Jlucroska: nadopmManHs 3a nanEenTa

Hoamaran 10 mg puamuparn Tabnerkn
Polmatine 10 mg film-coated tablets

Memanmunos xudpoxaopud/Memantine hydrochloride

IIpoyeTeTe BHHMATEIHO UAJIATA JHCTOBKA, TIPEAM A2 33N0YHETE A8 NPHEMATE TOBA JEKAPCTBO,
ThiH KATO TH CHALPXA BakHa 33 Bac nadopmauug.

- 3anazere Tazu MACTOBKA. MOXKE 2 C& HaNOXKu Na i NPOUETeTe OTHOBO.

- AKO HMaTe HAKAKBH JOITbJIHUTENHH BBIOPOCH, TONMUTalTe Baums nexap wim dapmauesrt.

- Toea nexapcTbo € NpeANHCcaHO eJHHCTBEHO M NMuHO Ha Bac. He ro npeorcThnBaiiTe Ha APYrH
xopa. To Moxe 1a MM HaBpeaH, HE3ABHCUMO Y€ MPH3IHALIMTE HA TAXHOTO 3a00IMBAHE Ca CHILHUTE
kato Bainure.

- AKO NONyYHTE HAKAKBH HeXKeNaHH NEKapCTBEHH PeakLHy, YeeaomMeTe Balnns nexap HiH
tapmalieBt. ToBa BKIIOUBA H BCHYKH BB3MOKHH HEXENAHH PeakilH, HEOTIHCAHY B TAa3H
TiucToBKa. BukTe TOUKA 4.
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1.  Kaxso npeacrapnspa [oaMaTHH 1 33 KaKBO ce H3NO0JI3BA

Kak neficrea IloamaTHn
TlonmMaTHH npUHazIEkH KBM IPynia NEKApCTBa, M3BECTHA KATO IEKAPCTBA MPOTHB AEMEHLIH.

3ary0ara Ha mameTTa IIpH GoJecTTa Ha ANIXaAMEp Ce AbJDKH Ha HAPYLIEHHA B CHTHAHOTO
NipeAaBaHe B MO3bKa. MO3BKBT ChAbPKaA T. Hap. N-meTun-D-acnaprat (NMDA )-peLentop,
AHTXKHPAHH C MPEABAHETO Ha HEPBHWTE CHTHAH, KOHTO ¢a BAKHH 34 YHEHETO H NaMETTa.
TlonamaTHR MpHHAATEKH KBM IPYna IeKApCTRa, Hapedeny aHTarouncty ua NMDA-penenropure.
INonmarun meticTea BBpXY Te3u NMDA-penentopH, karo noaoGpaea NpeaaBaleTo Ha HePBHHTE
CHIHAH W MaMeTTa.

3a xakso ce w3noa3ea Moamarun
[Tonmatun ce H3N0N3BA 3a IeYeHHE HA NALMEHTH ¢ YMEpeHa A0 TeXKa creneH Ha Gonectra Ha
Anuxaiimep.

2, Kaxeo Tpabsa 1a 3naere, npeay 2a npuemere HoaMatan

He npuremaiire loamMaThn:
®  aKO CTe anepru4HH KbM MEMAHTHH HIIH KbM HAKOS OT OCTAHANTNTE CHCTABKH HA TOBA
JieKapcTBo (¥30poeHH B Touka 6).




[peaynpexaeHns U NPEANAIHE MEPKU
l'osopeTe ¢ Bawns Nekap, npeau na npuemete [Toamaruy:
®  aKO MMaTe aHAMHE3A 32 eMWIENTHYHHA TbPUOBE
¢  aKO HaCKOPO CTe NpekapatH HH(papKT Ha MHOKapAa (ChpaeyeH yAap) WiH aKO CTpanare ot
3acTOliHa ChPACUHA HENOCTATBYHOCT HIIH OT HEKOHTPONHpaHa XHIEPTOHHA (HHCOKO KPBBHO
HaJIAraHe).

B re3H cCHTyauun neuenHero Tps6Ba BHHMATENHO 12 Gb/le NPOCEAsBAHO H KIHHHYHATA 1013 OT
TTonmMatus na 6uae peAOBHO NpeneHsBaHa OT Bawmus exap.

