IMPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUSA NIPOAYKT
Axura 10 mg ¢punmupanu TabneTku
Axura 5 mg+10 mg+15 mg+20 mg dbunmupanu TabIeTKA

Axura 20 mg ¢punMupasu TabneTKN

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Axura 10 mg ¢punmMupanu TabIeTKH
Bcesika punvupana tabnerka cpappika 10 mg MmeManTHH Xunpoxinopu (memantine hydrochloride),
€KBHUBAJICHTEH Ha 8,31 mg MEMaHTHH.

Axura 5 mg+10 mg+15 mg+20 mg ¢punMupany TabaeTKU

Bcesika punvupana tabnerka chabpika S mg MeMaHTHH xuapoxyopuy (memantine hydrochloride),
SKBHBAJICHTCH Ha 4,15 mg MeMaHTHH.

Bcesika ¢punMupana tadnaetka chappika 10 mg MeManTHH Xuapoxiopua (memantine hydrochloride),
€KBHUBAJICHTEH Ha 8,31 mg MEMaHTHH.

Bcesika punvupana tabnerka chabppika 15 mg MmeManTHH xunpoxnopun (memantine hydrochloride),
eKBHBAJICHTCH Ha 12,46 mg MEMaHTHH.

Bcesika punvupana tabnerka cpabppika 20 mg MeMaHTHH Xuapoxiaopua (memantine hydrochloride),
€KBUBAJICHTEH Ha 16,62 mg MEeMaHTHH.

Axura 20 mg dbuimMupanu TabiaeTkn
Bcesika punvupana tabnerka cbabppika 20 mg MeMaHTHH Xunpoxiuopu (memantine hydrochloride),
€KBUBAJICHTEH Ha 16,62 mg MEMaHTHH.

3a IbIHUS CIIMNCHK Ha IIOMOIIIHUTEC BEIICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana TadneTka.

Axura 10 mg dpunMupanu TabJIeTKH

BrienoxxbIITH 0 )KBITH, STUTICOBUIHN (QIIIMUPAHH Ta0JICTKH ¢ OTIIeYaTaHa MapKUpoBKa ,,M 1
OT/ISICHO, ¥ OTJISIBO HA JICNINTEIIHATA YepTa, © MAPKUPOBKa ,, 1% 1 ,,0° OT mpyrara cTpaHa OTJISIBO
OTJISICHO Ha JIeNIUTeNTHaTa yepTa. (IbJDKIHA Ha Ta0neTkara: npuommsurenHo 11,0 mm, mmpoynHa Ha
tabneTkara: mpuOnIu3uTenHo 5,0 mm)

TabmeTkaTa MoXxe 1a ObJie pa3feiicHa Ha ABE PaBHU JT03H.

Axura 5 mg+10 mg+15 megt+20 mg dunmMupanu TadIeTKH

OuvupannTe TabIETKH OT 5 mg ca OeIu 10 MOYTH OeIH, SIUTICOBUIHN (HUIMHUPAHH TaOJICTKH, Ha
eIHaTa UM CTpaHa € TPaBUpaHO YHCIIOTO ,,5”, a Ha Apyrara cTpana - Oyksute ,, MEM”. (1bmxnHa Ha
tabnerkara: npubam3uTenano 8,0 mm, mupovrHa Ha TabnaeTkara: npubamsurento 4,0 mm)
Ounmupanute Tabsetkn oT 10 mg ca 61eq0KBITH 10 KBITH, STUICOBUIHN (GUIMUPAHU TaOJIETKH C
MapKupoBKa ,,M*“ 1 OTISICHO, M OTJISIBO HA JETUTENTHATA YepTa, a OT JApyraTa CTpaHa C MapKHUpoBKa ,, 1 u
,0° OTJISIBO M OT/SICHO Ha JIeNUTENIHATa YepTa. (IbJDKKMHA Ha TabneTkara: nmpuoiamnsutenso 11,0 mm,
MIMpOYMHA Ha TabneTkara: npubiamsurento 5,0 mm) TabneTkara Moxke na Oble pa3aeneHa Ha ABe
paBHU J103H.

OuMupaHuTe TaONETKH OT 15 mg ca opaHKeBH, eJIUIICOBUIHHA QUIMUAPAHH TaOJIETKH, Ha €IHATA UM
CTpaHa € rpaBUpaHo YMcIoTo ,,15%, a Ha apyrara cTpana - Oykeute ,, MEM®. (1bJokuHa Ha TabneTkara:
npubmmsuTenso 12,0 mm, mupoynHa Ha TabneTkaTa: NpUOIU3UTETHO 6,3 mm)




Ounvupanute TadneTkn oT 20 mg ca po30BH, EITUTICOBUIHH (PHIIMUpAHU TaONIETKH, HA €THATA UM
CTpaHa € rpaBUpaHo YMCIIOTO ,,20%, a Ha Apyrara ctpaHa - Oykeure ,,MEM®. (1b/okrHA Ha TaOJeTKaTa:
npubmmsuTento 13,0 mm, mupoynHa Ha TabneTkaTa: npubausutenaso 7,0 mm)

Axura 20 mg dbunmMupanu TabIeTku

Po3oBu, enuncopuaau GUIMHAPaHU TaOJCTKH, HAa €IHATA UM CTpaHa € rpaBUPaHO YHCIOTO ,,20%, a Ha
Ipyrara ctpana - Oyksute ,, MEM®. (nbiokuHa Ha TabneTkara: npudmmsutenHo 13,0 mm, mupoynHa Ha
ta0yeTkaTa: mpuoau3uTenHo 7,0 mm)

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKAZAHUS

JledyeHne Ha MAIMEHTH C yMEpEeHa /10 TeXKKa CTelleH Ha OonecTTa Ha AJmxaiiMep.
4.2 Jlo3upoBKa M HAYMH HA NMPHJIOKEHHE

JleuenueTo TpsiOBa 1a ObJE 3aM0YHATO M HAOJIOJABAHO OT JIEKap, C OIKUT B AMATHOCTUIIMPAHETO U
JICYCHUETO Ha JIEMEHIIMSTa Ha ATIxaimep.

2 !OSI/I[ZOBKa

JledenueTo TpsOBa J1a 3aII0OYHE CaMO aKO UMa JIUIIE, KOSTO Ja Ce TPIIKU 3a OOJHHS U PEJOBHO J1a
cJeu MprueMa Ha JIGKapCTBEHHS MMPOAYKT OT MmanueHTa. Jlmarnoszara TpsoBa n1a Ob11e mocTaBeHa B
CBOTBETCTBHUE ChC CHBPEMEHHUTE TMATHOCTHYHHU MpUHIMUIH. [[oHOCMMOCTTa U JO3UPOBKATa HA
MEMaHTHH Tps0Ba Ja Ob/JIaT MPEOICHIBAHU PEIOBHO, 3a TIPEANOYUTAHE 0 TPU Mecela Clie]] Ha4aloTo
Ha JteueHueTo. Ciel ToBa, KIMHUYHATA 110J13a OT MEMAHTHH U IIOHOCUMOCTTA Ha IMAalUSHTa KbM
JIEYCHUETO TPSIOBA J1a Ce TIPEOIEHIBa Ha PETYJISIPHA OCHOBA, B CHOTBETCTBUE C HACTOSIIUTE KIMHUIHA
pproBojacTBa. [lombpxkaiioro TedeHne Moxe J1a Obe MPOIBIHKEHO TOKATO TepaleBTHYHATA [10JI13a ©
33/I0BOJIUTENIHA U MAIIUEHTHT [IOHACS JICUEHUETO ¢ MeMaHTUH. [Ipu Hanmuyue Ha JOoKa3aTeICcTBa 3a
OTMa/IaHe Ha TEPANCBTUYHA €(PEKT WIIM aKo MAIlieHTa He MOHACS JICUCHHUETO, TPSOBa 1a ce 0OMUCITH
MpeKpaTsBaHe HA MEMaHTHHA.

Axura 10 mg dpunMupanu TabJIeTKU

Bw3pacmuu

Tutpupane Ha no3aTa

MakcumManHata JHeBHA 032 € 20 mg Ha 1eH. 3a 1a ce HaMaJId PUCKBT OT HEXKEJIaHH JICKapCTBEHU
peaxIwH, moIbpiKaIlara J1o3a ce JOCTHra Ype3 MOCTEIICHHO MTOBHIIIABaHE Ha J103aTa ¢ 5 mg Ha ceiMuUIia
npe3 IbPBUTE 3 CEIMHUILIN, KAKTO CIICIBA:

Cenmuma 1 (men 1-7):
[areHTHT TpsIOBa 1a MpreMa NoNoBUH (hriMupaHa Tadnerka ot 10 mg (5 mg) THEBHO B POIBIIKCHUE
Ha 7 IHU.

Cenmuna 2 (neH 8-14):
[NarmenTsT TpsIOBa Ma mpuema enHa pumupana tadnetka ot 10 mg (10 mg) AHEBHO B MPOBIKEHNE HA
7 nuu.

Cenmunia 3 (nen 15-21):
[NanmenTsT TpsIOBa A2 IprieMa e/IHa U MOJIOBUHA QriiMupaHa Tadnetka ot 10 mg (15 mg) nHeBHO B
MPOJIBIKEHNE Ha 7 JTHU.

Ot Cenmuna 4 HaTaTBK:
[ManmenTsT TpsiOBa Aa npreMa aBe prunmupanu Tadnetku ot 10 mg (20 mg) AHEBHO.



Tlopabpxania no3a
IIpenoppuBanara moaabpsxkama go3a ¢ 20 mg THEBHO.

Hauueﬂmu 6 cmap4ecKka ev3pacni
B3 ocHOBa Ha KITMHUYHNTE IIpoy4BaHu:, IPpENIOPbYBaHaTa JHECBHA J103a 3a NAIIMCHTHU Ha BbB3PacT Ha/l

65 romunu ¢ 20 mg Ha JieH (aBe Ta0seTKH 0T 10 Mg BEAHBK AHEBHO), KAKTO € IIOCOYEHO II0-TOpeE.

Axura 5 mg+10 meg+15 me+20 mg duaMupany Ta0IETKU

Bw3spacmnu

Tutpupane Ha no3ara

[penopruBanaTa Hava Ha 7j03a € 5 Mg Ha JIeH, KOATO MOCTETIEHHO C€ YBENInYaBa Ipe3 IIbpBHUTE 4
CEeIIMHLI OT JICYUCHUETO, 32 JJa Ce JOCTUTHE NPENOpbUYBaHaTa MOIBPXKALIA 1033 KAKTO CIIeABa:

Cenmuma 1 (men 1-7):
[ManmenTtsT TpsiOBa Aa nprieMa eiHa GuimMupana tabierka ot 5 mg Ha JieH (Osu1a 1o mouTH Osia,
€JIMTICOBUIHA) B MPOIBIDKEHHE Ha 7 THH.

Cenmura 2 (nen 8-14):
[arenTsT TpsIOBa Ma Mpuema enHa Gunmupana Tadietka ot 10 mg Ha jeH (01e10 XK BITa 10 KBITA,
SJIMIICOBU/IHN) B MPOABDKEHNE HA 7 JTHU.

Cenmunia 3 (nen 15-21):
[larenThT TpsIOBa Ma Mpuema enHa Guamupana TadbieTka ot 15 mg Ha JeH (opaH)keBa, eITUIICOBUIHA) B
MPOJIBIKEHNE Ha 7 JTHU.

Cenmunia 4 (nen 22-28):
[arenThT TpsIOBa Na Mpuema enHa Gpumupana TadneTka ot 20 mg Ha JieH (pPo30Ba, EIUTICOBUIHA) B
MPOJIbIKEHHE Ha 7 JTHU.

[oxaepxarma no3a
IIpenoppuBanaTa nogabpskaia 103a € 20 mg Ha JeH.

Hauueﬂmu 6 cmap4decka ev3pacm
B®3 ocHOBa HA KIMHUYHHUTE IIpoy4BaHu:, IIPpETIOPbYBaHaTa JHCBHA J103a 3a MALIMCHTHU HAa Bb3PacCT Ha/l

65 roguam e 20 mg Ha JeH (20 mg BeTHBXK JHEBHO), KAKTO € MOCOYEHO IO-TOpe.

Axura 20 mg dunmMupanu TabJIETKH

Bwspacmnu

Tutpupane Ha no3ara

MakcumanHata JHeBHA f03a € 20 mg Ha 1eH. 3a 1a ce HaMaJId PUCKBT OT HEXKEJIaHH JICKapCTBEHU
peaKIiH, Mo IbpiKaIiaTa J103a ce JOCTHra Ype3 MOCTENeHHO TIOBHIIaBaHe Ha J103aTa ¢ 5 mg Ha ce/MuIIa
1pe3 TBPBUTE 3 CEIMHUIIN, KAKTO CJIe/[Ba. 32 TIOCTEIIEHHOTO TIOBUINIABAHE CE MPEeJIaraT TabJIeTKH C IpyTa
J103a.

Cenmuna 1 (nen 1-7):
[MarnmeHTsT TpsiOBa A2 nprieMa eaHa GuiIMUpana TabjaeTka 0T 5 mg JHEBHO B MPOIBIDKECHIE HA 7 JTHH.

Cenmuna 2 (neH 8-14):
[NareHTHT TpsIOBa Ma Mpuema enHa Gunmupana TadieTka oT 10 mg JHEBHO B MPOIBIDKEHUE HA 7 JTHHU.

Cemmura 3 (men 15-21):
[areHThT TpsIOBa 1a MpueMa enHa GuaMupana TabieTka oT 15 mg AHEBHO B MPOIBIDKEHUE HA 7 JTHHU.

Ot Cenmuna 4 HATATBK:
[ManmeHTsT TpsiOBa Aa npreMa eaHa GuimMupana tadietka ot 20 mg AHEBHO.

4



Tlopabpxaria no3a
[IpenopbuBanara noagbpikaia go3a € 20 mg AHEBHO.

THayuenmu ¢ cmapuecka 8b3pacm
B®3 ocHOBa Ha KIIMHUYHUTE NPOYYBAHUS, IPETIOPHUBAHATA /1032 3a [IALIMEHTH Ha Bb3PacT Haj
65 rogunu € 20 mg Ha JIeH, KaKTo € MOCOYEHO MO-TOpE.

bvbpeuno yspeocoane

[Ipu nauuenTu c nexo yBpeneHa 0b0peuna GpyHKuus (KpeaTHHUHOB KiaupbHC 50-80 ml/min) He ce
HaJlara ajianTupane Ha jo3ara. [Ipu nanuenTs ¢ ymepeHo 0b0peuHo yBpexaaHe (KpeaTHHUHOB
kiaupbHC 3049 ml/min) gHeBHaTa n03a TpsioBa na 6b1e 10 mg Ha meH. [Tpu noOpa moHOCHMOCT ciiexq
noHe 7 IHEBHO JIYeHHe, 103aTa Moxe Aa Obae yBenandyeHna a0 20 mg/neH cbriacHO CTaHAapTHATA
cxeMma Ha TuTpupane. [Ipu nanueHTn ¢ Texxko 6bO0peyHo yBpexknaHe (KpeaTHHUHOB KIHMPBHHC

5-29 ml/min) nHeBHaTa n03a TpsaOBa na Ob1e 10 mg Ha neH.

Yeprnoopobro yspexcoane

[Ipu nanyeHTH C IEKO UM YMEPEHO HapylleHa YepHoapoOHa ¢pyHkuus (kaac A u B o Child-Pugh)
HE € HeoOXO0AMMO aJanThpane Ha J1o3ata. Hama nanHu 3a ynorpebara Ha MEMaHTHH NP MAIMEHTH C
TEKKO YepHOPOOHO yBpexknaHe. He ce mpenopbuBa nmpuinarane Ha Axura npy MayeHTH ¢ TEXKKO
YEPHOAPOOHO yBpEXKIaHE.

Tleouampuuna nonynayus
beszonacHocTTa M ehukacHOCTTa Ha AXura MpH Jena Ha Bb3pacT moJ 18 ToAnHu He € yCTaHOBEHaA.

JIuncBar JaHHU.

HauwuH Ha npuiioxxkeHue

Axura TpSI6Ba Ja CC mpujara BEAHbXK AHCBHO, U BCCKU JICH Jia CC MpHcMa 110 €JHO U CHIIO0 BPpEMEC.
(DI/IJ'IMI/IpaHI/ITe TaOJIETKU MOKE Ja ce mpuemMar CbC Uin 0e3 XpaHa.

4.3 IIpoTuBOMOKA3aAHUA

CBpT)XT-IyBCTBI/ITe.HHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 ChenuanaHu npeaynpeskaeHus: U NpeANa3sHi MePKH IIPH ynoTpeda

HpenoquBa CC MMOBUIIICHO BHUMAHHWC TIPU NALIUCHTHU C CITUJICIICUSA, aHAMHE3a 3a 'bPYOBC WJIN MMAITUCHTU
C Ipeapasnojaramuy (I)aKTOpI/I 3a CIIWJICIICHA.

TpsiOBa na ce u30srea eAHOBpeMEHHaTa yrnorpebda Ha anTaronncty Ha N-metuin-D-acaprat (NMDA),
KaTO aMaHTa/IMH, KETaMHH WK JAekcTpoMeTtopdan. Te3u chefnHEHUS NeHCTBAT BHPXY ChIIaTa
pelenTopHa CHCTEMa, KAaKTO MEMaHTHH, U CIIEIOBATEHO HEXKENaHUTE PeaKuK (CBbP3aHH TJIABHO C
nenTpainara HepsHa cuctema (LIHC) moraT ma 6bp1aT 0-4€CTH U MO-CHITHO U3pa3eHu (BHKTE

TouKa 4.5).

Hsikou daktopu, kouto Mmorar aa nosumat pH Ha ypunara (BmwkTe Touka 5.2 “Enumununpane’), morat
Jla HAJIO)KaT BHUMATEJHO MPOCIIeAsBaHe Ha ManueHTa. Te3u pakTopu BKIIIOYBAT APACTUYHHU IPOMEHH
B I€TaTa, HAPUMEpP OT MECHA KbM BEreTapHaHCKa J1eTa, WIM MACUBEH IIPUEM Ha aJKaIU3UPaLIH
cromamrau 0ydepu. OcBeH ToBa pH Ha ypuHaTa Moxe Jla ce TIOBHUIIH MPH ChCTOSIHUS Ha OBOpedHa
TyOynapHa anuno3a (bTA) unu Texxkn MHPEKIWU Ha OTACIHUTENHATA cicTeMa ¢ Proteus bacteria.

[Ipu moBeveTo KIIMHUYHA POYYBAHUS MMAIMEHTH CHC CKOPO MpeKapaH HH(ApKT Ha MUOKap/a,
JICKOMIICHCHPaHa 3aCTOMHA ChpieuHa HeqocTaThuHOCT (Kinac mo NYHA II-1V) win HekoHTpoIrpaHa



XUTIEPTOHUS ca OMIIM U3KITIOYCHH. BellencTBre Ha TOBa MMa caMO OTPaHWYEHU JaHHH U MAIUCHTUTE C
TaKUBa ChCTOSIHUS TPSOBA Ja OBAAT MPOCIEAIBAHA BHIMATEITHO.

ToBa nexkapcTBO ChabpiKa MO-Manko oT 1 mmol Hatpuii (23 mg) Ha TabneTKa, T.e. MOXKE /1a Ce KaxKe,
ye [IPaKTU4YECKU HE ChIbprKa HaTPUI.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYrH (JopMH Ha B3auMojeiicTBHe

Hopa)m (bapMaKOJ'IOFH‘IHHTe e(l)eKTI/I 1 MCXaHHU3Ma Ha HeﬁCTBHG Ha MCMAaHTHH MOTr'aT Ja Bb3HUKHAT
CIICAHUTC B3aHMO}.‘LeI>iCTBPISII

° HauunbT Ha neificTBHe JaBa OCHOBAHUA Ja ce Mpearnonara, 4ye eekrure Ha L-moma,
JIOTIAMUHEPTUYHUTE aTOHUCTH U aHTUXOJIWHEPTUYHUTE CPEICTBA MOTaT Ja ObIaT 3aCHUIICHU TIPH
€HOBPEMEHHO JieueHne ¢ antaroHuctd Ha NMDA kato memantuH. Epextrure Ha
0apOUTYypaTUTE M HEBPOJICIITUIIMTE MOTaT J1a ObJaT HaMaJIeH!. EHOBPEMEHHOTO TPUIIOKCHHE
Ha MEMaHTHH M CIIa3MOJIMTUYHHU CPEJCTBA, JAHTPOJICH Wi OaKiIo(eH MOoXKe J1a U3MEHH
JIEHCTBHETO MM W TOBA JIa HAJIO)KHM KOPUTHUPAHE Ha J103aTa.

