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KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MewmanTun Accord 10 mg ¢punmupanu TabieTKu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika punmupana tadbnetka chappika 10 mg MemMaHTHHOB Xuapoxiopua (memantine hydrochloride),
€KBUBAJIEHTHO Ha 8,31 mg MeMaHTHH.

ITomonIHO BENIecTBO ¢ U3BECTHO JICHCTBUE: BCsAKa (pumMupaHa Tabierka chabpika 183,13 mg makroza
(KaTo MOHOXHIPAT).

3a IbIHUSA CIIMCHK Ha IIOMOIITHHUTE BECIICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Oduimvupana TabieTka.

Bsina, npobiiroBara, 00BHUTa TabJIETKA C JICIUTEIHA YePTa, C BIIbOHATO penedHo o3HaueHue ,,MT” Ha
e/iHaTa, pa3/esieHoO OT JeuTeNHaTa yepra | ,,10“ Ha 1pyrara cTpaHa, pa3elieHo OT JSTUTEHATA YepTa.
TabmeTkara Moxe a Oblie pa3zeiicHa Ha ABE PaBHU JTO3U.

4, KJIMHUYHHU JAHHHU
4.1 TepaneBTUYHHU NOKA3aAHUSA
Jleyenue Ha MaMEHTH C YMEPEeHa JI0 TeXKa CTEIeH Ha 0ojecTTa Ha Anixaiimep.

4.2  J1o3upoBKa U HAYMH HA MPUJIOKEHHE

2 lO3I/I[!OBKa

Jleuenuero TpsiOBa a ObJe 3aMM0YHATO U HAOIIOAABAHO OT JIEKAp, C ONUT B IUATHOCTUIIMPAHETO H
JICYCHUETO Ha JIEMEHIMITa Ha AmxaiiMep. JledeHneTo TpsOBa 1a 3all09HEe cCaMO aKo UMa JIUIE, KOETO
Jla ce TPYKH 32 OOJTHMSI U PEJIOBHO JIa CJICU MPUeMa Ha JICKAPCTBEHHS MTPOYKT OT MAI[UCHTA.
Junarnosara tpsiOBa ga ObJle TOCTaBeHa B ChOTBETCTBUE ChC ChBPEMEHHUTE TUATHOCTHYHU TIPUHITHIIH.
IToHocuMocTTa U TO03UPOBKATAa HAa MEMAHTHH TpsOBa 11a ObIAT MPEOICHABAHN PEIOBHO, 3a
MPEANOYUTAHE IO TPH MECEeIa Clie]] HauajaoTo Ha JedeHueTo. Cues ToBa, KITMHUYHATA 10132 OT
MEMaHTHH U IOHOCHMOCTTA Ha MAI[UeHTa KbM JICUCHUETO TPsiOBa Ja ce MPEOIICHsIBa Ha PErysipHa
OCHOBA, B ChOTBETCTBHUE C HACTOSANTUTE KIMHINYHA PHKOBOICTBA. [oMIbpIkamoro gseueHne Moxe 1a
0bJ1e IPOIBIDKEHO IOKATO TEPAIEeBTHYHATA TI0J13a € 33I0BOJINTEIHA U MAIIUCHTHT TOHACS JICYCHUETO C
MeMaHTHH. [Ipy HamuKe Ha IOKA3aTeJICTBA 3a OTIA/IaHe HAa TEPANeBTUYHS e(DEeKT WM aKO MalueHTa
HE TOHACs JICYEHUETO, TPSAOBA J1a ce OOMUCIH MPEeKpaTsIBaHe HA MEMaHTHHA.

Bwvspacmuu

Turpupane Ha no03ara

MaxkcuManHaTta JHeBHa f03a € 20 mg Ha 1eH. 3a 1a ce HaMaJId PUCKBT OT HEXKETaH! JICKapCTBEHU
peaxmuy, moIbprkaliaTa J103a ce JOCTUTa Ype3 MOCTENEeHHO MOBUIIIaBaHe Ha 103aTa ¢ 5 mg Ha ceMUIIa
Npe3 TbPBUTE 3 CEIMUIIH, KaKTO CIIEABA:

Cenmuna 1 (men 1-7):
[ManueHTsT TpsIOBa 1a nMpreMa moJjoBuH GpuaMupana tadnerka ot 10 mg (5 mg) 1HEBHO B MPOIbIKEHUE
Ha 7 IHU.



Ceamuna 2 (nen 8-14):
IManmenTsT TpsIOBa Ha TpreMa enna Gummupana tadierka ot 10 mg (10 mg) qHeBHO B MPOIBIDKEHNE HA
7 nuun.

Cenmmuna 3 (men 15-21):
[ManreHTHT TpsIOBa A TpHEMa ejIHa U MosToBUHA (rimupana Tadnetka ot 10 mg (15 mg) nueBHO B
MIPOABIKEHNE Ha 7 AHU.

Ot Cenmuna 4 HaTaThK:
[MaueHTsT TpsiOBa na npuema aBe Gpuimupanu Tadiaerku ot 10 mg (20 mg) nHeBHO.

TTonabpxaria 103a
[IpenoppuBanara nmoaabpskamma go3a € 20 mg THEBHO.

Xopa 6 cmapuecka b3pacm
B®B3 ocHOBa Ha KIIMHUYHHTE IIpoy4BaHus, IIpECNIOpbUYBaHaTa JHEBHA /1034 3a MMALIMCHTHU Ha Bb3pacT HaJl
65 roquau ¢ 20 mg Ha JieH (1Be TadsieTk oT 10 mg BeIHBK JHEBHO), KAKTO € IIOCOYEHO MO-TOpe.

bvopeuno ygpescoane

[Tpu manmenTy ¢ eko yBpeaeHa 6b0peuna GpyHkuus (kpeatTnHUHOB KimpbHE 50-80 ml/min) He ce
Hajlara ajaniTipale Ha jjo3ara. [Ipy nanmeHTH ¢ ymepeHo 0b0pedHo yBpexaane (KpeaTHHHHOB
kmupbHC 30-49 ml/min) naeBHATa K032 TPsAOBa Aa OBAc 10 mg Ha meH. Ilpu moOpa MOHOCUMOCT ciiex
noHe 7 THEBHO JieUueHHe, J103aTa MOXe J1a Obje yBeinndeHa 10 20 mg//ieH chIilacHO CTaHaapTHATA
cxema Ha Tutpupane. [Ipu manueHTy ¢ TexXKo ObOpEUHO yBpexkIaHe (KpeaTHHUHOB KIUPBHC 5-29
ml/min) mHEBHaTa 032 TpsiOBa na Ob1e 10 mg Ha jeH.

Yeprodpobno yspesicoane

I[Tpu manmeHTy ¢ JIeKO MM YMEPeHO HapylieHa yepHoApooHa gynkuus (knac A u B mo Child-Pugh)

HE € HeoOXO0AMMO aJanTHpaHe Ha fo3ata. Hama nanum 3a ynmorpebara Ha MEMaHTHH TP MALMEHTH C

TEKKO 4epHOAPOOHO yBpexaane. He ce mpenopwuBa npuiarane Ha Memantua ACCOrd npu nmarueHTH
C TEKKO YEPHOPOOHO yBpEIKIAHE.

Jleua u ronowiu
Iopamu urica Ha TaHHH 3a 6e30MaCHOCT U e(hHUKACHOCT yrmoTpedaTa Ha MemanTtun AcCord mpu aena
nox 18 ronuHu He ce MpenopbyBa.

Haunn Ha npuiioxxenue
Mewmantur Accord TpsiOBa Aa ce mpuiara BeIHBHX JHEBHO M BCEKH JIH JIa Ce MPHeMa Mo €HO U CHII0
BpeMe. OumMupanuTe TabJIETKA MOXKE JIa Ce IPUEeMaT ChC FIIN 0e3 XpaHa.

4.3 IlpoTuBONOKA3aHUSI

CBpBX4YYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIECTBO MIJIM HAKOE OT MIOMOIIHUTE BEIICCTBA, H30POCHH B
Touka 6.1.

4.4  CpoeuuajHu npeaynpe:xkIeHUs U NpeINa3HH MePKH MPH ynoTpeda

IIpenopbuBa ce MOBUINICHO BHUMAHKE TIPH MAIUCHTH C SMUJICTICHS, aHAMHE3a 33 I'bPUOBE WM MAIMCHTH
¢ mpezpasnonaraniy GakTopH 3a eMHUIICTICHS.

Tps6Ba na ce u3bsATBa eMHOBPEeMEHHaTa yrnoTpeda Ha anTaroHuctd Ha N-metun D-acmaprar (NMDA),
KaTO aMaHTaJIuH, KeTaMHUH WK JekcTpomeTopdan. Te3u cheqMHeHUS ISUCTBAT BHPXY ChIllaTa
peLenTopHa CUCTeMa, KAKTO MEMaHTHH, U CJICIOBATEITHO HEXKEIIAHUTE PEaKIuu (CBbP3aHH IJIABHO C
neHTpainiara Hepsaa cucrema (ITHC)) morar ga 6b4aT MO-4eCTH U MO-CHITHO M3Pa3eHH (BIKTE

Touka 4.5).



Hsixon dakxropwn, konto Morar na nospumar pH Ha ypurara (BrkTe Touka 5.2 “Enuvunanpane”), Morat
Jla HAJIO’KaT BHUMATEIHO MpOoClieisiBaHe Ha maiuenTa. Te3u (hakTopy BKIIOUBAT IPACTHYHH TPOMEHU
B JIUETaTa, HAllpUMep OT MECHA KbM BEreTapuaHcKa JUeTa, UIIH MACUBCH MPUEM Ha aKaTU3UPAIIN
cromarrau 0ydepu. OcBeH ToBa pH Ha yprHAaTa MoKe J1a ce MIOBUIITH IPH CHCTOSIHYS Ha OBOpedUHa
tyOynapHa anumos3a (BTA) wiu Texxku nHPEKIUE Ha OTACNUTEIHATa cuctema ¢ Proteus bacteria.

IIpu noBeveTo KJIMHUYHHU MPOYYBAHHS MAIMEHTH ChC CKOPO MpeKapaH HHPAPKT HA MUOKap/Ia,
JIeKOMITCHCHpaHa 3aCcTOWHA chpaeuHa HepocTaThuHOCT (Kk1ac mo NYHA II-1V) niau HekoHTpompaHa
XUIICPTOHUA Ca 6I/IHI/I HU3KJIIIOYCHHU. BCHC[[CTBI/IC Ha TOBa MMa CaMO OT'paHUYCHU JaHHU U MAITUCHTUTE C
TaKUBa ChCTOSIHUS TPsIOBA a OBAAT MPOCIE/SIBAHA BHUMATEITHO.

ITomoiHu BeliecTBa

Memantua Accord cbabpika nakto3a. [TalMeHTH ¢ PeKH HACIEACTBEHH MPOOIeMH Ha TaTaKTO3HA
HEMMOHOCUMOCT, Lapp jakTa3Ha HeMOCTaThYHOCT HMITH TIFOKO30-TaIaKTO3HA MaJlabcopOITus He TpsOBa
Jla TIpUeMat TO3H JICKapCTBEH MPOIYKT.

45 B3auMmopelicTBHe ¢ APYIH JeKAPCTBEHH MPOAYKTH M APYrd (P OpMHU HA B3auMoJelcTBHE

[Mopanu papmakosoruuHuTe CPEKTH U MEXaHU3Ma Ha JICHCTBHE HA MEMAaHTHUH MOTAaT Ja Bh3HUKHAT
CJIE€IHUTE B3aUMOJICHCTBUA:

. HaumabT Ha neiicTBHE 1aBa OCHOBAHUSA Ja ce Ipearnoara, e egexture Ha L-gorma,
JIOTIAMUHEPTUYHUTE arOHUCTH M aHTUXOJIMHEPTHYHUTE CPEICTBA MOTaT Aa ObIaT 3aCHiICH! TPU
€/IHOBPEMEHHO JieueHue ¢ antaronuctd Ha NMDA kato memantuH. Epexrure Ha
0apOUTypaTUTE U HEBPOJICTITUIIMNTE MOTAT J1a ObAaT HaMalleHu. EJHOBPEMEHHOTO PUIIOKEHHE
Ha MEMaHTHH ¥ CIIa3MOJIMTHYHHU CPEACTBA, JAHTPOJICH WK OaKkioheH MOXKe Jja U3MEHU
JIeHiCTBMETO UM U TOBA J1a HAJIO)KM KOPUTHpaHe Ha Jj03aTa.

J EnnoBpemenHara ynorpeba Ha MEMaHTHH U aMaHTaIuH TPAOBa Jja ce u30srBa Nopaan prcK OT
(hapMakoTOKCHYHA 1Icux03a. M 1BeTe CheIUHEeHUS MPEICTABISIBAT XUMUYHO CPOJIHU
anraroarctd Ha NMDA. ChIIoTo MOXe J1a ce OTHACS JI0 KeTaMUHa M IeKCcTpoMeTop(daHa
(BmxTe Touka 4.4). [lybnukyBaH € eANH KIMHWYEH CIydail 3a BEpOSITEH PUCK U TIPU
KOMOWHAIUSATAa HA MEMAHTHH U ()EHUTOMH.

. Jpyru akTUBHU BEILIECTBA, KATO IIUMETUANH, PAHUTHIUH, TPOKAUHAMUI, XUHUIUH, XUHUH U
HUKOTHH, M3MOJI3BAIH ChIlaTa ObOpEeYHa CHCTEMa 32 KATHOHEH TPAaHCIOPT KaKTO aMaHTaIIH, €
BB3MOXKHO J1a B3aUMO/JIEHCTBAT C MEMAHTHH, KOETO BOAM JI0 OTEHIHAJIEH PUCK OT IIOBHIIICHHE
Ha IJIa3MEHUTE HUBA.

. Hma BeposTHOCT 3a MOHM)KaBaHE HAa CEpyMHOTO HUBO Ha xuapoxioporuaszuy (HCT), koraro
MeMaHTHH ce npuiara eqHoBpeMerHo ¢ HCT wnu ¢ komOunanums, Bkimousama HCT.
° B mocTMapKeTHHTOBHSI OITUT UMa CHOOIICHHS 3a H30JIMPAaHH CIIyJYar Ha MTOBUIIICHO

MeXTyHapoIHO HopManu3upaHo oTHomeHue (INR) npu manmeHTH, KOUTO ca JeKyBaHH
€IHOBPEMEHHO ¢ BapdapuH. Brnpeku ye He € ycTaHOBeHa IPUYWHHO-CIIEICTBEHA BPB3Ka,
NPENOPHUYUTENHO € BHUIMATEIHO MPOCIEAsBaHe Ha TPoTpoMOnHOBOTO Bpeme min INR npu
MAIHEHTH, KOUTO C€ JIEKYBaT €THOBPEMEHHO C IIEpOPAIHN aHTHKOATyJIaHTH.

[Ipu papmakoxkuneTnynn (PK) m3nuTBaHus Npu €JHOKPATHO NPWIOKEHHE TIPU MIIaIu 31paBU
J0OpOBOIILIM HE ce HAaOMI01aBaT 3HaYMMH B3aUMOJICHCTBUS MEXly aKTUBHUTE BELIECTBA HA MEMAaHTHH
U 0y pr/MeTPOPMHH WITH JOHENIE3UIT.

HpI/I KIIMHUYHO U3IMATBAHC ITPU MJIAAX 3ApaBU }_'[06pOBOJ'ILU(I HEC CC Ha6J'IIO}_'[aBa 3Ha4YuUM C(l)eKT Ha
MEMaHTUH BBPXY q)apMaKOKI/IHCTI/IKaTa Ha raJlJaHTaMHH.

MewmanTre He naxuOupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, dnaBuH-ChabpKaIiata
MOHOOKCHT€HAa3a, eITOKCUI-XIIpoja3aTa Win CylI(hOHHPAHETO.



4.6 @epTuanTeT, GPEMEHHOCT U KbpMEHe

BpemenHocT

JluncBat KIMHUYHY JaHHHU 3a CiTyyad Ha OPEMEHHOCT ¢ €KCIIO3ULNSA HA MEMAHTHH.
ExcnieprMeHTaTHUTE IPOYYBaHUS TPHU )KUBOTHH ITOKA3BAaT, Y€ € Bb3MOXXHO HaMaJleHO BhTPEMaTOYHO
pa3BUTHE NPU HUBA HA €KCIO3MIINA, KOUTO Ca MACHTUYHU WM JIEKO 3aBUIIEHH CIPSIMO €KCIIO3ULIUATA
npu 4YoBeka (BX. Touka 5.3). [loTeHImManHusAT pUCK MpU XOpa HE € U3BeCTeH. MeMaHTHH He TpsiOBa 1a
Ce M3II0JI3Ba IIPU OPEMEHHOCT, OCBEH B ClIy4yail Ha KaTerOpHYHA HEOOXOIUMOCT.

Kspmene

He e uzBectHO Jajii MEMAHTHH C€ U3JIbUBa C KbpMara, HO KaTO C€ MMa IpCaABUI JII/IHO(i)I/IJ]HOCTTa Ha
BCIICCTBOTO, TOBA € TBHPAC Bb3MOXKHO.. }KCHI/ITC, KOUTO NpueMaT MEMAHTHH, HE ’I’p}l6Ba JAa KbpMHIT.

DepTriuTeT

Heca Ha6J'IIOILaBaHI/I H€6J'IaI‘0HpI/I$ITHI/I e(l)eKTI/I Ha MCMAHTHH IIPU HCKIIMHUYHU MTPOYUBAHUS 110
OTHOIICHHEC Ha (I)epTI/IJ'II/ITCTa IIPU MBKKHU U )KCHCKHU KUBOTHH.

4.7 EdexTu BHpPXy cioco0HOCTTA 32 miogupaHe u padoTa ¢ MALIUHH

YMepeHata 10 TexKa cTereH Ha 6ojecTTa Ha AJxaitMep 0OMKHOBEHO BOJIU /10 HapyIIeHa
CHOCOOHOCT 3a modupaHe U BIOIIABA CIOCOOHOCTTA 3a paboTa ¢ MamuHU. OCBEH TOBa MEMaHTHH
TIOBJIMSIBA B MaJIKa JI0 yMEpEHa CTEIeH CIIOCOOHOCTTa 3a modupaHe u paboTa ¢ MAIlMHH, TaKa 4e
amMOyJIaTOpHUTE MalUeHTH TPsIOBa Ja ObJIAT NMPeAyNpeXkTaBaHu J1a BHUMaBaT MHOTO.

4.8 Hexenanm JiekapcTBeHH peaKuH

0O0600mmenue Ha npodriia Ha O€30MaCHOCT

Ilpu KIMHUYHY TPOYUYBAHUS TIPH JIEKa JI0 TeXKKa JeMEHIIMs, BKIoUBay 1 784 nanueHTu, JeKyBaHU C
MeMaHTHH U 1 595 nmaruenTtu, TpeTupaHu ¢ miane6o, odmaTa 4ecToTa Ha HeXKeJTaHUTE JIEKAPCTBEHH
peaKkuyy Npy MEMaHTHH HE ce pazinyaBa OT Ta3M MpH Iuiane0o, KaTo HeXXeJIaHuTe JEKapCTBEHU
peaxiy 0OMKHOBEHO ca JIEKH JI0 YMEPEHH 10 TexkecT. Haii-4ecTo mosBsBanuTe ce HexelaHu
JIEKapCTBEHHU PEaKIUH C ITO-BHCOKA YeCTOTa B TpyIlaTa Ha MEMAHTHH, OTKOJIKOTO B TpyTiaTa Ha
rane0o, ca 3aMasiHoCT (ChOTBETHO 6,3 % cperty 5,6 %), rmaBobomue (5,2 % cpemy 3,9 %), 3amex
(4,6 % cpemty 2,6 %) u cermuBocT (3,4 % cpemy 2,2 %) ¥ BUCOKO KpbBHO HaysiraHe (4,1% cpery
2,8%).

Hexenanute peakiyu, TOCOYCHU B Ta0JIMIIATA [T0-/I0JTy, CA PETHCTPUPAHHU IO BpEeMe Ha KITMHHYHU
MIPOYYBaHUS C MEMAaHTHH M CJIE]] ITyCKaHeTO My Ha ma3apa. [Ipu Bcsiko rpynupaHe B 3aBUCHMOCT OT
YECTOTa, HEXKEIIAHUTE JICKAPCTBCHH PEAKIINH ¢ N30pOosIBAT B HU3XOIAIL PE/l IO OTHOIIIEHUE Ha
TEXECTTA.

TabnauyeH cCnuchK Ha HEKEITAHUTE PEAKIIU

Hesxenanute nekapcTBEHH PEAKIMH Ca KATETOPU3UPAHU ChITIACHO CUCTEMHO-OPraHHa KJIaCH(pUKaIus,
KaTo Ce M3IO0JI3Ba ClIeTHaTa KOHBEHITNs: MHOTO decTr (> 1/10), wectn (=1/100 go < 1/10), Heuectu (>
1/1 000 no < 1/100), penku (>1/10 000 mo < 1/1 000), mHoro peaku (< 1/10 000), ¢ Heu3BecTHA
4yecToTa (OT HATMYHUTE IAaHHU HE MOKE J1a ObJIc HAallpaBeHAa OIICHKA).

CucTeMO-OpraHHH KJIACOBE YecroTa Hesxenana peakius
Wudexkunn n nadpecranmu Heuectu I"pOnyaM MHQEKIUU
Hapymenns Ha *MyHHATa cUCTEMa YecTn CBpBXUYBCTBUTEIHOCT KBM




JIeKapcTBa
[Mcuxuarpuunu HapyIeHUA Yectu CBHHIUBOCT
Heuectu OOBpKaHoOCT
Heuectu XamronuHaimu 1
C HeusBecTHa [IcuxoTnunu peakuuu2
4ecToTa
HapyuieHus Ha HepBHaTa cucTeMa Yectu 3amMastHOCT
Yectu Hapymienus Ha paBHOBECHETO
Heuectn Hapymiena noxoaxa
MHoro penku I'spuoBe
CoppaeuHy HapyUICHUS Heuectn CppaeuHa HEAOCTATHYHOCT
Cb0BY HapyIICHUS YecTtu XunepToHus
Heuectn Benozna
TpoM003a/TpoMO0EMOOJTU3BM
PecniupaTopuu, rppAHY U Yectu JUCTTHES
MENACTUHAIHU HapyIIEeHUs
CToMantHo-4peBHH HAPYIICHUS Yectn 3anek
Heuectu IToBpbiiane
C HeusBecTHa [Nankpearnt2
4ecToTa
XermaroOuIuapHu HAPYIIICHUS Yectu [ToBummeHn GyHKITHOHATHA
YePHOIPOOHHM MOKA3aTEIIN
C HeusBecTHa Xematur
4ecToTa
OO6mum HapymeHus U eheKTH Ha Yectn ['maBoGome
MSCTOTO Ha MPUIOKECHUE Heuectn YMopa

! Xamrormuarnmu ca HaGII0JaBaHN TIIABHO NPH MAIMEHTH ¢ TeXKa GopMa Ha GomecTTa Ha Ajmxaiimep.
2 M30nupaHy ciydan, ChOOIIABaHH B OCTMAPKETHHIOBHS OTTHT

Onucanre Ha M30paHy HEXKETIAHHW PEaKITHH

Bonectra Ha AnixaiiMep ce CBbp3Ba ¢ ACMPeCcHsi, CYUIUIHN UCH U OTIUTH 3a caMoyOHiicTRo. B

IMOCTMApPKETUHI'OBHA OIIUT TaKWBa CIIy4dau CE C"b06IlIaBaT IIpyu Mafu€HTH, JICKYBaHU C MCMAHTHUH.

CrpoO1aBane Ha MOJAO3MPAaHU HEKEITAHN PEAKIINNI

C'LOGH.[aBaHeTO Ha HOI[OBI/IpaHI/I HCXKCJIaHU peaKI_[I/II/I CJIcq pa3pemaBaHe 3a yHOTpC6a Ha J'IeKapCTBeHI/Iﬂ
HpO,Z[yKT € BAXKHO. TOBa I103BOJIsIBA 1a HpOI[’BJ'DKI/I Ha6J'IIO,Z[eHI/IeTO Ha CbOTHOHICHUCTO l'IOJ'ISa/pI/ICK 3a
JIeKapCTBEHUS MPOXyKT. OT MEIUIIMHCKUTE CIICIIHATTUCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
noz[031/1paHa HCXKCJIaHa peaKL{I/Iﬂ qpe3 HallMOHaJIHa CUCTEMaA 3a CI)O6H.IaBaHe, IIOCOYCHA B
IIpunoxenne V.

4.9 Ilpeno3upane

HNma OrpaHHUYCH OITUT CBC ClIydau Ha IMPEA03UPAaHE B KIMHUYHUTC USITUTBAHUA U ITIOCTMAPKETUHI OBUS
OIINT.

CumMiroMu

Ciyugante Ha OTHOCHTEIHO BHCOKO mpeno3upane (cborBeTHO 200 mg u 105 mg/nen 3a Tpu num) ce
CBBP3BAT WM ChC CUMIITOMHU Ha yMOpa, CIa00CT M/WIIH UAPHs WM POTHYAT Oe3CHMNITOMHO. B cirydan
Ha npeio3upane ¢ o3a oy 140 mg uim npu HeM3BECTHA 71032 MPH MAIUEHTH Ce MPOsIBSIBAT
cumnTomute, cBbp3anu ¢ LIHC (00bpkaHOCT, CHHIMBOCT, COMHOJICHTHOCT, CBETOBBPTEIX, BB30Yy1a,


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

arpecHBHOCT, XATIOI[MHAIIMY W HAPYIIICHA MMOX0IKA) W/UITU C TaCTPOUHTECTUHAJICH MPOU3X0/]
(moBpBIIaHE U AUAPH).

B Haii-Texxkus ciydaii Ha Ipeo3upaHe MaeHThT € OIessUT IPH MepopaiieH mpueM Ha oomo 2 000 mg
MeMaHTHH ¢ Tiociensanti eextn Bpxy LIHC (10-mHeBHA KOMa ¢ TIOcIeIBaIia JTUILTONHS U BB30yIa).
B 1031 cityyaii TaleHThT € JIeKyBaH CHMITOMAaTHYHO U ¢ 1ia3Modepesa. [TanmeHTsT ce € Bb3CTaHOBUIT
0e3 ABJITOTpaliHU TOCIIEICTBUSL.

B npyr ciaydait Ha BUCOKO Ipefo3upaHe ¢ nepopaieH nmpueM Ha 400 mg MEeMaHTHH MalluEeHTHT CHIO €
OLIEJISUT U ce € Bh3cTaHoBWI. [lanuenTsT € uman cumntomu, cebp3anu ¢ IIHC karo
HECITIOKOWCTBHE,TICHX03a, 3pUTETHN XaITFOIWHAIINHN, TPOKOHBYJIICUBHOCT, COMHOJIEHTHOCT, CTYTIOp U
Oe3ch3HaHUE.

Jleuenune

[pu npeno3upane ieueHUETO TPsIOBa 1a ObJie CHMITOMAaTHYHO. HsiMa crienimduyeH aHTHIO0T MpU
WHTOKCHKAIIWS ¥ TIPeJIo3UpaHe. 3a OTCTpaHsIBaHE Ha aKTHBHOTO BEIIECTBO CE MpUjlara CTaHapTHA
KJIMHUYHA TPOIEyPa, KATO HATIPHUMEp CTOMAIITHA IPOMHUBKA, aKTUBCH BBIVICH (32 MPEOTBPATIBaHE HA
MOTEHIMATHA CHTEPOXENaTaHa PEIUPKYJIIAIKs ), TOBUIIABAHE KUCEIIMHHOCTTA HA YPUHATA, 3aCHIICHA
Jypesa.