Axo nmate SuOpenoe yepexaane (npobnemu ¢ Gu06pewute), Bauinst nexap Tpabpa BHEMATETHO 1a
npocienssa Gu6pednata GyHKIMS B aKko e HeoGXOAUMO 1a KOPHIHPa ChOTBETHO JO3HTE HA
MEMaHTHH.

EnnospemenHara ynorpe6a Ha nekapeTBEHHTE NPOAYKTH aMaHTauu (32 ieuenne Ha Gonectra Ha
[TapknKCoH ), keTaMHH (BeluecTBO, KOETO OOMKHOBERO CE M3MON3Ba KATO yNo#ka), AekcTpomeropdan
(0OHKHOBEHO ce H3NOJI3Ba 3a JICUEHHE Ha KallIMLa) W Ha APYTH NMDA-aHTaroHucTH TpabBa Ja ce
W30ATBA.

Jena u WHOmN
[TonMatuH He ce npenopby4ea 3a Aela H IOHOLIM Ha BB3pacT moa 18-roauiiHa Bb3pact.

Apyrn jgexapersa 1 [loamarun

Hndopmupaiite Bainus nexap wiM gapMauesT, ako NpUeMare, HACKOPO CTE IPUEMANN HIU &
BbIMOXHO 1a NPHEMETE IPyTH JekapcTa.

To-xoHkpeTHO, [ToMaTHH MOXe Ja TpoMeHH edeKTHTE Ha CleAHUTe NIEKAPCTBA M MOXe J1a &
HeoOx0aHMO BaumaT fexap 1a kopHrupa A¢3aTa UM:

aMaHTaJHH, KETaMUH, JeKCTpaMeTopdaH

JaHTponeH, daknodeH

CHMETHIHH, PAHHTHINH, NPCKAHHAMAA, XUHHIHH, XHHHH, HHKOTHH

XHIPOXNIOPOTHA3KI (HWTH KOMOHHAIHA C XHAPOXIOPOTHA3MN)

AHTHXOJMHEPTHYHE CPEACTBA (BeLHECTBa, KOUTO 0OHMKHOBEHO C€ H3IION3BAT 3a ICYCHHE Ha
DBUTATEIHA HAPYHISHHA WM YPEBHM CIa3MH)

AHTHKOHBYJICAHTH (BEILECTEA, KOHTO C€ M3MON3BAT 33 NPEAOTBPATABAHE HIIH JICUCHHE Ha
rbp4OBE)

GapbuTypaTh (BellecTBa, KOMTO OGMKHOBEHO Ce M3NON3BAT 33 NPeJH3BHKBAHE HA CBH)
AOTAMUHEPIMYHY aroHUCTH (BemecTsa Karo L-gona, SpoMoxpunTim)

HEBPOJIENTHLM (BELIECTBA, KOHTO Ce H3NOI3BAT 33 ICYCHHE HA MCHXHYHH HAPYIICHHA)
MepopanHi aHTHKQAryJIaHTH.

Axo nocTbixTe B GoNHMIA, yBeAOMETe JIeKyBalMA iekap, Ye npHemare [TonMaTus.

TToAMATHH ¢ XpaHA H HANHTKH

Veegomete Banius niekap, ako HACKOPO €T CMEHHNIH HIH HMAaTe HAMEPEHHUE A CMEHHTE APacTHUHO
JIHeTaTa CH (HaNnpHMEp OT HOpPMaJTHA IMEeTa KbM CTPOra BEreTapHAHCKA JKeTa) i aKo CTpajaTe oT
6nOpeuna TyOynapra aumaosa (BTA, usnuursk or eiectsa, 0bpa3ypallH KHCEINHH B KPhRTA HOPAIH
6B0peuna nucdyHKIHA (nowo GyHKUHOHHpaHE Ha GHOpELHTE)) WIH TEXKH HHpEKLHH Ha
OTIENMTENHATA CHCTEMA (CTPYKTYPATa, KOATO OTBEX A YPHHATA), THH KaTo MOkKe Ja Ce HAIOKH
KOPEKIHA B 103aTa Ha ICKAPCTBOTO,

BpeMenHOCT H KhpMeRe
AKko cTe OpeMeHHa HIH KbPMHTE, CMATATE, Y€ MOXe Ja cTe GpeMeHHa WIH ILTaHKpaTe SPEMEHHOCT,
nocneetsaiite ce ¢ Baumag nexap Wik ¢apMaleBT npeau ynorpebara Ha TOBa JeKapCTBO.

