INPHUJIOKEHHUE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOJAYKTA



1. HNME HA JIEKAPCTBEHUS TPOAYKT
Nemdatine 5 mg ¢hunmmupanu TabmeTku

Nemdatine 10 mg ¢punmupanu TadneTku
Nemdatine 15 mg ¢unmupanu TabneTku
Nemdatine 20 mg ¢unmupanu TabeTkn

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Nemdatine 5 mg

Bceska ¢unmmupana TabieTka chabpika 5 mg MmemantiHHOB Xuapoxiopua (memantine hydrochloride),
eKBUBaJICHTeH Ha 4,15 mQg MmemaHTHH.

Nemdatine 10 mg

Bcsika punmupana tabnetka cpabpika 10 mg memantuHoB xuapoxiaopua (memantine hydrochloride),
exkBuBaJieHTeH Ha 8,31 Mg MemMaHTHH.

Nemdatine 15 mg

Beska ¢punmmupana TabneTka chabpika 15 mg memanTrHOB Xuapoxiopua (memantine hydrochloride),
eKBUBAJICHTCH Ha 12,46 My MeMaHTHH.

Nemdatine 20 mg

Bcsika punmupana tabnetka cpabpika 20 mg MemManTHHOB Xuapoxiopu (memantine hydrochloride),
SKBHBAJICHTCH Ha 16,62 Mg MeMaHTHH.

ITomomHo(n) BemecTBo(a) ¢ U3BECTHO JIEHCTBUE:

Nemdatine 5 mg dbunmupanu TabieTkn

Bcesika punmupana tabierka cpabpika 0,47 mg nakTo3a MOHOXHIPAT.

Nemdatine 10 mg ¢uimupanu TabieTku

Bcesika punmmupana Tabnerka cpaspka 0,95 mg makro3za MOHOXHUAPAT.

Nemdatine 15 mg dunmupanu TabieTku

Beska dunmmupana tabieTka chabpka 1,42 mg makTo3a MOHOXHAPAT.

Nemdatine 20 mg dunmupanu TabieTKu

Bcesika punmupana tabnerka chabpka 1,89 mg makToza MOHOXHIPAT.

3a IBIHKS CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana Tabnerka (Tadnerka)



Nemdatine 5 mg ¢unMupanu Tabuerku

benu, oBayiHu, NBOMHOM3MIbKHANIN QUIMHUPaHK TaOJETKH, ¢ pazMep 8 mm x 4,5 mm, ¢ Haamuc ,,M5”,
TpaBUpaH OT €lHATa CTpaHa.

Nemdatine 10 mg ¢bunmupanu TabneTkn

Benu, ¢ hopma Ha karcyna, JBOWHOM3MBKHAIH QUIMUpPaHH TabaeTkH, ¢ pasmep 9,8 mm x 4,9 mm, ¢
JlenuTenHa yepta u Haanuc ,,M 107, rpaBupaH BbpXy CTpaHaTa C JeJIuTesIHaTa YepTa.

TabneTkara MoKe Ja 6’[))16 pa3aciicHa Ha 1BC paBHU OO3HU.

Nemdatine 15 mg ¢dunmupanu TabneTkn

OpaHxeBH, OBAIHH, IBOMHOM3IbKHAIN (pUIMupaHu TadneTky, ¢ pasmep 11,4 mm x 6,4 mm, ¢ Haammc
,M15”, TpaBHpaH oT eqHATa CTpaHa.

Nemdatine 20 mg dunmupanu TabieTku

THMHOPO30BH, OBAJIHH, IBOMHOM3IIBKHAIH (DUIMHpAHH TabJIeTKH, ¢ pazmep 12,6 mm x 7 mm, ¢
Haanuc ,,M20”, rpaBupaH OT eHaTa CTpaHa.

4, KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3AHUS

JleueHue Ha BB3pACTHU NAIMEHTH C YMEPEHa JI0 TeXKKa CTEIICH Ha 00JIecTTa Ha AJixaimep.
4.2 Jlo3upoBKAa M HAYUH HA MPUIIOKEHHE

Jleuenuero TpsOBa Aa ce 3aM04YHE ¥ HAOII0aBa OT JeKap, C OIHT B IMATHOCTUIIMPAHETO U JICUSHUETO
Ha JIEMEHIUS TUIl AJXanmep.

gO3I/I[20BKa

Jleuennero TpsiOBa ja 3amOYHE caMO aKo MMa JIUIE, KOETO Ja Ce TPHXKH 3a OOHHS U PEIOBHO Ja
MpocIiesiBa Jajay MalUeHTHT IPHeMa JICKapCTBEHMsI TPOAYKT. Jluarnosara TpsOBa J1a ce IOCTaBH B
CHOTBETCTBHE ChC CHBPEMEHHHUTE TUArHOCTUYHH MPUHIHUIH. [[OoHOCHMOCTTa 1 J03UpOBKaTa Ha
MEMaHTHH TPpsIOBa Jla ce MPEOIICHIBAT PETYIIIPHO, 3a MIPEATIOYNTAHE IO 3 Mecella CIIe]] 3aIl0UYBaHe Ha
sneyenreTo. Cies ToBa, KITMHUYHATA 10134 OT MEMAHTHH M IIOHOCHMOCTTA Ha IallueHTa KbM
JICYEHUETO, TPsIOBA /1a CE MPEOLIEHIBAT PETYIISPHO, B CHOTBETCTBHE C HACTOSIINTE KIIMHUIHH
pBKOBOACTBA. [10oIIBbpIKAIIIOTO JIeUeHHE MOKE JTa TTPOIBIDKH, TOKATO MMa TepaleBTHIHA TI0J13a U
MAaIMeHTHT MOHACS JICYCHUETO ¢ MeMaHTHH. [Ipy Hanndue Ha ToKa3aTencTBa 3a JIMIca Ha
TEpaneBTUYCH €PEKT WM aKO MAIMEHTHT HE TIOHACS JICYCHUETO, TPSOBA J1a ce OOMUCIIN MIPEKPaTIBaHE
Ha JICYUEHHETO C MEMAHTHH.

Bwvspacmnu

Tumpupane na dozama

MaxcumManHaTa THeBHa 103a ¢ 20 Mg mHeBHO. 3a J1a ce HaMaJlu PUCKBT OT HEXKENaHH JIEKaPCTBCHH
PeaKIuy, IOAabPIKaIIaTa 103a C€ JOCTUTra YPe3 MOCTEICHHO TUTPUPAHE € 10 5 Mg CEIMUYHO Mpe3
IbPBUTE 3 CSIMHIIM, KAKTO CIIC/IBA.

Ceomuya 1 (0en 1-7):
IManueHThT TPsIOBa Ma pueMa enHa puaMupana radiaerka ot 5 mg (5 mg) uiau nonoBuH



¢unmupana Tabnerka ot 10 mg (5 mg) AHEBHO B IPOABIDKSHUE HA 7 JTHH.

Ceomuya 2 (Oen 8-14):
[ManueHThT TpsiOBa Na npueMa ase Gpunmupanu tadnetku ot 5 Mg (10 mg) nim eqna GpunMupana
tabnerka ot 10 mg (10 mg) nHEBHO B MPOIBIDKEHHE HA 7 JTHU.

Ceomuya 3 (0en 15-21):
[ManueHThT TPsIOBa na mpueMa Tpu puaMupanu Tadiaetku ot 5 mg (15 mg) nim eqna puiMupana
tabnerka ot 15 mg (15 mQ) AHEBHO B IPOABIDKEHEE Ha 7 JIHH.

Om ceomuya 4 namamovk:
[ManueHTsT TpsOBa Aa pueMa yetupu Gunmupanu Tadbnetku ot 5 mg (20 mg), nBe punmupanu

tabnerku ot 10 mg (20 mg) unu equa punmupana tabdiaerka ot 20 mg (20 mg) ngHeBHO.

[looovporcawa 0oza

[Ipenoppunrennara moaabpikaia 1o3a ¢ 20 Mg JHEBHO.

Cmapuecka 8v3pacm

BB3 ocHOBa Ha KIIMHUYHHUTE IPOYYBaHUS, IPENOPBUNTEIHATA JHEBHA J103a 38 ALIMEHTH Ha Bb3PacT Haj
65 roaunu e 20 mg qHeBHO (deTHpu punMupanu tadiaetku ot 5 mg (20 mg), aBe hunMupanu
tabnerkn ot 10 mg (20 mg) unu eqra punmupana tabdiaerka ot 20 mg (20 mg) BeIHBK THEBHO),
KaKTO € TI0COYEHO MO-Tope.

bvopeuno yspesicoane

I[Tpu nanueHTH ¢ JIeKo HapyiieHa ObOpedna Gpyukiwms (kpeatnHuHOB KiupbHC 50 — 80 ml/min) He ce
HaJlara ajantupaHe Ha go3ata. [Ipu nauueHTy ¢ ymepeHo 650peuHo yBpexaane (KpeaTHHUHOB
knupbHC 30 — 49 ml/min) nHeBHaTa 1032 TpsidBa na 6bae 10 Mg . [Tpu 106pa MOHOCHMOCT CJie]| TOHE
7 THEBHO JICUCHHUE, 103aTa MOXe 1a Obie noBuiieHa 10 20 MQ/neH chrilacHO CTaHIapTHATA CXeMa Ha
tutpupane. [Ipu manueHTyu ¢ Texko 6bO0peyHo yBpekIaHe (KpeaTHHUHOB KiupbHE 5 — 29 ml/min)
JHEeBHaTa J103a TpsioBa na 0v1e 10 mg queBHO.

Yeprodpobro yspexcoane

[pu manmeHTH ¢ JIeKo WM yMEpeHOo HapyleHa yepHoapoOHa pyHkuus (knac A u B mo Child-Pugh)
HE e HeoOX0IMMO alanTUpane Ha fo3ata. HsMa nqanxu 3a ynmotpebara Ha MEMaHTHH IIPH TALMEHTH C
TEIKKO YepHOAPOOHO yBpekaane. He ce mpenopbuBa npuiaranero Ha Nemdatine nmpu namuenTs ¢
TEIKKO YSPHOAPOOHO yBpPEKIaHE.

IHeduampuuna nonynrayus
JIuncBar ganHu.

HauwnH Ha mpuaoxxeHune

Nemdatine TpsioBa ia ce mpuiiara nepopaiHo BEJAHBK AHEBHO U J1a CE TIPHEMa 110 €HO U ChIIO0 BpeMe
BCCKH JICH.
OunmupannTe TabJIETKHM MOTAT JIa ce TIPUeMaT ChC Wi 0e3 XpaHa.

4.3 TIlpoTuBONMOKAa3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO WM KbM HSKOE OT MOMOIIHUTE BEIECTBa,
n30poeHu B Touka 6.1.

4.4 CneuuajHM mpeaynpe;kaeHUus U NMpeINa3Hl MePKH NpH ynorpeda

[IpemoppuBa ce MOBHIIIEHO BHUMAHHE MIPH MAITUEHTH C eTHJIeTICHS, aHAMHEe3a 32 I'bPYOBE MITH
MAIUEeHTH C TpeApasnoiaramy GaKTopH 3a eMuIeTICHs.



TpsbBa na ce m304rBa ChITPTCTBANATA yHOTpeOa Ha aHTaronncTy Ha N-metun-D-acnapratr (NMDA),
KaTO aMaHTafH, KeTaMUH Win JekctpoMmeTopdan. Te3n cheMHeHns JeCTBAT BPXY ChllaTa
peLenTopHa CUCTeMa, KaKTO MEMaHTHH, U CIICI0OBATEIHO HeXeJIaHUTe peakuun (IpeAMMHO CBbP3aHu
¢ neHTpanzarta HepBHa cucreMa (IJHC)) morat ga 6441 1M0-4€CTH U O-CHITHO U3pa3eHH (BK.

Touka 4.5).

Hsikon akropu, kouto morar aa nosumat pH Ha ypuHara (Bx. Touka 5.2 “Enumunupane”), Morar na
HAJIOXKAaT BHUMATEIHO NpOoCIie/sBaHe Ha HarueHTa. Te3u (GakTopy BKIHOYBAT APACTHYHU IIPOMECHHU B
JieTaTa, HalmpuMep OT MeCHa KbM BereTapraHCKa TUeTa, MM MACHBEH MIPUEM Ha alTKaTN3HPaITi
croManran Oydepu. OcBeH ToBa pH Ha yprHaTa MOXe [1a ce TIOBHIIH IPU ChCTOSIHAS Ha OBOpedHa
TyOymHa arao3a (BTA) uinm Texkn HHPEKINY Ha TUKOYHUTE TbTHINA ¢ Proteus 6axrepuu .

ITpu moBeueTo KINMHUYHY NIPOYUYBAHHUS MALMEHTH ChC CKOPO IIpeKapaH UH(ApKT Ha MUOKapAa,
JeKOMIIEHCUpaHa 3acTolHa chpAeyHa HepoctarbuHoCT (kinac mo NYHA II-1V) win nekontponupana
XHUIEPTOHUS ca OWIM M3KIII0UeHH. BeeacTBue Ha ToBa MMa caMO OTpaHHYEeHU AaHHH U TTAIIUCHTHUTE C
TaKUBa ChCTOSIHUS TPSIOBaA 1a ObAAT MPOCIEAsIBAHN BHUMATEIHO.

To3u IPOAYKT ChABPIKA JaKTO3a. [TalMeHTH ¢ PEKH HACIIEACTBECHH MPOOIEMH Ha TATaKTO3HA
HENoHOCUMOCT, Lapp jakTaszeH 1e(UIUT WU TIIFOK030-TajlakTo3Ha MajabcopOius, He TpsiOBa 1a
MPHUEMAT TOBA JIEKapCTRO.

4.5 BzaumopeiicTBMe ¢ IPYrd JieKAapCTBEHH MPOAYKTH M APYru (popMH HA B3auMojelicTBHe

Hopazm (bapMaKOJ'IOI‘I/I‘-IHI/ITC C(l)CKTI/I M ME€XaHHM3Ma Ha ICHCTBHE Ha MEMaHTHH MOTaT Jia Bb3HUKHAT
CIICIHUTC B3aHMOHeﬁCTBHH:

- MexaHu3MbT Ha ISHCTBHUE JaBa OCHOBAHUS Jia ce IpeAronara, 4e epexrure Ha L-mona,
JTOTIAMUHEPTUYHUTE arOHUCTH M aHTHXOJIMHEPTHYHUTE CPEICTBA MOXKeE Ja ObJIAT 3aCHIICHH TIPH
chIIbTCTBAIIO JieueHue ¢ anTaroHucTH Ha NMDA kato memanTuH. Edextute Ha OapOuTyparnre
Y HEBPOJICNITUIIMTE MOKE J1a ObJaT HamasieHU. ChI'BTCTBAIIOTO MPUJIOKECHHUE HA MEMAHTHH U
CIa3MOJIMTUYHU CPEJICTBA, JAHTPOJICH WU OakiIo(eH Moxke Jja U3MEHU e(hEeKTUTE UM U TOBA Ja
HAJIOKH KOpUTHpaHe Ha J103aTa.

- ChIrbTCTBaIATA YIIOTPEOa HA MEMAHTHH M aMaHTaIuH TPsiOBa 1a ce U30srBa Mopaju PUcK OT
(apMakoTOKCHYHA TIckxo03a. 1 1BeTe CheIMHEHUS MPEICTABISIBAT XUMUYHO CPOIHH
anTaroanctd Ha NMDA. Cpioro e BaiIHO ¥ 32 KETaMUH U AeKcTpoMeTopdaH (BXK. ChIO
touka 4.4). Ily6nuKyBaH € eIuH KINHUYEH CIydail 3a BEPOSTEH PHCK CHINO ¥ IPH KOMOMHHUpaHE
HA MEMaHTHH U ()CHUTOMH.

- Jpyru akTHBHY BEIIeCTBa, KaTO IIMMETUANH, PAHUTUINH, IPOKAHAMUJ, XUHUIWH, XUHUH 1
HUKOTHH, H3TIOJI3BAIIH ChIaTa Ob0pevHa crcTeMa 3a KaTHOHEH TPAHCIIOPT KaKTO aMaHTaIlnH, €
BB3MOKHO CBIIIO JIa B3aUMOJICHCTBAT C MEMAHTHH, KOETO BOJHM J0 TOTSHIIMAJICH PUCK OT
MOBHIIICHU TJIA3MEHH KOHIICHTPAITHH.

- Vma BepOosITHOCT 3a IOHM)KABaHE HAa CEPYMHHUTE CTOWHOCTH Ha xuapoxyoporuasun (HCT),
KOraTo MEMaHTHH ce npuiara exaoBpeMenHo ¢ HCT wmm ¢ komOuHarms, BxrrouBamia HCT.

- B mocTMapKeTHHTOBHSI OITUT UMa ChOOIICHHS 32 OTACITHY CIIyYau Ha MOBHUIIEHO MEXKTyHApOIHO
HopMmanu3upano ceoTHomeHue (INR) mpu manueHTH, KOUTO ca JeKYBaHU €JHOBPEMEHHO C
BapdapuH. Bepexn ue He € ycTaHOBeHa IPUIMHHO-CIIEICTBEHA BPB3Ka, Ce IMPErnophuBa
BHUMATEIIHO TpociieAsiBaHe Ha IpoTpoMOrHOBOTO BpeMe uiH INR npu manuenTu, KouTo ce
JICKYBaT €JIHOBPEMEHHO C MEPOPaATHU aHTHKOAT'YJIAaHTH.

[pu papmakokuneTnynu npoyusanus (PK) ¢ enmuHryHa 103a py MIIaIu 3IpaBy JIUIA HE ce
HaOII01aBaT 3HAYMMHU B3aMO/ICHCTBHUS MEXXY aKTUBHUTE BELIECTBA HA MEMAHTHH U
0y pua/MeTHOPMUH HITH TOHETIC3HIT.

B ximHIYHO TpoyYBaHe MPU MIIAHN 3APaBH JIUIlA HE ce HaOJI01aBa 3HaYUM e(eKT Ha MEMAHTHH
BBPXY (hapMaKOKHHETUKATA Ha TaJJAaHTAMHH.

MewmanTrH He nHXHOHUpa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, ¢pnaBuH-chIbpiKaiaTa
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MOHOOKCUTCHA3a, CIOKCU-XUAPOJIa3aTa UjIn Cyn(bOHI/IpaHeTO.

4.6 ®@epTHaANTET, GPEMEHHOCT U KbpMEHe

bpemennoct

JlumcBar Wi ©Ma OrpaHMYCHU JaHHH OT yIoTpedara Ha MeMaHTHH MU OpeMEHHH KEHH.
[IpoyuBanus BEpXY >KUBOTHH MOKa3BaT Bb3MOXHOCT 3a 320aBEHO BETPEMAaTOUYHO Pa3BUTHE MPH
HUBA Ha €KCIO3MLUS, KOUTO Ca UACHTUYHHM MJIH JIEKO 3aBUIICHHU CIPAMO CKCIIO3UIMATA IIPU XOpa
(Bk. Touka 5.3). [loTeHIMATHUAT PUCK IPU XOpa HE € U3BEeCTeH. MeMaHTHH He TpsiOBa aa ce
M3M0J13Ba MTpK OPEMEHHOCT, OCBEH B CIIy4ail Ha KaTeropruyHa He00OX0AUMOCT.

Kbpmene

He e n3BecTHO 1any MEMaHTHH ce eKCKPETHPA B KbpMaTa IpH X0pa, HO KaTo ce MMa MPEIBHL
JIUIO(UITHOCTTA HA BELIECTBOTO, TOBA € TBHP/IE Bb3MOXKHO. JKeHuTe, KOUTO MpreMaT MEMaHTHH, He
TpsiOBa 1a KbPMAT.

DepTuauTer

He ca Ha6J'IIOI[aBaHI/I He6HaFOHpI/IHTHI/I eq)eKTI/I Ha MCMAHTHUH IIPU HCKIIMHUYHU ITPOYYBAHUA 10
OTHOIICHHUEC Ha (l)epTI/IJ'II/ITeTa IIpU MBIKKH U JKCHCKU JKUBOTHH.

4.7 EdexTn BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

YMepeHaTa 10 TexKKa CTEIeH Ha OoJiecTTa Ha AJxaiMep 0OMKHOBEHO BOIH 10 HapyIIeHa
CIOCOOHOCT 3a modupaHe U KOMIIPOMETHpPa CIIOCOOHOCTTA 3a paboTta ¢ ManuHu. OCBEH TOBA,
Nemdatine nmosnusBa B MajKa UM yMEpEHa CTeNeH CriocoOHOCTTa 3a modupaHe u padora ¢
MaIllFHH, TaKa 4e aMOyJIaTOpPHUTE NMAIlMeHTH TPsiOBa Aa ObIaT Mperynpek1aBaHu 1a
BHUMaBaT MHOTO.

4.8 HexejaHU JEKAPCTBEHHN PEAKIIUH

Pesrome Ha npoduaa Ha 6€30mMacHOCT

B xMHAYHT pOoyYBaHMS TIPH JIEKa 10 TEXKa JeMEHIHsI, BKifouBamy 1 784 nmamueHTH, JJIeKyBaHU ¢
MeMaHTHH 1 1 595 manmenTH, TpeTupaHu ¢ rianedo, o0Iara 4ecToTa Ha HeXKeIIaHUTE JICKapCTBEHH
peaKIK MPU MEMAHTHH HE Ce pa3iMyaBa OT Ta3u MpH IUI1ane0o, KaTo HEXKEIAaHUTE JICKAPCTBCHU
peakuu 0OMKHOBEHO ca JIEKU 10 YMEPEeHH 1o TexecT. Haii-uecto HabIr01aBaHUTE HEXKETTaHU
JIEKapCTBEHHU PEAKIMH C TI0-BHCOKA YECTOTA B TpyIaTa Ha MEMaHTHH, OTKOJIKOTO B TpyIiaTa Ha
wiare6o, ca 3amassHocT (choTBeTHO 6,3 % cpenry 5,6 %), rmaBobonue (5,2 % cperty 3,9 %),
koHctumnanus (4,6 % cpemry 2,6 %) u comnonentroct (3,4 % cpemy 2,2 %) u xunepronus (4,1 %
cpery 2,8 %).

TabnauueH cCOUCHK Ha HEXKEITAHUTE PCaKnnun

CJ'IC}Z[HI/ITG HEXKCIAHUTE JICKAPCTBCHU PEAKIUHU, ITIOCOUCHU B Ta6nnuaTa Imo-10Jy, ca CT)6paHI/I 110 BpEME
Ha KIIMHAYHU MPOYUYBAHUA C MCMAHTHUH U CJICT IIYCKAHCTO MY Ha mma3apa.

HesxenanuTe JeKapCTBEHU PEAKIMHU ca KIaCH(PUIIMPAHH 110 CHCTEMO-OPTaHHHU KJIACOBE, KaTo ce
W3I0J13Ba CIIeHaTa KOHBEHIHst: MHOTO yecTH (> 1/10), wectu (> 1/100 mo < /10), neuectn (> 1/1 000
1o < 1/100), peaxu (> 1/10 000 g0 < 1/1 000), muoro peaxu (< 1/10 000), ¢ HeusBecTHa yecToTa (OT
HAJIMYHUATE TAHHU HE MOXe J1a Objie HanpaBeHa olleHKa). [Ipy BCAKO TpynupaHe B 3aBUCHMOCT OT
YyecToraTa, He)KEJaHUTE PEaKIny ce M30POABAT B HU3XO/IAI PE/ IT0 OTHOIIICHHUE Ha TSIXHATA
CEPHO3HOCT.



CUCTEMO-OPTAHEH KJIAC YECTOTA HEXEJIAHA PEAKLIMA
Wndexkunn u nadectannn Heuectu I'bOnunM nHDEKIMH
Hapymenns Ha uMyHHaTa cucTeMa Yectu CBpBXUYBCTBHTEITHOCT KbM JICKapCTBa
TlcuxuyHu HapyIeHUs Yectu CBHHIMBOCT

Heuectn OO0BpKaHoCT

Heuectn Xamoruaanuu®

C Hem3BecTHa TICHXOTHYHY peaKIun’

4yecTora
Hapymienus Ha HepBHaTa cucTeMa Yectu 3aMasHOCT

Yectn Hapymenne Ha paBHOBECHETO

Heuectn Hapyiena noxojka

MHoro penku I'spuoBe

CbpaeyHu HapyLICHUS Heuectn CbpaeyHa HeJOCTATHUYHOCT
Cb10BU HapyIICHHUS Yectn XunepToHus
Heuectn Benosna Tpom603a/TpoM60eMO0TN3EM
PecniparopHu, rpbiHU U Yectu Hucnues
MeIMacTUHATHA HapyICHUSI
CromainrHo-4peBHYU HapyIIEHUS Yectn 3amnek
Heuectn TToBprbiane
C memsBectHa  IlaHKpeaTut?
4ecToTa
XemnaToOMIMapHU HapyIIEHUS Yectn [ToBuiieHu cToifHOCTH Ha

YePHOAPOOHUTE CH3UMU

C HemsBecTHa Xematur
4ecToTa
O6mm HapymeHus U e(HEeKTH Ha Yectn I'maBoGosnme
MSACTOTO Ha IIPUITOKCHHUEC
P Heuectn Ymopa

1 XasroIMHanuy ca HaOJIroJaBaHy TIaBHO MPH MAIMEHTH ¢ TeXKa Gopma Ha OojiecTTa Ha Anmxaimep.
2 W3zomupanu ciyyan, ChOOIABaHH OT MOCTMAPKETHHTOBHS OITUT.

Bonectra Ha AnxaiiMep ce CBBp3Ba C ICTPECHs, CYUITUIHI MUCIU B OITUTH 3a caMoyouiicTBo. Ot
MOCTMAPKETHHIOBHS OITUT MIPU NAIIMEHTH, JICKYBaHU C MEMAHTHH Ce ChOOIIIaBa 3a TAKUBa PEaKIIHH.

CrpoO1aBane Ha MOJAO3MPaHH HEKEIAHN PEAKIINNI

C’LO6H.IaBaHeTO Ha MIOAO3UPAHN HECKCIIaHU PCAKIIUU CJICA pa3pClllaBaHC 3a yn0Tpe6a Ha JICKApCTBCHUS

MPOIYKT € BakKHO. ToBa MO3BOJIABA 11a TIPOIBIDKH HAOIIOIEHHETO Ha CHOTHOIIIEHUETO TTOJI3a/PHCK 32
JIEKapCTBEHUA MPOIyKT. OT MEIUIIMHCKUTE CIICIIMATIUCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
MOJI03UPaHa HEXKEIaHa PeaKIys Ype3 HAI[MOHAIHA CUCTEMa 3a ChOOIaBaHe, MOCOYCHA B

[punoxenue V.

4.9 Ilpepo3upane

Hma OrpaHUYCH OIUT C IMPEAO3UPAHEC B KIMHUYHUTC U3IMUTBAHUA U ITIOCTMAaPKETUHIOBUS OITUT.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

CuMoTomMu

CrnyyauTe Ha OTHOCHUTEIIHO ToJisiMo mpeno3upane (chorBetHo 200 mg u 105 mg/neH 3a Tpu JHHU) ce
CBBP3BAT WIH CaMO ChC CUMIITOMH Ha YMOpa, c1aboCT W/WiIH Juapus WK IpoTHYaT 0e3cuMIToMHO. B
CIIy4ad Ha mpepo3upane ¢ 1o3a noj 140 mg uim npu HeW3BEeCTHA /1034 TIPU NAIIMEHTUTE ce MPOsBABAT
cumntomu, cebp3ann ¢ [IHC (00bpkaHOCT, CHHINBOCT, COMHOJICHTHOCT, CBETOBBPTEK, BH30Ya,
arp€CUBHOCT, XaJIIOOMHAIWKU U HAPYIICHA r[oxom(a) I/I/I/IJII/I C TaCTPOMHTCCTHUHAJICH IIPOU3XO0/]
(moBpbIIaHe U AUAPHS).

B Haii-Texxkuns cirydail Ha Ipe1o3upane NalMeHThT € OLEISUI CJIE]] IepopalieH MprueM Ha 00110

2 000 mg memanTHH 1 ca HaOmonaBanu edext BbpXy LIHC (10-n1HeBHa koMa ¢ mocienBaiia
Jurionys U Bb30yna). B To3u ciayvali manueHThT € IeKyBaH CHMITOMAaTHYHO U C Iua3Madepesa.
[TanueHTHT ce € Bb3CcTaHOBWII 0€3 ABITrOTpaiHU MOCIECACTBHUS.

B npyr ciyuait Ha TossiMO Tpeo3upane ¢ nepopaieH nprueM Ha 400 mg MEMaHTHH MAIUEHTHT ChIIO €
OILIEJISUT U Ce € Bh3CTaHOBMII. [lalueHTsT € uMan cumntoMmu, cBbp3anu ¢ [ITHC kaTo HecriokoHcTBHE,
NICUX03a, 3PUTEITHN XaTIOIUHAIINY, TIPOKOHBYJICUBHOCT, COMHOJIEHTHOCT, CTYIOp U 0€3Ch3HAHUE.
Jledenue

[Ipu npeno3upane neueHneTo TpsOBa na Objae cuMnToMaTiHyHO. Hsima crienuuveH aHTHIOT TIPH
WHTOKCHKAIWA U TIpefo3upane. 3a OTCTpaHsBaHE Ha aKTHBHOTO BEIIECTBO C€ MpHJIara CTaHJapTHA
KIIMHAYIHA TIPOIIeAypa, KaTo HAIpIMep CTOMAITHA TPOMHBKA, aKTHUBEH BBIJICH (32 MPEAOTBpaTIBaHE
Ha IIOTCHOUAJIHA eHTepoxer[aTaﬂHa pequKynam/I;I), IIOBHUIIIAaBAHEC KHUCCIIMHHOCTTA Ha ypHHaTa,
(hopcupana auypesa.