B cnyyaii Ha pU3HAIK ¥ CUMIITOMHU Ha OOIIO CBPBXCTUMYJIMPAHE Ha IICHTpATHATA HEPBHA CHCTEMA
(IIHC), TpsidBa ga ce 0OMHCIN BHUMATETHO CUMIITOMATHYHO KITMHUYHO JICUCHHUE.

5. ®APMAKOJIOTMYHU CBOMCTBA
51 ®apmakoguHAMHMYHM CBOMCTBA
®apmakoTepaneBTHYHa rpyna: Jpyru nekapctBa npoTus gemennus, ATC koa: NO6DXO01.

HapacrtBa Opos Ha goKa3areicTBara 3a TOBa, Y€ HAPyIIEHOTO ()YHKIIMOHUPAHE HA TIyTaMaTepriudHaTa
HEBPOTPAHCMUCHS, TTO-KOHKPETHO Ha penentopute 3a NMDA, nonpuHacs KakTo 3a IposiBaTa Ha
CUMIITOMHTE, TaKa M 3a MPOTPECUPAHETO Ha O0JIEeCTTa IPH HEBPOACTCHEpATUBHATA JCMEHITHS.

MeMaHTHH € BONTaX-3aBUCHM, ¢ yMepeH apuHuteT u HekoHKypeHTeH NMDA-penentopex
aHTaroHucT. Tol Moaynupa eeKTuTe Ha MaTOJIOIMYHO MOBUIIEHNTE TOHUYHU HUBA HAa TIyTaMara,
KOHMTO MOTaT Jia 0BT 10 HapyIeHo (pyHKIMOHUPaHe Ha HEBPOHUTE.

Knnanmaan IIPOYYBaAHUA

ITpu poBeIcHO MPOYUYBaHe ¢ MOHOTEpANHs TP rPyTa MalueHTH, CTPAIAIK OT yMEpeHa 10 TeKKa
creneH Ha OoyecTTa Ha AnmxaiMep (M3X0eH OOI pe3yaTaT OT MIUHH H3CIICIBAHE HA TICHXUIHUS
craryc (mini mental state examination) (MMSE) — tipu ocroBa 3 o 14) ca nmpocieaeHu 06110

252 amOynaropHu nauueHTH. [IpoyuBaHeTo JeMOHCTpUpa OIaronpusATHUTE €PEKTH OT JICYEHUETO C
MEMaHTHH B CpaBHEHHE ¢ Tiare6o B MpoIb/DKEHIE Ha 6 Mecella (aHaIn3 Ha HaOII0IaBaHUTE CITyYan
3a BIEYATIICHUETO HA KIIMHUITMCTA 3a TIPOMSHA, Bb3 OCHOBA Ha pas3roBop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; ¢csBMecTHO TIpoyUBaHe Ha OolecTTa Ha
Anuxaiimep — exxenHeBHH JeiiHocTu (Alzheimer’s disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; 6aTeprst 3a TEXKH yBpexaanus (severe impairment battery)
(SIB): p = 0,002).

ITpu npoBeieHO MPOYYBaHE ¢ MEMAHTHH KaTO MOHOTEPAITUS MPH JIeKa 0 YMepeHa CTeTeH Ha
bonectTa Ha Amxaiimep (u3xonen oour MMSE-pesynrar npu ocaoBa 10 mo 22) ca obxBanatu 403
HanucHTH. E(beKT’bT IpU JICKYBAHUTC C MEMAHTUH MAITUCHTU € CTATUCTUYICCKU 3HAYUMO HO'I[O6’I)p B
CpaBHECHHE C TO3M MPH JISKYBAHUTE C Manedo0 MalHeHTH MO0 OTHOIICHUE HA OCHOBHUTE TOYKH: CKaya



3a orleHKa Ha Gostectra Ha Anxaiimep (Alzheimer’s disease assessment scale) (ADAS-cog)

(p = 0,003) u CIBIC-plus (p = 0,004) Ha 24-Ta ceaMuIla IPH TIOCIEAHOTO TPOBEAEHO HAOIIOIEHNE
(last observation carried forward) (LOCF). IIpu apyro npoyduBaHe ¢ MOHOTEpAIHUs Ha JieKa 10
yMepeHa OorecT Ha Anmxaiimep ca parmoMu3upanu - oomo 470 nanuenTu (u3xoneH oom MMSE-
pesynrat mpu ocHoBa 11 g0 23). Ilpu nmpocniekTHBHO neHHUPAHUS IBPBUYCH aHAIH3 TIpe3 24-Ta
ceaMuIia HE € IOCTUTHATAa CTaATUCTUYCCKA 3HAYUMOCT Ha IbPBUYHA G(I)I/IKaCHOCT.

[Ipu MeTa-aHanw3 Ha MAIMEHTH C YMEPEHa J0 Te)KKa CTerneH Ha OonecT Ha Anmxaiimep (oo MMSE-
pe3ynrar mpHu ocHoBa < 20) OT ImecT ImIaned0-KOHTPOIUPAHH, 6-MeCeUHN TTpoyIBaHus, (a3za I11
(BKJIFOUBAIIY POYYBAHUS C MOHOTEPAIHMSI U IPOYYBAHUS MPH MAIMSHTH HA MOCTOSIHHA /1032
AIeTHIIXOJIMHECTEPA3HN HHXUOUTOPH) CE€ YCTAHOBSBA, Y€ CHIIIECTBYBA CTATUCTHYECKU 3HAYNM e(EeKT B
10132 Ha JICYCHUETO ¢ MEMAHTHH 3a KOTHUTHBHATA, TJIo0aIHaTa U yHKIIMOHaIHATa chepa. [Ipu
MAIMEeHTH C MPUAPYIKABAIIO BJIOIIABAHE BbB BCHUKUTE TPHU ChepH, pe3yTaTure MoKa3BaT
CTaTHCTUYCCKH 3HaYMM e(DeKT OT MEMaHTHH MPEOTBPATSIBAIIl BJIOIIABAHETO, KaTO JIBa ITTH MOBEUE
OT TPETUPAHUTE C TIane00 MAIleHTH IeMOHCTPUPAT BIIOIIaBaHE BHB BCHUKHUTE TPH chepu B
CpaBHEHHE C JIEKyBaHHTE ¢ MeMaHTHH manueHT (21 % cpenty 11 %, p < 0,0001).

5.2 dapmMakoOKMHEeTHYHHU CBOHCTBa

AOGcopOrus

MemaHnTHH uMa abcomtoTHa OnoHannuHOCT TPUOIM3UTETHO 100 %. tmax € Mexay 3 u 8 yaca. Hama
JTAaHHM, Y€ XpaHaTa MOBJIMsBa a0COpOIMATa HA MEMAHTHH.

PasnpeneneHue

JlHeBHHTE 1031 OT 20 Mg BOAAT [0 CTALMOHAPHU IIA3MEHH KOHLICHTPAUK Ha MEMaHTHH, KOUTO
Bapupar ot 70-150 ng/ml (0,5-1 pmol) ¢ rosemu nHTepuHIMBUAYaTHN pa3nuuuns. Koraro ce mpumarar
JHEBHH /1031 0T 5-30 mg ce U3uucisiBa CPeIHO ChOTHOLICHHE 1IePeOPOCIMHAIHA TEYHOCT
(ICT)/cepym 0,52. O6embT Ha paznpexnenerne e npuomuszutenno 10 /kg. Okomo 45 % ot
KOJMYECTBOTO MEMAHTHH € CBBP3aHO C [UIA3MEHUTE OCNTHIIH.

Buorpanchopmars

[Tpu yoBeka oxomno 80 % oT mupKyIupamuTe GopMH Ha MEMAaHTHH ca 1Mo popMaTta Ha H3XOIHOTO
chenuHeHue. [ maBHUTE MeTabOIMTH MPHU YoBeKa ca N—3,5—IuMeTHII-TITy IaHTaH, H30MepHaTa CMecC Ha
4— v 6—XUAPOKCH-MEMAaHTHH U 1—HUTP030—3,5—1UMeTHI—agaManTal. HUTo euH oT Te3n MeTaboIuTH
He nposiBsiBa NMDA-antaronrnctiuuHa akTuBHOCT. He e oTkput nutoxpom P 450 xatanuzupan
MeTabonu3sM in Vitro.

IIpu npoydBaHe ¢ MepopanHo mpuiaran “*C—MeMaHTHH, cpeiHo 84 % OT 103aTa ce Bb3CTAHOBABA B
pamkute Ha 20 gHH, KaTo TIoBeue oT 99 % ce ekckpeTHpa npe3 ObopenuTe.

Enumunupane

MeMaHTHH ce eTMMUHHUPA TI0 MOHOEKCIIOHEHIIHAIHA KPHBa ¢ TepMUHAJIEH ty, oT 60-100 gaca. ITpu
I0OpoBOIIIH ¢ HOpMajHa Os0peuna hyHkms oomusT KaupbHC (Clir) qoctrra go 170 ml/min/1,73 m?2
U 9acT OT 001U ObOPEUYCH KIUPBHHC CE Peau3upa upe3 TyOyapHa CeKpeLusl.

BrOpeunmnsaT oOMeH BKIIOUBa ChIIO TyOyIHa pe30pOLHs, KOATO BEPOSITHO € OIIOCPEACTBaHA OT
KaTHOH-TpaHcIopTupamny oenrbin. CTernenTa Ha ObOpedHo SMMMUHAPAHE HAa MEMAHTHH B YCIOBHATA
Ha aJKajlHa ypUHa MOXe Aa ObJe HaMmajeHa 7-9 mbTH (BUKTe Touka 4.4). ANKaau3upaHeTo Ha
ypuHaTa MOXKE /1a e ABJDKU Ha IPacTHYHH IPOMEHHU B JUETaTa, HAIPUMEpP OT MECHA KbM
BereTapHaHCcKa AMeTa, WM Ha MACHUBEH IIPUEM Ha aJIKaIM3HPALI CTOMAIIHY Oydepu.



JInHeWHoCT

[IpoyuBanusiTa npu JOOPOBOIIIM MOKA3BAT JIMHEHHA (papMaKOKWHETHKA B I030BUS nuana3oH ot 10-
40 mg.

Bpsb3ka dpapmakokuHeTuka/hapMakoMHAMUKA

Ipu n03a 20 mg MEMaHTHH Ha JICH HUBaTa B IlepeOpPOCIMHATHATA TEYHOCT OTIOBAPAT HAa CTOHHOCTTA
ki (Ki = xoHCTaHTa Ha HHXHOUpaHe) Ha MEMaHTHH, KosATO € 0,5 umol B kopaTa Ha (GPOHTATHUS IS IIPH
YOBEKa.

5.3 IlpenkITuHWYHHM JaHHH 32 0€30MACHOCT

[Ipu kpaTKOCPOUHU NMPOYUYBAHHS BHPXY ITBXOBE MEMaHTHH, KakTo npyrure NMDA-anTaroHucru,
MpeIn3BUKBA HEBPOHATHA BaKyoJIM3aus B Hekpo3a (1e3un Ha Olney) camo ciex 10341, BOICITH 10
BUCOKHU IMMUKOBH CCPYMHHU KOHLICHTpANHU. ATtakcus u JAPYTrd NPpCKIMHUYHU NIPpU3HALU NPCAIICCTBAT
BaKyoJIU3aIusiTa U HeKpo3ara. Thil KaTo e)eKTUTE HE ca HAOII0JaBaHU MIPH IBJITOCPOYHH
NPOYYBAHUS MPH IPU3AYX M HETPHU3aYH, KIMHUYHATA BPh3Ka C HA TE3U PE3YJITATH JIUIICBA.

[Ipu npoy4BaHus 32 TOKCHYHOCT ca HaOII0JaBaH! POMEHJINBU U3MEHEHHSI B OYHUTE MPH MOBTAPSIIH
ce JI03M IIpH IPU3ady U KydeTa, HO He U Ipu MaiimMyHH. CnennduiHuTe 0QTanMONOTHYHH MPErienn
IIpY KIIMHUYHUTE NMPOYYBAHHS C MEMAHTHH HE Pa3KpUBAT HUKAKBU OYHH W3MEHEHHUSL.

[pu rpu3aun e HaOmonaBana Gpochonunuaosa B 0e01poOHNTE MaKkpodard mopaan HaTpyIBaHe Ha
MEMaHTHUH B JIN3030MUTE. T031 eheKT € MO3HAT OT APYTY aKTUBHHU BELIECTBA C KATHOHHH aMpuUITHHA
CBOMCTBa. BeposITHO chillecTBYBa Bph3Ka MEX/y TOBA HATPYyIBaHE M BAKyOJIN3alsITa, HAOI01aBaHa
B Oenute npodose. To3u edekt e HabMIOAaBaH caMO NpH MpHUaraHe Ha BUCOKH JJ03U TPH TPU3AYH.
KiMHnYHaTa 3HAaYMMOCT Ha TE3W PE3yJITATH HE € U3BECTHA.

He e ycraHOBEHa e HOTOKCHUYHOCT HA MEMAHTUH CJIE] U3CIEABaHE 110 CTAHAAPTHA MeTOAUKHU. Hiama
JTaHHHM 32 KapIIUHOT'€HHOCT MPH JOKUBOT-TIPOABIKUTENHU IPOYUBAHMS IIPU MUIIKHU U IUTBXOBE.
MeMaHTHH HE € TepaTOTeHEH MPH ITBXO0BE U 3ally, JOPH U B J03H, TOKCHYHH 32 MaliKaTa, U He ca
oTOeNA3aHN HeXXETIaH! JISKapCTBEHU Peakliy Ha MEMaHTHH BbpXy (eprunutera. Ilpu mursxose e
0TOeNs3aH0 MOHIKaBaHe Ha (ETaTHOTO pa3BUTHE IPU HHUBA HA €KCIIO3UIIHSL, KOUTO ca WACHTHYHH WIN
MaJIKO MTO-BUCOKH OT TE€3H Ha €KCIO3UIMATA IIPU XOpa.

6. DAPMAIEBTUYHU JAHHU
6.1 CHoucbk Ha NIOMOIIHHUTE BelIECTBA

Slapo Ha Tabnerkara

JlakTo3a MOHOXMIpAT

MukpoKpHrCcTallHa eTy03a

CunuuyeB THOKCH]I, KOJOUAEH, 0€3BOIeH
Kpocnosunox

MarsnesueB creapar



Tabsierna 0OBUBKaA

Xunpomenosa
[Mommcop6ar 80
Maxkporon 400

Turanos auokenn (E 171)

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

3 roaunu

6.4 CrnenuajHHu yCJOBHUSI HA CbXpaHeHHUe

To3u nexapcTBEH NPOIYKT HE U3UCKBA CIIECIUAIIHU YCIOBUS Ha ChXpaHEHHE.
6.5 Buawu chabpkaHue HA ONMAKOBKATA

PVC/PE/PVDC-amymunmii 6iucTep.
CriiectByBaT onakoBku ot 1o 14, 28, 30, 42 50, 56, 98, 100 u 112 Tabnerkw.

MewmanTrr Accord 10 mg tabietku ce mpezsaraT u B neppoprupaHu eHOA030BH KalIeHIapHN
onucTepu B onakoBku oT 14x1, 28x1, 56x1 miu 98x1 Tabnerka.

He Bcuuku BHI0BE OMAKOBKU MOTaT Aa ObJAT ITyCHATH B IPOAAKOA.
6.6 CrhenuajHu Npeana3sHu MePKH MPH U3XBBPJIsiHE H padoTa

Hsama cnienuaaHu H3UCKBaHMS.

1. INPUTEXATEJI HA PABPEHIEHUETO 3A YIHOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Hcnanus
8. HOMEP(A) HA PASPEIHLIEHHUETO 3A YIIOTPEBA

EU/1/13/880/001
EU/1/13/880/002
EU/1/13/880/003
EU/1/13/880/004
EU/1/13/880/005
EU/1/13/880/006
EU/1/13/880/007
EU/1/13/880/008
EU/1/13/880/014
EU/1/13/880/016
EU/1/13/880/017
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EU/1/13/880/018
EU/1/13/880/019

9. JATA HA ITBPBO PASPEINABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jara Ha mepBo paspemasane: 04-12-2013
Jara Ha nmocneaHo noaHoBsiBane: 3 aBryct 2018 r.

10. [JATA HA AKTYAJIMUBUPAHE HA TEKCTA

[onpobua nnpopmanus 3a TO3M JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomneiickara
areHIus 10 JekapcTBaTa http://www.ema.europa.eu
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1. HUME HA JIEKAPCTBEHUA TPOAYKT

Memantua Accord 20 mg hummMupaHu TabIeTKH.

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcesika punmupana tabnerka cpappka 20 mg MeMaHTHHOB XuApoxJiopua (memantine hydrochloride),
€KBHUBAJICHTHO Ha 16,62 mg MeMaHTHH.

ITomoIITHO BEIECTBO ¢ M3BECTHO JICHCTBHE: BCsKa (huMupaHa TabiieTka Chabpxka 295,18 mg makrosa
(kaTo MOHOXHAPAT).

3a I'BJIHUSA CIIHCHK Ha ITOMOIIHUTE BEILECTBA BIKTE TOYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

OunmMupaHa TabneTka.

brenodepsena 1o cuBo-4epBeHa MpoIbIroBara, 00BUTa TabJIeTKa ¢ ISNUTENHA YepTa,, C BIThOHATO
penedHo o3Hauenue "MT", Ha efHAaTa CTpaHa, pa3zeieHo OT JAeauTenHaTa yepra u "20" Ha npyrara
CTpaHa, pa3zeNicHO OT JCIUTEIHATA YePTa.

TabnetkaTta Moxe 1a ObJie pa3iesicHa Ha IBE PaBHH JIO3H.

4. KJINMHUYHU JTAHHU
4.1 TepaneBTHYHHU MOKA3AHUS
Jleyenuie Ha MAIEHTH C YMEPEHa JIO0 TeXKa CTETeH Ha OojiecTTa Ha AxaiiMep.

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

EOSI/IQOBKa

Jleuenuero TpsOBa a ObJe 3aMM0YHATO U HAOIIOAABAHO OT JIEKAp, C ONUT B IUATHOCTUIIMPAHETO H
JICYCHUETO Ha JIEMEHIMITa Ha AmxaiiMep. JledeHneTo TpsOBa 1a 3all09HEe caMo aKo WMa JIUIE, KOeTO
Jla ce TPIDKH 3a OOHIES M PEIOBHO Ja CIISAH MpreMa Ha JICKapCTBEH MPOAYKT OT MAIHCHTA.
Juarno3ara TpsiOBa jga ObJie TOCTaBEHA B ChOTBETCTBUE ChC ChBPEMEHHUTE TUATHOCTHYHU MPUHIIMIIH.
IToHocuMocTTa U TO3UPOBKATAa HAa MEMAHTHH TpsOBa 11a ObIAT MPEOICHIBAHN PEIOBHO, 3a
MPEANOYUTAHE IO TPU MECeIa Clie]] HauajaoTo Ha JedeHueTo. Cies ToBa, KIMHUYHATA 10132 OT
MEMaHTHH U IOHOCHMOCTTA Ha MAI[UeHTa KbM JICYCHHETO TPsIOBa Ja ce MPEOIICHsIBA Ha PErysipHa
OCHOBA, B ChOTBETCTBHUE C HACTOSIINTE KIIMHIYHA PHKOBOJACTBA. [loappKaioTo TeueHne Moxe a
0bJIe TPOIBIDKEHO TOKATO TepalleBTHYHATA T10J13a € 33I0BOJINTETHA ¥ IMAIIMEHTHT ITOHACS JICICHUETO C
MeMaHTHH. [Ipy HaM4Ke Ha TIOKA3aTeJICTBA 3a OTHaJaHe Ha TePareBTUYHS e(DEeKT UIIH aKo MalueHTa
HE TOHACs JISYEHUETO, TPSAOBA J1a ce OOMUCIH MPeKpaTsIBaHe HA MEMaHTHHA.

Bwvspacmuu

Turpupane Ha no3ara:

Maxkcumannara JHeBHa 103a € 20 mg Ha AeH. 3a ja ce HaMalld PUCKBT OT HEKEJIaHU JICKapCTBEHU
peakuuy, noAIbpxKalaTa J103a ce JOCTUra 4pe3 IMOCTENEHHO MOBUIIABAHE Ha J103aTa ¢ 5 mg Ha CeaMULIA
1pe3 IbPBUTE 3 CEAMUIIM, KaKTO cie/Ba:3a MOCTENEHHOTO MTOBUIIABaHE Cce TpeasaraT TableTKu ¢ Apyra
J103a.
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Cenmuna 1 (men 1-7):
[NanmenTtsT TpsiOBa Aa nprema exHa GuIMHupaHa TabieTka oT 5 mg THEBHO B MIPOIBIDKEHHE HA 7 THU.

Cenmuna 2 (nen 8-14):
[ManueHTsT TpsIOBa Ma MpreMa eaHa GpuiaIMupana Tadnerka ot 10 mg IHEBHO B MPOIBIDKECHUE HA 7 THU.

Cenmura 3 (men 15-21):
[ManreHTHT TpsIOBa Ma MpHeMa eaHa prIMUpaHa TabiieTka oT 15 mg THEBHO B MPOIBIDKECHUE HA 7 JTHU.

Ot Cenmuna 4 HaTaThK:
[NaumenTtsT TpsiOBa Aa nprema eaHa punmMupana tabnerka ot 20 mg AHEBHO.

Tlonabpxaria 1o3a
IIpenoppuBanaTa noaabpxaia g03a € 20 mg AHEBHO.

Xopa 6 cmapuecka 6v3pacm
Bb3 ocHOBa Ha KITMHUYHUTE MTPOYYBAHUS, IPETIOPHUBAHATA /1034 32 MAIMCHTH Ha BB3pacT Hax 65
roguHU € 20 mg Ha JIeH, KaKTO € TOCOYEHO ITO-TOpE.

Bvopeuno yspescoane

[Tpu namuenTu c nexo yBpeneHa 0b0peuna ¢yHkius (kpearTnHUHOB KiMpbHC 50-80 ml/min) He ce
Hajara aganThpane Ha go3arta. [Ipu mamueHTn ¢ ymepeHo 0b0pedHo yBpekaaHe (KpeaTHHHHOB
kiupbHC 30 — 49 ml/min) qHeBHaTa 1032 TpsiOBa na Obae 10 mg Ha aeH. [Ipu 1oOpa moHOCHMOCT cren
NoHe 7-THEBHO JIEUSHHE, J103aTa MOXKe a Obae yBenudeHa 10 20 mg/neH CbrilacHO CTaHAapTHATA
cxema Ha TuTpupane. [Ipu manueHTH ¢ Texko 0H0peuHo yBpexkaane (KpeaTHHUHOB KIUPBHHC 5-29
ml/min) nHeBHaTa J103a TpsaoBa na 6b1ae 10 mg Ha JieH.

Yeprodpobro yspesicoane

ITpy manuenTy ¢ JIEKO WIIK YMEPEHO HapyIIeHa duepHoapoOHa ¢pyukiws (kiac A u B mo Child-Pugh)

HE ¢ He00X0IMMO aJianTupane Ha fo3ara. Hsama nanHu 3a ynorpebata Ha MEMaHTHUH NIPU NAIIMESHTH C

TEXKO 4epHOIpoOHO yBpexaane. He ce npenopsuBa npuiarane Ha Memantia ACCOrd npu marueHTH
C TEXKKO YEPHOIPOOHO YBPEKIAHE.

Jleya u ronowiu
IMopanau nurica Ha JaHHH 32 6€30MaCHOCT U e(hHUKACHOCT yrmoTpedaTa Ha MemanTiH Accord mpu nena
mox 18 ronuHU HE ce mpenopbhuBa.

HauwHz Ha npunoxeHue
MewmanTtun Accord TpsiOBa 1a ce mpuiiara BeAHBK JHEBHO, M BCEKH JICH J1a c€ TIPHeMa 1o €JHO U
chIIo Bpeme. PumMupaHuTe TaOIeTKH MOKE 1a Ce IpUeMar ChC UiIN 0e3 XpaHa.

4.3 IlpoTuBOmMOKAa3aHUS

CBpPBX4YYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIECTBO WIJIM HAKOE OT IIOMOII[HUTE BEIIECTBA, U30POCHH B
Touka 6.1.

4.4  CneuuajHu mpeaynpeskaeHUs U MpeANa3sHy MePKH NPU ynoTpeda

[penopbuBa ce MOBUIIICHO BHUMAHKE TP MAIMCHTH C SMUJICTICHS, aHAMHe3a 33 I'bPUOBE HIIH MAI[MCHTH
¢ npepasrnoaraiy HakTopu 3a erUICTICHsL.

Tps0Ba 1a ce n36sATBa eMHOBPEMEHHATa yrnoTpeda Ha anTaronnctd Ha N-metnia-D-acraprar (NMDA),

KaTo aMaHTaauH, KECTaMWH HIIN )Z[eKCTpOMeTOp(i)aH. Tesn ChbCAUHCHUA ﬂeﬁCTBaT BBPXY ChllaTa
peucnropHa CucTeMa, KaKToO MCMAaHTHUH, U CJICAOBATCIIHO HEXKCIIAHUTC JICKAPCTBCHU PCAKIIUN
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(cBbp3anu TI1aBHO ¢ leHTpainHara HepBHa cucteMa (IJHC) morar na Obaar mo-uecTy U M0-CHITHO
u3pasenu (Bkre Touka 4.5).

Hsxkou dakropu, konto morat na nosumiat pH Ha ypuHara (Bukre Touka 5.2 “Ennmuaupane”), morat
Jla HAJIO’KaT BHUMATEJHO [IPOCIIEIIBaHe Ha MaleHTa. Te3u (hakTopy BKIOYBAT APACTUYHH IIPOMEHU
B JiM€TaTa, HallpUMep OT MeCHa KbM BereTapuaHcKa JIueTa, WK MaCHUBEH MPHEM Ha aKaJIHn3UpPaIH
cromamau 0y¢epu. Ocsen ToBa pH Ha yprHaTa MOKe Jla ce IOBUILY MPH ChCTOSHUS Ha OBOpeuHa
TyOynapHa aruo3a (BTA) win Texxkn nHGEKIUN Ha OTAeIMTenHaTa cucteMa ¢ Proteus bacteria.

[Ipu noBeveTo KIMHUYHYU MPOYYBAHHS NAIIMEHTH ChC CKOPO MpeKapaH HHpapKT Ha MHOKap/a,
JIEKOMITEHCUPaHa 3aCcTolHa chpaeyHa HejgoctaTbuHocT (kiiac 1o NYHA III-IV) unu HexoHTpoMpaHa
XUIIEPTOHUS ca OWUIM M3KIIOUeHH. BeneacTBue Ha ToBa MMa caMO OIpaHUYECHHU aHHU U MALUEHTHUTE C
TaKUBa ChCTOSIHUS TPSIOBA 1a O'bAAT MPOCIIE/sIBAHA BHUMATEIHO.

Homomnau BerecTBa Memantua AcCord cbabppika nakto3a. ITalueHTH ¢ peaKy HaclIeACTBEHH
npo0eMu Ha TaakTo3Ha HEIIOHOCKMMOCT, Lapp nakTa3Ha HeOCTATHYHOCT HITH TIIFOKO30-TaJlaKTO3Ha
MarabcopOuus He TpsOBa Jja MpUeMar TO3H JICKAPCTBEH MPOAYKT.

