JINCTOBKA: HHOOPMAIIMSA 3A IIOTPEBUTEIA

HMAHA 5 mg pnamupaHn Tadaerkn
YMANA 5mg film-coated tablets

MeMaHTHHOB XHAPOXJIOPH]
(Memantine hydrochloride)

ITpouereTe BHHMATEIHO MAJATA JJHCTOBKA, NPEIH AA 3an0YueTe A2 NPHEMATE TOBA JICKAPCTBO, TbH

KaTo T ChALPXKA BaxkHa 3a Bac undopmanns.

- 3amnasere Ta3y JUcTOBKa. MOXe a ¢e HallOXKH J1a A MPoveTeTe OTHORO.

- AKO NMaTe HAKAKBHA JONBLIHATEIHY BBIPOCH, NonkuTalite Bawus nexap iy GapMaLeBT.

- ToBa NEKapeTBO € MPSANMCano NuqHo Ha Bac. He ro npeotcrenBaiite Ha ApYTH Xopa. To MOxke
12 MM HaBpEIy, HE3aBHCHMO 4€ NpU3HALUTE HA TAXHOTO 3abonaBane ca ChiuuTe Karo Bamure.

- AKO TONYYHTE HAKAKBH HEXENIaHW JIeKapCTBEHH PEakUvK, yBeJoMeTe Bauus nexap uin
dapmanesT. ToBa BKIIOYBA H BCHYKH BE3MOXHH HEKENAHH PEAKLMH, HCONMCAHH B TA3H
JIHCTOBKA. BikTe Touka 4.

KaxBo cpabpka TA34 JHCTOBKA:

1. Kakso npexcrasnasa MMana | 3a Kalcﬁor:ﬂ gmﬁmﬂg MEHHWH no J'IEI{APCTBATR

2. Kakpo Tpa06Ba na 3Haete, npeay 1a NpuestE RIMaTHE; oneHue 2
3. Kak aa npuemare Mmana 9[,.9 /% 2 k4 l
4. BB3MOXKHH HEXENAHN PEaKIuH | Kbm Pee. A~ "
S. Kak na cpxpansBate UMana | Ve LI é 0 l' -11- ?-[m
6. C'Bﬂ'bp}l{a_ﬂne HA OMAKOBKATA H JOIL/THY} 3 ].PGHH ugpﬁau.ﬁ,i.... resasraenabnsrusnf sernsnacs saansernsunan
| OGOBPEHUO NE covvenirrsemizasssesner: S
1. Kakxso npeacrapisea HMaHa H 32 KaKBO Ce H3NI0JI3Ba

HMmana oprHAIICKH KBM [PyTa JIeKapeTha, H3BECTHA KaTo JIEKapCTBa NPOTHB ACMCHIHA.

3ary0aTa Ha mameTTa nipu GosecTTa Ha AnuxaiiMep ce Ib/JKH Ha HapYIICHHS B CHIHAJTHHTE 32
CHODIICHAS B MO3bKa, MO3BKBT ChAbPXa T. Hap. N-Metna-D-acnaprat (NMDA)-peuentops,
AHTXKHPAHH ¢ NIPEAABAHETO HA HEPBHUTE CHTHANH, KOMTO €2 BayKHH 33 yUCHeTo ¥ Nlamerrta. Mmana
APHHAIVIEKY KbM Ipyra NeKapcTBa, HapeueHH aHTaronkcTH Ha NMDA-perentopHTe. FiMana feHcTBa
BBPXY Te3u NMDA-penentopH, Karo 11ogo0pAsa IpeaBaHeTO Ha HEPBHUTE CHTHANH M NAMETTA.

MmMaHa Ce H3MOM3BA 33 NeUSHHE Ha MALMEHTH C YMEpPEHa IO TeXKa CTeneH Ha 0onectTa Ha AJXanMep.

2. Kaxpo TpaGBa aa 3Haere, npean aa npuemere Hmana
He npuemaiite Hmana
- 4KO CTe allepruyHU (CBPBXYYBCTBUTE/IHH) KbM MEMAHTHHOB XHIPOXIOPHI WK KbM HAKOS OT
OCTAHAIMTE ChCTaBKH Ha MMana GuiMupany TabaeTkH (BIXKTE TOYKA 6).

AKO He cTe CUT'YPHH, roBopeTe ¢ Batuus yrexap umm dapManest npexy fa npaemere Fimana tableTky.



