JUCTOBKA



Jincroeka: uHpopManud 3a norpedurtein

MEKCHA ®10 mg dpunmupanr TabneTku
MEXIA® 10 mg film-coated tablets
MemaHTuHOB XHApoxnopua / Memantine hydrochloride

IIpoueTeTe BHHMATENHO NAJATA JHCTOBKA, [peaH [Aa 3anovyHere /a npHeMaTe TORA

JEKapeTRO, Thil KATO TH CHALPAKA BAXKHA 32 Bac nHGopmalus.

- 3anazere Ta3W NUCTOBKA. MOXe Aa ¢e HAnOKH A3 4 npouerere OTHOBO, |

- AKO HMaTe HIKaKBH JOIMBJIHHTEIHN BHIPOCH, NonMTaliTe Bainnis jiekap Wik GapMaLiesT.

- ToBa neKapcTBO € MpeanHcaHo SAMHCTBEHO W JuuHo Ha Bac. He ro mpeorcrbnpaiite Ha
apyru xopa. To MOXKe A2 UM HaBPEAW, HE3aBUCHMO Y€ TIPH3HALMTE HA TAXHOTO 3a00nssaHe
¢a cbIMTe Karo Bammre., ;-

- AKO NMONYy4HTE HAKAKBH HEKETAHH JIeKapCTBEHM peakuu, yBeaoMere Baius jekap wiH
¢dapmanesT. Topa BKIIOYBA M BCHYKH BE3MOXKHM HEXENaHH PEaklMH, HEOMHMCAHH B Ta3H
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1. Kakso npeacrasanea MEKCHSA® 1 3a kakBo ce M3n0.1382
Kak neficra MEKCHA®

MEKCHSA® npunagiesH K6M Ipyna IeKapcTea, H3BECTHA KATO IEKAPCTEA IPOTHB JAEMEHLINL.
P p P

3aryCaTa Ha nmaMeTTa npH OonecTra Ha AnUxadMep ce AWDKH HAa HApyHIeHHs] B CHIHAIHTE 34
cpoOimenus B MO3bka. MO3BKBT CHABpXA T.Hap. N-mertwn-D-acnaprar (NMDA)-peuenTopu,
aHraKMpaHi ¢ MNpedaBaHeTO Ha HEPBHUTE CUTHAIH, KOHTO Ca BaKHH 3a YUYCHETO W NaMerTa.
MEKCHA® npunamiexy KbM rpyna fekapcTsa, HApedeHH anTaroHKcTH Ha NMDA-peuenTopnte,
MEKCHA® netictaa supxy Teau NMDA-penientopy, kaTo NONOGpABa MPEHABAHETO HA HEPBHATE
CHTHAIIK 4 TaMeTTa,

3a KakBo ce wznoxiea MEKCHA®
MEKCH®ce n3nonsBa 3a NeucHHe HA MAUMEHTH C YMEPEHO TeXKa [0 TeXKa CTEeNeH Ha GonecTTa
Ha AnxaiMep.

2. Kakso Tpu6Ba 1a 3Haere, npean Aa nphemere MEKCHA®

He npuemaiite MEKCHS®
- aKO CTe AISPrHYHH KBM MEMAHTHHOB XHAPOXIOPHA IIH KBM HAKOS OT OCTAHAIHTE ChCTABKH
Ha TOBa JieKapcTBo (M30poeHH B ToUkA 6).

Hpegynpe:xaeHHd H NPANAIHH MEPKH
[l'oBopete ¢ Bamtua nekap wiu papMauesT, NPeIH A2 MPHEMETE MEKCHST®, ako;
- KMAarTe aHaMHe3a 3a SIMWISTITHYHH [bPYOBe



- HACKOpO cTe mpekapann MHApKT Ha MHOKapAa (CbPACYCH yAap) MM aKO CTpajaTe oOfT
3aCTOMHA ChpACYHA HEAOCTATHYHOCT WIM OT HEKOHTPOJIMPaHA XUMEPTOHHA (BHCOKO KPBBHO
HA/IATaHe). ,;

B Te3u cHTyauuH NeuyeHHeTo TpAGBa BHEMATENHO Ja ObJe MpOoCefdBaHO M KIHHHYHATA [0J132 OT

MEKCHA® na 651 penoBHO npeoleHaBaHa oT Baiuns nekap.

