JIJUCTOBKA



JIncToBka: nHpopMalnHd 32 MOTPEOHTE IR

MEKCHUS ®10 mg punmupanu tabnerku
MEXIA® 10 mg film-coated tablets
MemanTuHoOB Xxuapoxyopun / Memantine hydrochloride

[IpouereTe BHHMATENHO HSJIATA JIHCTOBKA, MpelH [a 3ano4HeTe /Ja NpHeMaTe TOBa

JeKAPCTBO, Thil KATO TH ChbAbPXKa BaXKHa 32 Bac nadopmanus.

- 3anasere Ta3M JUCTOBKA. Moxke [1a ce HAJIOXKH J1a s MpOo4YeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOIbJIHUTEJIHH BHIIPOCH, NonuTainTe Bawmus nekap win papmauesT.

- ToBa nekapcTBO € mpeanucaHo Ju4HO Ha Bac. He ro npeorcrenpakite Ha apyru xopa. To
MO3KE J1a UM HaBpEIH, HE3aBHCHMO Y€ NMPH3HALMTE Ha TAXHOTO 3a00/IsiBaHe ca CHIIMTE KAaTo
Baiuwure.

- AKO mNoJIy4uTe HAKAKBH HEXKEJIlaHM JIEKAPCTBEHU peakUMM, yBeaomeTe Baiuusa sekap MM
papmanent. ToBa BKIIOYBA U BCHYKHM BB3MOXXHH HEXeEJlaHH peaKllMM, HEONHMCAHW B Ta3u
JIUCTOBKA.

KakBo ¢bABpPAA TA3H JHCTOBKA

1. Kakso npeacrasnssa MEKCUSA® u 3a kakBo ce u3nonssa ,?(' 2770/ 902

2 Kakso Tps6Ba na 3Haere, npeau na npuemere MEKCHUA* |

3. Kak na npuemare MEKCHUA® _ 16 -04- 2025
4. BBb3MOXXHM HEXEJIaHH peaKlHH { C? - 6 % - -
5. Kak na csxpanssare MEKCUA®

6. ChabpikaHHe Ha ONAKOBKATa U AOMBbJIHUTETHA HHPOpMaLIUA

1. Kakso npeacrasiassa MEKCUS"® u 3a kakBo ce H31M0./13B2

Kak neiicrea MEKCHUA®

MEKCHUA® npuHamnexu KbM Tpyna Ji€eKapcTBa, HM3BECTHAa KaTo JieKapcTBa 3a JIEYEHHE Ha
JIEMEHLIHA.

3arybata Ha naMmerTa npu Oonectra Ha AnlxaiMep ce€ OB/KH Ha HapyuleHHMs B CHUTHaJIMTE 3a
cboOLIeHHss B MoO3bKa. MoO3bKbT cbabpxka T.Hap. N-metun-D-acnaprar (NMDA)-peuenropu,
aHT2)KUPAaHH C NpeJaBaHETO Ha HEPBHHUTE CHUTHAJIM, KOMTO Ca BaXHH 32 YYEHETO W MNaMETTa.
MEKCHA® npunaaiexmn KbM rpyna jieKapcTBa, HapeueHH aHTaroHucTu Ha NMDA-peuenropure.
MEKCHUA® neiictBa Bbpxy Tezm NMDA-peuenropu, kato noaooOpsBa npeaBaHeTo Ha HEPBHUTE
CUTHAJIM U NAMETTA.

3a kakBo ce u3nonssa MEKCHUA®
MEKCHA®*ce u3non3sa 3a jieueHne Ha NMALMEHTH C YMEPEHO TeXKa 10 TeKKa cTeneH Ha OonecTtra
Ha Auxanmep.

2. KakBo Tpa6Ba aa 3uaere, npean a1a npuemere MEKCHUSA®

He npuemaiite MEKCHUA®
- aKo CTe aJleprH4YHH KbM MEMAHTHHOB XHAPOXJIOPHI MM KbM HAKOSA OT OCTAHAJIUTE CHCTABKH

Ha TOBA JIeKapCcTBO (M30poeHH B TOYKa ).