Ilpeaynpexaenus 4 npeanasHd MepKH
['oBopere ¢ Bamusa nexap unm gpapMaliest, npeau Aa npueMete Umana:

- aKO UMAaTe aHaMHe3a 3a CIHACNTHYHH rbpYoBe

- aKO HACKOPO CTE MpeKapany HHPapKT Ha MHOKap/a (CbpACUCH yIap) “IH aKko cTpaaare oT
3acToHHA ChpAeYHA HEAOCTATHYHOCT WK OT HEKOHTPOJIMPAHa XHIIEPTOHHA (BHCOKO KPBBHO
HAJIAraHe).

B Te3u cutyanun neueHUeTo TpaAOBa BHUMAaTENHO 13 Obe NpociendBaHo U KIWHHYHATA on3a oT MMana
na 0bAe pelOBHO MpelcHABaHA OT Bautus nexap.

Ako umare 6b0peuno yBpexaase (mpobneMu c 60peunte), BansAr nexap TpsadBa BHHMATENHO Aa
npocieassa On0peuHaTa GPyYHKIUA H aKo € HeoOXOMHUMO J1a KOPHTHpa CLOTBETHO A03UTe Ha MMaHa.
EnHospeMeHHaTa ynotpeba Ha NekapcTBEHUTE MPOAYKTY aMaHTaAHH (3a fieveHue Ha O0MecTra Ha
[TapKkHHCOH ), KeTaMHH (BELIECTBO, KOETO 0OHKHOBEHO C€ H3NON3Ba KaTO YNO#HKa), JEKCTpOMETOpdaH
(0BHKHOBEHO Ce H3MON3Ba 3a JICUCHHE Ha Kanuiuia) 1 Ha 1pyru NMDA -aHTaroHucTd Tpsabsa aa ce
u304rBa.

Jdela H IHOLIH
HMaHa He ce npenopbysa IPH JEla H FOHOLIN Ha Bb3pacT noj 18 roqunm.

Apyra nexapersa u HmMana :
Hndopmupaiite Bamns nekap HiH ¢apMaLeBT, ako IpHeMare, HaCKOpo ¢Te MPUEMANH UM € Bb3MOKHO
[a TIpUeMeTe APYry JeKapCeTsa.
[Ho-koukperHo, UMaHa MoXe a2 NpoMeHH eheXTHTE Ha CIeAHUTE IEKAPCTBA, H MOXE [1a € HEOOXOAHMO
Banmar nexap Ja kOpUripa 103ara Hm:
- aMaHTaJliH, KeTaMHH, AcKCcTpameTopdhan
- paHTponeH, 6axnodeH
-  UWMETHIHH, pAHUTHAUH, NPOKAUHAMKWA, XHHHAHWH, XHHHH, HHKOTHH
- XHApOXJOpoTHa3HA (M KOMOHHALINA ¢ XHIPOXIOPOTHA3H)
-  AHTHXONMMHEPrHYHH CPEACTBa (BelIECTBa, KOUTO OOMKHOBEHO CcE M3MOJ3BAT 3a JICHEHHE HA
JIBHFATEIHA HapyUIeHHA WK YpeBHH CIIa3MHM)
-  AHTHKOHBYJICZHTH (BEIeCTBA, KOWTO CE U3MON3BAT 34 MPEAOTBpATABAHE HITH JICUEHHE Ha
I'bp4OBE)
- OapOurypaty (BelecTBa, KOUTO OOHKHOBEHO C€ M3MON3BAT 3a MPEAU3BUKBAHE HA ChH)
- AOMAMHHEPTMYHH arOHHCTH (BemecTBa KaTo L-a0ona, OpOMOKPHUNITHH)
- HEBPOJENTHLM (BEMICCTBA, KOMTO CE€ H3MON3BAT 3a JCUCHHE HA NCUXHYHY HApYIIECHHA)
- NIepopallHi aHTHKOAryJIaHTH.
Axo nocTenute B GONIHMLIA, YBEJIOMETE JIEKYBalllkg Jekap, ye npuemare HmaHa.