45 BzaumopeiicTBHE ¢ IPYrd JeKaPpCTBEHH MPOAYKTH U APYTd (popMH HA B3auMoJelicTBHE

[opanu papmakomornyanTe €PEeKTH 1 MEXaHU3Ma Ha JIeHCTBIEe HA MEMaHTHH MOTAaT A3 Bh3HUKHAT
CJIEHATE B3aUMOIEHCTBUA:

) HauuHbT Ha AelicTBHE 1aBa OCHOBAHUS Jla Ce Mpeoara, ue edektute Ha L-moma,
JTIOTIAMUHEPTUYHUTE arOHUCTH U aHTHXOJIUHEPTHYHUTE CPEJICTBA MOTaT Aa ObJIaT 3aCHIICHH MIPU
€HOBpPEMEHHO JieueHue ¢ antaronnctd Ha NMDA kato memantuH. Edpexture Ha
0apOUTYypaTUTE U HEBPOJICTITUIIMTE MOTaT Jia ObAaT HaMalieHH. EqHOBPEMEHHOTO TPUIIOKECHUE
HA MEMAaHTHUH U CIIa3MOJIMTHYHU CPEICTBA, JAHTPOJICH WK 0aKIoheH MOXKE Ja U3MEHU
JIECTBHETO UM W TOBA JIa HAJOKH KOPUTHUpPaHe Ha J103aTa.

. EnnoBpemenHaTa ynorpeba Ha MEMaHTHH U aMaHTaWH TPsiOBa Ja ce u30srea mopaju PUcK OT
(hapMaKOTOKCHYHA ITcuxo03a. M nBeTe chequHEeHMS IPeICTaBIIBAT XUMHUIHO CPOTHHI
anTaronnctd Ha NMDA. CphI1oTo MOKe Jia ¢ce OTHACS 10 KeTaMUHA M JISKCTpoMeTopdaHa
(BmxTe Touka 4.4). [IyOonukyBaH e eIMH KIMHWYEH CIydail 3a BEpOSITEH PUCK U TIPU
KOMOHWHAITUATA Ha MEMaHTHH W (PCHUTOWH.

. Jlpyru akTHBHH BEIECTBA, KaTO IIUMETHINH, PAHUTHINH, TPOKAMHAMHI, XHHHUIWH, XHHUH U
HUKOTHWH, U3IOJI3BAIIH ChillaTa ObOpeuHa cucTemMa 3a KaTHOHEH TPAHCIIOPT KaKTO aMaHTaIUH, €
BB3MOKHO J1a B3aUMOJICHCTBAT C MEMaHTHH, KOETO BOJAU JI0 MOTCHIIMAICH PUCK OT MOBUIIICHUE
Ha IUTa3MEHUTE HUBA.

. Hma BeposSTHOCT 3a TOHMKaBaHE Ha cepyMHOTO HUBO Ha xuapoxiopoTtuasua (HCT), korato
MeMmaHTHH ce npuiara egqaoBpemernno ¢ HCT wnn ¢ komOunanums, BkimouyBama HCT.
. B mocTMapKkeTHHTOBHSI OMTUT MMa CHOOIICHUS 32 H30JIMpaHy clydan Ha moBuineHo INR

(MeXIyHApOIHO HOPMATU3UPAHO HUBO) MIPH MAIUCHTH, KOUTO Ca JCKYBaHU STHOBPEMEHHO C
BapdapuH. Bernpeku, e He € ycTaHOBeHa MPUYMHHO-CIIEICTBEHA BPB3Ka, MPETIOPHYUTETHO €
BHHMATEITHO MPOCIIeIBaHe Ha TPOTPOMONHOBOTO BpeMe win INR mpu marmeHTH, KOuTo ce
JIEKyBaT €JHOBPEMEHHO C MEPOPATHH aHTUKOAryJIaHTH.

ITpn papmakoknuerrnyan (PK) M3nmTBaHUS NPU €AHOKPATHO TPHIIOKEHNE ITPU MIIAIH 31PaBH
JOOPOBOJIIIM HE ce HAOIOIaBaT 3HAYMMU B3aHMMOJICHCTBHUSI MEXK/1y aKTUBHHUTE BEI[ECTBA HA MEMaHTHH
U rU0ypua/MeTHOPMHH WU TOHETE3HII.

IIpy KTUHUYIHO U3MHUTBAHE MPU MITAIN 3MIPaBH JOOPOBOJIIM HE Ce HAOII01aBa 3HAYNM e(PeKT Ha
MEMaHTHH BbPXY (DapMaKOKMHETUKATA Ha raJlaHTAMHUH.

MemanTrH He naxuOupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, duaBuH-chIbpKaIiaTa
MOHOOKCHI€Ha3a, EIOKCHI-XHAPOJIa3aTa Wi CyaI(pOHUPaHETO.
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46 @epTuauTeT, OPEMEHHOCT H KbPMeEHE

Bbpemennocr

JIuTicBaT KIMHUYHA JaHHH 3a CJIydau Ha 6peMeHHOCT C CKCIIO3UsI Ha MEMAHTHH.
ExkcriepuMeHTaTHUTE MPOYYBAHUS TIPU KUBOTHU ITOKA3BaT, Y€ € Bh3MOKHO HAMAJICHO BETPEMAaTOYHO
pa3BUTHE MPH HUBA HA CKCIIO3MIINS, KOUTO Ca UICHTUYHU HITH JICKO 3aBUIIICHH CIPSMO SKCIO3UIHSTA
pH YoBeka (BXK. Touka 5.3). [loTeHITHaTHUAT PUCK IIPU XOpa HE € U3BeCTeH. MeMaHTHH He TpsOBa 1a
Ce M3M0J13Ba NpU OPEMEHHOCT, OCBEH B CITy4ail Ha KaTeTOPUYHA HEOOXOAUMOCT.

Konpmene

He e u3BecTHO Jaau MEMaHTHH CE U3JIbYBA C KbpMaTa, HO KaTO C€ nMa NpcABU JII/IHO(I)I/IJ'IHOCTTB. Ha
BEIIECTBOTO, TOBA € TBbPAC BB3MOXKHO. XGHI/ITC, KOHUTO IIpu€MaT MEMaHTHH, HE TpH6Ba Ja KbPMHAT.

PepTriiuTer

He ca nabmonaBany HeOmaronpusaTHA ePeKTH Ha MEMaHTHH PH HEKJIMHUYHU TIPOYIBaHUS 10
OTHOIIICHUE HA (PEPTHIIUTETA IPU MBXKKHU U )KEHCKH KUBOTHH.

4.7 EdexTu BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAITHHA

YMepeHara 10 TeKKa CTeleH Ha OoecTTa Ha AnxaiiMep 0OMKHOBEHO BOAM A0 HapyIIeHa
CHOCOOHOCT 3a modupaHe U BIOIIABA CIOCOOHOCTTA 3a paboTa ¢ MamuHU. OCBEH TOBa MEMaHTHH
HOBJIMSIBA B MaJIKa 10 yMEPEHa CTETEH CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MaIlIHU, TaKa 4e
amMOyJaTOpHUTE NalMeHTH TPsiOBa 1a ObAAT MpenynpeKaaBaHy Ja BHUMaBaT MHOTO.

4.8 HexenaHu JeKapCTBEHH PEaAKIUH

0000meHre Ha npodwia Ha 6€30HaCHOCT

[Ipu KIMHUYHY TPOYYBAHUS MPH JISKa JI0 TEKKA JSMEHIUs, BKItouBay 1 784 nainueHTH, JISKyBaHH C
MeMaHTHH U 1 595 nmanueHTu, TpeTHpaHu ¢ Tianedo, o0InaTa 4ecToTa Ha HeKEIaHUTE JICKAPCTBCHH
PEaKIMU MPY MEMAHTHH HE Ce pa3inyaBa OT Ta3H NpH MUianedo, KaTo HEKETAHUTE JICKAPCTBEHH
peaKiuy 0OMKHOBEHO Ca JIEKH JI0 YMEPEHH 110 TexkecT. Haii-4ecTo MmosBsABaIINTE CC HEXKEIIaHU
JICKApCTBEHU PEAKIIUU C ITO-BHCOKA Y€CTOTa B TpyIaTa Ha MEMAaHTHH, OTKOJIKOTO B TpyIara Ha
rraneo, ca 3aMasiHoOCT (ChOTBETHO 6,3 % cpemty 5,6 %), rmaBobomnue (5,2 % cpemy 3,9 %), 3amex
(4,6 % cpemty 2,6 %) u cormuBocT (3,4 % cpemy 2,2 %) ¥ BUCOKO KpbBHO Haysirane (4,1% cperry
2,8%).

Hexenanurte jgexapcTBEHN peakiiuy, MOCOYCHN B TaOIHIIaTa M0-/I0Iy, ca PETUCTPUPAHU 110 BpeMe Ha
KIIMHAYHY MPOYYBAaHUS C MEMaHTHH U CJIE] ITyCKaHeTo My Ha ma3apa. IIpu Bcsko rpymnupane B
3aBHCHMOCT OT YECTOTA, HEXEIIAHUTE JICKAPCTBEHHU PEAKIUH Ce€ U30POsSBAT B HU3XOIAL PEJI 1O
OTHOLICHHUE Ha TE€KECTTA.

TabanueH CIMChK Ha HEXKEIIAHUTE pPCaKknn

HesxenanuTe JIekapCTBEHH PeaKkIny ca KaTETOPU3UPAHN ChITTACHO CHCTEMHO OpPTaHHA KIIacH(HUKAIH,
KaTo ce M3M0JI3Ba ClieHaTa KOHBEHIMs: MHOTO YecTH (> 1/10), gectu (>1/100 mo < 1/10), Heuectn (>
1/1 000 mo < 1/100), pemxu (=1/10 000 0 < 1/1 000), mHoro penku (< 1/10 000), ¢ HenszBecTHA
4ecToTa (0T HAJMYHUTE JAaHHU HE MOXKe 1a Ob/ie HalpaBeHa OLCHKA).

CucTeMO-OpraHHU KJIacOBE Yecrora Hexenana peakiust
Wndexnnn n nadectarmm Heuectn ["'b0naHN MHEKIIH
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Hapyuienus Ha umyHHaTa cucreMa Uectn CBpBX4yBCTBUTEIHOCT KbM
JIEKapCTBa
IIcuxuaTpuuHu HapyLIEeHUS Yectu CpHIHUBOCT
Heuectu O6Bpkanoct
Heuectu XamrouuHanuu
C HensBecTHa ITcuxoTnyunu peakuu2
4ecToTa
Hapymienus Ha HepBHaTa cuctema Yectu 3aMastHOCT
Uectn Hapyuienus Ha paBHOBeCHETO
Heuectu Hapymena noxonka
MHoro penku I'spuoBe
CppaeyHu HapyLIECHUs Heuectun CppaeyHa HeAOCTATHYHOCT
CbI10BY HApYIICHUS Yectu XuUnepToHus
Heuectn Benosna
TpoM003a/TpoMO0EMOOITU3BM
PecniupaTophuu, rppaHu U Uectn JUCITHES!
MEIMACTUHAIHY HAPYIICHUS
CromanrHo-4peBHU HApYIICHUS Yectu 3armex
Heuectn [ToBpbiane
C HeusBecTHa [Tankpeatut?2
YEeCTOTa
XenaToOWIMapHU HapyIICHUS Yectu [ToBuieHU (YHKIIMOHATHU
YepHOAPOOHM TIOKa3aTeNn
C Hemn3BecTHa XenaTur
4ecToTa
OO0mu HapymieHus U e)eKTH Ha Yectu I'maBoGomue
MSCTOTO Ha MPUJIOKEHUE Heuectu YMmopa

! Xamonuuamu ca HaGJI01aBaHN TJIABHO IIpH MAITUEHTH C TexKa ¢opMa Ha OoJecTra Ha AJIxaimep.

2 I/ISOHI/IpaHI/I Clly4dau, C’BO6U_IaBaHI/I B MOCTMAPKCTUHI'OBUSA OITUT

Onrcanne Ha N30paHU HEeXKETAHN PEaKIINH

Bonecrra Ha Anmxaiimep ce cBBp3Ba C JeNpecusi, CyUIMIHN HJISH U OTIMTH 3a caMoyOuiicTBo. B
MMOCTMAPKETHHTOBHUS OTTUT TaKMBa CIIyYaH c€ ChOOIaBaT MpH IMAMEeHTH, JICKyBaHU C MCMaHTHH.

CrpoOl1aBade Ha [MOJO3UPAHU HEKETIaHU PEAKIIUN

Cp0o0IIaBaHeTO Ha MOI03UPAHU HEXKETaHH PEaKIMU CIIE paspellaBane 3a yIoTpeda Ha JIEKapCTBEHHs
HpOZ[yKT € BAXXKHO. TOBa II03BOJIsIBA Ja HpO,[[’BJ'DKI/I H36J'IIOI[€HI/ICTO Ha CbOTHOILICHHUECTO HOHBa/pI/ICK 3a
JIeKapCTBEHUS MPOXyKT. OT MEIUIIMHCKUTE CIICIIHAJTUCTH CE H3UCKBA J1a ChOOIIaBaT BCAKA
0I03UPaHa HeXKeJlaHa Peakiys upe3 HallMOHaIHa CHCTEMA 3a ChOOIIaBane, 0CoYeHa B
[Ipunoxenne V*.

4.9 Ilpeno3upane

HNma OrpaHHUYCH OITUT CHC ClIyYdan Ha IMPEA03NPAaHE B KIIMHUYHUTC USITUTBAHUA U ITIOCTMAPKETUHT OBU S
OIINT.

CuMnoToMu

CrnyJauTe Ha OTHOCHTEJIHO BUCOKO mpeno3upane (choTBeTHO 200 mg u 105 mg/nen 3a Tpu 1HK) ce
CBBP3BaT WK ChC CHMITTOMH Ha YMOpa, CIa00CT W/HIIH JUapHs WK MPOTHYAT Oe3cuMITOMHO. B cirydan
Ha pepo3upane ¢ po3a noa 140 mg wim npu HeM3BECTHA 7103 MIPH MAITUEHTH CE MPOSIBIBAT
cumnTomute, cBbp3anu ¢ [IIHC (00bpkaHoCT, CHHIMBOCT, COMHOJICHTHOCT, CBETOBBPTEXK, BH30Y/Ia,
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arpecHBHOCT, XATIOIMHAIIMN W HAPYIIICHA MMOX0IKA) W/UITU C TaCTPOMHTECTUHAJICH MPOU3X0/]
(moBpBIIaHE U AUAPH).

B Haii-Texxkus ciydaii Ha Ipeo3upaHe MaeHThT € OIessUT IPH MepopaiieH mpueM Ha oomo 2 000 mg
MeMaHTHH ¢ TiocienBanti eextn Bpxy [IHC (10-mHeBHA KOMa ¢ TIOCIeIBaIia JTUILTONHS U BB30yIa).
B T031 cityyaii TaleHThT € JIeKyBaH CHMITOMAaTHYHO U ¢ 1ia3Modepesa. [lanneHTsT ce € Bb3CTaHOBUIT
0e3 ABJITOTpaliHU TOCIEICTBUSL.

B npyr ciygaii Ha BUCOKO Ipefo3upaHe ¢ nepopaieH nmpueM Ha 400 mg MeMaHTHH MalueHTHT CHIIO €
OLIETISUT U ce € Bh3cTaHOBWII. [lanueHTsT € uman cumntomu, cebp3anu ¢ [IIHC karo
HECTIOKOWCTBHE,TICHX032, 3pUTETHN XATFOIWHAIIAH, TPOKOHBYJIICUBHOCT, COMHOJIGHTHOCT, CTYTIOp U
Oe3ch3HaHIE.

Jleuenne

[pu npeno3upane neueHUETo TPsOBa J1a ObJe cUMITOMATHYHO. HsiMa cienuduyen aHTuao0T npu
MHTOKCHKALMSA U MIpesio3rpaHe. 3a OTCTpaHsIBaHE Ha aKTMBHOTO BEILIECTBO CE IpUjiara CTaHaapTHa
KJIMHAYHA TPOIIEAYpPa, KaTO HAIPHUMep CTOMAIITHA TPOMHUBKA, aKTHBEH BBIJICH (32 TIPeIOTBpaTSIBaHE Ha
MOTEHIIMAIHA €HTepOXelaTallHa PeIUPKyIIallis ), IOBUIIaBaHe KHCETMHHOCTTA HA YPHUHATa, 3acHiieHa
Jypesa.

B cinyyaii Ha mpU3HaUM ¥ CUMITOMH Ha OOIIO CBPBXCTUMYJIMPAHE Ha LIEHTpajlHaTa HEPBHA CUCTEMA
(ITHC), TpsibBa 1a ce 0OMHCIM BHIMATETHO CHMIITOMATHYHO KIMHIUYHO JIEYEHHE.

5. ®APMAKOJIOTUYHHA CBOMCTBA
51 ®apmakogUHAMHYHM CBONCTBA

®apmakoTepaneBTryHa rpymna: Jpyru nekapcrsa npotus nemeHnus, ATC xox: NO6DX01.

HapactBa OposT Ha moka3zaTencTBaTa 3a TOBa, Y€ HApyIIEHOTO (YHKIHUOHUPAHE Ha
riyTamMaTepruiyHaTa HEBPOTPAHCMUCHS, TO-KOHKPETHO Ha penienTopute 3a NMDA, nonpuHacs KakTo
3a MposiBaTa Ha CHMITOMUTE, Taka U 3a MMPOTPECHPAHETO Ha OOJIECTTa P HEBPOJeTeHepaTHBHATA
JEMEHLINS.

MeMaHTHH € BOJITaX-3aBHCHM, ¢ yMepeH ahUHUTET M HeKOHKypeHTeH NMDA -penienitoper
anTaronuct. Toi MonayJpa e(beKTI/ITe Ha MaTOJIOrMYHO NMOBUIIECHUTEC TOHNYHU HUBA Ha riiyraMara,

KOHWUTO MOTraT Aa A0BE€AAT A0 HAPYIICHO q)YHKL[I/IOHI/IpaHe Ha HCBPOHUTC.

Kinunuau npoyusaHus

ITpun nmpoBeneHo npoydYBaHe ¢ MOHOTEPAMHS IIPH IpyIia MAUeHTH, CTPAIAIIN OT yMEpEeHa 10 TekKKa
cTereH Ha OosiecTTa Ha AnixaiiMep (M3X0/IeH 0011l pe3yiaTaT OT MUHH HU3CJIeIBaHE Ha MICUXUYHUS
craryc (mini mental state examination) (MMSE) — npu ocroBa 3-14) ca npocienenu oomo

252 amOynaropuu nanueHTH. [IpoydBaneTo qeMoHCTpUpa OaronpusaTHUTE e(PEeKTH OT JICUESHUETO C
MEMaHTHH B CPaBHEHHE C II1ane00 B MpoaAb/DKEHHE Ha 6 Mecela (aHaIN3 Ha HaOJII0JaBaHUTE CITydau
3a BIIEYATJICHUETO Ha KJIMHUIIMCTA 3a MPOMsIHA, Bb3 OCHOBA Ha pa3roBop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; ceBMecTHO poy4BaHe Ha OosiecTTa Ha
Anmxaiimep — exenHeBHH qeiinoctu (Alzheimer’s disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; 6arepusi 3a TexKH yBpexaanus (severe impairment battery)
(SIB): p = 0,002).

[Ipu npoBeIcHO MPOYYBaHE ¢ MEMAHTHH KaTO MOHOTEPAITKs TIPH JIeKa JI0 yMepeHa CTEIeH Ha
Oosecrra Ha Anmxaiimep (u3xoxaeH oo MMSE-pesynrar npu ocHoBa 10-22) ca ooxBanatu 403

IIalMCHTH. ECpeKT’BT IIpU JICKYBAHUTC C MCMAHTUH NAITUCHTH € CTATUCTUYICCKN 3HAUYUMO HO-I[06T>p B
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CpaBHEHHE C TO3M NPH JIEKYBAHUTE C Mane0o0 MalMeHTH MO0 OTHOIICHUE Ha OCHOBHUTE TOYKH: (CKaia
3a oreHKa Ha Oomectra Ha Amxaiimep (Alzheimer’s disease assessment scale) (ADAS-cog)

(p =0,003) u CIBIC-plus (p = 0,004) Ha 24-Ta ceMuIla IPH TTOCIEAHOTO MTPOBEACHO HAOIIOICHIE
(last observation carried forward) (LOCF). IIpu apyro npoyduBaHe ¢ MOHOTEpAInus Ha JieKa 0
yMepeHa Oorect Ha AnmxaiMep ca paHgoMu3upanu - oomo 470 narmuenTy (n3xoaeH oom MMSE-
pesynTat npu ocaosa 11 mo 23).

HpI/I IMPOCIICKTUBHO ,He(i)I/IHI/IpaHI/ISI IIbPBUYCH aHAJIU3 IIPE3 24-Ta cenMuUIIa HE € ITIOCTHTHATA
CTaTUCTUYCCKA 3HAYMMOCT Ha IIbPBUYHA e(l)I/IKaCHOCT.

[Ipu MeTa-aHanw3 Ha MAIMEHTH C YMEPEHa J0 Te)KKa CTereH Ha OonecT Ha Anmxaiimep (oo MMSE-
pesynrar < 20) oT mecT 1Iane6o-KOHTPOIMpaHu, 6-MeceuHn npoyuBanus, ¢asa 1l (BxirrouBamm
MPOYYBAHUS ¢ MOHOTEPAITUS U MPOYYBAHUS NPU NAIIMCHTH HA MOCTOSHHA 71032
AICTHIIXOJIMHECTEPA3HU UHXUOUTOPH) CE YCTAHOBSIBA, Y€ ChIIECTBYBA CTATUCTUYCCKU 3HAYMM ¢(DEKT B
10132 Ha JICYCHUETO ¢ MEMaHTHH 3a KOTHUTHBHATA, TJIo0aiHaTa U GyHKIIMOHaHATa chepa. [Ipn
MAIUSHTH C MPUAPYKABAIIIO BIOIIABAHE BbB BCHUKHUTE TPU CPEPH, PE3yJITATUTE TOKA3BAT
CTaTUCTUYECKH 3HaYMM e(DeKT OT MEMaHTHH NPEJOTBPATSIBAILl BJIOIIABAHETO, KaTO J[BA ITbTH TIOBEYE
OT TPETUPAHUTE C TIane00 MAIeHTH JeMOHCTPUPAT BIIOIIABaHE BHB BCHUKHUTE TPU Chepu B
CpaBHEHHE C JIEKyBaHHTe ¢ MeMaHTHH manueHTu (21 % cpenty 11 %, p < 0,0001).

5.2 dapmMakOKHMHEeTHYHHU CBOHCTBA

AOcopbuus

MemaHTHH uMa abcomtoTHa OnoHannuHOCT TpUOIM3UTETHO 100 %. tmax € Mexay 3 u 8 vaca. Hama
JTAaHHM, Y€ XpaHaTa MOBJIMsABa a0COpOIMATa HA MEMAHTHH.

Pasnpenenenue

JueBHMTE 1031 0T 20 Mg BOJAT /10 CTAMOHAPHY IUTa3MEHN KOHIIEHTPAIIMH Ha MEMAHTHH, KOUTO
Bapupar ot 70 mo 150 ng/ml (0,5 - 1 pmol) ¢ ronemu UHTEpHUHAMBUAYATHHU pa3nuuns. Korato ce
mpujarat AHEBHU 1034 oT 5-30 mg ce u34ncisgBa CpeaHO ChOTHOLICHHE [IepeOpOCIMHANIHA
teaHoct/cepyM 0,52. ObembT Ha pasnpenencaue e npuonusutento 10 I/kg. Okono 45 % ot
KOJIMYECTBOTO MEMAHTHH € CBBP3aHO C IUIa3MEHUTE OENTHIN.

Buorpanchopmars

[pu voBeka oxomno 80 % ot upKyIupamuTe GopMH Ha MEMAHTHH ca 1Mo popMara Ha H3XOIHOTO
chelHeHue. [ TaBHUTe MeTaboNIUTH MPpH YoBeKa ca N—3,5—AnMeTnI-TayJanTaHd, H30MepHaTa cMec Ha
4— 1 6—XUOPOKCU-MEMAHTHH U 1 -HUTPO030—3,5—1uMeTnin—agaManTad. HuTo enuH ot Te3u MeTaboauTi
He nposiBsiBa NMDA-antaronnctiuna aktuBHOCT. He e oTkput nutoxpom P 450 xatanusupan
MeTaboaHM3BM iNn Vitro.

IIpu npoy4sane ¢ mepopaaHo npunarad “*C-memantun, cpenso 84 % OT J03aTa ce Bh3CTAHOBSBA B
pamvkuTte Ha 20 1HH, KaTo moBeue oT 99 % ce ekckperupa npe3 OnOpenure.

Enumunupane

MeMaHTHH ce eNTMMUHHAPA [0 MOHOEKCITOHEHIIMAIHA KPUBa ¢ TepMHHANEH ty, 0T 60-100 vaca. TTpu
J0OpOBOIIH ¢ HOpMasHa OhOpeuHa pyHkius oot kKaupbHC (Clior) qocTrra 10 170 ml/min/1,73 m?
1 9acT OT o0mmmsi OB0peUueH KIUPHHC Ce peaTu3nupa upe3 TyOyIapHa CeKpeIusl.

brOpeunusT 00MeH BKITIOYBA CHINO TYOYTHA Pe30pOIHs, KOSTO BEPOSTHO € OMOCPEICTBAHA OT
KaTHOH-TpaHcIopTupamy oenrbin. CTernenTa Ha ObOpedHO SMMMUHAPAHE HAa MEMAHTHH B YCIOBHATA
Ha ajKaliHa ypUHA MOXe Ja ObJie HamaseHa 7-9 mbTH (BUKTe Touka 4.4). ANKanu3upaHeTo Ha
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ypHHaTa MOXeE J]a ce ABJDKU Ha IPACTUYHU IPOMEHH B JIMIeTaTa, HAl[pUMeEp OT MECHA KbM
BereTapraHcKa JUeTa, WM Ha MacCHBEH MpHeM Ha alKaJIM3UpaIly CTOMAIIHN OydepH.

JInHeHHoOCT

[IpoyuBanusiTa npu JOOPOBOIIIH MOKA3BAT JIMHEWHA (papMaKOKMHETHUKA B JO30BU quana3zon ot 10-
40 mg.

Bpb3ka ¢papmakoknHeTnka/hapMakoJHHAMUAKA

Ipu n03a 20 mg MEMaHTHH Ha JIcH HUBaTa B IlepeOpPOCIMHATIHATA TEYHOCT OTIOBAPAT HA CTOHHOCTTA
ki (Ki = xoHCTaHTa Ha HHXHOUpaHe) Ha MEMaHTHH, KosATO € 0,5 umol B kopaTa Ha (GPOHTATHUS IS IIPH
YOBEKa.

5.3 IlpenkIuHWYHYM JaHHH 32 0€30MACHOCT

[Ipu xpaTkOCpOUYHM NPOYUBaHUSI BHPXY IIIBXOBE MEMAaHTHH, KakTo apyrute NMDA -aHTaroHucTH,
NpeAN3BUKBa HEBPOHAIHA BaKyOJIM3alys U HeKpo3a (Je3un Ha Olney) camo cien 1034, BOJCIIH J10
BUCOKHU IIMKOBU CEPYMHH KOHLIEHTpAUUU. ATaKCHUs ¥ APYTH NPEKINHIYHY IPU3HALM IPeAlecTBaT
BaKyoOJIM3alusITa 1 HeKpo3aTa. Thil KaTto edeKTuTe He ca HabIrIo1aBaHH P IBJITOCPOYHH
NPOYYBaHUS NIPHU I'PU3aUX M HETPHU3a4yH, KIMHUYHATA BPb3Ka C HA T€3U PE3YJITATH JIUIICBA.

[Ipu npoy4dBaHus 32 TOKCUYHOCT ca HAOJI0JaBaH! TPOMEHIMBYA U3MEHEHHS B OYHTE TIPH TTIOBTAPSIIN
ce JJ03M TP IPpU3avd U Ky4eTa, Ho He U Ipu MaimMyHH. CriennuiHuTe 0PTaIMOIOTHYHH MPEriean
IIPY KIVMHUYHUTE IPOYyYBaHUsS C MEMAHTHH HE Pa3KpUBAT HUKAKBH OYHH U3MEHEHUS.

