IMPHUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JTEKAPCTBEHUS TIPOAYKT
Axura 10 mg ¢punmupanu TabneTKu
Axura 5 mg+10 mg+15 mg+20 mg dbunmupasu TabieTKu

Axura 20 mg ¢punmupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Axura 10 mg dunmupanu TabneTkn
Bcesika punvupana tabnerka cpabppika 10 mg memManTHH Xuznpoxinopu (memantine hydrochloride),
€KBUBAJICHTEH Ha 8,31 mg MEMaHTHH.

Axura 5 mg+10 mg+15 mg+20 mg ¢unmupanu TabneTku

Bcesika punvupana tabnerka chbabpika S mg MeMaHTHH Xuapoxyiopuy (memantine hydrochloride),
SKBHUBAJICHTCH Ha 4,15 mg MeMaHTHH.

Besika ¢punMupana tadnaerka chappika 10 mg MmeMaHTHH Xuapoxiopua (memantine hydrochloride),
€KBUBAJICHTEH Ha 8,31 mg MEMaHTHH.

Bcsika ¢punmupana Tabnerka ceabpka 15 mg memantus xuapoxiaopun (memantine hydrochloride),
eKBHUBAJICHTCH Ha 12,46 mg MEeMaHTHH.

Bcesika punmupana tabnerka cpabpika 20 mg MeMaHTHH Xuapoxiaopu (memantine hydrochloride),
€KBUBAJICHTEH Ha 16,62 mg MEMaHTHH.

Axura 20 mg punmupanu TabneTkn
Bcesika punvupana tabnerka cbabppika 20 mg MeMaHTHH Xuzapoxiopu (memantine hydrochloride),
€KBUBAJICHTEH Ha 16,62 mg MEMaHTHH.

3a IbIHUSA CIINCHK Ha IIOMOIIIHUTEC BEIICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ouvupana TabieTka.

Axura 10 mg ¢punmMupanu TabiIeTKH

Brieno xbaTH 10 KBITH, SIUTICOBUIHU (PHIMHUPAHU TaOJIETKH C IEIUTEITHA YepTa U ¢ MApKUPOBKa ,,1-0”
oT efHaTta cTpana u ,,M M” ot apyraTa cTpaHa.

TabneTkaTa MOXke Ja ObJle pa3/eicHa Ha IBE paBHU JIO3U.

Axura 5 mg+10 mg+15 mg+20 mg ¢punmupanu TabIETKH

OuMupaduTe TaOIETKH OT 5 mg ca O6eIH 10 TOYTH OSITH, OBAJTHO-TIPOABITOBATH (DHIMHUpPAHU
TaOJIeTKH, Ha eJHaTa UM CTpaHa € OTIe4aTaHo YUCIIoTo ,,5”, a Ha Ipyrara cTpaHa - Oyksure ,, MEM”.
Odunmupanute TadaeTku ot 10 mg ca 0J1e10 KBIATH A0 KBITH, SITUICOBUIHN (PUIMUPaHU TaOJCTKH C
JISTUTEITHA YepTa U MapKUpOBKa ,,1-0” oT enHaTa crpana u ,,M M” ot apyrara ctpana. Ta0neTkara
MOJKe Ja ObJIe pa3/ielicHa Ha JIBE PABHHIO3H.

OunmupanuTe TabIeTKH OT 15 mg ca OpaHXKeBH 0 CHBOOPAHKEBH, OBATHO-TIPOIBJITOBATH (DHUIMUPAHH
Ta0JICTKH, Ha eIHaTa UM CTpaHa € OTIe4YaTaHo YucioTo ,,15”, a Ha npyraTa cTpaHa - Oyksute ,,MEM”.
Ounmupanute Tabnetku ot 20 mg ca 61e10uepBEHH O CHBOYEPBEHH, OBAITHO-TIPOIBITOBATH
(unMupanu TabIeTKH, Ha eIHATa MM CTpaHa € OTIIeYaTaHo YUCIIoTo ,,20”, a Ha JpyraTa cTpaHa -
oyksure ,,MEM”.

Axura 20 mg dpunmMupanu TabJIeTKH
BrienodepBeny 10 CUBOYEPBEHH, OBATHO-TIPOIBITOBATH (PIIIMUPAHH TaOJICTKH, HA €THATA UM CTPaHA €
OTIIeYaTaHo YUCIIOTO ,,20”, a Ha ApyraTa cTpana - Oyksute ,,MEM”.




4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHM MOKA3AHMSA

JledyeHne Ha MAIMEHTH C yMepeHa JI0 TeXKKa CTEeTleH Ha OonecTTa Ha AJxaiiMep.
4.2 J103MpOBKA M HAYMH HA MPUJIOKeHHE

Jledenuero Tp$16Ba Ja 6’]:,[[6 3ali04HaToO 1 Ha6J'IIOI[aBaHO OT JICKap, C OIIUT B AUATHOCTULIUPAHCTO U
JICYCHHUCTO HA ACMCHIIMATA HA AnuxaﬁMep.

AOBI/IQOBKa

JlegenueTo TpsiOBa /1a 3armovYHe caMo ako MMa JINIe, KOETO Jia Ce TPIDKH 3a OOHHS U PEIOBHO Aa
cliey IIprMeMa Ha JICKapCTBEHHs MPOAYKT OT MainueHTa. Jlnardosara TpsioBa 1a ObJie MOCTaBeHA B
CBOTBETCTBUE ChC CHBPEMEHHUTE AUATHOCTUYHU MpuHIUNH. [ToHOoCMMOCTTa U J03UpPOBKATa Ha
MEMaHTHH TPsI0Ba 1a ObIaT MPEOLCHIBAHN PEIOBHO, 32 MIPEATIOYUTAHE 10 TPX MECEIa CJIe]T Ha4aloToO
Ha JieuenueTo. Cies ToBa, KJIMHUYHATA 110J13a OT MEMAHTHH 1 IOHOCMMOCTTA Ha ITallieHTa KbM
JICYCHUETO TPAOBa J1a Ce MPEOLICHABA Ha PETYIIIPHA OCHOBA, B ChOTBETCTBHE C HACTOSAIIUTE KIIMHUYHA
pproBoacTBa. [Tognbpxkaioro TedeHrne Moxe J1a Obe MPOIBIHKEHO TOKATO TepaNeBTHYHATA 110JI3a ©
32/I0BOJIMTEITHA ¥ TAITUEHTHT ITOHACS JICUEHHUETO ¢ MeMaHTHH. [Ipyu Hamu4re Ha JoKa3aTesIcTBa 3a
OTIIaJjaHe Ha TePANIeBTHYHS €(EeKT WU aKo MAIeHTa He [TOHACS JICUeHUETO, TPSOBa a ce 00MUCITH
MpeKpaTsBaHe HA MEMaHTHHA.

Axura 10 mg dbunmMupany TabIEeTKH

Bw3pacmnu

Tutpupane Ha f03aTa

Maxkcumannara JHeBHa 103a € 20 mg Ha eH. 3a a ce HaMaJld PUCKBT OT HEKEIaHU JIEKapCTBEHU
peaxyH, MobprKalliara 1o3a ce JOCTHra Ype3 MOCTENEHHO [TOBHUIIABAHE HA 103aTa ¢ 5 mg Ha ceAMUIa
1Ipe3 TbPBUTE 3 CEIMHUIIN, KaKTO CIIe/(Ba:

Cenmuna 1 (men 1-7):
IManmeHTHT TPsiOBa [a TprieMa MOJIOBMH (GuiMupaHa Tadbmerka ot 10 mg (5 mg) AHEBHO B MPOIB/KEHNE
Ha 7 IHU.

Cenmuria 2 (nen 8-14):
IManmeHThT TpsiOBa fa TpreMa eana punmupana tadiaerka or 10 mg (10 mg) aHeBHO B Mpoab/KEHKE HA
7 nHU.

Cenmuna 3 (men 15-21):
[ManpeHTHT TPsIOBa A TpHEMa e/IHa U MoIoBUHA (riimupana Tadietka ot 10 mg (15 mg) aueHO B
NpOIbIDKEHUE Ha 7 JHU.

Ot Cenmura 4 HATaTBK:
IMamueHTsT TPsIOBa Ma prema aBe GpuiMupanu Tadbaetku ot 10 mg (20 mg) aHeBHO.

[Mogmbpxaria 1o3a
IIpenoppuBanaTa noaabpxaiia g03a € 20 mg AHEBHO.

Ilayuenmu 6 cmapuecka 8v3pacm
Bb3 ocHOBa Ha KIIMHUYHHUTE IMpoyuBaHus, IIpEeIopbyYBaHaTa JHCBHA 103a 3a MAIIMCHTU HAa Bb3PacT Ha/l
65 roguau e 20 mg Ha feH (nBe TabneTku oT 10 mg BeIHBK JHEBHO), KAKTO € IIOCOYEHO TO-TOpE.



Axura 5 mg+10 mg+15 mg+20 mg dbuamMupanu TabIEeTKH

Bw3pacmuu

Turpupane Ha 1o3arta

[penopruBanaTa Hava HA 7032 € 5 Mg HA JIEH, KOATO MOCTEIIEHHO Ce YBeInYaBa Ipe3 IIbpBHTe 4
CEJIMHUIIN OT JICYEHHETO, 3a Ja C€ JOCTUTHE MPENopbuBaHaTa IO IbprKalla 103a KakTo CJIe/[Ba:

Cenmmuna 1 (men 1-7):
[ManmenTsT TpsiOBa Aa nprieMa eiHa GuimMupana tabierka ot 5 mg Ha JieH (Osu1a 10 mouTH Osia,
OBaJIHO-TIPOABJITOBATA) B IPOABIDKEHHE HA 7 THH.

Cenmuria 2 (nen 8-14):
[MamweHTsT TPsIOBa Ma MpHeMa eaHa punmmupana tadnerka or 10 mg Ha geH (Osen1o KbiaTa 10 KbIITa,
SITUIICOBH/IHHU) B IPOIBIDKCHUE Ha 7 JTHU.

Cenmuna 3 (men 15-21):
[MammeHTsT TpsIOBa Ma MpHeMa eaHa GuaMupana tabieTka ot 15 mg Ha 1eH (CHBOOpaHKeBa, OBAJIHO-
MIPOIBJITOBATA) B IPOABIKEHNE HA 7 THU.

Cenmuria 4 (nen 22-28):
[ManuenTHT TPsAOBA J1a preMa eHa GruaMupana tabuerka or 20 mg Ha JeH (CHBOYEpBEHa, OBAIHO-
HPOJIBITOBATa) B MPOABIDKEHHE HA 7 JTHH.

IMomaepxarma no3a
[IpenopbuBanara noxabpikaia go3a € 20 mg Ha JeH.

HauueHmu 6 cmapuiecka ev3pacm
Bb3 ocHOBa Ha KITMHUYHUTE Ipoy4YBaHus, MPENOpbUBaHaTa JTHEBHA 103a 3a MMAIIMEHTH HAa BH3PacT Hag

65 roauam e 20 mg Ha aeH (20 mg BeAHBX JHEBHO), KAKTO € TTOCOYEHO MO-Tope.

Axura 20 mg ¢punmMupanu TabJIeTKH

Bwv3pacmuu

Tutpupane Ha no3aTa

MakcumManHara JHEBHA A03a € 20 mg Ha 11eH. 3a J1a ce HaMaJId PUCKBT OT HEXKEJIaHH JICKapCTBEHU
peakmuu, Mo yrbpsKalaTa 03a ce JOCTUTa Ype3 MOCTETIEHHO MTOBUIIIaBaHe Ha /103aTa ¢ 5 mg Ha CeIMHIIA
pe3 TBPBUTE 3 CEIMHUIIN, KAKTO CIIe/1Ba. 3a MOCTEIIEHHOTO TIOBUIIIABAHE CE MTPEe/yIaraT TabJIETKH C IpyTa
J03a.

Cenmuna 1 (men 1-7):
[ManmeHTsT TpsiOBaA A2 TprieMa eaHa GuiIMHUpana TabjIeTka OT 5 mg JHEBHO B MPOABIDKCHIE HA 7 JTHH.

Cenmuria 2 (nen 8-14):
[ManyeHTsT TPsIOBa Ma MpHeMa eHa pummupana tadierka or 10 mg THEBHO B MPOBDKEHHE Ha 7 JTHH.

Cenmuna 3 (men 15-21):
[ManmeHTsT TPsIOBa Ma MpHeMa eHa GuIMupana TablieTka oT 15 mg THEBHO B MPOIBDKEHHE Ha 7 THH.

Ot Cenmurna 4 HATaTBK:
[ManmenTsT TpsiOBa fa nprieMa eaHa GuimMupana tadietka ot 20 mg AHEBHO.

ITopabpxania no3a
[IpenopbuBanara noxabpikaiia go3a € 20 mg 1HeBHO.

Tayuenmu 6 cmapuecka ev3pacm
B®b3 ocHOBa Ha KIIMHUYHHUTE IMpoyuBaHus, MIpETIOpbUYBaHaTa 103a 3a NAlMCHTHU Ha Bb3PacT Ha/l
65 roguan e 20 mg Ha JIeH, KaKTo € MOCOYEHO ITO-TopeE.
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bvbpeuno yspeocoane

[Ipu nauuenTu c nexo yBpeneHa 0b0peuna QyHkuus (KpeaTHHUHOB KiaupbHC 50-80 ml/min) He ce
HaJlara aJlanTupane Ha jo3ara. [Ipu nanuenTs ¢ ymepeHo 0b0peuHo yBpexaaHe (KpeaTHHUHOB
kiaupbHC 30-49 ml/min) gHeBHATa 1032 TpsiOBa aa Obae 10 mg Ha aeH. [Ipu 100pa MOHOCUMOCT Cliel
HOHE 7 JHEBHO JICYCHUE, J103aTa MOXKe J1a ObJie yBennueHa 10 20 mg/aeH ChrilacCHO CTaHAapTHATa
cxeMa Ha TuTpupane. [Ipu nanueHTr ¢ Texxko 6HOpeyHo yBpexkaaHe (KpeaTHHHHOB KIMPHHC

5-29 ml/min) nHeBHaTa 7032 TpsiOBa aa Obae 10 mg Ha JeH.

Yeproodpobno yspedxcoane

ITpu marueHTH ¢ JIEKo WM yMEPeHO HapylieHa YepHoapooHa GpyHkuus (kiac A u B mo Child-Pugh)
HE ¢ HeoOXOaMMO afanTupaHe Ha fo3ara. Hama nannu 3a ynorpebaTa Ha MEMaHTHH IIPU HALUEHTH C
TEXKO YepHOIpOoOHO yBpexkaane. He ce mpenoprusa npunarane Ha AXUra npu naueHTH ¢ TEXKO
YEpHOAPOOHO yBpEXKIaHe.

Ieouampuuna nonynayus
be3zonacHocTTa M ehukacHOCTTa Ha AXura MpH Jiena Ha Bb3pacT 1moJ 18 roivHu He € yCTaHOBEHa.

JIuncBar njaHHU.

Hauun Ha IPHUITOKCHUC

Axura Tp;[6}3a Ja CC Ipujara BEAHbXK AHCBHO, U BCCKU JICH Jia CC MpHcMa 110 €JHO U CHIIO BpEME.
(DI/IJ'IMI/IpaHI/ITC TaOJIETKU MOKE Ja ce mpuemMar CbC Uiin 0e3 XpaHa.

4.3 IIpoTuBomoka3aHus

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIH KBM HIKOE OT MOMOIIHUTE BEIECTBRA,
n30poeHu B Touka 6.1.

4.4  CpeuuajHu npeaynpe:RIeHUs: U NpeINa3Hu MePKH NPH ynoTpeda

HpenoquBa CC IMOBHUIIICHO BHUMAHUE IIPU MALIMEHTHU C CITWIICIICH, aHAMHE3a 3a I'bPY0BC WJIN IMAIIUCHTU
C Ipeapasnojaramu (baKTOpI/I 3a CIIWJICIICHA.

TpsiOBa 1a ce 30srea eAHOBpeMEHHaTa yroTpeba Ha anTaronrctd Ha N-metuia-D-acmaprar (NMDA),
KaTO aMaHTaJ/IMH, KETaMUH WK JekcTpoMetopdan. Te3u cheqnHEHUs NeHCTBAT BEPXY ChIaTa
pelenTopHa CUCTeMa, KAKTO MEMAaHTHH, U CIIEJI0OBATEIIHO HEXEIAaHUTE PeakIuy (CBhP3aHU TJIABHO C
nenTpaiaata HepsHa cuctema (LIHC) moraT ma 6bp1aT O-4ECTH | MO-CHITHO M3pa3eHu (BHKTE

Touka 4.5).

Hsikon akropu, kouto Morar aa nosumiat pH Ha ypunara (BrkTe Touka 5.2 “Enumunnpane’), morat
Jla HAJIOXKaT BHUMATEITHO MPOCIie/IsBaHe Ha ManuenTa. Te3u GakTopu BKIIOYBAT JAPACTUYHU POMEHH
B JiMieTaTa, HallpiMep OT MECHA KbM BETE€TapHaHCKa AUETa, UM MAaCUBEH MPUEM Ha alKaJIN3HpaILN
cromamau 0ydepu. OcBeH ToBa pH Ha ypuHaTa MOKe Jla ce IOBHUIIN TIPU ChCTOSHUS Ha OhOpedHa
TyOynapna anuno3a (bTA) unu Texxkn MHEKINU Ha OTAEIHUTENHATA chucTeMa ¢ Proteus bacteria.

[Ipu moBeveTo KIMHUYHA IPOYYBAHUS MMAIIMEHTH ChC CKOPO MpeKapaH HH(APKT HA MUOKap/Ia,
JIEKOMITCHCHpaHa 3aCTOiHa chpaedHa HegocTaThIHOCT (Kiaac mo NYHA II-IV) unu HekoHTponmrpaHa
XUIEPTOHUS ca OWim n3KioueHu. BenencTere Ha ToBa MMa caMO OTPaHWYEeHH JaHHU U MTAIlUEHTUTE C
TaKWBa ChCTOSHUS TPSOBa a ObAAT MPOCIEAIBAaHN BHIMATEITHO.

4.5 BzaumopeiicTBHe ¢ IPYrH JieKapCTBeHN MPOAYKTH M Apyru (popMH Ha B3auMoaelcTBHe

[Topanu dapmakonornyanTe eeKTH U MEXaHU3MA Ha IEHCTBUE HA MEMAHTHH MOTaT J1a Bb3HUKHAT
CJIEJHUTE B3aUMOJCHCTBUA:



. HauunbT Ha neficTBHe JaBa OCHOBAHUS Ja ce Mpearnonara, 4ye epexkrure Ha L-moma,
JIOTIAMUHEPTUYHNTE arOHUCTH M aHTUXOJIIMHEPTUYHUTE CPEACTBA MOTaT J1a ObAaT 3aCHUIICHU TIPU
STHOBPEMEHHO JieueHre ¢ aHTaroHuctd Ha NMDA kato memantuH. EdekTure Ha
0apOUTYypaTUTE M HEBPOJICTITUIIUTE MOTAT J1a ObJaT HAMaJICHH. ETHOBPEMEHHOTO TPUIIOKECHHE
HA MEMaHTHH ¥ CIIa3MOJINTUYHU CPEJICTBA, JTAHTPOJICH WK 0akiIo(eH MOoXKe 1a U3MEHHU
JIEHCTBUETO MM M TOBA JIa HAJIO)KM KOPUTHpPaHe Ha J03aTa.

. EnnoBpemennara ynorpeba Ha MEMaHTHH U aMaHTaAWH TPSOBa Ja ce U30srBa Mmopaan pUcK OT
(apmMakoTOKCHYHA TIcKX03a. M 1BeTe CheIMHEHUS MTPECTARISIBAT XMMUYHO CPOIHU
anTaronuctd Ha NMDA. Cpmotro MoXke J1a ce OTHACs JI0 KETaMHUHA U JIeKCTpoMeTopdaHa
(BxkTe Touka 4.4). [TyonuKyBaH € eIMH KIIMHUYEH CcIyvail 3a BEPOSTEH PUCK U IIPH
KOMOMHAIIMATA HA MEMAHTUH U ()CHUTOUH.

. Jpyru akTUBHHU BEILIECTBA, KATO [IUMETUANH, PAHUTUINH, IPOKAUHAMU, XUHUIWH, XUHUH U
HUKOTHH, U3IOJI3BAIIH ChI[aTa ObOpeYHa CUCTEMA 32 KATHOHEH TPAHCIIOPT KAKTO aMaHTaIvH, €
BB3MOKHO /12 B3aUMOJIEUCTBAT C MEMAHTUH, KOETO BOAU /10 MOTCHLUAJICH PUCK OT MOBUILICHHUE
Ha TUIa3MEHUTE HUBA.

o Hma BeposTHOCT 32 TIOHMKaBaHe Ha cepyMHOTO HUBO Ha xunapoxioporuazua (HCT), korato
MeMaHTHH ce npuiara eqaopeMeHHo ¢ HCT nnu ¢ komOunanus, sxmoysama HCT.
. B moctMapkeTHHIOBUS OITUT MMa ChOOLICHUS 32 U30JIMPAHH CIIydad Ha TIOBUILEHO

MEXIyHapoIHO HopManu3upano otHomenue (INR) npu manuentu, KOuTo ca ieKkyBaHu
€HOBPEMEHHO ¢ BapdapuH. Brnpeku ue He € ycTaHOBeHa MPUYUHHO-CIICICTBEHA BPB3Ka,
NPENOPHUYUTENHO € BHUMATEITHO IPOCie/sBaHe Ha MpOTpoMOnHOBOTO BpeMe min INR npu
MAIUEHTH, KOUTO C€ JIEKYBaT €THOBPEMEHHO € IIEPOPATTHYA aHTHKOAryJIaHTH.

[Tpu papmakokuneTrnynn (PK) m3nuTBaHUS NPH €THOKPATHO MPUIIOKEHUE TIPU MITAJIN 31PaBH
JI0OpOBOJIIM HE ce HAaOJr01aBaT 3HAYMMH B3aMMOJIEHCTBUS MEXK1Yy aKTUBHHUTE BEILIECTBA HA MEMAHTHH
U TIUOYpU/METPOPMUH WITH JOHETIE3UII.

HpI/I KIIMHAYHO W3IIUTBAHE IPHU MJIaJIN 3/IpaBU ,Z[OGpOBOJ'ILII/I HEC CC Ha6J'IIO,Z[aBa 3HAa4YUM e(l)eKT Ha
MCMAaHTHH BbPXY q)apMaKOKI/IHeTI/IKaTa Ha raJJanHTaMHH.

Memantus He uaxuOupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, dnaBuH-chabpxKamaTa
MOHOOKCHUTeHAa3a, EMOKCUI-XUAPOIIa3aTa Wi cyl(OHUPAHETO.

4.6 @epTHINTET, OPEMEHHOCT H KbpMEHe

Bbpemennoct

Hsma nannum 3a OpeMeHHH, JIEKyBaHU ¢ MEMaHTHH. EkcliepUMeHTaTHUTE IPOYYBaHHUSI ITPH KUBOTHU
MOKa3BaT Bb3MOKHOCT 32 HAMAJICHO BTPEMATOUYHO Pa3BUTHE MPU HUBA HA €KCIO3UIIMSI, KOUTO ca
UICHTUYHH WK JICKO 3aBUIIICHU CIIPSIMO SKCIIO3MITUsITA ITPU YOBeKa (BIKTE Touka 5.3).

[loTeHnma HUAT PUCK MPH XOpa HE € u3BecTeH. MeMaHTHH He Tps0Ba Jja ce U3IMO03Ba MPH
OpeMEHHOCT, OCBEH B CIlTy4yail Ha KaTeropuyHa HeOOXO0JUMOCT.

Kspmene

He e u3BecTHO naimu MEMaHTHH c€ M3IIhbUBA C YOBEIIKOTO MIISIKO, HO, KATO CE UMa IPEIBUJT
TUNO(UITHOCTTA HA BEIIECTBOTO, TOBA € TBHP/IEC BH3MOXKHO.. JKEHHTE, KOUTO IMPUEMAaT MEMaHTHH, HE
TpsOBa Ja KbPMSIT.

DepTunuTer

Heca Ha6J'IIOI[aBaHI/I He6J'IaFOHpI/I$ITHI/I C(l)eKTI/I Ha MCMAHTHH IPU HCKIIMHUYHU ITPOYUBAHUSA 110
OTHOIICHHUEC Ha (l)CpTI/IJ'H/ITCTa P MBKKHU U JKCHCKU KUBOTHHU.



4.7 EdexTu BbpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

YMepeHara 10 TexKa CTereH Ha OoJiecTTa Ha AJxaiiMep 0OMKHOBEHO BOJIH J0 HapyIlicHa
CIOCOOHOCT 3a mo(upaHe U BIOIIaBa CIOCOOHOCTTA 32 paboTta ¢ mamtian. OcBeH ToBa AXUra
TIOBJIMSIBA B MaJIKa JI0 yMEPEHa CTEIeH CIIOCOOHOCTTA 3a o upaHe U paboTa ¢ MallIWHK, TaKa 4ye
aMOyJTaTOPHUTE MalMEHTH TPSIOBa Ja ObJaT NpeAynpeKIaBaHy Ja BHUMaBaT MHOTO.

4.8 Hexenanm JiekapcTBeHH peaKnuu

O0600611IeHMEe Ha podiia Ha OE30IIaCHOCT

[Ipu KIMHUYHK TIPOYYBAHUS MPH JIEKa 0 TEKKA JSMEHIIMS, BKIrOUBany 1 784 malyeHTu, JIEKyBaHH ¢
Axura u 1 595 manuenTy, TpeTUpaHHu ¢ mianedo, o0IIaTa 4ecToTa Ha HeXKEIAHUTE JICKAPCTBCHU
peaxiu ipu AXUra He ce pasiuyaBa OT Ta3M MpH I1ane6o, KaTo HeKETaHUTE JIEKAPCTBEHU PeaKIuy
O0OMKHOBEHO Ca JIEKH JI0 YMEPEHH 110 TexecT. Hali-uecTo mosiBsBaIIUTe Ce HEeXKeIIaHHU JICKaPCTBEHU
PEaKiuy ¢ MO-BUCOKA YeCTOTa B rpymnaTa Ha AXUra, OTKOJIKOTO B rpyrara Ha rame0o, ca 3aMasHOCT
(cpoTBeTHO 6,3 % cpemry 5,6 %), rmaBobonue (5,2 % cpemty 3,9 %), 3anek (4,6 % cpenty 2,6 %) u
cbHnBOCT (3,4 % cpemty 2,2 %) 1 BHCOKO KpbBHO Hassirane (4,1 % cpery 2,8 %).

Hexxenanute peakuuu, oCOYeHH B TaOIMLATA MO-I0ITY, Ca PETUCTPUPAHH IO BpeMe Ha KIIMHUYHU
mpoy4BaHus ¢ AXUra u cieq myckaHeTo My Ha naszapa. [Ipu Bcsiko rpynupaHe B 3aBUCHMOCT OT
YecToTa, He)KEIaHUTE JIEKAPCTBEHHU PEAKIINU ce U30POsSBAT B HU3XOIAI PEJ 110 OTHOIIICHHE Ha
TEXeCTTa.

TabauyeH CIUCHK HA HEXKETAHUTE pCaKnnun

Hexenanute nekapcTBEHU pEaKIlvu ca KATETOPU3UPAHU ChIVIACHO CUCTEMO-OpraHHa Kilacu(uKaIus,
KaTo Ce M3IO0JI3Ba CIICIHATA KOHBEHIIUS: MHOTO YecTH (>1/10), wectu (>1/100 mo <1/10), HeyecTn
(>1/1 000 mo <1/100), penxu (>1/10 000 mo <1/1 000), mHoro peaxu (<1/10 000), c Hen3BecTHA

qyeCToTa (OT HaJIMYHUTC JaHHU HC MOXKE aa 6’5,[[6 HaIrpaBCHa OL[CHKa).

CucTeMo-OpraHHy KJIacoBe Yecrtora Hexenana peakuust
Wudekunn u nadecrauu Heuectn ['60nuHN MHbEKINH
Hapymienns Ha uMyHHaTa cUcTeMa Yectn CBpBX4YYBCTBUTEITHOCT KBM
JISKapCTBa
ITcuxuaTpuuHu HapyIEHUS Yecrtu CBHIUBOCT
Heuectn OO0BpKaHOCT
Heuectn XaJ'I}OLII/IHaLII/II/Il
C HeusBecTHA TICHXOTHYHH PeaKIHH’
4ecToTa
Hapymenus Ha HepBHATa cucTeMa Yecrtu 3amMasiHOCT
Yectu Hapymienue Ha paBHOBECHETO
Heuectn Hapymena noxonaka
MHoro penku I'bpuoBe
ChplieyHH HApYIICHUS Heuectn ChplieyHa HEIOCTATHYHOCT
Cb0BU HapyIICHUS YecTtu XuneptoHust
Heuectn Benosna
TpoMO03a/TpoMO0eMOOIIN3BEM
Pecniuparopuu, rppaau u Yectn Hucnues
MEINACTHHAIHN HapyIIEeHUs
CroMantHo-4YpeBHH HAPYIICHUS Yectn 3amnek
Heuectu [ToBpbiiane
C Hem3BecTHA [ankpearut?
YECTOTa
XemaTroOuiuapHu HapyIICHUS Yectu [oBuieHn GyHKIMOHATHU
YEPHOAPOOHH TIOKa3aTEeTH




CurcTeMo-OpraHHU KJ1acoBe UectoTa Hexenana peakius
C Hem3BecTHa XemaTur
4ecToTa
OO0y HapymieHus U e)eKTH Ha YecTtu I'maBoGonue
MSICTOTO Ha MIPUIIOKEHIE
Heuectn Ymopa

! Xanronmuanmy ca Ha6II0NABAHM TIIABHO TIPH IALECHTH ¢ TexKa GopMa Ha 6oJecTTa Ha AnxaiiMep.
2 M30nMpaH Ciy4an, ChOOIABAHH B TOCTMAPKETHHIOBHS OITHT.