B ciydaii Ha mpu3HALM B CUMIITOMH Ha O0II0 CBPBXCTUMYJIMPaHE Ha IIEHTpAIHATa HEPBHA CUCTEMA
(IHC), TpsibBa 1a ce 0OMUCIN BHUMATEIHO CHMIITOMATUYHO KJIMHUYHO JICUCHHE.

5.  ®APMAKOJOTAYHHU CBOMCTBA

5.1 ®apmakoaIMHAMUYHHU CBOHCTBA

dapmakoTepaneBTuuHa rpyna: Ilcuxoananentuuu, ApyTH JekapcTBa npoTus aemennus, ATC kox:
NO6DXO01.

MexaHu3bsM Ha IEUCTBUE

HapacTBa OposiT Ha JToKa3arelcTBaTa 3a TOBa, 4e HapymeHOTo (YHKIIMOHUPaHE Ha
rIIyTaMaTepruvHaTa HeBPOTPAHCMHUCHS, TIO-KOHKPETHO Ha pertentopute 32 NMDA, monpuHacs KakTo
3a TPOsIBaTa HA CHMIITOMHUTE, TaKa M 33 TPOTrPECHPaHETO Ha 0OJiecTTa MPU HEBPOICTCHEPATUBHATA
JIEMEHIIHSI.

MeMaHTHH € BONTaK-3aBHCUM, ¢ yMepeH aduHuTeT U HekoHKypeHTeH NMDA-penentopen
anraronuct. Toil MoxyHpa eheKTUTE Ha MTaTOJIOTHYHO MOBUIICHUTE TOHMYHY HUBA Ha TITyTamara,

KOWTO MOTAT Jia TOBeAAT 10 TUCHYHKINS Ha HEBPOHHUTE.

Kinnununa edukacHoCT M 6€3001aCHOCT

B 0CHOBHO Mpoy4BaHe ¢ MOHOTEPAITHSI IPH TIOMYJIAIKMS TAIMSHTH, CTPAJAIH OT YMEPEHa JI0 TeKKa
crereH Ha OonectTa Ha Anxaiimep (0011 CKOp OT MUHHMAITHUS [IPETJie]] Ha ICUXUYHUS ctatyc (Mini
mental state examination, MMSE) ua usxozno HrBo 3 - 14) ca Bkimodenu o610 252 amOymaTropHu
nanenTy. [Ipoy4BaHeTo JeMOHCTpHpPA OJIArONPHATHUTE €PEKTH OT JICYCHUETO C MEMAHTHH B
CpaBHEHHE ¢ IU1ane00 B MpoIbDKeHUE Ha 6 Mecena (aHaiu3 Ha HaOMI0JaBaHKUTE CIIy4au 4pes3
HHTEPBIOMPAHE Ha KIMHUIIMCTA 32 ISUIOCTHOTO My BIieyaTyieHue 3a mpomsiaata (the clinician’s
interview based impression of change, CIBIC-plus): p = 0,025; ceBMecTHO TipoyuBaHe Ha 60oecTTa



Ha Anixaiimep — exenneBnu aeiiHoctu (Alzheimer’s disease cooperative study — activities of daily
living, ADCS-ADLsev): p = 0,003; Habop 3a olieHKa Ha TEXKH YBpexKAaHus (Severe impairment
battery, SIB): p = 0,002).

B 0CHOBHO MpOyYBaHE HA MOHOTEPAIHUS ¢ MEMaHTHH ITPH JIEKa 0 YMEPEHa CTeNeH Ha 0oiecTTa Ha
Anmxaiimep (MMSE o611 ckop Ha uzxoano Huso ot 10 1o 22) ca sxmodenu 403 manueHTy.
Eq)eKTT)T IIpHU JICKYBAaHUTC C MEMAHTHH MAIIUCHTH € CTATUCTUYCCKU 3HAYNMO HO'I[O6T:-p B CpaBHCHUC
C TO3H IIPH JICKYBaHHTE C TIAIe00 NAMSHTH 110 OTHOIICHHE Ha TbPBUYHNTE KPallHU TOYKH: CKala
3a oneHKa Ha 6osectra Ha Amxaiimep (Alzheimer’s disease assessment scale, ADAS-cog)

(p = 0,003) u CIBIC-plus (p = 0,004) ra 24-ta cemuIia IpH MOCIEIHOTO IPEHECEHO HAOIOIEHHIE
(last observation carried forward, LOCF). IIpu apyro npoyuBaHe ¢ MOHOTEpAIus Ha JieKa JI0
yMepeHa OorecT Ha AnxaiiMep ca pangomusupanu oomio 470 narmentu (061 MMSE ckop Ha
u3xomHo HuBo 11 - 23). IIpu poceKTHBHO Ae(hHHUPaH IIbPBUYEH aHAIN3 Ha 24-Ta ceIMHUIIa He €
MOCTUrHATa CTAaTUCTHYECKA 3HAYMMOCT Ha ITbPBUYHATA KpaiiHa TOUKa 32 e(UKacHOCT.

IIpu MeTa-aHamM3 Ha MANIMEHTH C YMEPEHa JI0 TeXKKa CTereH Ha Oorect Ha Amxaitmep (o6 MMSE
ckop < 20) ot miecT rianebo-KOHTpoIupanu, 6-meceunu npoyusanus, ¢asza |11 (BkimouBarm
NPOYYBaHUS C MOHOTEPANUS ¥ POYYBAHHUS IPU MALMSHTH Ha TIOCTOSIHHA /1032
AIeTHIXOJIMHECTepa3HA HHXUOUTOPH) C€ YCTAHOBSBA, Ye CHINECTBYBA CTATUCTUYECKH 3HAYNM €(EKT B
10J13a Ha JICYCHUETO ¢ MEMAHTHH 32 KOTHUTHBHATA, ri1o0aiHata U GpyHKunoHamHaTa chepa. [Ipu
NAlUCHTH C €THOBPEMEHHO BJIOIIABAHE BHB BCHUKHUTE TP CHEPH, PE3yJITATUTE TOKA3BAT
CTaTHCTHYECKU 3HAUYMM e(DeKT Ha MEMaHTHH, IPeIOTBPATSBALI BIOIIABaHETO. /[Ba MbTH MOBEYE OT
TPETHPaHHTE C TUIaned0 ManueHTH IEMOHCTPUPAT BIIOIIABaHE BbB BCHUKUTE TPU c(epH B CPaBHEHHUE C
JIeKyBaHUTE ¢ MeMaHTHH nanuentH (21 % cpemry 11 %, p < 0,0001).

5.2 ®apmMakoKMHETUYHHU CBOHCTBA

AOcopbuus

AbcomoTHaTa OMOHAIMYHOCT Ha MeMaHTHH e mpuosusuresHo 100 %. T, e mexnay 3 u 8 yaca. Hiama
JaHHHU, Y€ XpaHaTa IIOBJIUABa a6cop6m/mTa Ha MCMAaHTHH.

PasnpeneneHue

Iuesnu no03u ot 20 MQ BOAAT 0 MIa3MEHN KOHIIEHTPAIIMY Ha MEMAHTHH B CTAI[HOHAPHO CHCTOSHHE
B rpanunute ot 70 1o 150 ng/ml (0,5 — 1 pmol) ¢ ronemu uHTepUHANBUAYaTHH Bapuaiu. Korato
ce ImpuJiarat JHeBHU 1031 OoT 5 10 30 MQ ce U3YnCABa CPEeIHO CHOTHOIIEHHUE TIepeOpOoCITHHATHA
teunoct (LICT)/cepym 0,52. O6embT Ha pasnpenenenue ¢ okoino 10 I/kg. Oxono 45 % ot
KOJIMYECTBOTO MEMAHTHH € CBBP3aHO C MITa3MEHHUTE MPOTCHU.

buorpanchopmarms

[Ipu xopa okoiso 80 % OT MEMaHTHH B IMPKYJauusATa € oA ¢popmMara Ha OCHOBHOTO ChEJUHEHHE.
I'maBHUTE MEeTa0OIUTH TIPH YOBeKa ca N-3,5-TMMeTHII- Ty IaHTaH, H30MEpHATa cMec Ha 4- 1 6-
XUJIPOKCHU-MEMAHTHH U 1-HUTP030-3,5-1uMeTnin-aamantad. HUTo equH oT Te3u MeTaboInuTH He
nposiBasa NMDA-anTaronuctnyna akTuBHocT. He e otkput nuroxpom P 450 karanusupan
MeTaboI3BM iN Vitro.

IIpu npoyuBaHe ¢ MepopanHo npunaran “*C-memanTus, cpeaHo 84 % OT 103aTa ce OTKpHBA B PAMKHUTE
Ha 20 nHU, KaTo noBede oT 99 % ce ekckperupa upe3 ObOpenuTe.

Enuvunupane

MeMaHTHH ce eTUMHHAPa MOHOEKCIIOHEHITHATHO ¢ TepMuHaeH t1s ot 60 go 100 uaca. IIpu

JI0OpoBoIIIHN ¢ HOpManiHa Ob0peuna ¢yHkuus oot KIupbHC (Clior) moctura mo 170 ml/min/1,73 m2
M 4acT OT o0must 0bO0peucH KIMPBHC Ce OCHIIECTBIBA Upe3 TyOyTHa CEeKpEIIHsI.



BrOpeunusaT 0OMeH BKITIOYBA ChUIO TyOylTHAa pe30pOuys, KOSITO BEPOSITHO € ONIOCPEACTBaHa OT KaTHOH-
TpaHcnoptupamy 6entbur. Crenenra Ha ObOpPEYHO eNMMUHUPAHE HA MEMAHTHH B YCIIOBUSTA Ha
allKaJiHa ypHuHa MOXKe Ja Ob/ie HamasieHa 7 1o 9 mbTH (BXk. Touka 4.4). AJKann3upaHeTo Ha yprHaTa
MOJKE J1a Ce IBJKH Ha IpaCTUYHM IIPOMEHH B IU€TaTa, HallpUMep NIPEeMUHABaHe OT MECHA KbM
BereTapuaHcKa IUeTa, WM Ha MaCUBEH MIPHEM Ha alKaJlM3upally CTOMaHu Oy depu.

JInnenHoCcT

IIpoyuBanusTa IIpu JOOPOBOJIIIN ITOKA3BAT JUHENHHA (hapMaKOKMHETHKA B JJO30BHS JUAIIA30H OT
10 mo 40 mg.

Bps3ka dpapmakokuHeTnka/papMakoguHaMuKa

[pu no3a 20 mg MeMaHTHH THEBHO HUBOTO B LIepeOpOCIMHATIHATA TEYHOCT ChOTBETCTBA HA
croitHocTTa Ha Ki Ha MemaHTHH (K; = KOHCTaHTa Ha MHXHOMpaHe), KosATo € 0,5 pmol BEB GppoHTATHUS
JU1 Ha MO3bYHATa KOpa IIPU YOBEKA.

5.3 IlpenkIMHUYHHM JAHHU 32 0€30MACHOCT

[Ipu kpaTKOCPOUYHU IPOYUBaHUS BHPXY IUITbXOBE MeMaHTHH, KakTo aApyrure NMDA-antaronucTy,
HpeIU3BIKBa HEBPOHAITHA BaKyOIn3alus U Hekpo3a (i1e3un Ha Olney) camo cien 103w, Bogemu 10
MHOTO BHCOKH MaKCHMAaJIHU CEPYMHH KOHLEHTPALUH. ATaKCHsI ¥ APYTHU MPEIKIMHIYHI IpU3HALN
IpeALecTBAT BaKyOJU3alHATa U HeKpo3aTa. T'bii KaTo Te3u ePeKTH He ca HaOI0JaBaHu [IPU
JIBIITOCPOYHU MTPOYUBAHUS IIPH IPU3AaYHN U HETPHU3auH, KIMHUYHOTO 3HAUEHHE HA TE3W HAXOJIKU HEe
€ M3BECTHO.

[Ipu mpoydBaHus 32 TOKCHYHOCT P MHOTOKPATHO MpHIIaraHe ca HaOJt0/JaBaH! IPOMEHIINBU
W3MEHEHUs B OYUTE MPH TPU3aUH U KydeTa, HO He U pu MaiiMyHu. Crieruduyanute
o(TanMONIOrMYHH ITpErJIeAN IPU KIMHUYHUTE IPOYYBaHUS C MEMAHTHH HE Pa3KpHUBAT HUKAKBU OUHH
M3MEHEHUS.

[Ipu rpuzaun e HabrOMaBaHa Goconunumosa B 6enoapodHITe Makpodaru rmopaay HaTpyBaHe Ha
MEMaHTHH B T13030MuUTe. T03M eeKT e MO3HAT OT APYTH aKTHBHH BEIIECTBA C KATHOHHN aM(pUPHITHI
CBOICTBa. BeposATHO chillecTByBa Bpb3Ka MEXkK/Iy TOBAa HATPYIIBAHE U BaKyOJIM3AIMATa, HA0II0JaBaHa
B Oenute apobose. To3u edekT e HabMoAaBaH caMo MPH NpUiIaraHe Ha BUCOKH J03H IIPH TPU3ayH.
Kiman4yHaTa 3HaYNMOCT Ha TE3U Pe3yJITaTH He € U3BECTHA.

He e ycTanoBeHa reHOTOKCMYHOCT HA MEMAHTHUH CJIe/l M3CIEeIBaHE M0 CTaHAApTHU MeToauku. Hama
JaHHU 32 KaHLIEPOTCHHOCT IPH 0KUBOT-NPOABKUTEIHN IPOYYBAHUS TP MUIIKHU U IUIHXOBE.
MeMaHTHH He € TepaTOTreHEH NPH ILTbXO0BE U 3aiiliy, OpH U B 103, TOKCUYHU 3a Maiikara, 1 He ca
oTOensI3aHN HeXkeNnaHu e(peKTH Ha MEMaHTHH BBpXY ¢eprunurera. [Ipu mbpxoBe e oTOens3aHo
3abaBsiHe Ha (HETATHOTO Pa3BUTHE IPU HUBA HA EKCIIO3ULHSL, KOUTO Ca WACHTHYHH WA MaJIKO I10-
BHCOKH OT T€3U Ha eKCIO3ULMSTA IIPH X0Pa.

6. DPAPMAIEBTUYHU JAHHHA
6.1 CHumucbk Ha IOMOIIHUTE BELIECTBA

Slapo Ha Tabnerkara 3a 5, 10, 15 1 20 mQ dbuiaMupanu TabIeTKH

MukpokpucTanHa Leyio3a
Kpocnosugon tun A

Tank

Marne3ues creapat
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Tabsuerna o6BuBKa 3a 5, 10, 15 u 20 mg ¢unMupanu TablIeTKn

Xwunpomerno3za 6¢P
Tutanos nuokcun (E 171)
JlakTo3a MOHOXHIpAT
Makporon 3350
Tpuanernx

Jonsaaurenso 3a 15 mg dunMupanu tabieTku

Kenesen okcup XbaT, uepBeH U uepeH (E172)

Jonwsaaurenno 3a 20 Mg duaMupanu TabIeTKH

XKenezen oxcun yepBeH u xKbaT (E172)
6.2 HecbBMecTHMOCTH
Henpunoxnmo

6.3 Cpok Ha romHoOCT

bmuacrepu: 3 roquan
HDPE OyTunku: 2 roguan

HDPE OyTwmiku: ma ce nzmon3sa qo 100 gHuM ciie oTBapsiHe.
6.4 CneuuajHu ycjaoBUsI HA CHXpPaHeHHE

Jla He ce chxpansiBa Hag 25°C.

6.5 Bwuau cpabpKaHue HA ONMAKOBKATA

baucrepu ot PVC/PVDC-anymunuii

Nemdatine 10 mg u 20 mg dunmMupany TaOJIETKH:
HDPE 6yTuinxka.

Buoose onaxoexu
Nemdatine 5 mg dbuavupanu TabueTku:
Brucrepu: 42 u 98 punmupanu TabIeTKH.

Nemdatine 10 mg dunmupasu TabneTku:

bmucrepu: 28, 30, 42, 50, 56, 60, 98 u 112 dunmupanu TabIeTKH.

HDPE 6yTunka: 100, 130%*, 250* u 500* ¢punmupanu tabiaeTku

* npeOHazHayenu camo 3a yenmpoge, 8 KOUMo JeKapcmeama ce OmnyCcKam noomoenHo 3a 6CeKu
nayuenm, pasnpeoenenu 8 OmoeInu ONaKo8Kl 3d 6CeKU npuem

Nemdatine 15 mg ¢unmupanu Ta0IETKH:
bmacrepu: 7, 42 n 98 ¢punmupann TaOJICTKH.

Nemdatine 20 mg ¢unmupanu Ta0IETKU:

bmuacrepu: 28, 42, 56 u 98 dumMupaHu TabIETKH.

HDPE oytunka: 100, 130*, 250* u 500* ¢punmupanu TabiaeTKH.

* npeonasHaueHu camo 3a YyeHmpoge, @ KOUmo 1eKapcmeama ce OmnycKam noomoenHo 3a 6cexu
nayuenm, pasnpeoeienu 8 OMOeIHU ONAKOBKU 3a 8CeKU npuem
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He Bcnuku BUmOBE OMAKOBKHM MOTaT J1a ObaT MyCHATH Ha Ha3apa.
6.6 Cnenuajnu npeanasHd MEPKH NMPH U3XBHPJIsIHE

Hsama CriICIaIHN U3MCKBAaHUA.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjoréur
Wcnanaus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/001
EU/1/13/824/002
EU/1/13/824/003
EU/1/13/824/004
EU/1/13/824/005
EU/1/13/824/006
EU/1/13/824/007
EU/1/13/824/008
EU/1/13/824/009
EU/1/13/824/010
EU/1/13/824/019
EU/1/13/824/011
EU/1/13/824/012
EU/1/13/824/013
EU/1/13/824/014
EU/1/13/824/015
EU/1/13/824/016
EU/1/13/824/017
EU/1/13/824/020
EU/1/13/824/022
EU/1/13/824/023
EU/1/13/824/024
EU/1/13/824/025
EU/1/13/824/026
EU/1/13/824/027

9. JATA HA ITBPBO PABPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

Jlata Ha mepBO paspemanane: 22 anpun 2013 r.
Jara na nocnenHo noguossiBane: 08 suyapu 2018 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[MonpoGHa nHpopMaIus 3a TO3U JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBpornelickara
areHIus 1o Jiekapcreara http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUS TPOAYKT
Nemdatine 5 mg ¢hunmmupanu TabmeTku

Nemdatine 10 mg ¢puimupanu TadneTku
Nemdatine 15 mg ¢unmupanu TabneTku
Nemdatine 20 mg ¢unmupanu TabieTkn

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Nemdatine 5 mg

Beska ¢unmupana TabiieTka chabpika 5 mg MemanTiHHOB Xuapoxiopua (memantine hydrochloride),
eKBUBaJICHTeH Ha 4,15 mQg MmeMaHTHH.

Nemdatine 10 mg

Bcsika punmupana tabnetka cpabpika 10 mg memantiHOB xuapoxiopu (memantine hydrochloride),
eKkBHBaJICHTeH Ha 8,31 My MeMaHTHH.

Nemdatine 15 mg

Beska ¢punmmupana TabneTka chabpika 15 mg memanTrHOB Xuapoxiopua (memantine hydrochloride),
eKBUBAJICHTCH Ha 12,46 My MeMaHTHH.

Nemdatine 20 mg

Bcsika punmupana tabnetka cpabpika 20 mg MemManTHHOB Xuapoxiopu (memantine hydrochloride),
eKBHBAJICHTCH Ha 16,62 Mg MeMaHTHH.

ITomomHo(n) BemecTBo(a) ¢ U3BECTHO JIEHCTBUE:

Nemdatine 5 mg dbuamupanu TabieTkn

Bcesika punmupana tabnerka ceabpka 0,47 mg 1aKkT03a MOHOXHIPAT.

Nemdatine 10 mg ¢umupanu TabieTku

Bcesika punmmupana Tabnerka cpaspka 0,95 mg makro3za MOHOXHUAPAT.

Nemdatine 15 mg ¢unmupanu TabieTku

Bceska dunmmupana TabieTka chabpika 1,42 mg makTo3a MOHOXHAPAT.

Nemdatine 20 mg dunmupanu TabIeTKu

Bcesika punmupana tabnerka chabpka 1,89 mg makToza MOHOXHIPAT.

3a IBIHKS CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Ounmupana Tabnerka (Tadnerka)
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Nemdatine 5 mg dbunMmupanu TabueTku

benu, oBanmuu, ABOMHOM3BKHAIN GUIMUPAHHU Ta0JIETKH, C pasmMep 8 mm x 4,5 mm, ¢ Haamuc ,,M5”,
TpaBUpaH OT €lHATa CTpaHa.

Nemdatine 10 mg duamupanu TabneTKH

Benu, ¢ ¢oopma Ha karicyiia, IBOHHOM3IbKHAIM (DUIMUPAHH Ta0JIeTKH, ¢ pazmep 9,8 mm x 4,9 mm, ¢
JeNUTeNTHa YepTa U Haamuc ,,M 107, rpaBupaH BbpXY CTpaHaTa C IeIUTeNIHaTa yepTa. TabaeTkara
MoJKe /1a ObJie pa3/iesieHa Ha JBe paBHU JI03H.

Nemdatine 15 mg ¢unimupanu TabaeTKu

OpaHxeBH, OBATHH, ABOMHOM3IIBKHAIN (QUIMHpaHU TaOJIeTKH, ¢ pazmep 11,4 mm x 6,4 mm, ¢ Hagnuc
»M15”, rpaBUpaH OT eqHaTa CTpaHa.

Nemdatine 20 mg dunMupanu TabJIEeTKH

THMHOPO30BH, OBATHU, TBOWHOU3ITEKHAIH (DUIMUpaHH TaOJIETKH, ¢ pasmep 12,6 mm x 7 mm, ¢
Haamnuc ,,M20”, TpaBuUpaH OT €HaTa CTpaHa.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU MOKA3AHUSA

JledeHne Ha BB3PACTHU MAIIMEHTH C YMEPEHa /10 TeXKKa CTENeH Ha OojecTTa Ha Axaimep.
4.2 Jlo3upoBKAa M HAYMH HA MPUJIOKEHHE

Jleuenueto TpsiOBa Aa ce 3aM0YHE ¥ HAOJI0/[aBa OT JICKap, C OIKT B IMATHOCTUIIMPAHETO U JICUCHUETO
Ha JEMEHLUIOT TUIa Ha Anuxaiimep.

2 !OSI/I[ZOBKa

Jledenuero TpsOBa Aa 3aIM0YHE CaMO aKO MMa JIHIIE, KOETO /1 Ce TPHKH 3a OONHUS M PETOBHO J1a
MpociesiBa Jajay MalMeHThT IIpHeMa JIeKapCTBeHHsI TPOoAyKT. J{narno3ata Tpsa6Ba J1a ce IOCTaBH B
CBHOTBETCTBHE ChC CHbBPEMEHHHUTE JUArHOCTUYHM NPUHIUIH. [lJoHOCMMOCTTa U J03UpOBKaTa Ha
MEMaHTHH TPsIOBa J]a ce MPEOIICHSBAT PETYIISIPHO, 32 MIPEIITOYnTaHe 0 3 Mecella Ciie]| 3aroYBaHe Ha
nedenueto. Crie TOBa, KIMHAYHATA 10132 OT MEMaHTHH M IIOHOCHMOCTTA Ha MallieHTa KbM
JICYEHHUETO, TPAOBA J]a e MPEOLICHIBAT PETyJISIPHO, B ChOTBETCTBUE C HACTOSIIUTE KIMHUYHH
pBKOBoACTBa. [lobpKaIOTO IEUEHUE MOKE 1 MPOIBIIKY, TOKATO UMa TepaleBTUYHA 0133 U
MAalUEHTHT [TOHACS JIEYEHUETO C MEMAHTHH. [Ipy Hanuuue Ha 10Ka3aTescTBa 3a JIUIICA Ha
TepaneBTUYeH ePEeKT WK aKO MalMeHTHT He TIOHACS JICYEHUETO, TPSOBa J1a ce OOMUCIIN ITPEKpaTsIBaHe
Ha JICYEHHETO C MEMaHTHH.

Bwvspacmuu

Tumpupane na dozama

IIpenopbunTennaTa Ha4ajgHa 1032 € 5 Mg JHEBHO, KOATO IMOCTETIEHHO C€ TUTPHUPA MPE3 IIBPBUTE
4 cemMUITA OT JICUCHUETO, 3a JIa CE JOCTUTHE MPEMOPBHUNTEITHATA ITOAIbpIKaIla 1032 KaKTo CIIeaBa:

Ceomuya 1 (0en 1-7):

IMarmenTsT TpsOBa Aa pHUeMa eHa huIMupana TabmeTka ot 5 mg (6su1a, oBaHa)
JTHEBHO B TIPOJIBJDKCHUE HA 7 JTHH.
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Ceomuya 2 (Oen 8-14):
[MarueHThT TpAOBa Aa npuema eqHa punmMupana Tabnetka ot 10 mg (0sa, ¢ hopma Ha
KarcyJa) JHEBHO B TIPOIbJDKEHUE HA 7 JTHH.

Ceomuya 3 (Oen 15-21):
[ManpeHTsT TPsOBa Na MpHeMa efHa GpuaMupana Tabiaerka ot 15 mg (opamxkesa, oBaiHa)
JHEBHO B IMPOJABIDKCHUC HA 7 JHHU.

Ceomuya 4 (0en 22-28):
IManueHTsT TPsIOBa 1a ipreMa eHa Gramupana tTadbiaerka ot 20 mg (ThbMHOpPO30Ba,
OBaJIHA) THEBHO B MPOIBIKCHHE HA [ JTHH.

MakcumaitHata qHeBHa 103a ¢ 20 mg qHeBHO.

[looovporcawa 0oza

[Ipenoppuntennara moaabpikaia 1o3a ¢ 20 Mg JHEBHO.

Cmapuecka v3pacm
B®3 0cHOBa Ha KIIMHUYHUTE MMPOYYBaHMS, IPEMOPHUYUTEIHATA THEBHA J103a 32 MAIMCHTH HA Bb3PacT HaJl
65 romuan e 20 My THEBHO, KAaKTO € TIOCOYEHO MO-TOpeE.

bwvopeuno yspesicoane

ITpu manuenTy ¢ ieko HapyieHa 6b0peuna pyHkims (kpearnHrHOB KiupbHCE 50 — 80 ml/min) He ce
Hajara ajantupane Ha go3ata. [Ipu manuenTn ¢ ymepeHo 0b0pevHO yBpexaane (KpeaTHHHHOB
kiupbHC 30 — 49 ml/min) auesHara no3a TpsoBa qa 6bae 10 Mg . Ilpu 1o06pa MOHOCHMOCT Clie]T TOHE
7 THEBHO JIeUCHUE, 103aTa MOXke Ja ObJie noBuiieHa 10 20 MQ/neH ChIrilacHO CTaHIapTHATA CXeMa Ha
tutpupane. [Ipu nanueHTn ¢ TexKKO OHLOPEUHO YBpekKaaHe (KpeaTHHUHOB KiupbHC 5 — 29 ml/min)
JHeBHATa J103a TpsOBa 1a 0bae 10 mg qHeBHO.

YeprodpobHo yspescdane

Ipu mamuenTy ¢ IEKO WM YMEPEHO HapyIleHa yepHoapobHa ¢pyukims (kiac A u B mo Child-Pugh)
He € He0OXOIMMO ajlanTUpane Ha qo3ara. Hama manHu 3a ynotpebaTa Ha MEMaHTHH TPH TTAIIUEHTH C
TEKKO YepHOAPOOHO yBpeskaane. He ce mpenopbusa npuiaranero Ha Nemdatine mpu nmaruenTs ¢
TEXKKO YepHOIPOOHO YBPEKIAHE.

Tleouampuuna nonyrayus
JIuncsar naHHU.

Haunn Ha npuiioxxeHue

Nemdatine tpsioBa ia ce mpuiara nepopagHo BEAHBXK AHEBHO, Ja C€ MPUEMa 0 €IHO M ChIIO BpeMe
BCEKH JICH.
dunMmupannuTe TabJIETKH MOTAT JIa Ce TIPUEMAT ChC WK Oe3 XpaHa.

4.3 IlpoTuBONMOKA3aHUSI

CBpBXYYBCTBUTETHOCT KbM aKTUBHOTO BEIIECTBO WIIM KbM HSIKOE OT IIOMOIIHHUTE BEIIECTBA,
n30pocHM B TOUKa 6.1.