Axo uMate G6peuHo yBpexxaane (nmpobaeMu ¢ Op0pennTe), Bammat nekap TpadBa BHHMaTETHO Aa
npociieaaBa Op0peyHara GyHKUHA H aKo ¢ HeoOXOAMMO 3 KOPHIUPA NO3UTE Ha MEKCUA®,

EnHoBpeMeHHaTa ynoTpeba Ha JISKapCTBEHHTE MPOLYKTH aMAHTAauHH (3a JleyeHue Ha GoNecTT2 Ha
[lapkvHcoH), KeTaMHH (BemlecTBO, KOeTo OOHKHOBEHO Ce W3NON3BAa KaTo  YyMNoiiKa),
nexcrpomMeropdan (0GHKHOBEHO C¢€ HW3MON3Ba 3a JIeUeHHe HAa KanuMua) W Ha apyrn NMDA-
AHTArOHUCTH TpsOBa Aa ce u3dArea.

Hena # 10RO
MEKCHS® He ce npenopbyBa 3a JeueHne Ha fiela | KOHOLHA Ha BE3pacT nox 18 roguHu.

Jpyru aexapersa u MEKCHS®
Hudopmupaiite Bamust nekap win ¢dapMalesT, ako NMPHEMaTe, HAaCKOPO CTe INpHEMAlH HIIH €
BB3IMOKHO AA NPHEMETE APYTH JIEKAPCTRA.

MEKCUS® Moxe ma npoMery epEeKTHTE Ha CHEQHUTE JIEKapCTBa, X MOXe Ja € HeoOXOMHMO

BanmAaT nexap 1a KopHrupa ao3ara HM:

- aMaHTaJHH, KeTaMUH, AeKcTpaMeropdan

- paHTpoleH, 6aknoden

-  UHMETHJHH, PAHHTHIHH, NPOKaWHAMH, XHHUIHH, XHHHH, HIKOTHH

- XHAPOXIOPOTHa3HA (WM KOMOHHAIMA ¢ XHAPOXTIOPOTHA3H)

- AHTHXOJIMHEPTHYHH CpeAcTBa (BellecTBa, KOHTO OOHKHOBEHO C¢ H3IIQI3BAT 3a JICYCHHE Ha
JBHMI'aTENIHH HapyWCHHA WM YPEBHH CIIA3MH)

- aHTHKOHBYJICAHTH (BeEIlleCTBa, KOMTO CE HM3MOOI3BAT 33 NPEAOTBPATABAHE HWIH JIEYCHHE Ha
rbpHoBe)

- SapOurypari (BEIIECTBA, KOWTO OOMKHOBEHO CE H3MOJN3BAT 32 MPEAHIBUKBAHE HA CbH)

- JOMAMHHEPTHYHH AroHMCTH (BelliecTBa KaTo L-xomna, 6pOMOKPHIITTHH)

- HeBpolenTuUH (BELIECTBA, KOHTO CE H3MNON3BAT 32 JIEICHHE HA NICHXHYHM HAPYIIEHHS)

- TIepOpasIHH AHTHKOAry/IaHTH. |

f

AKo nocrenyre B 60MHHALA, YBEIOMETe JeKyBallus JICKap, 9e TpueMare MEKCHSA®.

MEKCHS ®c xpana u wanurku

VeenoMmere Bawrmsa nekap, ako Hackopo CTe CMEHWIM WIH MMaré HaMepeHue Ja CMCHHTe
IPacTHYHO AHETaTa CH (HArpHUMEp OT HOPMAJIHA JWeTa KbM CTPOra BereTapHaHCKa AUeTa) WK ako
crpagare ot On6peuna TyOymapHa aumpo3a (MAMWIDBK OT BEIISCTRA, 00pazysald KUCENHHU B
KpbBTa Mopam¥ OBOpeuna auchynkuus (omo QyHKUMOHMpaHe Ha 6BLOpELHTE)) WAM TEXKH
MHQEKLUNH HA OTACIHTENHATA CHCTEMA (CTPYKTYPara, KOATO OTBEKIa yPHHATa), Thi KaTo MOXke Ja
CE HANOXH KOPEKLMA B 103aTa Ha JIEKapCTBOTO.