Bonectra Ha AnxaiiMep ce CBBp3Ba ¢ ACTPECHs, CYHIMIHN UIEH M OITUTH 3a CaMOyOHiicTBO. B
MOCTMaPKETHHTOBHSI OIIUT TaKWBa CIIy4au ce ChOOIIaBaT MpH MAIMeHTH, JISKyBaHu ¢ AXUra.

Cpo0111aBaHe Ha MOA03UPAHA HEKETAHH PEAKITHH

Cro01IaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIMU CIIS]] pa3pelaBaHe 3a yrnorpeda Ha JISKapCTBEHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIBJKHM HAOIOICHUETO Ha ChOTHOILICHUETO M0JI3a/PUCK 32
JICKapCTBEHUS MPOaAyKT. OT MEIULIMHCKUTE CIICHUAINCTH CE€ U3UCKBA Ja ChOOIIaBaT BCAKa
MOJTO3UPaHa HeXKEIaHa PeaKilys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, IOCOYCHA B

[punoxenue V.

4.9 Ilpepo3upane

Nma OrpaHHUYCH OITUT CHC CIIydan Ha MPEA03NPaHe B KIIMHUYHUTC USIIUTBAHUA U TIOCTMAPKETUHI'OBUA
OITUT.

CumMmoroMu

CiyyanTte Ha OTHOCHTEIIHO BHCOKO npeao3upane (cbotBeTHO 200 mg u 105 mg/nen 3a Tpu num) ce
CBBP3BAT WIK ChC CUMIITOMH Ha YMOPa, C1a00CT W/WIIN TUApHs UM IpOTHYaT Oe3cuMNToMHO. B ciyyan
Ha Tpeno3upane ¢ n1o3a nox 140 mg nnm nmpu Hen3BeCTHA /1032 PH MAILUEHTH CE TIPOSIBIBAT
cumnTomuTte, cBbp3anu ¢ LIHC (00bpkaHOCT, CHHAMBOCT, COMHOJICHTHOCT, CBETOBBPTEIX, BB30y/1a,
arpecUBHOCT, XTIOLMHAIIMN U HapYILEeHA MOX0AKA) W/UIU C TAaCTPOUHTECTUHAJICH IPOU3X0/]
(moBpBIIaHE U AUAPHS).

B Haii-rexxkus ciydail Ha npeo3upaHe NanueHThT € OLeNisul IPU IepopalieH npueM Ha oomo 2 000 mg
MeMaHTHH ¢ nociensaiiy epext Bbpxy LIHC (10-1HeBHa KOMa ¢ mociieiBaliia JUILUIONUs U Bb30y/a).
B T031 cityyaii manueHTsT € IeKyBaH CHMITOMATHYHO U ¢ 1ia3Modepesa. [TaueHThT ce € Bb3CTaHOBUII
0e3 ABJITOTpaliHU TOCIEICTBUSL.

B npyr ciydvait Ha BUCOKO ITpeo3upane ¢ nepopaiex npueM Ha 400 mg MEMaHTHH MAIMEHTHT ChIIO €
OLIEJISIT U Ce € Bb3CTaHOBMIIL. [lanueHTsT € nMan cumntomu, cBbp3anu ¢ LIHC karto
HECIOKOWMCTBHE,IICUX03a, 3pUTENTHH XATIOLMHALNH, IPOKOHBYJIICHBHOCT, COMHOJIEHTHOCT, CTYIIOp U
Oe3ch3HaHME.

Jleuenue

[Ipu npenosupane jgeuenneTo TpsOBa na Obae cuMnToMaTndHO. Hsima cienmyuder aHTHIOT TIpU
MHTOKCHKAIIMS U IpeAo3upaHe. 3a OTCTpaHsIBaHE HA AKTUBHOTO BELIECTBO CE MpUJiara CTaHIapTHa
KIIMHAYHA TIPOLEYPa, KaTO HAIIPUMEP CTOMAIITHA MPOMUBKA, AKTUBEH BBIJICH (32 IPE0TBpaTSIBaHE HA
MOTEHIIMAIHA €HTepOXenaTallHa PeIUPKYIIaIlisl ), IOBUILIaBaHe KHCETMHHOCTTA Ha YpUHATa, 3acHiIeHa
Jypesa.

B ciyvaii Ha mpuU3HAIM ¥ CHMIITOMH Ha OOIII0 CBPBXCTUMYJIMpPAHE Ha IIEHTpaliHaTa HEPBHA CUCTEMa
(THC), TpsidBa 1a ce 0OMUCITN BHUMATEITHO CUMIITOMATHYHO KIIMHUYHO JICUCHHE.


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

5. ®APMAKOJIOTUYHU CBOMCTBA
51 dapmakoaMHAMMYHHU CBOIiCTBa
®dapmakoTeparieBTidHa rpyna: Jpyru nekapcta npotus aemerusa, ATC xox: NO6DXO01.

HapacTsa Opost Ha Toka3aTescTBaTa 3a TOBa, Y€ HApYLUICHOTO (PYHKIIMOHMpaHE Ha TiyTaMaTepruyHaTa
HEBPOTPAHCMUCHS, TO-KOHKPETHO Ha perienTopute 328 NMDA, monpuHacs KakTo 3a mposiBaTa Ha
CUMITOMUTE, Taka U 3a MPOrPECHPAHETO Ha OOIeCTTa MPH HEBPOIET€HEePaTUBHATA IEMEHITHS.

MeMaHTHH € BOJITaX-3aBUCHM, C yMEpeH aUHUTET U HeKOHKypeHTeH NMDA-penentopex
aHTaroHuct. Toil Moaynupa epeKTHTE Ha TATOJIOTMYHO MMOBUILICHUTE TOHWYHY HHUBA Ha TITyTamara,
KOUTO MOTAT Jla IOBEJAT 0 HapyleHO (GYHKIHOHUPAHE HA HEBPOHHUTE.

Knunnynu npoyyBanus

[pu nmpoBeneHo MpoyyYBaHe ¢ MOHOTEPAIHUS [IPH IPyTia MAIMEHTH, CTPaJalld OT yMEpeHa 10 TeKKa
crereH Ha 6osecTTa Ha AmxaiMep (M3X0/eH 001 pe3yiITaT OT MIUHH M3CIICIBAaHE HA IICHXAIHHS
cratyc (mini mental state examination) (MMSE) — ripu octoBa 3 mo 14) ca mpocienenn o01o

252 amOynaropHu nanueHTH. IIpoyuBaHeTo neMoHCTpHpa OaronpusSTHUTE ehEeKTH OT JICUCHUETO C
MEMaHTHH B CpPaBHEHHE C T1ane00 B MPOABIDKEHHE Ha 6 Mecena (aHaInu3 Ha HaOJI0IaBaHUTE CITy4an
3a BIIEYATJICHUETO Ha KIIMHHUIMCTA 33 IPOMsHA, Bb3 OCHOBA Ha pa3rosop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; cbBMecTHO Ipoy4BaHe Ha OOJiecTTa Ha
Aumxaiimep — exxeHeBnu aeiiHoctu (Alzheimer’s disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; Gatepus 3a TeXKH yBpexIaHus (severe impairment battery)
(SIB): p = 0,002).

[Ipu npoBeneHo npoyyBaHe ¢ MEMAaHTHH KaTO MOHOTEPAIUS MPH JeKa 0 yMepeHa CTeleH Ha
OonectTa Ha Anmxaiimep (u3xozen oo MMSE-pesynrtat npu ocHoBa 10 10 22) ca 00XBaHATH

403 marenTH. EQexThT npH j1ekyBaHUTE ¢ MEMaHTHH ALMEHTH € CTATUCTUYECKH 3HAYUMO T10-100Bp
B CpPaBHEHHE C TO3H IIPH JICKYBaHUTE C IUIAIe00 MAIMEeHTH 110 OTHOIICHHE Ha OCHOBHUTE TOYKH: CKala
3a orleHKa Ha 6osecTra Ha Anxaiimep (Alzheimer’s disease assessment scale) (ADAS-cog)

(p = 0,003) u CIBIC-plus (p = 0,004) Ha 24-Ta ceMuIia pu TOCIEAHOTO MPOBEAECHO HAOIOICHHE
(last observation carried forward) (LOCF). [Ipu apyro npoy4uBaHne ¢ MOHOTEpAIHs Ha JieKa JI0
yMepeHa 0oJiecT Ha AuixaiiMep ca paHaomMu3upanu - oo1o 470 nanuentu (u3xoaeH oo MMSE-
pesyarat npu ocHoBa 11 no 23). [Ipu npocnekTHBHO JeUHUPAHUS IbPBUYEH aHAIN3 Tipe3 24-Ta
CeIMHMIIa HE € MOCTUTHATa CTATHCTHYECKA 3HAYMMOCT Ha MbPBUYHA €(hUKACHOCT.

[Ipu MeTa-aHanu3 Ha MAIMEHTH ¢ YMepeHa JI0 TeXKa CTereH Ha OonecT Ha Anxaiimep (o6 MMSE-
pesynrat npu ocHoBa < 20) OT mecT mIane00-KOHTPOIUPaHU, 6-MecedHH npoy4aBanus, ¢aza I11
(BKJTIOUBAIIY [TPOYYBAHMS C MOHOTEPAITUS U TPOYYBAHHMS IIPH ALMESHTH Ha IOCTOSIHHA 71032
AICTHIIXOJIMHECTEPA3HU HHXUOUTOPH) CE YCTAHOBSBA, Y€ CHIIECCTBYBA CTATUCTUYCCKH 3HAYUM €(DEKT B
M0J13a Ha JICYEHUETO C MEMAHTHH 32 KOTHUTUBHATA, TlIo0anHara 1 GyHkuunonaigHata chepa. [lpu
MAMEeHTH ¢ PHIPYKABAIIO BIONIaBaHE BbB BCHUKUTE TpH cepH, pe3yNTaTUuTe moKa3BatT
CTaTUCTUYECKH 3HAUYMM e(DeKT OT MEMaHTHH MPEOTBPATABAIL BIOIIABAHETO, KAaTO JIBA ITBTH MTOBEYE
OT TPETHPAHUTE C MJIanedo MalMeHTH IEMOHCTPUpAT BJOlIaBaHe BB BCHUKUTE TpH cepu B
CpaBHEHHE C JICKyBaHUTE ¢ MeMaHTHH maiuenTn (21 % cpemry 11 %, p < 0,0001).

5.2 dapMakoKHHETHYHH CBOCTBA

AOGcopOrus

MemanTrH nMa abcomoTHa OnoHanmuIHOCT MpUOIH3UTETHO 100 %. .y € Mexkay 3 u 8 yaca. Hama
JTaHHU, Y€ XpaHaTa MoBIHsIBa abcopOIMsITa HA MEMaHTHH.



Paznpenenenue

JHeBHHTE 03U OT 20 Mg BOJAT A0 CTAIMOHAPHHU IJIa3MEHH KOHIICHTPAIIMU HA MEMaHTHH, KOUTO
Bapupar ot 70 1o 150 ng/ml (0,5 - 1 pmol) ¢ ronemu uHTEpUHAMBUAYaTHU pasnuuus. Korato ce
HpuIaraT JHEBHHU 1034 OT 5 10 30 mg ce U3YuCIsIBa CPeTHO ChOTHOIICHNE LIepeOpOCITNHAIHA TEYHOCT
(ICT)/cepym 0,52. O6embT Ha pasnpenencuue e npudausutento 10 I/kg. Okomno 45 % ot
KOJIMYECTBOTO MEMAHTHH € CBBP3aHO C IUIA3MEHUTE OCNTHIIH.

BuorpanchopMarus

[Ipu yoBeka oxomno 80 % ot nupKyaupaimuTe GopMH Ha MEMAHTHH ca oA popMara Ha U3XOIHOTO
cbeanHeHue. [ 1aBHUTEe MeTabOIUTH ITpU YoBeKa ca N—3,5—1TMMeTHI-TIylaHTaH, H30MEepHaTa CMeC Ha
4— 1 6—XUIPOKCH-MEMaHTHH U |-HUTP030—3,5—auMeTnia—agaManTad. HuTo equs ot Te3u MeTaboauTH
He nposiBsiBa NMDA—-antaronnctiuusa aktuBHOCT. He € oTkput nutoxpom P 450 katanuzupan
METab0IU3bM in Vitro.

Ipu mpoyuBaHe ¢ IePOPaTHO IpUIaraH - C—MeMaHTHH, CpeiHo 84 Y% OT 03aTa ce Bh3CTAHOBSBA B
pamkute Ha 20 1HH, KaTO TIoBeUe OT 99 % ce ekckpeTupa npe3 Ob0peruTe.

Enumunupane

MeMaHTHH ce eTMMHHUPA IT0 MOHOSKCITOHEHITHATHA KpHUBa ¢ TEPMUHANEH ty, oT 60 1o 100 gaca. [Tpu
J00poBoIHU ¢ HOpManHa Ob0peuna GyHkiws o6muaT knupbHC (Cly) moctura mo 170 ml/min/1,73 m?
U 4acT oT 001 6bOpEeUeH KIMPHHC CE pealn3upa upe3 TyOyaapHa ceKpenus.

br0OpednusT 0OMEH BKITIOUBA CHINO TyOyJIHA Pe30pOITHs, KOSTO BEPOSTHO € OMOCPEACTBAHA OT
KaTHOH-TpaHcnopTupaiiy 6entsiy. CTenenTa Ha ObOPEYHO eTMMUHUPaHe HA MEMAHTHH B YCIOBHSITA
Ha aJKaJlHa ypuHa MOXe Ja ObJe HamajieHa 7 10 9 mbTH (BIKTe Touka 4.4). ANKanu3upaHeTo Ha
ypriHAaTa MOXKE J]a c€ ABJDKU Ha IPACTUYHH IMPOMEHH B IMETaTa, HAIPUMEP OT MECHa KbM
BereTapuaHcka AMeTa, WM Ha MacHBEH IIPHEM Ha aJIKaIU3Upald CTOMAIIHU Oydepu.

JInHeHHOCT

[IpoyuBanusiTa npu 70OPOBOJIM MTOKA3BAT JIMHEHHA (apMaKOKWHETHKA B 1030BUs Auana3oH oT 10 1o
40 mg.

Bpb3ka dhapmakokuaeTrnka/papMakogMHaMUKa

IIpu no3a 20 mg MeMaHTHH Ha JIEH HUBATa B IepeOpOCIIMAAIHATA TETHOCT OTTOBAPAT HA CTOMHOCTTA
k; (ki = xoHCTaHTa Ha HHXUOWpPAHE) HA MEMAaHTHH, KOsTO ¢ 0,5 pmol B kopata Ha (GPOHTATHUS ST IPU
YOBEKa.

5.3 IlpeakIVHUYHHU JAHHU 32 0€30MACHOCT

IIpu kpaTKOCPOUHHU NPOYUBAHUS BHPXY IUTbXOBE MEMAHTUH, KakTo Jpyrure NMDA -aHTaroHucTH,
MpeIM3BHKBA HEBPOHAIHA BaKyOJIM3alns U HeKpo3a (j1e3un Ha Olney) caMo ciiel 1031, BOJICIIH J0
BHCOKU ITMKOBH CEPYMHH KOHIIEHTPAIIUHN. ATaKCUS U JPYTU MPESKIMHUYHY TIPU3HAILN TPEIIISCTBAT
BaKyoJIM3alusaTa U HeKpo3ara. Thil kKaTo e)eKTUTE He ca HaOJI0IaBaH! IIPU ABITOCPOYHU
MIPOYYBAHUS NP TPU3AYX U HETPHU3auH, KIIMHUYHATA BPB3Ka C HA T€3H Pe3yJITaTH JIUICBA.

[Ipu npoyuBaHust 32 TOKCUYHOCT ca HaOJIr01aBaHU IPOMEHJIMBU U3MEHEHHS B OYHUTE IIPH MTOBTAPSIIH
ce JI03M NPY TPHU3ayM U Ky4eTa, HO He ¥ pu MaiiMyHu. CrienuduaHuTe 0TaIMOIOTHYHH TPeTie
IIPY KJIMHUYHUATE IIPOYYBAHUS C MEMAHTUH HE PAa3KpUBAT HUKAKBU OYHU U3MEHEHUSI.

[Ipu rpusauu e HabmonaBana ¢pochonunuaosa B 0enoapodHNTE MaKpodar nopaau HaTpymnBaHe Ha
MEMaHTHH B JIn3030MuTe. To3u eeKkT e Mo3HAT OT IPYry aKTHBHU BEleCTBA C KATHOHHH aMPudriIHn
CBOMCTBa. BeposTHO chillecTBYBa Bpb3Ka MEXy TOBA HATPYNBaHE U BaKyoJIM3alusITa, HA0I0gaBaHa
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B Oenute mpoboBe. To3u edekT ¢ HabIoIaBaH caMo IIPH MpUIaraHe Ha BUCOKH JIO3M IPH FPHU3aYH.
KnunanyHaTa 3HAYUMMOCT Ha TE3U pe3yJITaTh HE € U3BECTHA.

Hee YCTAaHOBCHA '’CHOTOKCUYHOCT HAa MEMAHTUH CJICA U3CJICABAHC 10 CTAHAAPTHU MCTOUKU. Hsama
JaHHU 3a KapUUHOTCHHOCT IIPHU JOKUBOT-IIPOABJDKHUTEIIHU IIPOYUYBAHUA IIPHU MUIIKW U INIBXOBEC.
MeMaHTHH HE € TEPATOTCHEH IIPU IIJIBXOBE U 3a171u1/1, J0pUu U B 103U, TOKCUYHH 3a MaﬁKaTa, " HC Ca
0oTOENsI3aHU HEKEIaHU JICKApCTBCHU pCAKIIUU Ha MCMAaHTUH BbPXY (l)epTI/IJ'II/ITCTa. HpI/I IINIBXOBE €
0oTOeJII3aHO MOHMKABAaHE Ha (1)eTaJ'IHOTO Pa3BUTHUC IIPU HUBA HA €KCIIO3UI WA, KOUTO Ca UACHTUYHU WA
MAaJIKO IMO-BUCOKHU OT TE€3W HAa CKCIIO3UIMATA IIPHU XOpa.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

Axura 10 mg dbunmMupanu TabIEeTKH

AHopo na mabremrxama
MukpokpucTaiHa 1eiyno3a
Kpockapmenosa Harpuit

CunuIHeB TUOKCHT, KOJIOUICH O0e3BOICH
Marune3ueB cteapat

Obsuska Ha mabaemxama
Xwunpomenosa

Makporoi 400

Turanos quoxcun (E 171)
XKeneszen oxcup xbiar (E 172)

Axura 5 mg+10 mg+15 mg+20 mg ¢uiaMupanu TabJIeTKH

Hopo na purmupanume mabremxu om 5/10/15/20 mg
MukpokpucTaiHa 1eiyno3a

Kpockapmenosa Hatpuit

CunuuueB TMOKCH, KOJOUAEH 0€3B0IeH

Marune3ueB cteapat

Obsuska na uimupanume madbnemrxu om 5/10/15/20 mg
Xwumnpomenosa

Maxkporoin 400

Turanos auokcun (E 171)

Lonvanumenno 3a uimupanume maoaremrxume om 10 mg:
XKeneszen oxcun xbiar (E 172)

Lonvanumenno 3a uimupanume madiemrxu om 15 mg u 20 mg:
XKenesen oxcun, bt 1 uepseH (E 172)

Axura 20 mg dbunMupany TabIETKH

AHopo na mabremrxume
MukpokpucTaiHa 1eiyno3a
Kpockapmenosza Hatpuii

CunuIimeB TUOKCHT, KOJIOUIEH O0e3BOICH
Marue3sues creapat
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Obsusxa na mabiemkume
Xwunpomenosa

Maxkporoin 400

Turanos auokcuy (E 171)

Kenesen oxcu, kbt 1 uepseH (E 172)

6.2 HecbBMecTHMOCTH

Henpuioxumo.

6.3 Cpok Ha rogHoCcT

4 roauHu.

6.4 CneuuanHu ycjaoBUsI HA CbXpPaHEHHe

To3u nexapcTBeH NPOAYKT HE U3MCKBA CIICIIUAIHU YCIOBUS Ha ChXpaHEHHE.
6.5 Bwuawu chabpkaHue Ha ONAKOBKATA

Axura 10 mg ¢punmupanu TabiIeTKH

bricrep omakoBku, chabpikamnty 1o 7, 10, 14 nou 20 TabneTku B Omctep

(amymuHU/monumnponuiieH). ChlllecTBYBaT onakoBku 1o 14, 28, 30, 42 50, 56, 98, 100, 112 u
rpynosu omakoBku 1o 840 (20 x 42), 980 (10 x 98) uiu 1000 (20 x 50) Tabnerku.

Axura 5 mg+10 mg+15 mg+20 mg ¢unmupanu TabneTku

Bcesika onakoBka ceabpxa 28 ¢unmupanu Tadbnetku B 4 6imctepa ot PVDC/PE/PVC/Al
omuctepu ot PP/Al c¢be 7 dunmupanu tabnetku ot 5 mg, 7 ¢unmupanu tadnetku ot 10 mg,
7 dunvupanu tadnaetku ot 15 mg u 7 dunmupanu tadbaetku ot 20 mg.

Axura 20 mg ¢punmMupanu TabJIeTKH

brucTtepHu onakoBKkH, chabpikaiy 14 Gunmupanu tadnaetku B eaun oauctep ot PVDC/PE/PVC/AL
uim onrctepHa Jienta ot PP/Al lNonemuHata Ha mpeiaraHUTe OMakoBKH € ot 14, 28, 42, 56, 98 wiu
rpynoBu omnakoBku 1o 840 (20 x 42) ¢punMupanu TabIETKH.

He Bcuuky BUOBE ONAKOBKU MOTaT j1a ObJaT IMyCHATH B TPOJAX0a.
6.6 ChenuajJHu npeanasHu MEPKH NP U3XBBPJIsiHe U padoTa

Hama cnenpaidu u3ucKBaHus.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIHOTPEBA

Axura 10 mg ¢uiMupany TabJIETKH
EU/1/02/218/001
EU/1/02/218/002
EU/1/02/218/003
EU/1/02/218/007
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EU/1/02/218/008
EU/1/02/218/009
EU/1/02/218/010
EU/1/02/218/012
EU/1/02/218/013
EU/1/02/218/014
EU/1/02/218/015
EU/1/02/218/030

Axura 5 mg+10 mg+15 mg+20 mg ¢uamupanu TabJIETKH
EU/1/02/218/016
EU/1/02/218/023

Axura 20 mg dpunmMupanu TabJIeTKH
EU/1/02/218/017
EU/1/02/218/018
EU/1/02/218/019
EU/1/02/218/020
EU/1/02/218/021
EU/1/02/218/022
EU/1/02/218/024
EU/1/02/218/025
EU/1/02/218/026
EU/1/02/218/027
EU/1/02/218/028
EU/1/02/218/029

9. JATA HA TBPBO PA3ZPEINABAHE/IIOJJHOBSIBAHE HA PASPELLIEHHUETO 3A
YIIOTPEBA

[ata Ha mepBO pazpemasane: 17 mait 2002 r.
[Jata Ha mocnexno nmoaHoBsBane: 17 mait 2007 1.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

MM/ITIT

IMoxpo6Ha MH(OpMAIIHS 32 TO3H JIEKAPCTBEH MPOJYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara
areHus 1o JiekapcTpata http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Axura 5 mg/u3nommnBane nepopacH pa3TBop

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

1 g pastBOp chabprka 10 mg MemaHTHH Xuapoxuopua (memantine hydrochloride), ekBuBaieHTEH Ha
8,31 mg MeMaHTHH.

Bcsiko 3azeiictBane Ha nommara (eaHo u3nommBane) otaeins 0,5 ml pa3rBop, ceabpxkany S mg
MEMaHTHH XHIPOXJIOPH/, EKBUBAJICHTCH Ha 4,16 mg MeMaHTHH.

[Tomomnu BemecTBa: Beekn MUmUmuThp oT pasrBopa chabspxka 100 mg copouron (E 420) u 0,5 mg
KaJui, BIKTE TOUKa 4.4.

3a IIBJIHUS CIUCHK Ha ITOMOIIHHUTEC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Ilepopanen pa3TBop.
Pa3TBOPBT € mpo3paueH u OE3IBETEH JI0 CBETIIO )KBITEHUKAB.

4, KJIWMHUYHHU JAHHHU

4.1 TepaneBTHUYHHU MOKA3AHUS

JledyeHune Ha MAIMEHTH C yMEpEeHa JI0 TeXKa OosecT Ha AJixaiimep.
4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

JlegenueTo TpssOBa 1a ObJE 3aMI0YHATO W HAOIIOJABAHO OT JIEKAp, C OIUT B JUATHOCTHIIMPAHETO U
JICYCHUETO Ha JEMEHITUATa Ha AJIxaiimep.

AOBI/IQOBKa

JleuenueTo TpsiOBa /1a 3aImovYHe caMo ako MMa JINIe, KOETO Jia Ce TPIDKH 3a OOHHS U PEIOBHO Aa
CJIeNTU TIpYeMa Ha JICKapCTBEH MPOIYKT OT manueHTa. J(narnoszara TpssoBa n1a ObJie MOCTaBeHA B
CBOTBETCTBUE ChC CHBPEMEHHUTE AUATHOCTUYHU MpuHIUNH. [loHOCMMOCTTa U 103UpOBKAaTa Ha
MEMaHTHH TPsI0Ba 1a ObIaT MPEOLCHIBAaHN PEIOBHO, 32 MPEATIOUNTAHE 10 TPHU MEcella CJIel HadaloTo
Ha JieuenueTo. Cie/ ToBa, KIMHUYHATA 110J13a OT MEMAHTHH 1 IOHOCUMOCTTA Ha ITallieHTa KbM
JICYCHUETO TPAOBa J1a Ce MPEOLICHABA Ha PETYIIIPHA OCHOBA, B ChOTBETCTBHE C HACTOSAIIUTE KIIMHUYHA
pBKoBOACTBA. [loTBpKAIIOTO JICUCHHE MOXKE J1a Ob/Ie TIPOIBDKEHO TOKATO TepareBTHIHATA 10132 €
32/I0BOJIUTEITHA U TIAITUEHTHT ITOHACS JICUEHHETO ¢ MeMaHTHH. [Ipu Hamu4re Ha JOoKa3aTesIcTBa 3a
OTIIaJjaHe Ha TepaNleBTUYHS KT WU aKo MAIMeHTa He ITOHACs JIEUYeHUETOo, TPSAOBa Ja ce 00MUCIIH
MpeKpaTsBaHe HA MEMaHTHHA.

Bv3pacmuu

Tutpupane Ha no3aTa

MakcumanHara qHeBHa 1032 € 20 mg BeHBK Ha JIeH. 3a []a ce HaMaJld PUCKBT OT HEXKEJIaHU
JIEKapCTBEHU peaKlUy, IOJAbpIKAIIaTa 103a € JOCTUra Ype3 IIOCTENICHHO IIOBUILABAHE Ha 103aT1a ¢
5 mg Ha cenqMuIIa IPe3 IBPBUTE 3 CEAMUIIHU, KAKTO CIICIBA:
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Cenmuna 1 (men 1-7):
IMaruenTsT TpsIOBa Aa puema 1o 0,5 ml pa3rBop (5 mg), eKBUBAJIICHTHU Ha €IHO U3IIOMIIBaHE, THEBHO,
B IIPOJTBJDKCHUE HA 7 JTHU.

Cenmuna 2 (neu 8-14):
ITarmeHThT TpsiOBa na mpreMa o 1 ml paszreop (10 mg), eKBUBaJICHTEH HA JIBE M3IIOMITBAHUS, THEBHO, B
MIPOBIDKCHUE Ha 7 JTHU.

Cenmuna 3 (men 15-21):
[NaupenTtsT TpsiOBa Aa nprema 1o 1,5 ml pasreop (15 mg), eKBUBAJICHTHN HA TPU U3IIOMIIBAHUS,
JTHEBHO, B POJIbJDKEHUE HA 7 JTHU.

Ot Cenmuna 4 HATaTBK:
IarenThT TpsIOBaA Ma Mpuema 1o 2 ml pazteop (20 mg), eKBUBaJIEHTHHA Ha YETUPU U3MOMITBAHUS,
BEAHBK HA JCH.