4.4  Cpoeuua/Hu npeaynpe:xIeHUs] U NpeINa3HH MePKH MPH ynoTpeda

[IpenoppuBa ce MOBUILIEHO BHUMaHKE MY MAIUEHTH C EMUJIETICHs, aHAMHE3a 33 I'bPUOBE WU
MALUEHTH C IIPeApasnoarainy GaKTopy 3a eMuIeTICHsL.

Tps6Ba na ce n30sArBa cChIbTCTBaLIATa yIoTpeOa Ha anTaroHucTy Ha N-metun-D-acnaprat (NMDA),
KaTO aMaHTaJIuH, KeTaMUH WK JiekcTpoMeTopdan. Te3u cheqUHEHUs eHCTBAT BBPXY ChIIaTa
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pelenTopHa CUCTeMa, KAKTO MEMAHTHH, U CIICIOBATEIHO HEXKEIAHUTE PEakiuy (MIPSIUMHO CBBP3aHU
¢ nentpanHara HepBHa cuctema (LIHC)) moraT na 6b1at mo-4ecTy U 1Mo-CHITHO U3pa3eHH (BK.
Touka 4.5).

Hsxou dakxropu, kouto Morat na nosumiatr pH Ha ypunara (Bx. Touka 5.2 “EnnMuaupane”), morat na
HaJIoKaT BHUMATEIHO NpocyeasBaHe Ha manueHTa. Te3u ¢pakTopu BKIIOUBAT APACTHYHH IPOMEHH B
JMeTara, HallpuMep OT MeCHa KbM BereTapuaHCcKa AMeTa, UM MacHBEH MpUEM Ha alKaJIu3upaiin
ctoManrau 0ydepu. Ocsen ToBa pH Ha yprHaTa MOXe [ja ce MOBHILY PU ChCTOSIHUA Ha OBOpedHa
TyOymnapra anuno3a (bTA) uimm Texxkn nHGEKINT Ha THKOYHUTE IMBTUINA ¢ Proteus 6akrepu .

[pu noBeveTo KIMHUYHYU MPOYYBAHHS MAIMEHTH ChC CKOPO MpeKapaH WHPAPKT Ha MUOKap/Ia,
JIEKOMITCHCHpaHa 3aCTOWHA chpaedHa HepocTaThuHOCT (ktac mo NYHA II-1V) ninn HekoHTpompaHa
XUIEPTOHUS ca OWJIM U3KITIOUEHH. Belie/icTBUe Ha TOBA MMa CaMO OTPaHUYCHU JaHHU U MAIUCHTHUTE C
TaKWBa ChCTOSHUS TPSAOBa a ObAAT MPOCIEASIBAHN BHUMATEITHO.

To3u IIPOAYKT ChAbPIKA JIAKTO34. HaLII/IeHTI/I C PSIAKH HACJICACTBCHU Hp06JICMI/I Ha rajJJakTo3Ha
HCIIOHOCHUMOCT, Lapp JJaKTa3€H ,I[e(i)I/I]_[I/IT WJIK TJIIOKO30-TaJIaKTO3Ha Man36cop6u1/1$1, HC TpH6Ba Ja
npueMar ToBa JICKapCTBO.

4.5 BzaumopeiicTBHe ¢ IPYrd JeKAPpCTBEHN MPOAYKTH M APyru (popMH Ha B3auMoJelicTBHe

[Topanu dhapmakonornuHuTe ePeKTH U MEXaHNU3Ma Ha IEHCTBUE HA MEMaHTHH MOTAT J1a Bb3HUKHAT
CJICTHUTE B3aUMOJIEUCTBUSL .

- MexaHu3MbT Ha JIEHCTBHE JaBa OCHOBAHUS J]a ce IpeAronara, 4e epexture Ha L-mona,
JIOTIAMUHEPTUYHNTE arOHUCTH U AHTUXOJMHEPTHYHUTE CPEICTBA MOXKE Ja Ob/IaT 3aCHIICHH IIPH
chITbTCTBAINO JieueHHe ¢ anTaroHuctd Ha NMDA kato memantus. Edexture Ha 6apOuryparure
Y HEBPOJIENTHLIUTE MOXKeE J1a ObaaT HamMaieH!. ChIIbTCTBAIIOTO NPUIIOKEHHE HA MEMaHTHH 1
CIIa3MOJIMTHYHU CPEJICTBA, JAHTPOJICH WIH 0akiIo(eH Moxe a N3MEeHN e(EeKTUTE UM U TOBA Ja
HAJIO’KH KOPUTHPaHE Ha J103aTa.

- CeropreTBamiaTa ynorpeda Ha MEMaHTHH M aMaHTaAMH TPAOBa Aa ce n30sraa nopaau puck ot
(apmakoTOoKCHYHA TIchxo03a. 1 BeTe cheAnHeHNs MPEeICTaBIIBAT XUMUYHO CPOIHH
antaroarctd Ha NMDA. CBIIoTo € BaMaHON 3aKeTaMUH U AeKCTpoMeTopdaH (BXK. CHIO
touka 4.4). IlyOnaukyBaH € eIMH KIMHUYCH CIy4ail 32 BEPOSTEH PUCK CHIIO U MPH KOMOUHHpaHE
Ha MEMaHTHH U ()eHUTOWH.

- Jpyru akTHBHY BEIIeCTBa, KaTO IMMETUANH, PAHUTHINH, IPOKAWHAMU], XUHUIWH, XHHAH 1
HHUKOTHH, U3II0JI3BaIllH ChIlaTa 61)6pet1Ha CHUCTEMA 3a KATUOHCH TPAHCIIOPT KAKTO aMaHTaJluH, €
BB3MOKHO CBILO 2 B3aUMOJCHCTBAT C MEMaHTHH, KOETO BOJIU JI0 IOTEHLIMANIEH PUCK OT
MTOBHIIIEHU T1JIa3MEHH KOHIICHTPAITHHL.

- VMa BepOSITHOCT 3a TIOHMKAaBaHe Ha CEPYMHHTE CTOWHOCTH Ha Xuapoxyioporuasug (HCT),
KOTaTO MEMaHTHH ce npuiara egnoBpemerHo ¢ HCT nnu ¢ komOuHanus, Bkiarousama HCT.

- B mocTMapkeTHHTOBHS OTUT UMa CHOOIICHHS 32 H30JUPaHU CIydYar Ha MOBUIIICHO
MEKIyHapo1HOo HopMamm3upano otHomienue (INR) mpu marmeHTH, KOMTO ca JIeKyBaHH
eIHOBpEMEHHO ¢ BapdapuH. Brrpeku ue He e ycTaHOBeHa IPUYWHHO-CIIEICTBEHA BPB3Ka, ce
MperopbhYBa BHUMATEITHO NPOCIIEsiBaHe Ha MPOTpoMOnHOBOTO BpeMe wiu INR npu naruenTw,
KOHUTO Ce JIEKyBaT €THOBPEMEHHO C TIEPOPaTHH AHTHKOATYJIAHTH.

[pu papmakokuneTnynu npoyusanus (PK) ¢ ennaryHa 1032 npu Miaau 31paBy 100pOBOIIHM HE ce
HaOII0/1aBaT 3HAYMMHU B3aMMO/ICHCTBHS MEXXIY aKTHUBHHUTE BELIECTBA HA MEMAHTUH U

Oy pUI/METPOPMUH HUITH JTOHETIC3HUIT.

B knmmHNUYHO IpoyYBaHe IPH MITAJIH 3JIPaBH JIHIIA He ce HaOJIr01aBa 3HAaYUM e()eKT Ha MEMaHTHH
BBPXY (hapMaKOKHHETHKATa Ha TaJTAHTAMHH.

MewmanTrH He nHXHOHUpa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, dnaBuH-chabpixKaiiara
MOHOOKCHI€HAa3a, eMOKCUA-XUApoJia3aTa Wil CyI()OHUPAHETO.
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4.6 @epTuanTeT, GPEMEHHOCT U KbpMEHe

BpemenHocT

JluricBaT vim UMa orpaHUYeHH JaHHH OT yroTpedaTa Ha MEMAaHTHH TTpY OpeMEHHH KEHHU.
[Ipoy4BaHus BEPXY JKHBOTHH MTOKa3BaT BE3MOKHOCT 32 320aBEHO BETPEMATOYHO PA3BUTHE MTPH
HUBA Ha eKCIO3MIINA, KOUTO ca UASHTUYHH WX JIEKO 3aBUIIECHHU CIIPSIMO eKCIIO3UINATA ITPH X0pa
(Bk. Touka 5.3). [ToTeHUIMATHUAT PUCK IIPH XOpa HE € U3BecTeH. MeMaHTHH He TpsiOBa 1a ce
M3II0JI3BA ITPH OpPEMEHHOCT, OCBEH B CIly4all Ha KaTeropruyHa HeoOX0UMOCT.

Kopmene

He e m3BecTHO Jaim MEMaHTHH ce eKCKPeTHpa B KbpMaTa P X0pa, HO KaTo ce NMa MPEeIBUL
TUIO(UITHOCTTA Ha BELIECTBOTO, TOBA € TBHP/IE BE3MOKHO. JKeHnTe, KOUTO MpreMaT MEMaHTHH, He
TpsiOBa J1a KbPMSIT.

DepTunuTer

He ca HabmoaBanyu HeOMaronpusaTHA e(eKTH Ha MEMAHTHH MTPH HEKJIMHUYHH ITPOYYBAHUS 1O
OTHOIIIEHUE Ha (DEPTUIUTETA IIPU MBKKH U )KEHCKH KUBOTHH.

4.7 EdexTu BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAITHHA

YMepenara 10 TeXKa CTereH Ha 0ojecTTa Ha AlixaiiMep 0OMKHOBEHO BOJIH JI0 HapyIIeHa
CIOCOOHOCT 3a modupaHe U KOMIPOMETHPa ClIocoOHOCTTa 3a paboTa ¢ MammHA. OCBEH TOBa
Nemdatine mosnusiBa B Majlka WK yMepeHa CTeleH CloCOOHOCTTa 3a modupane U padboTta ¢
MaIllMHH, TaKa Y€ aMOyJIaTOPHUTE MAlUECHTH TPsIOBa 1a ObJaT MpeayIpek1aBaHu 1a
BHUMaBaT MHOI'O.

4.8 Hexenanu JiekapcTBeHU peaKIHH

Pesrome Ha nmpoduiia Ha 6Ge300MacHOCT

B kIMHUYHY IPOYYBaHUS MIPH JISKa 10 TEXKKa IeMEHIMs, BKIroUBany 1 784 nainueHTH, JIeKyBaHU ¢
MemaHTHH ¥ 1 595 nanuenTy, TpeTupanu ¢ wianedo, o01aTa 4ecToTa Ha HeXKEIaHUTE JISKAPCTBEHU
peaKIuy IpY MEMAaHTHH HE CE pa3jinyaBa OT Ta3u IPH IUiae0o0, KaTo HeKETaHUTE JICKaPCTBEHU
peakiuu OOMKHOBEHO ca JISKH JI0 YMEPEHH 10 TexecT. Hali-uecto HaO 10 1aBaHUTE HEKETaHH
JICKApCTBEHHU PEaKIINy ¢ TIO-BHCOKA YeCTOTa B TPyIaTa Ha MEMAHTHH, OTKOJIKOTO B TpyIiaTa Ha
wianebo, ca 3amassHocT (¢choTBeTHO 6,3 % cpenry 5,6 %), rmaBooonue (5,2 % cpemty 3,9 %),
xoucTumnanus (4,6 % cpemy 2,6 %) u comuonentroct (3,4 % cpemy 2,2 %) u xunepronus (4,1 %
cpeuty 2,8 %).

TabnanveH cCnUChK Ha HEKECITAHUTES PEAKIIU

CHGZ[HI/ITC HCXKCIAHUTC JICKAPpCTBCHU PEAKI[UU, TIOCOUCHU B Ta6n1/1uaTa mnmo-goiy, ca C’b6paHI/I 110 BpEMe
Ha KIIMHWUYHU MIPOYYBAHUA C MCMAHTHH U CJICA IIYCKAHCTO MY Ha I1a3zapa.

Hesxenanute JIeKapCTBEHU PEaKIIMU Ca KJIACH(DUITUPAHHIIO CHCTEMO-OPTaHHH KJTACOBE, KaTo Ce
U3II0JI3BA ClIeAHATa KOHBEHIU: MHOTO Yecth (> 1/10), uectu (> 1/100 mo < /10), meuectu (> 1/1 000
1o < 1/100), peaxu (> 1/10 000 mo < 1/1 000), muoro peaxu (< 1/10 000), ¢ HemssecTHa gecToTa (OT
HAJTMYHUTE JTAHHW HEe MOXKe /1a OBb/ie HallpaBeHa oneHka). IIpu BCSAKO rpynHupaHe B 3aBUCHMOCT OT
4eCTOoTaTa, HeXKEIaHUTE PEaKIMK Ce H30pOsIBAT B HU3XO/IAIIL PEJI 10 OTHOIICHHE Ha TSIXHATA
CEpPHO3HOCT.
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CUCTEMO-OPTAHEH KJIAC YECTOTA HEXEJIAHA PEAKLIMA
Wndexkunn u nadectannn Heuectu I'bOnunM nHDEKIMH
Hapymenns Ha uMyHHaTa cucTeMa Yectu CBpBXUYBCTBHTEITHOCT KbM JICKapCTBa
TlcuxuyHu HapyIeHUs Yectu CBHHIMBOCT

Heuectn OO0BpKaHoCT

Heuectn Xamoruaanuu®

C Hem3BecTHa TICHXOTHYHY peaKIun’

4yecTora
Hapymienus Ha HepBHaTa cucTeMa Yectu 3aMasHOCT

Yectn Hapymenne Ha paBHOBECHETO

Heuectn Hapyiena noxojka

MHoro penku I'spuoBe

CbpaeyHu HapyLICHUS Heuectn CbpaeyHa HeJOCTATHUYHOCT
Cb10BU HapyIICHHUS Yectn XunepToHus
Heuectn Benosna Tpom603a/TpoM60eMO0TN3EM
PecniparopHu, rpbiHU U Yectu Hucnues
MeIMacTUHATHA HapyICHUSI
CromainrHo-4peBHYU HapyIIEHUS Yectn 3amnek
Heuectn TToBprbiane
C memsBectHa  IlaHKpeaTut?
4ecToTa
XemnaToOMIMapHU HapyIIEHUS Yectn [ToBuiieHu cToifHOCTH Ha

YePHOAPOOHUTE CH3UMU

C HemsBecTHa Xematur
4ecToTa
O6mm HapymeHus U e(HEeKTH Ha Yectn I'maBoGosnme
MSACTOTO Ha IIPUITOKCHHUEC
P Heuectn Ymopa

1 XasroIMHanuy ca HaOJIroJaBaHy TIaBHO MPH MAIMEHTH ¢ TeXKa Gopma Ha OojiecTTa Ha Anmxaimep.
2 W3zomupanu ciyyan, ChOOIABaHH OT MOCTMAPKETHHTOBHS OITUT.

Bonectra Ha AnxaiiMep ce CBBp3Ba C ICTPECHs, CYUITUIHI MUCIU B OITUTH 3a caMoyouiicTBo. Ot
MOCTMAPKETHHIOBHS OITUT MIPU NAIIMEHTH, JICKYBaHU C MEMAHTHH Ce ChOOIIaBa 3a TAKUBA PEaKIIHH.

CrpoO1aBane Ha MOJAO3MPaHH HEKEIAHN PEAKIINNI

C’LO6H.IaBaHeTO Ha MIOAO3UPAHN HECKCIIaHU PCAKIIUU CJICA pa3pClllaBaHC 3a yn0Tpe6a Ha JICKApCTBCHUS

MPOIYKT € BakKHO. ToBa MO3BOJIABA 11a TIPOIBIDKH HAOIIOIEHHETO Ha CHOTHOIIIEHUETO TTOJI3a/PHCK 32
JIEKapCTBEHUA MPOIyKT. OT MEIUIIMHCKUTE CIICIIMATIUCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
MOJI03UPaHa HEXKEIaHa PeaKIys Ype3 HAI[MOHAIHA CUCTEMa 3a ChOOIaBaHe, MOCOYCHA B

[punoxenue V.

4.9 Ilpepo3upane

Hma OrpaHUYCH OIUT C NMPEAO3UPAHEC B KIMHUYHUTC U3IMUTBAHUA U ITIOCTMAaPKETUHI'OBUSA OITUT.
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CuMoTomMu

CrnyyauTe Ha OTHOCHUTEIIHO ToJiaMo mpeno3upane (chorBetHO 200 mg u 105 mg/neH 3a Tpu THHU) ce
CBBP3BAT WIK CaMO ChC CUMIITOMH Ha YMOpa, c1aboCT W/WiIH JUapus WK IpoTHYaT 0e3cuMnToMHO. B
CIIy4ad Ha mpeao3upane ¢ 103a noj 140 mg uim npu HeU3BeCTHA /1034 TIPU MAIIMEHTUTE Ce POsBABAT
cumntomu, cebp3ann ¢ IIHC (00bpkaHOCT, CHHIUBOCT, COMHOJICGHTHOCT, CBETOBBPTEK, BB30ya,
arp€CUBHOCT, XaJIIONMHAIWU U HAPYIICHA HOXOI[Ka) I/I/I/IJII/I C TaCTPOMHTCCTHUHAJICH ITPOU3XO0/
(moBpbIIaHe U AUAPHS).

B Haii-Texxkns cirydail Ha Ipeo3upane NaUeHTHT € OLEISUT CIIe ] IepopasieH MPUEM Ha 0010

2 000 mg memanTuH 1 ca HabmonaBanu epextr BbpXy LIHC (10-aHeBHa KoMa ¢ mocneiBaia
Jurionys U Bb30yna). B To3u ciayvaii manueHTsT € IeKyBaH CUMITOMAaTHYHO U C Ia3Madepesa.
[TanueHTHT ce € Bb3CTaHOBWII 0€3 ABITrOTpaiiHU MOCIECACTBHUS.

B npyr ciyuyait Ha TossIMO Tpeo3upane ¢ nepopaieH nprueM Ha 400 mg MEMaHTHH MAIUEHTHT ChIIO €
OILIEJISUT U ce € Bh3CTaHOBMII. [lalueHTsT € uMan cumntomu, cBbp3anu ¢ [ITHC kaTo HecriokoHcTBHE,
TICUX03a, 3pUTEITHU XaTIOUHAIINN, TTPOKOHBYJICUBHOCT, COMHOJICHTHOCT, CTYTIOp U O€3Ch3HaHHE.
Jledenue

[Ipu npeno3upane neueHneTo TpsOBa na Obae cuMnToMaTiHyHO. Hsima crienuuver aHTHIIOT TTPH
WHTOKCHKAIWA U TIpefo3upane. 3a OTCTpaHsBaHE Ha aKTHBHOTO BEIIECTBO C€ MpHJIara CTaHJapTHA
KIIMHAYIHA TIPOIIeaypa, KaTo HAIpIMEpP CTOMAIITHA TPOMHBKA, aKTUBECH BBIJICH (32 MPEOTBPATIBAHE
Ha IIOTCHOUAJIHA eHTepoxenaTaﬂHa pequKynaumI), IIOBHUIIIAaBAHEC KHUCCIIMHHOCTTA Ha ypHHaTa,
(hopcupana auypesa.

B cnyuait Ha IpU3HAIYM ¥ CUMIITOMH Ha 00IIO CBPBXCTUMYJIMPAHE Ha IICHTPaJHATa HEPBHA CUCTEMA
(IHC), TpsibBa 1a ce 0OMHUCIN BHUMATEIHO CHMIITOMATUYHO KJIMHHYHO JICUCHHE.

5. ®APMAKOJIOIT'MYHU CBONCTBA

5.1 ®apmakoaMHAMUYHHU CBOHCTBA

®dapmakoTepaneBTuuHa rpyna: [lcuxoananentunm, Apyry JiekapcTBa npoTtuB nemennus, ATC xox:
NO6DXO01.

MexaHu3bsM Ha IEUCTBUE

HapacTBa OposiT Ha JToKa3aTelcTBaTa 3a TOBa, 4Ye HapymeHOTo (YHKIIMOHUPaHE Ha
rIIyTaMaTepruiHaTa HeBPOTPAHCMHUCHS, TIO-KOHKPETHO Ha pertentopute 32 NMDA, monpuHacs KakTo
3a TPOsIBaTa HA CHMIITOMHUTE, TaKa M 33 TPOTrPECHPaHETO Ha 0OJiecTTa MPU HEBPOICTCHEPATUBHATA
JIEMEHIIHSI.

MeMaHTHH € BONTaK-3aBHCUM, ¢ yMepeH aduHuTeT U HekoHKypeHTeH NMDA-penentopen
anraronuct. Toil MoxyHpa eheKTUTE Ha MTaTOJIOTHYHO MOBUIICHUTE TOHMYHY HUBA Ha TITyTamara,

KOWTO MOTAT Jia TOBeAAT 10 TUCHYHKINS Ha HEBPOHHUTE.

Kinnununa edukacHoCT M 6€3001aCHOCT

B 0CHOBHO Npoy4BaHe C MOHOTEPAITHUSI TIPH TIOMYJIAIMs TAUSHTH, CTPAJAIH OT YMEPEHa JI0 TeKKa
crereH Ha OonectTa Ha Anixaiimep (0011 CKOp OT MUHUMAITHHUS [IPETIIe] Ha ICUXUYHUS cTaTyc (Mini
mental state examination, MMSE) na m3xomHo HuBo 3 - 14) ca Bkirouenu o610 252 aMOyaaTopHu
nanuenTr. [Ipoy4BaHeTo IeMOHCTpHpPA OJIArONPHATHUTE €PEKTH OT JICYCHUETO C MEMAHTHH B
CpaBHEHHE ¢ IU1ane00 B MpoIbDKeHUE Ha 6 Mecena (aHaiu3 Ha HaOMI0JaBaHKUTE CIIy4au 4pes3
HHTEPBIOMPAHE Ha KIMHHUIIMCTA 32 ISUIOCTHOTO My BIieyaTiieHue 3a mpomsiaata (the clinician’s
interview based impression of change, CIBIC-plus): p = 0,025; ceBMecTHO TipoyuBaHe Ha 60oecTTa
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Ha Anixaiimep — exenneBnu aeiiHoctu (Alzheimer’s disease cooperative study — activities of daily
living, ADCS-ADLsev): p = 0,003; Habop 3a olieHKa Ha TEXKH YBpexkAaHus (Severe impairment
battery, SIB): p = 0,002).

B 0CHOBHO MpOyYBaHe HA MOHOTEPAIHS ¢ MEMAHTHH MPH JIEKa JI0 yMEpPeHa CTETEeH Ha 00JIeCTTa Ha
Annxaiimep (MMSE o611 ckop Ha uzxoano Huo ot 10 1o 22) ca sxmodenu 403 manueHTw.
E(i)eKTT)T IIpHU JICKYBAHUTC C MEMAHTHH MAIIUCHTH € CTATUCTUYCCKU 3HAYNMO HO-I[OG’Lp B CpaBHCHHUC
C TO3M MPH JIEKyBaHUTE C MUI1ane00 NalueHTy 10 OTHOIICHNE Ha MBPBUYHNATE KPalHU TOUKH: CKasa
3a oreHKa Ha 6ostectra Ha Amxaiimep (Alzheimer’s disease assessment scale, ADAS-cog)

(p = 0,003) u CIBIC-plus (p = 0,004) na 24-ta ceamuIia mpu MOCIEIHOTO PEHECEHO HAOIIOAEHHNE
(last observation carried forward, LOCF). IIpu apyro npoyuBaHe ¢ MOHOTEpAIus Ha JieKa 710
yMepeHa OorecT Ha AnxaiiMep ca pannomusupanu oomio 470 namuentu (061 MMSE ckop Ha
n3xomHo HuBo 11 - 23). Ilpu nmpociekTrBHO Ae(hHHUPAH THPBUYEH aHAIU3 HA 24-Ta CEIMUIIA HE €
MOCTUTHATa CTAaTUCTHYECKA 3HAYMMOCT Ha ITbPBUYHATA KpaiHa TOUKa 32 e(PUKaCHOCT.

IIpu MeTa-aHamM3 Ha MANIMEHTH C YMEPEHa JI0 TeXKKa CTerneH Ha Oorect Ha Amxaitmep (o6 MMSE
ckop < 20) ot miecT rianebo-KOHTpoIupanu, 6-meceunu npoyusanus, ¢asza |11 (BkimouBarm
NPOYYBaHUS C MOHOTEPANUS ¥ POYYBAHHUS IPU MALMSHTH Ha TIOCTOSIHHA /1032
AIeTHIXOJIMHECTepa3HA HHXUOUTOPH) C€ YCTAHOBSBA, Ye CHINECTBYBA CTATUCTUYECKH 3HAYNM €(EKT B
10J13a Ha JICYCHUETO ¢ MEMAHTHH 32 KOTHUTHBHATA, ri1o0aiHata U GpyHKunoHamHaTa chepa. [Ipu
NAlUCHTH C €THOBPEMEHHO BJIOIIABAHE BHB BCHUKHUTE TP CHEPH, PE3yJITATUTE TOKA3BAT
CTaTHCTHYECKU 3HAYMM e()eKT Ha MEMaHTHH, ITPEI0TBPATIBAIL BIONIaBaHETO. /|Ba ITbTH MTOBEYE OT
TPETHPAHHTE C TUIaned0 MalueHTH IEMOHCTPUPAT BIIOIIABaHE BbB BCHUKUTE TPU c(epH B CPaBHEHHUE C
JieKyBaHUTEe ¢ MeMaHTHH nanuenth (21 % cpemry 11 %, p < 0,0001).

5.2 ®apmMakoKMHETUYHHU CBOHCTBA

AOcopbuus

AbcomoTHaTa OMOHAIMYHOCT Ha MeMaHTHH e mpuosusuresnHo 100 %. T, e mexnay 3 u 8 yaca. Hiama
JaHHHU, Y€ XpaHaTa IIOBJIUABa a6cop6m/mTa Ha MCMAaHTHH.

PasnpeneneHue

Iuesuu g03u ot 20 MQ BOAAT 10 TUTa3MEHH KOHIICHTPAIIUK Ha MEMAHTHH B CTAllHOHAPHO CHCTOSHHE
B rpanunute ot 70 1o 150 ng/ml (0,5 — 1 pmol) ¢ ronemu uHTepruHANBUAYaTHH Bapuain. Korato
ce IpuJiarat JHEBHU 1031 OoT 5 10 30 MQ ce u3umncisBa CpeTHO CHOTHOIEHHUE TIepeOpocTnHaTHA
teunoct (LICT)/cepym 0,52. O6embT Ha pasnpenenenue ¢ okoio 10 I/kg. Oxono 45 % ot
KOJIMYECTBOTO MEMAHTHH € CBBP3aHO C MIa3MEHUTE MPOTCHH.

buorpanchopmarms

[Ipu xopa okoso 80 % OT MEMaHTHH B IMPKYJauusATa € oA ¢popmMara Ha OCHOBHOTO ChEJUHEHHE.
I'maBHUTE MEeTa0OIUTH TIPH YOBeKa ca N-3,5-TMMeTHII- Ty IaHTaH, H30MEpHATa cMec Ha 4- 1 6-
XUJIPOKCHU-MEMAHTHH U 1-HUTP030-3,5-1uMeTnin-aamantad. HUTo equH oT Te3u MeTaboInuTH He
nposiBasa NMDA-anTaronuctryaa aktuBHocT. He e otkput nuroxpom P 450 karanusupan
MeTaboIIH3BM iN Vitro.

IIpu npoyuBaHe ¢ MepopanHo npunaran “*C-memanTus, cpeaHo 84 % OT 103aTa ce OTKPHBA B PAMKUTE
Ha 20 nHu, kato nosede oT 99 % ce ekckperupa upe3 ObOpenuTe.

Enuvunupane

MeMaHTHH ce eTMMHHAPa MOHOEKCIIOHEHITHAIHO ¢ TepMuHaeH t1s ot 60 go 100 uaca. IIpu

JI0OpoBoIIIHN ¢ HOpMaliHa Ob0peuna ¢pyHkuus oot KIupbHC (Clor) moctura mo 170 ml/min/1,73 m2
M 4acT OT o0must 0bO0peucH KIMPBHC Ce OCHIIECTBIBA Upe3 TyOyTHa CEeKpEIIHsI.
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BrOpeunusaT 0OMeH BKITIOYBA ChUIO TyOylTHAa pe30pOuys, KOSITO BEPOSITHO € ONIOCPEACTBaHa OT KaTHOH-
TpaHcnoptupamy 6entbur. Crenenra Ha ObOpPEYHO eNMMUHUPAHE HA MEMAHTHH B YCIIOBUSTA Ha
allKaJiHa ypHuHa MOXKe Ja Ob/ie HamasieHa 7 1o 9 mbTH (BXk. Touka 4.4). AJKann3upaHeTo Ha yprHaTa
MOJKE J1a Ce IBJKH Ha IpaCTUYHM IIPOMEHH B IU€TaTa, HallpUMep NIPEeMUHABaHe OT MECHA KbM
BereTapuaHcKa IUeTa, WM Ha MaCUBEH MIPHEM Ha alKaJlM3upally CTOMaHu Oy depu.