[Tpu rpuzauu ¢ HaOmogaBaHa Gocdonunumaosa B 6e10poOdHUTE Makpodaru nopajau HaTpyInBaHe Ha
MEMAaHTHH B JIn3030MuUTe. T3 e(heKT € MO3HAT OT JPYrd AKTUBHH BEIICCTBA C KATHOHHU aM(UBUITHH
CBOMCTBA. BeposITHO chillecTBYBa Bph3Ka MEX/y TOBA HATPYIIBAHE M BAKyOJIN3aIUsITa, HAOI01aBaHa
B 6enute nqpob6ose. To3m edexT e HabmogaBaH caMo MPH MpHIIaraHe Ha BUCOKU 03U TIPH TPU3aYH.
KimandHaTa 3HaUUMOCT Ha TE3W Pe3yJTaTh He € U3BEeCTHA.

He e ycraHoBeHa TeHOTOKCHYHOCT HA MEMAHTHH CJIE]T U3CIEABAHE TI0 CTAaHAAPTHA METOAUKHU. Hsama
JAHHU 32 KapIUHOTEHHOCT MPHU JOKUBOT-IPOABILKUTEIHN IPOYIBAHUS PU MUIIKU U TUTHXOBE.
MemaHTHH HE € TepaTOTeHEH MPH ILTBXOBE W 3aiIy, TOPH U B 03U, TOKCUYHH 33 MalikaTa, U He ca
0TOeINA3aHN HeXKEeTIaH! JIEKapCTBEHU Peaklliy Ha MEMaHTHH BBpXy deprmnutera. [lpn mursxose e
0TOeIIsA3aHO TIOHWKaBaHe Ha (PETATHOTO Pa3BUTHE MPHU HUBA HA EKCIIO3UIIUS, KOUTO Ca UIICHTUYHU WU
MaJIKO IIO-BHCOKH OT T€3U Ha €KCIO3ULUATA IIPU XOpa.

6. DAPMAIEBTUYHU JAHHU

6.1 CHoucbk Ha NIOMOIIHHUTE BelIECTBA

Aopo na mabnemxume
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JlakTo3a MOHOXHIpAT

MuxkpoxkpucTaliHa 1enyino3a

Cunuumes THOKCHI, KOJIOUACH 0€3BOJICH
Kpocnosuaon

Marsnesues cteapat

Tabaemna 066uska

Xunpomenosa

ITommcopbar 80

Makxkporon 400

Turanos nuokcun (E171)

JKenesen oxcun, xbaT 1 depbeH (E172)

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 roauHu.

6.4 CroenmajHu yCJIOBHS HA ChbXpPaHEHHE

To3u nekapcTBEH MPOIYKT HE U3UCKBA CIICIIUAIHU YCIOBUS Ha ChXpaHCHHE.

6.5 Buau chabpiKaHHe HA ONMAKOBKATA

Bructepuu onakoBku, chappixkany mo 7, 10, 14 wium 20 Tadnerku B eaun omuctep (PVC / PE / PVDC
anymunni onucrep). [IpeacraBenu ca omakoBku ot 14, 28, 42, 56 u 98 Tabnerku.

MewmanTrH Accord 10 mg TabieTku ce npeaaraT u B meppoprupaHu eJHOA030BH KaICHIapHH
Omuctepu B onakoBku ot 14x1, 28x1, 56x1 wim 98x1 Tabnerka.

He Bcuuku BUIOBE OMMAKOBKH MOTAT Jla ObJIaT MYCHATH B TIPOIaxo0a.

6.6 CnenuaJHu npeanasHu MepKH NPH U3XBbPJIsiHE U padoTa

Hsama crienmanau n3UCKBaHMS.

7. INPUTEATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Hcnanus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/13/880/009
EU/1/13/880/010
EU/1/13/880/011
EU/1/13/880/012
EU/1/13/880/015
EU/1/13/880/020
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EU/1/13/880/021
EU/1/13/880/022
EU/1/13/880/023

9. JATA HA ITBPBO PASPEINABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jara Ha mepBo paspemasane: 04-12-2013
Jara Ha nmocneaHo noaHoBsiBane: 3 aBryct 2018 r.

10. [JATA HA AKTYAJIMUBUPAHE HA TEKCTA

[MoapoOHa nHpOpMaLs 3a TO3M JIeKapcTBEH MPOAYKT € IpeocTaBeHa Ha yeOcaiita Ha EBpormeiickara
areHIM 10 JekapcTBaTa http://www.ema.europa.eu
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1. HNME HA JIEKAPCTBEHUS ITPOAYKT

MemanTua Accord 5 mg Gpunmupanu TabIeTKH.

Memantun Accord 10 mg ¢punmupanu TabNeTKH.
Memantua Accord 15 mg dhummupanu TabIeTKH.
Mewmantun Accord 20 mg GpuiMupanu TabISTKH.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beska ¢punvupana tabnerka chIbpika 5 mg MeMaHTHHOB xuapoxiopu (memantine hydrochloride),
€KBUBAJIEHTHO Ha 4,15 mg MeMaHTHH.

ITomoIIHO BENIeCTBO ¢ U3BECTHO JICHCTBUE: BCsAKA (PriIMHUpaHa TabyeTka chabpxa 73,80 Mg makTo3a
(kKaTO MOHOXHUIPAT)..

Bcesika punmupana tabnerka cpappka 10 mg MmeMaHTHHOB XuApoxiopua (memantine hydrochloride),
€KBHUBAJICHTHO Ha 8,31 mg MEMaHTHUH.

[oMon1HO BelecTBO C M3BECTHO JICHCTBHE: BCsika (hunmupana Tabierka cpabpska 183,13 mg makroza
(xaTo MOHOXHUpAT).

Besika ¢punmMupana tabneTka chappika 15 mg MmeMaHTHHOB Xuapoxiopua (memantine hydrochloride),
€KBUBAJIEHTHO Ha 12,46 mg MEMaHTHH.

ITomoIITHO BEIIECTBO ¢ M3BECTHO JICHCTBHE: BCsiKa (huMupana TabiieTka chbpxka 221,39 mg makrosa
(KaTO MOHOXUPAT).

Beska pumvmpana Tabnetka cpappika 20 mg MeMaHTHHOB Xuapoxiiopus (memantine hydrochloride),
eKBHBAJICHTHO Ha 16,62 mg MeMaHTHH.

ITomoIITHO BEIECTBO ¢ U3BECTHO NICHCTBHE: BCsKA (hHIMIpaHa TadJieTka ChIbpika 295,18 mg makrosa
(kaTO MOHOXHUPAT).

3a IbIHUS CIINCHK Ha IIOMOIITHHUTE BCIICCTBA BMXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana TadneTKa.
OunmMupaHuTe TaOJIETKH OT 5 Mg ca OelIH, MPOABITOBATH, OOBUTH TaOJIETKU C BJUIBOHATO penieHO
o3HaueHue ,,MT* Ha eqHaTa UM cTpaHa U ,,5”’Ha JpyTara CTpaHa.

Ounmupanute Tadnetkn ot 10 mg ca 6enu, TpoABIroBaTH, OOBUTH TaONETKH C JeTUTETHA YepTa, ¢
BINIHOHATO penedHo o3HaueHue ,,MT* Ha enHaTa, pa3aeneHo OT AeNuTeNnHaTa 4yepra u ,,10° Ha npyrarta
CTpaHa, pa3zesIeHo OT AeiuTenHaTa yepra. TabneTkure Morar f1a ObAaT pa3/AeieHy Ha IBE€ PaBHU JO3H.

OunmupanuTe TabIeTKu OoT 15 mg ca OpaHXKeBH 10 CUBO-OPaHKEBH, IPOIBITOBATH, OOBUTHU TAOJIETKH C
BIUTEOHATO penedHo o3Hauenue ,,MT* Ha emHaTa UM cTpaHa u ,,15” Ha ApyraTta cTpaHa.

Ounmupanute Tadnetkn ot 20 mg ca OnegouepBeHH 10 CHBOYEPBEHH, IPOIBITOBaTa, 00BUTA TabieTKa
¢ BIThOHATO pernedHo o3HaueHue ,,MT*, Ha eHATa CTpaHa, pa3/eNeHo OT JeNUTeNHATa YepTa | ,,20”
Ha JIpyrata CTpaHa,pa3/IeIecHHo OT JeNIMTeNHaTa yepta. TabaeTkara Moxke 1a Obe pa3nencHa Ha JIBE
paBHU J03H.
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4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3AHMS
JledeHne Ha MAIlMEHTH C yMepEeHa JI0 TeXKKa CTEIeH Ha OonecTTa Ha AnmxaiiMep.

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

EO?:I/I[ZOBKH

Jleuennero TpsiOBa ma ObIe 3aMMOYHATO W HAOJIOIaBaHO OT JIEKap, C OITUT B TUATHOCTHIIMPAHETO H
JICYCHHUETO Ha JIEMEHIMITa Ha AnixaiiMep. JleueHneTo TpsOBa 1a 3alI09HEe caMo aKo UMa JIUIE, KOETO
Jla ce TPYKH 32 OOJHISI U PEJIOBHO J1a CJICH MPUeMa Ha JICKAPCTBEH MPOYKT OT MAI[UCHTA.
Jnaraozara TpsiOBa 1a Obe MOCTaBEHA B CHOTBETCTBUE ChC CHBPEMEHHUTE TUarHOCTHYHHN TIPHHIIHITH.
ITonocumocTTa U T03UPOBKATA HA MEMAHTHH TpsIOBa /1a ObJaT MPEOICHIBAHN PEIOBHO, 32
MpEeANnoYUTaHe IO TPU MECela clie]] HauajaoTo Ha nedeHueto. Ciues ToBa, KIMHUYHATA 10132 OT
MEMaHTHH U IIOHOCHMOCTTA Ha MaIleHTa KbM JICYCHHETO TPsiOBa Ja ce MpPEeoIleHsIBa Ha perysipHa
OCHOBA, B ChOTBETCTBHUE C HACTOSANTUTE KIMHINYHA PHKOBOICTBA. [loambpikamoTo geueHne Moxke 1a
0b/Ie MPOIBIKEHO JIOKATO TEPAIEBTUYHATA T10J13a € 3aJIOBOJUTEHA U MAIIMCHTHT IMOHACS JICUCHUETO C
MeMaHTHH. [Ipy Hamm4Ke Ha TOKa3aTeNICTBA 32 OTNa/IaHe Ha TEPareBTUYHS e(DEeKT WIIH aKO MMalrueHTa
HE TIOHACS JICYCHUETO, TPSIOBa /1a c€ OOMHUCIH NMPEeKpaTsIBaHe Ha MEMaHTHHA.

Bwvspacmuu

Tutpupane Ha g03aTa

[IpermoppuBaHaTa HayagHA 4032 € 5 Mg Ha JIeH, KOSITO TIOCTENIEHHO CE YBEeINYaBa Mpe3 IbPBUTE
4 cemMuUIM OT JICUCHUETO, 32 JIa CE JOCTUTHE MpErnophuBaHaTa MoAIbpKalia 1032 KaKTo CleABa:

Cenmuna 1 (men 1-7):
[MammenTtsT TpsiOBa 1a nprema enHa GumMupana tabneTka ot 5 mg Ha JieH (0s1a) B IPOABIKEHIE
Ha 7 IHU.

Cenmuna 2 (nen 8-14):
[ManuenTsT TpsiOBa na npuema eana ¢puamupana tabnerka ot 10 mg Ha aeH (Osi1a, ¢ IeaMTesIHA YepTa) B
NPOJBIDKEHNE Ha 7 JTHH.

Cenmuna 3 (men 15-21):
[ManueHTsT TpsAOBa Ma MpreMa eaHa prIMUpaHa TadieTka ot 15 mg Ha jeH (opaHxeBa J10
CHBOOpaH)XeBa) B POIBIDKEHUE HA 7 JTHH.

Cenmuna 4 (e 22-28):
[armenTsT TpsiOBa Ma MpreMa enHa GriMupana Tadbnerka ot 20 mg Ha AeH (OegovepBeHa 10
CHBOYEPBCHA, C JCIMTENIHA YepTa) B MPOAbDKEHHE Ha 7 JHU.

[Mopnbpxkaia go3a
[IpenoppuBanaTa nomabpxama n03a € 20 mg Ha IeH.

Xopa 6 cmapuecka év3pacm
B3 0cHOBa Ha KIIMHIUYHUTE [TPOYYBAHUS, IPETIOPHYBAHATA THEBHA /1032 32 MAIIMEHTH HA BH3PacT HaJ
65 rogunm e 20 mg Ha nieH (20 mg TabIeTKU BEAHBK THEBHO), KAKTO € IIOCOYEHO MO-Tope.

bvopeuno yepescoane

[Ipu manmenTy c eko yBpeneHa 0b0peuna ¢pyHkus (kpeatTnHuHOB KimpbHC 50-80 ml/min) He ce
HaJlara ajanTupaHe Ha go3ata. [Ipu nanueHTu ¢ ymepeHo 60peuHo yBpekaaHe (KpeaTHHHHOB
kupbHCE 30 — 49 ml/min) nHeBHaTa n03a TpsAOBa Aa 6bae 10 mg Ha aeH. [Ipu 1oOpa moHOCHMOCT clien
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NoHe 7-THEBHO JICUeHHe, 103aTa MOXKe 1a Obe yBenndeHa 10 20 mg/neH ChriiacHO CTaHAapTHATA
cxema Ha TuTpupane. [Ipu manueHTn ¢ TexKo 0H0peuHo yBpexkaane (KpeaTHHUHOB KIUPBHHC 5-29
ml/min) nHeBHaTa 103a TpsaoBa na 6bpae 10 mg Ha neH.

Yeprodpobro yepesicoane

ITpu maueHTy ¢ JISKO WM YMEPeHO HapylieHa yepHoapooHa dynkuus (kinac A u B mo Child-Pugh)
He € HeoOXOJMMO aJanTupaHe Ha fo3ara. Hama nanHu 3a ynotpebata Ha MEMAHTHH MPH MALMEHTH C
TEIKKO YepHOAPOOHO yBpexnane. He ce mpenopwuBa npuinarane Ha Memantua ACCOrd npu manueHTH
C TEKKO YePHOPOOHO yBpEKIaHE.

Jleya u ronowiu
Iopamu nurica Ha TaHHH 33 6E30MaCHOCT U e(hHUKACHOCT yrmoTpedaTa Ha MemanTtun Accord mpu mema
noJt 18 ronuHu HE ce MpenopbhUBa.

HauwnH Ha mpuaoxxeHue
Memantun Accord TpsiOBa aa ce mpuiara BeIHBXK JHEBHO, M BCEKH JICH Jla CE IIPUEMa 110 €IHO U ChIIO
Bpeme. OUIMUpPaHUTE TaOJIETKA MOKE J1a Ce MMPUEMAT ChC WM 03 XpaHa.

4.3 TIlpoTuBOmMOKAa3aHUSsA

CBpBXUyBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO WK HAKOE OT IOMOII[HUTE BEIIECTBA, H30POCHU B
Touka 6.1.

4.4 CneuuajHM mpeaynpeskaeHUus U NMpeaNa3sHl MePKH NpU ynorpeda

HpenoquBa CC MNOBUIIICHO BHUMAHUE ITPU MALIUCHTHU C CIIUJICIICHA, aHAMHE3a 3a I'bPYOBC WM IMAITUCHTU
C peapasnojaraiiu q)aKTOpI/I 3a CIIAJICIICHUA.

Tps6Ba ma ce n30sATBa eTHOBpEMEHHATa yroTpeda Ha aHTaroHUCTH Ha N-Metui-D-acmaprat (NMDA),
KaTo aMaHTaauH, KETaMWUH HIIU Z[eKCTpOMeTOp(baH. Tesn ChbCIUHCHUA HeﬁCTBaT BBpPXY ChllaTa
pelenTopHa CUCTEMa, KAKTO MEMAHTHH, U CJICIOBATEITHO HEXEIAHUTE JICKAPCTBEHU PEAKIIUH
(cBBp3any TIIaBHO ¢ eHTpanHara HepBHa cuctema (IIHC)) moraT ma 0b1aT 0-4ECTH | ITO-CHITHO
u3paseHu (BUKTe Touka 4.5).

Hsxkou dakxropu, kouto Morat na nosumiatr pH Ha ypuHara (Bukre Touka 5.2 “EnnMunupane”), morat
Jla HAJIO’KaT BHUMATEJHO IIPOCIIeIBaHe Ha MalyenTa. Te3u (pakTopy BKIIIOYBAT IPACTHYHH IPOMEHU
B IM€TaTa, HAaIIpUMEpP OT MECHA KbM BEreTapuaHcKa AUETa, WM MaCUBEH NPUEM Ha aJIKaJIM3UpaIln
cromamrau 0y¢epu. OcBen ToBa pH Ha yprHaTa MOKe J1a ce IOBHILY IIPU ChCTOSHUS HAa OBOpeyHa
TyGynapHa aruno3a (BTA) wim Texxkn MHQEKITMY Ha OTAeIUTeaHaTa cucTeMa ¢ Proteus bacteria.

[Ipu noBeveTo KIMHUYHYU MPOYYBAHUS NAMEHTH ChC CKOPO MpeKapaH HHPapKT Ha MHOKap/a,
JIeKOMITCHCHpaHa 3aCTOWHA chpaeyHa HepocTaThuHOCT (Kkimac mo NYHA III-1V) ninun HexkoHTpompaHa
XUIICPTOHUSA Ca OMJIM U3KITIOYEHH. BCHCIICTBI/IC Ha TOBa MMa CaMO OT'paHUYCHU JaHHHU U MAIMUCHTUTE C
TaKuBa CbCTOAHUS TpSI6Ba Ja 6’I)I[aT nmpocjeAdBaH BHUMATCIIHO.

IToMonrHM BemecTBa
Memantua Accord cbapprka akto3a. ITalueHTH ¢ peIKy HaClIeACTBEHH POOIEMH Ha TallakTO3Ha

HETIOHOCUMOCT, Lapp nakTa3Ha HEJOCTaThUYHOCT MM [IIOKO30-TaIaKTO3Ha MasabcopOuus He TpsOBa
Jla IpUeMart TO3H JIEKapCTBEH MPOIYKT.

4.5 BzaumopeiicTBMe ¢ IPYIrd JieKAPCTBEHN MPOAYKTH M APYyru (popMH Ha B3auMoJelicTBHe
[opanu papmakonornyauTe eheKTH U MEXaHU3Ma Ha JIeHCTBUE Ha MEMAaHTHH MOTaT Jla Bh3HUKHAT

CIICIHUTC B3aI/IMOIleI\/'ICTBI/IHZ
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. HauuubT Ha AeiicTBUE 1aBa OCHOBAHUS JIa Ce Mpeoara, ue edekrute Ha L-noma,
JTOTIAMUHEPTUYHUTE arOHUCTH U aHTUXOJIMHEPTHYHUTE CPEJICTBA MOTaT Aa ObJIaT 3aCHIICHH MPU
SITHOBPEMEHHO JieueHue ¢ aHTaroHucT Ha NMDA kato memantuH. Edekture Ha
OGapOuTypatrTe ¥ HEBPOJIEUTUIINTE MOTaT Jla ObaT HaMaieHu. EJHOBPEMEHHOTO MPUIIOKEHUE
Ha MEMaHTHUH U CMIa3MOJIMTHYHU CPEACTBA, JaHTPOJICH WK 0aKIoheH MOXKe J]a U3MEHU
JIEHCTBHETO UM W TOBA JIa HAIOKH KOPUTHUpPaHe Ha J103aTa.

o EnnoBpemennaTa ynorpeba Ha MEMaHTHH W aMaHTaJMH TPsiOBa Ja ce M30srBa mopajn PUCK OT
(apMakoTOKCHUHA 1cux03a. Y 1BeTe CheIMHEHUS MPEICTABIABAT XMMUYHO CPOJTHU
anTaronnctd Ha NMDA. ChI1oTo MOKe Jia ce OTHACS JI0 KETaMUHA U JIEKCTpOMeTOpQana
(BmxTe Touka 4.4). [IyOonukyBaH € eIMH KIMHWYEH CITydail 3a BEpOSITEH PUCK U TIPH
KOMOMHAIIUATA HA MEMAHTHH U ()CHUTOUH.

. Jpyru akTHBHH BEIECTBA, KATO IIUMETHINH, PAHUTHINH, TPOKAMHAMU/T, XHHUIUH, XUHUH U
HUKOTHH, U3M0JI3BAIIM ChIl[aTa ObOpEYHA CUCTEMA 32 KATUOHEH TPAaHCIOPT KaKTO aMaHTaHH, ¢
BB3MOXKHO 12 B3aUMOJICHCTBAT C MEMAHTHH, KOETO BOJH JI0 MOTEHI[UAJIEH PUCK OT MOBHUILICHUE
Ha TJTA3MEHUTE HUBA.

. Mwma BeposTHOCT 3a MMOHMKaBaHE Ha cepyMHOTO HUBO Ha xuapoxiopoTtuasun (HCT), korato
MeMaHTHH ce npmiara eqaoBpemerdto ¢ HCT wmu ¢ komOunanus, BxmrouBamta HCT.
. B mocTMapKeTHHTOBHSI OIUT MMa ChOOIICHHS 32 U30JMPaHH CiTydan Ha moBumeHo INR

(MeXIyHapOoAHO HOPMAJIM3UPAHO HUBO) IPH MALIMEHTH, KOUTO ca JIEKYBaHH SAHOBPEMEHHO C
BapdapuH. Bepeku, ue He € ycTaHOBEHa IPUIMHHO-CIIEACTBEHA BPB3Ka, IPEIOPBUNTEITHO €
BHUMATEJIHO MPOCIeIIBaHe Ha MPOTPOMOMHOBOTO BpeMe uin INR npu nanmeHTH, KouTo ce
JIEKyBaT €JHOBPEMEHHO C IEPOPAIHU aHTUKOATyIaHTH.

I[pn dhapmaxokuaeTnyan (OK) m3nuTBaHus IpH €AHOKPATHO NPHIIOKEHNE ITPU MIIaIH 31PaBH
JOOpOBOIILIM HE ce HAOIIOIaBaT 3HAYMMH B3aHMMOJICHCTBUS MKy aKTUBHHUTE BEIlECTBA HA MEMaHTHH
U a0y pua/MeTHOPMHH WK TOHEIE3HII.

IIpyn KIMHUYHO WU3NUTBAaHE TIPY MIIAH 3paBU 10OPOBOIIHM HE ce HabmogaBa 3HAYUM e(eKT Ha
MEMAaHTHH BbPXY (apMaKOKWHETHKATa Ha TaJlaHTaMUH.

MewmanTua He naxuoupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, draBuH-ChIbprKaIiaTa
MOHOOKCHUTEeHAa3a, eMOKCH/I-XHUAPOIa3ara WK CyIPOHHPAHETO.

4.6 @epTHIAUTET, DPEMEHHOCT H KbPMEHE

Bbpemennoct

JlumcBar KITMHUYHY JaHHH 32 CITy4ad Ha OPEMEHHOCT ¢ eKCIIO3UIINS HA MEMaHTHH.
ExcniepyuMeHTaHUTE POYyYBaHUA MIPU KUBOTHU MOKa3BaT, Y€ € Bb3MOKHO HaMaJIEHO BETPEMAaTOYHO
pa3BUTHE IPH HUBA HA €KCIIO3ULHS, KOUTO Ca UIACHTUYHM WU JICKO 3aBUILECHH CHPSMO €KCIO3ULHSTA
npu YoBeka (Bk. Touka 5.3). [loTeHIIMamTHUAT pUCK TPU XOpa He € u3BecTeH. MeMaHTHH He TpsOBa 1a
Cce M3II03Ba IIPH OPEMEHHOCT, OCBEH B Cly4ail Ha KaTeropuuHa HE0OXOIUMOCT.

Konpmene

He e u3BecTHO 1aimy MEMaHTHH C€ U3JIbYBa C KbpMAaTa, HO KaTO CC UMa NMpPEABU J'II/IHO(I)I/IHHOCTTa Ha
BEIIECTBOTO, TOBA € TBbPAC BB3MOXKHO. >KeHI/ITC, KOHUTO Ipu€MaT MEMaHTHH, HE TpH6Ba Ja KbPMHAT.

Peprrnurer

He ca nabmonaBann HeOMaronpusaTHA ePeKTH Ha MEMaHTHH PH HEKJIMHUYHU TIPOYYBaHUS 0
OTHOIIICHUE Ha (PEPTHIIUTETA IPU MBXKKH U )KEHCKH KUBOTHH.

4.7 EdexTu BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAIITHHA
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YMepenara 10 Te:KKa CTENeH Ha 6oecTTa Ha AnnxaiMep 0OMKHOBEHO BOJM J0 HApyIIeHA
CITOCOOHOCT 3a modupaHe U BIIOIIaBa CIIOCOOHOCTTA 3a paboTa ¢ MamuHU. OCBEH TOBAa MEMAHTHH
NIOBJIMSIBA B MaJIKa JI0 yMEpeHa CTEeTeH CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MaIIUHH, TaKa 4e
aMOyJIaTOpPHUTE MAMEHTH TPsAOBa 1a OBAAT MPEeIyNPEIKAaBaHH J]a BHUMABAT MHOTO.

4.8 HexeJaHu JeKapCTBEHH PeaKIHU

00001eHre Ha nmpodwia Ha 6€30HaCHOCT

Ipu KJIMHUYHA POYYBAHMS TIPH JIEKa IO TEKKA IEMCHITNS, BKIoUBaly 1 784 manueHT, IeKyBaHH ¢
MEMaHTHH U 1 595 manuenTy, TpeTupanu ¢ mianedo, o0IaTa 4ecToTa Ha HeXEIaHUTE JICKapCTBEHU
pEaKIny MPH MEMAHTHH HE Ce pa3indaBa OT Ta3H NPH IJanedo, KaTo HEXENaHUTE JICKAPCTBECHH
peakimy OOMKHOBEHO ca JIKHU JI0 YMEpeHH 110 TexecT. Hail-uecTo nosiBsBamuTe ce HexelaHu
JICKApCTBEHH PEaKIIMH C MO-BUCOKA YECTOTA B TpyIara Ha MEMaHTHH, OTKOJIKOTO B TpyIaTa Ha
rrane6o, ca 3amMassHocT (ChOTBETHO 6,3 % cpemty 5,6 %), TmaBobomnue (5,2 % cpemy 3,9 %), 3amex
(4,6 % cpemty 2,6 %) u cermuBocT (3,4 % cpemy 2,2 %) 1 BUCOKO KpBBHO Hajsrane (4,1% cperry
2,8%).

Hexenanure jgexapcTBEHN peakiluy, MOCOYECHN B TaOIHIIaTa O-/I0Iy, ca PETUCTPUPAHU 110 BpeMe Ha
KJIMHUYHYU TPOYYBaHM C MEMAHTHH U CJE] ITyCKaHeTO My Ha mazapa. [Ipu Bcako rpynupaHe B
3aBHCHMOCT OT YECTOTAa, HEXXEJIAaHUTE JICKAPCTBEHH PEaKIUH ce U30pOsSBAT B HU3XOIAI] PeJI IO
OTHOIIIEHUE Ha TEXKECTTA.