Honnbpsxara 1o3a
I[MpenopbuBanara noaabpxaiia 103a ¢ 20 mg (2 ml pa3TBop, eKBUBAIICHTHU HA Y€THPU U3IIOMITBAHUS)
Ha JIeH.

Hayuenmu 6 cmapuecka evspacm

B®b3 ocHOBa Ha KIMHUYHKTE [IPOYYBAHKS, IIpETIOpbUBaHaTa IHEBHA 1032 3a MAIlMEeHTH Ha Bb3pacT Haj
65 roguam e 20 mg Ha 1eH (2 ml pa3TBOp, €KBUBAJICHTHH HA YE€THPH M3IIOMIIBAHUS ), KAKTO € IOCOYEHO
HO-TOope.

bvopeuno yepescoarne

[Ipu manmenTH ¢ eko HapymeHa 0b0pedHa ¢pyHknus (kpeatnHrHOB KIMpBHC 50-80 ml/min) He ce
Hayara npoMsHa Ha ffo3ata. [lpu manuenTy ¢ ymepeHo HapylieHre Ha Op0pednaTa GpyHKIus
(xkpeatrHnHOB KaupbHC 30-49 ml/min) nHeBHaTta m03a Tpsi6Ba ma 66ae 10 mg (1 ml pasrBop,
eKBUBAJEHTEH Ha JiBe n3nommsanus). [Ipu 1006pa mOHOCHMOCT citest 7 THEBHO JICUEHHE, J103aTa MOXKE
na Opae yBennderna 10 20 mg/neH ChIiIacHO CTaHAapTHATA cXeMa Ha TuTpupane. [Ipu nanmenTtu c
TeXK0 OBOpeuHO yBpekaaHe (KpeaTHHHHOB KIUPBHC 5-29 ml/min) nHeBHaTa 1o3a TpsaOBa na Obae
10 mg (1 ml pa3TBOp, CKBHBAJICHTEH Ha JIBC U3IIOMIIBAHMS) HA JICH.

Yeprnoodpobno yspedcoane

[Tpu manmeHTy ¢ JIeKo WK yMEPeHO HapylieHa YepHoapooHa GpyHkuus (ki1ac A u B mo Child-Pugh)
He e HeoOXoquMa IpoMsiHa Ha jo3ata. Hsama naHHau 3a ynotpedaTa Ha MEMaHTHH IPH MAUEHTH C
TEKKO YepHOPOOHO yBpexknaHe. He ce nmpenopwuBa mpumarane Ha AXUra mpy ManyueHTH ¢ TEXKO
YepHOAPOOHO YBpEkKAaHe.

Ileduampuuna nonyrayus
BesomacHoctTa 1 ehukacHOCTTa Ha AXUra Ipu Jielia Ha Bb3pacT 1o 18 roJnHu He € yCTaHOBEHA.

JIuncsar gaHHU.

HauuH Ha npuitoxxeHue

AXura Tps0Ba a ce mpuiara BeJHBX JHEBHO, M BCEKH JIEH Jja Ce TIpHeMa I0 €THO U CHILO BpeMe.
OunmupaHuTe TaOJIETKH MOXKE J1a ce IIpUeMaT cbe Hin 06e3 xpaHa. Pa3TBopbT He TpsiOBa na ce n3nuBa
WJIM M3II0MIIBA B yCTaTa JUPEKTHO OT OYTWIIKATa WM [IOMIIATa, a TpsIOBa /1a ce JO3MPa B JIBKHLA WIIH B
Yaiia Boa C IOMOIIITa Ha moMIaTa. 3a MoApoOHU yKa3aHUs! OTHOCHO MPUTOTBSHETO U padoTara ¢
MPOIYKTa BIXKTE TOUKa 6.6.

4.3 IlpoTMBONOKA3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KBM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.
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4.4 Chneuuaj Hu mpexynpeskaeHus U Npeana3Hu MepPKU MPHU ynoTpeda

HpenoquBa CC MMOBUIIICHO BHUMAHHWC TIPU NALIUCHTHU C CITUJICIICUA, aHAMHE3a 3a 'bPYOBC WJIM MMAITUCHTU
C Ipeapasnojaramuy (baKTOpI/I KbM CTIMJICIICHA.

TpsiOBa 1a ce U305TBa eTHOBpEMEHHAaTa yrorpeda ¢ Apyru anraroHuctd Ha N—mertmi—D-acnaprart
(NMDA), xaTo aMmaHTaJ1H, KETaMUH WK AeKcTpomeTopdan. Te3u cbeqMHEHHs JeHCTBAT BbPXY
ChINaTa peHenTOpHa CUCTEMa, KAKTO MEMaHTHH, U CJIEZIOBATEIHO HEXEJITAHUTE PEakIy (CBhp3aHH
r1aBHO ¢ neHTpaHata HepBHa cuctema (LIHC)) morart ga 6b1aT M0-4eCTH U TIO-CHITHO U3pa3eHU
(BmwxTe TouKa 4.5).

Hsikon aktopu, kouto morar aa nosumat pH Ha ypuHara (BmxkTe Touka 5.2 “Enmumunupane”),
HaJlaraT BHUMATEIHO MPOCIIeAsIBaHEe HAa MauueHTa. Te3u (pakTopu BKIIOYBAT APACTUYHU IPOMEHHU B
JyeTaTa, HalIpuMep OT MECHA KbM BEreTapHaHCKa IUeTa, UM 3HAUNTENICH IPUEM Ha allKalu3upall
cromamau 0ydepu. OcBeH ToBa pH Ha ypuHaTa MOe Jla ce TIOBUIIIN TIPU CHCTOSHUS Ha ObOpedHa
TyOynHa atnno3a (BTA) unm Texxku MHQEKIIMY Ha OT/AENHUTENIHATA ciucTeMa ¢ Proteus bacteria.

[Tpu noBeveTo KIMHWYHU POYYBAHHS NAMEHTH ChC CKOPO TpeKapaH HHPAPKT Ha MUOKap/a,
JIEKOMITCHCHpaHa 3aCTOHa chpaedHa HegocTaThIHOCT (Kiaac mo NYHA II-IV) unu HekoHTporpaHa
XUTEPTOHUS ca Onim u3KioueHu. BenencTerue Ha ToBa MMa caMO OTPaHWYECHH JaHHU U MTAIUEHTUTE C
TaKWBa ChCTOSHUS TPSAOBa a OBAAT MPOCIEIIBAHN BHIMATEITHO.

THomownu gewgecmaa: TlepopamHusT pa3TBOp ChABpKa copoutod. [lanmeHTn ¢ peku HacIeCTBEHU
mpobOsieMu KaTo (PyKTO3HA HETOHOCUMOCT He TpsI0Ba Ja MpreMar TOBa JEKapCTBO.

4.5 BzaumopeiicTBHe ¢ IPYrH JeKapcTBeHN NPOAYKTH M ApYyru (popMH Ha B3auMoaelcTBHe

[lopanu dapmaxonornyauTe eheKTH U MEXaHW3Ma Ha AEHCTBHE HA MEMAaHTHH MOTaT A3 Bb3HUKHAT
CIIEJHUTE B3aMMOJCHCTBUSI:

. HaunnsbT Ha neficTBre qaBa OCHOBaHUS Ja ce Ipearonara, 4ye edexkrure Ha L-moma,
JONaMUHEPrHYHUTE arOHUCTH M aHTUXOJIMHEPTHYHHUTE CPEICTBA MOTaT Aa ObJaT 3aCHICHH IPU
€IHOBPEMEHHO JieueHne ¢ antaroHnctd Ha NMDA kato memantuH. EdpexTrre Ha
0apOUTYypaTUTE M HEBPOJICTITUIIUTE MOTAT J1a ObJaT HaMaJICHU. ETHOBpEMEHHOTO NpujiaraHe Ha
MEMAaHTHH U CIIa3MOJIMTUYHU CPEACTBA, JAHTPOJICH UIIN 63KJ’IO(1)GH, MOXKE aa UBMECHHU
JEHCTBUETO UM U TOBA /1a HAJIOXKH KOPUTHUPAHE HA 103aTa.

o EnnoBpemenHara ynorpeba Ha MEMaHTHH U aMaHTaJIMH TPAOBa Jia ce U30sTrBa Mopaau pUcK oT
(hapmakoTOKcHYHA TIcuXx03a. U IBeTe CheIMHEHMS MTPEJICTARISIBAT XUMUYHO CPOJIHU
anTaronuctd Ha NMDA. ChIoTo MOXe J1a e OTHACS JI0 KETAMHHA U JIEKCTpoMeTopdaHa
(BmkTe Touka 4.4). IlyonmkyBaH € eqiH KIMHUYEH CITydail 3a Bb3MOXKEH PUCK U TIPU
KOMOWHAIIMATA HA MEMAHTUH U ()EHUTOWH.

° ,Z[pyl"l/l AKTUBHH BCIICCTBA, KATO HMMETHUIWH, PAHUTUAWH, IPOKAaNHAMU I, XUHUAWH, XUHUH U
HUKOTHH, KOUTO M3ION3BaT ChlllaTa ObOpEUHa cUCTeMa 3a KATHOHEH TPAHCIIOPT KaKTO
aMaHTaJIlH, CBIIO € Bb3MOXKHO Ja B3aUMOACHUCTBAT C MEMAHTHH, KOETO BOAHU 10 IOTEHIMAIECH
PHCK OT NOBUIIECHU IJIa3MEHU HUBA.

. Hma BepOsATHOCT 3a MOHMKEHO CEpyMHO HUBO Ha xuapoxioporuasuy (HCT), korato MeMaHTHH
ce npwiara eqaoBpeMeHHo ¢ HCT winu B komOunanus, srirousana HCT.
. B mocT-MapKeTHHIOBHSI OITUT UMa CHOOIIECHUS 32 U30IMPaHU CIy4Yau Ha TIOBUIIICHO

MeEXIyHapoIHO HopMau3upano oTHomieHue (INR) nmpu nanueHTH, KOUTo ca JIekyBaHH
€IHOBPEMEHHO ¢ BapdaprH. Bernpeku de He e ycTaHOBeHa MPUYNHHO-CIIEACTBEHA BPB3Ka,
MPETIOPHUYUTEITHO € BHUMATEIIHO MPOCICASBAHE HA MPOTPOMOMHOBOTO Bpeme win INR mpu
MAalMEeHTH, KOUTO Ce JIEKyBaT €THOBPEMEHHO C MEPOPATTHH aHTUKOATYJIAHTH.

IIpu papmakoxknueTrnynn (PK) H3NUTBaHASA IPHU €AHOKPATHO MPUIIOKEHHE TIPY MITATH 3/IpaBU

WHIMBHU]IU HE ce HAOJI0AaBaT 3HAYMMH B3aMMOJCHCTBUS MKy AKTUBHUTE BEIECTBA HA MEMaHTHH U
roypua/MeTPOPMUH HITH TOHETIE3HII.
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IIpy KITHHAYIHO TTPOYYBAHE C MITATH 3[IPaBH JOOPOBOIIIH HE ce HabIoMaBa 3HaUMM e(PeKT Ha
MEMaHTHH BbPXY (apMaKOKHHETHKATA Ha TaTaHTAMHUH.

MemanTus He uaxubupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, ¢naBuH-ChIbpxKaIIaTa
MOHOOKCHI€Ha3a, eMOKCUAXUAPOJIa3aTa Win CyJI(POHUPAHETO.

4.6 @epTHANTET, )PEMEHHOCTH KbPMeHe

BpemenHoct

Hsma - nanam 3a —OpeMeHHWY, JICKYBaHHU C - MeMaHTHH. EkcriepiMeHTaTHUTE TPOYYBaHUS TTPH
JKUBOTHH TIOKa3BaT Bb3MOKHOCT 32 HAMAJICHO BTPEMATOYHO Pa3BUTHE NP HUBA HA CKCIIO3UIINS,
KOHMTO Ca WICHTUYHHU WJIH JICKO 3aBUIIICHH CIPAMO SKCIIO3UIIHMATA MPH YOBEKa (BHXKTE TOUKa 5.3).
[ToTeHMaTHHUAT PUCK MPHU XOpa HE € U3BecTeH. MeMaHTHH He TpsOBa Ja ce U3IM0J3Ba MPH
OpeMEeHHOCT, OCBEH B CIIyJail Ha KaTeropuyHa HEOOXOIUMOCT.

Kopmene
He e m3BecTHO maay MEMaHTHH C€ U3TBYBA ¢ YOBEITKOTO MIIIKO, HO KaTO CE MMa TIPEIBUT

TUO(MITHOCTTA Ha BEIIECTBOTO, TOBA € BEPOSATHO Ja ce CIy4Hd. JKeHnTe, KOUTO NpUeMaT MEMAaHTHH, He
TpsiOBa 1a KbPMSIT.

DepTUInuTeT

He ca nabmronaBany HeOaronpusTHU e()eKTH Ha MEMAHTHH MPH HEKIIMHUYHY POYYBaHUS 10
OTHOIIIEHNE Ha (PePTHIINTETA IIPU MBKKHU H )KEHCKHU KUBOTHH.

4.7 EdexTu BbpXy cnioco0HocTTa 32 ogupaHe u padora ¢ MAIIUHA

YMepenara 10 TEXKa CTeIeH Ha 0ojecT Ha AnxaiiMep 0OMKHOBEHO BOJIU 10 HAPYILIEHA CIIOCOOHOCT
3a mogupaHe U BIIOLIaBa CIOCOOHOCTTA 3a padoTta ¢ MamnHu. OcBeH ToBa AXUra MOBJIHABa B MaJKa
JI0 yMepeHa CTeIeH CIIOCOOHOCTTa 3a modupaHe U padoTa ¢ MaIIMHM, Taka ye aMOyJIaTOPHUTE
MAIMEHTH TPsOBa Jia ObJaT PEAYNPEKIaBaHH J1a BHUMABAT MHOTO.

4.8 Hexenanm JiekapcTBeHH peaKnuu

O0600611IeHMEe Ha poduiia Ha OE30IIaCHOCT

[Tpu npoBeieHH KJIMHUYHU MPOYYBAHHS TPHU CIYYau C JIeKa JIO TekKKa JIEMEHITUS, BKIFOUBAIIH

1 784 nmanuentu, siekyBanu ¢ Axura, u 1 595 manueHTn, TpeTUpaHu ¢ miamnedo, o0Iara 4ecToTa Ha
HEXXETaHUTE JICKAPCTBEHH Peakiuy mpu AXUra He ce pasiiiuaBa OT Ta3u MpH miarebo, KaTo
HEXXEJTaHUTE JICKAPCTBEHH PEeaKIMi OOMKHOBEHO ca JIEKH IO YMEPEHH 10 TexkecT. Hali-uecto
MOSIBSBAIIINTE CE HEXKENIAaHH JIEKAPCTBEHH PEaKIIMU ¢ TI0-BHCOKA YeCcTOTa B rpymara Ha AXUra,
OTKOJIKOTO B IrpyIiaTa Ha Iuiane0o, ca 3aMassHocT (CboTBETHO 6,3 % cpemry 5,6 %), rmaBobonue (5,2 %
cpemty 3,9 %), 3anex (4,6 % cpemty 2,6 %), cermBocT (3,4 % cpenty 2,2 %) 1 BUCOKO KPHBHO
namsrane (4,1 % cpemy 2,8 %).

Hexxenanute peakuuy, IOCOYEHH B TaOJIMIATA MO-I0Y, Ca PETUCTPUPAHH IO BpeMe Ha KIMHUYHU
npoyuBaHus ¢ AXUra u cies myckaHeTo My Ha ma3apa. [Ipu Bcsiko rpynupaHe B 3aBUCHIMOCT OT

YCCTOTA, HCKCIIAHUTC JICKAPCTBCHU PCAKIINU CC I/136pO$IBaT B HU3XOAAM pCq 1O OTHOIICHUC Ha
TCXKECTTA.

TabauyeH CIUCHK HA HEXXETAHUTE pCaKnnun

HeskenanuTe JekapcTBEHH PEAKIIMU Ca KATETOPU3UPAHU ChIVIACHO CUCTEMO OpraHHa Kiacu(ukaIus,
KaTo Ce M3I0JI3Ba CjleIHaTa KOHBEHIUs: MHOTO yectH (>1/10), yectu (>1/100 no <1/10), HedecTn
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(>1/1 000 mo <1/100), penku (>1/10 000 mo <1/1 000), muoro peaxu (<1/10 000), Heu3BecTHH (HE

MOTAT JIa CE OIPEACIIAT 10 HATUIHHUTE JAHHH).

CHUCTEMO-OPraHHH KJIACOBE YecroTa Hexenana peakuust
Wudekunn u nadecrauu Heuectn ["'60nuHN MHOEKIH
Hapymenns Ha uMyHHaTa cucTeMa Yectn CBpBX4yBCTBUTENHOCT KBM
JIEKapCcTBa
[IcuxuaTpuuHu HapyIIeHUS Yectn CpHIMBOCT
Heuectu OOBpKaHOCT
Heuectn XamourHAIAN
C Hem3BecTHa TICHXOTHYHH PeaKIun’
4ecToTa
Hapymenus Ha HepBHaTa cuctemMa Yectn 3amastHOCT
Yectu Hapymenue Ha paBHOBECHETO
Heuectn Hapymena noxoaka
MHoro penku I'epuoBe
CopreyHn HapyIIeHUs Hewectn CppledyHa HeIOCTaTHYHOCT
Cb10BY HApYIICHUS Yecrtu XunepToHus
Heuectn Benozna
TpoMO03a/TpoMO0eMOOTN3BM
PecniupaTopnu, rpbaHU U Yectu HucniHes
MEMACTUHAIHU HapyIICHUS
CromalHo-4peBHU HApYLIEHUS Yectn 3anex
Heuectn IToBpbiane
C HensBecTHa [ankpearut’
YecToTa
XemaroommapHu HapyIICHHSI Yecrtu [oBuieH: GpyHKIIMOHATHU
YepHOAPOOHH MOKA3aTeNN
C HeusBecTHa XenaTut
4ecToTa
OO0y HapymieHus U e)eKTH Ha YecTtu I'maBoGonue
MSCTOTO Ha MPUIIOKEHHE
Heuectn YMmopa

! Xamonmnanmy ca Ha6II0NABAHN TIIABHO TIPH NALHEHTH C TEXKa 6oecT Ha ATIxaiiMep.
2 VI30TMpaHH CIly4an, ChOOIIABAHH B [TOCT-MAPKETHHTOBHS OITHT.

Bonectra Ha Anixaiimep ce CBbp3Ba C IEMpecus, CYUIUIHN UIeH U caMoyOuiicTBa. B mocrt-
MapKETUHTOBHS OIUT TaKWBa CHOUTHS CE CHOOIIAaBaT MMPHU MAITUEHTH, JIEKyBaHU ¢ AXUra.

C’B06H_IaBaHe Ha 110031 pPaHu HEXCIIaHU PCAKIINHN

C’L06I]_[aBaHGTO Ha IOAO03UpPAaHN HECKCIIAHU pCaKIUU CIICA pa3pClllaBaHC 3a yHOTp€6a Ha JICKapCTBCHUA
MMPOAYKT € BaKHO. ToBa mmo3BossiBa Ja IpOaBbJIKA H36HIOI[CHI/IGTO Ha CbOTHOIICHUECTO HOJ'IBa/pI/ICK 3a

JICKapCTBEHUS MPOoAyKT. OT MEIULMHCKUTE CIICHUAINCTH CE€ U3UCKBA Ja ChOOIIaBaT BCAKa
0I03UPaHa HeXKEIaHa Peakiivs Ype3 HaIl[HOHAIHA CHCTeMa 3a ChOoOIaBaHe, MOCOUYCHA B

[punoxenue V.

4.9 Ilpeno3upane

Hma OrpaHAUYCH OITUT CHC CIIydau Ha MPEA03MPAaHE B KIIMHUYHUTC USNIUTBAHUA U TIOCTMAPKETUHI'OBUA

OITHUT.

CuMnroMu

Crnyvay Ha OTHOCUTEIHO BHCOKO npepo3upane (cborBeTHO 200 mg u 105 mg/nen 3a 3 1HH) ce CBBpP3BAT
WK ChC CUMIITOMH Ha yMOpPa, CIab0CT W/WITH AUApHUs WK MPOTHYAT Oe3cHuMNTOMHO. B ciiydyaun Ha
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npeo3upane ¢ no3a mox 140 mg viu npu HeM3BECTHA JI03a MPY MAIIMEHTH Ce MPOSBSIBAT CUMITTOMHUTE,
cebp3anu ¢ [IHC (00bpKaHOCT, CHHIMBOCT, COMHOJICHTHOCT, CBETOBBPTEIK, Bb30Ya, arpeCUBHOCT,
XTIOIUHAIIUY Y HapyIIIeHA ITOX0/IKa) U/WIIN ¢ TACTPOUHTECTUHAJICH IPOU3X0/] (IOBPBIAHE U JTHAPHS).

B Haii-Texxkus ciiydaii Ha peao3upaHe MalMeHThT € OLE/ISUT IIPH IepopalieH nmpueM Ha o6io 2000 mg
MeMaHTHH ¢ nociensaiiy epext Bbpxy LIHC (10-1HeBHa KOMa ¢ mociienBaliia JUILIONUs U Bb30y/a).
B To3u1 ciryuaii manMeHTHT € JIeKyBaH CUMITTOMaTHYHO U ¢ Tua3Modepesa. [1aiueHTsT ce € Bb3CTaHOBUII
0e3 TBATOTpaitHY MOCICACTBHUA.

B npyr cnyuaii Ha BUCOKO ITpeo3upane ¢ nepopaiieH npueM Ha 400 mg MEMaHTHH MAMEHTHT ChILO €
OLIEJISIT U CE € Bb3CTaHOBWIIL. [lanneHTsT € nman cuMntoMu, cBbp3anu ¢ [IHC kato HecriokolCTBHE,
TICUX034, 3PUTETHU XaJFOIMHAIINK, IPOKOHBYJICUBHOCT, COMHOJIGHTHOCT, CTYIIOP U O€3Ch3HAHUE.

JleueHnue

[Ipu npenosupane jgeuenneTo TpsdBa na Obae cuMnToMaTndHO. Hsima cnienmydeH aHTHIOT TPU
MHTOKCHKAIIMS U IpeJo3upaHe. 3a OTCTpaHsIBaHEe HA aKTUBHOTO BELIECTBO CE MpUJiara CTaHIapTHa
KIIMHAYHA TPOLIEAYPa, KaTo HAIlpUMep CTOMAIIIHA MPOMHUBKA, aKTUBEH BBIJICH (3a Ipe0TBpaTSIBaHe Ha
MOTEHIIMAIHA €HTepOXenaTallHa PeIUPKYIIaIlis ), IOBUIIaBaHe KHCETMHHOCTTA Ha YpHUHATa, 3aCHiIeHa
Iuypesa.

B ciryuait Ha mpu3HANM ¥ CUMITTOMY Ha CBPBXCTHUMYJIMPaHe Ha IeHTpaiHaTa HepBHa cuctema (LIHC),
Tpsi0Ba BHUMATEIHO J1a ObJic 00CHAEHO CUMIITOMATUYHO KIMHUYHO JICUCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 dapmakoaMHAMMYHU CBOiiCcTBa

®PapmakoTepaneBTHUHa rpyna: Jpyru nekapcrsa npotus nemeHus, ATC koa: NO6DXO01.

Hapactsa 6posiT Ha oKa3aTeNCTBaTa 3a TOBA, Y€ HAPYIICHOTO (DYHKIIMOHUPaHE Ha
rIyTamMaTepruyHaTa HeBpOTPAaHCMICHS, TO-KOHKPETHO Ha peuenTtopure 33 NMDA, nonpunacsa Kakto
3a eKCIpecHsTa Ha CUMIITOMHUTE, TaKa U 3a MPOrpecupaHeTo Ha OojiecTTa Mpyu HEBpOAeTeHepaTUBHATA
JEMEHIIHSL.

MeMaHTHH € BOJITaX-3aBUCHUM HeKOHKypeHTeH NMDA-penentoper aHTaroHucT ¢ ymMmepeH aQuHHUTET.
Toit mopynupa edexkTrTe Ha MaTOIOIMYHO MOBUILIECHUTE TOHWYHU HHMBA HA TTyTaMara, KOUTO MOTaT Ja

JIOBEJIAT JI0 HapylIeHO (PYHKIIMOHUPAHE HA HEBPOHHUTE.

Knuauunu npoyusanus

[Tpu npoBesieHO TpoyUBaHEe ¢ MOHOTEPAIHS NIPU IPyNa MAIMEHTH, CTPAJIAIIU OT YMEPEHa JI0 TEXKKA
cTerneH Ha OonectTa Ha Anxaiimep (M3X0/eH 001 pe3yiTaT OT MUHH U3CIIEeBaHE Ha ICUXUIHUS
cratyc (mini mental state examination) (MMSE) — ripu octoBa 3 mo 14) ca mpocienenn o010

252 amOysatopHu narpieHTy. [IpoydBaHeTo qeMoHCTpUpa 01aronpusaTHUTE €PEKTH OT JICYCHUETO C
MEMAaHTHH B CpaBHEHHE ¢ Iiane0o B Npoab/DKeHHE Ha 6 Mecela (aHanu3 Ha HabJIrogaBaHUTE Clydan
3a BIEUATJIEHHETO Ha KIMHULUCTA 32 MPOMSHA, Bb3 OCHOBA Ha pa3roop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; ceBMeCTHO ITpoy4BaHe Ha OOJIECTTa Ha
AnuxaiiMep — exeHeBHU JieitHocTh (Alzheimer’s disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; Garepus 3a TeXKH yBpexIaHus (severe impairment battery)
(SIB): p = 0,002).

[Ipu npoBeneHO MpPOyYBaHE ¢ MEMAHTHH KaTO MOHOTEPAITHS TIPH JIeKa 0 yMepeHa CTeNeH Ha
Oonectta Ha Amxaiimep (u3xoxen o6 MMSE ckop 10 no 22) ca ooxBanatu 403 nmarueHTy.
EdekTnT npu JiekyBaHUTE ¢ MEMAHTHH IAIIUCHTH € CTATUCTUYCCKH 3HAYUMO I0-100Bp B CPaBHEHHE C
TO3U TPH JIEKYBAaHUTE C TUTaIe00 MAIMeHTH 110 OTHOIIEHHE Ha OCHOBHUTE TOYKHU: CKaja 3a OIlCHKA Ha
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6onecrra Ha Anuxaiimep (Alzheimer’s disease assessment scale) (ADAS-cog): (p = 0,003) u CIBIC-
plus (p = 0,004) na 24-ta ceaMuIia mpu mociIegHOTO MpoBeaeHo Hadmoaenue (last observation carried
forward) (LOCF). [Ipu npyro npoy4BaHe ¢ MOHOTEpaIHs Ha JieKa JI0 yMEepeHa CTEIeH Ha 0oJiecTTa Ha
AnuxaiiMep ca pangomusupanu o0mmo 470 nanuentu (u3xoned oour MMSE pesyntar 11-23). [pu
IPOCHEKTUBHO Ae(pUHUPaH MbPBUYCH aHAIN3 TIpe3 24-Ta CeMHIIA HE € TIOCTUTHATa CTATUCTHYECKA
3HAYMMOCT 32 ITbPBUYHATA €(PUKACHOCT.

IIpu MeTa-aHanM3 Ha MAIMEHTH C YMEPEHa 70 TeXKa CTeTNeH Ha O6onectra Ha Anxaiimep (06ur MMSE
ckop< 20) ot mect mane6o-KOHTPOIUpaHH, 6-MeceuHu npoyuBanus, Gasa 11 (BxirouBamm
MIPOYYBAHUS C MOHOTEPAIUS M IPOYUBAHUS MPH NMALMEHTH Ha TOCTOSIHHA J103a
AleTUIXOJIMHECTEPa3HU UHXHMOUTOPH) C€ YCTaHOBSIBA, Y€ ChLIECTBYBA CTATUCTUYECKU 3HAUYUM E€(EKT B
T10J13a Ha JICYCHUETO ¢ MEMAaHTHH 3a KOTHUTUBHATA, Ii1o0anHarta u GpyHkuuoHanHata cdepa. [Ipu
MAIUEHTH ¢ MPUAPY>KaBaIllo BIIOLIaBaHE BbB BCUHUKUTE TPU CPEpH, pe3yaTaTuTe MOKa3Bat
CTaTUCTUYECKH 3HAUYUM e(DeKT OT MEMaHTHH,- IPEIOTBPATABALL - BJIOIIABAHETO, KATO JBa IBTU
NOBeYEe TPETHPAHH C I1aned0 MalueHTy IEMOHCTPHUPAT BIOIIABaHE BbB BCUUKUTE TPH cheph B
CpaBHEHHE C JIEKyBaHUTE ¢ MeMaHTHH marments (21 % cpemty 11 %, p < 0,0001).

5.2 ®dapMakoKWHETHYHH CBOWCTBA

AOGcopOrus

MemanTH nMa abcomoTHa OnoHanuaHOCT MpuOIH3UTETHO 100 %. .y € Mekny 3 u 8 yaca. Hama
JTaHHU, Y€ XpaHaTa MoBIusIBa abcopOImsITa HA MEMaHTHH.