JInnenHoCcT

IIpoyuBanmusTa IIpu JOOPOBOIIIIN ITOKAa3BAT JUHENHHA (hapMaKOKMHETHKA B JO30BHS JUAIIA30H OT
10 mo 40 mg.

Bps3ka dpapmakokuHeTnka/papMakoguHaMuKa

[pu no3a 20 mg MeMaHTHH THEBHO HUBOTO B LIepeOpOCIMHATIHATA TEYHOCT CHOTBETCTBA Ha
ctoitHocTTa Ha ki Ha MemaHTHH (K; = KOHCTaHTa Ha HHXKUOUpaHe), KosTo ¢ 0,5 pmol BB (GpOHTATHUS
ST Ha MO3bYHATa KOpa IPH Y0BEKA.

5.3 IlpenkIMHUYHHM JAHHU 32 0€30MACHOCT

[Ipu kpaTKOCPOUYHU IPOYUBAHUS BHPXY IUITbXOBE MeMaHTHH, KakTo apyrure NMDA-antaronucTy,
HpeIU3BIKBa HEBPOHAITHA BaKyOIn3alus U Hekpo3a (i1e3un Ha Olney) camo cien 103w, Bogemu 10
MHOTO BHCOKH MaKCHMAaJIHU CEPYMHH KOHLEHTPALUH. ATaKCHsI ¥ APYTHU MPEIKIMHIYHI IpU3HALN
IpeAlecTBAaT BaKyOJIU3alHATa U HeKpo3aTa. T'bii KaTo Te3u ePeKTH He ca HaOIoJaBaHu [IPU
JIBITOCPOYHU MTPOYUBAHUS IIPH IPU3AaYH U HETPHU3aud, KIMHUYHOTO 3HAYEHUE HA TE3U HAXOJIKU HE
€ M3BECTHO.

[Ipu mpoydBaHus 32 TOKCHYHOCT P MHOTOKPATHO MpHIIaraHe ca HaOJt0/JaBaH! IPOMEHIINBU
HM3MEHEHUs B OYUTE MPH TPU3aUH U KydeTa, HO He U npu MaiiMmyHu. Crierudpuyannte
o(TanMONIOrMYHH ITpErJIeAN IPU KIMHUYHUTE IPOYYBaHUS C MEMAHTHH HE Pa3KpHUBAT HUKAKBU OUYHH
M3MEHEHUS.

[Ipu rpuzaun e HabOrOMaBana Goconunumosa B 6enoapodHITe Makpodaru rmopaay HaTpyIBaHe Ha
MEMaHTHUH B T13030MuUTe. T03M eeKT e MO3HAT OT APYTH aKTHBHU BEIIeCTBA C KATHOHHN aM(pUPHITHI
CBOMCTBa. BeposaTHO chillecTByBa Bpb3Ka MEXkK/Iy TOBAa HATPYIIBAHE U BaKyOJIM3AIMATa, HA0I0JaBaHa
B O6enute apobose. To3u edekT e HabMoAaBaH caMo MPH NpUIIaraHe Ha BUCOKH J03H [IPH TPH3ayH.
Kinman4yHaTa 3HaYUNMOCT Ha TE3U Pe3yJITaTH He € U3BECTHA.

Hee YCTaHOBCHA I'CHOTOKCUYHOCT HA MEMAHTHUH CJIC U3CJICABAHE O CTaHAAPTHU METOJAUKU. Hsama
JaHHU 34 KaHLICPOTCHHOCT MPU JOXKUBOT-IIPOABIDKUTCIIHA IMIPOYUYBAHUA [TPU MUILIKU U IIJIBXOBEC.
MeMaHTHH HE € TEPATOTCHEH ITIPU IIJIBXOBE U 3a171u1/1, O0pUu U B 103U, TOKCUYHHU 3a MaﬁKaTa, " HC Ca
OTOENISI3aHN HEKEITaHN JICKaApCTBCHU PCAKIIMN HAa MCMAHTUH BBPXY (I)CpTI/IHI/ITeTa. HpI/I IIIBXOBE €
oTOeNsI3aHo 3a0aBsAHE HA (l)eTaJ'IHOTO Pa3BUTHUC IIPU HABA HA CKCIIO3UI A, KOUTO Ca UACHTUYHU UJIN
MAaJIKO ITO-BUCOKH OT TE€3M Ha €KCIIO3NIHATA IIPHU XOpa.

6. DPAPMAIEBTUYHU JAHHHA
6.1 CHumucbk Ha IOMOIIHUTE BELIECTBA

Sapo Ha Tabnerkara 3a 5, 10, 15 u 20 mg dbwnmupanu TadiIeTKH

MukpokpucTanHa nenyio3a
Kpocnosuaon tun A

Tank

Marne3ues creapat
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TabsuerHa o6BuBKa 32 5 mg 1 10 mg dhuiaMupanu TabIeTKH

Xwunpomerno3za 6¢P
Tutanos nuokcun (E 171)
JlakTo3a MOHOXHIpAT
Makporon 3350
Tpuanernx

Tabnerna o6BuBKa 3a 15 mg dunMupanu TabIeTKH

Xunpomeno3za 6¢P

JlakTo3a MOHOXHIpAT

Turtanos nuokcun (E 171)

Maxporon 3350

Tpuanerun

JKeneseHn okcup XbaT, depBeH U uepeH (E172)

TabsuerHa 06BuBKa 3a 20 mg duaMupanu TabJIETKH

Xwunpomeno3za 6¢P

TuranoB nuoxcun (E 171)

JlakTo3a MOHOXHIpAT

Maxkporon 3350

Tpuanerun

Keneszen oxcun, uepBeH u xbaT (E172)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoCT

3 roguHu

6.4 ChnenuajaHu yCJI0BHSA HA CbXPaHEeHHE

Jla He ce chxpansiBa Haj 25°C.

6.5 Bwuawu cpabpKaHue HA ONMAKOBKATA

baucrepu ot PVC/PVDC-anymunnii

Bcska onakoBka chabprka 28 huamupanu tadnetku (7 GuiIMHpaHd TaOJIeTKH oT 5 Mg, 7 driMupanu
tabnerku ot 10 mg, 7 dpunmupanu tabnerku ot 15 mg u 7 punmupanu tadnerku ot 20 mg) B
OTaKOBKa TUI ,,IOPT(EHn UK B OMMakoBKa, Chabpxkaiia 4 oiuctepa B 4 OTACTHH KAPTOHEHH KYyTHH U
€/IHa BHHIIHA KaPTOHEHA KYTHS.

6.6 CneuuaJHu npeanasHu MepPKH NPH U3XBbPJIsAHE

Hsama crienmaaayu n3UCKBaHMS.
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7. HOPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjorour

Ucnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/824/018

EU/1/13/824/021

9. JATA HA TBPBO PABPEIIABAHE/TTIOJJHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hata Ha mepBo pazpemasane: 22 ampui 2013 r.

Jata Ha mocnenno nomuossBane: 08 sayapu 2018 T.

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

[onpoOna nnpopmanus 3a To3H JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBponelickaTa
areHIus 10 JiekapcTBaTa hitp://www.ema.europa.eu.
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MNPUJIOKEHHUE I1

HPOU3BOAMTEJL, OTTOBOPEH 3A OCBOBOXK/JIABAHE HA
MHAPTUIU

YCJIOBUS NJIX OTPAHUYEHMUSA 3A TIOCTABKA "
YIHOTPEBA

APYI'N YCJIOBUSA U UBUCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIOBUA NI OT'PAHUYEHMUA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEGA HA JIEKAPCTBEHUS TPOAYKT
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A.  NPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTUIN

Me 1 agpec Ha IPON3BOAUTENS, OTTOBOPEH 32 0CBOOOX1aBaHE HA MTAPTUINTE

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Manmnra

TEVA Gyobgyszergyar Zrt.

Pallagi ut 13

Debrecen 4042

YHrapus

b. YCJOBUA WIN OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA
JlexapcTBEHUAT MPOIYKT C€ OTITyCKa 110 OTpaHUYEHO JieKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kparka xapakrepucTrKa Ha POAyKTa, ToUKa 4.2).

B. JPYI'U YCJIOBUSA U U3NCKBAHUSA HA PASPEIHNIEHUETO 3A YIIOTPEBA
. Ilepuoauynu akTyaau3upanm aokiaanau 3a oezonacuoct (ITAIB)

N3uckBanusTa 3a nojgaade Ha [TA/Ib 3a To3u nekapcTBeH MPOAYKT ca IOCOYEHU B CIIUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cniucek), npensuaes B wi. 1078, an. 7 ot

Hupextusa 2001/83/EO, 1 BB BCUUYKH CJIEIBaIIH aKTyaIN3alliH, TyOJIUKyBaHU Ha €BPONEHCKUS
yeOTopTal 3a JIeKapCcTBa.

. YCJI0BUSA NWJIN OI'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TPOAYKT

. Ilaan 3a ynpapjaenue Ha pucka (ITYP)

Henpunoxumo
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INPUJIOKEHHE II1

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHs 3A BJIMCTEPU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 5 mg ¢punmupanu TadbneTkn

MEMAHTHUHOB XUAPOXJIOPUI

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

Bcska tabnerka chabpika S My MEMaHTHHOB XUAPOXJIOPHI, EKBUBAJIICHTEH Ha 4,15 mg MEMaHTHH.

3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

C’bl[’bp)i(a JIaKTO3a. 3a JOII'BJIHUTCIIHA I/IH(I)OpMaL[I/I}l BWXKTC JIMCTOBKATa.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

42 duivupaHu TaOIETKH
98 bunvupanu TabICTKH

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

IlepopanHo npusioxeHue

[Ipenu ynotpeba npodereTe IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Jla He ce chxpansiBa Hag 25°C.
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/001 42 dpunvuparu TabaeTKi
EU/1/13/824/002 98 ¢unmupanu TadbneTku

13. TIAPTHJIEH HOMEP

ITaptugen Ne

‘ 14. HAYHMH HA OTHYCKAHE

| 15. YKA3AHUSI 3A YIIOTPEBA

‘ 16. HUH®OPMAILIMS HA BPAMJIOBA A3BYKA

Nemdatine 5 mg

‘ 17. YHUKAJIEH HWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

</IBynamepeH 0apKoJ ¢ BKIIOYCH YHUKAJIEH HICHTU(DUKATOP>

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

1. HUME HA JIEKAPCTBEHMUA INTPOAYKT

Nemdatine 5 mg Tabiaetku

MEMAaHTHHOB XUAPOXJIOPUI

‘ 2. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4, IHAPTUJEH HOMEP

ITapTunen Ne

5.  JIPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHs 3A BJIMCTEPU

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 10 mg punmupanu TabneTKu

MEMAaHTHUHOB XUAPOXJIOPUI

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Besika punmmupana Tabnerka chabpka 10 Mg MeMaHTHHOB XHIPOXIIOPU/, eKBUBaJeHTeH Ha 8,31 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

Copabpika JaKTo3a. 3a JOIMBIHUTEIIHA HH(DOPMAITHSI BHXKTE TNCTOBKATA.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

28 puimMupanu TabIeTKH
30 dpunmupanu TabICTKH
42 dbunmupaHu TaOIEeTKH
50 dhunvupanu TabaCTKH
56 dhunmupanu TabICTKH
60 dhunvupann TabIeTKH
98 bunMupanu TabaCTKH
112 punmupanu TaOIETKH

‘ 5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

IIepopanHo mpunoxeHue

[Ipenu ynotpeba npodereTe TMCTOBKATA.

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JTELIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME 1M AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/824/003 28 punmupanu TabaeTKu
EU/1/13/824/004 30 dunmupaHu TabIeTKH
EU/1/13/824/005 42 dunmmupadu TaOIeTKH
EU/1/13/824/006 50 ¢punmupanu TabneTKu
EU/1/13/824/007 56 dbunmupaHu TabIeTKH
EU/1/13/824/008 60 dumMupanu Ta0IeTKH
EU/1/13/824/009 98 ¢punmupanu TadbneTku
EU/1/13/824/010 112 ¢punmupanu TabneTku

13. HHAPTUJEH HOMEP

ITaptugen Ne

‘ 14, GENERAL CLASSIFICATION FOR SUPPLY

| 15. YKA3AHUSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMS HA BPAMJIOBA A3BYKA

Nemdatine 10 mg

‘ 17. YHUKAJIEH NWIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

<JIBym3MepeH 0apko.I ¢ BKIIFOUCH YHUKAJICH HACHTH(DHKATOP™>
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18. YHUKAJIEH NWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

1. HUME HA JIEKAPCTBEHMUA INTPOAYKT

Nemdatine 10 mg Te6anetkn

MCEMaHTHUHOB XHUJAPOXJIOPU

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTugen Ne

| 5.  JIPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUs 3A BYTHJIKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 10 mg ¢punmupanu TabieTku

MEMAaHTHHOB XUAPOXJIOPUI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika punmupana tabnerka chabpka 10 Mg MeMaHTHHOB XUAPOXIIOPHL, €KBUBaJIEHTEH Ha 8,31 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

C’L,Z[’Lp)Ka JIaKTO3a. 3a JOII'BJIHUTCIIHA I/IH(bOpMaI_II/Iﬂ BHKTC JIMCTOBKATaA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

100 pummupanu TabaeTKH
130 dbunmupanu TabIeTKH
250 punmupanu TabeTKH
500 puamupanu Ta0IeTKH

| 5. HAYMH HA MMPWJIOKEHUE U MbT(MIIA) HA BbBEXKJIAHE

IIepopanHo npunoxenue

[penu ynotpeda npovereTe IUCTOBKATA.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

I[a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 3a [CIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.
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Ha ce uznonssa no 100 nHu cnen oTBapsHe.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. UME U AJIPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/824/019
EU/1/13/824/022
EU/1/13/824/023
EU/1/13/824/024

13. INAPTUJAEH HOMEP

ITapTunen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAMJIOBA A3BYKA

Nemdatine 10 mg

‘ 17. YHUKAJIEH HIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

</IBynsmepeH 0apKoa ¢ BKJIOYECH YHUKAJICH UICHTU(PHUKATOP>

‘ 18. YHUKAJIEH NWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JIA CbAbPKXA I'IBPBUYHATA OITAKOBKA

ETUKET 3A BYTUJIKA

1. HNME HA JIEKAPCTBEHUS NTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Nemdatine 10 mg punmupanu TabneTKH

MEMAaHTHHOB XUAPOXJIOPUI

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika punmmupana Tabnerka chabpka 10 Mg MeMaHTHHOB XHIPOXIJIOPU/, eKBUBaJeHTeH Ha 8,31 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

ChIabpika JTaKTo3a.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

100 Tabierku
130 TabneTkH
250 TabneTku
500 TabneTkn

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

IIepopanHo mpunoxeHue

[penu ynotpeda npovereTe IUCTOBKATA.

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA IELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 34 [ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE
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Jla He ce chxpansBa Hag 25°C.

Ja ce uznonzsa no 100 nuu cien oTBapaHe.

10. CHEIUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/019
EU/1/13/824/022
EU/1/13/824/023
EU/1/13/824/024

13. HNAPTUJEH HOMEP

ITaptunen Ne

| 14.  HAYMH HA OTIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMS HA BPAMJIOBA A3BYKA

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

‘ 18. YHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

38



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHs 3A BJIMCTEPU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 15 mg ¢punmupanu TabieTku

MEMAaHTHHOB XUAPUXJIOPHU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika punmupana tabnetka chabpka 15 My MEMaHTHHOB XUAPOXJIOPH, €KBUBaJeHTeH Ha 12,46 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

C’L,Z[’Lp)Ka JIaKTO3a. 3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/IH BWKTC JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

7 umMupanu TabIETKH
42 dpunmupanu TaOJIETKH
98 punmupanu TadbneTKH

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBT(MLIA) HA BBBEXJIAHE

IlepopanHo npusioxeHue

[Ipenu ynotpeba mpoverere IMCTOBKATA.

6. CIIEHHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBHIIHO 3a JCIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJJHOCT

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.
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10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. UME " AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/824/011 7 ¢punvupanu TabiaeTku
EU/1/13/824/012 42 dunmupaHu TabIeTKA
EU/1/13/824/013 98 ¢pummupanu TabIETKH

13. INAPTUJEH HOMEP

ITaptunen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HH®OPMAIIMSA HA BPAJIOBA A3BYKA

Nemdatine 15 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

</IBynsmepeH 0apKoJ ¢ BKIIIOYCH YHUKAJIEH UICHTU(PHUKATOP>

‘ 18. YHUKAJIEH UWJEHTUOUKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

1. HUME HA JIEKAPCTBEHMUA INTPOAYKT

Nemdatine 15 mg Tabnetku

MCEMaHTHUHOB XHUJAPOXJIOPU

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTugen Ne

| 5.  JIPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS U OITAKOBKA THUII ,,lTIOPT®EMJI“ 3A 28 TABJIETKH —
OITAKOBKA 3A 3AIIOYBAHE HA JIEYEHUETO — CXEMA HA 4-CE/JMUYHO
JIEYHEHHUE - JInuesa crpaHa

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 5 mg
Nemdatine 10 mg
Nemdatine 15 mg
Nemdatine 20 mg
¢$unMupany TabaeTKu

MEMAHTHHOB XUAPOXJIOPUI

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Bcska tadnerka cpabpika 5, 10, 15 nmm 20 Mg MeMaHTHHOB XHUIPOXJIOPH, EKBUBAJICHTEH Ha 4,15,
8,31, 12,46 vnu 16,62 Mg MeMaHTHH.

3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

C’bl[’bp)i(a JIaKTO3a. 3a JOII'BJIHUTCIIHA I/IH(I)OpMaL[I/I}l BWKTC JIMCTOBKATa.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

28 punmmMupaHu TaONeTKH

OrmakoBKa 3a 3aro4YBaHe Ha JEYCHHETO.

Besika onakoBka ot 28 gunmupanu TabiaeTKH 3a 4 CeMHYHA CXeMa Ha JICYCHHE ChbpPKa;
7 dunmupanu Tabnerkn Nemdatine ot 5 mg

7 dbunmupanu Tabnerku Nemdatine ot 10 mg

7 dpunmupanu Tabnerku Nemdatine ot 15 mg

7 dunmupanu tabiaetku Nemdatine ot 20 mg

| 5. HAYMH HA MMPWJIOKEHUE U MBT(MIIA) HA BbBEXKJIAHE

TlepopanHo npusioxeHue

[Ipenu ynotpeba npodereTe TMCTOBKATA.

6. CIIEHUAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO
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‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUE

Jla He ce chxpansiBa Hag 25°C.

10. CHEIUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnannus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/018

13. TAPTUJAEH HOMEP

ITapTugen Ne

14. HAYUH HA OTIITYCKAHE

.HGKapCTBCHI/IHT MOPOAYKT CC OTIIYCKa IO JICKAPCKO NPCAINNNCaHUC.

‘ 15. YKA3AHWUJ 3A YIHOTPEBA

‘ 16. HUH®OPMAILIUAA HA BPAIJIOBA ABBYKA

Nemdatine 5 mg, 10 mg, 15 mg, 20 mg

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

</IBynsmepeH 0apkoJ ¢ BKJIIOYECH YHUKAJIEH HICHTU(DHUKATOP>
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18. YHUKAJIEH UWIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS U OITAKOBKA THUII ,,lTOPT®EMJI“ 3A 28 TABJIETKH -
OITAKOBKA 3A 3AIIOYBAHE HA JIEYEHUETO — CXEMA HA 4-CE/JMUYHO
JIEHEHMUE - BoTpemna crpana

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 5 mg
Nemdatine 10 mg
Nemdatine 15 mg
Nemdatine 20 mg
¢$unMupany TabaeTKu

MEMAHTHHOB XUAPOXJIOPUI

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

MEMAaHTHHOB XUAPOXJIOPUI

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Bcska onakoBka ¢ 28 punmMupanu TabiaeTku 3a 4 ceIMUYHA CXeMa Ha JICUCHUE ChAbpXKa:
Cenmuna 1: 7 punmupanun tTabnetku Nemdatine ot 5 mg

Cenmuna 2: 7 punmupanu Tadbmetkr Nemdatine or 10 mg

Cenmuna 3: 7 punmupanu tTabmetkr Nemdatine ot 15 mg

Cenmuna 4: 7 punmupanu tabnerkn Nemdatine ot 20 mg

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

[TepopamHo mpunox)eHwe

[Ipenu ynoTtpeba mpoverere IMCTOBKATA.

Enna TabneTka JHEBHO.

3a mpoabiDKaBaHe Ha JIEYCHUETO, MOJISI KOHCYJITHpaiTe ce ¢ Bamms nekap.

Nemdatine 5 mg
Cenmuna 1
Heul, 2 3,4,56,7

Nemdatine 10 mg
Cenmuria 2
Ien 8,9, 10, 11, 12, 13, 14

Nemdatine 15 mg
Cenmuna 3
Hen 15, 16, 17, 18, 19, 20, 21
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Nemdatine 20 mg
Cemmura 4
Hen 22, 23, 24, 25, 26, 27, 28

CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TIOCET'A HA IELIA

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

10.

CIIEHUAJIHU TIPEITIA3HUA MEPKU ITPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

| 11,

NME N AAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

| 12,

HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/13/824/018

| 13,

IHAPTUJEH HOMEP

| 14,

HAYUH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16

WHD®OPMAILIUS HA BPAHJIOBA A3BYKA

| 17.

YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

| 18,

YHUKAJIEH NWIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP 3A TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA JIEYEHHUETO - CXEMA
HA 4-CEAMUWYHO JIEYEHHUE

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 5 mg tabiaerkn

MEMAaHTHUHOB XUAPOXJIOPUI

‘ 2. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapTunen Ne

5.  JIPYTO
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MMUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP 3A TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA JIEYEHHUETO - CXEMA
HA 4-CEAMUWYHO JIEYEHHUE

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 10 mg tabmeTku

MEMAaHTHUHOB XUAPOXJIOPUI

‘ 2. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapTunen Ne

5.  JIPYTO
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MMUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP 3A TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA JIEYEHHUETO - CXEMA
HA 4-CEAMUWYHO JIEYEHHUE

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 15 mg tabmeTku

MEMAaHTHUHOB XUAPOXJIOPUI

‘ 2. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapTunen Ne

5.  JIPYTO
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MMUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP 3A TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA JIEYEHHUETO - CXEMA
HA 4-CEAMUWYHO JIEYEHHUE

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 20 mg Tabnetku

MEMAaHTHHOB XUAPOXJIOPUI

‘ 2. NME HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, IHAPTUJEH HOMEP

ITaptunen Ne

|5.  JPYIoO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHs 3A BJIMCTEPU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 20 mg ¢punmupanu TabieTKu

MEMAaHTHHOB XUAPOXJIOPUI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika punmupana tabnerka chabpka 20 My MEMaHTHHOB XUAPOXJIOPHL, €KBUBaJEHTEeH Ha 16,62 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

C’L,Z[’Lp)i(a JIaKTO3a. 3a JOII'BJIHUTCIIHA I/IH(bOpMa]_II/Iﬂ BWKTC JIMCTOBKATaA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

28 ¢huaMupaHu TaOJIeTKH
42 dpunmupanu TaOJIETKH
56 dhunvupann TabIeTKH
98 bunMupanu TabICTKH

| 5. HAYMH HA MMPWJIOKEHUE U MbT(MIIA) HA BbBEXKJIAHE

IIepopanHo mpunoxeHue

[penu ynotpeda npovereTe IUCTOBKATA.

6. CIIEHUAJIHO INPEAYHPEXJIEHUE, YE JJEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

I[a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 3a [CIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.
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10. CHEIUAJIHMU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/014 28 punmupanu TabIETKH
EU/1/13/824/015 42 dunMupadu TaOIeTKH
EU/1/13/824/016 56 ¢unmupanu TadbneTku
EU/1/13/824/017 98 ¢unmupanu TabaeTku

13. TAPTUJAEH HOMEP

ITaptugen Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAMJIOBA A3BYKA

Nemdatine 20 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

</IBynsmepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH UICHTU(PHUKATOP>

‘ 18. YHUKAJIEH UWJEHTUOUKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

1. HUME HA JIEKAPCTBEHMUA INTPOAYKT

Nemdatine 20 mg TabneTku

MCEMaHTHUHOB XHUJAPOXJIOPU

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTugen Ne

| 5.  JIPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUs 3A BYTHJIKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 20 mg ¢punmupanu TabieTKu

MEMAaHTHHOB XUAPOXJIOPUI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika punmupana tabnerka chabpka 20 My MEMaHTHHOB XUAPOXJIOPHL, €KBUBaJEHTEeH Ha 16,62 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

C’L,Z[’Lp)i(a JIaKTO3a. 3a JOII'BJIHUTCIIHA I/IH(bOpMa]_II/Iﬂ BWKTC JIMCTOBKATaA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

100 pummupanu TabaeTKH
130 dbunmupanu TabIeTKH
250 punmupanu TabeTKH
500 puamupanu Ta0IeTKH

| 5. HAYMH HA MMPWJIOKEHUE U MbT(MIIA) HA BbBEXKJIAHE

IIepopanHo mpunoxeHue

[penu ynotpeda npovereTe IUCTOBKATA.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

I[a CC CbXpaHsdaBa Ha MACTO, HCAOCTBHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.
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Ha ce uznonssa no 100 nHu cnen oTBapsHe.

10. CHELIHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/020
EU/1/13/824/025
EU/1/13/824/026
EU/1/13/824/027

13. TTAPTHUJAEH HOMEP

ITapTunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

| 16. MH®OPMALIUSI HA BPAIJIOBA A3BYKA

Nemdatine 20 mg

‘ 17. YHUKAJIEH HWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

<JIByn3MepeH 0apko.I ¢ BKIIFOUCH YHUKAJICH HACHTH(DUKATOP™>

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JIA CbAbPKXA I'IBPBUYHATA OITAKOBKA

ETUKET 3A BYTUJIKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 20 mg ¢punmupanu TabieTKu

MEMAaHTHUHOB XUJIPOJIOPH]L

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika punmupana tabnerka chabpka 20 My MEMaHTHHOB XUAPOXJIOPHL, €KBUBaJEHTEeH Ha 16,62 mg
MEMaHTHH.

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

C’L,Z[’Lp)Ka JIaKTO3a.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

100 pummupanu TabaeTKH
130 TabneTkn
250 TabneTku
500 TabneTkn

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

IIepopanHo mpunoxeHue

[penu ynotpeda npovereTe IUCTOBKATA.

6. CIIEHUAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

I[a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 3a [CIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.
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Ha ce uznonssa no 100 nHu cnen oTBapsHe.

10.

CIIEHUAJIHU ITPEJAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

|11,

NME N AJJIPEC HA TIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

| 12,

HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/13/824/020
EU/1/13/824/025
EU/1/13/824/026
EU/1/13/824/027

13.

HAPTUJAEH HOMEP

ITaptugen Ne

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAMJIOBA A3BYKA

YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A 28 TABJETKH — OITAKOBKA 3A 3ATIOYBAHE HA
JIEUEHUETO - CXEMA HA 4-CEJJMUYHO JIEYEHME — BbHIIIHA KAPTOHEHA
KYTHS (BKJIFOUBA , BLUE BOX")

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Nemdatine 5 mg
Nemdatine 10 mg
Nemdatine 15 mg
Nemdatine 20 mg
(bunMupaHu TaOJICTKH

MEMAaHTHHOB XUAPOXJIOPUI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dummupana Tabnetka cpabpxka 5, 10, 15 wm 20 mg MeMaHTHHOB XHAPOXJIOPHI,
exBuBasicHTHH Ha 4,15; 8,31; 12,46 niu 16,62 mg MeMaHTHH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

C’bl[’bp)Ka JIaKTO3a. 3a IIoOBeYe I/IHq)OpMa]_II/ISI BHIKTC JIMCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

OmnakoBKa 3a 3alo4BaHe Ha JICUCHHUE.

OrmakoBKa 3a 3amo4BaHe Ha jedeHue ¢ 28 (4X7) bunmupanu TabIeTKy 3a 4-ceIMUYHA CXeMa Ha
JeYeHHe!

7 dunmupanu tadbnetku Nemdatine 5 mg

7 dunmupanu Tabnerku Nemdatine 10 mg

7 dunmupanu Tadnetku Nemdatine 15 mg

7 ¢unmupanu tadbiaetku Nemdatine 20 mg

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBT(MLIA) HA BBBEXJIAHE

[epopasiHo NpHIOKESHNE

[Ipenu ynoTtpeda npoyeTeTe JIMCTOBKATA.

OTHOCHO IPOJB/KaBaHE Ha JICYEHUETO, MOJISI KOHCYJITHpaiTe ce ¢ Baius nekap.
Cenmuna 1: Tlpuemaiite enna tadbnerka Nemdatine 5 mg na gen.

Cenmuna 2: Tlpuemaiite enna tabaerka Nemdatine 10 mg Ha nen.

Cenmuna 3: Tlpuemaiite enna tadbnerka Nemdatine 15 mg Ha jeH.