. EnnoBpemeHnHaTa ynorpeba Ha MEMaHTHH U aMaHTaIMH TPsiOBa fa ce N30TBa MOpPaJH PUCK OT
(hapmMakoTOKCHUHA TIcHX03a. W 1BeTe CheIMHEeHUS IPEICTABIIBAT XUMUYHO CPOIHU
anTaronuctd Ha NMDA. ChIIoTo MOXe J1a e OTHACS JI0 KETaMHUHA U JIEKCTpOMeTopdaHa
(BmxTe Touka 4.4). IlyOnnkyBaH € equH KIIMHUYCH CITydail 3a BEPOSTEH PUCK U IIPH
KOMOHWHAINMATA HA MEMAHTHH U ()EHUTOMH.

. Jpyru akTHBHU BEIIECTBA, KATO [IMMETUANH, PAHUTHINH, TPOKANHAMUJ, XUHUIUH, XHHUH U
HUKOTHH, U3I0JI3BAIIH ChI[aTa ObOpEeYHa CUCTEMA 32 KATUOHEH TPAHCIIOPT KAKTO aMaHTaJluH, ©
BB3MOXKHO J1a B3aUMOJICHCTBAT C MEMAHTHH, KOETO BOAH JI0 MOTECHITHAIEH PUCK OT MOBHIIIEHUE
Ha IUIa3MEHUTE HUBA.

o Hma BeposSTHOCT 3a MOHIKaBaHe Ha cepyMHOTO HUBO Ha xunpoxmnopotuasun (HCT), korato
MeMaHTHH ce npuara egHoBpeMerHHo ¢ HCT wnu ¢ komOunarwst, Bkirousaria HCT.
. B noctmapkeTHHIOBUS OIIUT MMa ChOOIIEHUS 3a N30JUPAHU CIIydad Ha IIOBUILEHO

MEXIyHapoIHO HopManu3upano otHomenre (INR) npu manuenTtu, KOuTo ca JiekyBaH!
€IHOBPEMEHHO ¢ BapdaprH. Bernpeku de He € ycTaHOBeHa MPUINHHO-CIIEIICTBEHA BPB3Ka,
NPENOPBUYUTENHO € BHUMATEIHO MPOCiesIBaHe Ha NpoTpoMOrHOBOTO Bpeme nin INR npu
MAIUEHTH, KOUTO C€ JIEKYBaT €IHOBPEMEHHO C IIEpPOPAIHY aHTHKOATr'yJIaHTH.

[pu papmakokureTryrn (PK) M3nuTBaHHUS PU STHOKPATHO MPUIIOKEHUE TIPU MIIAJIU 31PaBH
JIOOPOBOJIIIM HE ce HAOMI0AaBaT 3HAYMMHY B3aNMOJICHCTBUS MEXK]y aKTUBHUTE BEIIECTBA HA MEMAHTHH
1 TIIHOypu/MeTHOPMUH WIH JOHETIC3HIT.

HpI/I KIIMHAYHO U3IKUTBAHE IPHU MJIaJIU 3/1paBU ):[O6pOBOJ'ILlI/I HEC CC Ha6mo;[aBa 3HAa4YUM e(l)CKT Ha
MCMAaHTHH BbPXY q)apMaKOKI/IHCTI/IKaTa Ha rajJaHTaMHH.

Memantun He uaxuOupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, dnaBuH-chabpKaaTa
MOHOOKCHUT'€HA3a, eIOKCUI-XHIpoJia3aTa Win Cyl(hOHHUPAHETO.

4.6 @epTHIANTET, OPEMEHHOCT U KbpMeHe

Bpemennoct

Hsma nannam 3a OpeMeHHH, JIeKyBaHU ¢ MEMaHTHH. EkcriepiMeHTaTHUTE POYYBaHUS TPU KUBOTHH
MOKAa3BaT Bb3MOKHOCT 332 HAMAJIEHO BTPEMATOYHO Pa3BUTHE NP HUBA HA EKCIIO3UIINS, KOUTO ca
UACHTUYHH WK JICKO 3aBHINCHH CITPSIMO €KCIIO3UIIMATA TIPH YOBEKa (BIDKTE TOUKa 5.3).
[ToTeHMaTHUAT PUCK MPHU XOpa HE € U3BecTeH. MeMaHTHH He TpsiOBa Ja ce U3IM0J3Ba IpH
OpeMEeHHOCT, OCBEH B CITydall Ha KaTeropuyHa HEOOXOIUMOCT.

Kopmene



He e u3BecTHO 1aym MEMAaHTHH CE H3Th4Ba C YOBEHIKOTO MIISIKO, HO, KATO C€ NMa IPEABUT
JTUNO(UITHOCTTA HA BEIECTBOTO, TOBA € TBBPJIE BE3MOXKHO. JKeHHTe, KOUTO MpueMaT MEMaHTHH, HE
TpsiOBa 1a KbPMSIT.

DepTunurer

Heca Ha6J'IIO,Z[aBaHI/I HC6J'IaFOHpI/I$ITHI/I C(l)eKTI/I Ha MCMAaHTHH IIPU HCKIIMHUYHU MTPOYUBAHUS 110
OTHOIICHHEC Ha (I)epTI/IJII/ITeTa IIpU MBKKU U )KEHCKHU )KUBOTHH.

4.7 EdexTn BbpXy cioco0HOCTTA 32 WoupaHe u padora ¢ MAIINHA

YMepeHara J1o TeXKa CTereH Ha 0ojiecTTa Ha AJixaiMep 0OMKHOBEHO BOJIM JI0 HapyIlIeHa
CHOCOOHOCT 32 moQupaHe U BIOIIaBa CIIOCOOHOCTTA 3a paboTa ¢ MamnHu. OcBeH ToBa Axura
MOBJIMSIBA B MaJIKa JI0 yMEPEHa CTEINeH CIIOCOOHOCTTA 3a mopupaHe U paboTa C MalIMHH, TaKa 4ye
aM6y.HaT0pHI/ITe IHanquCHTN Tp$[6Ba Ja 6’[)}13T mpeaymnpexKaaBaiu Ja BHUMaBaT MHOI'O.

4.8 Hexenanu JeKapCTBEHH PeaKINHU

O0600mmenre Ha npoduiia Ha 6€30HaCHOCT

[Ipu KIMHUYHY TPOYYBAHUS MPH JIeKa J0 TEKKA JSMEHITUS, BKIFOUBANM 1 784 maryieHTy, JIeKyBaHU C
Axura u 1 595 manueHTH, TpeTHpaHy ¢ 1ianedo, odIaTa 4ecToTa Ha HeXXEITaHUTE JICKapCTBEHU
peakuuu pu AxXura He ce pa3indyaBa OT Ta3| MpH I1ane0o, KaTo HEKEIaHUTE JICKapCTBEHU PEaKIluu
0OMKHOBEHO ca JIEKH JI0 YMEPEHHU T0 TexkecT. Hali-uecTo MmosiBSBaIIUTE Ce HEeXEIIaHU JICKaPCTBEHU
peaKIMy ¢ O-BHUCOKA YeCTOTa B rpymnara Ha Axura, OTKOJIKOTO B rpyIara Ha 1ane0o, ca 3aMassHoCT
(cpoTBeTHO 6,3 % cpenty 5,6 %), rmaBodonue (5,2 % cperty 3,9 %), 3anek (4,6 % cpenty 2,6 %) u
ceHIMBOCT (3,4 % cpemty 2,2 %) u BUCOKO KpbBHO Haisirane (4,1 % cpemry 2,8 %).

Hesxxenanute peakiinu, OCOYSHU B TaOJIUIIATA MTO-7I0TY, CA PETUCTPUPAHH IO BpEMe Ha KIMHUYHH
MpOy4YBaHUs ¢ AXura U ciefl MycKaHeTo My Ha nmazapa. IIpu Bcsko rpynupaHe B 3aBUCUMOCT OT
YeCcTOTa, HeKEIaHUTE JIEKaPCTBEHHN PEAKLUH c€ M30pOsSBAT B HU3XOAII PE/ 110 OTHOLICHUE Ha
TEXKECTTA.

TabauyeH CIHUCHK HA HEXKCIAHUTE PCAKIINN

HesxxenanuTe jekapcTBEHU PEAKIMU ca KATETOPH3UPAHU ChITIACHO CHCTEMO-OpTaHHA KiacuQUKaIIHs,
KaTo Ce M3IO0JI3Ba CIIeIHATA KOHBEHIIUS: MHOTO YectH (>1/10), wectu (>1/100 mo <1/10), Heyectn
(>1/1 000 no <1/100), penku (>1/10 000 mo <1/1 000), mHoro peaxu (<1/10 000), c Hen3BecTHA
gecToTa (0T HATMYHHUTE JaHHU HE MOXE J1a Ob/Ie HalpaBeHa OICHKA).

CucremMo-OpraHHu KJI1acoBe YecroTa Hexenana peakuus
Wudekunn u nadecrauu Heuectn ['60nuHN MHGEKIHH
Hapymenns Ha mmyHHaTa cucrema Yectn CBpBX4yBCTBUTEITHOCT KBM
JIEKapcTBa
[IcuxuaTpuuHu HapyeHUS Yectn CpHIMBOCT
Heuectn OObpraHocT
Heuectn XamonuHanun'
C Hem3BecTHa [IcMXOTHYHHU peaKum’
4ecToTa
Hapymenus Ha HepBHaTa cuctema Yectn 3amMastHOCT
Yectu Hapymienue Ha paBHOBECHETO
Heuectn Hapymena noxoaka
MHoro penku I'bpuoBe
Copreynn HapyIIeHUs Hewectn Cppredyna HeTOCTATHYHOCT
Cb10BU HapyIICHUS UecTtu XuneproHus




CucTeMO-OpraHHU KJIacoBe UYecroTa Hexenana peakius
Heuectn Benosna
TpoMO03a/TpoMO0eMOOIIN3BEM
Pecniuparophuu, rppaHu 1 Yectn Hucnues
MEINACTHHAIHN HapyIIEHUs
CroMantHo-4peBHH HAPYIICHUS Yectn 3amnek
Heuectu [ToBpbiiane
C HeusBecTHa [Mankpearur?
gecToTa
XemaToOwiMapHu HApYIICHUS Yectu [NoBuieHu QyHKIMOHATHU
YEPHOAPOOHU TIOKA3aATEIH
C Hem3BecTHa XenaTtur
4ecToTa
OO6mm HapymeHns U eheKTH Ha Yectn I'maBoGonme
MSICTOTO Ha IPUIIOKEHIE
Heuectn Ymopa

! XamouuHanuy ca HaGII0AaBaHy TIIABHO NPH ITALMEHTH ¢ TexkKa (popMa Ha GosecTTa Ha Amxaiimep.
2> M3onupanu cily4ad, ChOOIIaBaHU B IOCTMAPKETUHTOBHS OIINUT.

Bonectra Ha AnxaiiMep ce CBBp3Ba ¢ ACTIPECHs, CYUIUIHN UICH U OITUTH 3a caMOyOuiicTBo. B
MOCTMAPKETHHTOBYSI OIIUT TaKWBa CIIy4au ce ChOOIIaBaT PH NMAIMEeHTH, JISKYBaHH ¢ AxXura.

C’506maBaHe Ha IOA03UpaHu HEXCIIAHU PECaKIIUU

Cp0o011aBaHEeTO HA MMOI03UPAHU HE)KEIAHU PEaKIIMU CIIe] pa3pelliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaykHO. TOBa 1M03BOJIABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBeHUS NPOoAYyKT. OT MEIUIIMHCKUTE CTICIUAIMCTH CE N3MCKBA J]a ChOOIIaBaT BCAKA
MOJT03UPaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTeMa 32 ChOOIaBaHe, IOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

Nma OrpaHHUYCH OITUT CBC ClIydau Ha MPEA03UPaHE B KIMHUYHUTC USITUTBAHUA U TIOCTMAPKETUHI'OBUA
OIINT.

CuMrroMu

Ciygante Ha OTHOCHTEIIHO BHCOKO mpeao3upane (cboTBeTHO 200 mg u 105 mg/nen 3a Tpu 1HM) ce
CBBP3BAT WX ChC CUMIITOMH Ha yMOPA, CIa00CT W/WITH AUapHs WK MIPOTHYAT 0e3CMMITOMHO. B cirydan
Ha mpeao3upane ¢ no3a noj 140 mg vwim mpu HEM3BECTHA /1032 MPH MAIUEHTH CE TIPOSBSIBAT
cumnTomuTte, cBbp3anu ¢ LIHC (06bpkaHOCT, CHHIMBOCT, COMHOJICHTHOCT, CBETOBBPTEIK, BB30Yy1a,
arpecuBHOCT, XAJTIONNHAINY U HAPYIIEHA OXO0/KA) W/HIN ¢ TAaCTPOMHTECTHHAIICH IPOU3X0/
(TOBpBIIaHE U AUAPHS).

B Haii-rexxkus cirydail Ha peno3upaHe NauMeHThT € OLEIsUT MU IepopatieH npreM Ha o01mo 2 000 mg
MeMaHTHH ¢ nociensaiiy epext Bbpxy [ITHC (10-1HeBHa KOMa ¢ mociieaBaliia JUILIONUs U Bb30y/1a).
B 1031 cityyaii HaleHThT € IeKyBaH CHMITOMAaTHYHO U ¢ ma3Modepesa. [lanneHTsT ce € Bb3CTaHOBUI
0e3 ABITOTpaiHU MOCIEICTBUSI.

B npyr ciny4aii Ha BUCOKO Ipeio3upane ¢ nepopaies npueM Ha 400 mg MEMaHTHH MAIMEHTHT ChIIO €
OLIEJISIT U Ce € Bb3CTaHOBWIIL. [lanmeHTsT € nMain cumnromMu, cBbp3anu ¢ LITHC karo
HGCHOKOI‘/'ICTBI/IC,HCI/IXO33, 3PUTCIIHU XaJTIOIWHAIIWHU, ITIPOKOHBYJICMBHOCT, COMHOJICHTHOCT, CTYIIOP U
Oe3ch3HaHMUE.

JleueHue


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

[Ipu npeno3upane jgeuenneTo TpsOBa na Obae cuMnToMaTndHO. Hsima cnenyudeH aHTHIOT TIPpU
WHTOKCHUKAIWSA ¥ TIPeFo3rpane. 3a OTCTpaHsIBaHE Ha aKTHBHOTO BEIIECTBO CE MpHjiara CTaHIapTHa
KIIMHAYHA TPOLIEAYPa, KATO HAIIPUMEP CTOMAIITHA MPOMUBKA, aKTUBCH BBIJICH (32 IPEAOTBpATSIBaHE Ha
MOTEHIIMAIHA CHTEpOXeNaTallHa PEIUPKYIIaIlus ), IOBUIIABaHE KUCSIMHHOCTTA HA YPUHATA, 3aCHJICHA
Jypesa.

B cnyyaii Ha mpyu3HaUM U CUMOTOMH Ha OO0 CBPBXCTUMYJIMpPAHE Ha LIEHTpajiHaTa HEPBHA CUCTEMa
(IHC), TpsibBa 1a ce 0OMUCITN BHIMATEITHO CUMIITOMATHYHO KIIMHUYHO JICUSHHE.

5. DOAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apmakoguHAMHYHH CBOMCTBA

®apmakoTepaneBTHUHA rpymna: Jpyru nekapcrsa mpotus nemeniws, ATC kox: NO6DXO01.

HapacTsa 6post Ha Toka3aTencTBaTa 3a TOBa, Y€ HApYLUICHOTO (PYHKIIMOHUPAaHE Ha TiyTaMaTepruyHaTa
HEBPOTPAHCMUCHSI, TO-KOHKPETHO Ha perientopute 3a NMDA, nonpuHacs KakTo 3a IposiBaTa Ha
CUMITOMUTE, Taka U 3a MPOrpPEeCHPaHETO Ha OOJecTTa MPH HEBPOIereHepaTHBHATA IEMEHITHS.
MeMaHTHH € BONTaX-3aBUCUM, ¢ yMepeH apuHnTeT 1 HeKoHKypeHTeH NMDA-penientopeH
aHTaroHuct. Toil MoAynHpa epeKTHTE HA TATOJOTHYHO MOBUILICHUTE TOHWYHY HUBA HA TIyTamara,

KOUTO MOrat aa A10B€aaT 10 HapyII€HO q)YHKI_II/IOHI/IpaHe Ha HCBPOHUTC.

KnuHuyHu npoyyBaHus

ITpu npoBeIeHO POyUYBaHe ¢ MOHOTEPATHS NPH rpyIa MalUeHTH, CTPAIAIU OT yMEPEHa 10 TEKKa
cTereH Ha OosiecTTa Ha AsixaiiMep (M3X0/eH 00 pe3yITaT OT MUHH HU3CJICABAHE HA TICUXUUHHS
cratyc (mini mental state examination) (MMSE) — ipu octoBa 3 mo 14) ca mpocienenn o01o

252 amOynaTopHu manueHT. [IpoydBaHeTo JeMOHCTpUpA OJaronpusaTHUTE eEKTH OT JICUSHHUETO C
MEMaHTHH B CpaBHCHHUE ¢ TIae0o B MPOIb/KEHUE Ha 6 Mecella (aHaIn3 Ha HAOJI0IaBaHUTE CIyYan
3a BIIEYATJICHUETO Ha KIIMHHUIIMCTA 3a IPOMsHA, Bb3 OCHOBA Ha pa3roBop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; cbBMeCcTHO npoy4BaHe Ha 00JIeCTTa Ha
Anmxaiimep — exxenHeBHU neriHocTy (Alzheimer’s disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; 6arepust 3a TeXKH yBpexIaHus (severe impairment battery)
(SIB): p=0,002).

[Ipu npoBeneHo npoyyBaHe ¢ MEMaHTUH KaTO MOHOTEPAITHUS IIPH JIeKa IO yMepeHa CTeleH Ha
OonectTa Ha Anxaiimep (u3xozen oo MMSE-pesynrar nipu ocHoBa 10 10 22) ca 00XBaHATH

403 manpenTH. EQeKThT npH IeKyBaHUTE ¢ MEMaHTHH MAMEHTH € CTATUCTHYECKN 3HAYUMO T10-T00Bp
B CpPaBHEHHE C TO3H IIPH JICKYBaHUTE C IUIAIC00 MAIIMEHTH 110 OTHOIICHHE HA OCHOBHUTE TOYKH: CKasa
3a olleHKa Ha OosiecTTa Ha Annxaiimep (Alzheimer’s disease assessment scale) (ADAS-cog)

(p =0,003) u CIBIC-plus (p = 0,004) na 24-Ta cemMuiia MpH MOCJICIHOTO MPOBEIACHO HAOIOACHUE
(last observation carried forward) (LOCF). Ilpu apyro npoy4sane ¢ MOHOTEpaIIUs Ha JieKa J10
yMepeHa 0oJiecT Ha AuixaiiMep ca panmomMu3upanu - oo1o 470 nanuentu (u3xoxaeH oo MMSE-
pe3yaTat npu ocHoBa 11 no 23). [Ipu npocnekTHBHO JepUHUpPaHUs IBPBUYEH aHAIN3 Tipe3 24-Ta
CeIMHMIIa HE € MOCTUTHATa CTATHCTHYECKA 3HAYMMOCT Ha TbPBUYHA €(DUKACHOCT.

[Ipu MeTa-aHanu3 Ha MAMEHTH ¢ YMEpEHa JI0 TeXKa CTereH Ha OonecT Ha Anmxaiimep (oo MMSE-
pesynrat npu ocHoBa < 20) OT mecT MmIanedo-KOHTPOIMpPaHu, 6-MeceuHu nmpoyuBanus, ¢aza I11
(BKITIOYBAILYM MPOYYBAHMS C MOHOTEPAINHS U IPOYUBAHUS NIPH NMALIMEHTH Ha [TOCTOSHHA 71032
alleTUIIXOJIMHECTEPAa3HU MHXHUOUTOPH) C€ YCTAHOBSIBA, Y€ CHIIECTBYBa CTATUCTUYECKU 3HAYNM E(PEKT B
10J13a Ha JIEYEHUETO C MEMAHTHH 3a KOTHUTUBHATA, r1o0anHarta u GpyHkuuoHanHata cepa. [Ipu
MAMEHTH ¢ MPUAPY>KaBalllo BIOLIABaHE BbB BCUUKUTE TPU CPEPH, PE3yJITATUTE ITOKa3BaT
CTaTUCTUYECKH 3HAUYUM e()eKT OT MEMaHTHH NPEIOTBPATABALL BIOIIABAHETO, KATO J1BA ITBTH [IOBEYE
OT TPETHPAHUTE C MJIanedo MalueHTH IEMOHCTPHUPAT BIOIIABaHE BbB BCUUKUTE TPH chepu B
CpaBHEHHE C JIeKyBaHHUTE ¢ MeMaHTHH nanueHTH (21 % cpemry 11 %, p < 0,0001).
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5.2 ®apmakoKMHETHYHH CBOWCTBA

AOcopouus

MemaHTHH nMa abcolltoTHa OHOHATHYHOCT MPHOIN3UTETHO 100 %. tmax € MeXKAy 3 1 8 yaca. Hama
JIAaHHY, Y€ XpaHaTa MMOBJIHIBa a0COpOIMATa HA MEMAHTHH.