PasnpenencHue

JueBHuTe 1031 0T 20 Mg BOJAT A0 CTAMOHAPHH IJIa3MEHH KOHIICHTPAIlMK HA MEMAaHTHH, KOUTO
Bapupar ot 70 1o 150 ng/ml (0,5-1 umol) ¢ ronemu nHTEpUHANBUIYaTHH pa3auyns. KoraTo ce
npuiIarat JHEBHH 1034 oT 5 10 30 mg ce u3uucisiBa cpelHO ChbOTHOLIEHHE IIepeOpoCcTInHATHA
teuHoct/cepyM 0,52. O6eMbT Ha paznpenenenue e npuonusutenHo 10 I/kg. Okono 45 % ot
KOJIMYECTBOTO MEMAHTHH € CBBP3aHO C IUIA3MEHUTE OCNTHIIH.

BuorpanchopMarus

[Ipu yoBeka oxomno 80 % ot nupKyarpamuTe GopMH Ha MEMAHTHH ca oA popMara Ha U3XOAHOTO
cbequHeHue. [ TaBHuTe METa0OoINTH PH YoBeKa ca N—3,5—1uMeTHI-TaydanTaH, H30MepHaTa CMec Ha
4— 1 6—XUIPOKCU—MEMaHTHH U 1-HUTP030—3,5—1uMerni—agamantad. HUKo# OT Te3u MeTaOoIuTH He
nposiBaBa NMDA -anTaronuctuyHa akTuBHOCT. He € oTkput niuroxpom P 450 karanusupan
METa0OIU3bM in Vitro.

IIpu IpoyUBaHe ¢ MEPOPAHO MpUIaraH “'C-MeMaHTHH, CPeIHO 84 % OT 103aTa ce TN B PAMKHUTE
Ha 20 mHU, kato noBede oT 99 % ce ekckperupa mpe3 ObOpenuTe.

Enumunupane

MeMaHTHH ce eTMMUHIPA 10 MOHOEKCTIIOHEHIAIHA KPUBA ¢ TEpMUHAJIEH ty, oT 60 1o 100 yvaca. [Ipn
nJo6poBoy ¢ HopMaiaHa 0s0peuna pyHkims obmusaT kmupbHC (Cly) moctura mo 170 ml/min/1,73 m2
1 4acT OT 00Ius ObOpeUeH KIIMPBHC Ce pealn3upa upes TyOyJIHa CeKPeLHsl.

br0OpednnsT 0OMEH BKITIOUBA CHINO TyOyITHA Pe30pOITHs, KOSTO BEPOSATHO € OMOCPEACTBAHA OT
KaTHOH-TpaHcTopTHpamy Oentoiy. CTenenra Ha ObOPEYHO eNMMHUHUPAHE HA MEMAHTHH B yCIOBHATA
Ha aJKallHa ypuHa MOXe Ja ObJe HamasieHa 7 10 9 mbTH (BIKTe Touka 4.4). ANKanu3upaHeTo Ha
ypUHAaTa MOXKE J1a Ce IbJKU Ha IPACTUYHU MPOMEHH B IME€TaTa, HApUMEpP OT MECHA KbM
BererapuaHcKa JueTa, WM Ha MacHUBEH MPHEM Ha aJIKaTM3UpaIy CTOMAIIHU OydepH.
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JInHEeHHOCT

[IpoyuBanusiTa npu J0OPOBOJIM MTOKA3BAT JIMHEHHA (apMaKOKWHETHKA B 1030BUs Auana3oH oT 10 1o
40 mg.

Bpb3ka dbapmakoknHeTHKA/GapMaKOIMHAMUKA

IIpu no3a 20 mg MeMaHTHH Ha JIEH HUBATa B IepeOpOCIIMAAIIHATA TETHOCT OTIOBAPAT HA CTOMHOCTTA
ki (ki = koHCTaHTa Ha HHXHOMpPaHE) HA MEMaHTHH, KosATO € 0,5 umol B kopaTa Ha GPOHTATHUS JSUT IPH
YOBEKa.

5.3 IlpeakIVHUYHHU JAHHU 32 0€30MACHOCT

[Ipu kpaTKOCpOUYHH MPOYUBAaHHUS BHPXY IUITBXOBE MEMAaHTHH, TOZ0OHO Ha npyrute NMDA -
AQHTaroOHUCTH, NPEIN3BIKBA HEBPOHAIHA BaKyoJIM3alus U HeKpo3a (s1e3un Ha Olney) camo crex 1034,
BOJIEIIY /10 BUCOKH ITMKOBU CEPYMHH KOHIIEHTPAMU. ATaKCUs U APYTH NPEAKINHUYHY IPU3HALU
npeAmecTBaT BaKyoau3auusITa u Hekpo3ara. Thii kaTo eekTuTe He ca HaOMogaBaHu MIpH
JBJITOCPOYHU IPOYUBAHUS [IPYU I'PU3aUU U HETPU3aUM, KIMHUYHATA 3HAUUMOCT Ha TE€3U Pe3yJITaTu
JIUTICBA.

[Ipu npoyuBaHust 32 TOKCUYHOCT ca HaOIr01aBaHU IPOMEHJIMBU U3MEHEHHS B OYHUTE IPH MTOBTAPSIIH
ce JI03M NPY TPHU3avM U Ky4eTa, HO He 1 nipu MaiiMyHu. CrienuduaHuTe 0 TaIMOIOTUYHH TPETie !
IIPY KJIMHUYHUATE IPOYYBAHUS C MEMAHTHH HE PAa3KpUBAT OYHU U3MEHEHUS.

[Ipu rpusauu ¢ HabMomaBaHa Gochonuinmao3a B 0enoapooHuTe Makpodary mopajau HaTpyBaHe Ha
MEMAaHTHH B JIn3030MuUTe. T0o3U eeKT e Mo3HAT OT APYry aKTHBHU BellecTBa ¢ KATHOHHU ampudriHn
CBOIcTBa. BeposATHO ChIECTBYBa Bph3Ka MKy TOBA HATPyIBaHE U BaKyOJIU3aIUATa, HAOI0jaBaHa
B Oenute poOoBe. To3n edekT e HabmoIaBaH caMo TPH MpUIIaraHe Ha BUCOKH JIO3H IIPY FPHU3adH.
KnuangHaTa 3Ha4UMOCT HA TE€3H PE3YJITATH HE € U3BECTHA.

He e ycTanoBeHa TeHOTOKCUYHOCT HA MEMAHTHH CIIe[] U3CIIeABAHE 10 CTaHAAPTHA MeToAuKu. Hama
JaHHU 3a KapUUHOTCHHOCT IIPU AOKUBOT-IIPOABIDKHUTECIIHU NIPOYUBAHUA ITPHU MUIIKW U INIBXOBEC.
MeMaHTHH He € TEPATOreHEH IIPU IUIbXOBE U 3aily, TOPU U B 03U, TOKCUYHU 33 MaliKaTa, 1 He ca
oTOesI3aHN HeXXellaH! JISKapCTBEH! peaklny Ha MeMaHTHH BbpXy (eprunuteTa. [lpn ursxose €
oT0ensA3aH0 TOHIKaBaHe Ha (DETaTHOTO Pa3BUTHE NPY HUBA Ha €KCIIO3UIUS, KOUTO Ca HACHTUYHHU HITH
MAJIKO MO-BUCOKH OT T€3H Ha €KCIO3UIUATA IIPU XOpa.

6. DAPMAIEBTUYHHU JAHHHA

6.1 Chnucbk Ha IOMOIIHHUTE BellleCTBA

Kanuer copbat

Cop6wuTton E 420

IIpeuncrena Boga

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

4 roguHU.

Crnen oTBapsiHE ChIBPKAHUETO HA OyTHIIKAaTa TPSOBA /1a ce YHOTpeOr B paMKUTE Ha 3 Mecera.
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6.4 CnenuajaHu ycJI0BHsSl HA CbXpaHEHHe
[la He ce cpxpansaBa npu Temreparypa Hajg 30°C.

ByTtunkara ¢ MOHTHpaHaTa MOMITa MOKE /1a CE ChXpaHABa M TPAHCIIOPTHPA CaMO BHB BEPTHUKAITHO
TOJIO’KEHHE.

6.5 Bwuxu chbabpkaHue HA ONAKOBKATA

50 ml (xaxto u 10 x 50 ml) B kadeBu crpkinenu Oytmiku (xuapoauteH kiac 1) u 100 ml B kadesu
cThiakenu Oytuiku (xugponurex kiac I1).

He Bcuuku BHIOBE ONTAaKOBKU MOTAT Aa ObJIAT IyCHATH B IPOAAKOA.
6.6 CnenuajaHu npeanasHu MEPKHU NMPH U3XBbPJIsiHE U padoTa
Hsama cnienmaiHu U3MCKBaHUSA.

[penu na ce u3mos3Ba 3a MPBH BT, JI03UpAIATa TIOMIIA TPSOBA J]a ce 3aBUHTH BHPXY OyTmikara. 3a
Jla ce OTCTPaHU KaraykaTa Ha BUHT OT OyTHJIKaTa, TS TpsOBa Ja ce 3aBbPTU B IOCOKA 0OpPAaTHO Ha
YacOBHHMKOBATa CTPEJIKa A0 IBJIHOTO i oTBUBaHE (dur. 1).

1.

MoHnTHpaHe Ha A03WpalaTa MoMIa BEpXy OyTHiIKaTa:

Jlo3uparara nmomria TpsiOBa Jla Ce U3BaIu OT NOJUETUICHOBATa ONaKoBKa ((ur. 2) 1 1a ce mocTaBu
BBpXY OyTHIIKaTa, KaTo IiacTMacoBaTa TPhOMYKa Ce TbXHE BHUMATEIHO BbTpe B OyTrikaTa. Cien
TOBa, KaTo ce MPHUIbpPXkKa KbM I'bpPJIOTO Ha OyTHIIKATa, JO3HMpAIIaTa IoMIia TPsOBa Jla ce 3aBHHTHU IO
MOCOKa Ha YaCOBHHUKOBAaTA CTPEIIKA, JOKATO ce 3aKkpenw 31paBo (¢ur. 3). 3a npeaHa3HaueHaTa
yroTpeba Jio3upaiiara momia ce 3aBUHTBa CaMo BEJHBK, TIPE/IN JIa 3aTl0vHe JIa c€ M3M0JI3Ba, U He
TpsIOBa HUKOTA Jla CE€ OTBHHTBA.

2. 2.

4-\
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Ynorpeba Ha Jo3upaiiara IoMIa 3a OTMEpBaHe Ha J103aTa:

['maBara Ha go3upamiata momma uMa JABe MO3HULUH U € JIECHO Ja Ce 3aBbPTH — B IOCOKA 0OpaTHO Ha
YacOBHHMKOBATa CTpeJIKa (OTBOPEHA MO3UIIMS) U B TIOCOKA Ha YaCOBHUKOBATA CTpEJKa (3aTBOPEHA
no3unys). [ naBara Ha 1o3uparnaTa mommna He TpsOBa Ja ce HaTHCKa HalolTy, TOKaTo € B 3aTBOpPEHa
no3unys. Pa3TBOpbT MOXKeE J1a ce OTMEpBa caMO B OTBOPEHA MO3UIHSA. 3a J]a ce HallpaBH TOBA, IJIaBaTa
Ha Jo3Mpaliara nommna TpsOBa Ja ce 3aBbPTH 0 YETHPHUIECET U MeT Ipajayca Mo MocoKaTa Ha
CTpeJIKaTa, JOKaTo Ce yCETH ChIpoTuBa (¢ur. 4).

k,D

Cren ToBa o3upalara momra € roToBa 3a ynorpeoa.
[ToaroroBka Ha mo3upariara NOMIIa;
Koraro ce n3mnon3sa 3a mbpBYU BT, JO3UpAIIaTa IIOMIIa HE OTMEPBA TOYHOTO KOJIMYECTBO MEPOpaICH

pastBop. 3aToBa momnara Tpsi0Ba 1a ObIe MOATOTBEHA (3apeAeHa), KaTo Jo3upaliara riaBa Ha
NoMIIaTa ce HaTHCHE JJOKpail HaJloNy HeT MOCIeA0BaTeIH! IbTH (Qur. 5).

9

-

U

[MTorydeHusT npu Ta3u Mpoueaypa pa3TBop ce u3XBhpis. ClieBalMAT BT, KOTATO TJIaBaTa Ha
JI03MpaIara rmoMmIia ce HaTHCHe JIOKpai Halony (€KBHUBAJICHTHO Ha €HO U3IIOMITBAHE), TS OTMEpBa
TouHaTa j03a (1 u3noMIBaHe € ekBuBajieHTHO Ha 0,5 ml epopajeH pa3TBOp U ChABPKA 5 Mg OT
aKTUBHOTO BEIIECTBO MEMaHTHH Xuapoxyiopuy (dur. 6).

6.

1x = 5mg ~—
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[paBuiHa ynorpeba Ha Jlo3upaiara momra:

Byrunkara TpsiOBa a ce MOCTaBH BHPXY IUIOCKA, XOPH30HTAIHA TOBEPXHOCT, HAIPUMEP BhPXY Maca,
U J1a Ce M3MO0JI3Ba CaMO BbB BEpTUKATHO NojoxeHue. [1o HakpaliHuKa ce IMOCTaBs Yaila ¢ MajKo Boja
WY JIBKUIA U TJ1aBaTta Ha JIo3upalnaTa moMmna TpsoBa Jja ce HaTUCHE C EHEPrUYHO, HO OTMEPEHO U
YBEPEHO JBUXKEeHHE (HE MMpeKaseHo 0aBHO) IMpaBo Haaoy A0 crupane (dur. 7, dur. 8).

7. 8.

N
-

CJ'ICI[ TOBaA I'iaBaTa Ha A03HpallaTa rnomMiia MOxe Ia 6’BI[C OCBOGO,HGHa 1 € TOTOBA 3a CJICABAIIIOTO
H3IIOMIIBAHE.

Jlo3upamiara nomna Moxe Aa ce U3I10JI3Ba CaMo € pa3TBOP HA MEMAHTHH XUAPOXJIOPUT B
npeaocTaBeHaTa OyTHIIKa U HE MOXKeE Jia Ce MpHJjiara ¢ APYru BEIIeCTBa WK OMAKOBKH. AKO oMIara
He (QYHKIIMOHHpPA KAaKTO € OIMMCaHO MPHU NpelHa3HaueHaTa ynotpeda u B CbOTBETCTBHE C
WHCTPYKITUHTE, IAIMEHTHT TPSOBA Ja ce KOHCYJITHPA C JICKYBAIUs JieKap WU (GapMarienT.
Jozupamara nommna TpssOBa Aa ce 3aTBaps ciel ynorpeoa.

7. TIIPUTEXATEJ HA PASPEILIEHUETO 3A YIIOTPEBA
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

I'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/02/218/005

EU/1/02/218/006
EU/1/02/218/011

9. JATA HA ITbPBO PA3PEINABAHE/IIOJHOBABAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[Hata Ha nbpBo pazpewaBane: 17 mait 2002 r.
[Jata Ha nocnexno noaHoBsBane: 17 mait 2007 1.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

{MM/TTTT}
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IToapoOHa uHpOpMaLKs 3a TO3M JICKAPCTBEH IMPOAYKT € IPEeI0CTaBeHa Ha yeOcalita Ha EBponeiickaTta
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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http://www.emea.europa.eu/

IMPHUJIOKEHHUE I1

MHNPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOXKIABAHE HA
IHAPTU N

YCJIOBUSA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA U UBUCKBAHUSA HA PASPEHHIEHUETO 3A
YIHOTPEBA

YCJIIOBUSA NJIN OTPAHUYEHNS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXXJIABAHE HA ITAPTUIN

HMme u aapec Ha npousBoauTeRsg(UTE), OTTOBOPEH(HM) 32 OCBOOOXKIaBaHE HA MAPTUANTE

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
T'epmanus

b. YCJI0OBUA NI OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT C€ OTITyCKa [0 OTPaHUuEHO Jiekapcko npeanucanue (Bx. [Ipunoxenne I:
Kpartka xapakTeprucTuka Ha poayKTa, Touka 4.2).

B. JPYI'M YCJIOBUA U UBUCKBAHUSA HA PASPEHNIEHUETO 3A YIIOTPEBA
o IleproanyHu aKTyaIu3MPAHU AO0KJIAIU 32 0€3011ACHOCT

W3uckBanusTa 32 MoiaBaHe HA IEPUOANYHH aKTyaIN3UPaHH JOKIIaTU 32 0€30IacHOCT 33 TO3U
JIEKapCTBEH MPOJYKT ca MOCOUSHH B CIIUCHKa ¢ pedepeHTHUTE Aatu Ha EBponeiickus cpro3 (EURD
CIHCHK), peasuaeH B wi. 1078, an. 7 ot Jupextura 2001/83/EO, n BbB BCUUKH CIe/IBAIIH
aKTyaJu3alliy, MyOJMKyBaHU Ha €BPOTICHCKHsI yeOImopTall 3a JIeKapCcTRa.

r. YCJI0BUsA NWIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA TPOJAYKT

. Ilnan 3a ynpasJjenue Ha pucka (ITYP)

[TPY TpsibBa ja W3BBHPIIBA U3UCKBAHUTE ICHHOCTH U JICHCTBHSI, CBbP3aHH C IPOCIICASIBAHE Ha
JeKapcTBeHaTa 0e30IacHoOCT, mocodeHu B onoopenus [IYP, npeacrasen B Moayn 1.8.2 Ha
Paspewmennero 3a ynorpeba, KakTo ¥ IIPHU BCUUKHU CJIE/IBAIIY ChITIaCyBaHM akTyanu3anuu Ha [1YP.

Axryanmupan [1YP Tps6Ba na ce monasa:
e 110 uckane Ha EBporeiickaTa areHuus 1o JiekapcTBaTa;
® BHUHArH, KOTaTO CE M3MEHs CHCTeMaTa 3a yIpaBJeHHe Ha pUCKa, 0COOEHO B Pe3yNTaT Ha
noJly4aBaHe Ha HOBa HH(OpMaIIs, KOSTO MOXe Ja JOBeJIe 10 3HAYMMHU TIPOMEHH B
CHOTHOILICHHETO TOJI3a/PUCK, WK CIIe]l IOCTUTaHe Ha BayKeH eTar (BB Bpb3Ka C
Hpoclie/isiBaHe Ha JICKapCTBEHaTa O€30IIaCHOCT WITH CBEXK/IaHE Ha PHCKA 10 MUHUMYM).
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ITPUJIOKEHHE I1I

JAHHU BBPXY OITAKOBKATA U JIMCTOBKATA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA 3A BJIMCTEPHATA OITAKOBKA

| 1. NME HA JEKAPCTBEHUA INTPOAYKT

Axura 10 mg ¢punmupanu TabIeTKH
MemaHTHH XUIAPOXJIOPUIL

| 2. OBSABABAHE HA AKTUBHOTO/MTE BEINECTBO/A

Bceska ¢punmupana tabnerka cpappika 10 mg MeMaHTHH XUIPOXIIOPU, EKBUBAJIEHTEH Ha 8,31 mg
MEMaHTHH.

| 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 Gunmupany TabIeTKH
28 duaMupaHu TaOIETKH
30 ¢unmupaHy TAOIETKH
42 dunmmupaHu TaOIETKH
50 puamupaHu TaOIECTKH
56 puaMupaHu TaOIECTKH
98 dhunMupaHu TaOJCTKH
100 ¢punmMupanu TabaeTKA
112 punmupanm TabaeTKH

| 5. HAYMH HA ITPUJIATAHE U ITBT/ITBTUIIA HA BBBEKJIAHE

Hepopanﬂo IMPUIIOKCHUC. Hpe,Z[I/I yHOTpe6a MIpOYCTCTC JIMCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INTPOAYKT A CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA 1 TOCEI'A HA JELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

| 7. APYTI'U CHEHUAJIHM IIPEAYHPEXXIAEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TTOJHOCT

T'onen no:

| 9. CIIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE
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10.

CIHHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISTHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

| 11.

UME M AJIPEC HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

12.

HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/218/012 14 dpunmupanu TabIeTKH
EU/1/02/218/007 28 dunmupanm TabIeTKH
EU/1/02/218/001 30 dpunmupanu tabieTku
EU/1/02/218/013 42 dbunmupanu TabieTKu
EU/1/02/218/002 50 dunmupanm TabIeTKH
EU/1/02/218/008 56 dunmupanm TabIeTKH
EU/1/02/218/014 98 dbunmupanu TabieTKu
EU/1/02/218/003 100 ¢hunmupasu TabaeTKH
EU/1/02/218/009 112 dpunmupanu TabIeTKH

| 13.

ITAPTUJIEH HOMEP

[aprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE
| 15. YKA3AHMA 3A YIIOTPEBA
‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 10 mg TabneTku

| 17.

YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD

| 18.

YHUKAJIEH UAEHTUOUKATOP — IAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA 3A 42,3A 50 U 3A 98 TABJIETKH, KATO MEKIUHHA
OITAKOBKA/ KOMIIOHEHT HA CbCTABHA OITIAKOBKA (BE3 “BLUE BOX”)

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

Axura 10 mg ¢punmupanu TabIeTKH
MeMaHTHH XUAPOXIOPUS

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska pumvupana Tabnetka chabpxka 10 mg MeMaHTHH XUIPOXJIOPHI, EKBUBAJICHTEH Ha 8,31 Mg
MEMAaHTHH.

| 3. CIIUCBK HA IOMOIIIHUTE BEIHECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

42 bunmupaHu TabIeTKH
KoMmoHeHT Ha ChCTaBHA OITaKOBKa, HE MOYXKE JIa CE TIPOJiaBa OT/CITHO.
50 dpuimupann TabiIeTKH
KoMIIOHEHT Ha ChCTaBHA OITAKOBKa, HE MOYXKE JIa Ce MPOJIaBa OT/ICITHO.
98 punmupany TaOIETKH
KoMImoHeHT Ha ChCTaBHA OITaKOBKa, HE MOYKE JIa CE TPOJIaBa OT/EITHO.

| 5. HAYYH HA ITPUJIATAHE U ITBT/II'BTUILHA HA BBBEXK/JIAHE

ITepopanto nmpunoxenue. [Ipean ymorpeda rmpodeTeTe INCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INTPOAYKT A CE
CBXPAHSBA HA MACTO JAJIEY OT HOI'JIEJA U JOCEI'A HA JELA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACHaA.

| 7. APYI'U CHEIUAJIHU NPEAYHNPEXJIEHUSA, AKO E HEOBXOANMMO

| 8. JATA HA U3TUYAHE HA CPOKA HATOJHOCT

T'onmen mo:

| 9. CIHELHMAJIHU YCJIOBUA HA CbXPAHEHUE
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELNHUAJIHU IIPEANTASHU MEPKHU IMPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT

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

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/218/010 1000 dpunmupanu tabaerku (20 onmakoBku mo 50)
EU/1/02/218/015 980 dhunmupanu tadbaetkn (10 omakoBku mo 98)
EU/1/02/218/030 840 ¢punmupanu tabnetku (20 ormakoBKu 1o 42)

13. TTAPTHUJAEH HOMEP

[aprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHHS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Axura 10 mg TabneTku

‘ 17. YHUKAJIEH HAEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

ETUKET BbPXY BHbHIIIHATA OBBUBKA HA CbCTABHUTE OITAKOBKHM, (20 x 42
TABJIETKH, 20 x 50 TABJIETKH U 10 x 98 TABJIETKH) OBBUTHU BbB ®0OJINO
(BKJIIOUUTEJHO “BLUE BOX”)

| 1. HUME HA JIEKAPCTBEHUSA INPOAYKT

Axura 10 mg ¢punmupanu TabneTku
MeMaHTUH XUAPOXIIOPUA

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska punmvupana Tabnetka chabpxka 10 mg MeMaHTHH XUIPOXJIOPHI, EKBUBAJICHTEH Ha 8,31 Mg
MEMaHTHH.

| 3. CIIUCBK HA HIOMOIIIHUTE BEIIHECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

CncraBrHa onakoBka 840 (20 onakoBku 110 42) hpunMupanu TaONeTKH
CncraBna onakoBka 980 (10 omakoBku o 98) punMupanu TaONeTKH
CncraBna onakoBka 1000 (20 onmakoBku 1o 50) huimupany TabIeTKH

| 5. HAYMH HA ITPUJIAT'AHE U1 ITBT/IBTUILHA HA BHBEXK/IAHE

ITepopanuo nmpunoxenue. [Ipean ymorpeda rmpodueTeTe INCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INPOAYKT A CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA U TOCETI'A HA JELIA

I[a CC€ ChbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICa.

| 7. APYI'U CHEIIUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOANMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

| 9. CIHELHMWAJIHU YCJIOBHUS HA CbXPAHEHUE

10. CHELHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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11. HMME M AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/218/010 1000 dpunmupanu tabaerku (20 omakoBku mo 50)
EU/1/02/218/015 980 dhunmupanu tadbaetkn (10 omakoBku mo 98)
EU/1/02/218/030 840 dpunmupanu tabnetku (20 orakoBKu 1o 42)

13. TTAPTHUJAEH HOMEP

[Naprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHHS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP 3A TABJIETKH

| 1. NME HA JEKAPCTBEHUA INTPOAYKT

Axura 10 mg ¢punmupanu TabIeTKH
MemaHTHH XUIAPOXJIOPUIL

| 2. HNME HA ITIPUTEXKATEJISA HA PASPEIIEHHMETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HATOJHOCT

lomen no: {(MM/ITTT}
Buxre MapkupoBkara.

| 4. ITAPTUJIEH HOMEP

[aprupa: {Homep}
Bwxre MmapkupoBKara.

|5.  JPYIH
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA 1
II'bPBUYHATA OITAKOBKA

KAPTOHEHA KYTUS U ETUKET 3A BYTUJIKA

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

AXxura 5 mg/u3nomiBaHe epopaicH pasTBop
MEMaHTHH XUJPOXJIOPHU]T

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enno n3nommBane otnens 0,5 ml pa3tBopa, ChIbpiKaIll 5 mg MEMaHTUH XUAPOXIIOPH]I, CKBHBAJCHTEH
Ha 4,16 mg MeMaHTHH.

| 3. CIIUCBK HA IOMOIIIHUTE BEIHECTBA

Pa3TBOpBT chABpKA ChIIO KanueB copbaT u copouron (E 420).
BmxTe nucToBkara 3a moBedue HHPOPMAIIHSL.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Tlepopanen pa3TBop
50 ml
100 ml

| 5. HAYYH HA ITPUJIATAHE U ITBT/II'BTUILHA HA BBBEXK/JIAHE

ITepopanuo nmpunoxenue. [Ipean ymorpeda mpoyeTeTe TUCTOBKATA.

Benunx qHeBHO

6. CHHEHUAJIHO NPEAYHPEXJIEHUE JEKAPCTBEHUAT IMIPOAYKT JA CE
CBXPAHSBA HA MSACTO JAJIEY OT HOTJVIEJA U TOCEI'A HA JELA

I[a CC€ CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICa.

| 7. APYTI'U CHEHNUAJIHM IIPEAYHPEXIEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TTOJHOCT

T'onen no:

| 9. CIHIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE

Ha ue ce cexpansBa nag 30°C.
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Jla ce u3mon3Ba g0 3 Mecela ciesi OTBapsiHe.

TAX, AKO CE UBUCKBAT TAKHBA

10. CHELOHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT

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

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/218/005 50 ml
EU/1/02/218/006 100 ml

| 13. TAPTHJAEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 5 mg/usnomiBane niepopascH pa3TBoOp

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA 1
II'bPBUYHATA OITAKOBKA

KAPTOHEHA KYTUS U ETUKET 3A BYTUIKA 50 ml, KATO MEXJINHHA
OITAKOBKA/KOMIIOHEHT HA CbCTABHA OITAKOBKA (BE3 “BLUE BOX”)

| 1. HUME HA JIEKAPCTBEHUSA INPOAYKT

Axura 5 mg/u3nomMmnBane nepopaicH pa3TBop
MEMaHTHH XUJPOXJIOPHU]T

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enno mnommnBane otnens 0,5 ml pa3tBop, chabpKaIl 5 mg MEMaHTHH XUIPOXJIOPH, EKBUBAJICHTECH
Ha 4,16 mg MEMaHTHH.

| 3. CIIUCBK HA HIOMOIIHUTE BEIIECTBA

Pa3TBOpBT chABpKA ChIIO KanueB copbaT u copouron (E 420).
Brmokre nucToBKaTa 3a mosede HHGOpMAIHs.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 ml mepopasen pa3TBop
KoMIIOHEHT Ha ChCTaBHA OITAKOBKA, HE MOYXKE JIa Ce MPOJiaBa OT/IEITHO.

| 5. HAYYH HA ITPUJIATAHE U ITBT/II'BTUILHA HA BBBEXK/JIAHE

ITepopanto nmpunoxenue. [Ipean ymorpeda rmpodeTeTe INCTOBKATA.

Benaubx qHeBHO

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INTPOAYKT A CE
CBbXPAHSBA HA MSACTO JAJIEY OT HHOTJVIEJA U TOCEI'A HA JELIA

I[a CC€ ChbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICa.

| 7. APYTI'U CHEHUAJIHM IIPEAYHPEXXIAEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TTOJHOCT

T'onen no:

| 9. CIIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE

Ha ue ce cexpanssa nag 30°C.
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Jla ce u3mon3Ba g0 3 Mecela ciesi OTBapsiHe.

10. CHELOHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

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

EU/1/02/218/011 500 ml (10 6yTuiku mo 50 ml)

| 13. MTAPTHJEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15.  YKA3AHWS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Axura 5 mg/usnomiiBane niepopaseH pa3TBop

‘ 17.  YHUKAJIEH HAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

ETUKET HA BbHIIHATA OBBUBKA HA CbCTABHUTE OITAKOBKH (10 x 50 ml)
OBBUTH BBB ®0OJINO (BKIIIOYUTEJHO “BLUE BOX”)

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

AXxura 5 mg/u3nomiBaHe epopaicH pa3TBop
MEMaHTHH XUJPOXJIOPHU]T

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enno nznommane otaens 0,5 ml pa3tBop, ChabpKaIl 5 Mg MEMAaHTHH XUAPOXIIOPH]I, CKBHBAJICHTCH
Ha 4,16 mg MeMaHTHH.

| 3. CIIUCBK HA IOMOIIIHUTE BEIHECTBA

Pa3TBOpBT chABpKA ChIO KanueB copbaT u copouron (E 420).
BmxTe nucToBkara 3a moBede HHPOPMAIIHSL.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

CncraBna omakoBka 500 ml, cecrosima ce ot 10 omakoBKH, BCsika OT KOMTO Chabpka 1 6yrumka ¢ 50 ml
nepopaieH pa3TBop.

| 5. HAYMH HA ITPUJIATAHE U ITBT/I'BTUIIA HA BBBEKJIAHE

Hepopanﬂo IMPUIIOKCHUC. Hpe;u/l yHOTpe6a MIpOYCTCTEC JIUCTOBKATA.

Benunx qHeBHO

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INTPOAYKT JIA CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA U TOCEI'A HA JELIA

I[a CC€ ChbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICa.

| 7. APYI'U CHEIIUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOANMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TTOJHOCT

T'onen no:

| 9. CIHELHMWAJIHU YCJIOBHUS HA CbXPAHEHUE

a ue ce cexpanssa Hag 30°C.
Ha ce u3noinssa 10 3 Mecena ciej OTBapsiHE.
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10. CHELHUAJIHU IMPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

| 11. WME ¥ AJIPEC HA IIPUTEKATEJISI HA PASPELLIEHMETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
T'epmanus

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

EU/1/02/218/011 500 ml (10 6yTuiku mo 50 ml)

| 13. TAPTHJEH HOMEP

[aprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHHS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHA 3A 28 TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA
JIEUEHUETO -4 CE/JJMUYHA CXEMA HA JIEYEHUE

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

Axura 5 mg ¢unMupanu TabIeTKH
Axura 10 mg ¢punmupanu TabieTku
Axura 15 mg puamupanu TableTKH
Axura 20 mg puamMupaHy Ta0NIeTKH
MeMaHTHH XHIPOXJIOPHU]T

2. OBABABAHE HA AKTUBHOTO/UTE BEIIECTBO/A

Bceska ¢punmupana tabnetka chappika 5 mg MEMaHTHH XUAPOXJIOPU, eKBUBaJeHTeH Ha 4,15 mg
MEMAaHTHH.

Bceska ¢punmupana tabnerka cpappika 10 mg MeMaHTHH XUIPOXIIOPU, EKBUBAJIIEHTEH Ha 8,31 mg
MEMaHTHH.

Besika pumMupana TabneTka chabpka 15 mg MEMaHTHH XUAPOXJIOPHI, EKBHBAICHTEH Ha 12,46 mg
MEMaHTHH.

Beska ¢puimupana tabnerka cpappika 20 mg MEMaHTUH XUIPOXIIOPH, EKBUBAIEHTEH Ha 16,62 mg
MEMaHTHH.

| 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

Bcesika onakoBka ¢ 28 ¢punmMupanu TabieTky 3a 4 ceMHYHA CXeMa Ha JICUCHHUE ChAbPIKa:
7 X Axura 5 mg

7 x Axura 10 mg

7 X Axura 15 mg

7 x Axura 20 mg

| 5. HAYUH HA IPWIATAHE 1 ITBbT/IBTUIIA HA BbBEXK/IAHE

[epopanno npunoxxenue. [Ipenu ynorpeda mpodereTe TUCTOBKATA.
Benunx nHeBHO.

3a npoabKaBaHE Ha JICUCHUCTO, MOJIA KOHCYHTHpaﬁTe ce ¢ Bamms JICKap

6. CIHEHUAJIHO NPEAYHPEXJIEHUE JEKAPCTBEHUAT IMIPOAYKT JA CE
CBbXPAHSBA HA MSACTO JAJIEY OT HOTJVIEJA U TOCETI'A HA JELIA

I[a CC€ CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICHa.
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| 7. APYI'U CHEIOIUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOANMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TT'OJHOCT

T'onen no:

| 9. CIHELHMWAJIHU YCJIOBHUS HA CbXPAHEHUE

10. CHELHUAJIHU IMPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

| 11. HWME M AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main

T'epmanus

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

EU/1/02/218/016 28 dpuamupanu TabIeTKH
EU/1/02/218/023 28 ¢unmupanu TabIeTKH

| 13. MTAPTHMJEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Axura 5 mg, 10 mg, 15 mg, 20 mg tabnetku

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJIAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBTPEIIIHA KAPTOHEHA KYTUS 3A BJIMCTEPH; nunesa n 3aiHa cTpaHa

| 1. NME HA JEKAPCTBEHUA INTPOAYKT

Axura 5 mg

Axura 10 mg
Axura 15 mg
Axura 20 mg

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Memantine hydrochloride

| 3. CIIUCBK HA IOMOIIIHUTE BEIHECTBA

| 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

7 dummupanu Tabnetkn Axura 5 mg

7 dunmupanu tadnetkn Axura 10 mg
7 dunmupanu Tabnetkn Axura 15 mg
7 dunmupanu tadbaerku Axura 20 mg

| 5. HAYMH HA ITPUJIAT'AHE U1 ITBT/IBTUILHA HA BHBEXK/IAHE

Enna tabmeTka qHEBHO

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INPOAYKT A CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA U TOCETI'A HA JELIA

| 7. JAPYI'U CHEHNUAJIHM IPEAYHPEXIEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

| 9. CIHEHMAJIHHU YCJIOBHUA HA CbXPAHEHUE

10. CHEIWMAJIHU NIPEJAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

| 11. WME ¥ AJIPEC HA IIPUTEKATEJISI HA PASPEILIEHMETO 3A YIIOTPEBA
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| 12. HOMEP(A) HA PASBPEHIEHHUETO 3A YIIOTPEBA

| 13. MTAPTHJEH HOMEP

| 14. HAUYMH HA OTIIYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

Cenvuma 1,2, 3,4
Henl,2,3,4,5,6,7,8,9,10,11, 12,13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28

| 16. MH®OPMAILIMS HA BPAIJIOBA A3BYKA

‘ 17.  YHUKAJIEH HAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

BBTPEIIHA KAPTOHEHA KYTUS 3A BJIMCTEPH; auneBa crpana

| 1. NME HA JEKAPCTBEHUA INTPOAYKT

Axura 5 mg

Axura 10 mg

Axura 15 mg

Axura 20 mg
(buaMupaHu TabJIeTKU

| 2. OBSABABAHE HA AKTUBHOTO/MTE BEINECTBO/A

Memantine hydrochloride

| 3. CIIUCBK HA HIOMOIIIHUTE BEIIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Bcska onakoska ¢ 28 (l)I/IJ'IMI/IpaHI/I TalJIeTKu 3a 4 CCAMHNYHA CXEMa Ha JICUCHUC ChAbpPiKa:
7 X Axura 5 mg

7 x Axura 10 mg

7 X Axura 15 mg

7 x Axura 20 mg

| 5. HAYYH HA ITPUJIATAHE U ITBT/II'BTUILHA HA BBBEXK/JIAHE

Benunx n1HeBHO

3a IpoabKaBaHE Ha JICUCHUCTO, MOJIA KOHCYHTHpafITC ce ¢ Bammsar JICKap.

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INTPOAYKT A CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA 1 TOCEI'A HA JELIA

| 7. JAPYI'U CHEHNUAJIHM IPEAYHPEXIEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3THUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

| 9. CIHEHMAJIHHU YCJIOBHUS HA CbXPAHEHUE
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10.

CIHHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISTHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

| 11.

UME M AJIPEC HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

| 12.

HOMEP(A) HA PASPEHIEHUETO 3A YHHOTPEBA

EU/1/02/218/016 28 duamupanu TabieTKu
EU/1/02/218/023 28 ¢punmupanu TaOIeTKH

| 13.

INAPTUJIEH HOMEP

ITaptuna: {Homep}

| 14.

HAYYH HA OTITYCKAHE

| 15.

YKA3AHHUA 3A YIIOTPEBA

| 16.

HH®OPMAIIMS HA BPAMJIOBA A3BYKA

| 17,

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

| 18,

YHUKAJIEH UAEHTUOUKATOP — JIAHHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABbPXAT BJINCTEPUTE UJIN
JIJEHTUTE

BJIMCTEP 3A TABJIETKH

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 5 mg, 10 mg, 15 mg, 20 mg puamupanu TabIeTKH
Memantine hydrochloride

| 2. HUME HA ITIPUTEXKATEJISA HA PASPEIIEHHMETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TT'OJHOCT

Togen mo: {(MM/ITIT}
BmxTe MapKupOBKaTA.

| 4. ITAPTUJIEH HOMEP

[aprupa: {Homep}
Buxre MapkupoBkara.

|5.  JPYIM
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA 3A BJIMCTEPHU

| 1. NME HA JEKAPCTBEHUA INTPOAYKT

Axura 20 mg puamMupaHu Ta0IeTKH
MeMaHTHUH XUIPOXIIOPUL

| 2. OBSABABAHE HA AKTUBHOTO/UTE BEINECTBO/A

Bceska ¢punmupana tabnerka cbappika 20 mg MEMaHTHH XUAPOXIIOPH, EKBUBAIEHTEH Ha 16,62 mg
MEMaHTHH.

| 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 ¢hmunmupanu TabICTKH
28 dhunMupanu TabIeTKA
42 dpunmupaHu TaOIETKA
56 puaMupaHu Ta0bIeTKH
98 puamupanu Ta0IETKA

| 5. HAYMH HA ITPUJIAT'AHE U1 ITBT/IBTUILHA HA BHBEXK/IAHE

ITepopanuo nmpunoxenue. [Ipean ymorpeda rmpodueTeTe INCTOBKATA.

Benunx 1HeBHO

6. CIHEHUAJIHO NPEAYHPEXJIEHUE JEKAPCTBEHUAT IMTPOAYKT JA CE
CBXPAHSABA HA MSACTO JAJIEY OT HOI'JIEJA U JOCEI'A HA JEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACHA.

| 7. JAPYI'U CHEHNUAJIHM IPEAYHPEXIEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3THUYAHE HA CPOKA HA T'OJHOCT

T'onen mo:

| 9. CIHEHMAJIHHU YCJIOBHUS HA CbXPAHEHUE
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10. CHELOHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
| 11. HMME M AJIPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

12.

HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/218/017 14 dpunmupanu TaOIeTKHA
EU/1/02/218/018 28 punmupanu TabIeTKH
EU/1/02/218/019 42 punmupanu TabneTKu
EU/1/02/218/020 56 ¢punmupanu TabIeTKH
EU/1/02/218/021 98 ¢punmupanu TabIeTKH
EU/1/02/218/024 14 ¢punmupaHu TaOIETKH
EU/1/02/218/025 28 punmupanu TabIeTKH
EU/1/02/218/026 42 punmupanu TabIeTKH
EU/1/02/218/027 56 punmupanu TabIeTKH
EU/1/02/218/028 98 ¢unmupanu TabneTKu

| 13.

ITAPTUJIEH HOMEP

[aprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE
| 15. YKA3AHHSI 3A YIIOTPEBA
‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Axura 20 mg puaMupaHu TabIeTKH

| 17,

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI ¢ BKIIIOUYCH YHUKAICH HICHTH(UKATOD

| 18,

YHUKAJIEH WIEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA 3A 42 TABJIETKH, KATO MEX/IMUHHA
OITAKOBKA/KOMIIOHEHT HA CbCTABHA OIIAKOBKA (BE3 “BLUE BOX”)

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

Axura 20 mg puaMupaHu Ta0NIeTKH
MeMaHTHH XHIPOXJIOPHU]T

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska pumvupana TabneTka cpabpika 20 mg MEMaHTHH XUAPOXJIOPHI, EKBHBAICHTEH Ha 16,62 mg
MEMAaHTHH.

| 3. CIIUCBK HA IOMOIIIHUTE BEIHECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

42 dmnMupany TabIeTKH
KoMmnoHeHT Ha chCcTaBHA OITAKOBKA, HE MOXKE J1a C€ MPOJIaBa OTACITHO.

| 5. HAYYH HA ITPUJIATAHE U ITBT/II'BTUILHA HA BBBEXK/JIAHE

ITepopanto nmpunoxenue. [Ipean ymorpeda rmpodeTeTe INCTOBKATA.

Benaubx qHeBHO

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE JIEKAPCTBEHUAT INTPOAYKT A CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA U JOCEI'A HA JELIA

I[a CC€ ChbXpaHsBa Ha MACTO, HECAOCTBITHO 3a JICIa.

| 7. APYTI'U CHEHNUAJIHM IIPEAYHPEXXIEHUA, AKO E HEOBXOJUMO

| 8. JATA HA T3TUYAHE HA CPOKA HA TT'OJHOCT

T'onen no:

| 9. CIHIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE

10. CHELOHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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| 11. HMME M AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanus

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

EU/1/02/218/022 840 ¢punmupanu tabierku (20 onakoBku mo 42)
EU/1/02/218/029 840 dunmupanu tabnetku (20 orakoBku mo 42)

| 13. TTAPTHUJAEH HOMEP

[Naprupa: {Homep}

| 14. HAUYMH HA OTIIYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 20 mg TabneTku

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

ETUKET HA BBbHIITHATA OBBUBKA HA CbCTABHA OITAKOBKA (20x 42
TABJIETKH), OBUTHU BbB ®OJINO (BKJIIOUUTEJIHO “BLUE BOX”)

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

Axura 20 mg puaMupaHu Ta0NIeTKH
MeMaHTHH XHIPOXJIOPHU]T

| 2. OBSABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska pumvupana TabneTka cpabpika 20 mg MEMaHTHH XUAPOXJIOPHI, EKBHBAICHTEH Ha 16,62 mg
MEMAaHTHH.

| 3. CIIUCBK HA IOMOIIIHUTE BEIHECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

CncraBHa onakoBka 840 (20 omakoBk# 110 42) GuIMUpPaHU TaOJICTKH.

| 5. HAYMH HA ITPUJIATAHE U ITBT/I'BTUIIA HA BBBEKJIAHE

Hepopanﬂo IMPUIIOKCHUC. Hpe,Z[I/I yHOTpe6a MpOYCTCTC JIMCTOBKATA.

Benunx 1HeBHO

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE JIEKAPCTBEHUAT INTPOAYKT JA CE
CBXPAHSBA HA MACTO JAJIEY OT HOIJIEJA 1 JOCEI'A HA JEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACHaA.

| 7. APYI'U CHEIUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOANMO

| 8. JATA HA U3TUYAHE HA CPOKA HATTOJHOCT

T'onmen mo:

| 9. CIHEHMAJIHHU YCJIOBHUA HA CbXPAHEHUE

10. CHELOHUAJIHU ITPEANTASHU MEPKHU IMPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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| 11. HWME M AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main

T'epmanus

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

EU/1/02/218/022 840 ¢punmupanu tabietku (20 onakoBku mo 42)
EU/1/02/218/029 840 ¢punmupanu tabnetku (20 omakoBku 1o 42)

| 13. MTAPTHJEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15.  YKA3AHWS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI ¢ BKIIIOUYCH YHUKAICH HICHTH(UKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJIAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

55



MUHUMYM JAHHU, KOUTO TPABBA JJA CbABbPXAT BJINCTEPUTE UJIN
JIJEHTUTE

BJIMCTEP 3A TABJIETKH

| 1. NME HA JJEKAPCTBEHUA INTPOAYKT

Axura 20 mg ¢punmupanu TabIeTKA
MeMaHTHH XUAPOXIOPU

| 2. HUME HA ITIPUTEXKATEJISA HA PASPEIIEHHMETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TT'OJHOCT

Togen mo: {(MM/ITIT}
BmxTe MapKupoOBKaTa.

| 4. ITAPTUJIEH HOMEP

[aprupa: {Homep}
Buxre MapkupoBkara.

|5.  JPYIM

MMOH — BT — Cp — 4Tp — IeT — Ch0 — Hex
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTENA

Axura 10 mg ¢puiamupanu TadaeTku
Mewmantus xuapoxiopua (Memantine hydrochloride)

ITpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA MPeIN 12 3aM04YHeTe 1A IpUeMaTe TOBA JIeKAPCTBO ,

ThH KaTo T ChbAbPsKA BaxkHa 3a Bac nagopmanus.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HAJIOXKH J1a 5 POYETETe OTHOBO.

- AKO UMaTe HAKaKBU JOMBbJIHUTEIHU BBIPOCH, MOJIS, KOHCYITHpalTe ce ¢ Bammus nekap niun
(hapmarieBT.

- ToBa nekapcTBo € npeanucaHo JudHo Ha Bac. He ro npeoTrcThnBaiite Ha apyru xopa. To Mmoxe
Jla UM HaBpEIH, HE3aBUCUMO OT TOBa, Y€ TEXHUTE CUMIITOMHU Ca ChIIUTE KaTo BamuTe.

- AKO MOTy4YuTe HIKAKBU HEXKEJIAHU JICKapCTBEHHU peakiuy, yBeaoMmere Bamms nexkap wnu
Q)apMaueBT. ToBa BkII0YBa M BCUYKH BB3MOKHU HEXKEJIaHU PpCaKknumn, HEONMMCAaHU B Ta3n
nucToBKa. BuxTe Touka 4.

KakBo cbabpika Ta3u JIUCTOBKA

Kakso npencrapisBa AXUra u 3a KakBoO ce U3I0J3Ba

Kakso Tps0Ba na 3Haere, npeau na npuemere AXura

Kax na npuemaTe Axura

BB3M0XHU HEXKETaHU pEeaKLUU

Kak na cpxpansiBate AXura

ChbabppkaHye Ha ONIAKOBKATa M JOIMBIHUTEIHA HH(POPMALIUS

ourLNE

1. Kakso npeacraBisBa AXUra u 3a KaKBO ce U3M0JI3Ba

Kak neiictBa AXura

AXura cbappka akTHBHOTO BEIIECTBO MEMAaHTHHOB XHIPOXIIOPH.

AXura npuHa[JIeXXH KbM IpyIia JIEKapCcTBa, U3BECTHA KATO JIEKApCTBa IPOTHB JCMEHIIHS.

3arybara Ha mTaMeTTa Ipu OoJiecTTa Ha AJXaiMep ce IbJDKU Ha HapyIIeHHWe Ha CUTHAJTHUTE
CHOOIIIEeHUsT B MO3bKa. MO3BKBT ChIbpxka T. Hap. N-meTmin-D-acnaprat (NMDA)-penenitopw,
aHraXHpaHU ¢ MPeAaBaHEeTO HA HEPBHUTE CUTHAIM, KOUTO Ca Ba)KHU 3a YUEHETO U maMeTTa. AXura
MIPUHAJUIEKH KbM IpyIia JeKapcTBa, HapeueHu antaroHuct Ha NMDA-penientopure. AXura aeiictsa
BBpXY Te3u NMDA-penenTopu, kato mono0OpsBa NpeaaBaHeTo Ha HEPBHUTE CUTHAIM U I1aMETTa.

3a kakBo ce u3nou3Ba Axura
AXuUra ce u3mo3Ba 3a JICUYCHUE Ha MAIMEHTH C YMEpPEHa JI0 TEKKa CTeTeH Ha 0oyiecTTa Ha Anxaimep.

2. Kakso TpsioBa 1a 3HaeTe, npeau aa npuemMere Axura

He npuemaiite Axura
- AKO cTe alnepruyHy (CBpbX4yBCTBUTEIHH) KbM MEMAHTHUH XUIPOXJIOPUI WIH KbM HSIKOS OT
OCTaHaJIMTE ChCTaBKH Ha TabiaeTkuTe AXUra (M30poeHu B TOUKa 6).

[pexynpe:xnenns u npeanasHu MepKu

loBopete ¢ Bamms nekap niu ¢papmanesT, npeau aa npuemere Axura

- Axo MMaTe aHaMHe3a 3a eMWICHTHYHU I'bPYOBE

- AKO HacKopo cTe mpekapaii nHQapKT Ha MUOKap/a (ChpedeH yaap) WK aKko CTpajgaTe oT
3acTOlHA ChpJeYHa HENOCTATHYHOCT WM OT HEKOHTPOJIMPaHa XUIEPTOHHUS (BUCOKO KPBBHO
HaJsATaHe).

B Te3u cuTyaruu JIeYeHHEeTO TPSIOBAa BHUMATETHO /1a OBb/Ie POCICAIBAHO M KJIMHHYHATA 10133 OT
Axura na 6b/1e petoBHO TIpelieHsiBaHa oT Bamus nekap.
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Axo nmarte 0p0pedHO yBpexkIane (mpobiriemMu ¢ Op0penuTe), Bamusr nexap TpsOBa BHUMATETHO Ja
mpocieasBa Op0peuHaTa GyHKIHS U aKo € He0OX0IMMO J1a KOPUTHPA CHOTBETHO JO3UTE HA
MEMaHTHH.

EnnoBpemenHaTa yrnotrpeba Ha JIEKapCTBEHHUTE MPOAYKTH aMaHTaIMH (3a JiedeHue Ha OonecTra Ha
ITapkuHCOH), KeTaMUH (BEIIECTBO, KOETO OOMKHOBEHO C€ M3MOJI3Ba KAaTO YIIOWKA), IEKCTpoMeTopdaH
(0OMKHOBEHO Ce M3I0JI3Ba 32 JICYCHHE Ha Kanuiuia) ¥ Ha Apyrd NMDA-antaronucTu TpsoBa 1a ce
n30srBa.

Jleua u roHo1IH
AXura He ce MIperopbpYBa IpU ACHA U FOHOIIH Ha Bb3PaCT MO 18 TOAWHU.

Jpyru JexapcrBa u Axura
Mons, uapopmupaiite Bammus ekap, ako npuemMare Wid HACKOPO CTe MPHUEeMald APYTH JIeKapCcTBa,
BKITIOUHTEITHO U TAKWBA, OTITyCKaHU 0e3 perenra.

[lo-konkpeTHO, AXUra MOXe Aa NPOMEHH e()EeKTUTE Ha CICIHUTE JIEKapCTBa, 1 MOXKe Ja €
Heo0xonuMo Bamusr nekap fa kopurupa go3ara uM:

- aMaHTaJMH, KeTaMUH, JIeKcTpameTopdan

- JTAHTpOIIeH, OakIoheH

- UUMETUINH, PAaHUTHIUH, IPOKaMHAMU/, XUHUWH, XUHUH, HHKOTUH

- XHAPOXIOPOTHA3H (MITH KOMOMHAIINS C XUAPOXIOPOTHAZUT)

- AQHTUXOJMHEPTUIHU CPEICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE M3IION3BAT 32 JICYCHUE Ha
JBUTATEITHU HAPYIICHUS MU YPEBHU CIIA3MH )

- AHTUKOHBYJICAHTH (BEIL[ECTBA, KOUTO CE M3MOJ3BAT 32 MPEIOTBPATABAHE MM JICYUEHUE Ha
T'bPYOBE)

- OapOuTypatH (BemecTBa, KOUTO OOMKHOBEHO CE M3MOI3BAT 32 MPEIN3BUKBAHE HA CHH)

- JOTIAMHHEPTHYHH aroHUCTH (BellecTBa KaTo L-moma, OpOMOKPUIITHH)

- HEBPOJIENITHIM (BEIIECTBA, KOUTO CE N3MOJI3BAT 32 JICYCHHE HA IICUXUYHH HAPYIICHN )

- MIePOPATHN AHTHKOATYJIAHTH

AXo0 mocThIuTe B 6OJ'IHI/IHa, YBEAOMCTC JICKYyBallluA JICKap, 4€ puemMare Axura.

AXura ¢ xpaHa ¥ HAIUTKH

YBenomere Bamms nekap, ako HACKOPO CT€ CMEHWIIN WJIM UMaTe HaMEpeHHUe J1a CMEHUTE IPacTHYHO
JyeTara cu (HarpuMmep OT HOpMajIHa TieTa KbM CTPOTa BereTapruaHcKa JHeTa) M aKo CTpaaaTe OT
0b0peuna TyOymapHa anuaosa (bTA, n3numrsk ot BemecTa, 00pa3yBallli KHCEIHHA B KPHBTA MOPAIH
HapymeHa 0b0peuHa QyHKuus (J01mo QyHKIHOHUpaHe Ha ObOpelrTe)) MU TeKKH HHPEKIINN Ha
OT/eNUTETHATa CHCTeMa (MMKOYHHUTE ITBTHUINA), ThI KATO MOXKE J1a c€ HAJIOKH KOPEKIHUS B 103aTa HA
JEKapCTBOTO.

BbpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHA WU KbPMHTE, CMATATe, Y€ MOXKE J1a CTe OpeMeHHa WM IIaHupaTe OpeMEeHHOCT,
MOCHBETBalTE ce ¢ Bamms siekap i apManeBT npean ynotpedaTa Ha TOBa JICKAPCTRO.

bpemennoct
MEMaHTHH He Ce TperopbhuBa 3a ynorpeda nmpyu OpeMeHH! KEHH.

Kbpmene
JKeHH, ipreMary AXUra, He TpsoBa ga KbpMST.

lodupane u padora ¢ MalIUHU

Jlekapst e Bu kaxke naju 3a00J11BaHETO MMO3BOJIsABA 0€30IaCHO Ja modupare u aa paboTUTE C
MaIIHHH.

Ocgsen ToBa AXUra Moxe Jia MpoMeHH CcItocoOHOCTTa B 3a pearupane, KoeTo ch3gaBa OMacHOCT MPU
modupane Wik paboTa ¢ MalTuHA.
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3. Kaxk na npuemarte AXxura

Bunaru npuemaiite ToBa JIEKapCcTBO TOYHO KakTO Bu e kazan Bammust iekap. AKo HE CT€ CUTYpHU B
HEI0, MOJIsI, KOHCYJITHpaiTe ce ¢ Bamms nekap wimm (hapMariesT.

Jo3upoBka

IIpenoppuBanaTa q03a AXUra 3a Bb3pacTHH U MAIMEHTH B cimapuecka Bh3pacT € 20 mg BeqHbK
JTHEBHO. 32 J]a C€ HaMaJId PUCKBT OT HEXKEJIaHU JIEKAPCTBEHH PEAKIINH, Ta3! 1032 CE MOCTHUTa
MOCTENEHHO MO ClIeIHaTa JTHEBHA CXEMa Ha JICUEHHUE:

ceamuna 1 oJIOBHH Tabsetka ot 10 mg

ceamuiia 2 enna tabneTka ot 10 mg

ceaMuIa 3 €/lHa ¥ TOJIOBHHA TalJIeTKa
ot 10 mg

ceammuna 4 2 tabnetku ot 10 mg

U clIef TOBa BEIHBK Ha JeH

OOMKHOBEHO HavaJTHATA /1032 € TIOJIOBUH TabjieTka euH IhT Ha 1ieH (1 X 5 mg) mpe3 mppBara
ceamuria. Tst ce moBuIaBa o efHa TabieTka BeAHBX Ha JieH (1 x 10 mg) mpe3 Bropara cenMuIia u 0
1 u monoBrHa TabyeTKa BEAHBXK HA JICH Ipe3 TpeTara ceamunia. OT 4eTBhpTaTa CeMUIAa HaATaThK
obuuaiiHara 103a € 1mo 2 TabmeTKu Beaus:k aqueBHo (1 x 20 mg).

Jo3upaHe npyu nanyeHTH ¢ HapylIeHa O0b0peyHa pyHKIUS

AKko umare HapylieHa 6p0peuyna GyHKIus, BamusaT nekap e npereHn Kaksa /103a € MOAX0/IA1IIa 3a
Bameto cberosinue. B To3u ciyudait aekapst TpsOBa Aa mpociensisa Ob0peuHara Bu ¢yHkims mpe3
OTIpeJIeICHH WHTEPBAIIH.

IIpunoxenue

AXura Tpsi0Ba fa ce mpuiara nepopaiHo BEAHBXK AHEBHO. 3a 1a UMaTe Moji3a OT JEKapCTBOTO, TpsiOBa
Jla TO B3eMaTe PeAOBHO, BCEKU JICH 110 €JHO M CHIIO BpeMe Ha JeHoHoureTo. TabneTkure TpsiOBa na
ce MOINTBIIAT ¢ MaJIKO Bojia. TabineTkuTe MoraT Jja ce pueMar ¢ Win 6e3 XxpaHa.