Cenmuna 4: Ipuemaiite eqna radbiaerka Nemdatine 20 mg Ha jieH.
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6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a He ce cerxpansBa Hax 25°C.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/021

13. TIAPTHJIEH HOMEP

[Taptunen Ne

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HUH®OPMAILIUAA HA BPAIJIOBA ABBYKA

Nemdatine 5 mg, 10 mg, 15 mg, 20 mg
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‘ 17. YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

</IBynsmepeH 0apko ¢ BKJIFOYECH YHUKAJICH HICHTU(DHUKATOP>

‘ 18. YHUKAJIEH HIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A 7 TABJIETKH — OIIAKOBKA 3A 3AIIOYBAHE HA JIEYEHUE
— CXEMA HA 4-CEAMUNYHO JIEYEHUE - KAPTOHEHA KYTUS (BE3 ,,BLUE BOX*)

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 5 ¢pummupanu TabIETKH

MEMAaHTHUHOB XUAPOJIOPUI

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska Tabnerka CbAbpiKa 5 mg MECMAaHTUHOB XUAPOXJIOPpUA, CKBUBAJICHTHU Ha 4,15 mg MECMAaHTHUH.

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

C’L,Z[’Lp)Ka JIaKTO3a. 3a ITOBEeYE I/IH(I)OpMaI_II/IH BHOKTC JIMCTOBKATa.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

7 pumMupanu TabIETKH

| 5. HAYMH HA MMPWJIOKEHUE U MbT(MIIA) HA BbBEXKJIAHE

IlepopanHo mpunoxeHue

[Ipenu ynotpeba npoueTeTe JIMCTOBKATA.

Enna Tabnerka AHEBHO.

OTHOCHO TTPOBIDKaBaHEe Ha JICYEHUETO, MOJISI KOHCYJITUpalTe ce ¢ Bamms nexap.

Cemmura 1

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CHELHUAJIHM NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.

10. CHELHAJIHU ITPEANIASHU MEPKU INPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/021

13. TIAPTHUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Nemdatine 5 mg

‘ 17. YHUKAJIEH NWIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU 3A TABJIETKU 3A OITAKOBKA 3A 3ATIOYBAHE HA JIEYHEHUE

1. HUME HA JIEKAPCTBEHMUA INTPOAYKT

Nemdatine 5 mg rabiaerku

MEMAaHTHHOB XUAPOJIOPUI

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTugen Ne

| 5.  JIPYTO

Cemmuna 1
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A 7 TABJIETKH — OIIAKOBKA 3A 3AIIOYBAHE HA JIEYEHUE
— CXEMA HA 4-CEAMUNYHO JIEYEHUE - KAPTOHEHA KYTUS (BE3 ,,BLUE BOX*)

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 10 mg puamupanu TabIeTKH

MEMAaHTHUHOB XUAPOJIOPUI

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika punmmupana Tabnerka chabpka 10 mg MEMaHTHHOB XHIPOXIJIOPHU/L, EKBUBAJICHTHU Ha 8,31 mg
MEMaHTHH.

| 3.  CHUCBHK HA HOMOIIHUTE BEIECTBA

Cuabpixka 1akTo3a. 3a moBede HHPOPMAIHs BUKTE INCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

7 huamupaHu TabIeTKH

‘ 5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

IIepopanHo npuitoxeHue

[Ipenu ynorpeba npoueTere IMCTOBKATA.

Enna tabneTka AHEBHO.

OTHOCHO IIPOABIKABaHE HA JIEYCHUETO, MOJISI KOHCYJITUpaiiTe ce ¢ Bammus nekap.

Cenmurna 2

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/021

13. TIAPTHJIEH HOMEP

ITaptugen Ne

‘ 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAILIAA HA BPAIJIOBA A3BBYKA

Nemdatine 10 mg

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU 3A TABJIETKU 3A OITAKOBKA 3A 3ATIOYBAHE HA JIEHEHUE

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 10 mg tablets

MEMaHTHUHOB XUJIPOJIOPH]L

‘ 2. NME HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, IHAPTUJEH HOMEP

ITaptunen Ne

|5.  JPYIoO

Cenmurna 2
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A 7 TABJIETKH — OIIAKOBKA 3A 3AIIOYBAHE HA JIEYEHUE
— CXEMA HA 4-CEAMUNYHO JIEYEHUE - KAPTOHEHA KYTUS (BE3 ,,BLUE BOX*)

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 15 mg puamupanu TabIeTKH

MEMAaHTHUHOB XUAPOJIOPUI

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika ¢punmmupana TabieTka chabpika 15 mg MeMaHTHHOB XHIIPOXJIOPUA, EKBUBaJIeHTHH Ha 12,46 mg
MEMaHTHH.

| 3.  CHUCBHK HA HOMOIIHUTE BEIECTBA

Cwabpixka 1akTo3a. 3a moBede HHPOPMAIHsi BUKTE IMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

7 huamupaHu TabIeTKH

‘ 5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

IIepopanHo npuitoxeHue

[Ipenu ynorpeba npoueTere IMCTOBKATA.

Enna tabneTka AHEBHO.

OTHOCHO NPOABIKABaHE HA JIEYCHUETO, MOJISI KOHCYJITUpaiiTe ce ¢ Bammus nekap.

Cenmurna 3

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME 1M AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/021

13. TIAPTHJIEH HOMEP

ITaptugen Ne

‘ 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAILIAA HA BPAIJIOBA A3BBYKA

Nemdatine 15 mg

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU 3A TABJIETKU 3A OITAKOBKA 3A 3ATIOYBAHE HA JIEHEHUE

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Nemdatine 15 mg Tabnetku

MEMaHTHUHOB XUJIPOJOPH]L

‘ 2. NME HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, IHAPTUJEH HOMEP

ITaptunen Ne

|5.  JPYIoO

Cenmuna 3
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A 7 TABJIETKH — OIIAKOBKA 3A 3AIIOYBAHE HA JIEYEHUE
— CXEMA HA 4-CEAMUNYHO JIEYEHUE - KAPTOHEHA KYTUS (BE3 ,,BLUE BOX*)

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Nemdatine 20 mg puaMupanu TabIeTKH

MEMAaHTHUHOB XUAPOJIOPUI

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika ¢punmmupana Tabierka chabpika 20 mg MEMaHTHHOB XHIPOXJIOPU, EKBUBaJIeHTHH Ha 16,62 mg
MEMaHTHH.

| 3.  CHUCBHK HA HOMOIIHUTE BEIECTBA

Cuabpixka 1akTo3a. 3a moBede HHPOPMAIHs BUKTE INCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

7 huamupaHu TabIeTKH

‘ 5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

IIepopanHo npuitoxeHue

[Ipenu ynorpeba npoueTere IMCTOBKATA.

Enna tabneTka AHEBHO.

OTHOCHO IIPOABIKABaHE HA JIEYCHUETO, MOJISI KOHCYJITUpaiiTe ce ¢ Bammus nekap.

Cenmuria 4

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME 1M AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/824/021

13. TIAPTHJIEH HOMEP

ITaptugen Ne

‘ 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAILIAA HA BPAIJIOBA A3BBYKA

Nemdatine 20 mg

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU 3A TABJIETKU 3A OITAKOBKA 3A 3ATIOYBAHE HA JIEHEHUE

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Nemdatine 20 mg Tabnetku

MEMAaHTHHOB XUAPOJIOPUI

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis Group PTC ehf. Logo]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTugen Ne

| 5.  JIPYTO

Cenmurna 4

ITH
BT
cp
qT
T
cO
HA

72



b. JUCTOBKA
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JIncroBka: nH(pOpMALMA 32 NALUEHTA

Nemdatine 5 mg ¢pumMupanu TadaeTKu
MeMaHTHHOB xuapoxyopua (memantine hydrochloride)

IIpoyeTeTe BHUMATEIHO LSLJIATA JUCTOBKA MPeIH a 3aNl0YHeETe /1a pueMaTe TOBa JIEKaApPCTBO,

Thil KaTo TS ChbABbPKA BaxkHa 3a Bac undopmanus.

- 3ana3zere Ta3u JIUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO mMaTe HSIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONIMTalTe Bamms nexap nim apmarenT.

- ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro npeorcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBPEIlM, HE3aBUCHMO Ye TIPU3HAIIUTE Ha TIXHOTO 3a00JIsIBaHE ca ChIIUTE KaTo BamuTe.

- AKo Toy4uTe HIKAKBH HE)XXETIAaHW PeaKIiy, yBenomere Bammst nexap nim papmanest. Tosa
BKJIFOYBA M BCUYKH BH3MOKHH HEXKEJaHHU PEaKIINK, HEOUCAaHH B Ta3H JIMCTOBKA. BIokTe
TOuKa 4.

KakBo cbIbpika Ta3u JIHCTOBKA

Kaxkso npencrasissa Nemdatine u 3a KakBo ce W3M0J13Ba
Kaxkso TpsibBa na 3uHaete, npenu na npuemere Nemdatine
Kaxk ma nmpuemare Nemdatine

Bb3MOKHM HEXKETaHU PEAKIHH

Kak na cexpansisare Nemdatine

ChIrbprkaHre Ha OTMIAKOBKATA U JOMBJIHUTEIHA HHPOpMAIIUS

oaprLNE

1. Kaxkpo npeacrasiassa Nemdatine u 3a kakBo ce u3noJi3Ba

Kaxk neiictsa Nemdatine

Nemdatine csabpika akTHBHOTO BEIIECTBO MEMAHTHHOB Xuapoxyopua. Nemdatine mpunamexn KbM
rpyna JeKapcTBa, U3BECTHH KaTO JISKAPCTBA MTPOTHB JIEMEHIIVSL.

3ary0ara Ha maMeTTa IIpHu OoJiecTTa Ha AJIXaiMep ce IBbJDKU Ha HapyIIeHO U3IpallaHe Ha CUTHAJIH B
MO3bKa. MO3BKBT chABpPKa Taka HapedeHuTe N-metun-D-acmaprat (NMDA)-penentopu, KOuTo
ydacTBar B MPEaBaHETO Ha HEPBHUTE CUTHAIIHM, KOUTO Cca BaXKHH 3a ydeHeTo u nmamerta. Nemdatine ce
OTHacs KBbM TpyIia lekapcTBa, Hapeuenn NMDA-perienrropan anraronuctd. Nemdatine metictea
BBpXyY Te3u NMDA -perienTopu, KaTo mogo0psBa IpelaBaHeTO Ha HEPBHUTE CUTHAIIA U TTaMeTTa.

3a kakBo ce usnosasBa Nemdatine
Nemdatine ce u3mon3sa 3a ledeHne HA BH3PACTHH MMAI[HEHTH ¢ YMEPEHA IO TEXKKA CTEIEeH Ha OoecTTa
Ha AmxaimMep.

2. Kaxkgo Tps6Ba aa 3Haere, mpeau aa npuemere Nemdatine

He npuemaiite Nemdatine
- aKo CTE AJePruYHU KbM MEMAHTHHOB XHJPOXJIOPHU WIIM KbM HSIKOSI OT OCTAHAIMTE ChCTABKH Ha
TOBA JIEKapCTBO (M30pOeHH B TOYKA 6)

Ipenynpesxknenns u npeANasHu MepKU

T'oBopete ¢ Bamust siekap wiu hapmarnest, npeau aa npruemere Nemdatine

- aKo MMaTe WM HAKOTa CTE MMM CMWICITHYHHA I'bPUOBE

- aKo HAaCKOPO CTe MpeKapaau HHPapKT Ha MHOKap/a (ChbpAeUeH yaap) WM ako CTPaaaTe OT
3acTOHHA ChpICYHA HEJIOCTATHYHOCT HITH OT HEKOHTPOJIUPaHa XHUIIEPTOHUS (BUCOKO KPBBHO
HaJsITaHe).

B Te3u cuTyanuu jgedeHreTo TpsabdBa aa ce HaOIr01aBa BHUMATEIHO U KIIMHWYHATA 110J13a OT
Nemdatine na ce mpeorieHsBa pefoBHO OT Barmus jaexap.
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AKko cTpamare ot 0b0pedHoO yBpexaaHe (mpodiemu ¢ Op0pennte), Bammst nexap TpsiOBa BHUMATEITHO
na mpociesisiBa 0b0peunara Bu ¢yHKIHS 1 ako € He0OX0ANMO CHOTBETHO J1a KOPUTHpa JO3UTE Ha
MEMaHTHH.

EnHoBpeMenHaTa ynorpeba Ha JeKapCTBEHUTE MPOAYKTH aMaHTaIMH (3a JiedeHrne Ha 0oJlecTTa Ha
[MapkuHCOH ), KeTaMUH (BEIIECTBO, KOETO 0OMKHOBEHO CE M3II0JI3BA KaTO YIoiiKa), JeKcTpoMeTopdan
(0OMKHOBEHO Ce M3IT0JI3BA 32 JICUeHHEe Ha Kanumia) U Ha Apyru NMDA -antaronuctu TpsiOBa na ce
n30sTBa.

Jlena v roHOIIM
Nemdatine e ce mpenopbyBa 3a ymorpeba IpH Jelia 1 IOHOIIM Ha BB3pacT Mo 18 roaunu.

Jpyru aexapcrea u Nemdatine
TpsiOBa na kaxkeTe Ha Bamus iekap win papMaieBT, ako mpueMare, HaCKOpO CTe IPHUEMaIH UITH €
BB3MOKHO J1a IpUeMaTe JAPYTHU JICKapCcTBa.

IMo-koukperno, Nemdatine mosxe na npoMeHu eekTUTEe Ha CICAHUTE JISKAPCTBA, U MOXKE J1a €

HeoOX0o MO Bammsr jiexkap 1a Kopurupa J103aTta um:

- aMaHTaJMH, KeTaMUH, JIeKcTpoMeTopdan

- JMAHTpoJIeH, OakitodeH

- OUMETUAVH, paHUTUAWH, IPOKaUHAMU, XUHUJAWH, XUHUH, HUKOTUH

- XHUAPOXIOPOTUA3H] (MM BCSIKAKBA KOMOMHALIUS C XHPOXJIOPOTHAZHT)

- AQHTUXOJMHEPTUYHH CPE/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3ITOJI3BAT 3a JICUCHHE Ha
JIBUTATETHU HAPYIICHUS WK YPEBHU CIIa3MHU)

- AQHTUKOHBYJICAHTH (BELIECTBA, KOUTO CE M3MOJI3BAT 3a NPEIOTBPATSIBAaHE WU JCUCHUE Ha
I'bPYOBE)

- GapbuTypatH (BelecTBa, KONTO OOMKHOBEHO C€ M3II0JI3BAT KAaTO MPHCITHBATEIHHN)

- JONIAMUHEPTHYHU arOHUCTH (BellecTBa Kato L-1oma, GpOMOKPHIITHH)

- HEBPOJICHTUIIM (BEIIECTBA, KOMTO CE M3IIOJI3BAT 32 JICUCHNE Ha ICUXUYHU HAPYyIICHUS)

- HEepOpaTHU AHTUKOATYJIAHTH.

Axo noctpruTe B OOJHUIIA, YBEJOMETE JICKyBallus Jiekap, 4e npuemare Nemdatine.

Nemdatine ¢ xpana u HAIIUTKU

YBenomere Bammst gexap, ako HACKOPO CT€ CMEHWIIM MJIM UMaTe HaMepeHHUe a CMEHUTE JPACTHIHO
XPaHUTENHUS CH PEKUM (HaIllpyMep OT HOpMallHa TUeTa KbM CTpOra BereTapuaHcKa AUeTa) UIIH ako
cTpazate oT Ob0peuHa TyOynHa anuao3a (BTA, u3nuimbk oT BemecTBa, 00pa3yBallly KHCEIUHH B
KpBBTa MOpajax HapylieHa 0b0peyna GpyHkuus (J101mo QyHKIMOHUpaHe Ha OBOPENNTE)) NITH TEKKU
nHGEKIUY Ha MTUKOYHUTE IIBTUIIA, ThI KaTO MOJKE Jla C€ HaJ0XH KOPEKIMs B 103aTa Ha JIEKapCTBOTO.

BpemMeHHOCT U KbpMeHe
AKo cre OpeMeHHa WIH KbPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBalTE ce ¢ Baus nexap v GapmaneBT mpeau ynotpedaTa Ha TOBa JIEKapCTBO.

BpemenHocT
MeMaHTHH He ce MpernopbyBa 3a ynoTpeda npu OpeMeHHH JKEHH.

Kbpmene
Kenu, xouto nmpuemar Nemdatine, He TpsiOBa 1a KbPMSIT.

logupane u padora ¢ MAIIUHU:

Bammsr nexap me Bu kaxke nanum 3a6onsBaneTo Bu mo3BossiBa 6e30macHo Aa modupare u aa
pabotute ¢ mammau. Chino taka, Nemdatine mosxe 1a npomenu criocodHoctTa Bu 3a pearupane,
KOETO Ch37aBa OIMACHOCT MpH ImodupaHe wim padoTa ¢ MallIHHH.
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Nemdatine cpabp:ka J1aKT03a MOHOXHIPAT
Axo Bamust JICKap Bue KasaJl, Y€ UMaT€ HCIIOHOCUMOCT KbM HAKOM 3aXapu, MOCHBETBANTE C€ C HETO
IpE/M J1a B3EMETE TO3M JICKapPCTBEH MPOIYKT.

3. Kaxk na npuemate Nemdatine

Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsrt gexap. AKo He CTe CUTYPHH B
HeIo, monuTaiTe Bamms nexap v hapMarienT.

Jo3upoBka

IMpenopbunrennara qo3a Nemdatine 3a Bb3pacTHH U MAIMEHTH B cTapyecka Bb3pacT ¢ 20 My BeIHBK
JTHEBHO.

3a 1a ce Hamalli PUCKBT OT HEXKEJIaHU JIEKAPCTBEHH PEAKIIMH, Ta3H 1032 CE MTOCTUTA ITOCTENEHHO, 10
ClIeIHAaTa JTHEBHA CXeMa Ha JICUCHUE:

Cenmuna 1 Enna Tabnerka ot 5 mg

Cemmura 2 JlBe TabyieTkH OT 5 Mg

Cenvmuria 3 Tpu TabaeTkn ot 5 Mg

Cemmuna 4 u cinen ToBaleTnpu TaObJIeTKH OT 5 Mg BEIHBK JTHEBHO

OOMKHOBEHO HavagHaTa J103a € €IHa Ta0leTKa BeAHBXK JHEBHO (1X 5 mg) mpe3 mepBaTta cenmuma. Ts
ce MOBUIIIaBa 70 JBe TaOJeTKH BeAHB X MHeBHO (1x 10 mg) mpe3 BTopaTa ceMuIa 1 10 TPU TaOJIEeTKA
BeJHBXK MHeBHO (1x15 mg) mpes Tperara cenmuna. OT 4eTBbpTaTa CEIMUIIA HATATHK OOWYaifHaTa
J03a e 1o 4 tabneTku BenHbx AHEBHO (1x 20 mg).

Jo3upaHe npy NanyeHTH ¢ HapylleHa 0bOpeuHa PpyHKUUs

Axo nmate HapyueHa ObOpeuHa ¢pyHkuus, Bamusar sekap 1ie npereHn KakBa /103a € IMoAXOsIIa 3a
Bamtero cberosnue. B To3u cinyuaii nekapst TpsOBa ga npociensisa 0b0peunata Bu ¢ynkuuns npes
OTIpe/ieTICeHN HHTEPBAJIH.

IIpunoxenne

Nemdatine Tps6Ba 1a ce mprema Ipe3 ycrara BeIHBK THEBHO. 3a Jja HMaTe II0J13a OT JIEKapCTBOTO,
TpsiOBa Ja TO B3eMare peJOBHO, BCEKH JIH 10 €THO U CHII0 BpEMe Ha JEHOHOIIHETO. TabneTKuTe
TpsiOBa Ja ce MOTIIBIIAT C MaJIKO Bofa. TabJIeTKuTe MOTaT J1a ce IpreMar ChC WiH 0e3 XpaHa.

ITpoab/KUTETHOCT HA JICYEHHETO
IMpoabokasaiite ga npuemare Nemdatine, mokaro umare mossa oT Hero. BammsT jekap TpsioBa qa
MIPEOLEHIBA PEAOBHO JICUEHUETO Bu.

AKoO cTe IpHe/IH MoBedye oT HeoOxoaumaTa 103a Nemdatine

- OOMKHOBEHO ITPHEMAHETO Ha MpeKajeHo rojgeMu koaudectsa Nemdatine ne 6u TpsioBaio ma Bu
HaBpeau. Moske J1a ce 3aCHIIST HIKOW CUMITTOMH, TOCOYCHU B TOUKA 4. ,,Bb3MOKHU HEXKETaHU
peakuuu.

- Axo npuemere Nemdatine B 103a, MHOrOKpaTHO TI0-BHCOKA OT MIPEANHACAHATa, CBBPIKETE CE C
Barmus Jiekap wiv moTbpceTe MEAMIIMHCKA KOHCYJITALNS, Thi KaTO MOXKE JIa CE HYXKJAaeTe OT
MEUITHCKA TTOMOIII,

Ako cTe mpomycHaau 1a npuemere Nemdatine

- Axo oTkpuere, 4e cte 3adpaBuin aa npuemere no3zata cu Nemdatine, n3yakaiite u npuemere
clieqBaIiaTa J103a B 00M4aifHOTO BpeMe.

- He B3emaiiTe nBolHa /1032, 32 1a KOMIIEHCUpATE MPOIyCcHATaTa J103a.

AKO MMaTe HSIKaKBY JIOMBIIHUTEIHN BBIIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Bammst nexap wnm papmaneBT.
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4, Bb3MOKHN HeKeTaHU PeaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPCANU3BUKA HEKECIIaHNU PCAKIINU, BBIIPECKU Y€ HC
BCCKMU I'M I1IOJTy4aBa.

O6I/IKHOB€HO, Ha6J’IIO,E[aBaHI/ITC HEXKEJIaHU JICKAPCTBCHU PCAKIIUU Ca JICKHU 10 YMCEPCHHU.

Yectu (3acsarar ot 1 1o 10 ga 100 moTtpedburenn):

- I'maBoOosKe, CHHIUBOCT, 3aI€K, TOBHUIIICHH CTOMHOCTH Ha YEPHOAPOOHUTE SH3UMH, 3aMastHOCT,
HapyIICHUE Ha PAaBHOBECHUETO, 331yX, BUCOKO KPHBHO HAJIATAHE U CBPBXUYBCTBUTEIHOCT KbM
JICKapCTBa

Heuectu (3acsrar ot 1 mo 10 Ha 1 000 morpeburenn):
- YmMopa, reonyHu nHGEKINH, 00bPKAHOCT, XATIOIMHALINY, TOBPBIIaHe, HApyIlIeHa MTOX0Ka,
ChpJICYHA HEIOCTATHYHOCT U ChCUPEK BBB BeHa (TpoMO03a/TpoMO0eMO0ITHU3HM )

Mauoro penku (3acgrar no-mainko ot 1 ga 10 000 norpedurenu):
- I'bpuose

C HeunsBecTHA yecToTa (0T HAIMYHATE JJAHHY HE MOJKE /12 ObJie HAIIPABEHA OLICHKA HA YECTOTaTa):
- Bn3naneHve Ha maHkpeaca, Bb3MaJICHUE HA YePHUS P00 (XSMaTUT) ¥ MCUXOTUYHU PEaKIINH.

Bonectra Ha Anxaiimep ce CBbp3Ba C ACTpecusi, CyULIUAHN MUCIIU U OIIUTH 3a camoyOuiicTBo. Te3n
CHOUTHS ca ChOOLIABaHU NIPU MALUEHTH, JIEKYBaHU C MEMaHTHH.

Cho0muaBaHe HA HEXKEJIAHU PeaKINA

AKO TIONTyuHTe HIKaKBH HEXEJlaHU JIEKAPCTBEHU PeaKIn, yBeqoMeTe Bamms nexkap, papManeBT uiu
MEIMIIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH Bb3MOXKHH HEOMHUCAHH B Ta3H JIMCTOBKA HEXKETIaHU
peakiuu. MoeTe ChINO Ja ChOOIIUTE HeXKEIIAHU PEaKIUU TUPEKTHO Ype3 HAllMOHATHATA CUCTeMa 3a
choOImaBane, mocodyena B [pmnoxkenue V. Kato cho0ImaBaTe He)KeNaHU peaklii, MOXeTe Ja JaieTe
CBOS TIPHHOC 32 TTOJTydaBaHe Ha moBede HH(GOpMAIHI OTHOCHO 0€3011acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanssate Nemdatine

ﬂa CC CbXpaHsdBa Ha MACTO, HCJOCTHIIHO 34 [C1A.

He u3non3Baiite TOBa JICKApCTBO CIIE] CPOKA HA TOJHOCT, OTOEsI3aH BbPXY KapTOHEHATAa KYyTUS U
ommmcrepa cien "T'onen 10:". CpoKbT HAa TOJHOCT OTIOBaps Ha TOCICAHIS ICH OT MIOCOYCHUS MECEIL.

[a me ce cerxpansBa Hax 25°C.

He u3xBbpiste nekapcTBaTa B KaHAJIM3AIMITa WK B KOHTEHHEpa 3a JJOMaIlHu oTraneiu. [lonuraiite
Bamus dpapmarneBT Kak 1a U3XBBPIIATE JeKapcTBaTa, KOUTO Bede He M3moi3Bare. Te3n MepK 1ie
CIIOMOTHAT 3a OIa3BaHEe Ha OKOJIHATA Cpejia.

6. Cbm)pmalme Ha onmaKoBKaTa M JO0INbJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kaxkpo cpabp:ka Nemdatine
- AKTHBHO BEIIECTBO: MEMaHTHHOB XUAPOXJopu. Besika pummupana TabneTka cpabpixa 5 mg
MEMaHTHHOB XHIPOXJIOPHU, CKBUBAJICHTECH Ha 4,15 mg MeMaHTHH.

- Hpyru cseraBku: A0po na mabremxama:MAKPOKPHUCTAIIHA LEITyJ103a, KPOCIIOBUIOH THII A,
TaJIK ¥ MarHe3ueB creapart. Tabremua obsuska (onadpail 1l 651 33G28435): xunpomerosa 6CP,
tutanoB auokcun (E 171), nakro3a Mmonoxunapar, makporos 3350 u TpraneTus.
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Kaxk w3rsne:xxaa Nemdatine u kakBo chIbpiKka onaKkoBKaTa

Nemdatine 5 mg ¢punmupanu Tabnetku (TabieTkn) ca Oesu, OBATHH, TBOHHOM3IIBKHAIH, C pa3Mep

8 mm x 4,5 mm, ¢ Haamnuc ,,M5”, rpaBupaH OT eIHATa CTPaHA.

Buoose onaxosxu

brucrepu: 42 u 98 dhunMupanu TabIeTKH.

He Bcuuku BUIOBE OMAKOBKH MOTAT J1a ObJIaT IIyCHATH Ha Ta3apa.

IIpuTe:xarTesn HA pa3pelleHHETO 3a yoTpeda

Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour
Ucnanaus

IIpouszBoaure
Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate

Zejtun ZTN 3000
Manra

TEVA Gyogyszergyar Zrt.
Pallagi ut 13

Debrecen 4042

YHrapus

3a nomreTHMTENHA HHPOPMAIHS OTHOCHO TOBA JIEKApCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MIpeICTaBUTEN Ha IPUTEXKATEN Ha Pa3peIleHneTo 3a ynoTpeoba:

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Bwarapus
Tesa ®apma EAJ]
Tem: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
ratiopharm GmbH
Allemagne/Deutschland
Teél/Tel: +49 73140202

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590



EAMada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi; +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EXLada
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

JaTa Ha mocseaHo npepasriexaade Ha gucrtoBkata {MM /I'TTT?}

JApyru u3ToUyHUIM HA HHOpPMaIUA

Ho,upo6Ha I/IH(I)OpMaHI/IH 3a TOBa JICKApCTBO € MMPEAOCTAaBCHA Ha ye6C&I71Ta Ha EBpOHGﬁCKaTa arcHuus

1o JiekapcTBaTa http://www.ema.europa.eu/.
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JIncroBKka: nH(pOpMALMA 32 NALUEHTA

Nemdatine 10 mg ¢punmupanu TadaeTKu
MeMaHTHHOB xuapoxyopua (memantine hydrochloride)

ITpoueTeTe BHUMATEIHO SJIATA JIMCTOBKA MPeEIH 12 3aM04YHETE 1a MpUeMaTe TOBA JeKapCcTBO,

Thil KaTo TS ChbABbPA BaxkHa 3a Bac undopmanus.

- 3anaszere Ta3u JUCTOBKA. MoOXe /1a ce HAJIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO mMaTe HSIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONIMTaiTe Bamus nexap nim apmarenT.

- ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpEIly, HE3aBUCHMO Y€ TIPU3HAIUTE Ha TIXHOTO 3a00JIsIBaHE ca ChIUTE KaTo BamuTe.

- AKO Toy4nTe HIKAKBH HEXXETIaHW peakIny, yBenomere Bamms nexap nim papmanest. Tosa
BKJIFOYBA M BCUYKH BH3MOKHH HEXKEJIaH! PEaKIINK, HEOTUCAaHH B Ta3H JIMCTOBKA. BiokTe
TouKa 4.