Paznpenenenue

JaeBuuTe 10311 OT 20 Mg BOAAT J0 CTAIIMOHAPHHU TUIA3MEHU KOHIICHTPAIIMH HA MEMAHTHUH, KOUTO
Bapupat ot 70 1o 150 ng/ml (0,5 - 1 umol) ¢ rojgemMu HHTEPUHAMBUIYATHU pa3anuusa. KoraTto ce
npuIarat JHEBHH 034 OT 5 10 30 mg ce M3YHUCIABA CPETHO CHOTHOIICHHUE IIePeOPOCTTHHATHA TEUHOCT
(ICT)/cepym 0,52. ObembT Ha paznpeaencHue ¢ npudimsurenso 10 I/kg. Okomno 45 % ot
KOJINYECTBOTO MEMAHTHH € CBBP3aHO C TIa3MEHUTE OCNTHITH.

Buorpanchopmarms

IIpu goBeka okomno 80 % oT nupkynupamure GopMru Ha MEMAaHTHH ca o (popmara Ha U3XOIHOTO
chenuHeHue. [ maBHUTE MeTabONMUTH TIpU Y0BeKa ca N—3,5—IuMeTHI-TIyIaHTaH, ©30MepHaTa CMeC Ha
4— 1 6—XUIPOKCU-MEMaHTUH U 1—HUTP030-3,5—muMeTni—agamMantad. Huto equs ot Te3u MeTabomTi
He miposiBsiBa NMDA—anTaroauctudaa akTuBHOCT. He € oTkput rutoxpom P 450 xaranuszupan
MeTabOIU3EM in Vitro.

IIpu npoyuBane ¢ nepopaiHo npunaran “C—memantun, cpeaao 84 % OT J103aTa ce Bb3CTaHOBABA B
pamkute Ha 20 1HHU, KaTo TIoBeUe OT 99 % ce exckperupa npe3 ObopernuTe.

Enumunupane

MeMaHTHH ce eTMMUHIPA 10 MOHOEKCIIOHEHIINAIHa KpYBa ¢ TepMuHalieH ty, oT 60 1o 100 yvaca. [Ipu
noOpoBouy ¢ HopManHa 0p0peuna GyHknus oommaT KIuphHC (Cli) moctura g0 170 ml/min/1,73 m?
1 9acT OT oOmws Ob0peUeH KIUPBHC Ce peaTn3npa Ipe3 TyOyIapHa CeKpeIus.

BB0OpeunnsaT 0OMEH BKITIOYBA CHIIO TYOYTHA Pe30pOIHs, KOSTO BEPOSTHO € OMOCPEICTBAHA OT
KaTHOH-TpaHCTIOpTHpaITy 6enTeiy. CTeneHTa Ha ObOPETHO SMMMUHIPAHE HA MEMAHTHH B YCIIOBHUSTA
Ha aJIKaJHa yprHa MOXe J1a Obae HamasieHa 7 10 9 b1 (BHOKTE TOUKa 4.4). AJIKAITH3UPaHETO Ha
ypHUHATa MOXE J]a c€ ABJDKU Ha IPACTUYHH ITPOMEHH B TUETATa, HAPUMEP OT MECHA KbM
BereTapuaHcKa JueTa, WK Ha MaCUBEH NPYEM Ha ajJKaJIM3Upally CTOMAIIHA OyhepH.

JIu"eHHoCT

[MpoyuBanusiTa mpu JOOPOBOIIIM MTOKA3BAT JIMHEHHA (apMaKOKWHETHKA B JI030BUs Tuamna3oH ot 10 1o
40 mg.

Bpb3ka dhapmakokuHeTHKa/GapMaKOIMHAMUKA

[Ipu no3a 20 mg MeMaHTHH Ha J€H HUBaTa B LIepeOPOCIMHANIHATA TEYHOCT OTTOBAPST HA CTOWHOCTTA
ki (ki = xoHCTaHTa HAa HHXUOMpaHe) Ha MEMaHTHH, KosATo € 0,5 umol B kopaTa Ha POHTATHUA ASIT IPH
YJOBEKa.

5.3 IIpeakJMHUYHU JAaHHH 32 0€30MACHOCT

IIpu kpaTKOCPOUHU NPOYUYBAHUS BHPXY IIbXOBE MEMAHTHUH, KakTO JApyrure NMDA-aHTaroHucTH,
MpeIM3BUKBa HEBPOHATHA BaKyOJIM3alvs U HeKpo3a (1e3un Ha Olney) caMo cien 1031, BOJEIIH 10
BHCOKH IMUKOBHU CEPYMHU KOHIIEHTpAaLUU. ATAKCUS U JPYTU NPEKJIMHUYHYU OpU3HALM MPEAIIeCTBAT
BaKyoJIM3aluATa U HeKpo3arta. Thil KaTo e)eKTUTE He ca HaOJII0IaBaHu MPH JIbITOCPOUYHU
MPOYYBAHUSA MIPU IPU3aYU U HETPU3aUH, KIMHUYHATA BPb3Ka C HA TE3U Pe3yJITaTH JIUIICBA.
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IIpu npoy4BaHus 32 TOKCHYHOCT ca Ha0II0/JaBaHU MPOMEHJIMBH U3MEHEHHUS B OUUTE MPH MOBTAPSIIH
Ce JIO3U NP TPU3aYH U KydeTa, HO He U npu MaliMyHH. CrienmuduaHUTe 0()TAIMOIOTHYHY MIPETIIeIN
MPH KIIMHUYHUTE MPOYYBAHUS C MCMAHTHH HE Pa3KpUBAT HUKAKBU OYHU U3MCHECHUSI.

[Ipu rpu3auu ¢ HabmomaBaHa Gochonnmuao3a B 0eaoapooHuTe Makpodark mopajayu HaTpyBaHe Ha
MEMaHTHUH B JIN3030MuUTe. T031 €(heKT e Mo3HAT OT APYTY aKTUBHU BELIECTBA C KATHOHHHU aMpuUITHHA
cBoiicTBa. BeposTHO chillecTBYBa Bph3Ka MEX/ly TOBa HATPYIBAaHE U BaKyOJIU3aIUsITa, HAOII01aBaHa
B Oenmre ipobose. Tosn edekt e HabIroaBaH caMo NPH MpHJIaraHe Ha BUCOKH JIO3U TP IPU3AYH.
KinHnyHaTa 3HAaUMMOCT Ha TE3U Pe3yJITaTh He € U3BECTHA.

He e ycTaHoBeHa TeHOTOKCHYHOCT Ha MEMAHTHH CJIe[] U3CIIeABaHE M0 CTaHAAPTHU MeToAuku. Hama
JTaHHH 33 KapIUHOTE€HHOCT MPH JOKUBOT-NIPOABIKATEIHN POYYBaHHs IPH MUIIKH U IIITBXOBE.
MeMaHTHH He € TepaTOreHEH MpH IIIbXOBE U 3alLiK, TOPH U B O3, TOKCUYHU 3a MalKaTa, ¥ He ca
0TOeNs3aHN HEXENaH! JIEKApCTBEHU peakluy Ha MEMaHTHH BbpXy pepruiureTa. [Ipu mrbxose e
0TOeNs3aH0 TOHIKaBaHe Ha (PEeTaTHOTO pa3BUTHE NPU HHUBA HA €KCIIO3UIIHSI, KOUTO Ca HICHTUYHH WIIH
MAJIKO MTO-BHCOKH OT TE€3H Ha €KCIO3MIHUATA IIPU XOPpa.

6. DAPMAIIEBTUYHU JAHHHU
6.1 ChnucbK Ha NIOMOIIHHUTE BEIECTBA

Axura 10 mg dunMupanu Ta0JIeTKR

Hopo na mabremkama
MukpokpurCTallHa TIeTy103a
Kpockapmenosa Hatpuit

CunuuuesB TUOKCHU, KOJOUAEH 0€3B0IeH
Marnesues creapar

Obesuska na mabaemkama
Xunpomenosa

Makporoa 400

Turanos muokcun (E 171)
Kenesen oxcun xxbaT (E 172)

Axura 5 mg+10 mg+15 mg+20 mg dunMupann TabJIeTKH

Hopo na purmupanume mabaemxu om 5/10/15/20 mg
MukpokpurCTallHa TIeTy103a

Kpockapmenosza Hatpuii

CunuuuesB TUOKCH, KOJOUAEH 0€3B0IeH

Marnesues creapar

Obsuska na urmupanume mabremrxu om 5/10/15/20 mg
Xumpomenosa

Makporoa 400

TuranoB muokcun (E 171)

Honvinumenno 3a uimupanume madremrxume om 10 mg:
Kenesen oxcun xbaT (E 172)

Honvanumenno 3a purmuparnume mabnemxu om 15 mg u 20 mg:
XKenezen oxcun, xbaT 1 yepseH (E 172)

Axura 20 mg dpuaMupanu TabJIeTKH
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Hopo na mabremxume
MukpoKpurCTalHA TIeTy103a
Kpockapmenosa Hatpuit

CunuuueB TMOKCH, KOJOUAEH 0€3B0IeH
Marune3ueB cTeapat

Obsuska Ha mabiemxume
Xunpomenosa

Makporoa 400

TuranoB nuokcun (E 171)

JKenesen oxcum, xxbaT 1 uepBeH (E 172)

6.2 HecbBMecTUMOCTH

Henpunoxumo.

6.3 Cpox Ha roaHOCT

4 roguHM.

6.4 Chnenuananm yca0BHs HA CbXpaHeHHe

To3u nexapcTBeH NPOAYKT HE N3UCKBA CIICIIUAHN YCIOBUS Ha ChXpaHEHHE.
6.5 Buawu chabp:kaHue HA ONMAKOBKATA

Axura 10 mg dunMupasu TabIeTKn

bricrep onmakoBku, chabpikanty o 7, 10, 14 nau 20 TabneTku B Omctep

(arymuawmi/monmunponuieH). ChIecTBYBaT onakoBku 1o 14, 28, 30, 42 50, 56, 98, 100, 112 u
rpynoBu omakoBku 1o 840 (20 x 42), 980 (10 x 98) nnum 1000 (20 x 50) TabneTkw.

Axura 5 mg+10 mg+15 mg+20 mg dbunmupanu TabiaeTku

Bceska onakoBka ceabspxa 28 ¢punmupanu Tadbnetku B 4 6imctepa ot PVDC/PE/PVC/Al
osuctepu ot PP/Al cbe 7 pumupanu TabieTku ot S mg, 7 GunMupanu tadiaetku ot 10 mg,
7 dunmupanu TabaeTku oT 15 mg u 7 dunmupanu tadietky ot 20 mg.

Axura 20 mg ¢unMupaHu TaOJIETKU

biucTtepuu onakoBKH, chabpkaiy 14 dunmupanu tadnerku B eaun oauctep ot PVDC/PE/PVC/AL
wim onrctepHa JieHta ot PP/Al lNonemuHata Ha nmpejyiaraHuTe omakoBKy € ot 14, 28, 42, 56, 98 wn
rpynoBH onakoBku 1o 840 (20 x 42) ¢punMupanu TabIETKH.

He Bcuuky BUOBE ONMAaKOBKU MOTaT j1a ObJaT IMyCHATH B IIPOJAX0a.
6.6 CrnenuajaHu npeanasHu MepKHU NP U3XBbPJisiHe U padoTa

Hsama cricnyaJiiHi U3MCKBAaHUAA.

7. NNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12



8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Axura 10 mg ¢dbmiMupanu TabIeTKu
EU/1/02/218/001
EU/1/02/218/002
EU/1/02/218/003
EU/1/02/218/007
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 dunmMupanu TadIeTKH
EU/1/02/218/016
EU/1/02/218/023

Axura 20 mg ¢briMupady 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 PA3PEIIABAHE/IIOJHOBSIBAHE HA PASPEIHLIEHUETO 3A
YIIOTPEBA

[ata Ha epBO pazpemasane: 17 mait 2002 r.

Jarta Ha nocneano noaHossiBane:20 roHu 2007 1.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

MM/TTTT

IMonpoOHa nH(pOpMaIUs 3a TO3U JICKAPCTBEH MPOIYKT € MpeiocTaBeHa Ha yeOcalita Ha EBporneiickara
areHIus 1o JieKapcTBaTa http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Axura 5 mg/u3noMnBaHe NepopajeH Pa3TBoOP

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

1 g pastBop chabpxka 10 mg MemanTHH Xuapoxaopua (memantine hydrochloride), ekBuBanenTeH Ha
8,31 mg MmemaHTHH.

Besiko 3azeiictBane Ha nmommara (eaHo u3noMmnBane) otaens 0,5 ml pa3rBop, ceabpxani 5 mg
MEMaHTHH XHIPOXJIOPH/, EKBUBAJICHTCH Ha 4,16 mg MEeMaHTHH.

[Homomnu BemecTBa: Beekn MUmUIuThp 0T pasrBopa chabpxa 100 mg copouron (E 420), BuxTe
TouKa 4.4.

3a IIBJIHUS CHUCHK Ha ITOMOIIHHUTEC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Ilepopasnen pasTsop.
Pa3TBOpBT € po3payeH u 6e3LBETEH A0 CBETIIO KbITCHUKAB.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU OKA3ZAHUS

Jledyenne Ha TAIMEHTH C yMEPEHa JI0 TEXKKa O0IeCT Ha AIxaiMep.
4.2 [lo3upoBKa M HAYMH HA MPUJIOKEHHE

JleaenueTo TpaOBa 1a Ob/e 3aI0YHATO W HAOIIOJaBaHO OT JIEKap, C ONHT B AHATHOCTUIIMPAHETO U
JICYCHUETO Ha JEMEHIIUATa Ha AJxaiimep.

2031/19031(;1

JlegenueTo TpsiOBa a 3amovYHe caMo ako MMa JINIE, KOSTO Jla Ce TPIDKH 3a OOHIS U PEAOBHO Ja
CJIeNTU TIpUeMa Ha JICKapCTBEH MPOYKT OT manueHTa. J(narnosara TpsioBa n1a ObJie MOCTaBeHa B
CHOTBETCTBUE ChC ChBPEMEHHUTE TUArHOCTHYHU MPUHIMIA. [[OHOCHMOCTTa 1 T03UpOBKaTa Ha
MEMaHTHH TPs0Ba 1a ObIaT MPEOCHIBaHN PEIOBHO, 3a MIPEATIOYNTAHE IO TPU MECEIa ClIe]T Ha4al0OTO
Ha JieuenueTo. Ciej ToBa, KIMHUYHATA 110J13a OT MEMAHTHH U IIOHOCUMOCTTA Ha MAalMEHTa KbM
JICYCHUETO TPAOBa JIa Ce MPEOLIEHABA Ha PETyJIApHA OCHOBA, B ChOTBETCTBUE C HACTOSAIIUTE KIIMHUYHA
pbKOBOCTBA. [ToIABPIKAIIIOTO JICUEHHE MOXKE J1a ObJIe IPOABDKEHO JOKATO TepalieBTHYHATA 110J13a €
3aJI0BOJIUTEIIHA M MAI[UCHTHT IMOHACS JICUSHUETO ¢ MeMaHTHH. [Tpu Hanu4yKe Ha J0Ka3aTecTBa 3a
OTIIaJjaHe Ha TePANIeBTHYHS (KT WU aKo MaIeHTa He MTOHACS JICUeHUETOo, TPSAOBa a ce 00MUCITH
MpeKpaTsBaHe HA MEMaHTHHA.

Bv3pacmuu

Tutpupane Ha 1o3ata

MakcumanHara qHeBHa 1032 € 20 mg BeJHBXK Ha JIeH. 3a Jja ce HaMalld PUCKBT OT HEXKeJIaH!
JIEKapCTBEHU peaKlUy, IOJIbpIKAIlaTa 103a e JOCTUra Ype3 IIOCTENICHHO IIOBUILIABAHE Ha 103aT1a C
5 mg Ha ceqMuIa pe3 MIbPBUTE 3 CEIMHLIH, KaKTO CIIEABA:

14



Cenmura 1 (men 1-7):
ITarmeHThT TpsiOBa ma mpremMa 1o 0,5 ml paztBop (5 mg), EKBUBAJICHTHA Ha €THO U3IIOMIIBaHE, JHEBHO,
B TIPOJTBJDKCHUE HA 7 JTHMU.

Cenmmura 2 (nen 8-14):
[MTarenTsT TpsiOBa Aa mpuema 1o 1 ml pasreop (10 mg), eKBUBaJICHTECH Ha B U3IOMIIBAHMS, JHEBHO, B
MIPOIBIDKCHUE Ha 7 JTHU.

Cenmmura 3 (men 15-21):
[NaupentsT TpsiOBa Aa nprema o 1,5 ml pa3reop (15 mg), eKBUBAJICHTHN HA TPU U3IIOMITBAHUS,
JTHEBHO, B POJBJDKEHUE Ha 7 JTHU.

Ot Cenmuna 4 HATaTBK:
IarenThT TpsIOBa Ma Mpuema 1o 2 ml pazreop (20 mg), eKBUBaJIEHTHH HAa YETUPU U3MOMITBAHHS,
BEAHBK HA JCH.

[oanbprxara 1o3a
[penopruBanata noaabpskamia go3a ¢ 20 mg (2 ml pa3TBop, €KBUBAICHTHH HAa YETHPH U3IIOMITBAHH)
Ha JIeH.

Hayuenmu 6 cmapuecka evspacm

B®b3 ocHOBa Ha KITMHUYHUTE NTPOYYBaHUs, IPETIOpHhUBaHATa JHEBHA 71032 3a MAI[eHTH Ha Bb3pacT HaJ
65 romuan e 20 mg Ha nieH (2 ml pa3TBOp, EKBUBAIEHTHH HA YETHPHU M3IIOMITBAHUS ), KAKTO € TTIOCOYSHO
HO-Tope.

bvopeuno yepescoane

[Ipu manmenTH ¢ eko HapymieHa 0BO0pedHa ¢yHkws (kpeatTnHUHOB KIMpBHC 50-80 ml/min) He ce
HaJara mpoMsHa Ha fo3ata. [lpy nanuenTu ¢ ymepeHo HapylieHne Ha Op0pednaTa QyHKIus
(kpeatunuHOB KiupbHC 30-49 ml/min) nHeBHaTa no3a TpsidBa aa 6bae 10 mg (1 ml pasrBop,
€KBUBAJICHTEH Ha ABe n3nomMnBanus). [Ipu nobpa nmonocumoct cieln 7 AHEBHO JIEYEHHE, 103aTa MOXKE
na Obae yBenndena 10 20 mg/eH ChrilacHO CTaHAapTHATA cXeMa Ha TuTpupane. [Ipu manuenTH ¢
TeXK0 OBOpEeuHO yBpekaaHe (KpeaTHHHHOB KIUPBHC 5-29 ml/min) nHeBHaTa 103a TpaOBa na Obae
10 mg (1 ml pa3TBOp, EKBUBaJICHTEH Ha BE M3IIOMIIBAHUS) Ha JICH.

Yeproopobno yspedcoane

[Ipu nauyeHTH C IeKO WM yMEPEHO HapyleHa YepHoapoOHa ¢pyHkuus (kaac A u B o Child-Pugh)
He e HeoOXoJuMa IpoMsiHa Ha jo3ata. Hsama naHHu 3a ynorpedaTa Ha MEMaHTHH IPH MAIUEHTH C
TEKKO YepHOPOOHO yBpexknane. He ce mpenopbuBa mpumarane Ha Axura Ipy ManyeHTH ¢ TEXKKO
YepHOAPOOHO YBpEXKAaHe.

Ileduampuuna nonyrayus
BesomacHoctTa 1 ehukacHOCTTa Ha AxXura pu Jielia Ha Bb3pacT 1o 18 roJinHu He € yCTaHOBEHA.

JIuncBar gaHHU.

Hauun Ha TOPHUITOKCHUC

Axura Tps0Ba J1a ce Mmpuiara BeJHBX JHEBHO, M BCEKH JICH Jja Ce IPHUEMa I10 €THO U CHILIO BPEME.
OuMupaHuTe TaOJIETKH MOXKE J1a ce IpUeMaT cbe 1iH 6e3 xpaHa. Pa3TBopbT He TpsiOBa 1a ce n3nuBa
WJIHM M3II0MIIBA B YCTaTa JUPEKTHO OT OYTWJIKATa MM [IOMIIATa, a TpsOBa 1a ce J03HMPa B JIBKHULA WK B
Yaiia Boia C IOMOIIITa Ha MoMIaTa. 3a MoApoOHU yKa3aHUsI OTHOCHO NMPUTOTBSHETO U paboTara ¢
MPOIYKTa BIXKTE TOUKa 6.6.