MemanTin Be ce mpenopbuBa 3a yNorpeba npk GpeMeHHH KEHHN.




Xeny, npuemany TlonMaThy, He TpA6Ba Ja KPMST.

Illojupane u paGora ¢ MAMHKHA

JlexapsT we Bu kaxe nann 2a6onseareTo no3soniba Ge3onacHo Aa wodHparte 1 ga paboTHTe ©
maumHH. OckeH ToBa [NoMariH Moxke a mpoMeHH cniocoGHocTTa B 32 pearnpase, KOSTo Ch31aBa
ONACHOCT NMPH odHpane 1 paboTa ¢ MaITuHA.

IToAMaTHH CHALPKA NAKT032
Ako CTe yBeloMeHH oT Bamus nekap, e HMaTe HETONEPAHTHOCT KbM HAKOH 3aXapH, CBBpIKETE CE ©
HEro Npeau Aa MpueMere JEKapCTBOTO.

3. Kax na npuemare Ilonmarun

BHHarn npuemaiite ToRa NIEKapCTBO TOUHO KakTO Bu e xazan Bauust nekap. Ako He cre CHIYPHH B
HEWo, nonHTalite Balig nexap wia dapMaLest.

JoiupoBka

IIpenoppurTesiHaTa no3a [ToMMaTHH 3a BEL3PACTHH U NALMEHTH B CTAPYACKA BB3pacT e 20 mg BeAHbK
AHEBHO. 33 13 CE HAMAH PUCKET OT HEXKEIAHH NEKapCTBEHH PEaKLMK, Ta3y A03a Ce NOCTHrAa
NOCTENEHND, NO CASKHATA JHEBHZ CXCMA HA JISUCHME:

Cenmunga | nonoeus TabneTka or 10 mg (5 mg)
CenMuua 2 eaHa Tabnerka ot 10 mg

Cenmmvuna 3 e/IHa W MonoBHHA TabneTku or 10 mg (15 mg)
Cenmina 4 H cilex ToBa ZAge Tabaerxu ot 10 mg

B HayasioTo Ha NedexneTo Bue ¢ 3an04YHeTE C M3NON3BAHE HA 5 Mg BelHbxk AHeBHO, Tasu 1033 me
Ce yBEIHYaBa CEIMHYHO ¢ 5 mg A0 AOCTHraHe HA penopBYaHaTa (IO IBPKALIG) J034.
IpenopsBaHaTa nofrbpKaina 1032 e 20 mg BeHbK AHEBHO, KOATO Ce NOCTHIa B HAYalloTO Ha
YETRBPTATA CEAMULIA.

HAoaxpane npu DauEenTH ¢ Hapymena 6L6peuna dynkuma

Axo umare napymeHna 6p6peuna ¢yHkund, Banust nekap lile npeneHy Kaksa 0034 ¢ MOAXO0AIIA 3a
Bainero cheroghue. B To3u cyyait nekapst tpaGea na npocnensra 6n6peunara Bu dyuxums npes
onpeaeieHH HHTEPBaNH.

Ipunoxkenne

TToamatHH TpsGBa Aa ce NpHIAra NEPOPAIHO BEHbX JHEBHO. 3 1a MMATE NO3a OT JIEKAPCTROTO,
TpAGBA 1A ro B3eMATE PeNOBHO, BCEKH JIEH 110 €HO M CBILIO BpeMe Ha AeHoHowuero, Tabnerkure
TPROBA Aa ce MpHeMaT ¢ MaTKo BoAa. TabneTkuTe MOXE Ja Ce MPUEMAT Ch¢ HIIH €3 XpaHa.