Ipoab/KUTEJTHOCT HA JIeYeHHETO
[IpuembT Ha AXUra npoabinkaBa gokaTo uMa edekt 3a Bac. Bamusr nekap TpsOBa 1a peoleHsBa
peoBHO JeueHueTo Bu.

AKO cTe IpHueJH MoBe4Ye OT HeodxoaUMAaTa J03a AXura

- OOWKHOBEHO IMPHEMAHETO Ha MpeKajgeHo MHoro AXUra He Ou TpsdBaio na Bu HaBpean. Moxe
Jia ce 3aCHJIT HAKOW CUMIITOMH, TOCOYCHH B TOUKa 4. ,,Bb3MOKHU HEXETaH! peaKkiuu .

- Axo npuemeTe AXUra B 103a, MHOTOKPATHO IO-BUCOKA OT NMpeAIUcaHaTa, CBbpkeTe ce ¢ Bamms
JieKap WM NOThPCeTe MEIUIMHCKA KOHCYITAlLUs, Thii KaTO MOXKE /1a Ce HYXK/1aeTe OT
MEIUIMHCKA TIOMOL.

AKO cTe PONMYCHAJIM a mMpueMeTe AXura

- AKo oTkpueTe, ue cTe 3a0paBuiM Ja IpueMere fo3ara cu AXUra, u3yakaite U npuemMere
cleBalara 103a B 00N4aifHOTO BpeMe.

- He B3emaiite nBoiiHa /1034, 32 Ja KOMIIEHCUpATe MPOIyCHATaTa J03a.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € yHoTpebara Ha TOBA JIEKAPCTBO, MOJIS,
KOHCYyNTHpaiiTe ce ¢ Bamms nexkap win ¢papMaresr.
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4, Bb3MoKHU HeKeJTaHU pP€aKkuumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a NPEAU3BUKA HEIKCIIAaHU PCAKIIUU, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

O6I/IKHOBCHO, Ha6J'IIOI[aBaHI/ITC HCXKCJIaHU JICKAPCTBCHU PCAKINU Ca JICKHU 10 YMCPCHU.

Yecmu (moeam oa 3aceenam 0o 1 na 10 nompedbumenu):

. I'maBoGonMe, CHHIMBOCT, 3aIeK, MOBUIICHU ()YHKIIMOHATHN YSPHOAPOOHH ITOKA3ATEIH,
3aMastHOCT, HApYIICHUE Ha PABHOBECHUETO, 33/1yX, BUCOKO KPHBHO HAJIATAHE U
CBPBXYYBCTBUTEIIHOCT KbM JIEKAPCTBA

Heuecmu (moeam oa 3acecnam 0o 1 na 100 nompebumenu):
. Ymopa, reonyan HHGEKIH, 00bPKAHOCT, XaTIOIMHAINY, TOBPBINAHE, HAPYIIICHA MTOXO0/IKa,
ChpJICUHA HEIOCTATHYHOCT U BEHO3HO TPOoMO00OOpasyBaHe (TpoM003a/TpoMO0eMOOITH3bM)

Mmnozo pedxu (moeam 0a 3aceenam 0o I na 10 000 nompebumenu):
. I'spuoBe

C neussecmua uecmoma (0m HAIUYHUME OAHHU He Modce 0a ObOe HANPaseHa OYeHKA Ha
yecmomama,):
. Br3nanenue Ha maHkpeaca, Bb3MaJeHHE Ha YePHHUS AP0 (XEMATHUT) U MCUXOTUYHU PEaKIUH

Bbonectra Ha Anxaiimep ce CBBp3Ba ¢ AeHpecs, CYUIMIHA MUACTHU U OMUTH 3a caMoyOuiicTBo. Te3un
chOUTHSA ca ChOOLIABaHU MPH MAIIMCHTH, JIEKyBaHU ¢ AXUra.

Cpo0LaBaHe HA HeKeJIAaHU peaKl U

AKO nosryunTe HSIKaKBU HE)XXEJIaHU JIEKapCTBEHU Peakiuy, yBeaomere Bamus nekap wiu papmaiesT.
ToBa BKJIFOUBAa BCUYKH Bb3MOKHH HEOIIMCAHH B Ta3H JINCTOBKA HEXKENAHU peakunu. Moxkere chIIo Aa
CHOOLINTE HEXENAaHU PEaKIH JUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOoOIIaBaHe, MOCOYCHA B
Ipunoxenue V. Karo cpobiuiaBare HexenaHu peakLuy, MOXKETe J1a 1aeTe CBOsI IIPUHOC 3a
[0JIy4aBaHe Ha IoBede MH(OpMalKs OTHOCHO 0€30I1acCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cexpansiBaTe AxXura

CobxpansBaiiTe Ha MSICTO, HEAOCTBITHO 32 JICLIA.

He usnon3Baiite TOBa JICKapCTBO CJIE] U3THYAHE CPOKA HA TOAHOCT, OTOENsI3aH BEPXY KapTOHCHATA
KyTust u onmctepa cien "I'omen 10:". Cpoka Ha TOAHOCT OTTOBaps Ha TOCIETHUS JICH OT ITOCOYCHUS
MeECeIL.

To3u nexkapcTBeH NPOAYKT HE U3UCKBA CIIELUATHHU YCIOBHS Ha ChbXPAHECHHUE.

He m3xBbpisiiTe iekapcTBaTa B KaHAIM3AITUATA WM B KOHTEHHEpa 3a JOMAITHU OTIABITH.
[Monwuratite Bamms hapmaneBT kKak Ja H3XBBPIIATE JIEKApCTBAaTa, KOMTO Beue He u3noiseare. Te3u
MEpPKH L€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATa Cpeaa.

6. Chabp:kaHue Ha OIAKOBKATA M JOINbJIHUTEIHA HHpoOpManus

Kaxkso cbabp:ka AXura

AxTHBHaTa ChCTaBKa € MEMaHTHH XUAPOXJIOpUA. Besika (1)I/IJ'IMI/IpaHa TabIeTKa CbAbpiKa 10 mg OT
MEMAaHTHH XUJAPOXJIOPH/J, CKBUBAJICHTCH Ha 8,31 mg MCMAaHTHH.
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Jlpyrute cbCTaBKU ca, MUKPOKPHCTATMHHA IIe7yJ103a, KpOCKapMes03a HaTpHUi, CHIIMINEB JHOKCHII,
KOJIOHMIeH O€3BOJICH, U MarHE3WEeB cTeapar - B SAPOTO Ha TabJIeTKaTa; XUIpoMeno3a, Makporon 400,
tutanoB auokcua (E 171), xxenesen okenn xbaT (E 172)— B oOBHBKaTa Ha TabneTkaTa.

Kak n3rie:xxga AXUra u KakBo cbIbp:Ka OIIAKOBKATAa

WIMUPAHUTE TaOJIETKU JIEJI0 SKBJITH J10 )KBJITH, EJIMIICOBUAHN QUIMHUPAHU TaOJICTKU
o aHuTe TabaeTku AXuUra ca 61en0 0 eJINIICO aHU TaOJIETKHU C
JISNIATENHA YepTa U MapKUpoBKa ,,1-0” ot eanara crpana u ,,M M” ot apyrata cTpaHa.

Ounmupannute TadeTkn AXUra ce mpemjiarat B OJucTep OomakoBKy 1Mo 14 TabneTtku, 28 TabmeTku,
30 tabmerku, 42 Tabnetku, 50 Tabmerku, 56 Tabnetku, 98 Tadbmerku, 100 Tabnerku, 112 TabneTku u
rpynou omakoBku 1o 840 (20 onakosku mo 42) tabaerku, 980 (10 omakoBku 110 98) TabIETKH WK
1 000 (20 onakoBku 1o 50) TabIeTKH.

He Bcuukn BHIOBEC OIMAKOBKH MOTIaT Ja 6’L,HaT ITyCHATHU B np0ﬂa>K6a.

IIpuTte:xaTes Ha pa3pelieHHETO 32 yoTpeda
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

TI'epmanus

IIpousBoaure

Merz Pharma GmbH + Co. KGaA
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main

I'epmanus

3a AONBIHUTENHA HHPOPMAIIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPXKETE CE C JIOKATHHS
HPEICTABUTEN HAa PUTEKATEIS HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Merz Pharmaceuticals GmbH H. Abbe Pharma GmbH

Tél/Tel: +49 (0)69 1503 - 0 Tel.: +370 52 711710

Bouarapus Luxembourg/Luxemburg

Merz Pharmaceuticals GmbH HANFF Global Health Solutions s.a r.l.

Tel.: +49 (0)69 1503 -0 Tél: +352 45 07 07-1

Ceska republika
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Danmark
Merz Pharmaceuticals GmbH
TIf: +49 (0)69 1503 -0

Deutschland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Eesti
H. Abbe Pharma GmbH
Tel.: +372 6 460980

Magyarorszag
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Malta
Clinipharm Co. Ltd
Tel: +356 21 43 74 15

Nederland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

Norge
Merz Pharmaceuticals GmbH
TIf: +49 (0)69 1503 -0



EM\ada
Merz Pharmaceuticals GmbH
TnA: +49 (0)69 1503 - 0

Espafia
Merz Pharma Esparia S.L.
Tel: +34 91 657 47 84

France
Merz Pharmaceuticals GmbH
Tél: +49 (0)69 1503 -0

Hrvatska
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

Ireland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

island
Merz Pharmaceuticals GmbH
Simi.: +49 (0)69 1503 -0

Italia
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Kvbzpog
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Latvija
H. Abbe Pharma GmbH
Tel.: +371 67 103203

Osterreich
Merz Pharma Austria GmbH
Tel: +43 1 869 16 04-0

Polska
Centrala Farmaceutyczna CEFARM SA
Tel: +48 22 634 02 22

Portugal
Merz Pharma Espafia S.L.
Tel: +34 91 657 47 84

Romania
Merz Pharmaceuticals GmbH
Tel.: +49 (0)69 1503 -0

Slovenija
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Slovenska republika
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Suomi/Finland
Merz Pharmaceuticals GmbH
Puh/Tel: +49 (0)69 1503 -0

Sverige
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

United Kingdom
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

I[aTa Ha IOCJCIHO NMpepasrjaeckKaaHe Ha JIMCTOBKaTa mm/I'rrr.
HOI[pO6Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA Ha ye6ca171Ta Ha EBpOHCfICKaTa arcHusA

1o JiekapcTBata http://www.ema.europa.eu.
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JlucroBka: undopmanusi 3a NoTpeduTENA

AXura 5 mg/ u3noMnBaHe nepopajieH pa3TBoOp
Mewmantun xuapoxiopun (Memantine hydrochloride)

IIpouereTe BHUMATEIHO LSIJIATA JIMCTOBKA NPEIH A2 3all04YHeTe Aa IpUeMaTe TOBA JeKapCTBO

ThH KaTo T ChbAbP:Ka BaxkHa 3a Bac nagopmanus.

- 3amaseTe Ta3u JUCTOBKA. MOXKe 1a ce HAJIOXKU J1a s IPOYETeTe OTHOBO.

- AKO UMaTe HSIKaKBU JOITBJIHUTEIHU BBIIPOCH, MOJIsI, KOHCYITHpaiTe ce ¢ Bamms nexap uinu
(apmMarnesT.

- ToBa nexapcTBO € mpeanucano JndHo Ha Bac. He ro mpeorcrenBaiite Ha Apyru xopa. To Moxe
Jla UM HaBpey, HE3aBIUCHMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca ChIIUTE KaTo Bammre.

- AKO NIOITyYHuTe HAKAKBU HEXKEJIaHU JIEKAPCTBEHU peaKIUY, yBeqoMeTe Bamms nekap uinun
(apmaneBt. ToBa BKIIIOUBA M BCUUYKH Bb3MOXKHH HEKEJIAaHU PEaKLMH, HEONHCAHH B Ta3H
nmucToBKa. BrokTe Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

KakBo npezcTapisgBa AXUra 1 3a KakBo ce M3M0JI3Ba

Kakso Tpsi0Ba na 3Haete, npeau na npueMere AXura

Kak na mpuemare Axura

BB3MOXHU HEXeTaH! peakuu

Kak na cexpanssare AXura

ChbappkaHue Ha ONIAKOBKATa M JOIMBIHUTEIHA HHPOPMALIUS

oL E

1. Kaxkso npeacraBiasasa AXUra u 3a KakBo ce M3I0J3Ba

Kak aeiictBa Axura

AXuUra cpppika akKTHBHOTO BEIIECTBO MEMAHTHHOB XUIPOXIIOPHUI.

AXura npuHaJIeXH KbM IpyIia JIEKapCTBa, U3BECTHA KATO JIEKApCTBA MPOTHUB JCMEHIIHS.

3ary0ara Ha mameTTa mpu 0osecTTa Ha AJxaiimMep ce IbJDKU Ha HapylIeHUe Ha CUTHATHHUTE
ChOOIIEHUS B MO3bKa. MO3BKBT Chabpxka T. Hap.N-meTmii-D-acnaprat (NMDA)-perientopu, KOUTO ca
AHTQXHUPAHU C NPeIaBaHeTO Ha HEPBHUTE CUTHAJIM, KOUTO ca BaKHU 3a YUEHETO U mameTTa. AXUra
MIPUHAJIEKU KbM TpyTa JeKapcTBa, HapeueHn aHtaronnctd Ha NMDA-penentopute. AXura nefictsa
BBpXY Te3u NMDA-penenTopu, kato mono0OpsBa npeaaBaHeTo Ha HEPBHUTE CUTHAIM U [1AMETTa.

3a KakBo ce H3moJa3Ba Axura
AXura ce U3mon3Ba 3a JICUCHHE Ha MAIMEHTH ¢ YMEPEeHa JI0 TeXKKa CTeNeH Ha OoyiecTTa Ha Anxainmep.

2. Kakso Tpsi0oBa 1a 3HaeTte, npeau Aa npuemMere AxXura

He npuemaiite Axura
- aKO CTe aleprUYHH (CBPBXUYBCTBUTEIHH) KbM MEMAHTHH XUAPOXIIOPHUL WIIH KbM HIKOS OT
OCTaHaJIMTE ChCTABKK Ha TepopalicH pa3TBopa AXura (M30poeHu B TOUKa 6).

Ipenynpe:kienus u MpeanasHu MepKu

I'oBopete ¢ Bamms nekap wnn hapmanesT, Ipeau aa npuemere AXura.

- aKo MMaTe aHaMHe3a 32 eMUJICITHYHN I'bPUOBE

- aK0 HAaCKOPO CTe MpeKapaiu HHPAPKT Ha MHOKapAa (CbpACUeH yAap) Wil ako CTpaaare oT
3aCTOHa Chp/IeYHA HEOCTATHYHOCT MIIM OT HEKOHTPOJIMPAaHa XUIEPTOHHUS (BUCOKO KPHBHO
HaJsraHe).

B Te3n cutyannu gedeHnero TpsOBa BHUMATEITHO Ja Obe MPOCIIeIIBaHO U KIIMHUYHATA 110J13a OT
AXura na 6p1e pefoBHO IpeneHsIBaHa oT Barmwst nexap.
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Ako umare HapylieHa Ob0peuyna GyHKIus (0bOpeuHo yBpexaane), BamusaT gekap TpsOBa
BHHUMATEITHO J1a TIpocieasBa Ob0peunara Bu GpyHKIHS U ako € He0OX0IMMO Ja KOPUTHPA CHOTBETHO
JTIO3UTE Ha MEMaHTHH.

EnnoBpemenHaTa yrnotpeba-Ha JIEKapCTBEHUTE MIPOAYKTH aMaHTa/IvH (3a JiedeHue Ha [lapkuHCOHOBA
0oJiect), KeTaMHH (BEIECTBO, KOSTO OOMKHOBEHO C€ I10JI3Ba 3a aHECTe3Ms ), AeKcTpoMeTopdhaH
(0OMKHOBEHO Ce IM0JI3Ba 3a JIeUeHUE Ha Kanumiara) u Ha qpyru NMDA-aHTaroHucTy eTHOBpEMEHHO
TpsiOBa 1a ce n30sTBa.

Jleua u roHomIH
AXura He ce MIperopbpYBa IpU ACHA U FOHOIIHN Ha Bb3PaCT MO 18 TOAUHU.

Jpyru JexapcrBa u Axura
Mons, uapopmupaiite Bamms sekap, ako npuemMare Wil HACKOPO CTe MpHEeMald APYTH JIeKapCcTBa,
BKITIOUHTEITHO U TAKWBA, OTITyCKaHU 0e3 perernra.

[lo-konKpeTHO, AXUra MOXe Ja MPOMEHHU e()eKTUTE Ha CICTHHUTE JICKapCTBa, U MOXKE J1a €
HeoOxonuMo Bamusr nekap fa kopurupa jo3ara UM:

- aMaHTaJMH, KEeTaMUH, JIeKcTpameTopdan

- JAHTPOIIeH, OakiIoheH

- IUMETUINH, PAaHUTHIUH, IPOKaMHAMHU/, XUHUIWH, XUHUH, HHKOTUH

- XHAPOXIOPOTHA3H (MITH KOMOMHAIINS C XUAPOXIOPOTHAZUT)

- AQHTUXOJIMHEPTUIHU CPEICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE M3IION3BAT 32 JICYCHUE Ha
JBUTATECITHU HAPYLICHUS M YPEBHH CIIA3MH)

- AHTUKOHBYJICAHTH (BEILECTBA, KOUTO CE M3MOI3BAT 32 MPEIOTBPATIABaHE WM JICUCHUE Ha
T'bpPYOBE)

- OapOuTypatH (BemecTBa, KOUTO OOMKHOBEHO Ce M3MOI3BAT 32 MPEIN3BIUKBAHE HA CHH)

- JOTIaMHHEPTrHYHH aroHUCTH (BellecTBa Kato L-gomna, OpOMOKPUTITHH)

- HEBPOJIENITHIH (BELIECTBA, KOUTO CE N3MOJI3BAT 32 JICYCHHE HA IICUXUYHH HAPYILICHNUS )

- MIepOPATHU aHTHKOATYJIAHTH

AXO mocThIINTE B 6OJ'IHI/ILI3, YBEAOMCTC JICKYyBallluA JICKap, 4€ rpuemMare Axura.

AXura ¢ xpaHa ¥ HAIUTKH

YBenomere Bammst nekap, ako HACKOPO CT€ CMEHWIIM HIIM UMaTe HaMEpeHHUE J]a CMEHUTE IPacTHYHO
JyeTara cu (HarpuMmep OT HOpMajIHa IieTa KbM CTPOra BereTapuaHcka JUeTa) M aKo CTpajaTe OT
0b0peyna TyOymapHa anuaosa (bTA, n3numrsk ot BemecTa, 00pa3yBalll KHCEIHHA B KPHBTA MOPAIH
HapyueHa 0b0peuHa QyHKIus (JJomo GyHKIHOHNpaHe Ha ObOpenuTe) Wik TeKKM HH(EKIUN Ha
OT/ENUTETHATa CHCTeMa (MMKOYHNUTE ITBTHUIA), ThI KATO MOXKE J1a C€ HAJIOKH KOPEKIHS B 103aTa Ha
JEKapCTBOTO.

bpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHa WIN KbPMHTE, CMATATe, Y€ MOXKE J1a CTe OpeMeHHa WM IIaHupaTe OpeMEeHHOCT,
MOChBETBalTE ce ¢ Bamms iekap i dapManesT npean ynotpedaTa Ha TOBa JIGKAPCTRO.

bpemennoct
MEMaHTHH He Ce TperopbhuBa 3a ynorpeda nmpu OpeMeHH! KEHH.

Kbpmene
JKEHUTE, IpreMany AXura, He TpsiOBa 1a KbpMSIT.

lodupane u padora ¢ MAalIUHU

Jlekapsit e Bu kaxke naju 3a00J11BaHETO MO3BOJIsABA 0€30I1aCHO Ja odupare u aa paboTUTE C
MaIIHHH.

Ocgsen ToBa AXUra Moxe Jia IpoMeHH CITIocoOHOCTTa B 3a pearupane, KoeTo ch3gaBa OMacHOCT MPU
modupane WM paboTa ¢ MalTuHA.
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AXUra csabpxka copouToI

To3u NiekapcTBEH NPOAYKT ChIIbpxka copouTon. Ako Bammsr nekap Bu e npenynpew, ue umare
HEMMOHOCUMOCT KbM HSKOHU 3aXapH, CBbpkKeTe ce ¢ Baius jgexap npeau 1a npueMeTe TO3U JIEKapCTBEH
npoAyKT. BamusT nekap me Bu nmochBeTBa 10 TO3M BBITPOC.

OcBeH TOBa, TO3M JICKAPCTBEH NPOJYKT ChIIbprka Kaiui, no-mainko ot 1 mmol (39 mg) Ha no3a, T.c.
IPaKTUYECKU HAMA ChAbPKaHWUE HA KaIUH.

3. Kak na npuemarte AXura

Bunaru npuemaiite ToBa 1€KapcTBO TOUHO KakTo Bu e kazan BamusaT nexkap. Ako He CTe CUTYPHH B
HEIl0, MOJISL, KOHCYATHpaiiTe ce ¢ Bamms nekap wim gpapmanesT.

Jo3upoBka

Enno u3znommnBaHe chabpka 5 MY MEMaHTUH XUJIPOXIOPHU.

IIpemopruBanara go3a AXUra 3a Bb3pacTHH M MTAIUCHTH B CMAp4eckd Bb3PacT € YSTHPU U3IIOMITBAHE,
KOWTO ca eKBUBaJICHTHU Ha 20 mg BETHBK JHEBHO.

3a 1a ce HaMaIK PUCKBT OT HEXKEIaH! JICKApPCTBEHU PEaKLUU, Ta3U J103a CE MOCTUTA MOCTEIIEHHO 10
clieqHaTa JTHEBHA cXeMa Ha JICUCHHE:

ceamua 1 €JTHO U3IOMIIBaHE
ceamuria 2 JIBE U3IIOMIIBAHUS
ceamuIa 3 TPH U3MOMIIBAHUS
ceamuria 4 YETHPHU H3TOMITBAHUS
U CJIeJ TOBa

OOUWKHOBEHO HayallHATA J103a € eAHO u3nommBane (1 X 5 mg) BeMHBXK JHEBHO Npe3 MIbpBaTa CEIMUIIA.
Tasm mo3a ce moBHINaBa Mpe3 Bropara ceamuiia a0 ase u3mommnBanus (1 x 10 mg) BeAHBK JHEBHO, a
pe3 TpeTara ceaMuIia 1o Tpu n3nommBanws (1 X 15 mg) Bemusx nHeBHO. OT 4eTBBpPTaTa CEIMHUIIA
npenopbyYBaHaTA /1033 € YSTUPH U3MOMIIBAHUS BeIHBK AHEBHO (1 x 20 mQ).

Jlo3npaHe Npu NAlUEHTH ¢ HapylleHa 0bOpeyHa GpyHKIHSA

Axko nMaTe HapymeHna Ob0peuHa GyHKuMs, Bammst nexap 1ie npereHy KakBsa /103a € MoAXOAsIIa 3a
Bamero cherosinue. B To3u ciryuaii gekapst TpaOBa aa mpocieassa 0s0peunata Bu GpyHkumsa npes
OIIpeJIeJIEH! HHTEPBAJIU.

IIpunaoxenne

AXura TpsiOBa J1a ce mpriara mepopaiHo BEAHBXK JHEBHO. 3a 1a ©UMaTe T10J13a OT JIEKapCTBOTO, TPsiOBa
Jla TO B3eMate pPeJ0BHO, BCEKH JICH 110 €THO M ChII0 BpeMe Ha JIEHOHOIHeTo. Pa3TBopbT TpsiOBa na ce
mpreMa ¢ MaJiko Boja. Pa3TBopbT MOXke J1a ce rmpuema ¢ wiu 0e3 XpaHa.

3a moapoOHM yKa3aHUs OTHOCHO MPUTOTBSHETO U pa0doTaTa C MPOAYKTa BIIKTE Kpast Ha Ta3u
JICTOBKA.

Ipoab/KMTEJTHOCT HA JIeYeHHETO
[IpuembT Ha AXUra npoabikaBa 1okaTo uMa edekt 3a Bac. Bammsr nekap TpsOBa 1a peoleHsBa
peoBHO JeueHueTo Bu.

AKO cTe MpueJIu MOBeYe 0T HeoOxoauMaTa q03a Axura

- 0OMKHOBEHO MPUEMAHETO Ha IpeKasieHo MHoro AxXura He 6u TpsOBao 1a Bu HaBpenn. Moxe
Jla Ce 3aCUJIAT HAKOU CUMIITOMM, TOCOYEHH B TOUKA 4. ,,BB3MOKHU HEXEJTaHU peakuu‘.
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- ako mpuemeTe AXUra B 103a, MHOTOKPaTHO IT0- BUCOKA OT IPEIICaHaTa, CBbpIKeTe ce ¢ Barmmms
JIeKap WK MMOThPCETE MEAUITMHCKA KOHCYJITAIINA, Thil KATO MOXKE J1a Ce HY)KIAeTe OT
MEIULHUHCKA ITOMOIII.

AKO cTe poNMycHAIN 1a npueMeTe Axura

- aKo OTKpHETe, Ue cTe 3a0paBWIId Jia TIpUeMeTe Jjo3ata ci AXUra, u34akanTe U IpueMeTe
cle/BalaTa 103a B 00M4aifHOTO BpeMe.

- HE B3eMaiiTe JIBO¥HA /1034, 3a Jla KOMIIEHCHUpATe MPOIyCcHaTaTa J103a.

AKO UMaTe HIKaKBU JOITBJIHUTEIHN BBIIPOCH OTHOCHO yIOTpedaTa Ha TOBa JIEKapCTBO, MOJIS,
KOHCyNITHpaiiTe ce ¢ Bamms nekap win papMaresr.

4, Bb3MOKHHI HeskeJTaHU peaknuu

Kakto Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIaHNU PCaKIIUH, BBIIPEKU Y€ HC
BCCKH ' TIOJTy4aBa.

OO6ukHOBEHO, HAOII0JaBaHNUTE HEXKEIIAHU JICKAPCTBEHHU PEAKITUH ca JIEKH IO YMEPEHH.

Yecmu (moeam da 3acecnam 0o 1 na 10 nompebumenu):

o riaBo0osie, ChHIMBOCT, 3aleK, OBUINCHN (DYHKIIMOHAIHN YePHOAPOOHH MOKa3aTeH,
3aMasiHOCT, HApYIIICHHE HA PABHOBECHETO, 33/yX, BUCOKO KPbBHO HAJISATaHE U
CBPBXUYYBCTBUTEITHOCT KbM JIEKapCTBa

Heuecmu (moecam 0a 3aceenam oo 1 na 100 nompebumenu):
o yMopa, rbONYHN HHPEKITUH, 00bPKAHOCT, XaTIONMHAIINY, TOBPBIaHe, HAPYIIIEHA MOX0IKA,
ChpJICUHA HEIOCTATHUYHOCT U BEHO3HO TPOMOO0OOpasyBaHe (TpoM003a/TpoMO0EeMOOITH3bM)

Mmnoeo peoku (moecam oa 3aceenam 0o 1 na 10 000 nompebumenu):
o I'bpPUOBE

C Heuzsecmna uecmoma (om HanuuyHume OAHHU He Modice 0d ce Hanpaeu OyeHKa Ha qecmomama):
L BB3MNAJICHUC Ha IMMaHKpCaca, Bb3IMaJICHUC HAa YCPHUA ,Z[p06 (XCHaTI/IT) U NMICUXOTUYHU pCaKINUn

BonecTra Ha AnxaiiMep ce CBBp3Ba ¢ ACTPecHs, CYHIHIHA MUACTH U OIUTH 3a caMoyouniicTBo. Te3un
crOUTHS ca ChOOIIaBaHU NPY MAIMEHTH, JIeKyBaHu ¢ AXUra.

Cpo0maBaHe HA HEeJKeJIAHU peaKIun

AKO IOJIyYHTe HAKAKBU HEXKEJIaHU JIEKAPCTBCHH PEaKIMK, yBeaoMeTe Barwms jaekap nin hapMaiieBT.
ToBa BKIIFOUBa BCUYKH Bb3MOKHH HEOITIMCAHU B TA3W JINCTOBKA HEXKENAHU peakiuu. MoxkeTe ChIo Aa
CHOOIINTE HEKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChOoOIIaBaHe, TOCOYCHA B
[punoxenune V. Karo cho0maBare HexeNnaHu Peakui, MOXeETe JIa TaJeTe CBOSI IPUHOC 3a
MoJTyyaBaHe Ha MoBeue MHPOpPMAIIHS OTHOCHO 0€30MIaCHOCTTa Ha TOBA JICKApCTBO.

5. Kak 1a cbxpansiBaTe Axura

CopxpansBaiiTe Ha MSICTO HEJOCTHITHO 3a JCTIa.

He uznon3BaiitTe TOBa JICKApCTBO CJIE] U3THYAHE CPOKA HA TOAHOCT, OTOEsI3aH BEPXY KapTOHCHATA
KyTHsI U eTHKeTa Ha OyTuiikara cien “Tomnen no”. Cpoka Ha TOAHOCT OTTOBaps Ha MOCIICTHUS JIEH OT
[IOCOYEHHS MECEIL.