HNMaHa ¢ XxpaHa, HANHTKH H AJIKOX0JI

YBenoMere Banus nekap, ako HaCKOpo CTe CMEHHIIM HIIH HMATe HaMEpeHKeE Ja CMEHHTE JPacTHYHO
J¥eTaTa CH (HanpuMep OT HOpMAaJIHa AHeTa KbM CTpOra BereTapHaHCKa AWeTa) M aKko CTpajare OT
Ou0peyna TyOynapna anpaosa (bTA, nanuirek ot seliecTBa, 00pa3yBallld KUCEIMHY B KPhBTa NOPaay
O6s0peuna qucyHkumA (Moo QYHKEHOHHpaHe Ha Op0peLinTe)) HIIM TeXKA HHPEKLIMH Ha
OTACNUTENHATA CHCTeMa (CTPYKTYpaTa, KOATO OTBEXIAa YPHHATA), Thi KATO MOMKE Ja C€ HAJOXKH
KOpPEKIMA B J034Ta Ha ACKaPCTBOTO.

bpeMenHOCT, KbpMeHe H pepTruiInTer

Axo cTe OpeMeHHa MM KbPMHTE, CMATaTe, Y€ MOXKe Aa cre OpeMeHHa WK niaHupate Opeme Hﬂc'fr, =
e R LA N
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Hmana He ce npenopreyea 3a ynorpeda npu OpeMEHHH JKEHH.
XKenn, npuemain UMana, ve Tpabpa na KbpMAT.

M odpupane ¥ pabora ¢ MalIHHA

JlekapsT wie B kaxe aanu 2abonssanero no3songsa 6e3onacHo JAa modupare u ga paboTHTE ¢ MALIHHH.
OcseH ToBa IMaHa Moske Ja npoMeHH cliocobHocTTa BH 3a pearnpase, KOSTO Ch3/1aBa OMAaCHOCT [PH
modupane wiaH padoTa ¢ MalIHHH.

3. Kax xa npuemare Amana

Bunaru npuemaiiTe TOBa NEKapCTBO TOMHO KakTO BH e kazan Baiuuar nexap. AKO HE CTe CHT'YPHH B
HENO, nonuTadTe Ballus Jekap Wik papMaleBT.

Ho3upoBKa:

IIpenoppuBanara nosa MMana 3a B3pacTHH M MALIHEHTH B CTapuecka Bb3pacT e 20 mg qHeBHO. 3a a ce
HAMAaJIi PHCKBT OT HEXEJAHH JIEKAPCTBCHH PEakIMy, Ta3H 1034 ¢ MOCTHIA NOCTENEHHO, 110 CIeRHATA
AHEBHA CXeMa Ha JICYCHHE:

ceamuia 1 (nen 1-7) S mg AHCBHO

cenmuua 2 (neH 8-14) 10 mg aneBHO

ceaMuna 3 (oen 15-21) 15 mg nHeBHO

CeAMHLIA 4 | CJIET TOBA 20 mg nHeBHO

O6uKHOBEHO HAYANTHATA J03a € 5 mg AHEBHO Npe3 TbpBaTa ceAMULIA.
T4 ce mosuiasa 1o 10 mg AHEBHO npe3 BTOpaTa ceaMuLa u 1o 15 mg BeaHBXK AHEBHO NIpe3 TpeTara
ceaMuia. OT yeTBBpTaTa cCeAMMIla HATATBK obDUYalinara nosa ¢ 20 mg JHEBHO.

IHomaupxkalua Ao3a
[penoprunTentara fHEBHA 3032 ¢ 20 M BEHANLK AHEBHO.
3a NIPOABIKUTEAHOCT HA JISUSHHETO, MOJIsl, KOHCYIITHpaliTe ce ¢ Bamms nekap.

Ho3npane npH NaNHEHTH ¢ HApyeHa 0b0peuna pyHKIHA

AKO UMare HapyweHa 660peyna GpyHkuus, Bamuar nekap e npelleH) Kaksa [03a e oAXo/1ia 3a
Baweto cbcrodauue. B To3H ciyuait nekapar Tp#adsa aa npocneassa Op6peynaTta By ¢pyHkuus npes
onpeaeNeHH HHTEPBAJIH.

ITpunoxenne

Mmana TpsaOpa fa ce npuiara nepopantio BeAMBK JHEBHO . 32 Jla UMaTe 1NoJ3a OT JieKapcTBoTO, TpsbBa
la ro B3eMaTe PEAOBHO, BCEKH JEH MO eJHO H CHIIO BpeMe Ha AeHOHOWHETO. TabneTkuTte TPAOBa Aa ce
NOTJTBIIAT ¢ MAJIKO BOAA. TabeTkuTe MOraT Aa ce mpHeMar ch¢ Ui Oe3 xpaua.