IpoALEKHTENHOCT Ha JICIEHHETO
[lpueMET Ha [TonMaThE NPoxBAXaBa, AOKATO HMA MOIT3A OT Hero, BatmmsaT nexap Tpa6pa aa
MIPELCHABA PEAOBHO JIeYeHneTo B,

AKO CTe npueaH nosede oT Heobxoanmara J03a MoamaTun
. O6ukHOBeH0 NPHEMET Ha Npekaneso Muoro [onMaruH He 61 TpaGRano na Bu naspexn. Moxe
Ja C€ 3aCHNST HAKOH CHMITTOMM, NOCOMEHH B TOUKA 4., BB3MOXKHH HEKENaHH PeaKuMH™,

. Axo npuemere IonMaThH B 2033, MHOTO O~BACOKA OT NPEANKMCARATa, CEEPXeETE ce ¢ Baums
NIEKAP MK MOTRPCETE MEAHIMACKA KOHCYITAalHA, Thil KATO MOke Ja ce HyKAAeTe OT
MEIHLMHCKA NOMOILL,




AKo cTe nponycHas 1a npuemere IoamaTun

. AKO YCTaHOBHTE, Y¢ cTe 3a6paBHIIH Aa npueMeTe nozara cu [lonMatky, i3yaxaiite M npHeMeTe
ClieiBalNa J103a B 00H4aiHOTO BpeMe.

. He p3emalite npoiina o3a, 32 1a KOMNEHCHPATE NPOMYCHATATA 1034,

AKO HMaTe HSKAKBH JOITLHUTE]IHA BBIPOCH, CBBP3aHH € ynoTpebaTa Ha TOBA IEKapCTRO, MomnuTakite
Bamns nexap nin dapmanesr.

4. BLIMOKHH HeXeTaHH PEaKUHH

KaKTo BCHYKH JIEKapCTBa, TOBA NIEKAPCTBO MOMKE Jia [IPEAM3BHKA HEXEIaHH Peakiiuu, BBTIPEKH J€ He
BCEKH ' MOJy4asa.

OBGHKHOBEHO HabMORAaBaHITE HEXENAHH JEKAPCTBEHM PEAKIHM €2 JIEKH AO YMEPEHN.

Yecrnu (3acazam om 1 9o 10 na 100 nexysanu):

. rnaBofonue, CEHANBOCT, 3aNeK, TOBHIIEHH CTONHOCTH Ha YepHOAPOGHHTE SH3UMH, 3aMasHOCT,
HapYII¢HHE HA PABHOBECHETO, 3a/1yX, BUCOKO XPBBHO HAlAraHe H CBPLXYYBCTBHTEIHOCT KBM
JieKapcTBa.

Heuecmu (3acazam om 1 do 10 na 1 000 nexyeanu):
. YMOpa, re0HYHH HHEKLHH, O0BPKAHOCT, XATOLMHALMH, TIOBpbLaHe, HApYIIeHa TIOXOIKA,
ChpaeYHa HEAOCTATBYHOCT H BeHO3HO TpoMGooGpasyBare (Tpombo3a/TpoMGoeMBONH3EM).

Mrozo peoxu (3acseam no-manke om I om 10 000 nexyeanu):
. IbpHOBE.

C neussecmua wecmoma (vecmomama He mooice 0a ce Onpedenu om HATuSHUMe OaHHY):
. Bh3naneHHe Ha NAHKpeaca U IICHXOTHYHH peaklUnu.

bonecrra na Anixaiimep ce cBBP3Ba € Aenpecys, CYHIMAHY MUCIH M OTIMTY 33 camoyGuiicTso. Teau
CHOHTHA ¢a ¢hOOIABAHH NPH NALMEHTH, NeKyBaHH ¢ [TonMaTHA.

CrofmaBane HA HeXKeNAHH PEAKIHH

AKO NO/NyYHTE HAKAKBH HEKeJaHH JIEKapCTBEHH Peakii, yBeaoMeTe Balms jiekap win (apMauesT.
ToBa BKIH04BA BCHYKH BB3MOXKHH, HEONACAHM B TA3H IMCTOBKA HEXE/IaHR peakuud. Moxere chio aa
CHOOLINTE HEKENAHH PEAKLMH IMPEKTHO Ype3 HAIHOHAHATA CHCTEMA 3a ChOOIIABAHE, [10COYEHA B
HarrsmuTeHA areHUHs o ieKapcTeaTa

ya. .Jamsan I'pyen” Ne 8

1303, Codinsa

Ten.: +35 928903417

yebcaiit: www.bda.bg

Karo crhobmasate HexenaHn peakuum, Moxere Aa ajeTe CBOA NPHHOC 33 NONYYaBaHE HA OBeYe
MH(OPMALUNA OTHOCHO 0€30I1acCHOCTTa KA TOBA JIEKAPCTBO.