4.3 IIpoTuBOMOKA3aHUA

CBpPBXYyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT IIOMOLIHUTE BEILIECTBA,
n30poeHu B Touka 6.1.
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4.4 CroenuajJHU npexynpexIeHust U NpeanasHu MepKH MpH ynorpeda

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

Tps6Ba na ce n30sATBa eAHOBpEMEHHATa yroTpeda ¢ Apyru aHTaronucT Ha N—Mmetmi—D—acmaprar
(NMDA), xaTo aMmaHTaJ1H, KETaMUH WK AeKcTpomeTopdan. Te3n cbeAMHEHHs JEUCTBAT BbPXY
chIl[aTa perenTopHa cucTeMa, KakTo MEMaHTHH, ¥ CIIEI0BATEITHO HEXKETIAHUTE PEaKIuu (CBbpP3aHH
r1aBHO ¢ eHTpaiHata HepHa cuctema (LIHC)) morar ga 6b1aT mo-9eCcTH 1 TTO-CHITHO U3pa3eHU
(BuwxTe TOUKa 4.5).

Hsikon haktopu, kouto Morar aa nosumat pH Ha ypuHara (BmxkTe Touka 5.2 “Emumunupane”),
HaJlaraT BHUMATEJIHO NMPOCIeAsBaHe Ha MauueHTa. Te3u (pakTopu BKIIOYBAT APACTUYHH IPOMEHHU B
JMeTaTa, HalpuMep OT MECHA KbM BEreTapHaHCKa JUETa, WK 3HAUUTENIEH IPUEM Ha alKaJIu3Hpalin
cromamnau 0ydepu. OcBeH ToBa pH Ha ypuHaTa Moxe Jla ce TIOBHIIHU IPH ChCTOSIHUS Ha OBOpedHa
TyOynHa anuno3a (BTA) unu Texxku MH(EKINY Ha OTAENHUTEIHATA cicTeMa ¢ Proteus bacteria.

[Tpu noBeveTo KIMHWYHU MPOYYBAHHS MAIMEHTH ChC CKOPO TpeKapaH WHPAPKT Ha MUOKap/a,
JIEKOMITCHCHpaHa 3aCTOiHa chpaeuHa HeaocTaThIHOCT (Kiaac mo NYHA III-IV) unu HekoHTporpaHa
XUTEPTOHUS ca OWim W3KItoueH. Benencrere Ha ToBa MMa caMO OTPaHWYEeHU JaHHU U MMAlUEHTHTE C
TaKWBa ChCTOSHUS TPSOBa J1a ObAAT MPOCIIEAIBAHN BHUMATEITHO.

THomownu gewgecmea: TlepopalHUAT pa3TBOP ChABPKA copouToin. To3M IeKapCTBEH MPOLYKT HE
TpsiOBa Ja ce mpreMa OT MAIUeHTH C HACJIECTBEHa HEMOHOCHMOCT KbM (h)PYKTO3a.

OcBeH TOBa, TO3M JICKAPCTBEH MPOJYKT ChAbPKa Kaluid, To-mMaiko ot 1 mmol (39 mg) Ha 103a, T.e.
IIPaKTUYECKU HSIMA ChbABPKAHUE HA KaJIUH.

4.5 B3aumopeiicTBHe C IPYIrd JeKAPCTBEHU NPOAYKTH U APYru (popMu HA B3auMojeilicTBUe

[lopanu dapmakonornyauTe ehpeKTH 1 MEXaHW3Ma Ha AEHCTBHE HA MEMAaHTHH MOraT A3 Bb3HUKHAT
CJICJHUTE B3aMMOJCHCTBUS:

. HaunasbT Ha neficTBrue qaBa OCHOBaHUS Ja ce Mpearonara, 4e epexkrure Ha L-moma,
JOTIAMHHEPTUYHHUTE arOHUCTU M aHTUXOJIMHEPTHYHHUTE CPEJICTBA MOTaT Aa ObAAaT 3aCHJICHHU MPH
€IHOBPEMEHHO JieueHne ¢ antaronnctd Ha NMDA kato memantuH. Edexrtrure Ha
0apOuTypaTUTE U HEBPOJICNTULIUTE MOraT Aa ObAaT HaMaleHH. EMTHOBpeMEeHHOTO IpuiiaraHe Ha
MEMAaHTHH U CTIa3MOJIMTUYHHU CPENICTBA, JaHTPOJICH WK OakiIodeH, MoXKe Aa U3MEHU
JEHCTBUETO UM U TOBA J1a HAaJOXH KOPUTUPaHe Ha 103aTa.

o EnnoBpemenHara ynorpeba Ha MEMaHTHH U aMaHTaIuH TPAOBa Ja ce u30srBa Mmopaau puck oT
(hapMakoTOKCHYHA IICUX03a. M 1BeTe CheAMHEHUS IIPEACTaBIIABAT XUMUIHO CPOIHU
antaronuctd Ha NMDA. Cpi1oTo MOKe J1a ce OTHacs 10 KeTaMHHa U JeKCTpoMeTophaHa
(BmxTe Touka 4.4). [IlyOnukyBaH € eIUH KIMHAYCH CITydaid 32 Bb3MOYKEH PUCK U TIPH
KOMOHMHAIIMATA HA MEMAaHTHH U ()EHUTOMH.

o Jpyru akTUBHM BeleCTBa, KaTO IUMETHIUH, PAHUTUANH, IPOKauHAMUA, XUHUJIUH, XUHUH U
HUKOTHH, KOUTO U3IO3BaT ChlllaTa ObOpeUHa cucTeMa 3a KaTHOHEH TPAHCIIOPT KaKTo
aMaHTaJIMH, CBIIO € Bb3MOXKHO Ja B3aUMOZCHCTBAT C MEMAHTHH, KOETO BOJH JI0 MOTEHIIMAICH
PHCK OT [IOBUIIECHU IJIa3MEHU HUBA.

. MMa BeposTHOCT 3a IOHIKEHO cepyMHO HUBO Ha xuapoxioporuazun (HCT), koraro MmemMaHTHH
ce npwiara eqaospeMeHHO ¢ HCT miu B komOunanus, Brirousama HCT.
° B mocT-MapKeTHHTOBHS OITUT MMa CHOOIIICHUS 32 H30JUPAHH CITydand Ha TIOBUIIICHO

MEXIyHapoIHO HopManu3upano otHowenue (INR) npu manuentu, KOuTo ca JiekyBaHu
€IHOBPEMEHHO ¢ BapdapuH. Bernpeku de He € ycTaHOBeHa MPUYUHHO-CIIEJICTBEHA BPb3Ka,
NPENOPBUYUTENHO € BHUMATEITHO MPOCe/siBaHe Ha NpoTpoMOnHOBOTO Bpeme i INR nipu
MAalUEHTH, KOUTO Ce JIEKYyBaT €IHOBPEMEHHO C IIEPOPAIIHA AHTUKOAT'YJIaHTH.
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IMpu papmakoxknnernunn (PK) u3nuTBaHms U €JHOKPATHO NPUIOKEHHUE TIPH MIIaU 3[PaBH
MHIVBHAN HE ce HaOJ01aBaT 3HAYMMH B3aUMO/ICHCTBISI MEXK/Ty aKTHBHHUTE BEIIECTBA HA MEMAHTHH H
rmOypua/MeThOPMHH MU JOHETIE3HII.

[Tpu KIMHUYHO MTPOYYBAHE C MIIA]TU 3JIPaBU JTOOPOBOIIIM HE ce Ha0I0aBa 3HAaYMM e(DeKT Ha
MEMaHTHH BbPXY (hapMaKOKMHETHKATa Ha TaJlaHTAMHH.

MemanTus He uaxuoupa in vitro CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, dnaBuH-ChabprKaliaTa
MOHOOKCHIeHa3a, eMOKCUAXUAPOJIa3aTa Wik CyJI(QOHUPAHETO.

4.6 ®epruauTeT, 0PEeMEHHOCTH KbPMEHE

Bbpemennoct

Hsma - nanam 3a —OpeMeHHH, JICKYBaHH C - MEMaHTHH. EKcIiepUMEeHTaAHUTE IPOYYBaHUs ITPH
JKUBOTHH TIOKa3BaT Bb3MOXKHOCT 32 HAMAJICHO BETPEMATOYHO PAa3BUTHE MPH HUBA HA EKCIIO3UIINS,
KOUTO Ca HJICHTHYHU WU JICKO 3aBUIIICHU CIIPSMO €KCIIO3UIUATA TP YOBEKa (BIKTE TOUKa 5.3).
[MoTeHMaIHUAT PUCK MPH XOpa He € U3BecTeH. MeMaHTHH He TPpsOBa Ja ce U3IoN3Ba MpH
OpeMEeHHOCT, OCBEH B CITydall Ha KaTeropuyHa HEOOXOIUMOCT.

Kopmene
He e u3BecTHO nany MEMaHTHH C€ U3TbYBA C YOBEUIKOTO MIIIKO, HO KaTO CE UMa IPEIBU

IUMo(UITHOCTTA Ha BEIECTBOTO, TOBA € BEPOSATHO Ja ce ciiyun. JKeHnuTe, KOUTO MpUeMaT MEMaHTHH, He
TpsiOBa J1a KbPMIIT.

DepTUnuTer

He ca nabmronaBany HeOaronpusTHU e)eKTH Ha MEMAHTHH MPH HEKJIMHUYHH POYYBAHUS 10
OTHOIIICHUE Ha (PEPTHIIUTETA ITPU MBKKHU M )KECHCKHU KUBOTHH.

4.7 EdexTH BbpPXYy cocOOHOCTTA 3a mogupaHe U padoTa ¢ MAIIMHH

YMepeHara 10 TexKa CTereH Ha 0oJiecT Ha AlxaiiMep 0OMKHOBEHO BOJM JI0 HApYIIeHA CIIOCOOHOCT
3a modupaHe ¥ BIIOIIaBa CIIOCOOHOCTTA 3a padoTa ¢ MamuHau. OCBEH TOBa AXura IMOBIUsBA B MajlKa
JI0 yMepeHa CTeTeH CIIocOOHOCTTa 3a odupane 1 padoTa ¢ MaIlMHU, TaKka Y€ aMOyIaTOpHUTE
MAIMEeHTH TPAOBa Ja ObJaT MpeaypekIaBaHu 1a BHUMaBaT MHOTO.

4.8 Hexenanu JeKkapcTBeHH peakKINU

O0600611eHMEe Ha podwiia Ha OE30IIaCHOCT

IIpu npoBeIeHN KITMHUIHY MPOYYBAHUS TIPH CIIYYaH C JICKa A0 TEXKKa ACMCHITHS, BKIIOUBAIITH

1 784 nauuenTy, nexkyBanu ¢ Axura, 1 1 595 nanmenTu, TpeTupaHnu ¢ 1ianedo, ooIaTa 4ecToTa Ha
HEXEJTAHUTE JICKAPCTBEHU PEAKITNHU IIpH AXura HE Ce pa3IndaBa OT Ta3W MMpH Iutanedo, KaTo
HEXEJTAHUTE JICKAPCTBEHU PEAKITNH OOMKHOBEHO Ca JIGKH JI0 YMEPEHH 10 TexecT. Hal-uecto
MOSIBSIBAIIIUTE CE HEXKEIIAaHU JICKaPCTBEHU PEaKIIUU C IMO-BHCOKA Y€CTOTa B TpyIara Ha AxXura,
OTKOJIKOTO B rpyIiaTa Ha Iuiane0o, ca 3aMassHoCT (CboTBeTHO 6,3 % cpemry 5,6 %), rmaBobonue (5,2 %
cpemy 3,9 %), 3anex (4,6 % cpemty 2,6 %), cernmmBoct (3,4 % cpenty 2,2 %) 1 BUCOKO KPHBHO
Hamsrane (4,1 % cpemy 2,8 %).

Hesxenanute peakiinu, OCOYSHN B TaOIHUIIATA MTO-I0TY, CA PETUCTPUPAHH IO BpEeMe Ha KIMHUYHH
Ipoy4BaHus ¢ AXura U ciiefl IyCKaHeTo My Ha nasapa. IIpu Besiko rpynupaHe B 3aBUCUMOCT OT
YeCcTOTa, HeKEIaHUTE JIEKaPCTBEHHN PEAKLUH c€ M30pOsSBAT B HU3XOIAII PEJ 10 OTHOILICHHE Ha
TEXKECTTA.

TabauyeH CIUCHK HA HEXKCIAHUTE PCAKIINN
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Hexenanute 1eKapcTBEHH PEAKIIMU Ca KATErOPU3UPAHU ChIVIACHO CUCTEMO OpraHHa Kiiacu()UKaIus,
KaTo Ce U3IO0JI3Ba CieIHATa KOHBEHIUS: MHOTO YecTH (>1/10), yectu (>1/100 no <1/10), HedecTn
(>1/1 000 mo <1/100), penku (=>1/10 000 mo <1/1 000), mHOTO peaxu (<1/10 000), Hen3BeCcTHH (HE

MOTAT J]a CE ONPEACIIAT 10 HATUIHHUTE JAHHH).

CHCTEMO-OPraHHH KJIACOBE YecroTa Hesxenana peakuus
Wndexnyn u nndectamu Hewectu I"'pOnynn nHpEKUIUN
Hapymenns Ha mmyHHaTa cucrema Yectn CBpBX4yBCTBUTEITHOCT KBM
JIeKapcTBa
[IcuxunaTtpuuHu HapyeHUS Yectn CpHIHBOCT
Heuectn OOBpKa”oCT
Heuectn XamonuHanun'
C Hem3BecTHa [IcMXOTHYHH peaKum’
4ecToTa
Hapymenns Ha HepBHaTa cuctema Yectn 3amMastHOCT
Yectu Hapymienue Ha paBHOBECHETO
Heuectn Hapymiena noxonaxa
MHoro penku I'epuoBe
ChpaeyHu HapyLIeHUs Heuectn CppreyHa HEIOCTATHYHOCT
Cb10BY HApYIICHUS Yectu XunepToHUs
Heuectn Benozna
TpoMO03a/TpoMO0eMO0IIN3BEM
PecniupaTopuu, rpbaHU U Yectu Hucnines
MEAWACTHHAIHN HAPYIICHHS
CromalHo-9peBHU HapyIIEHUS Yectn 3anex
Heuectn IToBpbiane
C HensBecTHa [Tankpearur?
4ecToTa
XernmaToommapHu HapyIICHHSI Yectu [oBuieH: GyHKIIMOHATHU
YEPHOAPOOHU TIOKa3aTeIN
C HeusBecTHA Xenatut
gecToTa
OO6mm HapymeHns U eheKTH Ha Yectn I'maBoGonme
MSICTOTO Ha MPUIIOKEHHUE
Heuectn YMmopa

! Xamonuraanuy ca HaGII01aBaHy IIIABHO IPH NALMEHTH C TeXKa 00J1ecT Ha Amxaimep.
2 30mipaHu ciIydaH, ChOOIIABAHM B IIOCT-MapKETHHTOBHS OITHT.

Bonectra Ha Anxaiimep ce CBbp3Ba C IENpecus, CYUIUIHN UIeH U caMoyOuiicTBa. B mocr-
MapKETHHTOBHS OIAT TaKWBa CHOUTHS CE CHOOIABaT IMPH MAIlUeHTH, JIEKyBaH! ¢ AXura.

C’B06H_IaBaHe Ha 110J03MPaHy HEXKCIaHU PCAKIINH

Cro0ImaBaHeTo Ha IMOIO3MPaHN HEKEJIaHHU PEaKIIuU ciie]] pa3peliaBane 3a ynoTpeda Ha JIeKapCTBEHUS
OPOAYKT € BaxkHO. TOBa MO3BOJISABA a TIPOIBIDKH HAOIOICHUETO Ha ChOTHOIICHUETO T0I3a/PUCK 3a

JeKapCTBEHUS MPOAYyKT. OT METUIIMHCKUTE CTICIIHAINCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
0I03UPaHa He)KETaHa Peakiiys Ype3 Hal[HOHAIHA CHCTeMa 3a ChOoOIaBaHe, MOCOUYCHA B

IIpunoxxenue V.

4.9 Ilpeno3upane

Hma OrpaHAUYCH OIMUT CBC CIIydan Ha MPCA03MPAHC B KIIMHUIHUTC USINNUTBAHUA U TIOCTMAPKECTUHIOBUA

OITHUT.

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

Crny4ay Ha OTHOCHUTEIHO BUCOKO npeao3upane (cborBeTHO 200 mg u 105 mg/neH 3a 3 1HH) ce CBbP3BaT
WIN ChC CUMIITOMH Ha YMOPa, c1ab0CT W/WiIH AUApHs WU MPOTHYAT OE3CUMITOMHO. B cimydaun Ha
npeao3upane ¢ jo3a mox 140 mg uiu mpy HEeW3BECTHA J103a MPH NAIIUEHTH CE MPOSIBSIBAT CUMITTOMUTE,
cebp3anu ¢ [{HC (00bpKkaHOCT, CHHIMBOCT, COMHOJIEHTHOCT, CBETOBBPTEXK, Bb30Y/a, arpeCUBHOCT,
XaJFOIMHAIIIK ¥ HapyIIeHa TIOXO0JIKa) W/HIIH C TACTPOMHTECTHHAIICH IPON3X01 (MOBPBIIAHE U JHAPHS).

B Haii-Te)xKus CTydaid Ha MpeAo3upanHe MAIMeHTHT € OIEIIsUT IIPpH TiepopaiieH mpreM Ha o6mro 2000 mg
MeMaHTHH ¢ nociensaiiy epext Bbpxy LITHC (10-1HeBHa KOMa ¢ mociieiBaliia JUILIONUs U Bb30y/1a).
B To3u cityuaii marMeHThT € JIeKyBaH CUMIITOMAaTHYHO U ¢ TuazModepesa. [lalueHTsT ce € Bb3CTaHOBUII
0e3 IBITOTPaiHU MTOCIIEICTBHSL.

B npyr ciny4aii Ha BUCOKO Ipeio3upane ¢ nepopaiie npueM Ha 400 mg MEMAaHTHH MAIMEHTHT ChILO €
OLIEJISIT U CE € Bb3CTaHOBWIIL. [lalneHTsT € nman cuMnToMu, cBbp3anu ¢ LIHC kato HecriokolicTBHE,
TICUX034, 3PUTETHN XaJIOIMHAIINK, IIPOKOHBYJICUBHOCT, COMHOJIGHTHOCT, CTYIIOp U O€3Ch3HAHUE.

JleueHue

[Ipu npenozupane jgeuenneTo TpsOBa na Obae cuMnToMaTHdHO. Hsima cnienmyudeH aHTHIOT TIPpU
MHTOKCHKAIIMS U IpeJo3upaHe. 3a OTCTpaHsIBaHEe HA AKTUBHOTO BELIECTBO CE MpUJiara CTaHIapTHa
KIIMHAYHA TPOLIEAYPa, KATO HAIIPUMEP CTOMAIITHA MPOMUBKA, aKTUBCH BBIJICH (32 IPEAOTBpATSIBaHE Ha
MOTEHIIMAIHA €HTepOXenaTalHa PeIUPKYIIallisl ), TIOBUIIaBaHe KHCETMHHOCTTA Ha YpUHATa, 3acHiIeHa
Iuypesa.

B cirydait Ha mpu3HaIM ¥ CUMIITOMY Ha CBPBXCTHUMYJIMPaHE Ha IeHTpaHaTa HepBHa cuctema (L{HC),
TpsiOBa BHUMATEITHO J1a ObJic 00CHIEHO CUMITTOMATHYHO KIMHHYHO JICYCHVE.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 dapmakoguHAMHYHH CBOMCTBA

®apmakoTepaneBTHuHa rpymna: Jpyru nekapcrsa nmpotus nemenms, ATC kox: NO6DXO01.

HapactBa OposT Ha J0Ka3aTecTBaTa 3a TOBA, Y€ HApyIIEHOTO (PYHKIIMOHUPAHE Ha
rIyTamMaTepruyHaTa HeBpOTpaHCMHUCHS, TIO-KOHKPETHO Ha perenTtopure 33 NMDA, gonpuHacs KakTo
3a eKCHpecHsITa Ha CUMIITOMHTE, TaKa U 32 IPOrpecupaHeTo Ha OoJiecTTa Ipyu HEBPOAeTeHepaTUBHATA
JIEMEHIIMSL.

MeMaHTHH € BONTaXK-3aBUCUM HeKOHKypeHTeH NMDA-pelienTopeH aHTaroHuCT ¢ yMepeH aduHHUTET.
Toit mopynupa edexTruTe Ha MaTOJIOrMIHO MMOBUILIEHUTE TOHWYHU HHMBA HA TIIyTamara, KOUTO MOTraT Ja

JOBEJAT 10 HapylIeHO QYHKIMOHNpaHE Ha HEBPOHHUTE.