IpoaL/KHTEIHOCT HA JIEUeHHETO
ITpueMsT Ha UMana npobimkasa AokaTo HMa edekt. Bammar nekap Tpadsa fa npeoLecHsBa PeJOBHO
ne4cHueTo B

AKO cTe IpHe/IH ToBeve oT HeobxoaumaTa no3a Hmana
Axo npuemere Mmana B 1033, MHOTOKPAaTHO TI0-BUCOKA OT NPEANHMCAHATA, CBB[XETE c¢ ¢ Bamma aexap.... ..
HJIH TIOThPCceTe MENHLMHCKA KOHCYNTAlHs, Thil KATO MOXE Jia C& HY)KAAeTe OT MENHLIWHCKA HOMOM - 2o
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OOHKHOBEHO NPHEMAHETO Ha NpekaneHo MHoro MMaHa we 6u Tpa6Bano na Bu naspean. Moxe na ce
3aCHJIAT HAKOH CHMIITOMH, NIOCOYEHH B TO4KA 4. ,,BB3MOXKHY HeXeNaHH peakuuu®.

AKo c¢Te nponycHAaH Aa npueMete Umana

- AKO OTKpHETE, 4e cTe 3abpaBUNY Aa MpHeMeTe 103aTa ¢ MiMaHa, H3UaKaiTe H IpReMETe
- cheAasaiara no3a B 00H4aiHOTO BpeMe.
- He B3eMaiiTe xBoiiHa 1033, 3a Ja KOMIIEHCHpATE NponycHaTara Ao3a.

AXO UMaTe JOMbAHUTEHH BRIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TO3H MPOAYKT, MONs nonuTakte Bammns
Niexap HiH (papMaLlcBT.

4, BL3MOKHH HexkeNaHH peakKIHH

KaKTO BCHYKH JIeKapCTBa, TOBA JIEKAPCTBO MOXE Ja MPEeIH3BHKA HEXEIAHH PEaKLHH, BBIIPEKH Y€ HE
BCEKH T'Yl TOAY4aBA.

Axo 3a0eNekNTe HAKAKBH PEAKIHH KATO NPHNIAABLIH, CYHIHAHH HACH H MHCJTH 38 CaMOyOHHCTBO,
ropopere He3abaBHO ¢ Bamusa gexap Hian papManesT,

OOHKHOBeHO, HAOMIOABAHUTE HEXENAHH JICKApCTBEHH peakKliiu ca 1eKH A0 YMEPEHH.

Yecmu (3acaeza 0o 1 na 10 nompebumenu):

- I'mapobonme, CLHIKBOCT, 3all€K, MOBHIIEHH CTOMHOCTH HA YepHOAPOOHHTE CH3NMH,
3aMasHOCT, HAPYIICHHE Ha PABHOBECHETO, 3a1yX, BUCOKO KPbBHO HAJIATEHE U CBPBXYYBCTBUTEIHOCT KbM
JIeKapcTBa

Heuecmu (3acsiza 0o 1 na 100 nompebumenu):

- ¥YMopa, reOHuHH HHpEKUHN, O0BPKAHOCT, XalIOLUHHALWH, TOBPBLUAHE, HAPYIIEHA MOXOMKA,
ChpAcyHa HeJOoCTaTHYHOCT ¥ BEHO3HO TpoMboobpasyBaHe (Tpomb03a/TpoMO0eMOOIHIBM)

Mnozo peoxu (3acsza no-marnko om 1 nwa 10 000 nompetrumenu):
-  I'spuose

C neuseecmua yecmoma (om HanuyHume OaHHU He MoXce 0d HbOe HaNPaseHa OYEeHKA Ha
yecmomamay):
- Br3naneHue Ha maHKpeaca, BB3NANCHUE HA YEPHAA Apo0 (XCNATHT) ¥ IICHXOTHYHH PEaKIlHH,

bonectra Ha AnpxatiMep ce CBBbp2Ba C ACTIPECHS, CYHIHAHH MUCIIH H ONIUTH 3a caMoyOuAcTBO. Tesu
CHOHTHA ca cHOOIUABAHN NIPH NIALIMEHTH, NeKyBaHu ¢ FMana. -

AKO HAKOS OT HEeXKelaHuTe JICKAPCTBCHH PEAKIIHU CTAHE CEPHUO3HA, HITA 3abenexuTe APYru, HECOIMMHCAHH B
Ta3H JIHCTOBKa HEXCJAHH PECAKIIHH, MOJIA YBEAOMETE Bammns JEKap uiau ¢apMaueBT.

