 mg aueBHO

ceaMuua 3 (aen 15-21) | 15 mg aueBHo

ceaMuua 4 u cnentosa | 20 mg AHEBHO

OOHKHOBEHO Haya/lHaTa 703a € 5 mg AHEBHO Npe3 [EPBATa CEAMHIIA, _—
Ta ce nosumasa go 10 mg AHeBHO Npe3 BTopaTa ceAMHLA H 10 15 mg BeIHB

Hoaasp:kama no3a



ITpenoppunTesnnara AHeBHa 1034 € 20 g BEAHBK NHEBHO.
3a NpoABBKUTENHOCT Ha JIeueHHETO, MOJid, KOHCYATHpaiite ce ¢ Bamms nekap.

Jlo3npaHe NpH NALHEHTH ¢ HApyleHa 6b0peuna GpyHKUNA

Axo umarte HapyieHa 650peuna GyHxnna, Bamuar nexap e NpeLICHH KaKea 1034 €
noaxozsima 3a Bawero ¢werosnue. B To3u ciyuait nekapat Tpabsa na npocnenssa 6n0peuHara
By dynknua npes onpeneneHy HHTEpBaNy.

Ipnnoxenne

Hmana TpaGBa 1a ce nipunara nepopaiHo BEJHBK JHEBHO . 3a a MMATE M0J13a OT JIEKapCcTROTO,
TpaOBa 12 ro B3eMare pe0BHO, BCEKH AEH IO e1HO H CBIIO BPEME HA ACHOHOLIHETO.
Tabnerkure TpaOBa fa ce NONTBIUAT ¢ MAJIKC BoAa. TabneTKuTe MOrar 1a ce NpUeMart ¢bC Ui
6e3 xpana.

IIpoALIKHTENHOCT HA TeYeHHETO
[MpremsT Ha MMana npoaehkaBa JoKato uMa edekT. Bamuar nekap Tpa6sa aa npeoleHsea
PeIoBHO JedyeHnero Bu.

AKo cTe npHeH noBeye oT Heobxoaumara n03a Hmana

Axo npueMere FiMaHa B 1033, MHOTOKPATHO NO-BHCOKA OT NpeANHCaHaTa, CBrpikeTe ce ¢ Bauius
NeKap W NOTHPCETE MEAMIIMHCKA KOHCYJITALMA, ThH KaTe MOXKeE Aa Ce HyxKaaeTe oT
MeIULHCKA oMo,

O6HMKHOBEHO IPHEMAHETO Ha NpeKaneHo MHoro Mimana e 01 Tpabpano ga Bu Haspenu. Moxe
13 CE 3ACHIAT HAKOH CHMIITOMH, NOCOMEHH B TOUKA 4. ,,BB3MOKHH HEXENAHH peakuMu™.

AKo cTe nponycHanu Ja npuemere Hmana
- AKo OTKpHETe, 4e cte 3a0paBunm 1a npuemere fo3arta ci MMana, H3YaKaiiTe U NpHEMETE
- CJIeNBAINATA JI033 B 0OMHAHHOTO BpeMe.
- He e3emaiite Opoiina 1033, 33 1a KOMOSHCHUPATE NPONYCHATATA 034,

AKO MMAaTe JOTBAHUTENHH BBIPOCH, CBbP3aHH ¢ yroTpebara Ha TO3H NPOIAYKT, MOJIA HOMHTAHTE
Bainnsa nekap unu gpapMalienT.

4. BL3MOKHHE HexXeNaHH pPeakuuH

KakTo BCHUKH JieKapcTBa, TOBa J1€KAPCTBO MOXKeE Ja PEAM3BHKa HEXKENIaHH PEaKuHH, BhIPEKH
Ye He BCEKH I'M I10J1y4aBa.

Ako 3a6enekKuTe HAKAKEH PEAKIHH KATO NPHIAZBUH, CYHUHTHH HACH H MHCIH 32
caMoyOHiicTBO, roBopeTe He3abaBHo ¢ Bamus nexap HiIH ¢papmanesT.

OGHKHOBCHO, Haﬁnmnaaaﬂm‘e HeXeMaHH NeKapCTBeHH peakiiMH Ca JeKH 10 YMCPCHH.

Yecmu (3acsea 0o 1 na 10 nompebumenu):
- I'maBoGoinHe, CLHNHBOCT, 3aNE€K, MOBHIUEHH CTOHHOCTH HA YEPHOL



3aMasHOCT, HapyLUIEHUE HA pABHOBECHETO, 3ayX, BACOKO KPBBHO HAMAraHe H
CBPBXUYYBCTBHTENHOCT KbM JICKApCTBA

Hevecmu (3acsea 0o 1 na 100 nompebumenu):

- ¥mopa, re0u4HU MHDEKUNH, 00BPKaHOCT, XAMHOLUWHALMM, NOBPIIAHE, HAPYINCHA
NOX0JKa, ChpJeYHa HEAOCTATBYHOCT U BEHO3HO TpoMbooGpasysane
(TpomGo3a/TpoMO0eMGOTHIBEM)

Mhuozo pedxu (3acsza no-manxo om I na 10 000 nompebumenu):
- I'ppuose

C neuzgecmna vecmoma (om nanusHume OanHu He Modice 0a 6vOe nanpasena oyeHKa Ha
yecmomama):
- Bw3nanenne Ha maHkpeaca, Bb3NajieHUe Ha YepHHA APoD (XENaTuT) ¥ ICHXOTHIHH
peaKkuHH.