KinHnuaum npoy4usaHust

[Tpu npoBenieHO TpoyYBaHE ¢ MOHOTEPAIHS NIPH IPpyIa NAIUEHTH, CTPAJAIIY OT YMEPEHa JI0 TEKKa
CTemneH Ha OoJecTTa Ha AJxaimep (M3X0JCH 00 pe3yaTaT OT MHHU U3CJIC/IBaHE HA TICUXUYHUS
craryc (mini mental state examination) (MMSE) — npu ocHoBa 3 o 14) ca npocneaenu oomo

252 amOynaTopuu namueHTH. [IpoyuBaHeTo neMoHCTpHUpa OJaronpusITHUTE ehEKTH OT JICICHUETO C
MEMaHTHH B CpPaBHEHHME C T1ane00 B MPOABIDKEHHE Ha 6 Mecela (aHannu3 Ha HaOJI0IaBaHUTE CIIydan
3a BIeYaTJIEHHETO Ha KIMHMIMCTA 32 MPOMSHA, Bb3 OCHOBA Ha pa3rosop (the clinician’s interview
based impression of change) (CIBIC-plus): p = 0,025; cbBMecTHO npoy4BaHe Ha 00JIeCTTa Ha
Annxaiimep — exxeiHeBHU neriHocTH (Alzheimer's disease cooperative study — activities of daily
living) (ADCS-ADLsev): p = 0,003; GaTepus 3a Te:KKH yBpexaaHus (severe impairment battery)
(SIB): p=0,002).
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[Ipu npoBeeHo MpoyyYBaHe ¢ MEMAHTHH KATO MOHOTEPAITUS MIPH JIeKa 0 yMepeHa CTeleH Ha
bomecrTa Ha Anmxaitmep (u3xoxen oo MMSE ckop 10 mo 22) ca o6xBanatu 403 maruieHTH.
EdexThT npH JeKyBaHUTE C MEMaHTHH MAIIMEHTH € CTATUCTHYCCKH 3HAYMMO MO-100Bp B CPAaBHEHHUE C
TO3M MU JIEKYBAHUTE C TUTAe00 MaUeHTH 110 OTHOIIICHHE HA OCHOBHHUTE TOUKHU: CKaJla 3a OIICHKA Ha
bosecrra Ha Anixaiimep (Alzheimer's disease assessment scale) (ADAS-cog): (p = 0,003) u CIBIC-
plus (p = 0,004) Ha 24-Ta ceamuIia IpU MOCACAHOTO MpoBeaeHo HabmoaeHue (last observation carried
forward) (LOCF). IIpu npyro npoy4yBaHe ¢ MOHOTepanus Ha JieKa 0 yMepeHa CTeleH Ha OoyiecTTa Ha
AntxaiiMep ca pargomusupanu o61o 470 nanuentu (n3xoneH ooy MMSE pesynrar 11-23). Ipu
MIPOCTIEKTUBHO JeUHUpaH IbPBUYEH aHAIN3 TIpe3 24-Ta ceJIMUIIA HE € TIOCTUTHATA CTATHCTUIECKa
3HAYMMOCT 3a MbPBUYHATA S(UKACHOCT.

[Ipu MeTa-aHaNHM3 Ha MAIMEHTH C YMEpEHa JI0 TeXKa CTeNeH Ha OonecTra Ha Anxaiimep (06 MMSE
ckop< 20) oT mecT manedo-KOHTPOIUpPaHH, 6-MecedHu npoyuBanus, ¢asa Il (Bxirousamu
MIPOYYBAHUS C MOHOTEPAIIUS U NPOYYBaHUS MPH NALMEHTH Ha MOCTOSHHA 1032

Al TUIIXOJIMHECTEPAa3HU UHXHUOUTOPH) CE YCTAHOBSIBA, Y€ CHIIECTBYBA CTATUCTUYECKH 3HAYMM E(EKT B
10J13a Ha JICYEHHETO ¢ MEMaHTHH 32 KOTHUTHBHATA, TTI00aiHaTa u (yHKInoHanHata cdepa. [Ipu
MAMEHTH ¢ MPUIPY>KaBaIlO BIIOLIABaHE BbB BCUUKUTE TPU cepH, pe3yNTaTuTe MoKa3Bat
CTaTUCTUYECKH 3HAUYNM e(DEeKT OT MEMaHTHH,- TIPEIOTBPATSBAIIl - BIIONIABAHETO, KaTO J[Ba TH
NoBeYe TPETHPaAHH C I1anedo MaueHTH JeMOHCTPHUPAT BIIOIIABaHe BbB BCHUKHUTE TPH chepu B
CpaBHEHHE C JIEKyBaHUTE ¢ MeMaHTHH nanueHTH (21 % cpemy 11 %, p < 0,0001).

5.2 dapmakOKMHETHYHHU CBOWCTBA

AOGcopOuus

MemaHTHH nMa abcomoTHa OnoHamuuHOCT npuOIn3nTeTHO 100 %. tmax € Mekay 3 u 8 yaca. Hama
JTaHHU, Y€ XpaHaTa MMOBJINsIBa abcopOmusITa HA MEMAHTHH.

PasnpeneneHue

JueBHuTe 10311 OT 20 Mg BOAAT JIO CTAIIMOHAPHH TNIA3MEHU KOHIICHTPAIIUK Ha MEMaHTHUH, KOUTO
Bapupart ot 70 go 150 ng/ml (0,5-1 pmol) ¢ ronemu nHTEpUHANBUAYAIHH pa3nuuus. Korarto ce
MprIaraT JTHEBHH 1037 OT 5 10 30 mg ce U3YnCIIBa CPETHO ChOTHOIICHUE IIepeOpocTmHaIHA
teunoct/cepyMm 0,52. O6eMbT Ha paznpenenenue e npuonmsutenHo 10 I/kg. Okono 45 % ot
KOJINUECTBOTO MEMAHTHH € CBBP3aHO C TJIa3MEHUTE OCNTHIH.

Buorpanchopmarus

[Ipu yoBeka okomno 80 % ot nupkynupamuTe GopMH Ha MEMaHTHH ca oA (opMarta Ha U3XOAHOTO
cbhequHeHue. | TaBHuTe MeTaboIUTH NIPU YoBeKa ca N—-3,5—1uMeTUI-TIyJaHTaH, M30MEpHaTa CMEC Ha
4— 1 6—XUIPOKCH—MEMAaHTHH U 1-HUTPO30—3,5—nuMeTni—anaManTad. HuKoi ot Te3n MeTaboInTH He
nposBasa NMDA-anTaronuctuyda akTuBHOCT. He € oTkput niuroxpom P 450 karanusupan
METa0OIU3bM in Vitro.

IIpu npoy4BaHe ¢ nepopajiHo npuiaran '*C-memanTuH, cpeqHo 84 % oT g03ara ce OTAEN B PAMKUTE
Ha 20 mHU, kato nmoBede oT 99 % ce ekckpeTupa mpe3 ObOperure.

Enumunupane

MeMaHTHH ce eTMMHHIPA TT0 MOHOSKCITOHEHITHAIHA KpHBa ¢ TepMUHaIIeH ty, oT 60 1o 100 gaca. [Tpu
J00poBoIILK ¢ HOpMaHa ObOpeuHa GyHkius o0mmaT KIupbHC (Cli) moctura 10 170 ml/min/1,73 m?2
M 4acT OT o0mus 6b0peUeH KIMPBHC Ce peaTu3upa upe3 TyOyTHa CeKperus.

brOpeunusT 00MEH BKJIHOYBA ChIIO TYOYIIHA PE30POLIKs, KOITO BEPOSITHO € OIIOCPEACTBaHA OT

KaTHOH-TpaHcHopTupaiiu 6entbiu. CTeneHTa Ha ObOPEUHO eNMMMUHUPAHE HA MEMAaHTHH B YCIIOBHSTA
Ha aJKaJlHa ypUHa MOXe Ja ObJe HamajieHa 7 10 9 mbTH (BIKTE TouKa 4.4). ANKanu3upaHeTo Ha
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ypHHaTa MOXKE J]a ce AbJDKM Ha IPacTUYHH IIPOMEHH B TMETaTa, HApUMep OT MECHA KbM
BereTapuaHcKa queTa, WM Ha MaCHBEH NpHeM Ha aJKaJIM3upally CTOMAIIHA OydepH.

JInuHerHocCT

[MpoyuBanusiTa Mpu JOOPOBOIIIM MTOKA3BAT JIMHEHHA (apMaKOKWHETHKA B JI030BUs Tuamna3oH ot 10 1o
40 mg.

Bpb3ka dhapmakoknHeTHKa/GapMaKOIMHAMUKA

ITpu mo3a 20 mg MeMaHTHH Ha JICH HUBATa B IIepeOPOCIIMHAIIHATA TEYHOCT OTIOBAPAT HAa CTOWHOCTTA
ki (ki = KOHCTaHTa Ha MHXUOUpaHEe) Ha MeMaHTHH, KosATo ¢ 0,5 pmol B kopata Ha (ppOHTATHUS 5T IPH
YOBEKa.

5.3 TIlpeakJIVHUYHHU JAHHU 32 0€30MACHOCT

[Ipu kpaTKOCpOUYHH POYUBAaHUS BHPXY IUIBXOBE MEMAaHTHH, TOZ00HO Ha npyrute NMDA-
AHTarOHKMCTH, MPEJAN3BUKBA HEBPOHAJIHA BaKyoIM3alus U Hekpo3a (Jieun Ha Olney) camo ciien 1034,
BOJICTITH JIO BUCOKY MTMKOBH CEPYMHH KOHIIEHTPAIMU. ATAKCHS U IPYTH MPEIKINHIYHU PU3HAITI
npeAmecTBaT BaKyoau3auusITa 1 Hekpo3ara. Tbii kaTo eekTuTe He ca HaOJogaBaHu MpH
IBITOCPOYHM IPOYYBaHUS [IPU I'PU3aUM M HETPHU3aUH, KIIMHUYHATA 3HAYUMOCT Ha TE3U Pe3yJiTaTu
JIUTICBA.

[Ipu npoyuBaHus 32 TOKCUYHOCT ca HAaOJIr01aBaHU POMEHIMBU U3MEHEHHS B OYHUTE MPH MOBTAPSLIH
ce JI03M NPY IPU3avyM U KydeTa, HO He ¥ pu MaiiMyHU. CrierupuyHnTe 0(PTaIMOIOTHYHH MPETIIeIH
IIPU KJIMHUYHHATE IPOYYBAHUS C MEMAHTHH HE Pa3KpUBAT OYHU U3MEHEHUS.

IIpu rpusaun e HaOmronaBaHa Gochonummmaosa B 6enoapooHnTe Makpodaru mopajau HaTpynBaHe Ha
MEMAaHTHH B JIn3030MHUTE. T0o3U eheKT e Mo3HAT OT APYry aKTUBHU BEUIeCTBa ¢ KATHOHHU ampudriHn
cBoOlicTBa. BeposaTHO chiiecTBYBa Bpb3Ka MEX/ly TOBa HATPYIBaHE M BaKyoJIM3alusTa, HaOI01aBaHa
B Oenute 1podoBe. To3u edexT e HabIro1aBaH caMo TPH IpHIIaraHe Ha BUCOKH JIO3M TIPH TPH3aYH.
KnvHn4HATa 3HAYMMOCT Ha T€3H PE3YJITATH HE € U3BECTHA.

He e ycTaHOBeHa reHOTOKCHYHOCT HA MEMAHTHH CJIEJ U3CIIEIBAHE 10 CTAaHAAPTHU MeToauKH. Hama
JAHHH 33 KapIUHOT€HHOCT MPH JOKUBOT-NIPOABIDKUTEHN MPOYYBAHUS IPH MULIKHU U ITHXOBE.
MeMaHTHH He € TEPAaTOreHEH IPU IUIbXO0BE M 3ail1, JOPU U B 03U, TOKCUYHU 3a MaliKaTa, U He ca
oTOesI3aHN HeXXellaH! JISKapCTBEH! peaklii Ha MEMaHTHH BHpXy (eprunutera. [lpu mpxose e
oTOesI3aHO TIOHKaBaHe Ha (PETaTHOTO pa3BUTHE MPU HUBA HA €KCIIO3HIINS, KOUTO Ca WACHTUIHH WITH
MAJIKO MO-BUCOKH OT T€3H Ha €KCHO3UIUATA IIPU XOpa.

6. DAPMAIIEBTUYHU JAHHHA

6.1 Chnuchbk Ha IOMOIIHHUTE BellleCTBA

Kamues copbar

Copowuron E 420

IIpeuncrena Boga

6.2 HecnbBMecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roaHOCT

4 roguHU.
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Cren oTBapsiHE ChABPKAHUETO HAa OyTHIIKAaTa TPsiOBa /1a ce ynmoTpeOu B paMKHTE Ha 3 Mecera.
6.4 Crhenuananu ycaI0BHs HA CbXpaHeHHe
Ja ue ce cexpansaBa npu temmeparypa Hax 30°C.

BYTI/IJ'IKaTa C MOHTHUPpAaHATa IoMIla MOXKEC 1a CC ChbXpaHABA U TPAHCIIOPTHPA CaMO BbB BEPTUKAIIHO
ITOJIOKCHUC.

6.5 Buawu cbabpkaHue Ha ONAKOBKATA

50 ml (kakto u 10 x 50 ml) B kacdeBu cThKiIeHU OyTHIKK (xUaposnnTeH kKiac 1) u 100 ml B kadeBn
CThAKeHN OyTHiIKH (Xuaponuted kiac I1I).

He Bcuuku BHIOBE ONTAaKOBKU MOTaT fja ObJIAT MyCHATH B IPOAKOa.
6.6 Crnenuajanu nNpeanasHu MepKHU NP U3XBbPJIsiHE H padoTa
Hsama cnenmanHy U3MCKBaHMSL.

[Ipenn na ce u3nos3Ba 3a MBPBU BT, JO3HUpALaTa IOMIIA TPAOBA Ja ce 3aBUHTH BbpXy OyTuikara. 3a
Jla ce OTCTPaHHU KaraykaTa Ha BUHT OT OyTHIIKaTa, TS TPsOBa Jia ce 3aBbPTH B IIOCOKA 0OpaTHO Ha
YaCOBHHMKOBATa CTPEJIKa A0 MIBJIHOTO i oTBUBaHE (dur. 1).

1.

MoHTHpaHe Ha Jo3Hpaliara momIa BbpXy OyTuikara:

Jlo3upaiiata momMiia TpsOBa Jia ce U3BaIu OT HOJHETHICHOBATa onaKoBka ((ur. 2) 1 1a ce mocTaBu
BBPXY OyTHIIKaTa, KaTo IJIacCTMacoBaTa TPhOMYKA Ce ITbXHE BHUMATEIIHO BHTpE B OyTmikara. Cien
TOBA, KaTO ce MPUAbPXkKA KbM I'bPJIOTO Ha OyTHIIKATa, T03UpaIaTa moMIa TpsOBa Jja ce 3aBHHTH I10
MMOCOKA Ha YaCOBHHMKOBATa CTPEJIKA, JOKATO ce 3aKpenH 3apaBo (¢ur. 3). 3a npeaHasHaueHara
ynorpe0a Jo3upaiaTa momiia ce 3aBUHTBa CaMO BEIHBK, TIPEAX J1a 3all09YHE J]a CE U3I0JI3Ba, U HE
Tpsi0Ba HUKOTA J1a C€ OTBUHTBA.

22



2

LUK

yHOTpC6a Ha ao3upamniaTta rnomiia 3a OTMCpPBAHC HaA 103aTa:

I'maBaTa Ha mo3upamara MoMIa UMa JIBe MO3HIUH U € JIECHO J1a C€ 3aBbPTH — B IIOCOKAa 0OPaTHO Ha
YacOBHHMKOBATa CTpeJIKa (OTBOPEHa MO3UIIMS) U B TIOCOKA Ha YaCOBHUKOBATa CTPEJKa (3aTBOPEHA
no3uuus). ['maBara Ha mo3upainaTta nmoMmna He TpsiOBa a ce HATHCKA HAJoy, JOKAaToO € B 3aTBOPEHA
no3unys. Pa3TBOpBT MOXKe J1a ce OTMEepBa caMO B OTBOPEHA MO3UIMS. 3a Ja ce HalpaBH TOBa, IJaBaTa
Ha Jo3Mpaliara nomma TpsoBa Jja ce 3aBbPTH 0 YETHPHUJECET U TeT Ipaayca Mo MocoKaTa Ha
CTpeJiKaTa, JOKaToO Ce yCEeTH ChIpoTuBa (¢ur. 4).

k’D

CJ'IGI[ TOBa A03UpallaTa nomMiia € roToBa 3a yHOTpe6a.
HO,Z[FOTOBKa Ha Jo3upaliara nomiia:

Koraro ce n3non3sa 3a mbpBU BT, JO3UPALIATa [IOMIIA HE OTMEPBA TOYHOTO KOJIHYECTBO MepopalieH
pa3TBOp. 3aTOBa IMOMIaTa TpsAOBa 1a Obe MOArOoTBEHA (3apeieHa), KaTo 103upalara riiaBa Ha
MOMITaTa Ce HATHUCHE JOKpail HaJoJy TIET MOCJIEA0BaTEHN TbTH ((ur. 5).

9.
5x l
)
e
s

[MomydeHusT mpu Ta3u nporeaypa pa3TBop ce u3xBbpis. ClieBAIUAT BT, KOTATO TJIaBaTa Ha
Jlo3upariara moMIia ce HaTUCHE JOKpal Ha/oly (€KBUBAJICHTHO HA €HO M3MIOMITBAHE), TS OTMEPBa
TouHaTa j03a (1 u3noMIBaHe € ekBuBajieHTHO Ha 0,5 ml mepopajieH pa3TBOp U ChAbPIKA S Mg OT
aKTHBHOTO BEIIECTBO MEMAHTHH XUAPOXJIOpHT (pur. 6).
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1% =5mg s

[IpaBunna ynorpeba Ha Jo3upalara nomrna:

ByTuikara TpsiOBa a ce MOCTaBH BHPXY IUIOCKA, XOPU30HTAIHA TIOBBPXHOCT, HAIIPUMED BBPXY Maca,
U J1a ce M3M0J3Ba CaMO BbB BEpTUKAIHO NojoxeHue. [1o HakpaliHUKa ce IMOCTaBs Yaila ¢ MajJKo Boja
WM JTBXKUIIA U TJIaBaTa Ha JI03MpaliaTa nomima TpsoBa aa ce HaTUCHE ¢ CHEPTUYHO, HO OTMEPEHO U
YBEPEHO IBIKECHHE (HE IMPeKaieHo 0aBHO) IPaBo HAI0Iy A0 crupane (¢dur. 7, dur. 8).

7. 8.
J )
= N 5.

Cren TOBa IJ1aBaTa Ha Io3Wpaliara momma Moxe aa Obae 0cBoOOIeHa M € TOTOBA 3a CIICABAIIOTO
U3IOMIIBAHE.

Jlo3upamiara momia MoXe Jia ce U3I03Ba caMo ¢ Pa3TBOP HA MEMAHTHH XUAPOXIIOPH]] B
MpeIoCTaBeHaTa OyTHIIKA M HE MOJKE JIa Ce MpHUJIara ¢ JIPYTH BEIEeCTBA WU OMAKOBKH. AKO IToMIiaTa
He (YHKIIMOHUPA KAaKTO € OIMKMCAHO MPH MpeIHA3HaYeHaTa YIIOTpeOa U B ChOTBETCTBHUE C
WHCTPYKIUHTE, MAUEHTHT TPSIOBa 1a ce KOHCYJITUPA C JISKYBAIUs JieKap WIu GapMarienT.
Jozupamiara momra TpsOBa Ja ce 3aTBaps ciiej ynoTpeoda.

7. IIPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

I'epmanus

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

EU/1/02/218/006
EU/1/02/218/011
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9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

JaTa Ha mepBO pazpemanane: 17 mait 2002 T.

Jlata Ha nocneaHo nogHoBsBane: 20 roru 2007 T.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

{(MM/ITTT}

ITonpoOHa uHOpMaIKs 3a TO3M JICKAPCTBEH MPOAYKT € NMPEeI0CTaBeHa Ha yeOcalita Ha EBponeiickaTta
areHIys 1o JiekapcTBaTa http://www.ema.europa.eu.
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IMPUJIOKEHHUE IT

MHNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA
IHAPTU A

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA PASPEHIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOXXJABAHE HA ITAPTUIN

Hme n agpecC Ha HDOI/IBBOI[I/ITCJ'IH(I/ITC), OTFOBODCH(HI/I) 3a 0CB060)K)_'[aBaHe Ha MapTHuauTe

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

b. YCJIOBHMA NWIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE€ OTIIyCKa [0 OTPaHUUEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpartka xapakrepucTika Ha IpoayKTa, Touka 4.2).