TabanueH COUCHK HA HEXKETAHUTE PEAKIIUU

HesxenanuTte nekapcTBEHH PEAKIMU Ca KATETOPU3UPAHU ChITIACHO CUCTEMHO OpraHHa Kiacu(pHKanus,
KaTo Ce M3M0JI3Ba ClieHaTa KOHBEHIMs: MHOTO YecTH (> 1/10), gectu (>1/100 no < 1/10), Heuectn (>
1/1 000 mo < 1/100), peaxu (>1/10 000 g0 < 1/1 000), muoro penku (< 1/10 000), ¢ HensBecTHA
yecToTa (0T HATMYHHUTE TaHHU HE MOXKe Jla ObJie HalpaBeHa OICHKA).

CucTeMo-OpraHHu KJI1acoBe Yecrora Hexenana peakuust
Wndexkunu u nHpecTanmu Heuectu ['"pOnyaM MHPEKIUN
Hapymenns Ha uMyHHaTa cucreMa Yectn CBpBX4yBCTBUTEIHOCT KBM
JIEKapcTBa
IIcuxuaTpuuHu HapyLIEeHUS Yectu CpHIHUBOCT
Heuectu O6Bpkanoct
Heuectu XamrouuHanuu |
C HensBecTHa [TcuxoTnyunu peakiuu2
4ecToTa
Hapyuienus Ha HepBHaTa cuctema Uectu 3amasiHOCT
Yectu Hapyuienus Ha paBHOBECHETO
Heuectn Hapymena noxonaka
MHoro penku I'spuoBe
CepreuyHy HapyIIEHUs Heuectn CppredyHa HEZOCTATHYHOCT
CbI10BY HApYIICHUS Yectu XunepToHus
Heuectn Benosna
TpoM003a/TpoMO0EMOOITU3BM
Pecniuparopnu, rppaau n Yectn JYCIIHES
MEIMACTUHAIHU HApYIIECHUs
CromanrHo-4peBHU HApYyIICHHUS Yectu 3armex
Heuectn [ToBppiane
C HeusBecTHa [Tankpeatut?2
4ecToTa
XenaToOWInapHU HapyIIIeHUsS Yectu [ToBuieHU (yHKIIMOHATHU
YepHOAPOOHM TOKa3aTeNn
C HeusBecTHa Xenatur
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4ecToTa
OO6mum HapymeHus U eheKTH Ha Yectn I'maBoGome
MSICTOTO Ha IPUJIOKEHUE Heuectun YMopa

! XamonuHarmu ca HaGII01aBaHU TJIABHO TIpH MAIIUEHTH C TeXxKa ¢opma Ha OojecTTa Ha Anmxaiimep.

2 I/ISOHI/IpaHI/I Clly4dau, C’BO6IJ_IaBaHI/I B MOCTMAPKCTUHI'OBUSA OITUT

Onrcanne Ha N30pPaHU HeXKETAHN PEAKIINH

Bonecrra Ha Anmxaiimep ce cBbp3Ba C JIENpecusi, CYUIUIHU HJISH U OIUTH 3a caMoyouiicTBo. B
MMOCTMAPKETHHTOBHUS OTIUT TaKUBa CIIyYaH c€ ChOOIABaT MPH MAMCHTH, JICKyBaHH C MCMaHTHH.

CrpoO11aBade Ha [MOJO3UPAHU HEKEIaHU PEAKIIN

Cpo0IaBaHeTo Ha MOI03MPAHU HEXKeJIaHW PEAKIUU CJIE paspelliaBane 3a yIoTpeda Ha JeKapCTBEHUs
HpOZ[yKT € BAXXKHO. TOBa II03BOJIsIBA Ja HpO,[[’BJ'DKI/I H36J'IIOI[€HI/ICTO Ha CbOTHOILICHUECTO HOHBa/pI/ICK 3a
J'ICKapCTBeHI/IH HpO,Z[YKT. OT MCAUIIUMHCKUTE CIICIHUAJINCTHU CC U3UCKBA Ja C’BO6I]_IaBaT BCsKa
0I03UPaHa HeXKeJlaHa Peakiys upe3 HallMOHalHa CHCTEMA 3a ChOOIIaBane, 0coYeHa B
[Ipunoxenune V

4.9 IIpeno3upane

Hma OrpaHUYCH OIIUT CBC CIIyYUau Ha NMMPEA03UPAHC B KIMHUIHUTC U3NMUTBAHUA U TIOCTMAPKETUHI OBUSL
OIINT.

CuMnToMu

CrnyJauTe Ha OTHOCHTEJIHO BUCOKO rpeno3upane (choTBeTHO 200 mg u 105 mg/nen 3a Tpu 1HK) ce
CBBP3BaT WK ChC CHMITTOMH Ha YMOpa, CIa00CT W/HIIH JHapHs WK MPOTHYAT Oe3cHMITOMHO. B cirydan
Ha mpeao3upane ¢ po3a noa 140 mg wim npu HeM3BECTHA J103a TIPH MAITUEHTH CE MPOSIBIBAT
cumnrTomute, cBbp3anu ¢ [IIHC (00bpkaHoCT, CHHIMBOCT, COMHOJIEHTHOCT, CBETOBBPTEXK, BH30Y/I1a,
arpecUBHOCT, XATIOIMHAIIMH U HApYyIIIeHa TTOXOIKa) ¥/WIK C TaCTPOMHTECTHHAJICH IMPOU3XO0/T
(moBpBIIaHE U AUAPHS).

B Haii-Texxkus cirydail Ha mpeno3upaHe NalueHTHT € OLelsUT Y IepopalieH npueM Ha oomio 2 000 mg
MeMaHTHH ¢ nocnesamy epekt Bepxy LIHC (10-aHeBHA KOMa ¢ ITOCIeBaIa JUILUIONHS B B30y 1a).
B T03u ciryyail mannueHThT e JIeKyBaH CUMIITOMAaTHYHO 1 ¢ IIasModepesa. [1arueHTsT ce € Bh3CTaHOBHII
0e3 TBITOTpaitHu MOCIICACTBYA.

B npyr ciyuait Ha BUCOKO Npeao3upane ¢ nepopaiieH mpuem Ha 400 mg MEMaHTHH MallMEeHTHT ChIIO €
OIIETISUT U Ce € Bh3CTaHOBWII. [larmenTsT e uman cumntomMu, cebp3anu ¢ IIHC karo
HECIIOKONCTBUE,IICUX03a, 3PUTEITHU XATIOUUHAIINY, TIPOKOHBYJICUBHOCT, COMHOJIEHTHOCT, CTYTIOP U
Oc3ch3HaHME.

Jleuenne

[Ipu npenosupane nederneTo TpsiOBa ga Obae cuMnToMaTndHO. Hsima crienmnder aHTHAOT pu
WHTOKCHKAIIHS U TIpeJio3upaHe. 3a OTCTpaHsIBaHE Ha aKTUBHOTO BEIIECTBO CE MpUJIara CTaHaapTHA
KJIMHAYHA TPOLIEAYPa, KaTO HAPpUMEp CTOMAIITHA TPOMHUBKA, AKTHBEH BBIJVICH (32 IPEIOTBpPATSIBAHE HA
MOTEHIIMATHA EHTepOXelaTallHa PeIUPKYIIalus ), IOBUIIABaHe KHCSITMHHOCTTA HA YPHUHATa, 3acHiIeHa
Jypesa.

B cnyyaii Ha pU3HAIK ¥ CUMIITOMHU Ha OOIIO CBPBXCTUMYJIMPAHE Ha IICHTpATHATA HEPBHA CHCTEMA
(IIHC), TpsibBa ga ce 0OMHCIN BHUMATETHO CUMIITOMATHYHO KITMHUYHO JICUCHHUE.
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5. DAPMAKOJIOT'NYHU CBOUCTBA

51 ®apmakoguHAMHYHH CBOHCTBA

dapMmakoTepaneBTHUHa rpymna: Jpyru nekapcrtsa npotus nemenmus, ATC koa: NO6DXO01.

HapactBa OposT Ha goka3aTencTBaTa 3a TOBa, Y€ HAPYIIEHOTO (YHKIIMOHUPAHE Ha
IyTaMaTepruyHaTa HeBpOTpaHCMMCHS, TIO-KOHKPETHO Ha perentopure 3a NMDA, nonpuHacs KakTo
3a posiBaTa Ha CUMIITOMHTE, Taka 1 3a IPOrpecUpaHeTo Ha OoJiecTTa MU HEBPOJETreHepaTHBHATA
JEMEHIIS.

MeMaHTHH € BONTaXX-3aBUCHM, ¢ yMepeH apuHuteT u HekoHKypeHTeH NMDA -penentopex
aHTaroHucT. Tol Moxynupa eeKkTuTe Ha MaTOJIOIMYHO MOBUILIEHUTE TOHUYHU HMBA Ha TyTaMara,

KOWTO MOTaT J1a JOBEAaT 0 HapymieHO (PYHKITMOHUpAHE HA HEBPOHUTE.

KinHnyau npoy4uBaHus

[Ipu npoBeaeHo nMpoyyBaHe ¢ MOHOTEpANUs PH IpyTa MalueHTH, CTPaAalld OT yMEpeHa 0 TeKKa
cTereH Ha OoJniecTTa Ha AJxaiiMep (M3X0eH 0011 pe3yiITaT OT MUHH U3CJICABAHE HA TICUXUYHUS
cratyc (mini mental state examination) (MMSE) — ipu ocHoBa 3 10 14) ca mpocneneHn 00110

252 amOynaropHu nanueHTy. [Ipoy4BaHeTo IeMOHCTpHpa OJIATONPUATHUATE ePEKTH OT JICUCHUETO C
MEMaHTHH B CpaBHEHHE ¢ TIae0o B Ipoab/DKEeHHE Ha 6 Mecena (aHain3 Ha HabIronaBaHuTe ciydyan
3a BICUYATIICHUETO Ha KJIMHUIKCTA 3a MPOMSIHA, B3 OCHOBA Ha pa3roBop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; ¢csBMecTHO TIpoy4BaHe Ha OoJlecTTa Ha
Anxaiimep — exxenHeBHu aeiiHoct (Alzheimer’s disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; baTepust 3a TexKH yBpexaanus (severe impairment battery)
(SIB): p = 0,002).

[Ipu poBeieHO IPOyYBaHE ¢ MEMAHTHH KaTO MOHOTEPAITHS TIPH JIeKa IO yMepeHa CTeleH Ha
OomnecTTa Ha AmxaiiMmep (u3xomneHn oour MMSE-pesynrar npu ocaoBa 10-22) ca oOXBaHATH

403 nmaupenTy. EQexThT mpu JeKyBaHUTE ¢ MEMAHTHH MAI[UCHTH € CTATUCTHYSCKU 3HAYUMO M0-100BP
B CPaBHEHHUE C TO3M IPH JICKYBAaHUTE C ITUIAIe00 MAIMEHTH 110 OTHOIICHUE HA OCHOBHHUTE TOYKH:
(ckaua 3a onenka Ha 6osectra Ha Anxaiimep (Alzheimer’s disease assessment scale) (ADAS-cog)

(p = 0,003) u CIBIC-plus (p = 0,004) na 24-Ta ceMHIIa TIPH TIOCIEAHOTO MPOBEAEHO HAOIIOIEHNE
(last observation carried forward) (LOCF). IIpu apyro mpoyuBaHe ¢ MOHOTepaIus Ha jeKa 10
yMepeHa OonecT Ha AnxaiiMep ca paaoMu3upanu - oomio 470 nanuentu (n3xoneH oo MMSE-
pesyatat npu ocHoBa 11 mo 23). [Ipu mpocnekTuBHO AeGuHMpPaHUS TEPBUYCH aHATN3 TTpe3 24-Ta
Ce/IMHUIIA HE € TIOCTUTHATA CTATUCTHYECKA 3HAUMMOCT Ha MMbPBUYHA €(PUKACHOCT.

[Ipu MeTa-aHaNwM3 Ha MAIMEHTH C YMEPEHa JI0 TeKKa CTerneH Ha OonecT Ha Anxaiimep (oouy MMSE-
pesynrat < 20) oT 1IecT mianedo-KOHTpOoIHpaHy, 6-Meceunu npoyuBanus, ¢asa Il (BkarouBamiu
MPOYYBaHUS C MOHOTEPAIHUS U MPOYYBAHUS MTPH MAI[UCHTH Ha ITOCTOSHHA /1032
AIeTHIIXOJINHECTEPA3HU HHXUOUTOPH) CE€ YCTAHOBSBA, Y€ CHIIIECTBYBA CTATUCTHYSCKU 3HAYNM e()EeKT B
MOJI3a Ha JICYEHHETO ¢ MEMaHTHH 32 KOTHUTUBHATA, TNo0anHara u GyHKkiuoHanHata chepa. [Ipu
MAIMeHTH C MPUAPYIKABAIIIO BIOIIABAHE BHB BCHUKUTE TPU CPEpH, pe3yITaTUTE IOKa3BaT
CTaTUCTUYECKH 3HaYNM e(DeKT OT MEMaHTHH IIPEJOTBPATSBAIL] BIOIIABAHETO, KaTO J[BA ITbTH TIOBEYE
OT TPETHPAHUTE C MIaNeO0 MAUSHTH IEMOHCTPHUPAT BIIOIIABAaHE BB BCHUKUTE TPU cheph B
CpaBHCHHE ¢ JIeKyBaHHUTe ¢ MeMaHTHH manueHTn (21 % cpemry 11 %, p < 0,0001).

5.2 dapMaKkoOKHHETMYHU CBOWCTBA

AbcopOuus
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MemaHTHH uMa abcomtoTHa OnoHanmaHoCT TpUOIM3UTETHO 100 %. tmax € Mexay 3 u 8 aca. Hama
JTAaHHH, Y€ XpaHaTa MOBIHsIBa abcopOImsITa HA MEMaHTHH.

Pasnpenenenue

JueBaute 1031 oT 20 mg BOJAT 10 CTAIIMOHAPHHU TUIa3MEHH KOHIICHTpAIlUY Ha MEMaHTHH, KOUTO
Bapupar ot 70 mo 150 ng/ml (0,5-1 umol) ¢ ronemu uHTepUHAMBUIYaTHH pazaudus. Korato ce
npuiIarat IHEeBHH 03U oT 5-30 mg ce U34ucIIsiBa CpelHO ChOTHOLICHHE 1Iepe0pocIiHaIHA
teqroct/cepym 0,52. O6embT Ha pasnpenencHue e npuommsurenao 10 1/kg. Okomno 45 % ot
KOJINYECTBOTO MEMAHTHH € CBBP3aHO C TIa3MEHUTE OCNTHIIH.

Buorpanchopmarus

[pu yoBeka oxomno 80 % oT mupKyIupamuTe GopMH Ha MEMAHTHH ca MoA (popMaTta Ha U3XOIHOTO
CcheIUHEeHHe. | TaBHUTEe METabONIUTH IIPH YOBeKa ca N—3,5—AnMeTUI-TIyJaHTaH, H30MEpHaTa CMeC Ha
4— 1 6—XUAPOKCU-MEMaHTHH U 1—HUTP030—3,5—1uMeTnI—agamManTad. HUTo euH OT Te3u MeTabOoIUTH
He nposiBsiBa NMDA-antaronnctiuusa aktuBHoOCT. He e oTkput nutoxpom P 450 xatanusupan
MeTabonu3sM in Vitro.

Ipu ipoyuBane ¢ nepopanHo npuiaras “*C-memanTus, cpenno 84 % OT 103aTa ce Bb3CTAHOBSABA B
pamkute Ha 20 qHH, KaTo noBeye oT 99 % ce exckpeTupa npe3 OpOpenure.

Enumunupane

MeMaHTHH ce eTMMUHHUPA TI0 MOHOEKCIIOHEHIIHAIHA KPHBa ¢ TepMUHAJIEH ty, oT 60-100 gaca. ITpu
JI0OpOBOIITH ¢ HOpMaHa O60peuna hyukuus oomusT KaupbHC (Clior) qocTrra g0 170 ml/min/1,73 m?2
U 4acT OT o0must 6bOpeUeH KIUPBHC e peaTu3upa upes TyOyaapHa CeKperusl.

br0OpeuHnaT 0OMeH BKITIOUBA CHINO TyOyIJIHA Pe30pOITHs, KOSTO BEPOSATHO € OIOCPEACTBAHA OT
KaTHOH-TpaHcnopTHpaiu 6enTpur. CTenenTa Ha O0bOpeUHO eTMMUHUPAHEe HA MEMAHTHH B YCIOBUATA
Ha aJTKajJHa ypyuHA MOXe Ja Ob1e HamaneHa 7-9 mpTH (BrKTe Touka 4.4). AKanu3upaHeTo Ha
ypHHaTa MOXXE /1a e AbJDKU Ha IPacTUYHY IPOMEHU B JUETaTa, HAIPUMEP OT MECHA KbM
BEreTapuancKa JieTa, WIiM Ha MacUBEH ITPHEM Ha allKalu3Upalld CTOMAITHE Oy depu.

JInHeWHoCT

[IpoyuBanusiTa npu 70OPOBOJIIM MOKA3BAT JIMHEWHA papMaKOKMHETHKA B JO30BUS quana3oH ot 10-
40 mg.

Bpsb3ka dpapmakokuHeTrKa/hapMakoMHAMUKA

IIpu no3a 20 mg MeMaHTHH Ha JIcH HUBATa B IiepeOpOCIIMHAIHATA TEIHOCT OTIOBAPAT HAa CTOMHOCTTA
ki (ki = koHCTaHTa Ha HHXHOMpPaHe) Ha MEMaHTHH, KosTo ¢ 0,5 umol B kopaTa Ha ppOHTATHUS AT IPU
YOBEKa.

5.3 IlpeakJIUHUYHHM JAHHM 32 0€30MACHOCT

IIpu kpaTKOCPOUHM MPOYUBAHUA BbPXY IUITbXOBE MEMAHTHH, KakTo Apyrute NMDA-aHTaroHucTH,
MpeIn3BUKBA HEBPOHATHA BaKyoJIM3aIus U HeKkpo3a (1e3un Ha Olney) camo ciex 1034, BOJICITH 10
BHCOKH MMUKOBU CEPYMHH KOHIICHTPAIMH. ATaKCHs U APYTH NPESKIMHIYHYU MPU3HAIM MIPESANISCTBAT
BaKyoOIIM3alusaTa U HeKpo3arta. Thil KaTo eeKTUTE He ca HAOM0JaBaHH MIPH IBJITOCPOUHH
NIpOYyYBAaHUSA IIPYU TPU3aYX U HErPU3adH, KIIMHUYHATA BPB3Ka C TE3U PE3YJITATH JIUIICBA.
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[Ipu nmpoy4BaHus 3a TOKCHYHOCT ca HAOIOJaBaHH TPOMEHJIMBH U3MEHEHUS B OYHUTE TPU TOBTAPSIIN
Ce JT03U TIPH TPHU3a4X U KydeTa, HO He U pu MaiMyHH. CrierupuaHuTe 0(TAIMOIIOTUIHH TTPETIeTN
P KIMHUYHUATE IPOYIBAHUS C MCMAHTHH HE Pa3KpUBAT HUKAKBH OYHH U3MCHCHUSI.

IIpu rpuzaun e HabmomaBana ochonumumosa B 0eIoapoOHNTEe Makpodary mopaau HaTpyIBaHE Ha
MEMaHTHH B JIn3030MUTE. T0O3U e(heKT € MO3HAT OT JPYrd aKTUBHH BEIIECTBA C KATHOHHU aM(DUPUITHU
CBOICTBa. BeposTHO ChINECTBYBA BPh3Ka MEXK/y TOBA HATPYIIBAHE M BaKyOJIM3allusATa, HA0II0JaBaHa
B Oenute mpodose. To3u edekt e HabIIoAaBaH caMo TP MPHIIaraHe Ha BUCOKH JIO3U TIPU TPU3AYH.
KnuHnyHaTa 3HAYMMOCT Ha TE3H PE3YJITATH HE € U3BECTHA.

He e ycTanoBeHa reHOTOKCHYHOCT HA MEMaHTHH CJIe/l M3Cie/IBaHe TI0 CTaHJapTHU MeToauku. Hsama
JIAHHHM 32 KaHIIEPOTCHHOCT IPH JIOKUBOT-MIPOABKATEIIHU POYYBAHUS IPU MHIITKU U ILTHXOBE.
MeMaHTHH HE € TepaTOTeHEH IPH ILTBXOBE W 3aHIH, TOPH U B 03U, TOKCUYHH 32 MaiikaTa, U He ca
oTOeNA3aHN HeXXETIaH! JISKapCTBEHU PEeakliy Ha MEMaHTHH BHpXy deprmnutera. [lpn ursxose e
0TOeIIsA3aHO TIOHWKaBaHe Ha (PETATHOTO Pa3BUTHE TP HUBA HA €KCIIO3UIIUS, KOUTO Ca UICHTHYHU WU
MAaJIKO MO-BUCOKU OT TE€3H Ha €KCIO3UIIUATA IPU X0Opa.

6. DAPMAIIEBTUYHU JAHHHAU
6.1 CnucbK HAa MOMOILIHHUTE BELIECTBA

Snpo Ha duamupanuTe Tadbuerku ot 5/10/15/20 mg

JlakTo3a MOHOXHIpAT
MuKpOKpHCTaIHAa LEeNyJ103a

Cunuiues TUOKCHI, KOJIOUEH, O€3BOIEH
Kpocnosunon

Marunesues cTeapat

Tabnerna o6BuBKa TabdseTku ot 5/10/15/20 mg

Xunpomenosa
IMonucop6ar 80
Makxkporon 400

Turtanos muokcun (E171)

JlonsaHuTenHO 3a huiMupanuTe Tadbuetky oT 15 mg u 20 mg

Kenesen oxcun, xbaT 1 uepBeH (E172)

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

3 roauHu.

6.4 ChoenuajaHu yCJI0BHS HA CbXPaHEeHHE

To3u nexapcTBeH NPOLYKT HE U3UCKBA CIICLUAIIHY YCIOBHUS HAa ChbXpaHEHHE.

6.5 Bwuau chabp:kaHue HA ONIAKOBKATA
PVC/PE/PVDC anymunuii 6nucrep

30



Bcesika onakoBka chabpxa 28dunmupanu tadnetku B 4 onuctepa ot PVDC/PE/PVC/Al nnu Gnuctepu
ot PP/Al c¢be 7 dummupanu tadireTku ot 5 Mg, 7 dmwmvupanu tabneTku ot 10 mg, 7 dumupanu
tabnerku ot 15 mg u 7 punmupanu tadnerku ot 20 mg. bancTepH 0MakoBKH, ChIbpKay 28
TaOJIETKH Chbe 7 TaOJICTKU OT 5 MQ, 7 Tabietku ot 10 Mg, 7 Tabierku ot 15 mg u 7 tadnerku ot 20
mg.

6.6 CnenuaJHu npeanasHu MepKH NPH U3XBbPJIsiHE U padoTa

Hsama crienmmaaayu n3nCKBaHMS.

7. INPUTEKATEJI HA PASPEHIEHUETO 3A YHHOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Ucnanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/880/013

9. JATA HA ITBPBO PA3BPEINIABAHE/IIOJJHOBSIBAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

JaTa Ha mepBO pazpemanane: 04-12-2013
[lara Ha nocnenHo nogHoBsBaHe: 3 aBryct 2018 1.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IToapoOHa wHGOPMAITHS 32 TO3U JEKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponefickara
areHIus 1o jJekapcTaTa http://www.ema.europa.eu
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INPUJIOKEHME 11

MNPOU3BOJAUTEJIN, OTTOBOPHMU 3A OCBOBOXJIABAHE HA TTAPTUAN

YCJIOBUA NJIX OTPAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIOBUSA N UBUCKBAHUATA HA PABPEHIEHUETO 3A YIIOTPEBA

YCJIOBUS WJINK OT'PAHUYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUSA NPOAYKT
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A. TMPOU3BOJUTEJ(M), OTTOBOPEH(HU) 3A OCBOBOK/IABAHE HA IAPTUU

HMe 1 aspec Ha IPOU3BOAUTEINTE, OTTOBOPHU 33 OCBOOOK/IaBaHE HA HAPTHUIUTE

Delorbis Pharmaceuticals Ltd
17 Athinon Street

Ergates Industrial Area
Nicosia

2643

Kunsp

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, ITomnmia

[TeyaTHaTa TMCTOBKA Ha JICKAPCTBEHHS MMPOYKT TPsIOBa Ja ChABbPKA UMETO U ajpeca Ha
MPOU3BOAMTENSI, OTTOBOPEH 32 OCBOOOXKIaBaHETO HA ChOTBETHATA MAPTHU/IA.

b. YCJIOBUS NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOIYKT c€ OTITyCcKa 110 OrpaHMYEHO JeKapcKo npeanucanue (Bx. [Ipunoxenue |:
Kpatka xapakTeprcTHKa Ha IPOJIyKTa, Touka 4.2).

B. JAPYI'M YCJIOBUS U UBUCKBAHUSATA HA PABPEHIEHUETO 3A YIIOTPEBA
e  IlepuoanyHu aKTyaaU3UPaAHU AOKJIAAM 32 0€30IIaCHOCT

W3uckBaHuATa 32 IOJJaBaHE HA MIEPHOAMYHH aKTyalTU3UPaHu TOKJIAIH 32 OE30MaCHOCT 3a TO3H
JIEKapCTBEH MPOJIYKT ca MOCOYEHH B CIHCHKA ¢ pedepeHTHUTE nath Ha EBporneickus
cwio3 (EURD crniucwk), mpeauaeH B wi. 1078, an. 7 ot dupextusa 2001/83/EO, 1 BbB
BCUYKH CJIEBAIIY aKTyalH3aluu, yOJIMKYBaHU Ha €BPOIEHCKUs yeOmopTan 3a
JIeKapCTBa.

I'.  YCJIOBUA NN OTPAHUYEHNS 3A BE3OIIACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TPOAYKT

e [Ilnan 3a ynpasjenne Ha pucka (ITYP)

[1PY TpsibBa na M3BHpIIBA N3UCKBAHUTE JICHHOCTH U ACHCTBUS, CBBP3aHU C IIPOCIIeIsIBaHe Ha
JIeKapcTBEeHaTa 0e30macHoOCT, TocodeHH B omobpenus [TYP, nmpencrasen B Moayn 1.8.2 Ha
PaspernienneTo 3a ynotpeba, KakTo ¥ MPU BCUYKHU CJICJBAINN ChIIIacyBaHU akTyann3anuu Ha [TYP.

Axtyamusupan [1YP TpsiOBa na ce momasa:
® 10 uckaHe Ha EBporieiickara areHIus o JiekapcTBara;

® BUHAruW, KOraTo ce M3MEHs CHUCTeMaTa 3a yIpaBlieHHe Ha pUCKa, 0COOEHO B pe3yJTar Ha
roJTyJaBaHe Ha HOBa WH(OpMAITus, KOSTO MOXKe J1a JOBeIe 10 3HAYNMH ITPOMCHH B
CHOTHOIICHHUETO IOJI33/PUCK, HITU CJIE/ JOCTUTAHEe Ha BayKEH eTan (BbB BPB3Ka C
MpocCIeiBaHe Ha JeKapCTBEeHaTa 0€30IMaCHOCT WIIH CBEX/IaHEe Ha PUCKA 10 MUHUMYM).
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MIMPUJIOXEHUE I1I

O3HAYEHMUSA BbPXY OITAKOBKATA U JIMCTOBKATA
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A. IAHHHA BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA 3A BJIMCTEPHATA OITAKOBKA

| 1. MME HA JIEKAPCTBEHUS TPOAYKT

Memantun Accord 10 mg punmupanu TabneTku
MEMaHTHHOB XUAPOXJIOPH

(2. OBSIBIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Besika punmmupana Tabierka chabpika 10 mg MeMaHTHHOB XHIPOXJIOPHA, EKBHBaJICHTHO Ha 8,31 mg
MEMaHTHH.

| 3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

C’bl[’bp)Ka JIaKTO3a.
Brmxre mucroBkara 3a rmopeue I/IH(I)OpMaI_II/IH.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

OuiMupann TabJIETKH.