KakBo cbabpika Ta3u JHCTOBKA

Kaxkso npencrasissa Nemdatine u 3a KakBo ce W3M0J13Ba
KakBo Tps0Ba 1a 3Haere, npeau na npuemere Nemdatine
Kaxk ma npuemare Nemdatine

Bb3MOXKHH HEXKEJIAHH PEaKIUH

Kak na cpxpanssate Nemdatine

ChappKaHHe HAa OMAKOBKATA M AOMBIHUTEIHA HHPOPMALHS

oarLNE

1. Kaxpo npeacrasiassa Nemdatine u 3a kakBo ce u3noJi3Ba

Kaxk neiicrsa Nemdatine

Nemdatine cpabpika aKTHBHOTO BEIIECTBO MEMAHTHHOB XuApoxyuopua. Nemdatine mpurameku KM
rpyna JeKapcTBa, U3BECTHH KaTo JISKAPCTBA MTPOTHB JIEMEHITHSL.

3aryOara Ha maMeTTa IIpu OoJiecTTa Ha AJIXaiMep ce IBbJDKU Ha HapyIIeHO U3IpallaHe Ha CUTHAJIH B
MO3bKa. MO3BKBT ChbpKa Taka HapeueHuTe N-metun-D-acnaprar (NMDA)-penentopu, KOUTo
yYacTBarT B MPEIaBAHETO Ha HEPBHUTE CHTHAJIH, KOWTO Ca BKHM 3a yueHeTo u mamerta. Nemdatine ce
OTHaCs KbM I'pyIia JiekapcTBa, Hapedenn NMDA-penienrropuu antaronucta. Nemdatine meiicrsa
BBpXy Te3u NMDA-penentopu, KaTo moao0psBa MpeaaBaHeTo Ha HEPBHUTE CUTHAIIN U TTAMETTA.

3a kakBo ce usnosassa Nemdatine
Nemdatine ce usmo:3sa 3a jledeHne HA BB3PACTHH MAIHEHTH ¢ YMEPEHaA JI0 TEKKA CTEIEeH Ha OoecTTa
Ha ArxaiMep.

2. KaxBo TpsoBa 1a 3Haete, npeau 1a npuemere Nemdatine

He npuemaiite Nemdatine
- aKo CTe aJeprHYHN KbM MEMAHTHHOB XUAPOXJIOPU/I WM KbM HSKOS OT OCTaHAINTE ChCTAaBKH Ha
TOBA JIEKapcTBO (M30poeHH B TouKa 6)

Ipenynpesxkaenns u npeanasHu MepKU

T'oBopete ¢ Bamust jekap wiu hapmareBT, npeau aa npruemere Nemdatine

- aKO MMaTe WM HAKOTa CTE MMaNU eNWICITHYHA I'bPUOBe

- aKo HACKOPO CTe MpeKapanu HHPapKT Ha MHOKapa (ChbpACUCH yaap) WIA aKo CTPaIaTe OT
3acTONHA Chp/ICYHA HEJJOCTATHYHOCT MM OT HEKOHTPOJIHPAHA XUTIEPTOHUS (BUCOKO KPHBHO
HaJsTaHe).

B Te3u cuTyanuu jgeyeHneTo TpsAdBa qa ce HabIr01aBa BHUMATEIHO U KIIMHWYHATA 110J13a OT
Nemdatine ma ce mpeorieHsiBa peoBHO 0T Barmus ekap.
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AKko cTpamare ot 0b0pedHO yBpexaaHe (podiemu ¢ 0p0penute), Bammst nexap TpsiOBa BHUMATEITHO
Ja mpociesisiBa 0b0peuHataBu GyHKIMS 1 aKo € He0OX0MMO CHOTBETHO J]a KOPUTHpPa JO3UTE HA
MEMaHTHH.

EnnoBpemenHaTa ynorpeba Ha JeKapCTBEHUTE MPOIYKTH aMaHTaIuH (3a JiedeHre Ha OoyiecTTa Ha
[MapkuHCOH ), KeTaMHH (BEIIECTBO, KOETO 0OMKHOBEHO CE M3IMOJI3Ba KaTO yIoliKa), JeKCTpoMeTopdan
(0OMKHOBEHO Ce M3IT0JI3BA 32 JICUeHHEe Ha Kanumiia) u Ha Apyru NMDA -antaronuctu TpsiOBa na ce
n30sTBa.

Jlena v roHOIIIM
Nemdatine e ce mpenopbyBa 3a ymorpeba ImpH jelia 1 IOHOIIM Ha BB3pacT moj 18 roaunu.

Jpyru aexapcrea u Nemdatine
TpsiOBa na kaxxeTe Ha Bamus iekap win GpapMaieBT, ako IpueMare, HaCKOpO CTe IPHEMaIH UITH €
BB3MOKHO J1a IpUeMaTe JAPYTHU JICKapCcTBa.

IMo-koukperno, Nemdatine mosxe na npoMeHu eekTUTEe Ha CICAHUTE JISKAPCTBA, U MOXKE J1a €

HeoOX0o MO Bammsr jiexkap 1a Kopurupa J103aTta um:

- aMaHTaJMH, KEeTaMUH, JIeKCTpoMeTopdan

- JTaHTpoJieH, 6akinodeH

- OUMETUAVH, paHUTUAWH, IPOKaWHAMU, XUHUJIWH, XUHUH, HUKOTHUH

- XHUAPOXIOPOTUA3H] (MITH BCSIKAKBa KOMOMHALIUS C XHIPOXJIOPOTHA3UN)

- AQHTUXOJIMHEPTUYHH CPE/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3IIOJI3BAT 3a JICUECHHE Ha
JIBUTATETHU HAPYIICHUS WK YPEBHU CIIa3MHU)

- AQHTUKOHBYJICAHTH (BEILIECTBA, KOUTO CE U3MOJI3BAT 33 NPEIOTBPATSIBAaHE WU JICUCHUE Ha
I'bPYOBE)

- OapOuTypaTH (BEIecTBa, KOUTO OOMKHOBEHO C€ M3IIOJI3BAT KAaTO IPHUCITHBATEIHHN)

- JONIAMUHEPTHYHU arOHKUCTH (BeIlecTBa Kato L-1oma, GpOMOKPHIITHH)

- HEBPOJICHTUIIM (BEIIECTBA, KOMTO CE M3IIOJI3BAT 32 JICUCHNE HA ICUXUYHU HAPYIICHUS)

- HEepOPATHU AHTUKOATYJIAHTH.

Axo nocteruTe B OOJHUIIA, YBEIOMETE JICKyBallus Jiekap, 4e npuemare Nemdatine.

Nemdatine ¢ xpana u HAMTKU

YBenomere Bammst gexap, ako HACKOPO CT€ CMEHWIIM MJIM UMaTe HaMepeHHUe Ja CMEHUTE JPACTHIHO
XPaHUTENHUS CH PEKUM (HallpUMep OT HOpMallHa TMeTa KbM CTpOra BereTapuaHcKa AUeTa) N ako
cTpazate oT Ob0OpeuHa TyOynHa anuao3a (BTA, u3nuIbK OT BeecTBa, 00pa3yBally KUCEIUHH B
KpBBTa MMOpaau HapylieHa 0b0peyna ¢pyHKuus (1010 QyHKIMOHUPaHe Ha OBOPENnTe)) UIIH TEKKU
MH(EKIMY Ha TMKOYHUTE IBTUINA, Thil KATO MOXKeE J]a C€ HAJIOXKU KOPEKIMA B 103aTa HA JIEKapCTBOTO.

BpemMeHHOCT U KbpMeHe
AKo cTe OpeMeHHa WIN KbPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH TIaHupaTe OPEeMEHHOCT,
NoChBeTBaTE ce ¢ Baius nekap wiu GapmaneBT mpeau ynoTpedaTa Ha TOBa JIEKapCTBO.

BbpemenHocT
MeMaHTHH He ce MPenopbyBa 3a ynoTpeda npu OpeMeHHH JKEHH.

Kbpmene
Kenwu, xouto npuemar Nemdatine, e TpsiOBa 1a KbpMSIT.

lo¢pupane u padoTa ¢ MAIIMHU:

Bammwsr nekap e Bu kaxxe nanu 3abonsBanero Bu mo3BosnsiBa 6e3omacHo na modupare u aa
paborute ¢ mammau. Chino taka, Nemdatine mosxe 1a npomenu criocooHoctTa By 3a pearupane,
KOETO Ch3J/IaBa OMACHOCT MpH ImodupaHe win paboTa ¢ MaIuHA.
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Nemdatine cpabp:ka J1aKT03a MOHOXHIPAT
Axo Bammusr nexap Bu e kazai, e uMate HeIOHOCUMOCT KbM HSAKOU 3aXapH, IOCHBETBAIOUTE C HETO
MpeIu Ja B3eMeTe TO3U JIEKApCTBEH MPOAYKT.

3. Kaxk na mpuemate Nemdatine

Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsr nexap. AKo He CTe CUTYPHH B
HeIo, monuTaiTe Bamms nexap wim dhapMarienT.

Jo3upoBka

Ipenopbunrennara qo3a Nemdatine 3a Bb3pacTHH U MAIMEHTH B cTapyecka Bb3pacT ¢ 20 My BeIHBK
JTHEBHO.

3a 1a ce Hamalli PUCKBT OT HEXKEJIaHU JIEKAPCTBEHH PEAKIIVH, Ta3H 1032 CE MOCTUTA MTOCTENEHHO, 110
ClleIHaTa JTHEBHA CXeMa Ha JICUCHHUE:

Cemmumna 1 [MomoBuH TabneTka ot 10 mg

Cemmura 2 Enna rabnetka 10 mg

Cenvmuria 3 Enna TabneTka u mojouHa ot 10 mg
Cemmuna 4 u cnen ToBa/[Be Tabnetku ot 10 mg BeAHBXK THEBHO

OOMKHOBEHO HavaHaTa J103a € TOJIOBMH TabJieTka BeIHBXK MHEBHO (1X 5 mg) mpe3 mbppBaTa ceaMuIia.
Ts ce moBumasa 10 enHa TabieTka BeAHBK HHeBHO (1x 10 mg) mpe3 BTopara cenMuIa u 10 e1Ha
TablIeTKa ¥ ITOJIOBUHA BeHBK AHEBHO (1x 15 mg) mpe3 tpetara cenmuiia. OT 4eTBBpTaTa CEIMUIIA
HATaThK oOWYaiHaTa 103a € 1o 2 TabneTku BeaHbxk qHeBHO (1x 20 mgQ).

Jo3upaHe npy NanyeHTH ¢ HApylIeHa 0bOpeyHa PpyHKUUs

AKko umare HapyIieHa Ob0peuna GyHKIws, BammsaT nexap mie nperneHn Kakpa 03a € MoIX0 1A 3a
Bamrero cbcrostHre. B To3u citydait mekapst TpsoBa ma mpociensBa 0s0pednata Bu GyHkmms mpes
OTIpeIeNICHH UHTEPBAJIH.

Mpunoxenune

Nemdatine TpsibBa a ce mpuema npe3 ycrara BeIHBK JHEBHO. 3a J]a ©MaTe ToJi3a OT JIEKapCTBOTO,
TpsOBa Jja ro B3eMare peJ0BHO, BCEKHU JICH 110 €JHO H CHI0 BpeMe Ha JieHoHoumeTo. TabneTkure
TpsIOBA J1a ce TOTIBINAT C MAIKO Boja. TabJIeTKHUTe MOTaT Aa ce prueMaT ChC Wi 0e3 XpaHa.

IIpoab/KUTETHOCT HA JIeYeHHETO
[Ipoapmxapaiite na mpuemate Nemdatine, TokaTo ©Mare 1oj3a OT Hero. Bammsr jnekap TpsoOBa na
MIPEOLICHsBAa PEOBHO JICUCHUETO Bu.

AKo cTe pueJIn MoBeve OT HeoGxoaqumara no3a Nemdatine

- OGHKHOBEHO TPHEMaHETO Ha MpeKajieHo ronemu kommdectsa Nemdatine ve 6u TpsioBano 1a Bu
HaBpeau. Moxe J1a ce 3aCUIIAT HIKOU CUMITTOMH, TIOCOYCHH B TOUKA 4. ,,BB3MOKHH HEXETaHu
peakuu®,

- Axo npuemere Nemdatine B 1033, MHOTOKpPaTHO TO-BHCOKa OT TPENUCAHATA, CBBPIKETE CE C
Barmst iekap Win MOThpPCeTe MEIUIUHCKA KOHCYITAIMS, Thil KATO MOXKE J1a C€ HYXK/IaeTe OT
MEIMIMHCKA TOMOIIL.

Axko cTe nmpomycHaiu 1a npuemere Nemdatine

- Axo oTkpuere, 4e cte 3adpaBuin aa npuemere no3zata cu Nemdatine, n3yakaiite u npuemere
cliesiBaIara J103a B 00M4aifHOTO Bpeme.

- He B3emaiite nBoliHa 1034, 3a 1a KOMIIEHCUpPATE MIPOILyCHATAaTa 1034.

AKO MMaTe HIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, CBBP3aHH C YIOTpedaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Bammst nexap wim papmaresr.
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4, Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPCAN3BUKA HEKECIIaH!U PCAKIINU, BBIIPEKU Y€ HC
BCCKMU I'M I1IOJTy4aBa.

O6I/IKHOB€HO, Ha6J’IIO,E[aBaHI/ITC HEXKEJIaHU JICKAPCTBCHU PCAKIIUU Ca JICKHU 10 YMCEPCHHU.

Yectu (3acsarar ot 1 1o 10 ga 100 morpedburenn):

- I'maBoOosKe, CHHIMBOCT, 3aII€K, TOBHUIIICHH CTOMHOCTH HAa YEPHOAPOOHUTE CH3UMH, 3aMastHOCT,
HapyIICHUE Ha PAaBHOBECUETO, 33yX, BUCOKO KPHBHO HAJIATAHE U CBPBXYYBCTBUTEIHOCT KbM
JICKapCTBa

Heuectu (3acsrar ot 1 mo 10 Ha 1 000 mortpeburenn):
- YmMopa, reonyHu nHGEKINH, 00bPKAHOCT, XATIOIMHALINY, TOBPBIIaHe, HApyIlIeHa MTOX0Ka,
ChpJICYHA HEIOCTATHYHOCT U ChCUPEK BBB BeHa (TpoMO03a/TpoMO0eMO0IHU3HM )

Mauoro penku (3acgrar no-mainko or 1 ga 10 000 norpeburenu):
- I'bpuose

C Hen3BeCTHA YeCcToTa (OT HAIUYHUTE JaHHU HE MOXE 1 61>ge HalrpaBC€Ha OIICHKA Ha 4eCcToTaTa):

- Bnb3nanenue Ha MaHKpeaca, Bb3MNaJICHUC Ha UCPHUA ,I[p06 (XeHaTI/IT) 1 ICUXOTUYHU pPCAKIUH.

Bonectra Ha Anxaiimep ce CBbp3Ba C ACTpecusi, CyULIUAHN MUCIIU U OIIUTH 3a camoyOuiicTBo. Te3n
CHOUTHS ca ChOOLIABAHU MPH MALMEHTH, JIEKYBaHU C MEMAHTHH.

Cho0muaBaHe HA HEXKEJIAHU PeaKINA

AKO TIONTyuHnTe HIKaKBH HEXEJlaHU JISKAPCTBEHU peaKIlny, yBeqoMeTe Bammms nekap, GpapManeBT uiu
MEIMIIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH Bb3MOXKHH HEOMHUCAHH B Ta3H JIMCTOBKA HEXKETIaHU
peakiuu. MoeTe ChINO Ja ChOOIIUTE HeXKEIIAHU PEaKIUU TUPEKTHO Ype3 HAllMOHATHATA CUCTeMa 3a
choOImaBane, mocoyena B [lpmnoxkenue V. Kato cho0ImaBaTe He)KeNaH! peakiiy, MOXeTe Ja JaieTe
CBOS TIPHHOC 32 TTOJTydaBaHe Ha moBede HHGOpMaIysI OTHOCHO 0€3011acCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanssate Nemdatine
Jla ce chXpaHsBa Ha MSICTO, HEJOCTBITHO 3a JIela.

He n3non3Baiite ToBa IeKapcTBO Ciie]] CPOKa Ha TOAHOCT, OTOEINs3aH BEPXY KapTOHEHATa KyTHS,
OnmcTepa win etukera Ha OyTtuikata cien "['oneH no:". CpokbT Ha TOJHOCT OTrOBaps Ha MOCIETHUS
JIeH OT OCOYEHHS MECell.

Ja He ce cexpansBa Hax 25°C.

<[Camo 3a HDPE 6ymunxama:]>
JHa ce uznonzea 1o 100 qau cinex oTBapsiHe.

He u3xBbpisTe nexkapcTBaTa B KaHAIM3alMATa WIM B KOHTEMHEpa 3a JoMallHu oTnaablu. [lonuTaiite
Bammus papMmarneBT Kak 1a U3XBBPIIATE JEKapCTBaTa, KOUTO Bede He M3Moi3Bare. Te3n MepKH 11e
CIIOMOT'HAT 3a Ola3BaHe Ha OKOJIHATa cpefa.

6. ChabpikaHue HA OTMIAKOBKATA H JONMBJIHUTEIHA HHpOPMATHA

Kakso cpabp:ka Nemdatine
- AKTHBHO BEIIIECTBO: MEMaHTHHOB XHIpoXiIopud. Beska ¢pummupana tabnerka cpabpika 10 mg
MEMaHTHHOB XUAPOXJIOPH]I, CKBUBAICHTEH Ha 8,31 mg MEeMaHTHH.

83


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

- Hpyru cveraBku: A0po na mabnemxama:. MUKPOKPUCTATIHA LEITy103a, KPOCIIOBUIOH THII A,
TaJIK ¥ MarHe3ueB creapart. Tabremua obsuska (onadpail 1l 651 33G28435): xunpomernosa 6CP,
tutanoB auokcun (E 171), nakro3a Mmonoxunapar, makporos 3350 u TpraneTus.

Kak m3raeskaa Nemdatine u kakBo chIbpika 0MaKoBKATAa

Nemdatine 10 mg puamupanu Tabmerku (TabneTku) ca 6eiu, ¢ popMma Ha Karcya,
JBOWHOM3ITBKHAIH, pazMep 9,8 mm X 4,9 mm, ¢ nenutenna yepra u Haamnuc ,,M 107, rpaBupan BEpXy
CTpaHaTa ¢ AeIMTeJIHATa YepTa.

Buoose onakosku

Bmuctepu: 28, 30, 42, 50, 56, 60, 98 u 112 ¢unmupanu TabieTKy.

Bbyrtunka: 100, 130*, 250* u 500* ¢punmmupann TabeTKu

* npedHazHaweHu camo 3a YeHmpose, 8 KOUMo JeKapcmeama ce Omnyckam noOmoOenHo 3d 6CeKu
nayuenm, pasnpeoeienu 8 OmoeIHu ONaAKOBKU 3d 6CEKU NpUem

He Bcnuky BuaioBe OMakoBKK MOTart ja ObAaT MyCHATH Ha masapa.

IIpuTexkaTes Ha pa3pelIeHHETO 32 yoTpeda
Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjoérour
Ucnannus

IIpoussoaure

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Manra

TEVA Gydgyszergyar Zrt.
Pallagi ut 13

Debrecen 4042

VYHrapus

3a gonbaHUTENHA HHPOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MpeICTaBUTEN Ha MPUTEXKATEIS Ha Pa3peIlieHHETo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva

Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics

Tel/Tel: +32 38207373 Tel: +370 52660203

Buarapus Luxembourg/Luxemburg

Tesa ®apma EAJ] ratiopharm GmbH

Tem: +359 24899585 Allemagne/Deutschland
Tel/Tel: +49 73140202

Ceska republika Magyarorszag

Teva Pharmaceuticals CR, s.r.o. Teva Gyogyszergyar Zrt.

Tel: +420 251007111 Tel: +36 12886400

Danmark Malta

Teva Denmark A/S Teva Pharmaceuticals Ireland

TIf: +45 44985511 L-Irlanda

Tel: +44 2075407117
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Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EAlrada
TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EAMGda
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Roménia
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

JarTa Ha nocieaHo npepasriexaade Ha gucropkara {MM /I'TTT}

JApyru u3roununu Ha uapopmanus

IToapo6Ha wHGOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBporneiickaTa areHnus

1o JiekapcTBaTa http://www.ema.europa.eu/.
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JIncroBka: nH(pOpMALMA 32 NALUEHTA

Nemdatine 15 mg ¢punmupanu TadaeTKu
MeMaHTHHOB xuapoxyopua (memantine hydrochloride)

IIpoyeTeTe BHUMATEIHO LSLJIATA JUCTOBKA MPeIH a 3aN0YHeETe 1a pueMaTe TOBa JIEKAPCTBO,

Thil KaTo TS ChbABbPA BaxkHa 3a Bac undopmanus.

- 3anaszere Ta3u JIUCTOBKA. MoOXe /1a ce HAIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO mMaTe HSIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONIMTalTe Bamms nexap nim apmarenT.

- ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro nmpeoTrcrbnBaiite Ha npyru xopa. To Moxe
Jla UM HaBPEIlY, HE3aBUCHMO Ye TIPU3HAIIUTE Ha TSIXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO Toy4uTe HIKAKBH HEXXEJIaHW PeakIiy, yBenpomere Bamms nexap nim papmanest. Tosa
BKJIFOYBA M BCUYKH BH3MOKHH HEXKEJTaHHU PEaKIINK, HEOTUCAaHH B Ta3H JIMCTOBKA. BikTe
TOuKa 4.

KakBo cbabp:ika Ta3u JHCTOBKA

Kaxkso npencrasissa Nemdatine u 3a KakBo ce W3M0J13Ba
KakBo Tps0Ba 1a 3Haere, npeau na npuemere Nemdatine
Kak ma npuemare Nemdatine

Bb3MOXHH HEXKEJIAaHH PEaKIUH

Kak na cpxpanssate Nemdatine

ChappKaHHe HAa OMTAKOBKATA M AOMBIHUTEIHA HHPOPMALIHS

oarLNE

1. Kaxpo npeacrasiassa Nemdatine u 3a kakBo ce u3noJi3Ba

Kaxk neiicrsa Nemdatine

Nemdatine csabpika aKTHBHOTO BEIIECTBO MEMAHTHHOB Xuapoxyuopua. Nemdatine mpunamieku KM
rpyna JeKapcTBa, U3BECTHH KaTo JISKAPCTBA MTPOTHB JIEMEHITHSL.

3aryOara Ha maMeTTa IpH OoJiecTTa Ha AJIXaiMep ce IBbJDKU Ha HapyIIeHO H3IpallaHe Ha CUTHAJIH B
MO3bka. MO3BKBT ChbpKa Taka HapeueHuTe N-metun-D-acnaprar (NMDA)-penentopu, KOUTo
yYacTBarT B MPeaBaHETO Ha HEPBHUTE CHTHAJIH, KOWTO Ca BKHM 3a yueHeTo u mamerta. Nemdatine ce
OTHacs KBbM TpyIia iekapcTBa, Hapeuenn NMDA -penienrropan anraronuctd. Nemdatine meiictea
BBpXy Te3u NMDA-penentopu, KaTo moao0psBa mpeaaBaHeTo Ha HePBHUTE CUTHAIN U ITAMETTA.

3a kakBo ce usnosassa Nemdatine
Nemdatine ce u3smo:n3sa 3a jledeHne HA BB3PACTHH MAIHEHTH ¢ YMEPEHaA JI0 TEKKA CTEIeH Ha OoecTTa
Ha Anuxanmep.

2. KaxBo TpsoBa 1a 3Haete, npeau aa npuemere Nemdatine

He npuemaiite Nemdatine
- aKo CTe aJepPrHYHM KbM MEMAHTHHOB XUAPOXJIOPU/I HIIH KbM HSKOS OT OCTaHAINTE ChCTAaBKH Ha
TOBA JIEKapcTBO (M30poeHH B TouKa 6)

Ipenynpesxkaenns u npeanasHu MepKU

T'oBopete ¢ Bamust nekap i hapmarieBT, npeau aa npruemere Nemdatine

- aKO MMaTe WM HAKOTa CTE MMANU eMWICITHYHHA I'bPUOBe

- aKo HACKOPO CTe MpeKapaiy HHPapKT Ha MHOKapa (ChbpACUeH yaap) WIA ako CTPaIaTe OT
3acTONHA Chp/ICYHA HEJJOCTATHYHOCT MM OT HEKOHTPOJIMPAHA XUTIEPTOHUS (BUCOKO KPHBHO
HaJIsTaHe).

B Te3u cuTyanuu jgedeHrero TpsadBa qa ce HabIr01aBa BHUMATEIHO U KIIMHAYHATA 110J13a OT
Nemdatine ma ce mpeorieHsiBa pejoBHO 0T Barmus jekap.
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AKko cTpamare ot 0b0pedHO yBpexaaHe (podiemu ¢ Op0pennte), Bammst nexap TpsiOBa BHUMATEITHO
Ja mpociesisiBa 0b0peuHataBu QyHKIMS 1 aKo € He0OX0IUMO CHOTBETHO J1a KOPUTHpPa JO3UTE HA
MEMaHTHH.

EnnoBpemeHHaTa yrorpe0a Ha JIeKapCTBEHUTE MPOIYKTH aMaHTaIWH (32 JIedeHue Ha OoJecTTa Ha
[MapkuHCOH ), KeTaMHH (BEIIECTBO, KOETO 0OMKHOBEHO CE M3MO0JI3Ba KaTO yIOHKa), IeKCTpoMeTopdan
(0OMKHOBEHO Ce M3IT0JI3BA 32 JICUCHHEe Ha Kanumiia) u Ha Apyru NMDA -antaronuctu TpssOBa fia ce
n30sTBa.

Jleua v roHOIIH
Nemdatine e ce mpenopbyBa 3a ynmorpeba IpH jelia 1 IOHOIIM Ha BB3pacT moj 18 roaunu.

Jpyru aexapcrea u Nemdatine
TpsiOBa na kaxxeTe Ha Bamus iekap win papMareBT, ako IpueMare, HaCKOpo CTe IPHEeMaIH UITH €
BBH3MOXKHO JIa TpUeMaTe APYTHU JICKapCTBa.

IMo-koukperno, Nemdatine mosxe na npoMeHn eekTUTe Ha CICAHUTE JISKAPCTBA, U MOXKE J1a €

HEoOX0qMMOo Bammsr siexkap 1a Kopurupa jgo3ata um:

- aMaHTaJMH, KEeTaMUH, JIeKCcTpoMeTopdan

- JTaHTpoJieH, 6akinodeH

- OUMETUAVH, paHUTUIWH, IPOKaUHAMU, XUHUAWH, XUHUH, HUKOTUH

- XUAPOXIOPOTUA3H] (MM BCSIKAKBA KOMOMHALIUS C XHIPOXJIOPOTHA3HU)

- AQHTUXOJMHEPTUYHH CPE/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3ITOJI3BAT 3a JICUCHHE Ha
JIBUTATETHU HAPYIICHUS WK YPEBHU CIIa3MHU)

- AQHTUKOHBYJICAHTH (BELIECTBA, KOUTO CE M3MOJI3BAT 3a NPEIOTBPATSIBAaHE WU JCUCHUE Ha
I'bPYOBE)

- GapbuTypatH (BEIecTBa, KOUTO OOMKHOBEHO C€ M3IIOJI3BAT KAaTO MPHCITHBATEIHHN)

- JONIAMUHEPTHYHU arOHUCTH (BellecTBa Kato L-1oma, GpOMOKPHIITHH)

- HEBPOJICHTUIIM (BEIIECTBA, KOMTO CE M3IIOJI3BAT 32 JICUCHNE Ha ICUXUYHU HAPYyIICHUS)

- HEepOpaTHU AHTUKOATYJIAHTH.

Axo nocteruTe B OOJHUIIA, YBEJOMETE JICKyBallus Jiekap, 4e npuemare Nemdatine.

Nemdatine ¢ xpana u HAIUTKU

YBenomere Bammst gexap, ako HACKOPO CT€ CMEHWIIM MJIM UMaTe HaMepeHHUe Ja CMEHUTE JPACTHIHO
XPaHUTENHUS CH PEKUM (HaIlpMep OT HOpMallHa TMeTa KbM CTpOra BereTapuaHcKa AUeTa) UIH ako
cTpazate oT Ob0peuHa TyOynHa anuao3a (BTA, H3nuIbpK OT BemecTBa, 00pa3yBallly KHCEIUHY B
KpBBTa MMOpajx HapylieHa 0b0peyna GpyHKuus (J101mo QyHKIHOHUPaHe Ha OBOPENNTEe)) UITH TEKKU
MH(EKIMY Ha TMKOYHUTE IBTUINA, Thil KATO MOXeE J]a C€ HAJIOXKU KOPEKIIMA B 103aTa HA JIEKapCTBOTO.

BpemMeHHOCT U KbpMeHe
AKo cTe OpeMeHHa WM KbPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Baus nexap wuiu GapmareBT mpeau ynotpedaTa Ha TOBa JIEKapCTBO.

BbpemenHocT
MeMaHTHH He ce MpernopbyBa 3a ynoTpeda npu OpeMeHHH JKEHH.

Kbpmene
Kenu, xouto npuemar Nemdatine, He TpsiOBa 1a KbPMSIT.