[la He ce cpxpansaBa Hax 30°C.

Cren OTBapsSIHETO CHIBPIKAHUETO Ha OyTHIIKaTa TPsIOBA Ja c€ M3MOJI3Ba B paMKHUTE Ha 3 Meceria.
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ByTtunkara ¢ MOHTHpaHaTa MOMITa MOKE /1a C€ ChXpaHIBa M TPAHCIIOPTHPA CaMO BHB BEPTHUKAITHO
MOJIOKECHUE.

He u3xBbprsiite ntekapcTBaTa B KaHAJU3AIMATA WIA B KOHTEHHEPa 3a TOMAITHH OTTIa IBIIH.
ITormuratiTe Bammus dhapmaneBT Kak 1a U3XBBPIIITE JIEKapCTBATa, KOUTO BeUe HE M3ITOJI3BATE
Te3u MepKH 1e CIOMOTHAT 3a Ola3BaHE Ha OKOJHATa cpefa.

6. Chabp:kaHue Ha ONMAKOBKATA U JOMBJIHUTEIHA HHGOpManus

Kaxkso chabp:xka AXura
AKTHBHAaTa CbCTaBKa € MEMAHTUH XUAPOXIOPHI.

Besiko 3aneiicTBane Ha momrara (eaHo usnomMmsane) otaesst 0,5 ml pa3rBop, chabpikail S mg
MEMaHTHH XHIPOXJIOPH/, EKBUBAJICHTCH Ha 4,16 mg MeMaHTHH.

Jlpyrute chCTaBKH ca Kanues copdar, copouron (E 420) u nectunupana Boja.

Kak m3raexaa AXUra u KakBo CbAbPiKa OIIAKOBKATa
Axura MEpOpaJICH pa3TBOP CC MMpejraraT KaTo rnmpo3pavHa, 663LIB6TH3, a0 ¢I1a00 XBITCHUKABA TEUHOCT.

AXxura nepopajieH pa3tBop ce npeiarat B 0ytiiaku ot 50 ml, 100 ml wiau rpynoBu onakoBKH 110
500 ml (10 x 50 ml).

He Bcuuku BHIOBE ONTAaKOBKU MOTaT fa ObJIAT MyCHATH B IPOAAKOA.

IIpuTe:kaTes HAa pa3pelIeHUETO 32 ynoTpeda
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

I'epmanus

IIpousBoauTe

Merz Pharma GmbH+ Co. KGaA
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main

T'epmanus

3a gombaHKUTENHA HHPOPMALUSI OTHOCHOTOBA JIEKAPCTHO, MOJISI CBBPIKETE CE C JIOKATHHUS
MIPEICTaBUTEN HAa IPUTEXATENs Ha pa3pelieHueTo 3a yrnorpeoa.

Belgié/Belgique/Belgien Lietuva

Merz Pharmaceuticals GmbH H. Abbe Pharma GmbH

Tél/Tel: +49 (0)69 1503 - 0 Tel.: +370 52 711710

Boarapus Luxembourg/Luxemburg

Merz Pharmaceuticals GmbH HANFF Global Health Solutions s.a r.l.
Tel.: +49 (0)69 1503 -0 Tél: +352 45 07 07-1

Ceska republika Magyarorszag

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH

Tel: +49 (0)69 1503 - 0 Tel: +49 (0)69 1503 - 0
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Danmark
Merz Pharmaceuticals GmbH
TIf: +49 (0)69 1503 -0

Deutschland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Eesti
H. Abbe Pharma GmbH
Tel.: +372 6 460980

EAada
Merz Pharmaceuticals GmbH
TnA: +49 (0)69 1503 - 0

Espafia
Merz Pharma Esparia S.L.
Tel: +34 91 657 47 84

France
Merz Pharmaceuticals GmbH
Tél: +49 (0)69 1503 -0

Hrvatska
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Ireland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

island
Merz Pharmaceuticals GmbH
Simi.: +49 (0)69 1503 -0

Italia
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Kvmpog
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Latvija
H. Abbe Pharma GmbH
Tel.: +371 67 103203

Malta
Clinipharm Co. Ltd
Tel: +356 21 43 74 15

Nederland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

Norge
Merz Pharmaceuticals GmbH
TIf: +49 (0)69 1503 -0

Osterreich
Merz Pharma Austria GmbH
Tel: +43 1 869 16 04-0

Polska
Centrala Farmaceutyczna CEFARM SA
Tel: +48 22 634 02 22

Portugal
Merz Pharma Espafia S.L.
Tel: +34 91 657 47 84

Romania
Merz Pharmaceuticals GmbH
Tel.: +49 (0)69 1503 -0

Slovenija
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Slovenska republika
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Suomi/Finland
Merz Pharmaceuticals GmbH
Puh/Tel: +49 (0)69 1503 - 0

Sverige
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

United Kingdom
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

Jara Ha mociaeqHonpepasriexaaHe Ha JUCTOBKAaTa MM/ITIT.
ITonpo6Ha mHpOpMAIHS 32 TOBA JIEKAPCTBO € MPeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHIus
o JiekapcTBata http://www.ema.europa.eu.
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HWHcTpyKIUHU 32 IpaBUJIHATA yHIOTpeda HA MoMIaTa

P a3TBOPBHT HC TpSI6Ba Ja CC U3JInBa NI U3TIOMBIIA JUPCKTHO B YCTAaTa OT 6YTI/IJ'IKaTa WK IIoMIIaTa.
OTMCpeTC Jo3aTta B JbXXHIA UJIK B Yallla BOJAa C IIOMOIITa Ha moMIiaTa.

OTtcTpaHeTe KamaykaTa Ha BUHT OT OyTHJIKaTa:

Kamaukara Tpsi0Ba J1a ce 3aBbPTH B [TOCOKAa 00PaTHO Ha YaCOBHUKOBATA CTPEJIKA JIO ITbJIHO OTBUBAHE U
na ce orctpanu (¢ur. 1).

1.

MonTHpaHe Ha Jo3Hpaliara omia Bbpxy OyTuikara:

W3Banere mosupaiaTa momia OT MOJUETHIICHOBAaTa OMaKkoBKa ((ur. 2) U s MOCTaBEeTE BbPXY
Oyruikara. [IbXHeTe BHIMATEITHO IJIacCTMacoBaTa TphrOMUYKa BhTpe B OyTriikara. Kato npuabpixkare
Jlo3upariara moMIia KbM I'bpJ0TO Ha OYTHIIKAaTa, 3aBUHTETE TI0 TOCOKA HAa YaCOBHUKOBATA CTPEIIKA,
JIOKaTo ce 3akpernu 3apaBo (dur. 3). Jlo3upaiata momia ce 3aBUHTBA CaMO BEIHBK, KOTaTO 3aI0uHe
Jla ce U3I0JI3Ba, U He TPsIOBAa HUKOTA J]a C& OTBUHTBA.

2. 3

4-\

Kak ce uznomssa Ao3upaniara rnomiia:

I'maBaTa Ha mo3uparara MoMIa UMa JIBE IMO3UIUH U JIECHO € JIECHO J1a C€ 3aBbPTH:
- B IIOCOKa 00PAaTHO HA YaCOBHHUKOBATA CTPENIKA 32 OTBAPSHE U
- B ITOCOKA Ha YaCOBHUKOBATAa CTPEJIKA 3a 3aTBapsHE.

['maBara Ha go3upaliara mommna He TpsOBa Ja ce HaTHCKa HaJloJly, TOKAaTo € B 3aTBOPEHa MO3HLIHUSI.
Pa3TBOpBT MOXE Ja ce OTMEpBa caMO B OTBOPEHA MO3ULKS. 3a Ja OTBOPUTE [TOMIIATa, 3aBbPTETE
rJlaBaTa Ha JJO3Mpaliara IoMIa Mo ImocoKaTa Ha CTpeNKaTa, JOKaTo He MOJKE IT0BEYe /1a ¢€ BbPTH
(¢ur. 4). Cnex ToBa mo3upaliata oMIa € ToToBa 3a yrnorpeoa.
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HO,Z[FOTOBKEI Ha Jo3upaligara rnomiia:
Koraro ce n3nomn3sa 3a IIbPBU IIBT, JO3UPpallaTa nmomMiia H¢ OTMEpBAa TOYHOTO KOJIUYECTBO IIEPOPAJICH

pasTtBop. 3aToBa nomnara Tps0Ba aa Obe NOATOTBEHA (3apeaeHa), KaTo J03upallaTa riaBa ce
HATHCHE JOKpai HaoNy HeT MOCIeA0BaTEeIH IbTH (¢ur. 5).

9

U

[Mony4eHuAT mpu Ta3u MpoIieypa pa3TBop ce u3xBbpiia. CleABAIIMAT BT, KOTATO I1aBaTa Ha
Jl03UpaliaTa rmomiia ce HaTUCHE TOKpail Haoy (€KBUBAJIICHTHO Ha €THO 33JeCTBaHE HA TIOMIIaTa), TS
oTMepBa To4HaTa j103a (ur. 6).

6.

1x = 5mg ~—

[IpaBunna ynorpeba Ha Jo3upalara nommna:

[TocraBeTe OyTHIKATa BHPXY IUIOCKA, XOPH30HTAIHA TIOBBPXHOCT, HAIIPUMED BBPXY Maca, B
usIpaBeHo nonoxenue. [loq HakpaliHuKa MOCTABETE Yallia ¢ MaJlkoO BOJIa WU JIkkula. HatucHere
rJIaBaTa Ha J03Upalara roMia ¢ eHepruaHo, HO OTMEPEHO U YBEPEHO JBIDKEHUE - HE MTPEKAICHO
6aBHo (ur. 7, dur. 8).
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C.TICL[ TOBaA I'MiaBaTa Ha A03HpallaTa rnomMiia MOxe Ia 6’BI[C OCBO60,[[GH3, 1 € TOTOBA 3a CJICABAIIIOTO
H3IIOMIIBAaHCE.

Jlo3uparara momMIia MOXe Jia Ce U3I0JI3Ba caMo ¢ AXUra pa3TBop B MpeAOCTaBeHaTa OYTHIIKA U HE
MOJKE Jla ce IpuJiara ¢ Jpyry BElIecTBa WM OMIaKOBKH. AKO momnara He ()yHKIIHOHHpPA TIPABUITHO,
KOHCYJITHpaiTe ce ¢ Bamus nekap win gpapmarieBt. [lo3upaiiara romia TpsOBa a ce 3aTBaps Clej
ynotpeba Ha AXura.
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JlucroBka: undopmanusi 3a NoTpeduTENA

Axura 5 mg puamupanu TadJeTKH

Axura 10 mg ¢puimupanu TadaeTku

Axura 15 mg ¢puamupanu TadJeTKn

Axura 20 mg punamMupanu TadJeTKH
Mewmantun xuapoxiopua (Memantine hydrochloride)

IIpouyeTrere BHUMATEIHO LSIVIATA JIMCTOBKA IPEAU /1a 3all0YHETe 1A IpUueMaTe TOBA JeKapCTBO

ThH KaTo T ChbAbPsKa BaxkHa 3a Bac nagopmanus.

- 3amasere Ta3u JUCTOBKA. MoJke 1a ce HaJIOXKHU J1a s IPOUYETETE OTHOBO.

- AKo0 uMate HSIKaKBU JIOIIbJIHUTEIHU BBIIPOCH, MOJIS, KOHCYJITUpaiiTe ce ¢ Baius nekap wiu
(apmarnesT.

- ToBa nexapcTBO € mpeanucano Ju4dHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpEJH, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca ChIIMTE KaTo Bamure.

- AKO TOJTyyHTe HAKaKBU HEXEJIaH! JIEKAPCTBEHH PeaKIliy, yBegomere Bamus nexap niu
(hapmarieBT. ToBa BKITFOYBA M BCUYKH Bb3MOXHH HEXXEJIaHU PEaKI[UH, HEOTMCAHHU B Ta3U
nucToBKa. BmkTe Touka 4.

KakBo cbabp:ka Ta3u JIHCTOBKA

Kaxso npencrasisiBa AXUra 1 3a KakBO c€ U3II0NI3Ba

Kakso Tpsi0Ba na 3Haere, npeau Ja npuemere Axura

Kax ma nmpuemare Axura

BBb3MOXHN HEeXellaHU peakiiuu

Kax na cpxpanssare AXura

ChappikaHUe Ha ONIAKOBKATA U JAOIBJIHUTENIHA HH(pOpMaLIUs

o~ whE

1. Kakgo npeacraBiasa AXUra u 3a KakBo ce M3I0J3Ba

Kak neiictBa Axura

AXUra cpappxa akTUBHOTO BEIIECTBO MEMAHTHHOB XUIPOXJIOPHI.

AXura npuHaaiIexxy KbM Ipyna JeKapcTBa, M3BECTHA KaTo JIEKapCcTBa MPOTUB AEMEHITHS.

3arybara Ha nmameTTa pu OonectTa Ha AnxaiiMep ce IbJDKHM Ha HapyLIeHUE Ha CUTHATHUTE
ChOOIIeHUS B MO3bKa. MO3BKBT ChIbpika T. Hap. N-meTuin-D-acnaprat (NMDA)-penentopu,
aHTXUPAHU C NpeIaBaHeTo Ha HEPBHUTE CUTHAJIM, KOUTO ca BaKHU 3a YUCHETO U mamerTa. AXuUra
MIPUHAJIEKH KbM TpyTa JeKapcTBa, HapeueHn aHtaronnctd Ha NMDA-penentopute. AXura neifictea
BBpXy Te3u NMDA-penienitopu, KaTo mogoOpsiBa MpeaBaHeTo HA HEPBHUTE CUTHAIN U ITaMETTa.

3a kakBo ce U3MoJI3Ba AxXura
AXura ce n3mon3Ba 3a JieueHHEe Ha MAIMEHTH C YMEpPeHa JI0 TeXKKa CTEeleH Ha OoyiecTTa Ha Anxanmep.

2. Kakso TpsioBa 1a 3HaeTe, npeau Aa npuemMere AxXura

He npuemaiite AXxura
- AXo cTe ajlepruvHu (CBPbXYYBCTBUTEIHN) KbM MEMAHTHH XUAPOXJIOPHU]T HITH KbM HSIKOS OT
OCTaHAJIUTE ChCTABKH Ha TabsieTkute AXUra (H30poeHu B Touka 6).

IIpenynpeskieHus ¥ MpeanasHu MepKH

I'oBopere ¢ Bamms nekap wnu dapmManesT, npean aa nmpuemere AXura

- AKO UMaTe aHaMHe3a 32 SNIICITUYHN I'bPUYOBE

- AKO HacKopo cTe IpeKapanyd HHQapKT Ha MUOKapAa (ChpAeUeH yap) ik ako CTpaaare OT
3aCTOIHa Chp/€YHA HEMOCTATHYHOCT MIIM OT HEKOHTPOJIMPAaHa XUIEPTOHHUS (BUCOKO KPHBHO
HaJsTaHe).
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B Te3u cutyarmu iedeHneTo TpsiOBa BHUMATEIHO J1a ObJie TIPOCIIe/IBAHO U KIIMHUYHATA 110132 OT
AXura ma 6b11e peToBHO TIpelieHsIBaHa OT Bamus Jiekap.

Axko nMate HapymeHna 0b0peuna Gynkuus (0b0pedno yBpexnane), Bammusrt nekap TpsaoBa
BHHMMATEJIHO J1a pociiesisiBa ObOpeyHaTa GyHKIMS ¥ aKO € HE0OXO0ANMO J1a KOPUTHpa ChOTBETHO
JI03UTE Ha MEMaHTHH.

EnHoBpemenHaTa ynorpe0a Ha JeKapCTBEHUTE NMPOIYKTH aMaHTaIuH (3a JeueHue Ha 00jiecTTa Ha
[TapkuHCOH), KeTaMUH (BELIECTBO, KOETO OOMKHOBEHO C€ I0JI13Ba 332 aHECTE3Hsl), IeKCTpoMeTopdhaH
(0OMKHOBEHO Ce TM0JI3Ba 3a JieueHUe Ha Kanumia) u Ha npyru NMDA-anTaronuctu tpsOBa aa ce
n30srBa.

Jlena ¥ IOHOIIH
AXxura HC CC IpCnopbUBa IIpU ACLA U FOHOIINW Ha Bb3pPacT IOJ 18 TOAUHU.

Jpyru aexaperBa u AXura
Mons, uapopmupaiite Bammus siekap, ako mpuemMarte Wik HACKOPO CTe MPHEeMald APYTH JIeKapCcTBa,
BKJIFOUUTENTHO U TAKUBA, OTIIyCKaHU 0e3 perenra.

HO-KOHerTHO, AXura Mmoxe Aa MPpOMCHU 6(1)6KTHT€ Ha CJICAHUTEC JICKAPCTBA, U MOXKE [1a €
HeO6XOIH/IMO Bammsar JICKAp a Kopurupa ao3ara um:

- aMaHTaJMH, KEeTaMUH, JIeKcTpameTopdan

- JAHTpOIIeH, OakiIoheH

- OUMETUINH, PAHUTHIUH, IPOKaMHAMU/], XUHUIWH, XUHUH, HHKOTUH

- XUIIPOXIIOPOTHAK] (MITM KOMOMHAIHS C XUAPOXIOPOTHAZU])

- AQHTUXOJMHEPTUIHU CPEICTBA (BEIIECTBA, KOUTO OOMKHOBEHO C€ M3IION3BAT 32 JICYCHUE Ha
JIBUTATEITHA HAPYILICHUS WM YPEBHH CITa3MH)

- AHTUKOHBYJICAHTH (BEILECTBA, KOUTO CE MU3MOI3BAT 3a MPEIOTBPATIABAaHE HIIH JICUCHUE Ha
T'bpPYOBE)

- OapOuTypatH (BemecTBa, KOUTO OOMKHOBEHO Ce M3MOI3BAT 32 MPEIN3BIUKBAHE HA CHH)

- JOTIAaMHHEPTHYHH arOHUCTH (BellecTBa Kato L-gomna, OpOMOKpUTITHH)

- HEBPOJICNTUIM (BEIIECTBA, KOUTO CE U3IOJ3BAT 32 JICUCHUE HA TICHXMYHH HapyLICHUS )

- MIepOPATHU aHTHKOATYJIAHTH

AKO nocThIuTE B OOJHUIIA, YBEAOMETE JISKYBAIIUs JIeKap, ue npuemaTe AXura.

AXura ¢ XxpaHa ¥ HAIUTKH

VYBenomere Bamus nekap, ako HACKOpPO CTe CMEHUIN WM UMaTe HaMEepeHHe 1a CMEHUTE APACTHYHO
JmeTara cu (HarpuMmep OT HOpMajIHa JIieTa KbM CTpOra BereTapuaHcKa JUeTa) WM ako CTpajaTe OT
0b0peuna TyOymapHa anuaosa (bTA, n3numrsk ot BemecTa, 00pa3yBalll KHCEIHHA B KPHBTA MTOPAIH
HapyuieHa 0b0pedHa QyHKuus (J01mo QyHKIHOHUpaHe Ha ObOpernTe)) MU TeKKH HHPEKIINY Ha
OTJeNUTeNHaTa cucTeMa (MMKOYHUTE MBTHIIA), Thi KATO MOXKE Ja Ce HAIOKM KOPEKIHUs B 103aTa Ha
JEKapCTBOTO.

BbpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHa W KbpMUTE, CMATaTe, 4€ MOKE /1a CTe OpeMeHHa WU IIaHupaTe OpeMeHHOCT,

MOChBETBalTe ce ¢ Bamms nekap mim dapMaieBT npean yrmotpedaTa Ha TOBA JIEKAPCTRO.

bpemennoct
MEMaHTHH He C€ MPETnophiBa 3a ynoTpeda mpu OpeMeHHH! JKEeHH.

Kbpmene
JKeHH, ipreMary AXUra, He TpsoBa ga KbpMST.
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Ilodupane u paéoTa ¢ MAIIUHU

Jlekapst e Bu kaxke maju 3a00J11BaHETO MO3BOJIsIBA O€30I1aCHO Ja modupare u aa paboTUTE C
MaIlIMHH.

Ocsen ToBa AXUra Moe Jia IpoMeHH CIIocoOHOCTTa B 3a pearupane, KoeTo ch3aBa OMacHOCT MPU
modupane Wiu paboTa ¢ MalTuHA.

3. Kak na npuemarte Axura

Axura — OIIAaKOBKa 3a 3aI104YBAaHC Ha JICUCHUCTO, CC U3I10JI3BA CaMO HpI/I 3aI10O4YBAHC HA JICUCHUCTO C
Axura.

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e xazan BammsT nekap. AKO He cT€ CUTYPHH B
HEIo, MOJIsL, KOHCYATHpaiiTe ce ¢ Bamms nekap nnu gpapmanesT.

Jdo3upoBka

IIpenopbuBanaTa q03a 3a nedeHue ot 20 mg AHEBHO Ce ITOCTHUTA YPe3 MOCTEIIEHHO YBeIMYaBaHe Ha
no3ata Ha AXUra mpe3 mbpBUTE 3 CeaIMUIIN OT JeueHneTo. Cxemara Ha JICUCHHE € TT0OCOYEHA ChINO U
BBPXY OIIAKOBKATa 3a 3alo4BaHe Ha JieYeHHeTo. B3eMaliTe 1o enHa Ta0neTka euH IbT Ha JICH.

Cenmuna 1 (men 1-7):
B3emaiite 1o efjHa TabieTka oT 5 mg BeIHBXK Ha JieH (Osi1a 10 oYTH OsJ1a, OBATHO-IIPOIBITOBATA) B
NPOIBIDKEHNE Ha 7 JHU.

Cenmuna 2 (nen 8-14):
Biematite o enHa tabnerka ot 10 mg BeaHbK Ha JieH (OJIeI0 KBITa JI0 KBJITA, CIUIICOBUIHA) B
MPOJIbIKEHUE HA 7 JIHU.

Cenmuna 3 (men 15-21):
Bzemaiite o emHa Tabnetka ot 15 mg BeIHEK Ha IeH (CHBOOpPAH)KEBa, OBATHO-IIPOABITOBATa) B
MPOABJDKEHUE Ha 7 THU.

Cenmura 4 (nen 22-28):
Bzemaiite o emHa tabnerka ot 20 mg BeIHBXK Ha JIeH (CHBOYEPBEHA, OBATHO-TIPOIBITOBATA) B
MPOJIBIKEHUE HA 7 JTHU.

ceamuna 1 5 mg TabneTka

ceamuua 2 10 mg TabneTKa

ceamuia 3 15 mg TabneTka

cenmuna 4 20 mg TabeTKH BEAHBXK Ha

U ClIe]] TOBa ICH
HMoaabpskamia xo03a

HpenoquBaHaTa JHCBHA 1034 € 20 mg BSIHBK JHCBHO.
OTHOCHO MMPOABJDKUTCIIHOCTTA HA JICUCHUCTO, MOJIA KOHCYHTHpafITe ce ¢ Bammms JICKap.

Jlo3npaHe Npu NalUEHTH ¢ HapylleHa 0bOpeyHa GyHKIHSA

Axko nmaTe HapymeHa Ob0peuHa GyHKuus, Bamust nekap 1ie npereHn KakBa /103a € MOAXOAsIIA 32
Bamiero cherostnue. B To3u cityuaii gekapst TpaOBa ga mpociieassa 0s0peunata Bu Gpynkumsa npes
OIIpEeJICJICHN HHTEPBAJIY.
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IIpunoxenne

AXura TpsiOBa J1a ce TpriIara mepopaiiHo BEAHBXK JHEBHO. 3a 1a UMaTe T0J13a OT JIEKapCTBOTO, TPSIOBa
Jla TO B3eMaTe PEeIOBHO, BCEKH JICH TI0 €IHO U ChIIIO BpeMe Ha JeHOHOIUEeTO. TabieTkute TpsOBa a
Ce TOTIIBIIAT C MaJKo Boaa. TabieTkute MoraT Jia ce MpueMart ¢ Wi 0e3 XpaHa.

IIpoabIKMTETHOCT HA JeYEeHHETO
[TpuembT Ha AXUra mpoabinkaBa 1okaTo uMa edekt 3a Bac. Bammsar nekap TpsOBa J1a mpeorieHsBa
peoBHO JeyeHueTo Bu.

AKO cTe IpHUeJIH MOBe4Ye 0T HeodxoauMaTa q03a Axura

- OOUWKHOBEHO MPUEMAHETO Ha TIpeKaJieHo MHOTO AXUra He 6u TpsOBano ga Bu HaBpenu. Moxe
Jla ce 3aCHJIAT HAKOM CHMIITOMH, TTIOCOYEHH B TOUKa 4. ,,BB3MOKHI HEe)KEITaHN PEAKITHH ‘.

- Ako npuemeTe AXUra B 1032, MHOTOKPATHO IT0- BUCOKA OT MPEANHUCaHATa, CBBPKETE Ce C
Bamus iekap wim noTbpceTe MEAUIIMHCKA KOHCYJITANNS, ThIA KaTO MOXKeE Ja Ce HYKIaeTe OT
MEJIUIIMHCKA IIOMOIII.

AKO cTe NponmycHa/IHu 1a npuemere AXura

- AKo OTKpHeTe, ue cTe 3a0paBmiy Aa pueMere 1o3ara cu AXUra, n3yakaire u npuemMere
clie/iBaIara j03a B 00N4aifHOTO BpeMe.

- He B3emaiite nBoiiHa 1034, 32 Ja KOMIICHCUpATE MPOIyCHATaTa 103a.

AKO UMaTe HSIKaKBU JOITBJIHUTEIHN BBIIPOCH 3a yroTpedaTa Ha TOBA JIEKaPCTBO, MOJISA,
KOHCYNTHpaiTe ce ¢ Bamus nexap wiu gapmanesT.

4, Bb3MOKHHU HeKeJTaHU peakuuuun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC 1a MPECAN3BUKA HCIKCIAaHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa.

O6I/IKHOBGHO, Ha6J'IIO,Z[aBaHI/IT6 HCXKCJIaHU JICKAapCTBCHU PCAKINU Ca JICKHU 10 YMEPCHU.

Yecmu (moeam 0a 3aceenam 0o 1 na 10 nompebumenu):

. I'maBo6osMe, CHHIUBOCT, 3aleK, MOBUIICHN (GYHKIMOHATHN YePHOAPOOHH MOKA3aTelH,
3aMastHOCT, HApYIICHUE Ha PAaBHOBECUETO, 3ayX, BUCOKO KPHBHO HAJISITaHE U
CBPBXYYBCTBUTEIHOCT KbM JIEKAPCTBA

Heyecmu (moeam oa 3acecnam 0o 1 na 100 nompebumenu):
. YmMopa, reonyan nHEKIUH, 00bPKAHOCT, XaTIOIMHAIINY, TOBPBINAHE, HAPYIIeHA MTOXO0/IKa,
ChpJICUHA HEJIOCTATHYHOCT U BEHO3HO TPOMOOOOpasyBaHe (TpomM003a/TpoMO0eMO0TH3bM)

MHuozo pedxu (moeam oa 3acecnam oo 1 na 10 000 nompebumenu):
. I'spuose

C neuzgecmua uecmoma (0m HarUdHUmMe OAHHU He MOdice 0d Ce Hanpasy OYeHKA HA YeCmomama):
. Bwananenue Ha maHKpeaca, Bb3MaJeHUE Ha YePHHUS APOO (XENATUT) U MICUXOTUYHU PEaKIuH

Bonectra Ha Anmxaiimep ce cBbp3Ba C IEMpecus, CYUIIIHN MICIH ¥ OIIUTH 32 caMoyouiicTBo. Te3n
chOUTHS ca ChOOIIaBaHU NPU MAIMEHTH, JISKyBaHH ¢ AXUra.

Cpo0maBaHe HA He;KeJIAHU PeaKIIuu

AKO TIOTyYUTe HIKAKBU HEXEJIaHU JICKAPCTBCHH PEaKIINU, yBeqoMeTe Bamms nekap win hapMmarieBT.
ToBa BKJIFOYBA BCHYKH Bh3MOXKHH HEOITUCAHU B Ta3H JIICTOBKA HEXKEIaHU peakinu. MoxeTe ChIo J1a
CHOOIINTE HEXKETIAHH PEaKIK JUPEKTHO Upe3 HAIlMOHAIHATA CUCTEMA 3a ChOOIIaBaHe, MOCOYeHA B
[punoxxernne V. Kato cho0miaBare HexXeIaHH PEAKIHH, MOXKETE J1a IAZeTe CBOS IMIPUHOC 3a
Nojly4aBaHe Ha moBede HH(pOopMaIrs OTHOCHO 0€301acHOCTTa Ha TOBa JIEKApCTBRO.
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5. Kak 1a cbxpansiBaTe Axura
ChxpaHsBaliTe Ha MSACTO HEJIOCTBITHO 32 Jiela.

He n3nomn3Baiite ToBa JIEKapCTBO CIEA H3THYAHE CPOKA HA TOMHOCT, OTOEISI3aH BbPXY KapTOHEHATa
KyTHs 1 Ha Omuctepa cien "T'oxgen mo:". Cpoka Ha TOTHOCT OTroBaps Ha MOCIICIHUS JICH OT
IIOCOYEHHS MECELL.