14 dhunmmupany TabIeTKH.
28 dummupaHu TaOIETKH.
30 dhumvupaHu TaOJIETKH.
42 punvupany TabIETKH.
50 dunmupaHu TaOICTKH.
56 dunMupaHu TaONETKH.
98 puaMupaHu TAOJICTKH.
100 ¢pmnmupanyu TabICTKH.
112 ¢unmupanu TabneTku.

| 5. HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBEKJIAHE

IIpenn ymoTpeba npodereTe TUCTOBKATA.
IIepopanHo mpunoxeHue
Benubx q1HEBHO

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IHOIJIEJA U TOCET'A HA JIEITA

[a ce cpxpaHsIBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

| 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINMO
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| 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

| 9. CIIEIMAJIHH YCJIOBUSA HA CbXPAHEHUME

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3BUCKBAT TAKHUBA

| 11. HMME M AJIPEC HA IPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Ucnanns

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIOTPEBA

EU/1/13/880/001 28 dummupanm TaOIETKH.
EU/1/13/880/002 30 ¢ummupanu TaOIETKH.
EU/1/13/880/003 42 ¢punmupanu TabIeTKH.
EU/1/13/880/004 50 ¢uamuparu TabaeTKH.
EU/1/13/880/005 56 ¢unmupann TabIETKH.
EU/1/13/880/006 98 ¢unmupanu TaOIETKH.
EU/1/13/880/007 100 ¢hunmupanu TabIeTKH.
EU/1/13/880/008 112 dhunmupasu TaOIETKH.
EU/1/13/880/014 14 dpunmupasu TabICTKH.

13. TTAPTHJIEH HOMEP

ITapTuna:

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHWNJ 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Memantua Accord 10 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoJ ¢ BKIIFOYCH YHUKAJIEH HICHTH(PHUKATOP
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJINCTEPUTE NJIN
JIEHTUTE

BJIMCTEP 3A TABJIETKHN

| 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Memantua Accord 10 mg ¢punmupanu TabneTku
MEMaHTHHOB XUAPOXJIOPHT

| 2. NUME HA TIPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP:

| 4. TAPTHJIEH HOMEP

Lot:

|5.  JPYrO
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JAHHU, KOUTO TPABBA JJIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A BJINCTEPHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

MewmanTuH Accord 10 mg punMupanu TabaeTku
MEMaHTHHOB XHIPOXJIOPH]

‘ 2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska dummupana TabneTka cpabpka 10 mg MeMaHTHHOB XHUAPOXIIOPHI, CKBUBAJICHTHO Ha 8,31 mg
MEMAaHTHH.

3.  CHUCBHK HA HOMOUIHUTE BEIECTBA

Cpabpprka 1aKTo3a.
Bmxre nuctoBkaTa 3a noBeue HHGpOpMaIys.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

dunmupany TaOJIETKH.

14 x 1 punmupanu TabIeTKH
28 X 1 punmupanu TabIETKU
56 X 1 punmupanu TabIeTKH
98 x 1 punmupaHu TabIeTKH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

IIpenn yrotpeba mpodeTr TUCTOBKATA.
ITepopanHo npunoxeHue
Benubwx q1HEBHO

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHELOHWAJIHU ITPEANIASHU MEPKU INPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE INPOAYKTHU UJIN OTHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Hcnanus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/880/016 14 x 1 ¢punmupanu TabaeTku
EU/1/13/880/017 28 x 1 ¢punmupanu TabaeTku
EU/1/13/880/018 56 X 1 dbmmmupann TabIeTKH
EU/1/13/880/019 98 x 1 punmupanu TabaeTku

13. TAPTHJAEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Memantun Accord 10 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoJ ¢ BKIIFOYCH YHUKAJIEH HICHTH(PHUKATOP

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Mewmantur Accord 10 mg ¢punmMupanu TabiIeTKu
MEMaHTHHOB XUJIPOXIIOPH]T

2. NME HA TPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP:

4, HHAPTUJAEH HOMEP

Lot:

|5.  JPYIO

Ilonegennuk
BropHuk
Cpsma
YeTBBpPTHK
Iletpx
Crborta
Henens
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A BJIMCTEPHA OITAKOBKA

| 1. HUME HA JIEKAPCTBEHUSA NIPOAYKT

Mewmantun Accord 20 mg dunmupanu TabneTKH
MEMaHTHHOB XHPOXJIOPH

(2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punmupana tabnerka cpabpka 20 mg MEMaHTHHOB XUAPOXJIOPH, €KBUBaJIEHTHO Ha 16,62 Mg
MEMaHTHH.

(3.  CHOMCBHK HA MIOMOIIHUTE BEILIECTBA

ChIbpika JTaKTo3a.
BwkTe nmucToBKara 3a mopeue HH(GOpMaIs.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

OunmMupaHn Ta0NEeTKH

14 dummupanu TaOICTKH
28 dbuaMmupaHu TaOJIETKH
42 dpunMupaHu TabIETKA
56 dhunmmupanu TabIeTKH
98 dhunmupanu TabIEeTKH

| 5. HAYUH HA ITPUJIATAHE U ITBT/IBTHUIIIA HA BBBEXKJAHE

[Ipenu ynoTtpeba mpoverere IMCTOBKATA.

IlepopanHo npusioxeHue
Bennbx 1HeBHO

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSCTO JAJIEYE OT HOIJIEJA 1 TOCET'A HA JIELTA

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

| 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINMO
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| 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CIIEIMAJIHU YCJIOBUSA HA CbXPAHEHMUME

10. CHELHAJIHU ITPEANTASHU MEPKU INPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEFA

EU/1/13/880/009 28 dpuamupanu TabaeTku
EU/1/13/880/010 42 ¢punmvupanu TabneTKu
EU/1/13/880/011 56 ¢pummupann TabIeTKH
EU/1/13/880/012 98 punmupanu TabaeTKu
EU/1/13/880/015 14 dpunmupanu TabneTku

13. TTAPTHJIEH HOMEP

ITapTuna:

| 14. HAYMUH HA OTIIYCKAHE

| 15. YKA3AHWNJ 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Memantua Accord 20 mg

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JBym3mepeH 0apKoJI C BKIIFOUEH YHUKAJICH UACHTH(DHUKATOD

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

PC:
SN:
NN:
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MUHHUMYM JAHHHU, KOUTO TPSABBA JA CBbABPXKAT BJIMCTEPUTE UJIN
JIEHTUTE

BJIMCTEP 3A TABJIETKH

| 1. MNME HA JIEKAPCTBEHUSA TPOAYKT

MewmanTun Accord 20 mg ¢puaMupanu TabIeTKH
MEMaHTHHOB XHAPOXJIOPH

| 2. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP:

| 4. IHAPTUJAEH HOMEP

Lot:

|5.  JPYIoO
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JAHHU, KOUTO TPABBA JJIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A BJINCTEPHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

MewmanTuH Accord 20 mg punMupanu TabIeTKu
MEMaHTHHOB XHIPOXJIOPH

‘ 2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska dunmmupana TabneTka cpabpka 20 mg MeMaHTHHOB XHUAPOXIIOPHI, EKBUBAJIGHTHO Ha 16,62 mg
MEMaHTHH.

3.  CHUCBHK HA HOMOUIHUTE BEIECTBA

Cpabpprka 1aKTo3a.
Bmxre nucroBkaTa 3a noBeue HHGpoOpMaIus.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

®unmupanu TabIeTKH

14 x 1 punmupanu TabIeTKH
28 X 1 punmupanu TaOIETKU
56 X 1dunmupanu TabiaeTku
98 x 1 punmupaHu TabIeTKH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

IIpenn yrotpeba mpodeTr TUCTOBKATA.
ITepopanHo npunox)eHue
Benubsx q1HEBHO

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHELOHWAJIHU ITPEANIASHU MEPKU INPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE INPOAYKTHU UJIN OTHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Hcnanus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/880/020 14 x 1 punmupanu TabaeTKu
EU/1/13/880/021 28 x 1 punmupanu TabaeTku
EU/1/13/880/022 56 X 1 ¢mamupann TabIeTKA
EU/1/13/880/023 98 x 1 punmupanu TabaeTKu

13. TAPTHJAEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Mewmantun Accord 20 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
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NN:

MUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Mewmantur Accord 20 mg ¢punmMupanu TabIeTKH
MEMaHTHHOB XUJIPOXIIOPH]T

2. NME HA TPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP:

4, IHAPTUJAEH HOMEP

Lot:

|5.  JPYIO

Ilonegennuk
BropHuk
Cpsma
YeTBBpPTHK
Iletpx
Crborta
Henens
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHA 3A 28 TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA
JIEYEHHUETO
4 CEAMHUYHA CXEMA HA JIEYEHHUE

| 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Memantua Accord 5 mg dunmmupanu TabieTKu
Mewmantua Accord 10 mg ¢puMupanu TabneTKH
MewmanTun Accord 15 mg ¢puiaMupanu TabneTKH
Memantun Accord 20 mg ¢punmupanu TabNeTKH
MEMaHTHHOB XHUJIPOXJIOPH/]

| 2. OBSIBSABAHE HA AKTUBHOTO/MTE BEIMECTBO/A

Enna ¢punmupanat TabneTka cbabppka 5 mg MEMaHTUHOB XUAPOXIIOPH, EKBUBAIEHTHO Ha 4,15 mg
MEMaHTHH.

Emna punmupanar tabmetka cpappxkal 0 mg MeMaHTHHOB XHIPOXJIOPHI, eKBUBaIeHTHO Ha 8,31 mg
MEMaHTHH.

Enna dunmupanar tabneTka chappxka 15 mg MEMaHTHHOB XHUIPOXIJIOPHU], EKBUBAJIICHTHO Ha 12,46 mg
MEMAaHTHH.

Enna punmupanat tabnetka cbappika 20 mg MeMaHTHHOB XUAPOXJIOPHU]I, EKBHBAJICHTHO Ha 16,62 mg
MEMaHTHH.

| 3. CIIMCBK HA IIOMOIINHUTE BEINECTBA

Chappika 1aKTo3a.
BwkTe nmucToBKara 3a mopeue HH(GOpMaIs.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

OrnakoBKa 3a HaYaJI0 Ha JICYCHUETO

Bcsika omakoBka, chabpikaina 28 GpuiMupaHn TabJIETKH 3a CXeMa 3a 3all04YBaHe Ha JICYEHHETO,
ChABpPXKA:

7 X Memantun Accord 5 mg

7 X Memantuna Accord 10 mg

7 X Memantun Accord 15 mg

7 X Memantun Accord 20 mg

| 5. HAYUH HA ITPUJIATAHE U ITBT/IBTHUIIIA HA BBBEKJAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.

IIepopanHo mpunoxeHue
Beaubkx 1HeBHO
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3a IpoAbJI’KaBaHC Ha JICUCHUCTO, MOJIA, KOHCYHTHpaﬁTC ce ¢ Bamms JICKap.

6. CIIEUUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUSAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IOTJVIEJA 1 TOCET'A HA JIEITIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

| 7. APYI' CHEIIMAJIHU ITPEAYIPEXKAEHUSA, AKO E HEOBXOJMUMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

| 9. CIIEHHMAJIHU YCJIOBUS HA CbXPAHEHHUE

10. CHEIUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISSTHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3BUCKBAT TAKHUBA

| 11. HMME M AJIPEC HA IPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Ucnanns

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/880/013 28 ¢pmmmupann TabIETKH

| 13. MNAPTHJIEH HOMEP

ITapTuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Mewmantua Accord 5 mg, 10 mg, 15 mg; 20 mg
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‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJICH HACHTU(PHUKATOP

‘ 18. YHHUKAJIEH UAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JIA CbJABbPKA BTOPUYHATA OIIAKOBKA

BBTPEIIHA KAPTOHEHA KYTHUS 3A BJIMCTEPHA OITAKOBKA

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

MemanTun Accord 5 mg dunmupanu TabieTKu

Mewmantun Accord 10 mg ¢punmupanu TabIeTKH
Mewmantuna Accord 15 mg hunmupanu tabieTku
Mewmantuna Accord 20 mg ¢punmupanu TabieTKu

2. OBABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

MCEMAHTUHOB XHUAPOXJIOPU],

(3.  CHOMCBHK HA MIOMOIIHUTE BEILIECTBA

ChIbpika JTaKTo3a.
BwkTe nmucToBKara 3a mopeue HH(GOpMaIs.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

7 bunmupanu tadbnaetku X Memantun Accord 5 mg

7 dunmupanu tadbaerkn X Memantua Accord 10 mg
7 dbunmupanu Tabnetku X Memantun Accord 15 mg
7 dbunmupanu Tabnetku X Memantun Accord 20 mg

| 5. HAYUH HA ITIPUJIATAHE U IBT/I'BTUIHA HA BBBEXXKJAHE

Enna TabneTka qHEBHO.

6. CIIEHUAJIHO INTPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MJICTO JAJIEYE OT HOIVIEJA 1 T1OCET'A HA JIEIIA

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

| 7. APYI' CHEIIMAJIHU ITPEAYIPEXKAEHUSA, AKO E HEOBXOJMUMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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| 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CHEIUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

| 11. HMME M AJIPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

| 12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

| 13. MNAPTHJIEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15.  YKA3AHWSI 3A YIIOTPEBA

Cemmuna 1
Ceamuria 2
Cenmuria 3
Cenmuria 4

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

‘ 18. YHUKAJIEH UWIAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBbABPXKAT BJIMCTEPUTE UJIN
JIEHTUTE

BJIUCTEP 3A TABJIETKH

| 1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Memantua Accord 5 mg dbummupasu TabiIeTKH
Mewmantun Accord 10 mg ¢punmupanu TabieTku
Mewmantun Accord 15 mg ¢punmupanu TabaeTKH
Mewmantuna Accord 20 mg dunmupanu TabieTKu
MEMaHTHHOB XHUIPOXJIOPH]

| 2. NME HA TIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP:

| 4. TAPTHJEH HOMEP

Lot:

|5.  JPYIM
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b. IUCTOBKA
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JlncroBka: uH(popmManus 3a norpeduTes st

MemanTun Accord 10 mg puimMupanu TadieTkn
MEMaHTHHOB xuapoxiaopua (memantine hydrochloride)

IIpoyeTeTe BHUMATEIHO HAJIATa JUCTOBKA NMPeAH /1a 3all0YHeTe /1a IpHeMaTe TOBA J1eKapCcTBO

Thil KaTO T ChAbP2Ka BaskHa 3a Bac undopmanus.

- 3anazere Ta3u JIMCTOBKA. MOXe /1a ce HAJIOXKHU J1a 51 IPOYETETE OTHOBO.

- AKO uMare HAKaKBH JIONBIHUTEIHH BBIIPOCH, MOJIsl, KOHCYJITUpalTe ce ¢ Bammsd nexap win
(hapmarnesT.

- ToBa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro nmpeotcTbnBaiite Ha ipyru xopa. To Moxe
Jla UM HaBpeIIr, He3aBHCHMO, Y€ MPU3HAIIUTE Ha TSIXHOTO 3a00ABanHe ca chiuTe Kato BammuTe.

- AKO NOJTyuyHnTe HAKAaKBH HEXeJIaH! JIEKapCTBEHU peakluH, yBegoMere Bammsd nexap win
¢apmarieBT. ToBa BKIIFOUBA W BCUYKH BB3MOKHH HEXXETIAaHH PEaKII|H, HEOITMCAaH! B Ta3H
nmucToBKa. Brkre Touka 4.

KakBo cbabp:xa Ta3u JIUCTOBKA

Kakso mpencraBinssa Memantua ACCOrd u 3a KakBO ce H3II0JI3Ba
KakBo TpsibBa ma 3Haete, npeau aa npuemere Memantun Accord
Kak na npuemare Memantun Accord

Bb3MOKHU HEXElTaHU peakiuu

Kak nma cexpansBate Memantun Accord

ChappikaHue Ha OMAKOBKATA U JAOMBJIHUTEIHA HHOOpMALIUS

ok whE

1. KakBo npeacraBasiBa MemanTuH ACCOrd u 3a KaKBO ce H3M0JI3Ba

Kaxk neiictBa Memantun Accord

MemanTia Accord chabpKa aKTUBHOTO BEIIECTBO MEMAaHTUHOB XUAPOXJIOPHU.

MemanTtiH ACCOrd MpUHAAIEKU KbM IPyIIa JEKapCTBa, H3BECTHA KAaTO JISKAPCTBA MIPOTUB
nemeHnys.3arybata Ha mameTTa pu 6oecTTa Ha AnmxaiiMep ce IbJDKH Ha HapyIIEHUS] B CHTHAITUTE
3a chOOIIEHUS B MO3bKa. MO3BKBT ChAbpiKa T. Hap. N-metun-D-acnaprar (NMDA) peuenropu,
aHra)XUpaHu ¢ IpeAaBaHeTO HA HEPBHUTE CUTHANIN, KOUTO Ca BaKHU 33 YUEHETO U IMaMeTTa.
MemanTud ACCOrd mpuHa KN KbM IpyIia JIEKapCTBa, HapeueHn antaroHucT Ha NMDA -
peuentopute. MemanTiH AKop/ AeiicTBa Bpxy Tesu NMDA penenrtopu, kaTo nogoopssa
NpeaaBaHeTO Ha HEPBHUTE CUTHAJIH U IaMeTTa.

3a kakBo ce u3no;a3Ba Memantun Accord

MemaHTuH AKOpPZ ce U3I0JI3Ba 3a JICUSHNE Ha IALlMeHTU C yMEPEHa 10 TE)XKa CTEIIeH Ha
OomecTTa Ha Anmxaitmep.

2. Kaxkpo TpsoBa 1a 3Haere, npeau 1a npuemere Memantun Accord

He npuemaiite Memantun Accord

- aKO CTC aJICPIr'UYHU KbM MEMAaHTHUHOB XUAPOXJIOpUA UK KbM HAKOA OT OCTAHAJIUTE ChbCTaBKH Ha
TOBa JiekapcTBo (M30poeHH B Touka 6).

IlpeaynpexneHusi 4 NpeAna3sHu MepKU
I'oBopete ¢ Bammst nekap wim hapmanesT, npeau aa npuemere Memantun Accord
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- aKo MMAaTe aHaMHe3a 3a CMUJICIITHYHN ['bPUOBE

- AKO HacKoOpo cTe mpekapany HHpapKT Ha MHOKapaa (ChbpeUYCH yaap) WIH aKo CTpaaare OT
3acTOiHa ChpJieuHa HEJJOCTaThUYHOCT WIIM OT HEKOHTPOJIMPaHa XUIIEPTOHUS (BUCOKO KPBBHO
HaJIsATaHe).

B Te3u cutyanuu jgedeHneTo TpssOBa BHUMATETHO Jla ObJIe IPOCIeASIBAHO U KIMHAIHATA 10132 OT
Mewmantua Accord 1a ce mperieHsiBa ot Bamust nekap.

Axo nMarte 0p0pedHO yBpeKIaHe (mpobiemu ¢ Ob0penuTe), BamusT iekap TpsOBa BHUMATEIIHO Aa
npocie/siBa Ob0peuHarTa GYHKIHS U aKO € HEOOXOAUMO JIa KOPUTHPA ChOTBETHO JIO3UTE HA
MEMAaHTHH.

[TpuemaHeTo 1O ChIIOTO BPEME Ha JICKAPCTBEHUTE MPOIYKTH aMaHTaIMH (3a JieueHre Ha OoJiecTTa Ha
[TapkuHCOH), KeTaMUH (BEIIECTBO, KOETO OOMKHOBEHO CE€ U3II0JI3Ba KAaTO YIIOKa), IeKcTpoMeTophaH
(oOMKHOBEHO Cce M3IT0JI3BA 3a JICUCHNE Ha Kannuia) 1 Ha Apyru NMDA-antaronucty TpsioBa na ce
n30srBa.

Jlena v roHOIIM
Memantua Accord He ce mpenophyBa MPH Jela ¥ IOHOIIH Ha Bb3pacT oA 18 roauny.
Jlpyru jJexkapcrea u MemanTun Accord

Wudopmupaiite Bamms nekap nin ¢papManeBT, ako mprueMaTe, HaCKOpo CTe MpUeMalTi WiH €
BB3MOKHO J1a IPUEMETE APYTHU JIEKAPCTBA.

IMo-xoukpeTHO, MeManTun AcCord Moxe aa mpoMeHH e(heKTHTE Ha CIIEAHUTE JeKapCTBa, M MOXKE Ja €
HeoO0XoAnMO Bammsr iekap 1a Kopurupa a03aTta uM:

aMaHTaauH, KeTaMUH, JeKCcTpaMeTophaH

JaHTpoiieH, 6aknodeH

MUMETHIUH, PAaHUTUINH, TPOKaWHAMHI, XWHUJIWH, XUHUH, HHKOTHH

XUAPOXIOPOTHAZU (MITH KOMOMHAITUS C XUIPOXJIOPOTHAZHT)

AHTUXOJIMHEPTUYHU CPE/ICTBA (BEIECTBA, KOUTO OOMKHOBEHO CE M3MOJI3BAT 3a JICUeHUE Ha
JIBUTATEITHA HAPYIICHUS WIIK YPEBHU CIIA3MHU)

AHTUKOHBYJICAHTH (BEUIECTBA, KOMTO CE M3IOJI3BAT 32 MPEIOTBPATIABAHE WITH JIEYCHHE Ha THPUIOBE)
O0apOuTypartu (BemecTBa, KOUTO OOMKHOBEHO CE U3MOJI3BAT 3a NPEAN3BUKBAHE HA CHH)
JIOTIAMUHEPTUYHU arOHUCTH (BeecTBa Kato L-moma, OpOMOKPHUIITHH)

HEBPOJIETITUIH (BEUIeCTBA, KOMTO CE M3IOJI3BAT 3a JICUeHUE Ha TICUXUYHH HAPYIICHHU)
MIEPOPaTTHU aHTUKOATyJIaHTH.

AXO mocThIInTE B 6OJ'IHI/II_I3., YBCAOMETC JICKYBallluA JICKApP, Y€ IpUeMare Memantun Accord.

Memantun AcCord ¢ XpaHa ¥ HAMUTKH

YBenomere Bamus iekap, ako HACKOpPO CTe CMEHUIJIM WJIM UMAaTe HAMEPEHHUE J1a CMEHHUTE APACTHYHO
JeraTa cu (HarmpuMep OT HOPMallHa IMeTa KbM CTpOra BereTapuaHcka JueTa) Wik ako cTpajiare oT
0B0peuna TyOynapra anuao3a (bTA, m3numrsk oT BemecTBa, 00pa3yBamy KHCEITWHN B KPBBTa TOPaIu
HapyIieHa Or0pevHa (QyHKIus (10110 (YyHKIIMOHUpPaHEe Ha ObOPELUTE)) WK TSKKH WHPEKIIUN Ha
OTJICNUTEHATA cUcTeMa (MTMKOYHUTE MTHTHIIA), Thil KATO MOXE Ja C¢ HAJIOKU KOPEKIIHs B 103aTa Ha
JIEKapCTBOTO.

BpemeHHOCT U KbpMeHe

AKo cTe OpeMeHHa WIH KbPMHTE, CMATATE, U€ MOXKE J1a CTe OpeMeHHa WIH IJIaHupare OpeMeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap i gapmaneBT mpeau ynotpedaTta Ha TOBa JIEKapCTBO.
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bpemennocm
MemaHTHH He ce
MIperopbyUBa 3a yrnorpeda npu OpeMeHHH JKEHH.

Kvpuene
XKenu, xouto npuematr Memantin ACCOrd, He TpsOBa 1a KbPMSIT.

Hlogupane u padboTa ¢ MAIIUHU:

JlexapsT me Bu kaxke manu 3a00JIBaHETO TIO3BOJIsSIBA O€30ITacHO J1a moQupare U aa paboTUTE C
MalluHH.

Ocsen ToBa MemanTun Accord Moske 1a mpoMeHu criocoObHocTTa Bu 3a pearupane, KOeTo ¢h3/1aBa
OTIACHOCT TIpH mo¢upaHe WK padoTa ¢ MaITHHH.

MemanTtun AcCord chabpka JaKkTo3a
To3u nekapcTBEH MPOAYKT ChIbpKa JakTo3a. Ao Bammst iekap Bu e kazai, ue umare

HEIMMOHOCUMOCT KbM HAKOHU 3aXapu, MOJIs, CBBPIKETC CC C Bammus JICKap 3a CbBET, NIPCAU a IPUCMETC
TO3H JICKAPCTBCH MMPOAYKT.

3. Kak na npuemare MemanTun Accord

Bunaru npuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsr gexap. AKo HE CTe CUTYPHH B
Helo, nonuraite Bammus nexap wiu gpapmanesT.

2!O3I/I[ZOBK3

[penopbuBanaTa 103a Memantun Accord 3a BE3pacTHU M MAIIMEHTH B cTapyecka Bb3pact e 20 mg
BEHBX JHEBHO. 3a Jla ce HAMaJId PUCKBT OT HEXKeJIaHU JIEKapCTBEHH PEAaKLIUH, Ta3h J03a Ce ITOCTUra
IIOCTEINEHHO II0 ClIe/lHaTa JHEBHA CXEMa Ha JICUEHHE:

cenqmuia 1 moJ10BUH Tabnerka ot 10
mg
ceaMuIa 2 enHa Tabnerka ot 10 mg
cenMuIa 3 €JlHa ¥ II0JIOBMHA Ta0JIeTKa
ot 10 mg
ceammuia 4 2 tabaetku ot 10 mg
H CIIe]] TOBa BEIHBX Ha JICH

OOMKHOBEHO HavaJIHATA 7034 € MTOJOBUH TabieTka eauH meT Ha meH (1 X 5 mg) mpes mppBaTa
cenmuna. T4 ce moBuIIaBa 1o eaHa TabiaeTka BenHBX Ha eH (1 x 10 mg) mpe3 BTopara cenMuIia u 10
1 v monoBHHa TabneTka BeaHBK Ha AeH (1 X 15 mg) mpe3 Tpetara ceaqmuna. OT yeTBbpTATA CEAMUIIA
HATaThK oOMYaifHaTa J103a € 1o 2 TabeTku BeaHbx aHeBHO (1 x 20 mQ).

Jlo3upaHe npy HaUMEHTH ¢ HapylieHa 0b0peyna GyHKIUs

Ako umare HapyIieHa Ob0peuna GyHKIus, BammsaT nekap me npereHn Kakea 103a € MoIXo/sIna 3a
Bameto cberosiHue. B To3u ciyyait aekapsart TpsOBa aa npociiesssa ObOpeunata Bu GpyHkuus npes
OTIpE/ICTICHH WHTEPBAJIH.

59



IIpunoxxeHue
Memantua Accord TpsOBa fa ce mmpujiara mepopaiHo BEAHBK JHEBHO. 3a 1a MMaTe MojI3a OT

JIEKapCTBOTO, TPSAOBA J1a rO B3eMaTe PEIOBHO, BCEKH JICH 110 €HO U CHII0 BPEME Ha ICHOHOIIHETO.
TabnetkuTe TpsAOBA 72 Ce MOMTBINAT C MATKO Bojia. TabJeTKUTe Morar Jia ce mpueMar ¢hC Win 0e3
XpaHa.

IpoAbIKUTEIHOCT HA JIEYUEHUETO
IMpuemsbT Ha Memantun Accord mpoapinkaBa qokato uMa eext 3a Bac. Bamusit nekap TpsoBa 1a
MPEOLICHABA PEJOBHO JeUueHUeTo Bu.