Bonectra Ha AnuxaiiMep ce CBBP3Ba ¢ AeNpecs, CYMLMIHA MHCIIH M OMHTH 32 caMoyOuiicTBo,
Teau cuOUTHA ca chOOLIABAHH [IPH ALMEHTH, JeKyBaHH ¢ MmaHa.

AKO HAKOSA OT HEJKEJIAHHTE JIEKAPCTBEHH PEeaKLliKi CTaHe CepUO3Ha, MM 3abenexuTe aApyry,
HEOINHCAHH B Ta3H AMCTOBKA HEXENAHW PeakLMy, MoNd yBegoMeTe Bawnd ekap wiu
dapmanesT.

Cro0maBane Ha HEKeAaHH PeaKURH

AKO MONy4nTe HAKAKBH HeXKeJIaHH NIEKapCTBEHHU PeakluH, ypeioMeTe Bauiua iekap niu
¢dapmanert. Tosa BKIIOYBA BCHUKH Bb3MO)KHH HEONHCAHH B Ta3H JIMCTOBKA HEXKEJIaHH PCaKUHH.
MoskeTe ChII0 Aa ChOOIHTEe HEXKEIaHH PEAKLHK AHPEKTHO Ype3 HAlHOHANHATA CHCTEMA 32
cbo0iaBaHe:

HanbaHuTeIHa areHUMs 110 JeKapcTeara

yan. ,,JamsaH ['pyes” Ne §

1303 Codusa

Ten.: +359 2 8903417

yebcaliit: www.bda.bg

Kato cpobinaBare HexenaHu peakuiy, MOXKeTe Ja JaJeTe CBOA MPHHOC 3a noJyyapaHe Ha
noseye uHbOpMaLL 0THOCHO §€30NMaCHOCTTa HA TOBA JIEKAPCTBO.

5. Kak ga cexpansisate Hmana

Ha ce cbxpanssa noa 25°C, la ce cexpadsBa B OpHTMHAIHATA OTIAKOBKA, 33 Aa C€ NpeAnasH oT
CBETIIMHA. :

Ja ce cpxpaHsBa Ha MACTO, HEAOCTBIHO 32 JELia. e
He u3mon3paifte TOBA JEKAPCTRO Clie]] CPOKA HAa FOJHOCT, OTOENA3aH BBPXY K ﬁ{"‘
onakoska i 6nucrepa cien "l'ogen xo:".CpoKbT Ha FOAHOCT OTrOBapa Ha MOQALS
MIOCOYEHHAA MECELL




He u3xBupasTe IeKapcTBaTa B KAHANW3AIMATA WIH B KOHTeiHEpa 34 JOMALHH OTNAAbLIH.
[Monuraiire Bammsa gapManesT Kak ia H3XbpIIsTE IEKapCTBaTa, KOMTO Be4e He W3Nom3Bare. Te3n
MEPKH LIE CIIOMOTHAT 34 OMasBaHe Ha OKoJIHaTa cpena.

6. Cpabp:xkaHHe HA ONAKOBKATA H JONLIHHTEIHA HHPOPManHA

Kakso cbabpxa Hmana

- Axmuenomo eewecmao e: MEMAHTHHOB XHAPOXJIOPH]L
Beaka 5 mg dgunmupana tabnetka cbabppaka 5 mg MEMaHTHHOB XHWAPOXJIOPH], €KBUBAlICHTEH Ha
4,15 mg MeMaHTHH.

- Hpyzume cvcmasexu ca:
Adpo na mabremrxama: cinpnuQUIKEpaHa MHKPOKPUCTAHA LIEMY/03a, KPOCKapMeTo3a HaTPHIA,
TankK, MarHe3ueB creapar.
Obsuexa na mabremxama: XunpoMenosa, makporon 400, Turanos auokcua (E171).

Kak marnexaa Hmana 1 KakBoO ¢CbAbpkKa ONaKOBKAaTa

Hmana 5 mg ca 6enm 10 noyru 6enm, ¢ popMa Ha Kancya, IBOHHOH3NbKHaNH, GHIMHPaHH
TabneTku, rpaBapany ¢ "5" oT eqHaTa crpaHa ¥ riajKy OT Apyrara crpaHa. Pasmepure Ha Besika
TaGnerka ca npubnuzuTento 10 x 4 mm.

5 mg TabneTHu omakoBku: AnyMurmii/PVC Gnucrepy, coanpxkaiy 7 tabnerky. [Ipeanarar ce
OMNAKOBKHU Mo 7 TaGNETKH.

ITpuTexaren Ha pajpelieHHeTo 32 YHoTpeda H NPOH3IBOANTEN
Alkaloid-INT d.o.0.

Slandrova ulica 4,

1231 Ljubljana - Crnude

Crnopenns

Ten.: +386 13004290

daxc: +386 1 300 42 91

e-mail: info@alkaloid.si

To3u NeKAPCTBEH NPOAYKT € palpeine 3a ynorpe6a B AnpaxapuTe 9ieHkn Ha EHII noa
CJeTHHTE HMeHAa:

Brarapus HMAHA 5 mg; 10 mg; 15 mg; 20 mg ¢punMypanu TableTkH
BenukobputaHus YMANA 5 mg; 10 mg; 15 mg; 20 mg film-coated tablets
CnoseHus YMANA 35 mg; 10 mg; 15 mg; 20 mg filmsko obloZene tablete
XbpBaTus YMANA 5 mg; 10 mg; 15 mg; 20 mg filmom obloZeng tablete

JlaTa Ha nocjenHO NpepasriekaaHe Ha AucToekaTta 10/2019