B. JPYI'U YCJIOBUA U U3BUCKBAHUS HA PASPELHIEHUETO 3A YIIOTPEBA
o IMeproauyHu aKTYaJIU3HPAHHU JOKJIAIH 32 6€30NMACHOCT

WznckBanusiTa 3a mojaBaHe Ha MEPUOTUYHH aKTyaTHM3UPAHU JOKIAIH 32 0€30IaCHOCT 33 TO3H
JIeKapCTBEH NPOJYKT ca MOCOYCHH B CIIMCHKa ¢ pedepeHTHuTe aatu Ha Epporneiickus cpro3 (EURD
CIHCHK), npeasuaeH B wi. 1078, an. 7 ot dupextura 2001/83/EO, 1 BbB BCUUKH Clie/IBaIIH
aKTyaJau3aluy, IyOIuKyBaHU Ha €BPOIEHUCKUS yeOmopTa 3a JIeKapCTBa.

. YCJIoBUus NJin OIr'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA ITPOAYKT

. ILnan 3a ynpasJjenue na pucka (ITYP)

[IPY TpsibBa 1a W3BHPINBA U3UCKBAHUTE ICHHOCTHU U JICHCTBHS, CBBP3aHH C TPOCIICASIBAHE HA
JeKapcTBeHaTa 0e30macHOCT, TocodeHu B ogoopenus [IYP, npencrasen B Momyn 1.8.2 Ha
Paspemennero 3a ynorpeba, KakTo ¥ MPU BCUYKH CIIEBAIIN ChITIaCyBaHU akTyanm3anuu Ha [TYP.

Axryanmsupan [IVP tpa6Ba na ce mopasa:

e 110 UCKaHe Ha EBpormnelickaTa areHuus 1o JeKapcTBaTa;

e BHHArM, KOTaTo c€ U3MEHS CUCTeMaTa 3a yIpaBieHHEe Ha PUCKA, OCOOEHO B Pe3yJNTaT Ha
MoJly4aBaHe Ha HOBa MH(OpMaIus, KOSTO MOXe Aa JOBE/E 0 3HAYMMHU TIPOMEHH B
CHOTHOILICHUETO TOJI3a/PUCK, WK CIIe] IOCTUTaHe Ha BayKeH eTar (BbB Bpb3Ka C
npocie/siBaHe Ha JIeKapCTBeHaTa 0€30MacHOCT WU CBEXKAAaHE Ha PUCKA 0 MUHUMYM).
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ITPHUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKATA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA 3A BJIMCTEPHATA OITAKOBKA

| 1. NME HA JEKAPCTBEHUA NTPOAYKT

Axura 10 mg ¢unmmupanu TabneTku
MemaHTHH XUAPOXJIOPUL

| 2. OBsIBABAHE HA AKTUBHOTO/MTE BEIMECTBO/A

Bceska ¢punmupana tabnerka cpappika 10 mg MeMaHTHH XUIPOXJIOpU, eKBUBaJIEHTEH Ha 8,31 mg
MEMaHTHH.

[3. CHUCBK HA HOMOIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 ¢unmupanu TabiaeTKu
28 dunMupaHu TabIeTKH
30 punmupaHy TAOIETKH
42 punmupaHu TabIETKU
50 ¢punmmupaHu TabIeTKH
56 puamupaHu TaOIETKH
98 punmupaHu TAOIETKH
100 punmupanu TabIeTKA
112 ¢punmupanu TabiaeTKA

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

HepOpaHHO IMPUIIOKCHUC. Hpe,I[I/I yHOTpe6a MMPOYCTCTC JIUCTOBKATA.

6. CIIEIMAJIHO NPEAYHNPEXKIEHUE JIEKAPCTBEHUAT INPOAYKT JIA CE
CBbXPAHSABA HA MACTO JAJIEY OT HOTJVIEJA U TOCET'A HA JEITA

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CIHIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE
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10. CHEHNUAJIHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

| 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 PASBPEHIEHUETO 3A YHHOTPEBA

EU/1/02/218/012 14 ¢unmupanu TabaeTKu
EU/1/02/218/007 28 duamupaHu TabICTKA
EU/1/02/218/001 30 ¢punmupanu TabaeTKu
EU/1/02/218/013 42 ¢punmupanu TabneTKu
EU/1/02/218/002 50 puimupanu TabIeTKH
EU/1/02/218/008 56 dbuamupaHu TadIeTKA
EU/1/02/218/014 98 ¢unmupanu TabneTKu
EU/1/02/218/003 100 dprnmupann TaOIeTKA
EU/1/02/218/009 112 dunvupanu TabaeTKH

| 13. HAPTHJIEH HOMEP

[aprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 10 mg TabneTku

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

JBynsMepeH 6apKoJI ¢ BKIIOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. VYHUKAJIEH HIEHTUHO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

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

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 10 mg punmmupanu TabeTku
MeMaHTHH XUIPOXIOPHU]T

| 2. OBSABSABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

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

| 3. CIIUCBK HA HIOMOIIIHUTE BEINECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

42 dunmupaHu TabIeTKH
KoMIoHeHT Ha ChCTaBHA OITaKOBKa, HE MOYKE JIa CE TIPOIaBa OT/CITHO.
50 ¢hunmmupaHu TabIeTKH
KoMIIOHEHT Ha ChCTaBHA OIMTAKOBKa, HE MOYXKE JIa Ce MPOJIaBa OT/EITHO.
98 punMmupaHu TAOIETKH
KoMImoHeHT Ha ChCTaBHA OITaKOBKa, HE MOYXKE JIa CE TIPOJIaBa OT/EITHO.

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

ITepopanuo nmpunoxenue. [Ipenn ymorpeda mpodyeTeTe TUCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE JIEKAPCTBEHUAT INPOAYKT JIA CE
CBbXPAHSABA HA MACTO JAJIEY OT HOI'VIEJA U JOCEI'A HA JEIIA

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

| 7. APYI'U CHEOUAJIHU HNPEAYHPEXIAEHUA, AKO E HEOBXOANMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

9. CIHEHMAJIHHU YCJIOBHUS HA CbXPAHEHUE
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TAX, AKO CE U3UCKBAT TAKHUBA

10. CHEHNUAJIHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT

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 PASBPEHIEHUETO 3A YHHOTPEBA

EU/1/02/218/010 1000 dpunvupanu tadbaetku (20 onakoBku mo 50)
EU/1/02/218/015 980 dunmupanu tadaetku (10 omakoBku 1mo 98)
EU/1/02/218/030 840 ¢punmupanu Tadnerky (20 onakoBku 1o 42)

13. HAPTHJIEH HOMEP

[Naprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Axura 10 mg TabneTku

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

‘ 18. VYHUKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

ETUKET BbPXY BBHIITHATA OBBUBKA HA CbCTABHUTE OITAKOBKMU, (20 x 42
TABJIETKH, 20 x S0 TABJIETKHU U 10 x 98 TABJIETKI) OBBUTHU BBB ®OJINO
(BKUIIOYUTEJIHO “BLUE BOX”)

| 1. HUME HA JIEKAPCTBEHUSA INPOAYKT

Axura 10 mg ¢punmupanu TabneTKu
MeMaHTHH XUAPOXIIOPUA

| 2. OBABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska pumvupana Tabnetka chabpxka 10 mg MeMaHTHH XUIPOXJIOPH, EKBUBAJICHTEH Ha 8,31 mg
MEMaHTHH.

| 3. CIIUCBK HA HIOMOIIHUTE BEIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

CncraBHa onakoBka 840 (20 onakoBku 10 42) GpunMupanu TaONeTKH
CncraBna onakoBka 980 (10 omakoBku o 98) punmMupanu TaOIeTKH
CncraBna onakoBka 1000 (20 onmakoBku 1o 50) huimupany TabIeTKH

| 5. HAYMH HA ITPUJIATAHE U ITBT/IIBTUIA HA BBBEK/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpeda mpodyeTeTe TUCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKIEHUE JIEKAPCTBEHUAT INTPOAYKT JIA CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA U TOCETI'A HA JTEITA

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

| 7. APYI'Y CHEOUAJIHU HNPEAYHPEXIAEHUA, AKO E HEOBXOANMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

| 9. CIHELHMWAJIHHU YCJIOBHUS HA CbXPAHEHUE

10. CHEHNUAJIHU IIPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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| 11. HWME M AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

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

EU/1/02/218/010 1000 ¢punvupanu tadbnetku (20 onakoBku mo 50)
EU/1/02/218/015 980 dunmupanu tadaetku (10 omakoBku 1mo 98)
EU/1/02/218/030 840 ¢punmupanu Tadnetky (20 onakoBku 1o 42)

| 13. TTAPTHMJIEH HOMEP

[Naptupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH UIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJUCTEP 3A TABJIETKH

| 1. NME HA JEKAPCTBEHUA NTPOAYKT

Axura 10 mg ¢unmmupanu TabneTku
MemaHTHH XUAPOXJIOPUL

| 2. HUME HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

lomen no: (MM/ITTT}

| 4. INAPTUJIEH HOMEP

ITaptuna: {Homep}

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

KAPTOHEHA KYTUS U ETUKET 3A BYTUJIKA

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 5 mg/u3noMIIBaHe TIEPOPaICH Pa3TBOP
MEMaHTHUH XUJIPOXJIOPU

| 2. OBSABSABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enno n3nommane otnens 0,5 ml pa3rBopa, ChIbpiKall 5 mg MEMaHTHH XUAPOXIIOPHI, CKBUBaJICHTCH
Ha 4,16 mg MEeMaHTHH.

| 3. CIIUCBK HA HIOMOIIIHUTE BEINECTBA

PastBOpBT CchaBpKa chio copouton (E 420).
BmxTe nucToBkata 3a moBeue HHPOPMALIHSL.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Tlepopanen pa3TBop
50 ml
100 ml

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

ITepopanuo nmpunoxenue. [Ipenn ymorpeda mpodyeTeTe TUCTOBKATA.

Benunx qHeBHO

6. CIHHEHUAJIHO IPEAYHPEXJIEHUE JJEKAPCTBEHUAT INPOAYKT JA CE
CBbXPAHSBA HA MACTO JAJIEY OT HOTJVIEJA U TOCET'A HA JTEIA

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CIHIEIIlMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ha ue ce cexpansBa Hag 30°C.
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Jla ce u3mon3Ba 10 3 Mecera ciiesi OTBapsiHe.

10. CHENUAJHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

| 11. HWME M AJIPEC HA IPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

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

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

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

| 13. TNAPTHUIAEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 5 mg/u3nomiBaHe epopascH pa3TBoOp

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH HIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

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

KAPTOHEHA KYTHUS U ETUKET 3A BYTHUJIKA 50 ml, KATO MEKIUMHHA
OITAKOBKA/KOMIIOHEHT HA CbCTABHA OITAKOBKA (BE3 “BLUE BOX”)

| 1. HUME HA JIEKAPCTBEHUSA INPOAYKT

Axura 5 mg/u3noMnBaHe NepopajeH Pa3TBoOp
MEMaHTHH XHUJPOXJIOPHU]T

| 2. OBABSJABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enno n3nommnBane otaens 0,5 ml pa3rBop, chabpxall 5 mg MEMaHTHH XUAPOXJIOPHU], CKBUBAJIEHTEH
Ha 4,16 mg MeMaHTHH.

| 3. CIIUCBK HA HIOMOIIHUTE BEIECTBA

Pa3tBopBT chaBpKa chio copburon (E 420).
Bmkre nucToBKaTta 3a moseue HHGpOpManus.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

50 ml mepopasen pa3TBop
KomnoHeHT Ha chCcTaBHA OITAKOBKA, HE MOXKE J1a CE TIPOjIaBa OTACITHO.

| 5. HAYYH HA ITPUJIATAHE U ITBT/IIBTUINA HA BBBEKJIAHE

ITepopanuo nmpunoxenue. [Ipenn ymorpeda mpodyeTeTe TUCTOBKATA.

Benaunx qHeBHO

6. CIIEIMAJIHO NPEAYHNPEXKIEHUE JIEKAPCTBEHUAT INPOAYKT JIA CE
CBbXPAHSABA HA MACTO JAJIEY OT HOTJVIEJA U TOCET'A HA JEITA

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CIHIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ha ue ce cexpansBa Hag 30°C.
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Jla ce u3mon3Ba 10 3 Mecera ciiesi OTBapsiHe.

10. CHENUAJHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

| 11. HWME M AJIPEC HA IPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

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

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

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

| 13. TAPTHJEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Axura 5 mg/u3nomiBaHe epopaseH pa3TBOp

‘ 17. YHUKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/]

‘ 18. VYHUKAJIEH HIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

ETUKET HA BBbHIITHATA OBBUBKA HA CbCTABHUTE OITAKOBKH (10 x 50 ml)
OBBUTH BbB ®0JINO (BKIIIOYUTEJHO “BLUE BOX”)

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 5 mg/u3noMIIBaHe TIEPOPaICH Pa3TBOP
MEMaHTHUH XUJIPOXJIOPU

| 2. OBSABSABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Enno nznommane otaens 0,5 ml pa3tBop, chabpKail 5 mg MEMaHTHH XUAAPOXJIOPH]I, CKBUBAJICHTEH
Ha 4,16 mg MEeMaHTHH.

| 3. CIIUCBK HA HIOMOIIIHUTE BEINECTBA

PastBOpBT CchaBpKa chio copouton (E 420).
BmxTe nucToBkata 3a moBeue HHPOPMALIHSL.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

CncraBHa onakoBka 500 ml, cecrosina ce ot 10 ormakoBKy, BCsiKa OT KOMTO Chabpika 1 OyTuiika ¢ 50 ml
TiepopaJieH pa3TBop.

| 5. HAYMH HA ITPUJIATAHE U TBT/ITBTUIIA HA BbBEXKJIAHE

Hepopanﬂo IMPUIIOKCHUC. Hpe,I[I/I yHOTpe6a MMpOYCTCTC JIMCTOBKATA.

Benunx qHeBHO

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

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

| 7. APYI'Y CHEOUAJIHU HNPEAYHPEXIAEHUA, AKO E HEOBXOANMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

| 9. CIHELHMWAJIHHU YCJIOBUS HA CbXPAHEHUE

Ja ue ce cexpanssa Hag 30°C.
Ha ce u3noinssa 10 3 Mecela ciej OTBapsiHe.
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10. CHEHNUAJIHU IIPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

| 11. WME ¥ AJIPEC HA IPUTEKATEJISI HA PASPELIEHUETO 3A YIIOTPEBA

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

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

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

| 13. TTAPTHMJIEH HOMEP

[aptupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

‘ 17. YHUKAJIEH WIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/

JBynsmepeH 0apKo ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD

‘ 18. VYHUKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA 3A 28 TABJIETKH — OITAKOBKA 3A 3AIIOYBAHE HA
JIEYEHUETO -4 CEJJMUYHA CXEMA HA JIEYEHHUE

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 5 mg bunMupanu TadIeTKN
Axura 10 mg ¢punmupanu TabneTku
Axura 15 mg dunmMupaHu Ta0IeTKH
Axura 20 mg GuaMupaHu TaOJIeTKH
MeMaHTHH XUIPOXIOPU/

2. OBABABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Bceska ¢punmupana tabaetka chabppika S mg MEMaHTHH XUAPOXJIOPHU, eKBUBaJeHTeH Ha 4,15 mg
MEMAaHTHH.

Bceska ¢punmupana tabnerka cpappika 10 mg MeMaHTUH XUIPOXJIOPU, eKBUBaJIEHTEH Ha 8,31 mg
MEMaHTHH.

Beska pumvupana TabneTka chabpka 15 mg MeMaHTHH XUIPOXJIOPH, EKBUBAICHTECH Ha 12,46 mg
MEMaHTHH.

Beska ¢punmupana tabnerka cpappika 20 mg MEMaHTHH XUIPOXJIOPH], EKBUBANEHTEH Ha 16,62 mg
MEMaHTHH.

[3.  CIUCBK HA HIOMOIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Besika onakoBka ¢ 28 ¢punmMupanu TabieTky 3a 4 ceMHYHA CXeMa Ha JICUCHHE ChAbPIKa:
7 x Axura 5 mg

7 x Axura 10 mg

7 x Axura 15 mg

7 x Axura 20 mg

Enna tabnerka JHEBHO

Cemmuna 1
Hen 1,2,3,4,5,6,7
7 dunmupanu TabneTkn Axura 5 mg

Cenmuna 2
Hen 8,9,10, 11,12, 13, 14
7 dunmupanu tadbnetku Axura 10 mg

Cenmuna 3
Hden 15,16, 17, 18, 19, 20, 21
7 dbunmupanu tadbnetku Axura 15 mg

Cenmuria 4

Hewn 22, 23, 24, 25,26, 27, 28
7 dbunmupanu Tabnerku Axura 20 mg
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| 5. HAYUH HA IPUWIATAHE 1 ITBbT/IBTUIIIA HA BBbBEXK/IAHE

ITepopanno npunoxxenue. [Ipenu ynorpeda mpoderere TUCTOBKATA.
Benunx nHeBHO.

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

6. CIHHEHUAJIHO IPEAYHPEXIEHUE JJEKAPCTBEHUAT IMIPOAYKT JA CE
CBXPAHSABA HA MACTO JAJIEY OT HOI'JIEJA U JOCEI'A HA JEIIA

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

| 7. JAPYTI'U CHEHUAJIHM IIPEAYHPEXXIEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

9. CIHEIIlMAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

| 11. MIME M AJIPEC HA IPUTEKATEJISI HA PASPELIEHMETO 3A YIIOTPEBA

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

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

EU/1/02/218/016 28 punmupanu TabIeTKu
EU/1/02/218/023 28 dpuamupaHu Ta0ICTKA

| 13. HAPTHJIEH HOMEP

[Naprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA
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16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 5 mg, 10 mg, 15 mg, 20 mg TabneTku

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN
JIJEHTUTE

BJIMCTEP 3A TABJIETKH

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 5 mg, 10 mg, 15 mg, 20 mg ¢punmmupanu TabaeTKH
MEMaHTHH XHUJPOXJIOPHU]T

| 2. HUME HA ITIPUTEXXATEJISI HA PASBPEIIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

Togen mo: {(MM/ITIT}

| 4. IHAPTUJIEH HOMEP

[Naptupa: {Homep}

5. JPYIH
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA 3A BJIMCTEPHU

| 1. NME HA JEKAPCTBEHUA NTPOAYKT

Axura 20 mg GuaMupaHu TaOJIeTKH
MeMaHTHH XUJIPOXIIOPHU

| 2. OBsIBABAHE HA AKTUBHOTO/MTE BEIMECTBO/A

Bceska ¢punmupana tabnerka cpappika 20 mg MEMaHTHH XUIPOXIIOPH], EKBUBAIEHTEH Ha 16,62 mg
MEMaHTHH.

[3. CHUCBK HA HOMOIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 punmupanu TaOIEeTKH
28 hunMupaHu TabaeTKH
42 dpunmupaHu TaOIETKA
56 dunmMupaHu Ta0IETKH
98 puaMupaHu Ta0IETKA

| 5. HAYMH HA ITPUJIATAHE U ITBT/IIBTUIA HA BBBEK/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpeda mpodyeTeTe TUCTOBKATA.

Benunx n1HeBHO

6. CIHHEHUAJIHO IPEAYHPEXJIEHUE JJEKAPCTBEHUAT IMNPOAYKT JA CE
CBXPAHSABA HA MACTO JAJIEY OT HOI'VIEJA U JOCEI'A HA JEIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

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

| 8. JATA HA UI3THUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

9. CIHELHUAJIHHU YCJIOBHUS HA CbXPAHEHUE
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10. CHEHNUAJIHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
| 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 PASPEHIEHUMETO 3A YIIOTPEBA

EU/1/02/218/017 14 ¢punmupanu TadbaeTKu
EU/1/02/218/018 28 duamupanu TabIeTKA
EU/1/02/218/019 42 ¢punmupanu TabneTKu
EU/1/02/218/020 56 ¢punmupanu TabneTKu
EU/1/02/218/021 98 ¢punmupanu TabneTKu
EU/1/02/218/024 14 duamupaHu TaOICTKA
EU/1/02/218/025 28 punmupanu TabIeTKH
EU/1/02/218/026 42 punmupaHu TabIeTKH
EU/1/02/218/027 56 duamupaHu TabIeTKA
EU/1/02/218/028 98 punmupanu TabneTku

| 13.

ITAPTUJIEH HOMEP

[Naprupa: {Homep}

| 14. HAYMH HA OTIIYCKAHE
| 15. YKA3AHWS 3A YIIOTPEBA
‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Axura 20 mg ¢miMupanu TabIeTKH

| 17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

| 18.