[Mpeaynpexaenns H npeanasHH MepKH
I'oBopere ¢ Bamms nekap wiu papmanesTt, npeau aa npuemere MEKCHUA®, ako:
- MMaTe aHaMHEe3a 3a eNWIENTHYHU IbPYOBE




- HaCKopo cTe npeKapad HH$AapKT Ha MHokapAa (ChpOedeH yIap) HJIH ako cTpajare oT
3aCTOHA CbpJedHa HENOCTATHYHOCT WIM OT HEKOHTPOJIHpPAaHAa XHOEPTOHHA (BHCOKO KPBBHO
HasIATaHe).

B Te3u CHTyallHH JiedeHHeTo TpAOBa BHUMATENHO Aa Opae npocneRaBadHo H KNHHUYHATA MMOM3a OT

MEKCHA® na 6bae penosto npeoueHsBaHa oT Bamusa nekap.

Axo umare 6BOpeuHO yBpexaase (nmpobnemu ¢ 6p0penute), Balmuar nexap TpadBa BHHMATE/HO 2
npocnenssa 6x0pedHaTa PyHKIMA B ako € HeoGX0AUMO Ja Kopurupa nosure Ha MEKCHUA®.

ExHoBpemenHaTa ynotpeba Ha JIEeKapCTBEHHTE NPOAYKTH aMaHTaIHH (32 JIeYeHHEe Ha OONecTTa Ha
ITapkuHcOH), KeTaMMH (BEIUECTBO, KOETO OOMKHOBEHO C€ H3NO0J3Ba KaTO  YIOHKa),
pexcrpomeropthad (0OMKHOBEHO Ce HM3MON3BA 32 JIeUCHUE Ha KauutHua) ¥ Ha npyrd NMDA-
aHTAaroHUCTH TpAGBa a ce u3bArea.

llena H WHOMA
MEKCHA® ne ce npenoprypa 3a icueHHe Ha [ella H IOHOLIM Ha Bb3pacT nox 18 roguHy.

Npyra aexapcersa s MEKCHA®
HUudopmupaiite Bawmsa nekap uau ¢gapMalesT, ako MPHEMATe, HaCKOPO CTE NPHEMATIH WIH €
Bb3MOXHO Aa MPHEMETE APYIY 1EKapCTha.

MEKCHA® moxe aa npoMeHn edekTHTe Ha CIEAHWTE JIEKApCTBA, M MOXe Aa € HeobxommMo

Baumsar nekap Aa KOpUrHpa 103aTta 1M.

- aMaHTAaaHH, KETAMHH, ACKCTpaMeTopdaH

- jmaHTpoNeH, GaknodeH

-  UMMETHAHH, PAHUTHIAMH, TPOKaKHAMMA, XHHUIUH, XUHHH, HUKOTHH

- XHApOXJOpOTHA3HA (WK KOMOHHALMA ¢ XHAPOXIOPOTHA3HA)

- aHTHXOJIHHEPrMdHH CpPEencTBa (BellecTBa, KOMTO OOMKHOBEHO C€ M3MOM3BAT 3a JIEYEHHE HA
OBATATETHY HapYLICHUA WIH YPEBHH CHIa3Mu)

-  ABHTHKOHBYJICAHTHM (BCIISCTBA, KOHTO C€ H3MOMA3BAT 3a NMPEIOTBPATABAHE MJIH JieUeHHE Ha
'BPUOBE)

- OapOutyparhn (BElLEecTBa, KONTO OCOMKHOBEHO C€ M3MON3BAT 33 [IPEIH3BUKBAHE HA CBbH)

- [MONaMHHEPTHYHH arOHHUCTH (BEWICCTBA KaTo L-aoma, GpOMOKPHIITHH)

- HeBpoJIeNTHLM (BELECTBA, KOUTO CE H3MOI3BAT 32 JieYeHHEe Ha ICHXHWYHH HapyLUEHHMSA)

-  MepopaJIHH AHTHKOAryNaHTH.

Axo nocTeiuTe B 60/THHLA, YBEAOMETE JIeKyBalliis Jiekap, 4e npuemare MEKCHUA®.