AKO cTe MpUeId moBevye oT HeodxoaumaTa 103a Memantun Accord

- OOWKHOBEHO MTPUEMAHETO Ha MpekajeHo MHoro MemanTtiH Accord He Ou TpsioBaso na Bu
HaBpeau. Moske fa ce 3aciuIAT HIKOW CUMIITOMH, IIOCOYeHH B Touka 4. ,,BB3MOKHN HEeXeTaH!
peakuuu’,

- Axo npuemere Memantun ACCOrd B 103a, MHOTOKPATHO MO-BHCOKA OT MpEANUcaHaTa,
CBBpIKETE ce ¢ Bamms ekap wim noThpceTe MEIUIIMHCKA KOHCYTANA, ThiA KaTo MOXKe Ja ce
HYXJAeTe 0T MEAUIMHCKA [IOMOILI.

AKo cTe IponmycHam 1a npuemere MemanTun Accord

- AKO OTKpHETE, ue cTe 3a0paBmiIn a IprueMeTe Jo3ata cu MemanTun Accord, nzgakaiite u
MpUeMeTe cieBalaTa 1o3a B 00M4aifHOTO Bpeme.

- He B3emaiiTe mBO¥iHA 1032, 32 1a KOMIICHCHpATe IPOIyCHATATa 103a.

AKO MMaTe HIKaKBH JOMTBIHUTEITHA BHIIPOCH, CBBP3aHHU C yIoTpedara Ha TOBA JIEKAPCTBO, MOJI,
KOHCyJATHpaiTe ce ¢ Bamus iekap wiu gapMariesT.

4, Bb3MokHY HeKeJTaHU peakIun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAN3BHUKA HCKCIIAHU PCAKIINU, BBIIPCKU Y€ HC
BCCKH I'l I10JTy4aBa.

O6I/IKHOB€HO, Ha6J'IIO,Z[aBaHI/ITC HCXKCJIaHU JICKAPCTBCHU PCAKIIUU Ca JICKHU 10 YMCPCHU.

Yecmu (moeam oa zaceenam 0o lna 10 oywu):

* ['maBoGonue, CHHIUBOCT, 3aleK, MOBULICHN (YHKIHOHATHA YePHOAPOOHH TIOKa3aTelH,
3aMasHOCT, HapyILIIeHHEe Ha paBHOBECHETO, 33yX, BHCOKO KPbBHO HAJISITAHE U CBPBXUYBCTBHTEIHOCT
KBM JIEKapCTBa.

Heuecmu (mo2cam oa 3aceenam 0o 1 na 100 oywu):
* YMopa, re0nvYHN HHGEKITUH, 00bPKAHOCT, XaTIONWHAIINY, TOBPBIAHEe, HAPYIIIEHA TOX0/IKA,
ChpIIeYHA HEMOCTATHYHOCT M BEHO3HO TPOMO00oOpa3yBaHe (TpoM003a/TpoMO0EeMOOTHU3EM).

Mnozo peoxu (mozam da 3aceznam oo 1 na 10 000 oywu):
* I'bpuoBe

C Heussecmua wecmoma (0m HAIUYHUME OAHHU He Modice 0a 6bOe HaNPaseHa OYeHKa Ha
yecmomama):

¢ Bu3mancuue Ha IMMaHKpeaca, Bb3IMaJICHUC Ha YCPHUA le06 " IICUXOTUYHU PCaKIUU.

Bonectra Ha Anxaiimep ce CBbp3Ba C ACTpecHs], CyULIUAHN MUCIIN U ONIUTH 3a camoyOuiictBo. Te3n
CHOMTHS ca CHOOIIAaBaH! MPH MAMEHTH, JEKYBaHA C MEMaHTHH.

AKO MOJTyuHTe HAKaKBH HEXXEJIaHU JICKApCTBEHU peaklyy, yBeaomere Bamms nexap uinu hapManesr.
ToBa BKJIOUBA U BCUUKH Bb3MOKHU HEXEJIAHU PEAKLIMU, HEOIIUCAHU B Ta3H JIMCTOBKA.
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Cno0maBaHe Ha HEXKEJIAHU PeaKIA

AKO MONTyYHTe HIKAKBH HEXXETaHU JICKAPCTBEHU PEaKIuy, YBeJoMeTe Bamust jekap win hapMarieBr.
ToBa BK/II0UBa BCHYKH BB3MOKHHM HEOITMCAHU B Ta3W JIMCTOBKA HEXKEJIaHU pCaKkmu. Moxete ChIIO aa
CHOOIINTE HEeXKEIIAHU PEeaklni IUPEKTHO Ype3 HAlMOHATHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYeHA B
[Ipunoxenue V*. Karo crobmaBaTe HeXKeIaHU pEeaKITUN, MOXKETE J1a JaJeTe CBOS IPHUHOC 32
nojy4yaBaHe Ha moBeue HH(popMalus OTHOCHO 0€301MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpausiBate Memantun Accord
Jla ce cbxpaHsiBa Ha MSICTO, HEJOCTBITHO 32 Jelia.

He usnon3satite Memantua Accord cirer cpoka Ha TOHOCT, 0TOeNsN3aH BEPXY KapTOHEHATa OMTaKOBKa
u omuctepa cnen "Tonen no:". CpoKbT Ha FOJHOCT OTrOBapsi Ha MOCIEIHUS JICH OT TTOCOYCHUS
MeceTl.

To3u JICKaPCTBCH MPOAYKT HC M3UCKBA CIICIIMAJIHU YCJIOBUA HAa ChbXpPaHCHUEC.

He m3xBBpistiiTe mekapcTBaTa B KaHATU3AMMATA WM B KOHTEHHEPA 3a TOMAIITHH OTIAbIIH.
[Monwuraiite Bamms dapmaneBT Kak Ja U3XBLPIATE JIEKAPCTBAaTa, KOUTO Beue HE u3noiseare. Te3u
MEpKH IIIe CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA cpefa.

6. ChIbpKaHHE HA ONMAKOBKATA M JONbJIHUTETHA HHPOPMAIHS
KakBo cbabp:xa MemanTun Accord

- AKTHBHATa ChCTaBKa € MEMAaHTHHOB xuapoxyopul. Beska gpunmmupana Tadnerka chaspka 10 mg
OT MEMaHTHHOB XUJIPOXJIOPU, €KBUBaJIEHTEH Ha 8,31 mg MeMaHTHH.

- Jlpyrute ChCTaBKH Ca JIAKTO3a MOHOXH/IPAT, MUKPOKPHCTAIHA I[EeITyJ103a, CHIMIIUEB THOKCHI,
KOJIOMJICH 0€3BOJICH, KPOCHIOBH/IOH, MAarHE3MUEB CTEapaT - B SIAPOTO Ha TableTKaTa;, XUIPOMEN03a,
nonucop6ar 80, makporoi 400, turanoB auokcus (E 171) B oOBuBKata Ha TabeTkara.

Kak m3rie:xxna Memantun ACCOrd U KakBo ChIbpPKa ONMAKOBKATA

dunmupannte TabaeTkn Memantia AcCOrd ca Oenu, MPoabArOBaTH, 0OBUTH C JCTUTEIHA YepTa, C
BIUTEOHATO penedHo o3HaueHue ,,MT” Ha enHaTa, pa3eleHo OT AeIUTenHaTa yepTa u ,,10* Ha
JpyraTa cTpaHa, pa3JIelieHO OT JeJUTeTHaTa dyepTa. TabmeTkara Moxke f1a Oble pa3zeiicHa Ha IBE
paBHH JI03H.

OunmupanuTe Tabiaerkn Memantun Accord ce mpemiarar B Oucrep onakosku (PVC/PE/PVDC-an
yMuHHEB Onnctep) ot 14 tabnetku , 28 tabnetku, 30 TabneTku, 42 tabnaetku, 50 TabaeTKH,

56 Tabnerku, 98 Tabnerku, 100 Tabnetku u 112 Tabnerku. Memantun Accord Ta0JIeTKU ce Mpeaiarat
U B nepQopupaHu eJHOA030BH KaleHAapHU OaucTepy B onmakoBku oT 14x1, 28x1, 56x1 umu 98x1
TabIeTKa.

He BCHUYKH BHUJOBEC OIIAKOBKHU MOT'aT Ia 6’I:LlaT HyCHaTI/I B npoL[a>K6a.
IIpuTeskaTes Ha pa3peLIeHUETO 3a ynorpeda

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,

Edifici Est 62 planta,

08039 Barcelona,
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Hcnanus
IIpouszBoaure

Delorbis Pharmaceuticals Ltd

17, Athinon Street

Ergates Industrial Area, 2643 Nicosia
Kunsp

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, ITommra

I[aTa Ha MOCJECAHO MmpepasrjaeikaaHne Ha JJUCTOBKaTa

Ho;:[po6Ha HH(bOpMaHHH 3a TOBa JICKApPCTBO € MPEAOCTAaBCHA Ha ye6ca171Ta Ha EBpOHCﬁCKaTa arcHuus
o JiekapcrBaTa http://www.ema.europa.eu/.
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JIncroBka: UHpopmanus 3a morpeduTest

Memantun Accord 20 mg puamupann TadeTKu
MEMaHTHHOB xuapoxiopuz (memantine hydrochloride)

IIpoyereTe BHUMATEIHO LAIATA JUCTOBKA NPEH 12 3alI0YHETE 1a IPHeMaTe TOBA JIeKapCTBO

Thil KaTO TS ChAbPKa BaskHa 3a Bac undopmanus.

- 3amasere Ta3u JIUCTOBKA. MoJke 1a ce HaJ0XkH Ja sl IPOYETETE OTHOBO.

- AKo0 Mare HSIKaKBH JOIIBIHUTEIIHU BBIIPOCH, MOJIS, KOHCYITHpaiTe ce ¢ Bamms ekap uim
(bapmanesT.

- ToBa nekapcTBO € mpeanucano Tu4Ho Ha Bac. He ro mpeotcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeI, He3aBUCHUMO, Y€ IPU3HALUTE Ha TAXHOTO 3a00JsIBaHE ca ChIIUTE KaTo Bammure.

- AKO TIOJTyYHTe HAKAKBH HEXeJIaH! JIEKapCTBEHU peaKluy, yBeJoMeTe Bamus nekap win
¢apmaneBT. ToBa BKIIIOUBA M BCHUKH BH3MOXXHU HEKEJIaHH PEaKLUH, HEONHCAHH B Ta3H
nucToBKa. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

KaxkBo npencrasisiBa MemanTn ACCOrd u 3a KakBo ce U3M0JI3Ba
KaxBo Tpsi0Ba na 3Haere, npenu 1a npuemere Memantin Accord
Kak ma npuemare Memantun Accord

Bb3MOXKHH HEXKETTaHU PEAKIHH

Kak na cpxpansBate Memantun Accord

ChIrbprkaHue Ha OTAaKOBKATa M JOIBIHUTEIHA HHPOpMaNus

oarLNE

1. KakBo npeacraBasiBa MemanTinn ACCOrd u 3a KaKBO ce H3MM0JI3Ba

Kak neiictBa Memantun Accord:

Mewmantun Accord chabpkKa aKTUBHOTO BEIIECTBO MEMAHTHHOB XHAPOXJIOPHI.

MemanTtiH ACCOrd MpuHAIEKN KbM IPyIIa JIEKapCTBa, H3BECTHA KaTO JICKAPCTBA MPOTUB JICMEHIIUS.
3ary0ata Ha mameTTa Ipu OosiecTTa Ha ANxaiMep ce IbJKM Ha HapyIICHUS B CUTHAJIUTE 3a
CHOOIIEHUS B MO3bKa. MO3BKBT Chabpxka T. Hap. N-metuin-D-acnaprat (NMDA)-peuenTopu,
aHra)XUpaH! ¢ IPeAaBaHEeTO HA HEPBHUTE CUTHANIN, KOUTO Ca Ba)KHU 33 yUEHETO U IMaMeTTa.
MemanTtiH ACCOrd MpUHAICKN KbM IpyIIa JICKapCTBa, HAPEUCHN aHTArOHUCTH Ha
NMDA-peuentopure. Memantun Accord aeiictBa Bbpxy Te3u NMDA-penenTopu, KaTo nogoopsisa
NpeAaBaHeTO Ha HEPBHUTE CUTHAJIH U IIaMETTa.

3a kakBo ce u3no3Ba Memantun Accord:

MemanTua AcCOrd ce u3nos3Ba 3a JCYCHUE Ha MALMCHTH C YMEpeHa 10 TeKKa CTeIeH Ha

OomecTTa Ha Amxaitmep.

2. KakBo TpsioBa 1a 3Haete, npeau 1a npuemere Memantun Accord

He npuemaiite MemanTun Accord

- AXoO CcTe aJlepruuHy KbM MEMAHTHHOB XUAPOXJIOPHU/T HJIH KbM HSKOS OT OCTAHAIMTE ChCTABKH
Ha TOBA JIEKapcTBO (M30poeHH B ToUKa 6).

IpenynpeskaeHus ¥ NMPeINa3Hu MEPKH

T'oBopete ¢ Bamust siekap wiu hapmaneBT npenu na npuemere Memantin Accord

- Axo ¥MaTre aHaMHE3a 3a CIUICITUYHU T'bpY0BC
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- AKO HacKopo CcTe npekapaiu nH}papKT Ha MUOKap/aa (ChpedeH yap) Ui aKo CTpagaTe OT
3aCTOWHA ChpACYHA HEJOCTATHYHOCT MIIM OT HEKOHTPOJIMPAaHa XUTIEPTOHUS (BUCOKO KPHBHO
HaJIsTaHe).

B te3u cutyaruu nedeHneTo TpsOBa BHUMATETHO Aa ObJle MPOCIeAsIBaHO ¥ KIMHUYHATA 110132 OT

Memantua Accord ma ce mpelieHsiBa oT Barmms ekap.

Axo nMmate HapyuieHa Ob0peuna ¢pyHkuus (0p0pedHo yBpexaane), Bammsr nexap TpsoBa
BHHMATEJHO JIa IpociieisiBa ObOpeYHaTa GYHKIHS M aKO € HE0OX0MMO J1a KOPUTHpa ChOTBETHO
JI03UTE Ha MEMaHTHH.

ITpuemMaHeTO 1O CHIIOTO BpeMe Ha JICKapCTBEHUTE MPOIYKTH aMaHTaIiH (3a JieueHue Ha OoecTTa
Ha [TapkuHCOH), KeTaMHH (BEMIECTBO, KOETO OOMKHOBEHO CE ITOJI3Ba 32 aHECTE3Ms ), IEKCTpoMeTophaH
(0OMKHOBEHO Ce TIOJI3Ba 3a JICUCHUE Ha Kanutuiia) u Ha apyra NMDA-aararonucTu TpsioBa aa ce
n30sTBa.

Jleua v rOHOIIIH
Memantun Accord He ce mpenopbuBa MpH Jela | FOHOIIH Ha Bh3pacT noj 18 roauHu.

Jpyru gekapcrBa u Memantun Accord
Undopmupaiite Bamms nekap nnu ¢papmaneBT, ako preMaTe, HaCKOpo CTe MprUeMalli Wil €
BB3MOXKHO J1a IPUEMETE JPYTH JIEKapCTBa.

[Mo-koHKpeTHO, MemanTHH ACCOrd MOsKe 1a MPOMEHU epeKTHTE Ha CIICAHUTE JISKApCTBA, U MOXKE Ja €
HeoOXxonuMo Bammsr iekap na Kopurupa go3ata um:

aMaHTa/InH, KeTaMHH, IeKCTpaMmeTopdan

JaHTpoiieH, 6aknodeH

UMETHINH, PAHUTUINH, TIPOKAUHAMHU, XUHUIAWH, XHHUH, HUKOTHH

XUAPOXJIIOPOTHAZH (M KOMOMHAIHSA C XUAPOXIOPOTHAZH)

AHTUXOJIMHEPTUYHU CPEICTBA (BEILECTBA, KOUTO OOMKHOBEHO CE M3IOJI3BAT 32 JICUEHHE Ha
JIBUTATEITHN HAPYILICHUS WIN YPEBHU CIIA3MH)

AHTUKOHBYJICAHTH (BEUIECTBA, KOMTO C€ M3IIOJI3BAT 32 MPEIOTBPATABAHE WM JICYCHHE HA ['bPUOBE)
OapOuTyparu (BemecTBa, KOUTO OOMKHOBEHO CE M3IOJI3BAT 3a MPEIN3BUKBAHE HA ChH)
JONIaMMHEPTHYHH arOHUCTH (BelecTBa KaTo L-mgomna, GpOMOKpUITHH)

HEBPOJICNTHIN (BEIIECTBA, KOMTO CE M3IIOJI3BAT 32 JICUCHNE HA ICUXWYHU HAPYIICHUS)
MEPOPATHU aHTHUKOATYJIAHTH.

Axo mocTwrnuTe B OOJIHUIIA, yBEIOMETE JIEKYBaIlHs JieKap, 4e npuemate Memantun Accord.
MemanTun AcCOord ¢ Xxpana  HAIIUTKA

VYBenomere Bamms nexap, ako HACKOPO CTe CMEHHJIM WII NMaTe HaMEpEeHHE J1a CMEHUTE IPACTHIHO
JaueraTa cu (HarmpuMep OT HOpMallHa IMeTa KbM CTpora BereTapuaHcKa JieTa) Wik ako cTpajiare oT
0bOpeuna TyOynapHa anunosa (bTA, u3nuirsk ot BeniecTsa, 00pa3yBalliy KUCEIHHU B KPHBTA TIOPAIH
HapyieHa 6b0pevnHa QyHKIws (J1omo GyHKIIMOHUpaHe Ha ObOPELNTE)) WITN TeKKH WHPEKITUU Ha
OTJICTIUTEHATA cUcTeMa (TMKOYHUTE MIBTUIIA), Thi KATO MOXKE JIa Ce HAJIOKU KOPEKIIUs B J103aTa Ha
JIEKapCTBOTO.

BpeMeHHOCT M KbpMeHe

Axko cTe OpeMeHHA WITH KbPMHUTE, CMSITATE, Y€ MOXKE Ja CTe OpeMeHHA WK TUTaHUpaTe OPeMEHHOCT,
MoChBETBalTE ce ¢ Bamms exap wiv gpapmaneBT npeau ynoTpedaTa Ha TOBa JIEKapCTBO.

bpemennocm
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M3non3BaneTo Ha MEMaHTHH OT 6p€M€HHPI JKCHU HC CC MpCnopbYBa.

Kvpmene
Kenwu, xouto npuematr Memantun Accord, He TpsOBa a KbPMSIT.

Ilo¢gupane u padora ¢ MAIIUHU:

Jlexapsr e Bu kaxe nanu 3a00JsBaHETO TO3BOJsIBA 0€30MaCHO J1a modupare u 1a paboTUTe ¢
MaIIHHY.

Ocgen ToBa MemanTtun Accord Moske 11a mpoMeHHn criocoOHocTTa Bu 3a pearupane, KOeTo Ch3/1aBa
OIMACHOCT IpH Mo(pUpaHe Wi padoTa ¢ MAITUHH.

MemanTtun Accord chabpska JaKkTo3a

To3u nexkapcTBeH NPOLYKT ChIbpiKa JIakTo3a. AKO cTe O uHPopMupaHu ot Bamms ekap, ue
nMaTe HETOHOCUMOCT KbM HSIKOM 3aXapH, MOJIsL, CBbpKeTe ce ¢ Bammms ngexap 3a cbBet, npenu na
IIpUeMeTe TO3H JIEKAPCTBEH MPOIYKT.

3. Kaxk na npuemare Memantun Accord

Bunaru npuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammusrt gexap. AKo He CTe CUTYPHH B
HeTo, monuTaiTe Bammst mekap wimm papmaneBT.

gO3I/I[20BKa

IpenopbuBanaTa g03a Memantua ACCOrd npu Bb3pacTHH U MAIIMEHTH B CTapyecka Bb3pacT ¢ 20 mg
BEJHBXK THEBHO.

3a 7ja ce Hamalli pUCKBT OT HEXKEJIaH! PEeaklliy, 10 Ta3H J03a C€ CTUTa ITOCTENEHHO, TI0 ClIeHaTa
JHEBHA CXeMa Ha JiedeHre. 3a [IOCTeIIEHHO YBeINYaBaHe Ha 103aTa ce IIpeularaT TabaeTKH,
CHABPIKAIIN PA3IUIHU JIO3H.

B HauanoTo Ha IeYEHHETO IIe 3all0YHETE, KaTo B3emaTte Memantin Accord 5 mg ¢punmupanu
Ta0JIETKN BEAHBXK JHEBHO. Tasw /103a IIe ce yBEIMYaBa BCsika CEAMHUIIA C 10 5 mg, 10 TOCTHTaHEe Ha
npenopbrYBaHara (moaabpxaniata) qo3a. [lpenoprusanara noaaspskama g03a € 20 mg BeIHBK
JTHEBHO, KaTO TS C€ JJOCTUTa B HAYAJIOTO Ha 4-TaTa CeIMUIIa.

Jlo3upaHe npy HaUMEHTH ¢ HapylieHa 0b0peyna GyHKIUs

Ako nmare HapyIieHa Ob0peuna GyHKIws, BammsaT nekap mie nmpeneHr Kakpa 103a € MOIXO 1A 3a
Bameto cberosinue. B To3u ciyyait aekapsart TpsOBa aa npociesssa ObOpeunata Bu GpyHkuus npes
OMpeIeIICHN UHTEPBAJIH.

IIpunoxenue

MemanTun Accord TpsiOBa s1a ce mpuiiara mepopaiHo BeIHBK JHEBHO. 3a J]a UMaTe 1oJ3a OT
JIEKapCTBOTO, TPSOBA J1a TO B3eMaTe PEIOBHO, BCEKH JICH T10 €IHO U CHII0 BpeMe Ha ICHOHOIIHETO.
TabneTkuTe TpsOBa Ja ce MOTITBIIAT C MAJTKO Bojia. TabJeTKuTe MoraT Jja ce IpreMar ¢ Wik 0e3
XpaHa.

IpoAbIKUTEIHOCT HA JIEYEHUETO

IMpuembT Ha MemanTun Accord mpoabikaBa 1okato uMa edekt 3a Bac. Bamwst nekap tpsoBa na
MpEOIIEHsIBa JieueHneTo Bu.

AKO cTe TIpUeJIH oBevye 0T Heodxoaumara 103a Memantun Accord
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- OOMKHOBEHO ITPHEMAHETO Ha Mpekajgeno MHoro MemanTtia Accord He Ou TpsOBaso na Bu
HaBpEau. Moxe Ja C€ 3aCUJIAT HAKOHW CUMIITOMH, IIOCOYCHH B TOYKaA 4. ,,BL3MO)KHI/I HCXEJIaHU
peakuuu’.

- Axo npuemere MemanTtua ACCOrd B 103a, MHOTOKPATHO T10- BUCOKA OT MPENUCaHara,
CBbpiKeTe ce ¢ Bamus jekap uim noTbpceTe MEAUIIMHCKA KOHCYJITAllUs, Thid KATO MOXKE J1a ce
HYXJIAa€TC OT MEAUIIMHCKA IMTOMOIII.

AKo cTe pomycHaym 1a npuemere Memantun Accord

- Axo oTKpueTe, 4e cTe 3a0paBiIH Ja preMeTe no3ata cu Memantun ACCOrd, n3uakanTe u
IpreMeTe Clie[BaliaTa /103a B 00M4aifHOTO BpeMe.

- He B3emaiiTe aBoiiHa 034, 3a 1a KOMIIEHCUpATE MPOIycHaTaTa J03a.

AKO nMaTe HIKaKBU JOMBIHUTEIHU BBIIPOCH 32 YIIOTpedaTa Ha TOBA JIEKapCTBO, MOJIS,
KOHCyJITHpaiTe ce ¢ Bamms nexap wim hapMarienT.

4, Bb3MoKHN HeKeIaHU PeaKIun

Kakro BcHukm JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NIPCAU3BUKA HEKECIIaHNU PCAKIINU, BBIIPEKU Y€ HC
BCCKMU I'M I10JTy4aBa.

OOuKHOBEHO, HAOIIOJaBaHNUTE HEXKEIIAH! JICKAPCTBEHH PEAKIINH Ca JICKU J0 YMEPEHH.

Yecmu (moeam oa saceenamoo 1 na 10 oywu):

* ['maBoGonKe, CHHIUBOCT, 3alleK, MOBUIICHN (YHKIMOHATHA YePHOAPOOHH TIOKa3aTelH,
3aMasiHOCT, HApYIICHUE HA PABHOBECHETO, 33/1yX, BUCOKO KPbBHO HAJISITaHE U CBPBXYYBCTBUTEIHOCT
KbM JIEKapCTBa.

Heuecmu (mo2am oa 3aceznam oo 1 na 100 oywu):
* YMopa, re0uyHr HHGEKITUH, 00BPKAHOCT, XaATIONWHAIINH, TOBPbBIAHEe, HAPYIIIEHA TOX0/IKA,
ChpIIeYHAa HEIOCTATHUYHOCT M BEHO3HO TpoMOooOpa3yBaHe (TpoM003a/TpoMO0EMOOTHU3EM).

Mnoeo peoxu (moeam da 3aceznam 0o 1 na 10 000 oywu):
* I'bpuoBe

C neussecmua uecmoma (om HAIUYHUME OAHHU He Modice 0a ce Hanpaeu OoyeHKa Ha qecmomama):
* Bp3manenue Ha MaHKpcaca, Bb3IMAJICHUC Ha YCPHUA ,Z[p06 U MICUXOTUYHHU PCAKIIUU.

Bonecrra Ha AnnxaiiMep ce CBbp3Ba ¢ JCIPECHs, CYUIIUIHI MUCIIHM U OTIUTH 3a caMoyOuiicTBo. Te3n
ChOUTHS ca CHOOIaBaHU TP MAIUEHTH, JICKYBaHU C MCMAaHTHH.

AKO TIOJTyunTe HAKAKBH HEXeJIaH! JIEKAPCTBEHU PEaKIny, yBegoMere Bamms nexap wim ¢papMaiesT.
ToBa BKIIIOUBA U BCUYKU Bb3MOKHU HEXKEJIAHU PEAKLUU, HEOIIUCAHU B TA3H JIMCTOBKA.

Chol0maBaHe Ha He/KeJIAHH PeaKIMU

AKO TIOJTy4YHTe HAKAKBH HEXeJlaH! JIEKapCTBEHU peakluy, yBegoMeTe Bamus nekap win ¢papMarenT.
ToBa BK/IIOYBA BCHYKH BH3MOXKHH HEOIIMCAHH B Ta3H JMCTOBKA HEXKEJIAHH peakuud. Moxere chIlo aa
ChOOLINTE HEXETAHU PEaKMK AUPEKTHO Ype3 HAllMOHAJIHATA CHCTeMa 3a ChoOIIaBaHe, II0OCOYEeHA B
Ipunoxenue V*. Kato cro01iaBaTe HexXeIaH! PeaKIMK, MOXKETe Ja AafieTe CBOs MIPHHOC 3a
NoJy4aBaHe Ha MoBeue HH(opManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate Memantun Accord
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I[a CC ChbXpPaHsBa Ha MACTO HECAOCTBHIIHO 3a ACHA.

He usnomn3paiite Memantun ACCOrd ciiesr M3THUaHE CPOKA Ha TOAHOCT, OTOENSA3aH BbPXY KapTOHEHATA
omakoBka u Omuctepa cien "[omeH mo:". CpoKbT Ha TOJHOCT OTrOBaps HA MOCIETHUS JIEH OT
HOCOYEHHS MECEII.

To3u JICKaPCTBCH MPOAYKT HC N3UCKBa ocobeHun YCJIO0BUA HAa ChbXPaHCHUEC.

He u3xBbpisiiTe JleKkapcTBaTa B KAHAIU3ALMATA WIA B KOHTEHHEPA 33 JJOMAIIHHA OTNAIbLIH.
[NonuTaiite Bamus papManeBT Kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He u3noisBare. Tesn
MEPKH III€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa Cpeaa.