BpeMeHHOCT H KbpMeHe
AKko cre GpeMeHHa WM KBPMHTE, CMATATE, Y€ MOXeE Ja cTe OpeMEHHa WM IaHupaTe OpeMEHHOCT,
nocueersaitre ce ¢ Bamud nexap uAK (apManesT npear ynorpedara Ha TOBA JEKAPCTBO.

MeMaHTHH HE C€ NPenopbyra 3a YnoTpeda npu OpeMCHHH JKeHH,

Xenu, npuemaiuy MEKCHA®, ne tpabpa fa KbpMAT.




Ilodgupane 1 pabora ¢ MAIIHHK
Bamusr nexkap e Bu kaxke mand 3afonspaHeTe mo3BonsBa OesomacHo aa modupare H 1a
paboTuTe C MallIHKH. -

Oceen T0Ba, MEKCHUSA® moxe ma mpomenn cmocoGHoctTa BH 3a pearmpane, KOETO C¢h3naBa
ONacHOCT NPH WodHpaHe WK paboTa ¢ MaIIKHIL. |

Baxua undopMauus 3a HEKOH 0T CHCTABKHTE HA MEKCHUA®

MEKCHS® csaspxa naxrozsa MoHOXHMApaT. Ako Bammst nekap Bu e kasam, ue HMarte
HEMOHOCHMOCT KbM HAKOM 3aXapH, IOCBBETBAHTE C€ € HEro, NPeaH 4a B3EMETE TO3H NPOAYKT.

3. Kak na npuemate MEKCHA®

Bunaru rpueMaiiTe Toba 1eKapcTBO TOYHO KakTo Bu e kazan Bamuar jekap. AKO He CT¢ CUI'YPHH B
HEIo, MonuTaite Baimg nexkap wix GpapMaLesT. -

03HPOBKa

[IpenopbhuuTenHata x03a MEKCHUS® 3a pp3pacTHH M manveHTH B crapuecka Bu3pacT € 20 mg
BEAHDK MHEBHO. 3a a ¢& HAMAIH PUCKa OT HEXENaHHU JIEKapPCTBEHH PEaKIH, Ta3H 034 Ce NOCTHra
MOCTENEHHO, 110 CI€AHATa AHEBHA CXeMa Ha JICUCHHE:

ceamuua 1 NONOBHH TabneTka oT 10 mg |
ceamuna 2 enxa TabmeTka ot 10 mg :
ceaMuua 3 enHa ¥ MOJOBUHA TabneTku
ot 10 mg
ceaMuia 4 U cien ToBa ase Tabnerku or 10mg
BCAHEK JHEBHO

OGHKHOBEHO HadYalHaTa Jo03a € MOJoBMH TabjeTka BeaHBX AHEBHO (1 X 5 mg) npe3 mbpBara
ceamuua. T# ce mopuilaBa a0 enna Tabnerka Beannk AHeBHO {1 x 10 mg) npes BropaTa CeAMULIA H
a0 1 | NMonoBHHA TAONETKH BEAHBX NHEBHO Ipe3 Tperara ceamHla. OT YETBBpTaTa CeAMHLA
HATaTEK 00MYaiHATA 1034 e no 2 TabneTkn BeaHpx aHeBHO (1 x 20 mg). |

Ho3supoexa npu nayuerimu ¢ napyutena 6vbpeuna gynkyus

Axo uMmare HapyueHa Ob0peuna QyHkuma, Bamuar ekap Le MPELUEHH Kakea n03a € MOAXO0sma
3a Bamero cecrosnre. B To3m cmy4ail nekapart tpsOea Aa npocnemasa 0b0peunara Bu gpyHkums
[pe3 onpeacneHH HHTEepBaH.

Hauue Ha IPpUITOKEHHE

MEKCHA® 1pa6Ba na ce npunara NepopaiHe BEAHEX AHCBHO. 3a 1a HMaTe TI0/I3a OT JIEKaPCTBOTO,
Tpa6Ba Ka ro B3EMaTe PEAOBHO, BCEKH JIeH IO €4HO M CHIIO BPEME Ha ACHOHOLIMETO. TabneTxuTe
TpsOBa i3 CC MOTIBINAT ¢ MAanKo Boja. TabneTkuTe MoXke Aa €& IpHEMaT ¢ WK Oe3 xpaHa.