Ilo¢pupane u padora ¢ MAIIUHU:

Bammsr nekap e Bu kaxke nanu 3abonsBanero Bu mo3BosnsiBa 6e3omacHo na modupare u aa
paborute ¢ mammau. Chino taka, Nemdatine mosxe 1a npomenu criocobHoctTa Bu 3a pearupane,
KOETO Ch3J/1aBa OMACHOCT MpH ImodupaHe win paboTa ¢ MaIIuHU.
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Nemdatine cpabp:ka J1aKT03a MOHOXHIPAT
Axo Bammusr nexap Bu e kazai, e uMate HeIOHOCUMOCT KbM HSAKOU 3aXapH, IOCHBETBAIOUTE C HETO
MpeIu Ja B3eMeTe TO3U JIEKApCTBEH MPOAYKT.

3. Kaxk na mpuemate Nemdatine

Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammusr nexap. AKo He CTe CUTYPHH B
HeIo, monuTaiTe Bamms nexap wim (hapMarienT.

Jo3upoBka

Ipenopbunrennara qo3a Nemdatine 3a Bb3pacTHH U MAIMEHTH B cTapyecka Bb3pacT ¢ 20 My BeIHBK
JTHEBHO.

3a 1a ce HamMalli PUCKBT OT HEXKEJIaHU JIEKAPCTBEHH PEAKIIVH, Ta3H 1034 CE MMOCTUTA ITOCTENEHHO, 10
ClleIHaTa JTHEBHA CXeMa Ha JICUCHHUE:

Cemmumna 1 Enna Tabnerka ot 5 mg

Cemmura 2 Enna tabnerka ot 10 mg

Cenvmuria 3 Enna Tabnerka ot 15 mg

Cenmuna 4 u cnen ToBaEnHa TabneTka ot 20 mg BeIHBK JHEBHO|

OOMKHOBEHO HavajHaTa J103a € 5 mg BEAHBK JHEBHO Ipe3 ITbpBaTa ceIMHUIa. 15 ce MoBHIaBa 0
10 mg MemMaHTHH TIpe3 BTOpaTa cenMuIa u 15 mg MEMaHTHH BeIHBX THEBHO Ipe3 TpeTaTa CeaIMUIla.
Ot yeTBBpTaATa CEAMHUIIA HATATHK OOMYaifHaTa 103a € 20 mg MEMaHTHUH BEIHBXK THEBHO.

Jo3upaHe npy NanyeHTH ¢ HapyleHa 0bOpeYHa GpyHKIUS

Ako nmare HapyIieHa Op0peuna ¢yHKIws, BammsaT nexap mie npeneHn KakBa 103a € MOIX0 1A 32
Bamrero cbcrosiHre. B To3u citydait mekapat TpsioBa na mpocieasisa Ob0peunara Bu GyHkmus mpes
OTIpe/IeTICHH WHTEPBAJIH.

IIpunoxenue

Nemdatine Tps6Ba a ce mpuema mmpe3 ycrara BEIHBX JHEBHO. 3a J]a UMaTe M0JI3a OT JISKAPCTBOTO,
TpsiOBa J1a ro B3eMaTe PeAOBHO, BCEKU JIEH 110 €HO U CHIO BpeMe Ha JeHoHouueTo. TabneTkure
TpsiOBa Ja ce MOTIBLIAT C MAJIKO BoAa. TabmeTkure Morat J1a ce mprueMar chC Win 0e3 XpaHa.

[poabKUTETHOCT HA JIeYeHHEeTO
[poxwmxasaiite na mpuemare Nemdatine, 1okaro umare mosisa ot Hero. BamusT jgekap tpsiOBa na
IIPEOLICHIBA PEIOBHO JIeueHUeTo Bu.

AKo cTe mpHeJIH MoBeve OT HeoGxoqumara no3a Nemdatine

- OOMKHOBEHO ITPUEMAHETO Ha MpekajgeHo rojgeMu koandectsa Nemdatine ne 6u TpsioBaso 1a Bu
HaBpean. Moske J1a ce 3aCHIAT HIKOW CUMIITOMH, TOCOYCHH B TOUKa 4. ,,Bb3MOKHU HEXeTaH!
peakuuu’.

- Axo npuemere Nemdatine B 103a, MHOrOKpaTHO 1O-BUCOKA OT TPEIIHCaHAaTa, CBBPIKETE CE C
Bamms nekap nnm noTbpcere MEAULUHCKA KOHCYJITalKs, Thil KaTO MOXKeE Jia C€ HY)KAaeTe OT
MEIUIMHCKA TTOMOIII.

Axo cTe npomycHaiu 1a npuemere Nemdatine

- AKo OTKpHETe, ue cTe 3a0paBuin Aa npuemere no3ara cu Nemdatine, n3uakaiite u mpuemere
clIeqBaIIaTa 103a B 00M9aifHOTO BpeMe.

- He B3emaiiTe aBOIiHA 1034, 3a 1a KOMIIEHCHUpATE MPOIycHAaTaTa J03a.

AKO MaTe HSIKaKBU JOMBIIHUTEIHN BBIIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBA JIEKAPCTBO, MOMUTANUTE
Bammst nexap wnm papmareBr.
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4, Bb3MoKHN HeKeTaHU PeaKIuu

Kakrto Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NIPCAU3BHUKA HEKECIIaHU pECaKIINK, BBIIPEKU Y€ HC
BCCKMU I' ITIOJTy4aBa.

OO6UKHOBEHO, HAOI0JaBaHUTE HEXKEJIaHH JIEKapCTBEHHU PEaKIuH ca JIEKH 0 yMEpPEeHH.

Yectu (3acsrat ot 1 g0 10 na 100 moTpeOUTen):

- I'maBoOoIKE, CHHIMBOCT, 3al€K, IOBHUIIICHH CTOMHOCTH HA YEPHOAPOOHUTE EH3UMH, 3aMastHOCT,
HapyIICHUE Ha PAaBHOBECHUETO, 3ayX, BUCOKO KPHBHO HAJIATAHE U CBPBXUYBCTBUTEIHOCT KbM
JIeKapCcTBa

Heuectu (3acarat ot 1 g0 10 Ha 1 000 noTpeduTesnu):
- YMopa, re0ndHn nHGEKIIH, 00bPKAHOCT, XaTIOIWHAIINN, TIOBPBIIaHe, HapyIIeHa TOXO0Ka,
Chbp/IeYHa HEJJOCTATBYHOCT H ChCUPEK BB BeHa (TpoM003a/TpoMO0eMO0TH3EM )

Mmuoro peaku (3acgrat mo-mMajgko ot 1 ga 10 000 morpebuTenn):
- I'spuoBe

C HeM3BeCTHA YeCcToTa (OT HaJIMYHUTC JaHHW HC MOXKE Ja 6’B,E[C HalipaB€Ha OLICHKA Ha IlCCTOTaTa):
- Bw3mnaneHnue Ha naHKpeaca, Bb3MaJICHUC Ha UYCPHUL I[p06 (XeHaTI/IT) U ICUXOTUYHHU PCAKIHU.

bonecrra Ha AnuxaﬁMep CC CBBpP3Ba C ACNIpeCUa, CYMIUIHU MUCIA U OIIMTHU 3a CaM0y6HﬁCTBO. Te3n
CHLOUTHS ca C’bO6H_[aBaHI/I IIpu ManrueHTH, JICKYBaHU C MCMAHTUH.

Chol0maBaHe Ha HeJKeJIAHHU pPeaKInu

AKO MoNyuyHTe HIKaKBH HEXXEIaHU JICKApCTBEHU peaklyH, yBeaoMmere Bamms nekap, papmanest win
MEIUIUHCKA cecTpa. ToBa BKIIIOYBA BCHYKH BH3MOYKHU HEOIMCAHH B Ta3H JMCTOBKA HEXKEJIAHU
peakiy. MoxeTe ChII0 Ja ChOOIIUTE HEeXKENaHU PEeaKIUU JUPEKTHO Ype3 HAal[MOHAIHATa CUCTeMa 32
cbobuIaBane, mocoueHa B [lpuiokerne V. Kato cho0mmaBaTe HekenaHN peakyy, MOKETE 1a AaeTe
CBOSI MPUHOC 32 TIOJTyYaBaHe Ha MOBeYe HH(POPMAIU OTHOCHO 0€30MacHOCTTa Ha TOBA JICKApPCTBO.

5. Kaxk na coxpansiBate Nemdatine
Jla ce cbXxpaHsBa Ha MSICTO, HEJOCTBITHO 32 JIelia.

He u3mon3BaiiTe ToBa JIEKapcTBO Clie]] CPOKa Ha TOHOCT, OTOEINsA3aH BEPXY KapTOHEHATA KyTHS U
ommcrepa ciren "T'omer 10:" CpoKbT Ha TOIXHOCT OTIOBAps Ha TIOCISIHUS JICH OT TIOCOYCHHSI MECEIL.

Jla He ce cpxpansaBa Han 25°C.

He u3xBbpisTe nexkapcTBaTa B KaHaIM3alMATa WIM B KOHTEMHEpa 3a JoMallHu oTnaablu. [lonuraiite
Bamus dpapMmarneBT Kak Aa U3XBBPIATE JeKapcTBaTa, KOUTO Beue He U3Mon3Bare. Te3n MepKH 1e
CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa cpefa.

6. ChabpxaHue HA ONIAKOBKATA M JOIbJIHUTEIHA UH(POPMALUS

Kakso cbabpaxa Nemdatine
- AKTHBHO BEIIECTBO: MEMAHTHHOB XUAPOXJIOpHU. Beska ¢punmupana tabiaetka chabpika 15 mg
MEMaHTHHOB XHIPOXJIOPHI, CKBUBaJCHTeH Ha 12,46 mg MEMaHTHH.

- Apyru cveraBku: A0po na mabremxama: MUKPOKPUCTATIHA LENyJI03a, KPOCTIOBHIOH THIT A,
TaJK U Marae3ues creapar. Tabremua obeuska (onadpail 11 opanxces 33G23000):
xunpomesiosa 6¢P, tutanos auokcus (E 171), nakro3a MoHoxuapar, Mmakporosn 3350,
TPHUALIETUH U XeJle3eH OKCHJI )KBJIT, 4yepBeH U yepeH (E172).
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Kaxk w3rsne:xxaa Nemdatine u kakBo chIbpiKa onakoBKaTa
Nemdatine 15 mg punmupanu TabneTKH (TabIETKH) ca OPAHKEBH, OBATHH, JBOHHOM3ITBKHAIH, C
pasmep 11,4 mm X 6,4 mm, ¢ Hagnuc ,,M15”, rpaBupaH OT eAHATa CTpaHa.

Buoose onarxoexu
bructepu: 7, 42 u 98 ¢punmupanu TabIeTKH.

He Bcuuku BUIOBE OMAKOBKH MOTAT Jla ObJIaT IIyCHATH Ha T1a3apa.

IlputexaTen Ha pa3penieHHETO 32 yNoTpeda
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjorour

Ucnangus

IIpousBoauren
Actavis Ltd.
BLB 015-016 Bulebel Industrial Estate

Zejtun ZTN 3000
Manra

TEVA Gyogyszergyar Zrt.
Pallagi ut 13

Debrecen 4042

YHrapus

3a noIrBIHMTENHA HHPOPMAIHS OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MIPEICTaBUTEN Ha IPUTEXKATENS Ha Pa3peIIeHNeTo 3a ynoTpeba:

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Buarapus Luxembourg/Luxemburg
Tesa ®apma EAJ] ratiopharm GmbH
Tem: +359 24899585 Allemagne/Deutschland

Tél/Tel: +49 73140202
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o. Teva Gybgyszergyar Zrt.
Tel: +420 251007111 Tel: +36 12886400
Danmark Malta
Teva Denmark A/S Teva Pharmaceuticals Ireland
TIf: +45 44985511 L-Irlanda

Tel: +44 2075407117
Deutschland Nederland
ratiopharm GmbH Teva Nederland B.V.
Tel: +49 73140202 Tel: +31 8000228400
Eesti Norge
UAB Teva Baltics Eesti filiaal Teva Norway AS
Tel: +372 6610801 TIf: +47 66775590
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EAMada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi; +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EXLada
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

JlaTa Ha mocJeaHo mpepasriexaaHe Ha guctoBkata {MM /T'TTT?}

Apyru uzrounnum Ha nagopmauus

IToapo6Ha nHOpMAaIMs 32 TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara areHmnus

o JiekapcTBaTa http://www.ema.europa.eu/.
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JIncroBKka: nH(pOpMALMA 32 NALUEHTA

Nemdatine 5 mg ¢pumMupanu TadaeTKu
Nemdatine 10 mg ¢puamupanu TaéaeTkn
Nemdatine 15 mg ¢puamupanu TadiaeTku
Nemdatine 20 mg ¢puamupanu TadaeTKH
MeMaHTHHOB xuapoxyopuz (memantine hydrochloride)

IIpoueTeTe BHMMATEIHO SJIATA JIMCTOBKA MPeEIH 12 3aM04YHETE 1a MPpUeMaTe TOBA J1eKapCcTBo,

Thil KaTo T ChABbPKA Ba:xHa 3a Bac undopmanus.

- 3anaszere Ta3u JIUCTOBKA. MoXe J1a ce HAIOXKH J1a 51 TPOYETETe OTHOBO.

- AKO UMare HSKaKBH JIOBIHATEIHA BBIPOCH, TTornnTaiiTe Bamus nekap uinn GpapMarieBT.

- ToBa nekapcTBo € npennucaHo JuuHo Ha Bac. He ro npeorcTbnBaiite Ha ipyru xopa. To Moxe
Ja UM HaBpE€aHr, HE3aBUCUMO Y€ IMPU3HAIUTE HA TAXHOTO 336OJ15[B3H6 Cca ChIINUTE KATO Bamure.

- AKO TIONTyYuTe HIKAKBH HEXEIIAaHU peakluu, yBeaomeTe Bamus nekap uinu gapmanest. Toa
BKITIOYBA ¥ BCHYKY BH3MOKHU HEKEJIaH! PEaKIi, HEOIMCAHU B Ta3M JIUCTOBKA. BrxkTe
TO4Ka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasissa Nemdatine u 3a kakBo ce U3M0J13Ba
Kaxkso TpsiOBa na 3Haere, npenu na npuemere Nemdatine
Kak na npuemare Nemdatine

BB3MOXKHH HEKEIIAaHN PEaKIIuK

Kak na cexpanssate Nemdatine

ChbIppKaHKe HA OMAKOBKATA H JOMBIHUTEIHA HHPOPMALIHS

oarwNE

1. Kakso npeacraBasiBa Nemdatine u 3a kakBo ce u3noJs3Ba

Kaxk neiictea Nemdatine

Nemdatine csabpika akTHBHOTO BEIIECTBO MEMaHTHHOB Xuzpoxyopua. Nemdatine npunasiexu KbM
rpyna JeKapcTBa, U3BECTHH KaTO JISKAPCTBA MTPOTHB JIEMEHIIHSL.

3ary0ara Ha maMeTTa IpH OoJiecTTa Ha AJxaiMep ce JBbJDKU Ha HapyIIeHO H3IpallaHe Ha CUTHAJH B
MO3bKa. MO3BKBT ChABpKA Taka HapeueHuTe N-metmi-D-acmaprat (NMDA)-penientopu, KOUTO
ydJacTBar B MPEaBaHETO Ha HEPBHUTE CUTHAIIHM, KOUTO Ca BaXKHH 3a ydeHeTo u nmamerta. Nemdatine ce
OTHacs KbM IpyIia iekapcTBa, Hapeuenn NMDA -penienrropun anTaronucta. Nemdatine meiictsa
BBpXy Te3u NMDA-penentopu, kaTo nogoOpsiBa IpeiaBaHeTo Ha HEPBHUTE CUTHAHM U TaMETTa.

3a kakBo ce usnoassa Nemdatine
Nemdatine ce u3mon3sa 3a ledeHne HA BB3PACTHH MMAI[HEHTH C YMEPEHA IO TEXKKA CTEIEeH Ha OoIecTTa
Ha Anuxaimep.

2. Kaxso TpsoBa 1a 3Haete, npexu aa npuemere Nemdatine

He npuemaiitre Nemdatine
- aKo CTe aJepruYHi KbM MEMaHTHHOB XUIPOXJIOPHU WM KbM HSKOSI OT OCTaHAIUTE ChCTABKU HA
TOBA JIEKapcTBO (M30poeHH B ToUKa 6)

Ipeaynpe:xaeHus 1 NpeINa3sHu MEPKH

T'oBopete ¢ Bamust ekap winu dhapmarneBT, npeau aa npuemere Nemdatine

- aKo MMaTe WM HAKOTa CTe UMAITH CUIICIITHIHH I'bPUOBE

- aKo HaCKOpO CTe MpeKapank HHPapKT Ha MHOKapaa (Chbp/ACUCH yAap) WK aKo CTPaJaTe OT
3aCTOHA ChpCYHA HEJOCTATHYHOCT HITH OT HEKOHTPOJIMPAHA XUIICPTOHHUS (BUCOKO KPBHBHO
HaJISITaHe).
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B te3u cutyarum nedeHneTo TpsaOBa 1a ce HaOI01aBa BHUMATETHO U KIIMHUYHATA 110132 OT
Nemdatine na ce npeorieHsiBa pejoBHO OT Baius nekap.

AKko cTpanare ot 6p0pedHo yBpexaaHe (mpodiemu ¢ Op0pennte), Bammst nexap TpsiOBa BHUMATEITHO
Jia mpociesisiBa 0b0peuHataBu GyHKIMS 1 aKo € He0OX0IMMO CHOTBETHO J1a KOPUTHpa JO3UTE HA
MEMaHTHH.

EnHoBpeMenHaTa ynorpeba Ha JIeKapCTBEHUTE MPOAYKTH aMaHTaIuH (3a JieueHrne Ha 00JiecTTa Ha
[MapkuHCOH ), KeTaMUH (BEIIECTBO, KOETO 0OMKHOBEHO CE M3IIOJI3BA KaTO YIoiiKa), JeKcTpoMeTopdan
(0OMKHOBEHO ce M3IT0JI3BA 32 JICUeHHEe Ha Kanumiia) u Ha Apyru NMDA -antaronuctu TpsiOBa nia ce
n30sTBA.

Jlena v roHOIIM
Nemdatine e ce mpenopbyBa 3a ynorpeba 1mpw jelia ¥ IOHOIIM Ha BB3pacT moj 18 roaunu.

Opyru gexapcrBa u Nemdatine
TpsioBa na kakere Ha Bammst nekap win GpapMmareBT, ako pueMare, HaCKOpO CTe MpUEMaIH WiIH €
BB3MOXKHO J1a IPHEMATe JAPYTH JIeKapCTRa.

IMo-koukperno, Nemdatine mosxe na npoMeHn eekTUTe Ha CICAHUTE JISKAPCTBA, U MOXKE J1a €

HEoOX0MMOo Bammar siekap 1a Kopurupa go3aTra um:

- aMaHTaJWH, KEeTaMUH, JIeKCTpoMeTopdan

- JTaHTpoJIeH, 6akinodeH

- UUMETHINH, PAaHUTHINH, TIPOKaWHAMMU/, XHHUIWH, XHHUH, HUKOTHH

- XUIAPOXJIOPOTUA3U (MM BCAKAKBa KOMOMHALIUS C XUAPOXJIOPOTHAZH)

- AQHTUXOJIMHEPTUYHH CPE/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3ITOJI3BAT 3a JICUCHHE Ha
JBUTATECIIHA HAPYIICHUS WM YPEBHH CIIA3MH)

- AQHTHKOHBYJICAHTH (BELIECTBA, KOUTO CE M3IOJI3BAT 32 MPEIOTBPATABAHE WM JICYUEHUE Ha
I'bPYOBE)

- OapbuTypatH (BeIlecTBa, KOUTO OOMKHOBEHO C€ M3II0JI3BAT KAaTO MPHCITHBATEITHHN)

- JIOTIaMUHEPTUYHN arOHUCTH (BelecTBa kKato L-aoma, OpOMOKPUIITHH)

- HEBPOJICHITUIIN (BELIECTBA, KOUTO CE M3IOJ3BAT 32 JICUCHHE HA ICUXUYHN HAPYIICHHUS)

- NepopalTHi aHTHKOATyJIaHTH.

Axo nocteruTe B OOJHUIIA, YBEJOMETE JICKyBalHs Jiekap, 4e npuemare Nemdatine.

Nemdatine ¢ xpana u HAMUTKU

VYBenomere Bamms nekap, ako HACKOPO CT€ CMEHHJIM WIIM HMaTe HaMepEHHeE J1a CMEHUTE IPACTHIHO
XPaHUTEIHUS CH PEXKUM (HAIIpUMep OT HOpMaJlHA IMeTa KbM CTpOra BereTapuaHcka JIeTa) HilH aKko
cTpanare ot ObOpeuHa TyOyHa anumo3a (BTA, U3NMHUIIBbK OT BeleCTBa, 00pa3yBallld KUCSIIMHU B
KpBBTa MOpajau HapylieHa 0b0peyna ¢pyHKuus (J101mo QyHKIHOHUpaHe Ha OBOPENNTE)) WIH TEKKU
UHDEKIMY HA THKOYHUTE IBTHIIA, Thil KATO MOXKE JIa CE HAJIOKH KOPEKIIMS B JI03aTa Ha JISKAPCTBOTO.

BpemeHHOCT U KbpMeHe
AKo cTe OpeMeHHa Wil KbpMHUTE, CMATaTe, 9€ MOKE J1a CTe OpeMeHHa WM MIaHupaTe OpeMeHHOCT,

HOChBETBATE ce ¢ Bamus nexap i papmanesT peau ynorpedaTa Ha TOBa JIEKapCTBO.

BbpemenHocT
MeMaHTHH He ce MpernopbyBa 3a ynoTpeda npu OpeMeHHH KEHH.

Kbpmene
XKenu, xouto mpuemar Nemdatine, He TpssOBa 1a KbpPMSIT.
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Hlodupane u padoTa ¢ MAIIUHU:

Bammsr nekap me Bu kaxke nanu 3abonsBanero Bu mo3BosnsiBa 6e3omnacHo na modupare u aa
paborute ¢ Mammuu. Coiro taka, Nemdatine mosxe 1a mpomenu criocoonoctTa Bu 3a pearupane,
KOETO Ch3/1aBa OIMACHOCT MpH Modupane Win paboTa ¢ MAITHHH.

Nemdatine cbabp:ka JIaKT03a MOHOXUAPAT
Axo Barmust JICKap Bue KasaJl, Y€ UMaT€ HCIIOHOCUMOCT KbM HAKOM 3aXapu, MMOCHBETBAMTE C€ C HETO
HPE/IM J1a B3EMETE TO3H JICKAPCTBEH MPOAYKT.

3. Kak na npuemarte Nemdatine

Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsr nexap. AKo He CTe CUTYPHH B
HeIo, onuTaiTe Bamms nexap wmm hapMarienT.

Onaxkorkarta Nemdatine 3a 3armo4BaHe Ha JICUCHHE € MPEJHA3HAYeHA J]a Ce U3I0JI3Ba CaMO B HAYaJIOTO
Ha neyeHuero ¢ Nemdatine.

Jo3upoBka

[Ipenoppuntennara g03a 3a jgedeHne oT 20 mg AHEBHO Ce MTOCTUTA YPEe3 MOCTETIEHHO yBEINYaBaHe Ha
nozata Ha Nemdatine 1pe3 ObpBUTE 3 CEAMUIM OT JieueHneto. Cxemara Ha JICUeHHE € IIOCOYEHa ChII0
U BbPXY OIIAKOBKaTa 34 3alil04YBAHC HaA JICHCHUCTO. Bizewmaiite mmo c¢aHa TabyeTka BCIHDBK JHCBHO.

Cenamuna 1 (nen 1-7):
IIpuemaiitTe eqra TabneTka OT 5 mg BEAHBK AHEBHO (0s1a, OBaIHA) 32 7 THM.

Cenmuna 2 (neH 8-14):
[Ipuemaiite enna Tabnerka ot 10 mg BegHbxk qHEBHO (Os1a, ¢ hopMa Ha Karicyiia) 3a 7 JIHU.

Cenmuna 3 (meH 15-21):
[Ipuematite enHa Tabnerka ot 15 mg BeAHBX THEBHO (OpaH)KeBa, OBaIHA) 32 7 JAHU.

Cenmuna 4 (nen 22-28):
[Ipuemaiite eqna tabnerka ot 20 mg BeAHBXK JHEBHO (TBMHOPO30Ba, OBAJIHA) 3a 7 JHH.

Cenmuna 1 5 mg TabneTka

Cenmuna 2 10 mg Tabnerka

Cenmura 3 15 mg TabneTka

Cenvuna 4 u ciaen toBa | 20 mg TaOJIETKH BEAHBK JCBHO

Hoaabp:kama no3a
IIpenopbuutennarta qHeBHa 103a € 20 mg BEIHBX JHEBHO.
OTHOCHO NMPOIBIKUTETHOCTTA Ha JICYEHUETO, MOJISL KOHCYJITUpaiiTe ce ¢ Bamus nekap.

Jo3upaHe npy NanyeHTH ¢ HapyleHa 0b0peYHa GpyHKIUS

Ako nmare HapyIieHa Op0peuna GyHKIws, BammsaT nexap mie npeneHn KakBa 103a € MoIX0 1A 32
Bamrero cbcrosiHre. B To3u citydait mekapsat TpsidBa nma mpociensiBa 0b0peunata Bu GyHkmms mpes
OTIpee/ICHH HHTEPBAJIH.

IIpunoxkenue

Nemdatine Tps6Ba a ce mpuema mmpe3 ycrata BEIHBX JHEBHO. 3a J]a UMaTe M0JI3a OT JISKAPCTBOTO,
Tpsi0Ba J1a ro B3eMaTe PeAOBHO, BCEKU JIEH 110 €JHO U CHIO BpeME Ha JeHoHoumeTo. TabneTkure
TpsiOBa Ja ce MOTIbLIAT C MAJIKO BoAa. TabmeTkure Morat J1a ce mpueMar chC Win 0e3 XpaHa.
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IIpoabKNTEJTHOCT HA JeYEHHETO
[poxwmxasaiite na mpuemare Nemdatine, 1okaro umare mosisa ot Hero. BamusT jgekap tpsiOBa na
IIPEOLICHABA PEIOBHO JieueHneTo Bu.

AKo cTe TIpueJu oBeve oT HeoOxoaumara no3a Nemdatine

- OOMKHOBEHO ITPHEMAHETO Ha MpeKajeHo rojgeMu koandectsa Nemdatine ne 6u TpsoBao na Bu
HaBpean. Moske J1a ce 3aCHIIAT HIKOW CHMIITOMH, TOCOYSHH B TOUKa 4. ,,Bb3MOKHU HEXeTaH!
peakuuu’.

- Axo npuemere Nemdatine B 103a, MHOrOKpaTHO TO-BUCOKA OT MPEIIMCaHATa, CBBPKETE CE C
Bamus nexap uinu noTbpcere MEAUIIMHCKA KOHCYITAUA, Thid KaTO MOXE Jla C€ HYKIAeTe OT
MEIUIHCKA TIOMOLI.

Axko cTe npomycHaiu 1a npuemere Nemdatine

- Axo oTkpuere, 4e cTe 3a0paBuiin aa npuemere no3ata cu Nemdatine, usuyakaiite u npuemere
clieqBaIiara j103a B 00M4aiiHOTO BpeMe.

- He B3emaiite qBoiiHA /1034, 3a J1a KOMIIEHCHUpATE MPOIycHaTaTa J03a.

AKO UMaTe HSIKaKBH JOMBJIIHUTEIHN BBIIPOCH, CBBP3aHU C YIOTpedaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Bammmst mexap wnm gapMareBT.
4, Bb3MOXKHY HeKeJIaHU pPeakiuu

Kakro Bcuuku JICKapCTBa, TOBA JIEKAPCTBO MOXKE J1a IPCAU3BUKA HEKECJIaHNU PCAKIINU, BBIIPEKU Y€ HE
BCCKMU I'M I10JTy4aBa.

OOuKHOBEHO, HAOMIOJaBaHNUTE HEXKETaHU JICKAPCTBEHU PEaKIHH ca JEKH A0 YMEPEHH.

Yectu (3acsarar ot 1 1o 10 ga 100 morpedburenn):

- I'maBoOosKe, CHHIUBOCT, 3aII€K, TOBUIIICHH CTOMHOCTH Ha YEPHOAPOOHUTE CH3UMH, 3aMastHOCT,
HapYyIICHUE Ha PAaBHOBECHUETO, 33yX, BUCOKO KPHBHO HAIIATAHE U CBPBXUYBCTBUTEIHOCT KbM
JICKapCTBa

Heuectu (3acsrar ot 1 mo 10 Ha 1 000 morpedburenn):
- YmMopa, reonyH nHGEKINH, 00bPKAHOCT, XATIOIMHALINY, TOBPBIIaHe, HApyIlIeHa MTOX0Ka,
ChpJICYHA HEIOCTAThYHOCT U ChCUPEK BBB BeHa (TpoMO03a/TpoMO0eMO0THU3HM )

Mauoro peaku (3acgrar no-mainko or 1 ga 10 000 norpedurenu):
- I'bpuose

C HeunsBecTHA yecToTa (0T HAIMYHATE JJAHHYU HE MOJKE /12 ObJic HAIIPpAaBEHA OLICHKA HA YECTOTAaTa):
- Bn3naneHve Ha maHkpeaca, Bb3MAJICHUE HA YePHUS P00 (XSMaTUT) ¥ MCUXOTUYHU PEaKIIUH.