6. ChabpixkaHue HA OMMAKOBKATA H JOMbJIHUTETHA HHPOPMAIIHS
KakBo cbabp:ka Memantun Accord

- AKTUBHOTO BEII[ECTBO € MEMaHTUHOB XHJIPOXJIopu. Besika TabiieTka chabpxka 20 Mg MeMaHTHHOB
XUIPOXJIOPH]], EKBUBAJIEHTEeH Ha 16,62 My MeMaHTHH.

= I[pyrI/ITe CBbCTAaBKHU Ca JIAKTO3a MOHOXUAPAT, MUKPOKPHUCTAJIHA LIEITYJ103a, CUIIMIIUEB JUOKCHU,
KOJIOUJICH 0€3BOJICH, KPOCIIOBUJIOH, MarHe3ueB CTeapar, KaTo BCUYKHU T€ ca B SAPOTO Ha
tabieTkaTa; Xurpomerosara, nojaucopoar 80, makporon 400, tutanoB auokcun (E 171), gepBen
xeneseH okeun (E 172), sxwnr xenesen okeup (E 172), ce chabpxaT B 00BHBKaTa Ha TalJieTKara.

Kak m3raexxaa MeMaHTHH Accord u kakBo ChABbpiKa OIMMaKoBKaTa

Ounmupanute Tadnetkn MemantiH ACCOrd ca GyieJouepBEeHH 10 CHBO-UYEPBEHH IPOIBITOBATH, OOBUTH
TabJEeTKU C JeTUTeHA YepTa, ¢ BATb0HaTo penedro o3HaueHune "MT" Ha enHara cTpaHa, pa3/ieieHo oT
nenuteHa yepTa 1 "20" Ha gpyraTa cTpaHa, pa3eNieHO OT JeNINTEIHATA yepTa. TaOleTKUTe MoTaT aa
ObaatT paszeneHy Ha JBe PaBHU JIO3M.

OunmupanuTe Tabnerkn Memantun Accord ce npemarar B 6mctepan omakosku (PVC/PE/PVDC
anymMuHueB onuctep) ¢ 14 tabnetku , 28 Tabnerku, 42 Tabnerku, 56 Tabnetku u 98 TabNeTKH.
MewmanTuH Accord TabneTku ce mpeasiaraT U B mepQopupaHu eTHOA030BH KaJeHIapHH OJMCTEPU B
onakoBkH oT 14x1, 28x1, 56x1 nmu 98x1 Tabnerka.

He Bcruky BUOBE OMaKOBKH MOTaT ja ObAaT MyCHATH B IPoJaxoa.
IIpuTeskaTes HA pa3peLieHHETO 32 ynoTpeda

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Hcmanus

IIpounsBoauTen

Delorbis Pharmaceuticals Ltd

17, Athinon Street

Ergates Industrial Area, 2643 Nicosia
Kunsp

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, ITomma
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I[aTa Ha MOCJCAHO MpepasrjaeKaiaHne Ha JIUCTOBKaTa

IToapo6Ha nHpOpMAITKS 32 TOBA JIEKAPCTBO € IpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHmus
o nekapcrsata http://www.ema.europa.eu/.
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JIncroBka: Undopmanus 3a norpeduTess

Memantun Accord 5 mg puamupanu TaéaeTKH
Memantun Accord 10 mg ¢puamupanu TaéaeTkn
Memantun Accord 15 mg ¢puamupanm TadsieTkn
Memantun Accord 20 mg puamupann TadIeTKu

MEMaHTUHOB Xuapoxiaopua (memantine hydrochloride)

IIpoyeTeTe BHMMATEJIHO USJIATA JUCTOBKA NPeIH 1a 3all0YHeTe 12 pHeMaTe TOBa JIEKAPCTBO

Thil KaTO TS ChABbPKa BaskHa 3a Bac undopmanus.

- 3anaszere Ta3u JUCTOBKA. MoXe /1a ce HAIOXKH J1a 51 IPOUYETETe OTHOBO.

- AKO MaTe HSIKaKBH JOITBIHUTEHN BBIIPOCH, TIOTIMTaiTe Bamis nekap nim apmarieBt.

- ToBa nekapcTBo € npennucaHo JuuHo Ha Bac. He ro nmpeorcTbnBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIH, He3aBUCUMO, Ye MMPU3HALUTE Ha TAXHOTO 3a00JsIBaHE ca ChUIUTE KaTo Bammre.

- AKO Mony4YuTe HIKAKBU HEKEJIAaHU JIEKAPCTBEHU peaklvy, yBeaoMeTe Bamus nekap wiu
¢apmarnieBT. ToBa BKJIIOYBA W BCUYKH BB3MOKHH HEKEJIAHH PEAKIIHH, HEOITMCAaH! B Ta3n
nucToBKa. Bikre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKaA

KaxBo npencrasmsiBa Memantun ACCOrd u 3a KakBoO ce M3I0JI3Ba
KakBo TpsibBa 1a 3Haete, npeau aa npuemere Memantun Accord
Kak na npuemate Memantun Accord

BB3MOXHH HEXETaHHU PEAKINH

Kak na cexpansBate Memantun Accord

CpabpikaHre Ha ONAKOBKATa M JOIBIHUTENHA HHPOPMALUS

o~ whE

1. KaxkBo npeacrasiassa Memantun ACCOrd u 3a KakBo ce H3IM0J13Ba

Kak neiicrea MemanTun Accord:

Memantus Accord Chabpka aKTHBHOTO BEIIECTBO MEMAaHTHHOB XHPOXJIOPHU.

Memantua Accord npuHaIeku KbM IpyTia JIEKapCTBa, H3BECTHA KaTo JICKapCTBa MPOTHUB
JeMeHIvs.3arybara Ha maMeTTa npu OosecTTa Ha AJIxaiiMep ce IbJDKUA Ha HAPYIICHUS B CUTHATHUTE
CHOOMIECHUSA B MO3bKa. MO3BKBT ChaBprKa T. Hap. N-meTmin-D-acnapratr (NMDA )-penienitopn,
AHTXHUPAHU C MPEIaBaHETO HAa HEPBHUTE CUTHAJIM, KOUTO Ca BYKHU 32 YUCHETO U IIaMETTa.
Memantua Accord npuHa ek KbM IpyTia JIEKapCeTBa, HapeYeHH aHTArOHUCTH Ha
NMDA-penientopute. Memantun Accord aeiictBa Bbpxy Te3u NMDA-perenTtopu, KaTo mogoopsisa
IpeJaBaHeTO Ha HEPBHUTE CUTHAIM U TIaMETTa.

3a kakBo ¢ u3noy3sa Memantun Accord:

MemanTua AcCOrd ce u3mos3Ba 3a JeYeHHE Ha MAMCHTH C YMEpeHa 70 Te)KKa CTeTeH Ha

OomnectTa Ha Anxaiimep.

2. KakBo TpsnoBa 1a 3Haere, mpeau 1a npuemere Memantun Accord

He npuemaiite Memantun Accord

- AKo cTe AJICPTUYHU KBM MEMaHTHHOB XUAPOXJIOPpUA WIN KbM HAKOS OT OCTAaHAJIMTE CbCTaBKU
Ha TOBa JIeKapcTBO(M30poeHH B TouKa 6).

Ipenynpexnenusi U NpeaNna3sHu MepPKU

I'oBopete ¢ Bammst nekap wimm apmanesT, npeau aa <npuemere Memantun Accord.
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- AKo UMaTe aHaMHe3a 3a CMIJICNITHYHU I'bPUYOBE

- AKO HacKoOpo cTe mpekapany HHpapKT Ha MHOKapaa (ChbpeUeH yaap) WIH aKo CTpaaare OT
3aCTOMHa ChpAeYHa HEJOCTATHYHOCT MIIM OT HEKOHTPOJIMPaHa XUIIEPTOHUS (BUCOKO KPBBHO
HaJIsTaHe).

B Te3u cutyanuu gedeHneTo TpssOBa BHUMATEIHO Jla Ob/Ie IPOCIeAIBAaHO U KIIMHUYHATA 110132 OT
Memantua Accord ma ce mperieHsiBa oT Barus iekap.

Axo nMare HapymieHa 0b0peuna hyuaknus (0pOpedHo yBpexknane), Bammsr gexap TpsoBa
BHUMATEIJIHO Ja mpociesiBa Ob0peunara QyHKIHS U aKo € HE00XOIUMO J1a KOPUTHPa ChOTBETHO
JI03UTE Ha MEMaHTHH.

[TpueMaHeTo 1Mo CHIIOTO BPEME Ha JICKApPCTBEHUTE MPOYKTH aMaHTaIuH (3a JeueHue Ha 0ojiecTTa
Ha [TapkuHCOH), KeTaMuH (BEIECTBO, KOSTO OOMKHOBEHO CE M0JI3Ba 33 aHECTEe3Hsl), IeKCTpoMeTophaH
(0OMKHOBEHO Ce TI0JI3Ba 3a JICUCHUE Ha Kanutniia) U Ha 1pyrd NMDA-aHTaroHucTs TpsiOBa aa ce
n30sTBa.

Jlena v roHOIIN
Memantua Accord He ce mpenopbyBa MPH Jela ¥ IOHOIIN Ha Bb3pacT 1o 18 roauny.
Jpyru Jexapcrea u Memantun Accord

Wndopmupaiite Bamms nekap nnu ¢papmaneBT, ako mpreMaTe, HaCKOpo CTe MprUeMalTi WiH €
BB3MOXKHO J1a IpUEMETE JPYTH JeKapCTBa.

IMo-koHKkpeTHO, MemanTHH ACCOrd MOKe 1a MPOMEHM e(pEeKTHTE Ha CIICAHUTE JISKApCTBA, U MOXKE J1a €
HeoOXxonuMo Bammst jekap na Kopurupa go3ata um:

aMaHTaJInH, KETaMHH, JIEKCTpaMmeTopan

JaHTpoJieH, 6aknodeH

MUMETHINH, PAHUTHIUH, TPOKAMHAMU/T, XUHUMH, XHHUH, HHKOTHH

XUAPOXIOPOTHAZU (MIIH KOMOMHAITUS C XUIPOXJIOPOTHAZHT)

AHTUXOJIMHEPTUYHU CPE/ICTBA (BEIECTBA, KOUTO OOMKHOBEHO CE M3IOI3BAT 32 JICUeHUE Ha
JIBUTATETHA HAPYIICHUS WIIK YPEBHU CIIA3MHU)

AHTUKOHBYJICAHTH (BEIIECTBA, KOUTO CE M3MOJ3BAT 32 MPEIOTBPATABAHE WM JICUCHUE HA IHPYOBE)
OapOuTyparu (BemecTBa, KOUTO OOMKHOBEHO CE M3IOJI3BAT 3a MPEIN3BUKBAHE HA ChH)
JIOTIAMUHEPTUYHU arOHUCTH (BemlecTBa Kato L-moma, OpOMOKpPHUIITHH)

HEBPOJICIITUIM (BEIIECTBA, KOUTO CE U3MON3BAT 32 JICUCHUE HA IICUXUIHU HAPYIICHUS )
NepopaTHi aHTHKOAryJIaHTH.

Axo mocTbrnuTe B OOJIHHUIIA, yBEJOMETE JIEKYBaIlHs JieKap, 4e npuemate Memantun Accord.
MemanTun AcCOrd ¢ XxpaHa u HAIIUTKA

VYBenomere Bamms nekap, ako HACKOPO CT€ CMEHHJIM WIIM HMaTe HaMEPEHHE J1a CMEHUTE JIPACTHIHO
JeraTa cu (HarpuMep OT HOPMallHa JIMeTa KbM CTpOra BereTapuaHcKa JiMeTa) Wik ako CTpajgare ot
0bOpeuna TyOynapHa anuno3a (bTA, u3nmuirsk ot BenjecTsa, 00pa3yBalliy KUCEIHHU B KPBBTA OPAIH
HapyIIeHa 6b0pevna QyHKIHs (JIomo GyHKIIMOHUpaHe Ha ObOPEINTE)) MITN TEKKH WHPEKITUU Ha
OTJICTIUTEHATA cUcTeMa (MMKOYHUTE MIBTUIIIA), ThI KATO MOXKE JIa Ce HAJIOXKH KOPEKIIUs B J103aTa Ha

JIEKapCTBOTO.

BpeMeHHOCT U KbpMeHe
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AKo cTe OpeMeHHa Wil KbpMUTE, CMsTaTe, 4e MOXKe J1a CTe OpeMeHHa WM IJIaHupaTe OpeMEeHHOCT,
MOCHBETBalTe ce ¢ Bamms nekap wnu dapMarieBT npean ynotpedara Ha TOBA JIEKAPCTRO.

bpemennocm
W3non3BaHeTo Ha MEMAHTHH OT OpEeMEHHH JKEHH HE Ce MPeropbhyBa.

Kvpmene
Kenwu, xouto npuemar Memantun Accord, He TpsOBa J1a KbPMSIT.

lopupane u padoTa ¢ MAIIIUHU

JlexapsT me Bu kaxe manu 3a00JIBaHETO TI03BOJIsSIBA O€30ITacHO J1a modupare U aa paboTUTe ¢
MallvuHH.

Ocgen ToBa MemanTun Accord Mmoske 1a mpomenu criocobnoctta Bu 3a pearupane, KOeTo Ch3/1aBa
OTIACHOCT TIpH mo¢upaHe WK padoTa ¢ MaITHHH.

MemanTun AcCOrd chabpika JIaKTo3a.

To3u nekapcTBEH MPOAYKT ChAbpiKa JakTo3a. Ako Bu e kazano ot Bamus nekap, ye umare
HEMMOHOCUMOCT KbM HSIKOHW 3aXapH, MOJISI, CBEP)KETE ce ¢ Bamus exap npeau 1a npueMere To3u
JIEKapCTBEH MPOAYKT 3 CHBET.

3. Kak na npuemare Memantun Accord

Memantua AcCCord — ormakoBKa 3a 3alfoYBaHe Ha JEYEHHUETO, CE M3II0JI3BA CaMO MPH 3all0YBaHE Ha
sedeHuero ¢ Memauntun Accord.

Bunaru npuemaiite ToBa JEKapcTBO TOYHO KakTO Bu e ka3zan BamusaT nekap. AKo He cTe CUTYpHU B
HeIo, nmonurtaiTe Bammus nexkap uin GpapmarieBT.

2031/1[20131@

IIpenopruBanaTa n03a 3a gedeHue ot 20 mg AHEBHO c€ MOCTHUTra Ype3 MOCTEIEHHO YBEIUYaBaHe Ha
no3ata Ha MemanTtun Accord mpe3 mbpBUTE 3 CEIMUIIM OT JieueHHeTo. CXxeMaTa Ha JICUCHHUE ©
ITOCOYEHA CHINO M BhPXY ONAaKOBKaTa 3a 3all0YBaHE Ha JICUCHHETO. B3emaiite 1Mo enHa TadiieTka eIuH
6T Ha AEH.

Cenmuna 1 (men 1-7):
Baemaiite o exgHa TabneTka OT 5 mg BeNHBXK Ha JieH (0s71a) B IPOABIDKCHUE HA 7 JTHU.

Cenmuna 2 (nen 8-14):
Bsewmaiite o exna tabnerka ot 10 mg BenHbK Ha AeH (0su1a, ¢ JenrTeNHa YepTa) B MPOAbIDKEHIE Ha
7 nHuU.

Cenmmuna 3 (men 15-21):
Bsewmaiite o enHa Tabnetka ot 15 mg BeIHBK Ha /IeH (OpaHKeBa JO CHBOOPAHKEBA) B MPOABIKCHHE
Ha 7 OHU.

Cenmmuna 4 (nen 22-28):
Bsemaiite no eqHa Tabnerka oT 20 mg BeAHBK Ha JieH (OJie1ouepBeHa JO CHBOYEPBEHA) B IIPOIBIDKEHHE
Ha 7 IHU.

cenMuna 1 5 mg Tabnerka
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ceaMmuIa 2 10 mg TabneTka
cenmuma 3 15 mg tabnerka
cenqmura 4 20 mg TabneTKu BEAHBXK Ha
U ClIe]] TOBa JIeH
Hoanspxkama no3a

HpenoquBaHaTa JHCBHA 103a € 20 mg BEAHBIK JHCBHO.
OTHOCHO MNPOABJDKUTCIIHOCTTA HA JICUCHHUCTO, MOJIA KOHCYJ'ITHpaf;ITe ce ¢ Bammms JICKap.

Jlo3upane Ipu DallMeHTH ¢ HapyileHa 0p0pedyna G yHKIMS

Ako umare HapyIieHa Ob0peuna GyHKIus, BammsaT nekap me npereHn Kakea 103a € MoIX0/s1Ia 3a
Bameto cberosinue. B To3u ciydait aekapsart TpsOBa aa npociesssa ObOpeunata Bu GpyHkuus npes
ONpe/IeIICHH UHTEPBAJIH.

Ilpunoxenue

MemanTun Accord TpsiOBa s1a ce mpuiiara epopaiHo BeIHBK THEBHO. 3a J]a UMaTe 1oJ3a OT
JIEKapCTBOTO, TPSOBA Jla TO B3eMaTe PEIOBHO, BCEKH JICH 110 €IHO U CHII0 BpeMe Ha JICHOHOIIHETO.
TabnerkuTe TpsIOBa Ja ce MOTITBIIAT C MATKO Bojia. TabJeTKUTe MoraT Jia ce MpueMat Chbe Win 0e3
XpaHa.

IIpoABIDKUTEIHOCT HA JICYCHHUETO

[MpuemsbT Ha Memantun Accord npoaeimkasa gokato uMa edext 3a Bac. BammsaT nekap TpsioBa na
IPEOLIeHsIBa PEIOBHO JieueHHEeTo Bu.

AKO cTe Mpued moBevye oT HeodxoaumaTa 103a Memantun Accord

- OOWKHOBEHO ITPUEMAHETO Ha MpekajeHo MHoro Memantun Accord He 6u TpsioBaso 1a Bu
HaBpeau. Moxe J1a ce 3acuiIsIT HIKOU CUMITOMH, ITIOCOYEHU B TouKa 4. ,,BB3M0XKHI HeXXeTaHU
peakuuu’.

- Axo npuemere MemanTtua ACCOrd B 103a, MHOTOKPATHO T10- BHCOKA OT MPEANUCcaHara,
CBBPKETE ce ¢ Bammus jiexap Wiu oThpPCceTe MEIUIIMHCKA KOHCYITAINS, Thid KaTO MOXKE J1a ce
HYXJaeTe 0T MEJUIIMHCKA TTOMOIII.

AKoO cTe mpomycHam 1a npuemere Memantun Accord

- AKo OTKpHETe, ue cTe 3a0paBuiIn a pueMeTe o3ata cu MemanTtun ACCord, nzdyakaire u
MpHeMeTe cleBanaTa 103a B 00M4aifHOTO Bpeme.

- He B3emaiiTe aBOIiHA 1034, 3a 1a KOMIIEHCHpATE MPOIlycHaTaTa J03a.

AKO mMare HSKaKBH JOIBIHUTEIHA BBIPOCH 3a yHOTpeOdaTa Ha TOBa JIEKapCTBO, MOJIS,

KOHCyJTHpaiTe ce ¢ Bamus jiekap uiu GpapMariesT.

4, Bb3MokHM HelKeJTaHU peakIiun

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a NIPCAN3BHUKA HCIKCIAHNU PCAKIINU, BBIIPEKU Y€ HC
BCCKH I' I10JTy4aBa.
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O6I/IKHOB6H0, Ha6J'IIO,Z[aBaHI/IT€ HCXKCJIaHU JICKAPpCTBCHU PCAKIINU Ca JICKHU 10 YMCPCHH.

Yecmu (mooice 0a 3aceenam 0o 1 na 10 oywu):

* ['maBoGoNKe, CHHIUBOCT, 3aleK, MOBUIICHN (PYHKIMOHATHH YepHOAPOOHH MOKA3aTelH,
3aMasHOCT, HApyIIeHNE Ha pAaBHOBECHETO, 33/1yX, BUCOKO KPBBHO HAIISTAHE M CBPBXYYBCTBUTEITHOCT
KbM JICKapCTBa.

Heuecmu (moeam 3a 3aceenam oo 1 na 100 oywu):
* YMopa, re0udHr nHGEKIMH, 00bPKAHOCT, XaTIOIHHAIINN, TOBPBILAHE, HAPYIIeHa TOXO0/IKa,
ChpJICUHA HEIOCTATHYHOCT U BEHO3HO TPOoMO00OOpaszyBaHe (TpomM003a/TpoMO0EeMOOITH3EM).

MHnozo peoxu (moeam oa 3aceenam 0o 1 na 10 000 oywu):
* I'bpuoBe

C neuszsecmna yecmoma (om HanuyHume OAHHU He Modice 0a ce Hanpasu OYeHKa Ha YecCmomama,):
* Be3nanenue Ha naHkpeaca, Bb3MAJICHNUE HA YEPHUS IpO0 U IICUXOTUYIHU PEaKIHH.

bonecrra Ha AHHX&ﬁMGp CC CBBpP3Ba C ACNIpeCUsa, CynuluJIHU MUCJIA U OIIMTHU 3a CaM0y6HﬁCTBO. Te3n
CcHLOUTHUS ca C’LO6II_IaBaHI/I IIpu ManrueHTH, JICKYBAHU C MCMAHTUH.

AKO MONTyyHnTe HIKaKBH HEXKEIaHU JICKApPCTBEHU peaklyy, yBeaoMmere Bamms nexap uinu hapManesT.
ToBa BKIIFOYUBA U BCUYKU Bb3MOKHU HEXKEIIAHU PEAKLUU, HEOIIUCAHU B Ta3U JIMCTOBKA.

ChoduiaBaHe HA HEXKEJIAHU PeaKIHH

AKO MOTyunTe HIKAKBH HEXKETAHU JICKAPCTBEHU PEaKIivu, yBeaoMere Bamust nekap vau hapMaIiesT.
ToBa BKJII0OYBA BCHYKH BH3MOXKHH HEOTMCAHH B Ta3M JIMCTOBKA HEXENAHH peakinu. MoxeTe ChIlo aa
CHOOIIUTE HEKENIAHHU PEaKIny JUPEKTHO upe3 Hal[MOHAIHATa CHCTEeMa 3a ChOOIIaBaHe, MOCOYCHA B
Ipunoxenue V*. Kato cho0IaBaTe HeKEIAHH PEAKIIUN, MOYKETE J1a IaJeTe CBOS MPUHOC 32
NoJy4aBaHe Ha MoBeue HH(OpMAIUs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cbxpansiBate Memantun Accord

[a ce cpxpaHsBa Ha MSCTO HEIOCTHITHO 32 JIela.

He u3non3Baiite Memantud Accord ciie u3THuaHe Cpoka Ha OTHOCT, 0TOeNsI3aH BhPXY KapTOHEHATa
omakoBka u Onmcrepa cien "['omen 10:". CpoKbT Ha TOTHOCT OTTOBAPS HA IMOCICIHUS JIEH OT
MOCOYEHUS MECELL.

To3u nekapcTBEH NPOAYKT HE U3UCKBA CIEIL[UAIIHU YCIOBUS 38 ChbXPAHECHHUE.

He n3xBbpistiiTe 1ekapcTBaTa B KAHAIU3ANMITA <WIH B KOHTEHHEpa 3a JOMAIIHU OTHA bLIH.
ITormuraiiTe Bammus dapmareBT kKak a U3XBLPIATE JIeKapcTBaTa, KOMUTO BeUe HE H3To3Bare. Te3n
MEPKH II€ CIIOMOTHAT 3a OTIa3BaHe Ha OKOJIHATa Cpeaa.

6. Cbabp:kaHue HA ONIAKOBKATA M I0NbJIHUTEIHA HHpopMauus

KakBo cbabp:xa Memantun Accord

AKTHBHOTO BEIIECTBO € MEMaHTHHOB XMIPOXJIOpHA. Besika prmmupana TabiieTka Chabpika
5/10/15/20 mg MeMaHTHHOB XHAPOXJIOPHI, ekBUBajIeHTeH Ha 4,15/8,31/12,46/16,62 mg MeMaHTHH.

Jpyrure cbhcTaBKy ca TaKT03a MOHOXHUAPAT, MUKPOKPUCTATHA [IETYJI03a, CHIINIIUEB TUOKCHI,
KOJIOUJICH 0€3BO/ICH, KPOCIIOBUIOH, MarHE3UEB cTeapar, KaTo BCUYKH T€ ca B sIIPOTO Ha TalJIeTKaTa;

xXunpomenosara, nonucopodar 80, makporon 400, turanos auokcun (E 171) u nonbnHuTenHo B
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Memantun Accord 15 mg u Memantun Accord 20 mg ¢bunmMupanu TaONETKH K BIT U YEPBEH JKENe3eH
okcun (E 172), ce chappikatr B 0OBUBKaTa Ha TaOJIeTKaTa.

Kaxk m3riesxxna Memantud ACCOrd U KaKBO ChIbpPKa ONMAKOBKATA

MewmanTud Accord punmmupany TablIeTKH OT 5 mg ca Oeltu, MPOIbIrOBaTH, OOBUTH TAOICTKH C
BATBEOHATO penedHo o3Hauenue ,,MT* Ha egHaTa UM cTpaHa u ,,5”’Ha pyrara cTpaHa.

Memantua Accord ¢punmupanu tabnerkn ot 10 mg ca Oenu, MpoabIAroBaTH, 0OBUTH

TabJeTKH ¢ BIILOHATO penedHo o3HaueHue ,,M T “Ha efHaTa, pa3/IeCHO OT JCIUTeIHATa YepTa U
,»10“ Ha pyraTa cTpaHa, pa3JesieHo OT JieNIUTeNHa YepTa. TabiaeTkure MoraT Jja ObAaT pa3ieieHn Ha
JIBE paBHU J03H.

MemanTun Accord punmupanu tabieTku ot 15 mg ca OpaHKeBU 10 CHBOOPAHIKEBH, TPOIBITOBATH,
00BHTH Ta0IETKH ¢ BATHOHATO penedHo o3HaueHue ,,MT* Ha eqHaTra uMm cTpaHa u ,,15” Ha apyraTta
CTpaHa.

Memantun Accord dpunmmupanu tabietku ot 20 mg ca O1e0UepBEHHU 10 CHBOUSPBEHH, TIPO/IBITOBATH,
00BHTH TaONETKH C ICIUTETHA YepTa, ¢ BINIEOHATO penedHo o3HaueHue ,,MT“Ha emHaTa cTpaHa,
paszeneHo OT JeNuTeNHaTa yepTta u ,,20” Ha Ipyrara cTpaHa, pa3feleHo OT AeTUTeIHATa YepTa.
TabnerkaTta Moxe 1a ObJie pa3lielieHa Ha JIBE PaBHH J03H.

Enna omakoBKa 3a 3armo4BaHe Ha JICYCHUETO Chabpika 28 TabyieTku B 4 GiucTepa ¢ mo 7 TabneTku
Mewmantuna Accord 5 mg, 7 tabaetku Memantinr Accord 10 mg, 7 tabnaerkn Memantina Accord 15 mg
u 7 Tabnetku Memantun Accord 20 mg.

IMpuTeskaTes Ha pa3pelIeHHETO 3a YNoTpeda

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

HWcnanus

IIpoussoaure

Delorbis Pharmaceuticals Ltd

17, Athinon Street

Ergates Industrial Area, 2643 Nicosia
Kunsp

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, ITomma

I[aTa Ha IMOCJECIHO nMmpepasrjaekaane Ha JUCTOBKaTa

IToapo6Ha wHGOpPMAITHS 32 TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHnus
o Jekapcrsata http://www.ema.europa.eu/.
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