To3u JICKApPCTBCH MNPOAYKT HC U3HMCKBA CIICIUAIHU YCJIOBHA 3a ChbXPaHCHUC.

He u3xBbpsiite nekapcTBaTa B KaHaJU3alMsATa UM B KOHTEHHEpa 3a JIOMalllHA OTHa IbIIH.
[Tonmratite Bamms hapmaneBT kak /ja H3XBBPIATE JIGKAPCTBATA, KOUTO BeUe HE U3IIOI3BATE
Te3u MepKH 1e CIOMOTHAT 3a OIa3BaHE Ha OKOJHATa cpefa.

6. Chabp:kaHue Ha OIAKOBKATA M JOITBJIHUTEIHA HHpopManus

KakBo chabp:axa Axura
AKTUBHOTO BEILIECTBO € MEMAaHTHH XUAPoXaopua. Beska tabnerka chabpika 5/10/15/20 mg memanTuH
XUIPOXJIOpHU/I, eKBUBasieHTeH Ha 4,15/8,31/12,46/16,62 mg MmeMaHTHH.

Hpyrure cberaBku Ha Axura 5/10/15 u 20 mg punmupanu TabiaeTKi ca MUKPOKPUCTAITHA 1IETYI03a,
KpPOCKapMeno3a HaTpui, CHIIUIMEB AUOKCH, KOJIOHICH OE3BOICH, MarHE3UEB CTE€apaT, KaTO BCUUKU
TE ca B AIPOTO Ha TabieTkara; a xunpomesosata, Makporon 400, tTuranoB quokcun (E 171) u
JonbHUTETHO B AXUra 10 mg ¢punmupann Tabnetku xeneseH okcun kbt (E 172) u 3a Axura 15 mg
u Axura 20 mg punmupanu TabIeTKH, KBIT U YepBeH jene3eH okeusa (E 172), ce chappxar B
oOBMBKaTa Ha TabJeTKaTa.

Kaxk u3rie:kaa AXUra u KakBo cbIbp:Ka ONAKOBKAaTa

Ounmupanute Tabsetkn AXUra ot 5 mg ca 6e11 10 HoUTH 0eJH, OBaTHO-NPOIBITrOBaTH, Ha €AHATA UM
CTpaHa e OTIeYaTaHo YuciIoTo ,,5”, a Ha Jpyrara crpaHa - oOyksure ,,MEM”,

dunmupanute Tadbaetku AxXura ot 10 mg ca 0J1e/10 KBJITH 0 KBIITH, CIUIICOBHUIHA (PUIMHUPAHU
TabNEeTKH C JIENUTEeTHa YepTa U MapKUpoBKa ,,1-0” oT exHaTa ctpaHa u ,,M M” ot npyraTa cTpaHa.
TabnerkaTa Moxe fa ObJie pa3/ieiieHa Ha IBE paBHU MTOJIOBUHH.

OunmupanuTe TaOJIETKH OT 15 mg ca OpaHKeBH 10 CHBOOPAH)KEBH, OBATHO-IIPOIBITOBATH, HA €JJHATA
WM CTpaHa € OTIeYaTaHo YHuCiIoTo ,,15”, a Ha Apyrara crpaHa - Oyksure ,,MEM”.

Ounmupanute Tabsetku oT 20 mg ca 01ea04ePBEHN 10 CHBOUEPBEHH, OBATHO-TIPOABITOBATH, HA
¢JIHaTa UM CTpaHa € OTIeYaTaHo YMCIoTO ,,20”, a Ha pyrara ctpaHa - Oyksure ,,MEM”.

Enna omakoBka 3a 3armo4BaHe Ha JIEYSHUETO ChAbpIKa 28 TabieTku B 4 6mucTepa ¢ 1mo 7 TadneTKu
Axura 5 mg, 7 tabnetkn Axura 10 mg, 7 tabnetku Axura 15 mg u 7 Tabnerku Axura 20 mg.

IIpuTeskaTes Ha pa3peLieHUETO 32 ynorpeda
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

T'epmanus

IIpousBoauTe

Merz Pharma GmbH + Co. KGaA
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main

T'epmanus

3a AombAHUTENTHA HH(POPMAITHS OTHOCHO TO3H JICKAPCTBEH MPOYKT, MOJIS CBBPIKETE CE C JIOKATHHSI
NpEe/ICTABUTEN Ha MPUTEXKATEIIS Ha pa3pelieHreTo 3a ynorpeoa.
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Belgié/Belgique/Belgien
Merz Pharmaceuticals GmbH
Tel/Tel: +49 (0)69 1503 -0

Bbbarapus
Merz Pharmaceuticals GmbH
Tel.: +49 (0)69 1503 -0

Ceska republika
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

Danmark
Merz Pharmaceuticals GmbH
TIf: +49 (0)69 1503 -0

Deutschland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Eesti
H. Abbe Pharma GmbH
Tel.: +372 6 460980

EM\aoa
Merz Pharmaceuticals GmbH
TnA: +49 (0)69 1503 - 0

Espafia
Merz Pharma Espafia S.L.
Tel: +34 91 657 47 84

France
Merz Pharmaceuticals GmbH
Tél: +49 (0)69 1503 - 0

Hrvatska
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Ireland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

island
Merz Pharmaceuticals GmbH
Simi: +49 (0)69 1503 -0

Italia
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Kvmpog
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Lietuva
H. Abbe Pharma GmbH
Tel.: +37052 711710

Luxembourg/Luxemburg
HANFF Global Health Solutions s.ar.l.
Tél: +352 45 07 07-1

Magyarorszag
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Malta
Clinipharm Co. Ltd
Tel: +356 21 43 74 15

Nederland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

Norge
Merz Pharmaceuticals GmbH
TIf: +49 (0)69 1503 -0

Osterreich
Merz Pharma Austria GmbH
Tel: +43 1 869 16 04-0

Polska
Centrala Farmaceutyczna CEFARM SA
Tel: +48 22 634 02 22

Portugal
Merz Pharma Espafia S.L.
Tel: +34 91 657 47 84

Romania
Merz Pharmaceuticals GmbH
Tel.: +49 (0)69 1503 -0

Slovenija
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Slovenska republika
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Suomi/Finland
Merz Pharmaceuticals GmbH
Puh/Tel: +49 (0)69 1503 - 0

Sverige
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0



Latvija United Kingdom
H. Abbe Pharma GmbH Merz Pharmaceuticals GmbH
Tel.: +371 67 103203 Tel: +49 (0)69 1503 -0

JlaTra Ha mocieqHoNpepasrie:kiaHe HAa JUCTOBKATA MM/TTIT.
IToapo6Ha mHpOpMaIHS 3a TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHIus

o JiekapcTBata http://www.ema.europa.eu.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Axura 20 mg ¢puimMupanu TadaeTKu
Mewmantun xuapoxiopua (Memantine hydrochloride)

IIpouereTe BHUMATEIHO LSIJIATA JIMCTOBKA NPEAH A2 3all04HeTe 1a IpUeMaTe TOBA JeKapCTBO

ThH KaTo T ChbAbP:Ka BaxkHa 3a Bac nagopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HaJIOXKU J1a 1 IIPOYETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOITbJIHUTEIHU BBIIPOCH, MOJIsI, KOHCYITHpaiTe ce ¢ Bammst nexkap nim
(apmanesT.

- ToBa nexapcTBO € mpeanucano JndHo Ha Bac. He ro nmpeotcrenBaiite Ha Apyru xopa. To Moxe
Jla IM HaBpey, HE3aBIUCHMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca ChIIMTE KaTo Bammre.

- AKO NIOITy4YHTe HAKAKBU HEXKEJIaHU JIEKAPCTBEHU PEAKINY, yBeoMeTe Bamms nexap nim
¢apmaneBt. ToBa BKIIIOUBA M BCHYKH Bb3MOXXHH HEKEJIAaHU PEaKLMH, HEONHCAHH B Ta3H
mucToBKa. BrokTe Touka 4.

- AKO HSIKOSI OT HE)KEJTaHUTE JICKAPCTBEHH PEAKIIMU CTAaHEe CEPUO3HA WU 3a0eNIe)KUTe IPyru
HEOITMCAaHU B Ta3H JIMCTOBKA, MOJIS yBeoMmeTe Bamust nekap nin ¢papMaresT.

KakBo cbabp:ka Ta3u JIHCTOBKA

Kakso npeacrasnsiBa AXUra u 3a KakBO ce U3I0J3Ba

Kakso Tps6Ba na 3Haere, npenu na npuemere AXura

Kax na npuemaTe Axura

BB3MOXHU HEXeTaH! peakun

Kak na cpxpansiBate AXura

CpabpkaHye Ha ONIAKOBKATa M JOMBIIHUTEHA HHPOPMALIUS

o~ E

1. Kakso npeacraBisiBa AXUra u 3a KaKBO ce U3M0JI3Ba

Kak neiictBa Axura

AXura cbappka akTHBHOTO BEIIECTBO MEMaHTHHOB XHIPOXIIOPH.

AXura mpuHaaIexxy KbM Irpyna JeKapcTBa, M3BECTHA KaTo JIEKapCTBa MPOTUB AEMEHITHS.

3ary0ara Ha mameTTa Ipu OosiecTTa Ha AuxaiiMep ce IbJDKU Ha HapylIeHUe Ha CUTHAIHUTE
CHOOIIEeHUsT B MO3bKa. MO3BKBT Chabpxka T. Hap. N-meTmin-D-acnaprat (NMDA)-penentopw,
aHTQXHUPaHU C MpelaBaHeTo Ha HEPBHUTE CUTHAJIM, KOUTO ca BaKHU 3a YUCHETO U mamerTa. AXuUra
MIPUHAJUIEKH KbM IpyIia JeKapcTBa, HapeueHu antaroHuct Ha NMDA-penentopure. AXura aeiictsa
BBpXy Te3u NMDA-penienitopu, KaTo mooOpsiBa MpeaBaHeTo HA HEPBHUTE CUTHAIM U ITaMETTa.

3a kakBo ce u3noa3Ba Axura
AXura ce U3M0JI3Ba 3a JICUCHHUE Ha MagueHTHU ¢ YMEPEHA 10 TEXKa CTECIICH Ha OolecTTa Ha AnuxaﬁMep.

2. Kakgo TpsioBa 1a 3HaeTe, npeau Aa npuemMere Axura

He npuemaiite Axura
- AKO cTe anepruyHy (CBpbX4yBCTBUTEIHH) KbM MEMAHTHUH XUAPOXJIOPUI WIH KbM HSIKOS OT
OCTaHAJIUTE ChCTABKH Ha TabyeTkute AXUra (M30poeHu B Touka 6).

[pexynpe:xnenns u npeanasHu MepKu

I'oBopere ¢ Bamms nekap wmu dapmManeBT, npean Aa nmpuemere AXura

- Axo MMaTe aHaMHe3a 3a eMWICHTHYHU I'bPYOBE

- AKO HacKopo cTe npekapainyi HHQapKT Ha MUOKapAa (ChpAeUeH yap) Wik ako CTpaaare OT
3acTOlHA ChpJeYHa HETOCTATHYHOCT WIIM OT HEKOHTPOJIMPaHa XUIIEPTOHHUS (BUCOKO KPBBHO
HaJsTaHe).

B Te3u cutyanmu nedeHneTo TpsiOBa BHUMATENHO 1a Ob/ie MPOCIesIBaHO U KJIMHUYHATA 10132 OT
AXura na 6p1e pefoBHO IIpeneHssBaHa OoT Barmwist nexap.
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Ako umare HapylieHa Ob0peuyna GyHKIus (0bOpeuHo yBpexkaane), BamusaT jekap TpsOBa
BHUMATEITHO JIa pociensaBa ObOpeuHaTa (QyHKIUS U aKO € HeOOXO0JMMO J1a KOPUTHpPa CHOTBETHO
JTIO3UTE HA MEMaHTHH.

EnnoBpemennara ymorpe0da Ha JIeKapCTBEHHUTE MPOITYKTH aMaHTa/IH (3a JiedeHrne Ha 6ojecTra Ha
[TapkuHCOH), KeTaMUH (BEIIECTBO, KOETO OOMKHOBEHO C€ TMO0JI3Ba 332 aHECTE3Hsl), IeKCTpoMeTopdhaH
(0OMKHOBEHO Ce IM0JI3BA 3a JIeUeHUE Ha Kauuiniia) u Ha apyru NMDA-anTaronucTu TpssoBa jaa ce
n30srBa.

Jleua u roHomuU
AXura He ce npenopbyUBa MpH Aela U IOHOIIN Ha Bh3pacT noj 18 ronuHu.

Jpyru JexapcrBa u Axura
Monmns, uapopmupaiite Bamims jiekap, ako mpueMarte Wil HACKOPO CTe TPHEeMa JIPYTH JIEKapCTBa,
BKIIFOUUTENTHO 1 TAKUBA, OTITyCKaHU 0e3 perenTa.

[Mo-konkpeTHO, AXUra MoXe Ja MPOMeHHU e(DEeKTUTE Ha CIICTHHUTE JICKApCTBa, U MOXKE JIa €
HeoOxonumo Bamusr nekap fa kopurupa jo3ara UM:

- aMaHTaJIuH, KeTaMUH, JIeKCTpaMeTophaH

- JAHTpPOJIEH, OakiodeH

- MUMETHIMH, PAHUTUINH, TPOKAUHAMUJI, XUHUUH, XUHUH, HUKOTHH

- XUIPOXIOPOTHA3U/ (MITH KOMOMHAIMS C XUAPOXIOPOTHAZU])

- AHTUXOJIMHEPTHYHH CPe/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE M3IOJI3BAT 3a JICUeHUE Ha
JIBUTATETHU HAPYIICHUS WX YPEBHU CIIa3MH)

- AHTUKOHBYJICAHTH (BEIIECTBA, KOUTO CE M3MOJ3BAT 32 MPEIOTBPATIBAHE WM JICUCHUE Ha
T'bpYOBE)

- O6apOutypatu (BemecTBa, KOUTO OOMKHOBEHO CE€ M3ITOJI3BAT 3a MIPEAU3BUKBAHE HA CHH)

- JIOTIAMUHEPTHYHH arOHUCTH (BeIlecTBa Kato L-mgomna, OpOMOKPUTITHH)

- HEBPOJICNITHII (BEIIECTBA, KOUTO CE M3MOJI3BAT 3a JICUCHHUE HA TICUXHYHU HAPYIICHUS)

- NEPOPAITHU AaHTUKOATr'yJIaHTH

AKo noctsnuTe B OOJIHMLA, YBEJOMETE JIEKyBaILuUs JIeKap, ue nprueMaTe AXura.

AXura ¢ xpaHa ¥ HAIUTKH

YBenomere Bammist nekap, ako HACKOPO cTe CMEHWIIN WIIM UMaTe HaMepeHHe J1a CMEHUTE APACTHIHO
JmeTara cu (HarpuMmep OT HOpMajlHa JIieTa KbM CTPOra BereTapuaHcKa JHeTa) HiIH aKo CTpajaTe OT
0b0Opeuna TyOynapHa anuno3a (bTA, u3muirek ot BerecTsa, 00pa3yBallld KUCEIHHA B KPBBTA MOPAIH
HapyImIeHa 6s0peuHa QyHKIus (Jomo GyHKIIMOHUPaHe Ha ObOpennTe)) Witk TeXKKH HHDEKIIH Ha
OT/EUTENTHATA CHcTeMa (MMKOYHHUTE TBTHUIA), ThI KATO MOXKE J1a C€ HAJIOKH KOPEKIHUS B 103aTa Ha
JIEKapCTBOTO.

BpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa WU KbPMUTE, CMSTATe, Y€ MOXKe Jia CTe OpeMEeHHa MM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaliTe ce ¢ Bamus nekap wiu hapmaneBT npeny ynorpedara Ha TOBa JIEKapCTBO.

Bpemennoct
MEMaHTHH HE CE MPENophYBa 3a ynotpeda npu OPEMEHHHU KCHHU.

KbpMmene
KeHH, mpreMainy AXUra, He TpsiOBa J1a KbPMSIT.

Modupane u padora ¢ MAalIUHU

Jlexapsit me Bu kaxxe manu 3a00IsBaHETO MO3BOIIsABA O€301acHO Aa modupare u 1a paboTHTe C
MalluHHU.
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Ocgen ToBa AXUra Moe Jia MpoMeHH criocoOHocTTa Bu 3a pearupane, KOeTo ch3aBa OMacHOCT MpU
modupane Wiu paboTa ¢ MalTuHA.

3. Kak na npuemare Axura

Bunaru npuemaiite ToBa 1€KkapcTBO TOUHO KakTo Bu e kazan BamusaT nexkap. Ako He CTe CUTYPHH B
HEIo, MOJISL, KOHCYNITHpaiiTe ce ¢ Bamms nekap win hapmarenT.

Jo3upoBka
IIpenopbuBanaTa q03a AXUra mpu Bb3pacTHHU U MAIIMEHTH B cmapiecka Bh3pacT € 20 mg BeIHBX
JOHEBHO.

3a Jla C€ HaMaJId PUCKBT OT HEXKEJIAaHU PECAKIUU, 10 Ta3u 103a C€ CTUT'a IOCTCIICHHO, I10 CJICAHAaTa
JHCBHA CXCMa Ha JICUCHHUC. 3a IOCTEIeHHO YBEJIMYAaBaHE Ha J03aTa CC Inpeajiarat Ta6HeTKI/I,
ChAbPIKAIHA pa3JIMYHA JO3U.

B HauanoTo Ha JIe4eHUeTo Ie 3aroyHeTe, Kato B3eMaTe AXUra 5 mg hpunMupanu TabIeTKu BETHBK
JnHeBHO. Tas3u 103a e ce yBenn4aBa Beska CeIMUIIA ¢ TI0 5 mg, 10 TOCTHraHe Ha MpenopbyuBaHaTa
(mopnpprkamiara) no3a. [IpenoppuBanara noaabpskaina 1o3a € 20 mg BeJHBXK THEBHO, KaToO TS ce
JIOCTUra B Ha4aJI0TO Ha 4-Tara ceMHULa.

Jo3upaHe npy NanyeHTH ¢ HapyleHa 0b0peyHa pyHKIUS

AKko umare HapylieHa 6b0peuyna GyHKIus, BamusaT nekap 1e npereHn Kaksa /103a € MOAX0/IIIa 3a
Bameto cberosinue. B To3u ciyuyait nekapst TpssOBa Aa mpocienssa Ob0peuHara Bu ¢yHkims mpe3
onpezeeH! HHTEPBAIIH.

IIpunoxenue

AXura Tpsi0Ba fa ce mpuiara nepopaiHo BEAHBXK AHEBHO. 3a 1a UMaTe MoJI3a OT JIEKapCTBOTO, TpsiOBa
Jla TO B3eMaTe PEeAOBHO, BCEKU JICH 110 €HO M CHIIO BpeMe Ha eHoHoueTo. TabneTkure TpsOBa na
ce MOTJIBIIAT ¢ MaKo Boja. TabneTkuTe MoraT Jja ce mprueMar ¢ win 6e3 xpaHa.

Ipoab/KUTETHOCT HA JIeYeHHETO
[IpuembT Ha AXUra mpoabinkaBa 1okaTo uMa edekt 3a Bac. Bammsar nekap TpsOBa /1a mpeoreHsBa
peIoBHO JeueHueTo Bu.

AKO cTe pHueJIu MOBe4Ye 0T HeodxoauMaTa qo03a AXura

- OOWKHOBEHO IMPHEMAHETO Ha MpekajeHo MHoro AXUra He Ou TpsOBano na Bu HaBpean. Mosxke
Jla Ce 3aCUJIST HAKOW CUMIITOMHM, TIOCOYEHH B TOUKa 4. ,,Bb3MOXKHI HeXKeTaH! PeaKIuu’ .

- Axo npuemeTe AXUra B 103a, MHOTOKPATHO I10- BUCOKA OT MpeINIcaHaTa, CBhPKETe Ce C
Bamus nexkap win noTbpceTe MEAUIIMHCKA KOHCYJITAIKSA, Thid KaTO MOXKE Ja ce Hy)K/IaeTe OT
MEAMIIMHCKA TTOMOIII.

AKO cTe NponycHaIu 1a npuemere Axura

- AKo oTKpueTe, 4e cTe 3abpaBwiId Ja pueMeTe a03aTta cu AXUra, uzqakaiiTe v mpuemeTe
cleBaliara 103a B 00N4aifHOTO BpeMe.

- He B3emaiite nBoiiHa /1034, 32 Ja KOMIIEHCUpATe MIPOIyCHATaTa 103a.

AKO UMaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH 3a yroTpedaTa Ha TOBA JIEKapCTBO, MOJISA,

KOHCyNTHpaiTe ce ¢ Bamus nexap winu gapmanesnT.

4, BB3MOXKHU HeKeJIaHU peakuuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEKCIIaHU PCaKIIMH, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.
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OOuKHOBEHO, HAOTIOJTaBaHNUTE HEXKEIIAHN JICKAPCTBEHHU PEaKITH Cca JIEKH JI0 YMEPCHH.

Yecmu (moeam da 3acecnam 00 1 na 10 nompebumenu):

. I'maBoGosMe, CHHINBOCT, 3aleK, MOBHIICHN (GYHKITHOHATHU YSPHOAPOOHH MOKA3aTEINH,
3aMasiHOCT, HAPYIIICHHE HAa PABHOBECHETO, 384X, BHCOKO KPHBHO HAJISITAHE
CBPBXYYBCTBHTEIHOCT KbM JIECKApCTBa

Heuecmu (mozam oa 3aceenam 0o 1 na 100 nompebumenu):
. YmMopa, reonyan HHEKINH, 00bPKAHOCT, XaTIOIMHAIINY, TOBPBINAHe, HAPYIIIEHA MTOXO0JIKa,
ChpJICUHA HEIOCTATHUYHOCT U BEHO3HO TPOoMOO0OOpasyBaHe (TpoM003a/TpoMO0eMO0ITH3bM)

Mmnozo peoxu (moeam 0a 3aceenam 0o I na 10 000 nompebumenu):
. I'spuoBe

C neussecmua wecmoma (0m HATUYHUME OAHHU He MOdice 0d ce HaNPAasu OYEeHKA Ha YeCmomama):
. Br3nanenue Ha maHkpeaca, Bb3MaJieHHE HA YePHUS P00 (XEeTaTUT) U IICUXOTUYHU PEAKIHH

Bonectra Ha AnnxaliMep ce CBbp3Ba C JCNPeCcus, CyHITUIHA MUCIIH U OTIMTH 3a caMoyOwuiictBo. Te3u
chOUTHSA ca ChOOIIaBaHU NIPU MAIIMEHTH, JISKyBaHu ¢ AXUra.

Cpo0maBaHe HAa HEJKEJIAHH PeaKINU

AKO nosryunTe HIKaKBU HE)XXEJIaHU JIEKapCTBEHU Peakiuy, yBeaomere Bamus nekap wiu papmaiesT.
ToBa BK/IOUBa BCUYKHM Bb3MOXKHH HEOIIMCAHU B Ta3H JIMCTOBKA HEXXENAaHU peakiuu. Mosere chlIo 1a
CHOOLINTE HEXENAaHU PEAKIH JUPEKTHO Upe3 HallMOHAIHATA CUCTEMa 3a ChOoOIIaBaHe, MOCOYCHA B
[punoxenue V. Karo chobmaBare HexenaHu peakLyuy, MOXKeETe J1a TaAeTe CBOsI IPUHOC 3a
NOJIy4aBaHe Ha IoBeue HH(pOopMalys OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKApCTBO.

5. Kak 1a cexpansiBaTe Axura
ChxpaHsBaiiTe Ha MACTO HEOCTBITHO 32 JIeIa.

He u3non3Baiite ToBa JIEKapCTBO CIEA M3THYAHE CPOKA HA TOMHOCT, OTOEISI3aH BbPXY KapTOHEHATA
KyTHs 1 Ha Omuctepa cnen "T'omen mo:". Cpoka Ha TOJHOCT OTroBaps Ha MOCIECIHUS JICH OT
ITOCOYCHHS MECEII.

To3u nexapcTBeH NPOAYKT HE U3UCKBA OCOOEHH YCIIOBHS Ha ChXpaHEHHUE.

He n3xpbprsiiTe JiekapcTBaTa B KAHAIA3ALMUATA WIKM B KOHTEHHEpa 3a JOMAlIHU OTIA bIH.
[MommTaiite Bamms papmaneBT kak ga U3XBBPISATE JeKapcTBaTa, KOUTO Bede He Te3u MepKH 1ie
CIIOMOTHAT 324 OIla3BaHE HA OKOJIHATA CPEAad.

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpoOpManus

KakBo chabpaxa Axura
AKTUBHOTO BEILIECTBO € MEMaHTHH XUAPOXJIOpu. Besika Tabnerka chabpka 20 Mg MeMaHTHH
XUIPOXJIOPH]I, €KBUBaJIIEHTeH Ha 16,62 My MeMaHTHH.

JIpyruTe CbCTaBKK Ca MEUKPOKPUCTAJIHA [IETYJI03a, KPOCKAPMEII03a HATPHUii, CHIIUIMEB THOKCH]IL,
KOJIOW/ICH O€3BOJICH, MarHE3HEB CTeapar, KaTo BCHUYKH Te ca B SIPOTO Ha TabsieTKaTa; a
xumpomerosara, Mmakporous 400, tutanoB auokcus (E 171) u sxbaT 1 yepBeH xenesen okcun (E 172),
ce ChIbpKaT B 00BUBKaTa Ha Ta0JeTKAaTa.

Kak n3raexaa AXUra u KakBo cbIbp:Ka ONMAKOBKATA
Ounmupanute TadbaeTku AXUra ca Oe0YepBeHHU 10 CHBOYCPBEHH, OBATHO-TIPOIBJITOBATH (DHIMUPAHU
TaOJICTKH, Ha eIHaTa UM CTpaHa € OTIeYaTaHo YucioTo ,,20”, a Ha pyraTa cTpaHa - Oyksure ,,MEM”.
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OunmupanuTte TadeTkn AXUra ce mpemarar B ouctepu o 14 tabnerku, 28 TadneTku, 42 TabneTKH,
56 tabneTku, 98 TabneTkn win rpymnoBu onakoBku 1mo 840 (20 omakoBku 110 42) TaOIETKH.

He Bcuuku BHIOBE OIAaKOBKY MOTaT J1a ObJIaT ITyCHATH B Mpoakoa.

IIpuTtexaTes Ha pa3pelIeHHETO 3a yoTpeda
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

I'epmanus

IIponsBoauTen

Merz Pharma GmbH + Co. KGaA
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main

I'epmanus

3a nombIHUTENHA HHPOPMAIIUS OTHOCHO TO3H JICKAPCTBEH MPOYKT, MOJISi CBBPIKETE CE C JIOKATHHSI
MIPEICTaBUTEN HAa IPUTEXATENs Ha pa3pelIeHUeTo 3a yrnorpeoa.

Belgié/Belgique/Belgien Lietuva

Merz Pharmaceuticals GmbH H. Abbe Pharma GmbH
Tél/Tel: +49 (0)69 1503 - 0 Tel.: +370 52 711710
Boarapus Luxembourg/Luxemburg
Merz Pharmaceuticals GmbH HANFF Global Health Solutions s.a r.l.
Tel.: +49 (0)69 1503 -0 Tél: +352 45 07 07-1

Ceska republika Magyarorszag

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0 Tel: +49 (0)69 1503 - 0
Danmark Malta

Merz Pharmaceuticals GmbH Clinipharm Co. Ltd

TIf: +49 (0)69 1503 -0 Tel: +356 21 43 74 15
Deutschland Nederland

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0 Tel: +49 (0)69 1503 - 0
Eesti Norge

H. Abbe Pharma GmbH Merz Pharmaceuticals GmbH
Tel.: +372 6 460980 TIf: +49 (0)69 1503 -0
E)MLdda Osterreich

Merz Pharmaceuticals GmbH Merz Pharma Austria GmbH
TnA: +49 (0)69 1503 - 0 Tel: +43 1 869 16 04-0
Espafia Polska

Merz Pharma Esparia S.L. Centrala Farmaceutyczna CEFARM SA
Tel: +34 91 657 47 84 Tel: +48 22 634 02 22
France Portugal

Merz Pharmaceuticals GmbH Merz Pharma Espafia S.L.

Tél: +49 (0)69 1503 - 0 Tel: +34 91 657 47 84
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Hrvatska
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Ireland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

island
Merz Pharmaceuticals GmbH
Simi: +49 (0)69 1503 -0

Italia
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Kvmpog
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Latvija
H. Abbe Pharma GmbH
Tel.: +371 67 103203

Romania
Merz Pharmaceuticals GmbH
Tel.: +49 (0)69 1503 -0

Slovenija
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Slovenska republika
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

Suomi/Finland
Merz Pharmaceuticals GmbH
Puh/Tel: +49 (0)69 1503 - 0

Sverige
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 - 0

United Kingdom
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503 -0

JlaTa Ha mocyieqHo npepasrJjeskKaane Ha JUCTOBKATAa MM/TTTT.
[Honpo6na nndopmanys 3a TOBa JEKapcTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBponelickara areHuus
110 JiekapcTBata http://www.ema.europa.eu.
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