MEKCHS ®c xpana H HANHTKH

YBenoMere Balua nexap, ako HAacKopo CT€ CMEHMJIM WM HMaTe HaMeEpeHMEe 1Oa CMEHMTe
JPACTHYHO AHeTaTa cH (HampuMep OT HOPMAaJlHa AHEeTa KbM CTPOTa BEreTapMaHCKa JHETA) MK aKo
crpagare or Onbpeuna TyOynapHa amuao3a (U3NMHIIBK OT BELRECTBA, 0OpasyBallld KHCENHHHM B
KpbBTa nopagn OnOpeura aucyHkuma (oo ¢yHKUHOHHpaHe Ha ObpOpelHTe) WIM TEXKH
HHEKIIMH Ha OTAE/IMTE/NIHATA CHCTEMa, ThH KAaTo MOXE Ra ce HANOXKHM KOPEeKLHA B 103aTa Ha
JIEKApPCTBOTO,

bpemMenHocT, KbpMete H GepTHIAHTET
Ako cTe OpeMEeHHa WIH KbpMHTE, CMATATE, Y€ MOXeE Aa ¢T¢ OpeMeHHa WIH MnaHupaTe OpeMEeHHOCT,
nockBeTBaiiTe ce ¢ Bammnia nexkap win papmauest npean ynotpedaTa Ha TOBa JIEKaPCTBO.

MeMaHTHH He ce NpenoprBa 3a ynotpeba npu OpeMEHHH XEHH.

XKenn, npuemamn MEKCHUA®, He TpaGBa Ja KbpMAT.




lllo¢pnpane n pabora ¢ MAIIHHH
Bamuar nexkap wme Br kaxe nanu 3abonasaHero no3sonasa Ge3onacHo na modupaTte M Aa
paboTure ¢ MALIMHH.

Oceen Tosa, MEKCHUS® moxe na mpoMeHu crnocofHocTTa BH 32 pearnpade, koeTo Ch3faBa
OMNAacHOCT MpH o¢HpaHe WK padoTa ¢ MAITHHH.

Baxna aadopmManes 3a HIKOH oT cheTaBKATe Ba MEKCHUA®

MEKCHUA® cbaspxa nakToza MoHoxuapatr. Ako Bamuar nekap Bu e kaszan, ue wuMarte
HEMTOHOCHMOCT KBbM HAKOM 3aXapH, NOCHBETBANTE ce ¢ HEro, NPEAM Ja BIEMETE TO3H MTPOAYKT.

3. Kax 1a npaemate MEKCUA®

Bunaru nipreMaiite TOBa NeKapcTBO TOYHO KakTo Bu e kazan BamumAaT nekap. AKO HE CTe CHI'YpHH B
Hello, NonmuTaitre Bammnsa nexkap win gapmauesT.

Lo3upopka
[penopwsunrennara noza MEKCHA® 3a pn3pacTHH M manmeHTH B cTapyecka Bb3pacT ¢ 20 mg
BeAHDBX AHEBHO. 33 /1a c€ HaMaJIM PHCKA OT HEXeNaHHU NEeKapCTBEHH peakliuM, TasH A03a ce MOCTHra

NOCTENECHHO, 10 CJI€AHATA JHCBHA CXEMA Ha JIEYCHHC!

ceamHua 1 noJjioBuH Tabaerka ot 10 mg
ceaMuua 2 eaHa Tabnerka ot 10 mg
ceaMuua 3 edHa M TMONOBHHA TalneTku
| ot 10 mg
ceaMuua 4 ¥ cnen TOBa nse Tabmerkm ot 10 mg |
BEAHEX JHEBHO

O6GHKHOBEHO HAYaNHATA 4033 € NMONOBHH TabneTka BeaHmX OHeBHO (1 x 5 mg) mpe3 nepBaTa
ceamuua. Ta ce nosrmasa Ao eAHa Tabnerka BeAHBXK AHeBHO (1 X 10 mg) mpes sropaTa cenMHIa H
go 1 v nonosHHa TabneTKH BEAHBLAK AHEBHO Npe3 Tperata ceaAMHua. OT 4derBbpraTa CeMHIA
HaTaThK oOuuaiiHaTa 1033 € no 2 Tabnerxu BeaHbX AHEBHO (1 x 20 mg).

Ho3uposxa npu nayuexmu ¢ Hapyuiena 6vbpeuna Qyrxyus

Axo nmare HapymieHa OpOpedHa dynkuma, BaluAr nekap me nNpeueHH Kakea 1032 € NOAXOadIna
3a BaweTto cecrosHue. B To3m cnyuait nekapaT Tpa0Ba ga npocienssa 6u6peuHara Bu QyHKiIus
pes onpeleNneHH HHTEPBAH.