S.  Kak aa cexpaussare [oamaTun
Ha ce CbxpaHABa Ha MACTO, HEAOCTBIHO 33 AL,

Toma NexkapcTBO HE H3MCKBa CTICLMATHH TEMNEPaTYPHH YCIOBHA 33 ChbXPaHEHHE.
Cexpansgaiite GnHcTEpHTE B KAPTOHEHATA ONAKOBKA, 32 J1a MM NPEANA3UTe OT CBETIHHA.




He u3nomnspaiite ToBa NeKapcTBO clieZ CPOKA Ha FOAHOCT, OTOENA3aH BEPXY OIHCTEpHTE H
KapTOHeHaTa onakoBKa. CpOKBT Ha TOTHOCT OTrOBaps Ha MOCHEHHA A€H OT NOCOYECHHA Mecell.

He w3xsLpasiite NeKapeTBaTa B KAHANM3ALKMATA WIH B KOHTEHHEPa 33 AOMALIHH OTOaTBLH.
INonuraiite Bamma ¢apManesT Kak Ja H3XBBPIIATE JeKapCTBaTa, KOHTO BEUe He M3non3sare. Teau
MEPKH LI¢ CTIOMOTHAT 3a ONa3BaHEe Ha OKOJIHATa cpefia.

6. CoabpxanEe HA ONAKOBKATA H AONLJHHTETHA HEGOPMANHS
Kakso coabpxa IlonmaThr

. AKTHBHOTO BEIIECTBO €. MEMAHTHHOB XMIAPOXJIOPHA,

Beska rabnerka cbObpka 10 mg MeMaHTHHOB XMAPOXJIOPHA, EKBUBANIEHTHH ChOTBETHO Ha 8,31 mg
MEMaHTHH,

. Jlpyrure ¢hCTaBKH ca:

CopuepnHa na TabneTkara: 1aKT03a MOHOXHIPAT, MHKPOKPHCTAIHA LIETY1033, KPOCMIOBH/ICH THO B,
CHIIHIIHEB JHOKCH], KOJOH/IEH, Oe3B0I¢H, MATHE3HED CTEapar.

OOGeuBK2 Ha TabNeTKATa: XUNPOMETIO3a, THTAaHOB AHOKCH (E171), xeneszen okcna, Makporon 400.

Kak msraexaa HoaMaTHE H KaKBO CHIBPKA ONAKOBKATA

TTonmatuu 10 mg $uiMAupaHy TabNeTKH ca OBAIHO-IPOARITOBATH, ABOHHO-H3TbKHANH, 9,5 X 4,5 mm,
6enmu o nouTH GenH; cleA pasaeniaHe UBETHT HA ChpLieBHHATa HA Tabnerkara e Oan o nourH 64n.
TaGnerkute Morar Aa ce pa3gesaT Ha paBHH J03H.

Enna onakoBka chIbpa:
IMonamarun 10 mg: 14, 28, 30, 42, 49x1, 50, 56, 56x1, 70, 84, 98, 98x1, 100, 100x1, 112 dpunmuparu

TabJIeTKH,
He pcHukH BHAOBE OMMAaKOBKH MOXKE Aa ¢A IMyCHaTH B nponaxba.

IIpaTexares A paspemieHAETO 3a ynoTpeda u npoussoaaTen

IMpuresxkaren Ha paspelIeHHETO 3a yiioTpeba
Zaklady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski
Ionmoa

Tpouzeoanren

Pharmaceutical Works POLPHARMA SA
19, Pelptinska Str.

83-200 Starogard Gdanski

IMTonma

To3n JlekapcTBeH NPOIYKT € pa3pemed B Abpxasate wieaku Ha EATI nog cheannTe
HAHMCHOBAHHA:

Yexus, JInrea, Jlateus, ITonmwa: Polmatine

JlaTa Ha moc/ieAno NpepasriexkIane Aa JIACTORKATR