Bonectra Ha Anxaiimep ce CBbp3Ba C ACTpecusi, CyULIUAHN MUCIIU U OIIUTH 3a camoyOuiicTBo. Te3n
CHOUTHS ca ChOOLIABAHU MPH MALMEHTH, JIEKYBaHU C MEMAHTHH.

Cho0muaBaHe HA HEXKEJIAHU PeaKINA

AKO TIONTyuHTe HIKaKBH HEXeJlaHU JIEKAPCTBEHU PeaKInd, yBeqoMeTe Bamms nexkap, papManeBT uin
MEMIIMHCKA cecTpa. ToBa BKIIIOUBA BCUYKHM Bh3MOKHH HEOIMCAHH B Ta3U JINCTOBKA HEXKEJIAHU
peakiuu. MoeTe ChIIO Ja ChOOIIUTE HeXKEIIAaHU PEaKIIUU TUPEKTHO Ype3 HAllMOHATHATA CUCTeMa 33
choOImaBane, mocoyena B [lpmnoxkenue V. Kato cho0ImaBaTe He)KeNaH! peakiiy, MOXKeTe Ja JaieTe
CBOSI TIPHHOC 32 TTOJTydaBaHe Ha moBede HH(GOpMAaIHI OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanssate Nemdatine

ﬂa CC ChbXpaHsdaBa Ha MACTO, HCJOCTHIIHO 34 [C1a.
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He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOAHOCT, OTOEINsA3aH BhPXY KapTOHEHAaTa KyTHS H
ommcrepa ciren "T'omer 10:". CpoKbT HAa TOTHOCT OTTOBaps Ha TIOCICAHIS ICH OT IIOCOYCHHUS MECEII.

Ja He ce cpxpansaBa Han 25°C.

He U3XBBPJATE JICKAPCTBATA B KaHAJIW3alUATa WA B KOHTCﬁHGpa 3a JOMAalIHHU OTIIaaAbIIH. Ilonuratite
Bamms (bapMaI_IeBT KakK [1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IIOJI3BATC. Te3n MCPKH 1€
CIIOMOI'HaT 3a OIla3BaHC€ Ha OKOJIHaTa Cp€aa.

6. Cbabp:xaHue HA ONAKOBKATA M IONbJIHUTEIHA HHPoOpMaIUA

Kakso cpabp:ka Nemdatine

- AKTHBHO BEIIIECTBO: MEMAaHTHHOB XHUApoxJiopua. Beska ¢pmnmupaHna tabnerka cbabpxa 5, 10,
15 wm 20 mg MeMaHTHHOB XUAPOXJIOpHI, ekBuBaneHTHH Ha 4,15, 8,31, 12,46 nim 16,62 mg
MEMAaHTHH.

- Hpyru cecraBku 3a Nemdatine 5, 10, 15 u 20 mg punMupanu tabnetku: A0po na
mabaemxama: MAKPOKPHCTAITHA I1eTyJI03a, KPOCTIOBUIOH THIT A, TaJK M MarHe3ueB cTeapar.
Tabremna obsuska: xunpomenosa 6¢P, Turanos nuokcnn (E 171), nakroza MOHOXHApAT,
Mmakporon 3350 u Tpuanerun. Tabnerkure ot 15 mg, OCBeH TOBa, ChABPKAT KBJIT, YSPBEH U
yepeH xene3eH okcup (E172). Tabmerkute ot 20 Mg oCBeH TOBa, ChABPKAT YEPBEH U HKBIT
skene3en okcup (E172).

Kak maraeskaa Nemdatine u kakBo chIbp:ka 0MaKOBKATA

Nemdatine 5 mg ¢punmupanu Tadbaetku (TabneTkn) ca Oesu, OBaHH, TBOHHOM3IIBKHAIHN, C pa3Mep

8 mm x 4,5 mm, ¢ Haanuc ,,M5”, rpaBupaH OT eHATa CTPaHa.

Nemdatine 10 mg ¢uamupanu Tabnetku (tabieTkn) ca 6enu, ¢ hopma Ha Karcyia,
JBOWHOM3ITBKHAIH, pazMep 9,8 mm X 4,9 mm, ¢ nenurenna yepra u Haamuc ,,M 107, rpaBupan BEpXy
CTpaHaTa ¢ JIeJIMTeNIHA YepTa.

Nemdatine 15 mg ¢punmupanu TabneTku (TabIETKH) ca OpaH)KEBU, OBAJIHH, IBOHHOMU3IIBKHAIH, C
pasmep 11,4 mm X 6,4 mm, ¢ Haamwuc ,,M15”, TpaBupaH OT eIHATA CTpaHa.

Nemdatine 20 mg puamupanu TabaeTku (TabIETKH) ca TBMHOPO30BH, OBAJTHH, JBOHHOM3ITBKHAIH, C
pasmep 12,6 mm X 7 mm, ¢ Haanuc ,,M20”, rpaBupaH OT eIHaTa CTpaHa.

Enna omakoBka 3a 3armo4BaHe Ha JICYSHUETO ChAbpka 28 TabneTku B 4 OucTepa B ONIAKOBKA THIT
L, IOPT(hEi* K rpynoBa omakoBKka oT 4 Onuctepa B 4 OTAeTHH KAPTOHEHU KYTHH U €JHa BHHIITHA
KapTOHEHa KyTHsl, chabpikama 7 Tabnetku Nemdatine 5 mg, 7 Tabnerku Nemdatine 10 mg,

7 tabnetku Nemdatine 15 mg u 7 Tabnetku Nemdatine 20 mg.

IIpuTekaTes Ha pa3pelieHHeTO 32 ynoTrpeda
Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour
Ucnaunus

IIpousBoaure
Actavis Ltd.
BLB 015-016 Bulebel Industrial Estate

Zejtun ZTN 3000
Manta

TEVA Gyogyszergyar Zrt.
Pallagi ut 13

Debrecen 4042

Yurapus
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3a AOMBIHUTETHA HHPOPMAITUSI OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
HPECTaBUTEI Ha TIPUTEKATENS Ha pa3pelIeHUETOo 3a yrnoTpeda:

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Bbbarapus
Tesa ®apma EA/]
Ten: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EAMada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi; +354 5503300

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
ratiopharm GmbH
Allemagne/Deutschland
Tél/Tel: +49 73140202

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska

Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos, Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911



Italia Suomi/Finland

Teva ltalia S.r.l. Teva Finland Oy

Tel: +39 028917981 Puh/Tel: +358 201805900

Kvmpog Sverige

TEVA HELLAS A.E. Teva Sweden AB

EALGS L Tel: +46 42121100

TnA: +30 2118805000

Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Accord Healthcare Ireland Ltd.

Tel: +371 67323666 Ireland

Tel: +353 214619040

JlaTa Ha mocJeaHo mpepasriexaaHe Ha guctoBkata {MM /I'TTT?}
JApyru u3rouyHuuy Ha nHGopManus

IToapo6Ha nHOpMAaIKs 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHnus
1o JiekapctBata http://www.ema.europa.eu/.
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JIncroBka: nH(pOpMALMA 32 NALUEHTA

Nemdatine 20 mg ¢punmupanu TadaeTKu
MeMaHTHHOB xuapoxyopua (memantine hydrochloride)

IIpoyeTeTe BHUMATEIHO LSLJIATA JUCTOBKA MPeIH a 3aN0YHeETe 1a pueMaTe TOBa JIEKAPCTBO,

Thil KaTo TS ChbABbPKA BaxkHa 3a Bac undopmanus.

- 3ana3zere Ta3u JIUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO mMaTe HSIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONIMTalTe Bamms nexap nim apmarenT.

- ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro nmpeorcrbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBPEIlY, HE3aBUCHMO Y€ TIPU3HAIIUTE Ha TSIXHOTO 3a00JIsIBaHE ca ChIIUTE KaTo BamuTe.

- AKo Toy4uTe HIKAKBH HE)XXETIAaHW PeaKIny, yBenpomere Bammms nexap nim papmanest. Tosa
BKJIFOYBA M BCUUKH BH3MOKHH HEXKEJIaHHU PEaKIINK, HEOUCAaHH B Ta3H JIMCTOBKA. BiokTe
TOuKa 4.

KakBo cbIbpika Ta3u JIHCTOBKA

Kaxkso npencrasissa Nemdatine u 3a KakBo ce W3M0J13Ba
Kaxkso TpsibBa na 3uHaete, npenu na npuemere Nemdatine
Kaxk ma nmpuemare Nemdatine

Bb3MOKHM HEXKETaHU PEAKIHH

Kak na cexpansisare Nemdatine

ChIrbprkaHre Ha OTMIAKOBKATA U JOMBJIHUTEIHA HHPOpMAIIUS

oaprLNE

1. Kaxkpo npeacrasiassa Nemdatine u 3a kakBo ce u3noJi3Ba

Kaxk neiictsa Nemdatine

Nemdatine csabpika akTHBHOTO BEIIECTBO MEMAHTHHOB Xuapoxyopua. Nemdatine mpunamexn KbM
rpyna JeKapcTBa, U3BECTHH KaTo JISKAPCTBA MTPOTHB JIEMEHIIHSL.

3ary0ara Ha maMeTTa IpHu OoJiecTTa Ha AJIXaiMep ce IBbJDKU Ha HapyIIeHO M3IpallaHe Ha CUTHAJIH B
MO3bKa. MO3BKBT chABpKa Taka HapedeHuTe N-metun-D-acmaprat (NMDA)-penentopu, KOUTo
ydacTBar B MPEaBaHETO Ha HEPBHUTE CUTHAIHM, KOUTO ca BaXKHH 3a ydeHeTo u nmamerra. Nemdatine ce
OTHacs KbM I'pyIia JiekapcTBa, Hapedenn NMDA-penienrropuu anTaronucta. Nemdatine meiictsa
BBpXy Te3u NMDA-penentopu, KaTo moao0psBa MpeaBaHeTo Ha HePBHUTE CUTHAIN U ITAMETTA.

3a kakBo ce usnosassa Nemdatine
Nemdatine ce usmosn3sa 3a jledeHne HA BB3PACTHH MMAIHEHTH ¢ YMEPEHA JI0 TEKKA CTEIEeH Ha OoecTTa
Ha Anuxanimep.

2. KaxBo TpsioBa 1a 3Haete, npeau aa npuemere Nemdatine

He npuemaiite Nemdatine
- aKo CTe aJepruYHi KbM MEMaHTHHOB XUIPOXJIOPHUJI WIIK KbM HSKOSI OT OCTaHAINTE ChCTABKU HA
TOBA JIEKapcTBO (M30poeHH B TouKa 6)

Ipenynpesxkaenns u npeANa3sHu MepKU

T'oBopete ¢ Bamust jekap i apmareBT, npeau aa npruemere Nemdatine

- aKO MMaTe WM HAKOTa CTE MMANU eNWICITHYHHA I'bPUOBE

- aK0 HACKOPO CTe MpeKapaiy HHPapKT Ha MHOKap/a (ChbpACUeH yaap) WIA aKo CTPamaTe OT
3acTOMHA Chp/ICYHA HEJJOCTATHYHOCT MM OT HEKOHTPOJIHMPaHa XUTIEPTOHUSI (BUCOKO KPHBHO
HaJsTaHe).

B Te3u cuTyanuu jgeyeHnero TpsdBa aa ce HaOIr01aBa BHUMATEIHO U KIIMHAYHATA 110J13a OT
Nemdatine ma ce mpeorieHsiBa peoBHO 0T Barmus jekap.
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AKko cTpamare ot 0b0pedHO yBpexaaHe (podiemu ¢ 0p0penute), Bammst nexap TpsiOBa BHUMATEITHO
Ia mpocessiBa 0b0peunara Bu ¢pyHkuus n ako e Heo0X0JMMO CHOTBETHO J1a KOPUTHPA I03UTE Ha
MEMaHTHH.

EnnoBpemeHHaTa yrorpe0da Ha JIeKapCTBEHUTE MPOIYKTH aMaHTaIWH (32 JIedeHue Ha OoJecTTa Ha
[MapkuHCOH ), KeTaMUH (BEIIECTBO, KOETO OOMKHOBEHO CE M3IOJI3BA KaTO YIoiiKa), JeKcTpoMeTopdan
(0OMKHOBEHO Ce M3IT0JI3BA 32 JICUCHHEe Ha Kanumiia) U Ha aApyru NMDA -antaronuctu TpsOBa nia ce
n30sTBa.

Jleua v roHOIIH
Nemdatine e ce mpenopbyBa 3a ynmorpeba IpH jelia 1 IOHOIIM Ha BB3pacT moj 18 roaunu.

Jpyru aexapcrea u Nemdatine
TpsiOBa na kaxxeTe Ha Bamus iekap win papMaieBT, ako IpueMare, HaCKOpo CTe MPUEMaIH U €
BBH3MOXKHO JIa TpUeMaTe APYTHU JICKapcTBa.

IMo-koukperno, Nemdatine mosxe na npoMeHu eekTUTe Ha CICAHUTE JISKAPCTBA, U MOXKE J1a €

HEoOX0oqMOo Bamusr jiexkap 1a Kopurupa Jgo3ata um:

- aMaHTaJMH, KeTaMUH, JIeKcTpoMeTopdan

- JTAHTpoJIeH, OakinodeH

- OUMETUAVH, paHUTUIWH, IPOKAaUHAMU, XUHUAWH, XUHUH, HUKOTUH

- XUAPOXIOPOTUA3H] (MITH BCSIKAKBA KOMOMHALIUS C XHIPOXJIOPOTHA3HUT)

- AQHTUXOJMHEPTUYHH CPE/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3IIOJI3BAT 3a JICUCHHE Ha
JIBUTATETHU HAPYIICHUS WK YPEBHU CIIa3MHU)

- AQHTUKOHBYJICAHTH (BEILIECTBA, KOUTO CE U3MOJI3BAT 3a IPEIOTBPATSIBAaHE WM JCUCHHUE Ha
I'bPYOBE)

- GapOuTypartu (BEIEeCTBa, KONTO OOMKHOBEHO C€ M3IOI3BAT KAaTO IPUCIINBATEITHH)

- JONIAMUHEPTHYHU arOHKUCTH (BellecTBa Kato L-moma, GpOMOKPHIITHH)

- HEBPOJICNTUIIM (BEIIECTBA, KOMTO CE M3IIOJI3BAT 32 JICUCHNE Ha ICUXUYHU HAPYyIICHUS)

- HepOPaTHU AHTUKOATYJIAHTH.

Axo nocteruTe B OOJHUIIA, YBEJOMETE JICKyBallHs Jiekap, 4e npuemare Nemdatine.

Nemdatine ¢ xpana u HAIIUTKHU

YBenomere Bammst gexap, ako HACKOPO CT€ CMEHWIIM MJIM UMaTe HaMepeHHUe Ja CMEHUTE JPACTHIHO
XPaHUTENHUS CH PEKUM (HaIllpUMep OT HOpMallHa TMeTa KbM CTpOra BereTapuaHcKa AUeTa) UiIH ako
cTpazate oT Ob0peuna TyOynHa anuao3a (BTA, H3nuIIbK OT BeecTBa, 00pa3yBallly KUCEIUHH B
KpBBTa MMOpajau HapylieHa 0b0peyna ¢pyHKuus (J101mo QyHKIMOHUPaHe Ha OBOPENNTe)) UITH TEKKU
MH(EKIMY Ha TMKOYHUTE IBTUINA, Thil KATO MOXeE J]a C€ HAJIOXKU KOPEKIIMA B 103aTa HA JIEKapCTBOTO.

BpemMeHHOCT U KbpMeHe
AKo cTe OpeMeHHa WM KbPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH TIaHupaTe OpeMEHHOCT,
nochBeTBaiTE ce ¢ Bamus nexap wiu GapmaneBT mpeau ynoTpedaTa Ha TOBa JIEKapCTBO.

BpemenHocT
MeMaHTHH He ce MpernopbyBa 3a ynoTpeda npu OpeMeHHH JKEHH.

Kbpmene
Kenwu, xouto npuemar Nemdatine, e TpsiOBa 1a KbPMSIT.

Ilo¢pupane u padoTa ¢ MAIIUHU:

Bammsr nekap e Bu kaxke nanu 3abonsBanero Bu mo3BosnsiBa 6e3omacHo na modupare u aa
pabotute ¢ mammau. Chino taka, Nemdatine mosxe 1a npomenu criocooHoctTa Bu 3a pearupane,
KOETO Ch3/1aBa OMACHOCT MpH ImodupaHe win paboTa ¢ MaIIuHA.
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Nemdatine cpabp:ka J1aKT03a MOHOXHIPAT
Axo Bammusr nexap Bu e kazai, e uMate HeIOHOCUMOCT KbM HSAKOU 3aXapH, IOCHBETBAIOUTE C HETO
MpeIu Ja B3eMeTe TO3U JIEKApCTBEH MPOAYKT.

3. Kaxk na mpuemate Nemdatine

Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsr nexap. AKo He CTe CUTYPHH B
HeIo, monuTaiTe Bamms nexap wim dhapMarienT.

Jo3upoBka

IMpenopbunrtennara qo3a Nemdatine 3a Bb3pacTHH U MAIMEHTH B cTapyecka Bb3pacT ¢ 20 mg BeIHBK
JHEBHO. 3a 1a Ce HaMaJIi PUCKBT OT HEXKEJIaH! JIEKapCTBEHU PEaKLMH, Ta3U 103a Ce IIOCTUTa
MOCTENEHHO, 110 CJIEJJHATa JHEBHA CXE€Ma Ha JIeueHue. 3a MOCTENEHHOTO YBEINYaBaHE Ha Jj03aTa Ce
npeanaraT TabJaeTKy, ChABPKALIM Pa3INYHO KOJINYECTBO JIEKAPCTBO.

B HavasnoTo Ha nedenuero Bue mie 3amounere aa B3emare Nemdatine 5 mg ¢punmupanu tabierku
BEJHBK IHEBHO. Ta3u /103a ce yBennyaBa BCsIKa CeAMHUIIA € TI0 5 mg 70 JOCTUTaHe Ha
nmpenopbpUnTeTHaTa (MMoAabpkama) no3a. [IpenopruntenHaTa moaabppxkaa m1o3a ¢ 20 mg BEIHBK
JTHEBHO, KOETO C€ MOCTUTA B HAYAJIOTO Ha 4-TaTa CeJAMHIIA.

Jdo3upaHe npyu NauMeHTH ¢ HapylueHa 0bOpeyHa GyHKUUA

Axko nMaTte HapymeHa Ob0peuHa GyHKIuMs, Bamusr jiekap 1ie npereHy Kaksa J103a € MoAxo/IsIa 3a
Bamrero cbcrosiHre. B To3u citydait mekapsat TpsaOBa ma mpocienssa Ob0peunara Bu GyHkmus mpes
OTIpeIeTICHN WHTEPBAJIH.

IIpuno:xkenue

Nemdatine TpsioBa aa ce mprema npe3 ycraTa BeIHBX AHEBHO. 3a J1a UMaTe Moj3a OT JISKapCTBOTO,
TpsiOBa Ja rO B3eMare peA0BHO, BCEKHU JICH 110 €HO ¥ CHI0 BpeMe Ha JIeHOHoIreTo. TabneTkure
TpsIOBA Ja ce MOTIBINAT ¢ MAIKO BoJa. TabJIeTKUTe MOTaT Aa ce prueMaT Che Wi 0e3 xpaHa.

Ipoab/sKNTEIHOCT HA JIeYEeHUeTo
[Ipoapmxkasaiite na mpuemate Nemdatine, 1okato uMare moj3a oT Hero. Bammwmst jgekap TpsoBa na
MIPEOLIEHABA PEIOBHO JieueHneTo Bu.

AKoO cTe mpueH moBedye oT HeodxoaumaTa a103a Nemdatine

- OOGUKHOBEHO MPUEMAHETO Ha MpeKajieHo rojeMu konnuectsa Nemdatine ne 6u TpsioBaio 1a Bu
HaBpeau. MosKe a ce 3aCHIIAT HAKOW CUMITTOMH, TIOCOYEHH B TouKa 4. ,,Bb3MOXKHHU HEXKEIaHH
peakuuu‘.

- Axo npuemere Nemdatine B 7103a, MHOTOKpaTHO TI0-BHCOKa OT TPEHCAHATa, CBBPXKETE CE C
Barmust siekap wix HoTbpceTe MEAUIIMHCKA KOHCYITAIMS, Thil KATO MOYXE J1a C€ HYKIaeTe OT
MEIUIIUHCKA TTOMOIII.

AKko cTe mpomycHaym 1a npuemere Nemdatine

- Axo oTkpuerTe, ye cTe 3abpaBiin aa npuemere qo3ata cu Nemdatine, usuakaiite u npuemere
clie/iBaIara 103a B 00M4aifHOTO Bpeme.

- He B3emaiiTe fBOiHA 7034, 3a J]a KOMIIEHCHpATE TPOITyCHATATA JI034.

AK0 UMaTe HIKaKBU JOMBJIHUTEIHN BBIIPOCH, CBbP3aHU C yroTpebara Ha TOBa JICKAPCTBO, MOMUTANTE

Bamus siexap wiu gpapMarienT.

4, Bb3MOKHH HeKeJTaHU peakuuuu

KakTo BcHukm JICKapCTBa, TOBA JICKAPCTBO MOKE [1a IPCAU3BUKA HCIKCIIAHNU PCAKIIUU, BBIIPCKU Y€ HC
BCCKH I'l I10JTy4aBa.
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O6I/IKHOB6H0, Ha6J'IIO,Z[aBaHI/IT€ HCXKCJIaHU JICKAPCTBCHU PCAKIINU Ca JICKHU 10 YMCPCHHU.

Yectu (3acsarar ot 1 10 10 va 100 morpeduTenn):

- I'maBoOonMe, CHHIMBOCT, 3alleK, TOBHUIIICHH CTOMHOCTH HA YEPHOAPOOHUTE SH3UMU, 3aMastHOCT,
HapyIICHUE Ha PABHOBECHETO, 331yX, BACOKO KPHBHO HAIITAHE U CBPBXIYBCTBUTEIHOCT KBM
JICKapCTBa

Heuectu (3acsrar ot 1 g0 10 Ha 1 000 norpeburenn):
- YMopa, re0ndHu HHPEKIHH, O0bPKAHOCT, XAIIOUUHALIMH, TOBPBIIaHE, HApYyIIeHa TOX0AKa,
ChpJIeYHa HEIOCTAThYHOCT U ChCUPEK BHB BeHa (TpoMO03a/TpoMO0eMOOITHU3BM)

Maoro penxu (3acarat no-Maiuko ot 1 ga 10 000 morpedburenn):
- I'spuoBe

C Hew3BecTHA YecTOTa (OT HAJMYHWUTE JAHHKM HE MOJKE J1a ObJic HApaBeHa OIEHKA Ha YeCTOTATa):
- Br3nanenne Ha maHkpeaca, Bh3IajeHHe Ha YepHHS Apo0 (XEmaTuT) U IMCHXOTHYHA PEaKITHH.

Bonectra Ha AmixaiiMep ce CBbp3Ba C ICTIPECHs, CYUIIUIHN MUCITH W OITUTH 3a caMOoyOHuiicTBO. Te3n
CHOWTHS ca CHOOIIaBaH! MPHU MAMEHTH, JIEKyBaHA C MEMAHTHH.

Cpo0LiaBaHe HA He)KeJIAaHU PpeaKIuu

AKO TIOTyuYnTe HSIKAaKBU HE)KEJIaHU JICKAPCTBCHH PEaKIiy, yBeaoMeTe Bamms nexap, GpapMaeBT wWin
MEOUIMHCKa CECTpa. ToBa BKJIIOUBA BCUYKH Bb3MOKHH HEONKMCAHU B Ta3H JIMCTOBKA HEXKEIJIAHU
peakiuy. MoxeTe ChIIo /1a ChbOOIUTE HeXeNaH! PEaKkIuy TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 32
crobmIaBane, mocodeHa B Ilpunoxkernne V. Kato cro01aBare HeXXeTaHA PEaKIIny, MOYKETE Jla TaIeTe
CBOSI PUHOC 3a TI0JIy4YaBaHe Ha MoBede MH(OPMAIUs OTHOCHO 0€30MMaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na coxpansiBate Nemdatine
Jla ce chXpaHsiBa Ha MSCTO, HEJIOCTBITHO 32 JIEIa.

He u3non3Baiite TOBa JIGKapCTBO CIIE] CPOKA HA FOJHOCT, OTOEIA3aH BbPXY KapTOHEHATa KYTHS,
onmucTepa win etukera Ha OyTuikata cien "ToneH 10:" CpoKbT Ha TOJTHOCT OTrOBaps Ha MOCICIHUS
JIEH OT IIOCOYECHHUS Mecell.

Ja He ce chxpansiBa Han 25°C.

<[Camo 3a HDPE 6ymunxama:]>
Ja ce m3nomsBa g0 100 mHU ciiem oTBapsHE.

He u3xBbpiisite iekapcTBaTa B KaHAIM3AIMATA WIK B KOHTCHHEPA 3a JJOMAIIHK OTrnanbiu. [lomuraiite
Bamus dpapmarneBT Kak 1a U3XBBPIATE JeKapcTBaTa, KOUTO Bede He M3moi3Bare. Te3n MepK e
CIIOMOTHAT 3a Ola3BaHEe Ha OKOJIHATa cpejia.

6. ChabprkaHue HA OMMAKOBKATA H JOMbJIHUTETHA HH(OPMAIIHS

Kaxkpo cpabp:ka Nemdatine
- AKTHBHO BEIIIECTBO: MEMaHTHHOB XHIpOoXiIopua. Beska pummupana tabnerka cpabpika 20 mg
MEMAaHTHHOB XHIPOXJIOPH, CKBUBaJICHTEH HA 16,62 mg MEMaHTHH.

- Hpyru ceeraBku: Aopo Ha mabremkama: MUKPOKPUCTATHA [IETyJ103a, KPOCIIOBUIOH THTT A,
TaJIK ¥ MarHe3ues creapart. Tabremua obsuska (onaopaii Il pozos 33G240000):
xunpomenosa 6¢P, tutanos auokcup (E 171), nakroza moHoxuapar, Mmakporon 3350,
TPHUALIETUH U YePBEH U XKBJIT kJe3eH okeun (E 172).
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Kak m3raexxaa Nemdatine m kakBo chabp:ka onaKkoBKaTa
Nemdatine 20 mg ¢punmupanu TabneTKH (TabJIETKH) ca ThMHOPO30BH, OBATHH, JABOHHOM3IIBKHANH, C
pasmep 12,6 mm X 7 mm, ¢ Haamuc ,,M20”, TpaBupaH OT eHaTa cTpaHa.

Buoose onakosku

bmacrepu: 28, 42, 56 u 98 dumMupaHu TabICTKH.

Byrunka: 100, 130*, 250* u 500* ¢punmupanu TabaeTKu.

* npeonasHaueHu camo 3a YyeHmpoage, @ KOUMo 1eKapcmeama ce OmnycKam noomoenHo 3a 6cexu
nayuenm, pasnpeoenenu 8 OmoeIHu ONAKOBKU 3d 6CEKU Npuem

He Bcnuknu BHUIOBC OIMAKOBKHU MOrart aa 6T>,Z[aT IIyCHATH Ha ma3apa.

IIpuTeskaTesn HA pa3pelIeHUETO 32 ynorpeda
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjorour

Ucnannus

IIpoussogure
Actavis Ltd.
BLB 015-016 Bulebel Industrial Estate

Zejtun ZTN 3000
Manra

TEVA Gyogyszergyar Zrt.
Pallagi Ut 13

Debrecen 4042

YHrapus

3a HOMBIHUTETHA HHPOPMAIHSI OTHOCHO TOBA JIGKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHUS
MPECTABUTEN Ha MPUTEXKATEINS Ha Pa3pelieHHeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Bouarapus Luxembourg/Luxemburg
Tepa ®apma EAJT ratiopharm GmbH
Ten: +359 24899585 Allemagne/Deutschland
Tél/Tel: +49 73140202
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o. Teva Gyogyszergyar Zrt.
Tel: +420 251007111 Tel: +36 12886400
Danmark Malta
Teva Denmark A/S Teva Pharmaceuticals Ireland
TIf: +45 44985511 L-Irlanda
Tel: +44 2075407117
Deutschland Nederland
ratiopharm GmbH Teva Nederland B.V.
Tel: +49 73140202 Tel: +31 8000228400
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Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EALada
TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EAAGSQ
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romaéania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

JaTa Ha mocjeaHo npepasriexaade Ha gucrtoBkata {MM/I'TTT}

Apyru uzrounnum Ha nagopmanus

Ho,upo6Ha I/IH(l)OpMaHI/ISI 3a TOBa JICKApPCTBO € MMPEAOCTAaBCHA HA ye6ca17ITa Ha EBpOHCﬁCKaTa arcHnus;

1o JiekapcTBaTa http://www.ema.europa.eu/.
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