HauuH Ha NpHIoKEeHHUE
MEKCHA® 1pa6ea pa ce mpuiara nepopanHe BEAHBX AHEBHO. 32 1a HMATe 110/13a OT JIEKapCTBOTO,

Tpa6Ba [1a ro B3€MaTe PelOBHO, BCEKHM IEH NO €AHO K CBINO BpeMe Ha NCHOHOMMETO. TabneTkuTe
Tpsa0Ba Aa ce MOTJIBIIAT ¢ MaJlko Boja. TabneTkuTe MoXe Ia ce MPHEMAT C HIIH O3 XpaHa.

[IpogbIDKHTENHOCT Ha IEYSHHETO
[TpuemsT Ha MEKCHUA® npoasmxkaBa nokato uma edekt. Bawnar nexap Tpadsa na npeolcHssa

PEAOBHO JicueHHeTo Bu.

AKo cTe NpHEJH NoBeue oT Heobxoaamara nosa MEKCHA®
OGUKHOBEHO TpHeMaHeTo Ha mpekaneno MHoro MEKCHUA® ne 6n tpabsano na Bu Hampenn.
Moxe 13 ce 3aCHIAT HAKOH CUMITTOMH, NOCOYEHH B TOYKa 4 ,,Bb3MOKHH HEXEJIaHH peakLUHH .

Ako npuemere MEKCHUSI® B 1033, MHOMOKPaTHO MO-BHCOKa OT MPEANHCaHaTa, CBBPXKETE C€ ¢
Baugg jexkap WaM MOTBPCETE MEAMUMHCKA KOHCYITAlMA, TBH KaTo MOXe Aa ce
MEIALIMHCKA MTOMOIILL,




AKo cTe nponycraian Aa npaeMere MEKCUS®
Ako cTe mpomycHany aa npueMere posata ¢k MEKCHUA®, m3vakalite u npuemere crensaiara
no3a B ob6ugaitHOTO BpeMe.

He B3ematiiTe aBoiina q03a, 3a 432 KOMINCHCHpAaTe NMPOIyCHAaTaTa 103a.

AKO HMATE HAKAKBK JOITHJHHKTENHH BBOPOCH, CBBP3aHM C ynoTpebaTa Ha TOBa JEKapCTBO,
nonutailite Bamna nekap win gapManenT.

4., BL3MOXHR HEXKEIAHH peaKnHA

KakTo BCHYKM JIEKApCTBa, TOB2 NIEKAPCTBO MOXKE 8 NMPEAH3BHKA HEXENaHH peakKIHH, BBIPEKH Je
He BCEKH I'M IOJTy4aBa.

O6HKkHOBeHO, HA0MOJARAHHTE HEXKENAHM JICKAPCTBEHH PeakKLMH Ca JIEKHN 10 YMEPEHO TEeXKH.

Yecmu (3acazam om | do 10 na 100 nayuenma).
- I'napobonue, CHHIMBOCT, 3aNeK, MNOBHIIEHH CTOHHOCTH Ha 4YepHOAPOOHHTE eH3IUMH,
3aMAasHOCT, 3aQyX, BACOKO KPBBHO HAIArAHE U CBPBLXYYBCTBHTENIHOCT KBM NIEKApCTBA

Heuecmu (3acszam om 1 9o 10 na 1 000 nayuenma).
- VYmopa, reOuun BH$eKMH, 00BPKAHOCT, XAMOLMHALMY, NTOBPBIIaHE, HApYIIEHa NMOXOMAKA,
ChPACYH2 HEJOCTATEYHOCT M BeHO3HO TpoMGoolpasysane (TpomMbo3a/TpomboemMbonH3BM)

Mhuozo pedxu (3acazam no-manko om 1 na 10 000 nayuerma).
- I'spuoBe

C Heusgecmua uecmoma (om Haluynume OQHHU He Moxce Oa OvOe Hanpasena oyenka Ha
vecmomama).
- Bm3nasreHne Ha naHKpeaca H NCHXOTHYHU Peakiliy.

Bonecrra Ha AmixaiiMep ce CBbp3Ba ¢ jAenpecud, CYHLMIHA MHCIH H ONMHTH 3a caMOyOHIHCTBO.
Te3n ¢cpOHTHA ca cHO0MABAHA NPH NAUHEHTH, JIEKYBaHH C MEMAHTHH.