[TpoARIKUTENHOCT Ha JIEYEHHETO
[MTpuemstT Ha MEKCHUSA® npoxsipkasa mokaro ¥ma edexrt. Bammat nexap Tpabpa ga MpeoLeHABa

penoBHO feyeHHeTo Bu.

AKO cTe NpHeIH NMoBevue OT Heo0XoAHMATA K032 MEKCHA®
OGHKHOBEHO NpHEMaHeTo Ha npexanreHo Muoro MEKCHSA® we 6u tpaGeaio ma Bu Haspenm.
Mo:ke 11a C€ 3aCHIAT HAKOM CHMITOMH, IOCOYEHH B TOYKA 4 ,,BB3IMOKHH HEXenaHu peak




AKO npueMere MEKCHUA® B no3a, MHOTOKPAaTHO ITO-BHCOKa OT IPEANHCaHaTa, CBBPXETE ¢ ¢
Bamua nekap WIH IIOTBPCeTe MEIHUMHCKA KOHCYNTauMA, ThH Karo Moxe [a Ce€ HYXAAeTe OT
METHLHHCKa TOMOIIL, :

AKo cTe nponycHaau Aa npaemere MEKCHA®
AKo cTe mpomycHam Aa mpuemere mozata cu MEKCHA®, uauakaiite u npuemere cneBaaTa
1032 B 00MYalfHOTO BpeMme.

He B3emaiiTe nBoifHa 103a, 332 Aa KOMIIEHCHPATE NPOTYCHATATA 034,

AKO MMaTe HAKAKBW AOMBIHHTEIHH BHIIPOCH, CBBP3aHH ¢ yNoTpedara Ha ToBa nencapcrno
nonraiite Baning nexap win GapMalienT, -

4, Bb3MOKHH HeKe1aHH peaKIHH

KakTo BCHMUKH JIEKApCTBA, TOBA JIEKAPCTBO MOXKE 3 NpeAW3BHKA HEXKEaHM PeakiMd, BBMNPEKU 4¢
He BCEKH T'l TIOJTyYaBa.

OGHKHOBEHO, HAOMIONABAHHTE HEMKETAHH IEKAPCTBEHH PEAKLMU €a JIEKH JI0 YMEPEHO TEXKH.

Yecmu (3acazam om 1 0o 10 na 100 nayuenma):
- Tnasofonue, CBHBHIMBOCT, 3alleK, 3aMafdHOCT, 3aOyX, BHCOKO KpBBHO HaAraHe H
CBPBXYYBCTBHTE/THOCT KBM JICKApPCTBa

Heuecmu (zacszam om 1 0o 10 na 1 000 nayuenma):
- VMopa, reOnunu wAdekumH, o0BPKaHOCT, XaniHKRHALIMY, TOBPbhllaHe, HapyIlIeHa MOXOIKa,
ChpACYHA HEAOCTATHLYHOCT U BeHO3HO TpoMBoobpazysane (Tpomboza/TpoMboeMBONTH3EM)

Muoeo pedru (3acazam no-manxo om 1 na 10 000 nayuenma).
-  I'sp4ope

C Heuzgecmua uecmoma (om Hauuynume OQHHU He Moxce Oa 6vOe HANPABEHA OYEHKA Ha
yecmomama):
-  Bm3nanedye Ha naHKpeaca H NICHXOTHYHH PEaKLHU

Bonectra Ha AJluxaliMep ce CBBp3Ba C ACIPECHH, CYMIMIHH MMCIH M ONHUTH 3a CaMOYOHHCTBO.
Te3n cuOuTHA ca CHOONIABAHK NMPH NALMEHTH, JIEKYBAHH ¢ MEMAHTHH. -

CrolmaBaHe HA HOKENAHH PeaKINA

AXO MOJy9NTe HAKAKBH HEXKENAHM peakuuy, yBemomere Baums nexap wiu ¢apmauest. Tosa
BKJIKOYBA BCHYKH BB3MOXKHH, HEOMUCAHM B TA3M JHCTOBKA HEXENMaHH peakuyd. MoxeTe Chilo Aa
CHOGIMMTE HEXETAHH PEakIHy AUpeKTHO Ha MansanuTenHa areHuua no nexapersara (MAJT):