YHUKAJIEH TIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA 3A 42 TABJIETKHU, KATO MEXJ/IMHHA
OITAKOBKA/KOMIIOHEHT HA CbCTABHA OIIAKOBKA (BE3 “BLUE BOX”)

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 20 mg ¢miMupanu TabIeTKH
MeMaHTHH XUIPOXIOPU/

| 2. OBSABSABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska pumvupana Tabnetka chabpxka 20 mg MEMaHTHH XUIPOXJIOPH, EKBUBAJICHTECH Ha 16,62 mg
MEMAaHTHH.

| 3. CIIUCBK HA HIOMOIIIHUTE BEINECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

42 puaMupaHu TaOJICTKU
KoMmIoHeHT Ha ¢hCTaBHA OMAKOBKA, HE MOXKE JIa Ce MpOo/IaBa OT/IEITHO.

| 5. HAYYMH HA ITPUJIATAHE U ITBT/IIBTUINA HA BBBEXKJIAHE

ITepopanao nmpunoxenue. [Ipenn ymorpeda mpodyeTeTe TUCTOBKATA.

Benaunx qHeBHO

6. CIIEIMAJIHO NPEAYHPEXKIEHUE JIEKAPCTBEHUAT INTPOAYKT JIA CE
CBbXPAHSABA HA MSACTO JAJIEY OT HOTJVIEJA U TOCETI'A HA JTEITA

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

| 9. CIHIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CHEHNUAJIHU IPEAITA3SHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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| 11. HWME M AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

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

EU/1/02/218/022 840 dpunmupanu Tadnetku (20 onakoBkH 1o 42)
EU/1/02/218/029 840 dbunmupanu tadaetku (20 omakoBkH 110 42)

| 13. HAPTHJIEH HOMEP

[Naprupa: {Homep}

| 14. HAUYMH HA OTITYCKAHE

| 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Axura 20 mg TabneTku

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

‘ 18. YHUKAJIEH UIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

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

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 20 mg ¢miMupanu TabIeTKH
MeMaHTHH XUIPOXIOPU/

| 2. OBSABSABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

Beska pumvupana Tabnetka chabpxka 20 mg MEMaHTHH XUIPOXJIOPH, EKBUBAJICHTECH Ha 16,62 mg
MEMAaHTHH.

| 3. CIIUCBK HA HIOMOIIIHUTE BEINECTBA

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

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

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

HepOpaHHO IMPUIIOKCHUC. Hpe,I[I/I yHOTpe6a MMPOYCTCTC JIUCTOBKATA.

Benunx n1HeBHO

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE JIEKAPCTBEHUAT INPOAYKT JIA CE
CBXPAHSABA HA MACTO JAJIEY OT HOI'VIEJA U JOCEI'A HA JEIIA

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

| 7. APYI'U CHEIOUAJIHU HNPEAYHPEXIAEHUA, AKO E HEOBXOANMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

9. CIHELHUAJIHHU YCJIOBHUS HA CbXPAHEHUE

10. CHEHNUAJHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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| 11. HMME U AAPEC HA ITPUTEXKATEJA HA PASPEHIEHUETO 3A YIIOTPEBA

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

| 12. HOMEP(A) HA PASBPEHIEHHUETO 3A YHHOTPEBA

EU/1/02/218/022 840 dpunmupanu Tadnetku (20 onakoBKH 0 42)
EU/1/02/218/029 840 punmupanu Tabdnerku (20 onakoBku 1o 42)

| 13. TAPTHJEH HOMEP

ITaptuna: {Homep}

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

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

JBynsMepeH 6apKoJI ¢ BKIIFOYCH YHUKAICH HICHTU(DUKATOD

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

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE UJIN
JIJEHTUTE

BJIMCTEP 3A TABJIETKH

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Axura 20 mg punmmupanu TabIeTKH
MeMaHTHH XUIPOXIOPHU]T

| 2. HUME HA ITIPUTEXXATEJISI HA PASBPEIIEHUETO 3A YIIOTPEBA

Merz Pharmaceuticals GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

Togen mo: {(MM/ITIT}

| 4. IHAPTUJIEH HOMEP

[Naptupa: {Homep}

5. JPYIH

MOH — BT — Cp — UTp — MNeT — Ch0 — Hex
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Axura 10 mg ¢puimMupanu TadaeTKn
MemanTtus xugpoxiopua (Memantine hydrochloride)

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA NMPeIN /12 3aM04YHETE 1a IPpUeMAaTe TOBA JeKaApPCTBO,

ThH KaTo T ChbAbP:ka BaxHa 32 Bac nudgopmanus.

- 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl MPOYETETE OTHOBO.

- AKO UMaTe HAKaKBU JOMBIHUTEIHU BHIIPOCH, MOJISI, KOHCYATUpalTe ce ¢ Bamus nekap wiu
(hapmarieBT.

- ToBa nekapcTBo € npeanucaHo JudHo Ha Bac. He ro mpeotcTbnBaiite Ha ipyru xopa. To Moxe
Jla UM HaBpeau, HE3aBUCUMO OT TOBa, Y€ TEXHUTE CUMITOMU Ca ChIIUTE KaTto BamuTe.

- AKO MOIy4YuTe HIKAKBU HEXKEJIAHU JICKapCTBEHU peakluy, yBeaoMere Bamus nexkap wiu
Q)apMaueBT. ToBa BkII0YBa M BCUYKH BB3MOKHH HEKEJIaHU pCaKkiumn, HECONMMCAHU B Ta3U
nucToBKa. BuxTe Touka 4.

KakBo cbabp:ka Ta3u JJHCTOBKA

KaxBo npencrasisiBa Axura 1 3a KakBO € HU3I0JI3Ba

Kakso Tps0Ba na 3Haere, npeau na npuemere Axura

Kaxk na npuemate Axura

BB3M0XHU HEXETaHU pEeaKIUU

Kaxk na cexpansiBate Axura

ChbabppkaHye Ha ONIaKOBKATa M JOIBJIHUTENIHA HH(POPMALIUS

A o e

1. KakBo npeacrasisiBa Axura u 3a KaKBO ce U3I10J13Ba

Kak neiicrBa Axura

Axura cpIbp)Ka aKTUBHOTO BEIIECTBO MEMaHTHHOB XUIAPOXIIOPHU.

AXura NpuHaAJIEKN KbM IpyIa JIEKapCTBa, U3BECTHA KAaTO JIEKAPCTBA POTUB JEMEHIU.

3arybara Ha TaMeTTa npu OoJiecTTa Ha AJxaiMep ce JbJDKU Ha HapylIeHHWe HA CUTHAJHUTE
ChOOIIEHUST B MO3bKa. MO3BKBT ChIbpxka T. Hap. N-meTmin-D-acnaprat (NMDA)-penenitopw,
aHTOKXHUPAHU C NIPEaBaHETO HA HEPBHUTE CUTHAJIM, KOUTO Ca BAYKHU 3a YUCHETO M mameTTa. Axura
MIPUHAJIEKU KbM IpyIla JeKapcTBa, HapeueHr antaronuctd Ha NMDA-penentopute. Axura neiicTsa
BBpXY Te3u NMDA-penientopu, kKaTo ogo0psiBa MpeaBaHeTo Ha HEPBHUTE CUTHAJIM U MTaMeTTa.

3a KaKkBoO ce U3M0JI3Ba Axura
Axura ce U3I0JI3Ba 3a JICYCHUE Ha MAI[UCHTH C YMEPEHa JIO TeXKKa CTEICH Ha 0oJyiecTTa Ha AJxaimMep.

2. Kakso Tps0Ba n1a 3HaeTe, npeau Aa npueMere Axura

He npuemaiite Axura
- AKO cTe ajepruiHu (CBpbXUyBCTBUTEIHN) KbM MEMAHTHUH XUAPOXJIOPH HIIM KbM HAKOS OT
OCTaHaJINTE ChCTaBKH Ha TabieTkuTe Axura (M30poeHH B TOUKa 6).

[penynpesxaeHusi U Npeana3sHu MEPKH

l'oBopere ¢ Bamus nekap wiu dpapManesT, npean aa npueMere Axura

- Ako UMaTe aHaMHe3a 3a eNWISNITHYHN I'bPYOBE

- AKO HacKopo cTe mpekapai nHMapKT Ha MHOKapaa (ChbpIeUcH yaap) WM aKo CTpaxare OT
3aCTOIHA ChpJICYHA HEIOCTATHYHOCT WIIM OT HEKOHTPOJIUPAHA XUTIEPTOHHS (BUCOKO KPHBHO
HaJsTaHe).

B Te3un CUTyalluu JICYCHUCTO Tp}I6Ba BHHUMATCIIHO Ja 6”[))16 MpocC/ICAsABAHO U KIIMHUYHATA I10JI3a OT
Axura Ja 6’B,Z[e PECOOBHO MMPCUCHABAHA OT Bamms JICKap.
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Axo nmarte 0p0pedHO yBpekaane (mpobiremu ¢ Ob0penuTe), Bamusr gexap TpsOBa BHUMATETHO Ja
mpocieasaBa Op0peuHara QyHKIMS U aKo € He00XO0IUMO J1a KOPUTHPA CHhOTBETHO JO3HTE Ha
MEMaHTHH.

EnnoBpemenHaTa ynorpeba Ha JIeKapCTBEHHUTE MPOAYKTH aMaHTaIMH (3a JiedeHue Ha OoliecTTa Ha
[TapkuHCOH), KeTaMUH (BEILIECTBO, KOSTO OOMKHOBEHO C€ M3II0JI3BA KAaTo YIIOHKa), JeKcTpoMeTophaH
(0OMKHOBEHO Ce M3I0JI3BA 32 JISYCHNE Ha Kanuinia) u Ha aApyru NMDA-antaronucTu TpsoBa 1a ce
n30srBa.

Jlena u I0OHOIIH
Axura He ce MIperopbpYBa IpU A€HA U FOHOIIUN HA Bb3PACT MO/ 18 TOAWHU.

Jpyru nexapcTBa u Axura
Mons, uapopmupaiite Bammus siekap, ako npuemMarte Wil HACKOPO CTe MPHEMaN APYTH JIEKapCTBa,
BKJIFOUUTENTHO U TaKUBa, OTIIyCKaHU 0e3 perenra.

[To-koHKpeTHO, AXura MoXe J1a IpoMeHH e()eKTUTE Ha CICTHUTE JIeKapCTBa, K MOXKE J1a €
HeoOxoanMo Bammusar nexap 1a Kopurupa 103ata uM:

- aMaHTaJMH, KETaMUH, JIeKcTpameTopdan

- JAHTpOIIeH, OakiIoheH

- OUMETUAVH, paHUTUIUH, IPOKaWHAMWJ, XUHUJIWH, XUHUH, HUKOTHH

- XHAPOXIOPOTHA3H (MITH KOMOMHAIMS C XUAPOXIOPOTHAZH)

- AQHTUXOJMHEPTUYHU CPEICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3IIO3BAT 32 JICYCHUE Ha
JBUTATEITHHU HApYIICHUs WIN YPEBHU CIIa3MHU)

- AHTUKOHBYJICAHTH (BEILECTBA, KOUTO CE M3MOI3BAT 3a MPEIOTBPATIBAaHE HIIH JICUCHUE Ha
T'bpPYOBE)

- OapOuTypatH (BelmecTBa, KOUTO OOMKHOBEHO CE M3MOI3BAT 32 MPEIN3BIUKBAHE HA CHH)

- JOTIAaMHHEPTHYHH arOHUCTH (BellecTBa Kato L-gona, OpOMOKPUTITHH)

- HEBPOJIENITHIH (BEIIECTBA, KOUTO CE W3MOJI3BAT 32 JICUCHHE HA IICUXUYHH HAPYILICHUS )

- MIepOPATHU aHTHKOATYJIAHTH

AKO TocThIHTE B OOJHHIIA, YBEIOMETE JICKyBAIIUs JICKap, 4e npuemMaTe Axura.

AXxura ¢ XpaHa ¥ HAIIATKA

YBenomere Bammst nekap, ako HACKOPO CT€ CMEHWIIM HIIM UMaTe HaMepeHHUe J]a CMEHUTE IPacTHYHO
JeraTa cu (HarmpuMep OT HOpMallHa IneTa KbM CTPOTa BereTapraHcKa JTUeTa) WIH aKo CTPalaTe OT
0b0peuna TyOymapHa anuaosa (bTA, n3muIrsk ot BemiecTa, 00pa3yBallld KHCEIHHA B KPHBTA MOPAIH
HapyIlieHa Ob0peuHa QyHKIM (Jomo (yHKIIMOHUPaHe Ha ObOpeInTe)) WiTH TSKKH HHOEKIIMH Ha
OTJIeNTUTEHATa cucTeMa (MMKOYHUTE ITBTHIA), Thil KATO MOXKE JIa CE HAIOKU KOPEKIIUs B J103aTa Ha
JIEKapCTBOTO.

BpemeHHOCT M KbpMeHe
AKo cTe OpeMeHHA WU KbPMHTE, CMATATE, U¢ MOXKE J1a CTe OpeMEHHA WJIH IUIaHupaTe OpEeMEHHOCT,
MOCHBETBalTE ce ¢ Bamms iekap i dapManeBT npean ynotpedaTa Ha TOBa JIGKAPCTRO.

bpemennoct
MEMAaHTHH He ce TPernopbyBa 3a yrnoTpeda npu OpeMeHHH JKEHH.

KbpMmene
JKEHH, TIpHeMaIiy Axura, He TpsOBa 1a KbPMST.

lodupane u padora ¢ MAlIMHK

Jlekapsit e Bu kaxke naju 3a00J11BaHETO MMO3BOJIsABA 0€3011aCHO Ja odupare u aa paboTuTe ¢
MAallInuHHA.

OcBeH TOBa Axura MOXe J1a MPOMEHH CrocoOHOCTTa BH 3a pearupane, KOEToO Ch37aBa OMACHOCT MPU
mogupaHe win paboTa ¢ MaITuHH.
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Axura chbabpsKa HATPUH
ToBa nexkapcTBO ChabpiKa Mo-Manko oT 1 mmol Hatpuii (23 mg) Ha TabneTKa, T.€. MOXKE /1a Ce KaxKe,
Yye MPaKTUYECKH HE ChIbpiKa HATPUH.

3. Kak na npuemare Axura

Bunaru npuemaiite ToBa JI€KapcTBO TOYHO KakTo Bu e ka3zanm BamusaT nexap. AKo He CTe CUTYPHH B
HEIOo, MOJISL, KOHCYNTHpaiiTe ce ¢ Bamms nexap nin hapmarenT.

Jo3upoBka

[IpenoppuBanaTa q03a AxXura 3a Bb3pacTHH U NAIIMEHTH B cimapuecka Bh3pacT € 20 mg BeTHBK
JHEBHO. 3a J]a C€ HaMaJId PUCKBT OT HEXKEJIaHU JIEKAPCTBEHH PEAKIINH, Ta3! 1032 CE MOCTHTa
MTOCTENEHHO IO CJIeJHaTa JTHEBHA CXEMa Ha JICUCHHE:!

ceamuna 1 TOJIOBHMH Tabnetka 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

H CJEI TOBA BEIHBX Ha JEH

OOMKHOBEHO HavaJTHATA /1032 € TIOJIOBHMH TabJjieTka equH IbT Ha 1eH (1 X 5 mg) mpe3 mepBaTa
ceamuna. Ts ce moBuIaBa o eHa TabieTka BeaHBX Ha JieH (1 x 10 mg) mpe3 BTopara cenMuIia u 10
1 u monoBuHA TabNeTKa BEIHBK HA JICH Ipe3 TperaTta ceamuiia. OT YeTBbpTaTa CEAMHMIIA HATATHK
obnuaifHaTa j03a € 1mo 2 TabieTku BenHbX JHeBHO (1 x 20 mg).

Jo3upaHe npyu NanyeHTH ¢ HapylleHa O0bOpeYHa GpyHKIUS

AKko umare HapylieHa 6b0pedyna GyHKIus, BamusaT nekap 1me npereHn Kaksa /103a € MOAX0/IAIIa 3a
Bamero cecTosiHMe. B TO3M cityuait iekapat TpsOBa ma mpocienssa 0p0peunara Bu Gynkius npes
oInpezeIeH! HHTEPBAJIH.

IIpunoxenue

Axura Tpsi0Ba fa ce mpujiara nepopaiHo BEAHBXK AHEBHO. 3a J1a UMaTe MoJ3a OT JEKapcTBOTO, TPAOBa
Jla TO B3eMarTe PeAOBHO, BCEKHU JICH 110 €JHO U CHLIO BpeMe Ha ieHoHoumeTo. Tabnetkure TpsiOBa na
ce MOTJTBIIAT ¢ MaKo Boja. TabmeTkuTe MoraT a ce mpueMar ¢ win 6e3 XxpaHa.

Ipoab/KNTETHOCT HA JIeYEHHETO
[IpuembT Ha Axura npojbikaBa 1okaTo uMa eekt 3a Bac. Bammsr nekap TpsOBa J1a peoiieHsBa
penoBHO neueHneto Bu.

AKO cTe puesH oBeYe 0T He00X0AuMAaTAa 103a AXura

- OOWKHOBEHO ITPHEMAHETO Ha MpeKajIeHo MHOTo Axura He Ou TpsiOBano na Bu HaBpenn. Mosxke
Jla ce 3aCHIIAT HSKOW CUMIITOMH, IOCOYCHHU B TOUKa 4. ,,Bb3MOKHHU HEXXETaHU peaKkiuu .

- Axko npuemMeTe Axura B 10332, MHOTOKPAaTHO II0-BHCOKA OT MpeAIUcaHaTa, CBbpKeTe ce ¢ Bammus
JIeKap WU NOThPCETE MEIULIMHCKA KOHCYITAlUs, Thi KaTO MOXKE J1a Ce HYXKaeTe OT
MEAMIMHCKA TTOMOIII.

AKo cTe IpOILyCHAJIM 1A IpUeMeTe Axura

- AKo oTKpueTe, ue cTe 3a0paBuiIy Ja IpueMere 103aTa cu Axura, U34akaite U IpueMere
cieiBalara 103a B 00N4aifHOTO BpeMe.

- He B3emaiiTe aBoiiHa 103a, 3a Aa KOMIIEHCUpATE NpoIlycHaTaTa 103a.
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AKO UMaTe HAKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
KOHCYJTHpaiTe ce ¢ Bamus ekap wiu gpapMaliesT.

4. Bb3M0OKHU HeKeJTaHU pe€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE [1a NPECAN3BUKA HCIKCIAHU PCAKIIUH, BBIIPECKU Y€ HC
BCCKM I' IIOJTy4aBa.

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

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

. I'maBoOonMe, CHHIMBOCT, 3aIeK, MOBUIIEHN ()YHKIIMOHATHN YePHOAPOOHH ITOKA3aTEIH,
3aMastHOCT, HApYIICHHE Ha PABHOBECHUETO, 33/IyX, BUCOKO KPHBHO HAIIATAHE U
CBPBXYYBCTBUTEIIHOCT KbM JIEKAPCTBA

Hevecmu (moeam oa 3acecnam 0o 1 na 100 nompebumenu):
. YmMopa, reonyan HHEKINH, 00bPKAHOCT, XaTIOIMHAIINY, TOBPBIIIaHe, HAPYIIeHA TOXO0/IKA,
ChpJICUHA HEJIOCTATHUYHOCT U BEHO3HO TPOoMO00OOpasyBaHe (TpomM003a/TpoMO0eMO0ITH3BM)

MHnoeo pedxu (moeam oa 3aceenam 0o 1 na 10 000 nompedbumenu):
. I'bpuoBe

C neussecmua uecmoma (0m HAIUYHUME OAHHU He Modice 0a ObOe HANPaseHa OYeHKA Ha
yecmomama,):
. Brp3nanenue Ha maHkpeaca, Bb3MMajCHUE HA YePHUS Ipo0 (XemaTuT) 1 MCUXOTUYHHU PEaKun

Bonectra Ha Anmxaiimep ce cBbp3Ba C IEMPECcHs, CYUIIHIHN MICITH F OTINTH 3a camMoyOuiicTBo. Te3un
cbOUTHSA ca ChOOLIaBaHU MPH MAIIMEHTH, JIEKYBaHU ¢ AXura.

Cbo01iaBaHe HA HesKeJIAaHU PeakIuu

AKO NIOJTyYUTE HAKAKBU HEXKEJIAaHU JICKAPCTBCHH PEaKIIMU, YBeoMeTe Barms nekap win hapMaiieBT.
ToBa BKJIIOUBAa BCUUKH Bb3MOKHHU HEOITUCAHU B Ta3M JINCTOBKA HEXKEJIaHU peakiuu. MoxkeTe ChIIo Ja
CHOOIINTE HEKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, TOCOYCHA B
[punoxxenne V. Kato cro0miaBare HeXXeTaHU PeaKIMy, MOXETE Ja JaJeTe CBOS MIPUHOC 3a
MoJTyJaBaHe Ha ToBede WHGOPMAIIHSI OTHOCHO O€30TIaCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cbxpansiBaTe Axura

CobxpaHsBaiiTe Ha MSCTO, HEAOCTBITHO 3a JIela.