CroolIaBaHe HAR He/KeJIAHH PeaKmuu

AKO NONy4YHTE HAKAKBH HEXEJAaHH NEKaPCTBEHH peaKiLuH, yBeaoMeTe Ballina nekap unu gapMaLesT.
Topa BK/IO4Ba BCHYKH BE3MOXXHH HEOTIHCAHH B Ta3U IMCTOBKA HeXelaHH PeakIHH. MoxeTe ChINo.1a
cb0oOIMATE HEXENaHH PeakiiH AUPEKTHO Ype3 HAIHOHAIHATA CACTEMA 34 CEOOIaBAHE: 17 .\ "




HambaanTenna arennus no JICKAPCTBATAa

ya. ,,JJamsu I'pyep” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcalt: www.bda.bg

Kato chobiiaBare neskenanu peakuun, Moxere Aa nanere CBOs IPHHOC 33 [ONIYYABAHE Ha MOBEYe
HH(OPMANU OTHOCHO Ge30MacHOCTTA HA TORA NEKAPCTBO.

5. Kak na enxpanssare Umana

Ha ce cexpansea nox 25°C. Ha ce cpXpaHssa B opHrunaigata ONAaKkoBKa, 3a Oa ce Npeanasy OT CBEeTIHHA.
Ja ce cbxpansBa Ha MACTO, HEXOCTBIIHO 33 Jena.

He u3nonsBaiite Tora nexapctro cnen CPOKa Ha rOAHOCT, OTOC/A3aH BEPXY KAPTOHEHATA OIAKORKA H
Omicrepa cneg "Toxen n0:".CpokbT HA TOTHOCT OTroBapA Ha NOCHCAHHA IEH OT NOCOYEHHA Mecell.

He u3xeepnsaTe NekapcTBata B KAHANH3AHATA HIH B KOHTeHHepa 3a AOMALIHA oTaasny. [TonuTaiite
Bauiusa gapmarnesr kak na H3XBPIITE JICKApCTBATA, KOHTO Beue He H3ron3eare. Tesn MepkH me
CIIOMOTHAT 3a OMa3BaHe Ha OKOJHATA CPEAa.

6. Chabpkane Ha ONAKOBKATA H JONbIAHKTEIHA HH(popManus

KaxBo cbanpixa Hmana
- Axmusrnomo eewecmeo e: MEMAHTHHOR XHPOXJIOPH ]
Beska 5 mg dunmupana Tabnerka ChAbPkKaA 5 MZ MEMAHTHHOB XHAPOXJIOPHI, EKEMBANCHTEH Ha 4,15 mg
MEMAHTHH.
- Alpyeume cecmasxu ca:
Adpo na mabremrxama: CHIHIH(HIMPaHa MHKPOKPHCTAIHA LIeTyNo3a, KpPOCKapMeJio3a HaTpui,
Tank, MarHe3ueB creapar.
Obsuexa na mabremxama: Xnpomeosa, Maxporon 400, tutanor auoxcua (E171).

Kaxk mriexna HMana u xakpo CHABLPKA ONAKOBKATA

Hmana 5 mg ca Genwm go nouty Geny, ¢ (hopMa Ha kancyna, JBOHHONIEKHANH, unMupasd Tabnerxy,
rpaBupanH ¢ "3" OT exHara cTpaHa H IMAAKYH OT Apyrara cTpaHa. PasmepuTe Ha Bcaxa Tabnerka ca
npubmm3aTenHo 10 x 4 mm.

5 mg TabNeTHH ONAKOBKH; AnyMHRHH/PVC Oancrepy, cbabpxaim 7 Tabnetn. [Ipeanarar ce B
OMMaKOBKH 10 7 TabJieTKH.

Ilpurexaren na paspemennero 3a ynoTpeda u Npon3BOIHTET
Alkaloid-INT d.o.0.

Slandrova ulica 4,

1231 Ljubljana - Crnuge

CrnoBeHus

Ten.: +386 1 30042 90

dakc: +386 1 300 42 91

e-mail: info@alkaloid.si p—




To3H JiekapcTBen npoayKT e paspemied 3a ynorpeda B AbpxcasuTe uienkn na EUII noa crieannte
HMeHa:

brarapus HMMAHA 5 mg; 10 mg; 15 mg; 20 mg ¢unmupanu Tabnerku
BenuxoOprranus YMANA 5 mg; 10 mg; 15 mg; 20 mg film-coated tablets
Cnoeenns YMANA 5 mg; 10 mg; 15 mg; 20 mg filmsko obloZene tablete
XBpBaTHS YMANA 5 mg; 10 mg; 15 mg; 20 mg filmom obloZene tablete

AlaTa Ha nocaeaHo npepasriexIaHe Ha JECToBKATa 10/2014