BBJITAPUS, Codua 1303, yn. Jlamsad ['pyes 8
Ten. +359 2 8903555

en, noiua; bda@bda.bg

yeOcaiiT: www.bda.bg

Karo ¢ro0masare HexxenaHy peakLHy, MOXKeTe Ja JaneTe CBOs MPHHOC 32 nonyqanaue Ha TIOBEYE
HHGOpMaliHsa OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTBO.




5. Kak na cexpanssate MEKCUA®

Ha ce ceXpaHsaBa HA MACTO, HEAOCTEITHO 3a Je1a.
la ce cpxpaHaBa B OPUITHHAIHATA OM3KOBKA.
Hla ce cpxpansaBa nog 25°C,

He n3nmonssaliTe TOBA JIEKAPCTBO CAEH Cpoka Ha FOOHOCT, 0TOENA3aH BEPXY KapTOHEHATa ONaKOBKa
¥ Osucrepa, cnen ,,l oneH ao:",
CpoOKBT Ha TOOHOCT OTTOBapA Ha NOCHENHHA ASH OT NMOCOUECHHA MECELL.

He H3XBEpIATE NIEKapCTBaTa B KAHAIM3ALMATA WIH B KOHTCHHEpa 3a JNOMAIIHH OTHAABIH.
[Monwraiite Bamua dapMmalieBT Kak Ja H3XbPIATE JEKapcTBaTa, KOHTO BEYC HE H3IOJ3BATE. Tesu
MEPKH LIe CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHaTa Cpexna.

6. CrabpkaHie HA OMAKOBKATA H AONBbJAHHTeAHA HHGOPMAIHS

Kakgo chabpxka MEKCHS®
- AKTHBHOTO BCIIECTBO €. MEMAHTHHOB XHIpOXJopuA. Beska ¢unMupana Tabnerka chAbpKa
10 mg MEMaHTHHOB XHAPOXIOPHA, eKBUBAICHTHM Ha 8,31 mg MeMaHTHH. .

-  Jpyrure cbCTaBKH Ca:

Hopo na mabnemrxama

Lienyno3sa, Mukpokpucranda PH 302

Jaxro3za DC (Ludipress LCE: JlakTo3a MoHoxuapart + [TosunoH 30)
Cunuityes AMOKCHA, KONOMASH Oe3noneH

Tank

Marnesnes creapar

Qbauska na mabremrama
dunmoso nokpurue Ne 8 (Opadry Y1 7000 White)

HPMC 2910/ Xunpomenosa S cp (E 464)
Turanor guokcun (E 171)

Makporon / PEG 400 (E 1521)

Kaxk warnexna MEKCHA® n kakBo ¢chbAbPHKa 0MaKOBKATA

Punmupanure Ta6rerkn MEKCHUA® ca Genu ao noutu Geny, NpOBIroBaTH, CTECHEH! B CPEllaTa,
ABOWHO M3ITHKHAJH, © ASTNTENTHA YEPTa OT ABETE CTpaHy Ha TadneTkaTa.

MEKCHSI® ce npeanara B onakosku ot nmpospagto PVC/PE/PVDC/AL dosnuo.

PasMmep Ha ONaKOBKHTE: |

30 dunmupanu Tabnerkn / 3 6mucrepa / 1 kyrus (10 drwiMupanu tabnetku /1 6nucrep)
50 ¢punMupann Tabnerkn / 2 6nucrepa / 1 Kytus (25 ¢punMupany Tabnerk /1 Onucrep)
100 punmuparu Tabnerku / 4 6nucrepa / 1 xytua (25 drwnvupanu TaGrnerku /1 6mucrep)

IIpuTexaTes HA PA3PEIICHHETO 3a YOTpeda H NPOH3BOAHNTE]

HORBE.J ®APMA EOO/J
OxonoBpecreH mpT Ne 36
Coodns 1415, bunrapus

JaTa Ha mocaeAHO Npepasraexiane Ha aucroskarta: 02/2015