CrobmaBane Ha BeXKEIaAHH PEAKIHH

AKO TOJMYUYHTE HAKAKBH HeXeNaHH peakuuy, yeeaomere Bamus nexap wium dapmauest. Tosa
BK/IIOYBA BCHYKH BB3IMOKHH, HCONHCAHH B Ta3U JIHCTOBKA HEXENaHM peakuuu, Moxete cnino aa
crO0IMTE HEXeNMaHH peakUHi AupekTHO Ha ManbnuuTenna arenims no nexapcersata (UAJT):

BLIITAPHUA, Codua 1303, yn. Jaman I'pyes 8
Ten. +359 2 8903417

en. nowa: bda@bda.bg

yebcaiT: www.bda.bg

Kato crofimaBaTe HeXeNIaHH PeaKLHH, MOXeTe a AaJieTe CBOA MPHHOC 3a MojyyaBaHe Ha MoBeYe
HHbopMaLms OTHOCHO 6€30NaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kax aa cxxpangsare MEKCUA®

Ja ce chxpaHsBa Ha MACTO, HEJIOCTBHITHO 32 Iella.
Ha ce chxpaHsBa B OPHTHHANIHATA ONAKOBKA.
Jla ce cexpanasa nop 25°C.

He w3nom3eaiiTe TOBa JIEKapCTBO ClieH CPOKa Ha FOAHOCT, OTOEMA3aH BBPXY KapTo
n bnucrepa, cnen ,,J oaen no.”.
CpoKbT Ha rOAHOCT OTTOBAPA HA NMOCEAHUS AEH OT MOCOMEHHS MECELL.




He usxsbpraiiTe JeKapcTBaTa B KaHAIM3aLMATA WIH B KOHTEHHEpa 33 AOMAaLlHA OTHalbUH.
[onuraiite Bamma dapManeBT KaK Aa U3XbLPIATE NEKApCTBaTa, KOMTO Beue He u3nojssare. Tesu
MEPKH Lll¢ CTTIOMOTHAT 33 ONa3BaHE Ha OKOJIHAaTa cpefa.

6. ChALpAaEHEe HA ONAKOBKATA H AONLIHHTE/IHA HHPOPMAIHA

Kaxso coanpxa MEKCHA®
- AKTHBHOTO BEHIECTBO €. MEMAHTHHOB Xuapoxnopuna. Bceska ¢umupana TabneTka cbABbpKa
10 mg MeMaHTHHOB XHAPOXJIOPU]I, EKBHBAICHTHH Ha 8,31 mg MEMaHTUH.

- Hpyrure CbCTaBKH Ca.

HAopo na mabremxama

Llenynosa, Mukpokpuctania PH 302

Jlaxrosza DC (Ludipress LCE: JlakTo3a monoxuapar + IloBuaoH 30)
CuinlMeB AHOKCHI, KOJOHAEH 0e3BOACH

Tank

MarHesues cTeapar

Obesuexa Ha mabremxkama
®unmoro nokputre Ne 8 (Opadry Y1 7000 White)
HPMC 2910 / Xunpomenosa 3 cp (E 464)

Turanos nuoxcna (E 171)
Makporon / PEG 400 (E 1521)

Kax mirnexaa MEKCHA® 1 xakBo chABPpka ONAKOBKATA

Ounmupanute Tabnerkd MEKCHA® ca Genn no noutn 6enH, NpoaBIroBaTH, CTECHEHH B CpelaTa,
NBOHHO M3MBbKHATH, C NEJIUTE/IHA YepTa OT ABETE CTPaHU Ha TabneTkaTa.

MEKCHSA® ce npeanara B onakosky ot npospauHo PVC/PE/PVDC/Al donuo.

PasMep Ha OTIAKOBKHTE:

30 dpwmupann Tabnetky / 3 6nucrepa / 1 kytns (10 dummupanu Tabnerxu /1 61uctep)
50 ¢uwimupanu Tabnetks / 2 6nucrepa / | xytua (25 ¢unmupann rabnerxu /1 6mucrtep)
100 ¢punmupanu Tabnerku / 4 Gmucrepa / 1 kytua (25 ¢pruimupanu Tadnerku /1 GnucTep)

He BcHuxy BHIOBE OMAaKOBKH MOTAT Ja ObJaT IyCHAaTH B Npojaxoda.
[IpATeXaTEN HA pa3pemIeHHETO 33 YNOTPe6a H NPOH3BOARTE

HOBEJI ®APMA EOOJ
Oyn. ,,brarapua™ Nel(9
Cotun 1404, brarapua

JlaTa Ha DOCJeHO Npepa3racxKiane Ha AacToBkaTa: 01/2025