He n3non3Baiite ToBa JIEKapCTBO CJIEA U3THYAHE CPOKA HA TOTHOCT, OTOEIA3aH BbPXY KapTOHEHATA
KyTHs 1 Onnctepa cien "I'oxen n0:". Cpoka Ha TOAHOCT OTTOBaps HAa TOCIIEIHUS JIEH OT IOCOYSHUS
MeCeIl.

To3u nekapcTBeH NPOAYKT HE U3UCKBA CIICLUATHH YCIOBHSI HA ChbXPaHEHHUE.

He u3xBbprsiiTe mekapcTBara B KaHATM3AIMATA WX B KOHTEHHEPA 32 TOMAITHA OTHAaTbIIH.
[lonwuratite Bamms hapmaneBT kKak Ja H3XBHPIATE JIEKApCTBAaTa, KOWTO Beue He u3mosBare. Te3un
MEPKH L€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATa Cpeaa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOITBJIHUTETHA HHpOpManus

KakBo cbabp:ka Axura
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AKTHBHATa ChCTaBKa € MEMaHTHH XHIpoxjaopua. Beska dunmmupana tTabneTka cpabpka 10 mg ot
MEMaHTHH XHIPOXJIOPHUJI, CKBHBaJICHTEH Ha 8,31 mg MeMaHTHH.

Jpyrure cbcTaBKH ca, MUKPOKPHUCTAIMHHA TI€ITYJ1032, KPOCKapMen03a HaTpui, CHIIHIINEB TUOKCHUI,
KOJIOHWICH O€3BOJICH, M MarHE3WeB CTeapar - B AJIPOTO HA TabJIeTKaTa; XUIpomeno3a, Makporon 400,
tutanoB auokcua (E 171), xxenezen okceun 56T (E 172)— B 0OBUBKaTa Ha TabieTKaTa.

Kak u3riie:kna Axura M KaKBO ChABbP:Ka OMAKOBKATA

OunMmupannuTe TadIeTKN Axura ca 0JIeTOKBIATH 10 JKBITH, STUTICOBUAHN (PruiMupaHu TabJIETKH ¢
MapKHUpOBKa ,,M* U OTJSCHO, U OTJIABO Ha JeNUTEIHATAa YepTa U MapKUpOBKa ,, 1 u ,,0“ oTIs1BO U
OTJISICHO HA JISJIUTENTHATA YepTa OT Jipyrara crpaHa. TabneTkaTa e ¢ IbJDKUHA MPUOIH3UTEITHO
11,0 mm u mupounHa npubauzutenHo 5,0 mm.

OunmupanuTe TabaeTku Axura ce npenjiarar B 0JucTep onakoBkH 1o 14 tabnetku, 28 TabneTky,
30 rabmerku, 42 Tabnetku, 50 Tabmerku, 56 TadneTku, 98 Tabmerku, 100 Tabnerku, 112 TabneTku u
rpymnoBu onakoBku 1o 840 (20 onakoBku 1o 42) Tadnerku, 980 (10 onakoBku mo 98) TabneTku WIn
1 000 (20 omakoBkH 10 50) TaOIETKH.

He Bcuuku BHIOBE OITAKOBKU MOTaT fia ObJIAT MyCHATH B IPOAAKOA.

IIpuTeskaTesn Ha pa3pelIeHUETO 32 yoTpeda
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 JOnBJIHKUTETHA HHOPMALUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHUS
MIPEICTaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHueTo 3a yrorpeoda:

Belgié/Belgique/Belgien Lietuva

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH
Tél/Tel: +49 (0)69 1503-0 Tel: +49 (0)69 1503-0
Bbbarapus Luxembourg/Luxemburg
Merz Pharmaceuticals GmbH HANFF Global Health Solutions s.a r.l.
Ten.: +49 (0)69 1503-0 Tél/Tel: +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

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

E\\Goa
Merz Pharmaceuticals GmbH
TnA: +49 (0)69 1503-0

Espaiia
Merz Therapeutics Iberia, S.L.U.
Tel. +34 91 117 89 17

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

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

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

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

TIf: +49 (0)69 1503-0

Osterreich
Merz Pharma Austria GmbH
Tel.: +43 1 865 88 95

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

Portugal
Merz Therapeutics Iberia, S.L.U.
Tel. +34 91 117 89 17

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

JlaTa Ha moci1eqHo npepasriie;kaaHe Ha JucToBkaTa Mm/I'rrr.

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € NPCAOCTAaBCHA HA ye6ca17ITa Ha EBpOHeﬁCKaTa arCHIus

1o JekapcrTBara http://www.ema.europa.eu.
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JlucroBka: undopmanus 3a norpeduTeNs

Axura 5 mg/ u3noMnBaHe nepopaJieH pa3TBop
Mewmantun xunpoxiopua (Memantine hydrochloride)

IIpouyereTe BHUMATEIHO LSIJIATA JIMCTOBKA NPEAH A2 3all04HeTe 1a IpUeMaTe TOBA JEeKapCTBO

ThH KaTo T ChbAbPKa BaxkHa 32 Bac nudgopmanus.

- 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl MPOYETETE OTHOBO.

- AKO UMate HIKaKBH JOMBIHUTEIHA BBIIPOCH, MOJISl, KOHCYJITUpalTe ce ¢ Bamms nexap wim
(apmMarnesT.

- ToBa nexapcTBO € mpeanucano JnyHo Ha Bac. He ro mpeotcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIy, He3aBHCHMO OT TOBa, Y€ TEXHUTE CUMITOMH ca ChIIUTE KaTo Bammre.

- AKO NIOIyuYHuTe HAKAKBU HEXEJIAHU JIEKAPCTBEHH PEAKIINH, YBeToMeTe Bamms nexap nim
¢apmaneBt. ToBa BKIIIOUBA M BCHYKH BH3MOXXHH HEKENIaHU PEaKLUH, HEOIHCAHH B Ta3H
nmucToBKa. Brkre Touka 4.

KakBo cbabp:ka Ta3u JIHCTOBKA

KaxBo npenacrasisiBa Axura 1 3a KakBO € HU3I0JI3Ba

Kakso Tpsi0Ba na 3Haere, npeau Ja npruemere Axura

Kaxk na npuemare Axura

BBb3MOXHN HEeXeNaH! peakIiuu

Kak na cexpansaBare Axura

ChapprkaHre Ha ONIAKOBKATA U AOMBIHUTENHA HHpOpMaus

A e

1. KaksBo npeacraB/isiBa Axura 4 3a KaKBO ce U3M10JI3Ba

Kak neiictBa Axura

Axura ChbAbpiKa aKTUBHOTO BEIIECCTBO MEMAHTHHOB XUAPOXJIOPUI.

AXura NpuHaJUIeXH KbM IpyIia JIEKApCTBA, U3BECTHA KATO JIEKAPCTBA MIPOTHB JEMEHIIHSL.

3arybara Ha mameTTa mpu OosecTTa Ha AnmxaiimMep ce IbJDKU Ha HapyIlIeHHue Ha CUTHATHUTE
ChOOIIEHUsT B MO3bKa. MO3BKBT ChIbpxka T. Hap.N-MeTmi-D-acnaprat (NMDA)-perientopu, KOUTO ca
aHTQXHUPaHU C NPelaBaHeTO Ha HEPBHUTE CUTHAJIM, KOUTO Ca BayKHU 32 YUCHETO U mamerTa. Axura
NPUHAJIEKU KbM IpyIa JIEKapCTBa, HapeueH! aHTaronucty Ha NMDA-penentopute. Axura neicTsa
BBpXY Te3u NMDA-penentopu, KaTo ogo0psiBa MpeaBaHeTO Ha HEPBHUTE CUTHAIH U MTaMeTTa.

3a kakBo ce U3M0J3Ba Axura
Axura ce U3IMOJI3Ba 32 JICUCHHUE HA MAIIMEHTH C YMEPEHa JIO TeKKa CTeleH Ha OonecTTa Ha Anxaimep.

2.  Kakso TpsidBa 1a 3HaeTe, Mpeau 1a MpueMeTe Axura

He npuemaiite Axura
- aKo CTe€ aNIepTUYHH (CBPBXUYBCTBUTEIHH) KbM MEMAHTHUH XUAPOXIOPHU WIA KbM HIKOS OT
OCTaHAIMTE ChCTABKH HA TIEPOpAJICH pa3TBopa Axura (U30pocHH B TOUKa 6).

[pexynpesxaenns u NpeanasHu MepKu

I'oBopete ¢ Bamms niekap wiu GpapmaneBT, peau 1a mpueMeTe Axura.

- aKO MMaTe aHaMHEe3a 33 SMWICIITUYHU T'bPUYOBE

- aK0 HAaCKOpPO CTe Mpekapain nHGapKT Ha MUOKap/a (ChbpCUcH yaap) Wik ako CTpajare oT
3aCTOIHA ChpJeYHa HEIOCTATHUYHOCT WIIM OT HEKOHTPOJIUPAaHA XUTIEPTOHHS (BUCOKO KPHBHO
HaJsTaHe).

B Te3u cuTyaluu JieueHUEeTo TpsIOBa BHUMATEIIHO Ja ObJie IPOCIeAsIBaHO U KIMHUYHATA 110J13a OT
Axura nma 6b/1e peTOBHO TIpEIeHsABaHa OT Barmus ekap.
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Axo nmare HapyiieHa 0b0peuna GyHkmws (0p0pedHo yBpekaane), BammsT mexkap TpsOBa
BHHUMATEITHO J1a TIpocieasBa Ob0peunara Bu GpyHKIHS B ako € He0OX0MMO Ja KOPUTHPA CHOTBETHO
JTIO3UTE HA MCMaHTHH.

EnnoBpemenHaTa ynotpeba-Ha JIEKapCTBEHUTE MTPOJAYKTH aMaHTa/IvH (3a JiedeHue Ha [lapkiuHCOHOBA
0oJiect), KeTaMHH (BEIECTBO, KOSTO OOMKHOBEHO C€ I10JI3Ba 3a aHECTe3Ms ), AeKcTpoMeTopdhaH
(0OMKHOBEHO Ce IM0JI3Ba 3a JICUCHUE Ha KanumiaTa) u Ha qpyru NMDA-aHTaroHucT! eTHOBpEeMEHHO
TpsiOBa 1a ce n30sTBa.

Jlena u I0OHOIIH
Axura He ce MIperopbpYBa IpU A€HA U FOHOIIUN HA Bb3PACT MO/ 18 TOAWHU.

Jpyru nexapcTBa u Axura
Mons, uapopmupaiite Bammus siekap, ako npuemMarte Wil HACKOPO CTe MPHEMaN APYTH JIEKapCTBa,
BKJIFOUUTENTHO U TaKUBa, OTIIyCKaHU 0e3 perenra.

ITo-koHKpeTHO, AXura MoXe J1a IpOMeHH e()eKTUTE Ha CICTHUTE JIeKapCTBa, K MOXKE J1a €
HeoOxoanMo Bammusr nexap 1a Kopurupa 103ata um:

- aMaHTaJMH, KeTaMUH, JIeKcTpameTopdan

- JAHTpOIIeH, OakiIoheH

- OUMETUAVH, paHUTUIUH, IPOKaWHAMWJ, XUHUJIWH, XUHUH, HUKOTHH

- XHAPOXIOPOTHA3H (MITH KOMOMHAIIMS C XUAPOXIOPOTHAZH)

- AHTUXOJIMHEPTUYHU CPE/ICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE M3IOJI3BAT 3a JICUCHHE Ha
JIBUTATEIHU HApYIICHUS WIN YPEBHU CTIa3MHU)

- AHTUKOHBYJICAHTH (BEIL[ECTBA, KOUTO CE M3MOI3BAT 3a MPEIOTBPATIBAaHE HIIH JICUCHUE Ha
r'bpPUOBE)

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

- JOTIaMHHEPTHYHH arOHUCTH (BellecTBa Kato L-gona, OpOMOKPUTITHH)

- HEBPOJICNITHIH (BEIIECTBA, KOUTO CE W3MOJI3BAT 32 JICUCHHUE HA IICUXUYHH HAPYILICHUS )

- NIepOPATHU aHTUKOATYJIAHTH

AKO TocThIHTE B OOJHUIIA, YBEIOMETE JICKYBAIIUs JIeKap, e npuemMaTe Axura.

AXxura ¢ XpaHa ¥ HAIATKA

VYBenomere Bammst nekap, ako HACKOPO CT€ CMEHWIIN HIIM UMaTe HaMEepeHHUe ]a CMEHUTE IPAacTHYHO
JeraTa cu (HarmpuMep OT HOpMallHa IeTa KbM CTPOTra BereTapraHCKa TUeTa) WIIH aKo CTPalaTe OT
0b0peuna TyOymapHa anunosa (bTA, n3numrsk ot BemecTa, 00pa3yBallld KHCETHHA B KPHBTA MOPaIH
HapynieHa Ob0peuHa GyHkIus (Jomo GyHKIIMOHUPaHE Ha OBOPEIUTE) WITN TEKKU HHPEKITUU Ha
OTJIeNTUTEHATA cucTeMa (MMKOYHUTE ITHTHIIA), Thil KATO MOXKE Jia Ce HAI0XKH KOPEKIIHS B J103aTa Ha
JIEKapCTBOTO.

BpemeHnHOCT M KbpMeHe
AKo cTe OpeMeHHA WM KbPMHTE, CMATATE, Y€ MOXKE J1a CTe OpeMEHHA WM IUIaHupaTe OpeMEHHOCT,
MOCHBETBaliTe ce ¢ Barmmst jgekap wim hapMaieBT mpeau ynorpedara Ha TOBa JEKapCTBO.

bpemennoct
MEMaHTHH He ce penophyBa 3a ynorpeda npu OpeMeHHH KEHH.

KbpMmene
JKEHUTE, IpueMalin Axura, He TpsiOBa J1a KbPMST.

lodupane u padora ¢ MAalIMHA

Jlekapsit e Bu kaxke najau 3a00J11BaHETO MMO3BOJIABA O€30MacHO Ja modupare u 1a paboTuTe ¢
MAalInuHHA.

OcBeH TOBa Axura MOXe Jia MPOMEHH CocoOHOCTTa BH 32 pearupane, KOETo Ch31aBa ONAaCcHOCT MPU
mogupane win paboTa ¢ MaITuHH.,
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Axura cbabpika copouTo

Tosa nexkapcrBo cbabppka 100 mg copOuTon BBB BCEKH IpaM, KOUTO ca ekBuBaieHTHU Ha 200 mg

/4 u3nomnBaHus Ha mommata. Axo Bammsar nexap Bu e kazain, ue uMaTe HEHOHOCUMOCT KbM HAKOH
3axapu Wiy Bu e mocraBeHa auarsos3a HacjeICTBEHAa HETIOHOCUMOCT KbM (PyKTO3a, PSAKO T€HETUYHO
3a0oJisiBaHe, IIPU KOETO XOpaTa He MOraT Ja pasrpaxaar ¢ppykros3ara, ropopete ¢ Bamms nekap npeau
na Bu Obae npuitoskeHo ToBa JIEKapCTBO.

OcBeH TOBa, TO3M JICKAPCTBEH MPOJYKT ChABPKa Kaluii, To-Manko ot 1 mmol (39 mg) Ha 103a, T.e.
NPaKTUYECKH HAMA ChABPKAHME Ha KAIUH.

3. Kak n1a npuemare Axura

Bunaru npuemaiite ToBa J1eKapcTBO TOUYHO KakTo Bu e xazan BamusaT nexap. Ako He CTe CUTYPHH B
HEIIo, MOJISL, KOHCYTHUpaiTe ce ¢ Bamms iekap wim gapmanesT.

Jo3upoBka

EnHo n3noMmnBaHe chabpka S mg MEMAHTUH XUAPOXJIOPHUL.

IIpenoppuBanata n03a Axura 3a Bb3pacTHU U NALKUEHTU B CMapyecKa Bb3PacT € YETUPU U3IIOMIIBAHE,
KOUTO Ca €KBUBaJICHTHU Ha 20 mg BEAHBK JHEBHO.

3a a ce HaMaM PUCKBT OT HEXKETaH! JIEKAPCTBEHU PEaKIIMH, Ta3u J03a C€ MOCTUra MOCTETICHHO 10
clieqHaTa THEBHA cXeMa Ha JICUCHHE:

ceamuna 1 €JTHO U3IOMIIBaHE
ceamuIia 2 JIBE U3IIOMIIBAHUS
ceamuIa 3 TPH U3MOMIIBAHHUS
ceamuria 4 YETHPU H3TIOMITBAHUS
U CIIEJ] TOBA

OOMKHOBEHO HavalTHATA J103a € eaHO m3nomMiBaHe (1 X 5 mg) BenHBXK THEBHO IMIPe3 IbpBaTa CEIMUIIA.
Ta3u mo3a ce moBuINaBa mpe3 BTopara ceaMuiia 1o ase u3nommnsanus (1 x 10 mg) BeqHbK JHEBHO, a
mpe3 TpeTara ceaMuiia 1o Tpu m3nomnBanus (1 x 15 mg) Beauwbxk queBHO. OT YETBBpPTATA CEAMMIIA
MpernopbhIBaHaTa 1032 € YeTUPH U3MOMIBAHUS BeTHEK MHEBHO (1 X 20 mg).

Jo3upaHe npy NanyeHTH ¢ HapylIeHa O0b0peyHa GpyHKIUS

AKko umare HapylieHa 6p0pedyna GyHKIus, BamusaT nekap 1e npereHn Kaksa /103a € MOAX0/I1IIa 3a
Bamero cecTosiHMe. B TO3UW cityuait iekapsat TpsOBa ga mpocienssa 0p0peunara Bu Gynkims npes
oInpezesIeH! HHTEPBAJIH.

IIpunoxenue

Axura TpsiOBa fa ce mpuiiara nepopajiHo BEAHBK AHEBHO. 3a J1a UMaTe MoJ3a OT JEKapCTBOTO, TPAOBa
Jla TO B3eMaTe PeAOBHO, BCEKU JICH 110 €HO U CHIIO BpeMe Ha IeHOHOUIMETO. Pa3TBopbT TpsaOBa na ce
npueMa ¢ Majko Boja. Pa3rBopbT Moxe Aa ce Ipuema ¢ UM 6e3 XpaHa.

3a noapoOHH yKa3aHHs OTHOCHO IPUTOTBSHETO M padoTaTa ¢ MPOAYKTa BIXKTE Kpasi Ha Ta3u
JIUCTOBKA.

IIpoaBIKMTEJTHOCT HA JeYeHHeTO
[IpuembT Ha AXura npoab/DKaBa 10Kato uMa edekT 3a Bac. Bamust nekap TpsOBa na npeoneHsBa
pelloBHO JieueHneTo Bu.

AKO cTe Ipye/iH oBeYe 0T Heo0X0AuMAaTa 103a Axura
- 0OWMKHOBEHO MPHEMaHeTO Ha MpeKaIeHo MHOTO Axura He Ou TpsiOBaio na Bu HaBpean. Moxe
Jla ce 3aCHJIAT HIKOM CUMIITOMH, TOCOYEHH B TOUKa 4. ,,Bb3MOXXHH HEeXKETaHU PEaKINu ‘.

64



- ako mpueMeTe Axura B 1033, MHOTOKPaTHO IT0- BUCOKA OT IPEIIICaHaTa, CBbpKeTe ce ¢ Bammmst
JIeKap WIH MTOThPCETE MEAUITMHCKA KOHCYJITAIINSA, Thil KATO MOXKE J1a C€ HY>KIaeTe OT
MEIULMHCKA ITOMOILI.

AKO cTe NPONMyCHAJIN J1a IpHeMeTe AXura

- aKo OTKpHETe, ue cTe 3a0paBWIIv Jla TIPUEMETe J]03aTa ci AxXura, U34akaiTe U IpueMeTe
clie/BalaTa 03a B 00N94aifHOTO BpeMe.

- HE B3eMaliTe JBOMHA 7034, 3a J1a KOMIICHCUpATe IIPOIycHATaTa J03a.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH OTHOCHO yNoTpebaTa Ha TOBaA JIEKapCTBO, MOJIS,
KOHCYJITHpaiiTe ce ¢ Bamms nekap win ¢papMaresr.

4. Bb3MOKHHI HekeJIaHU peaKknuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIAaHU pE€aKIIuH, BHIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.

OO6uKHOBEHO, HAOII0JaBaHNUTE HEKEIIAHU JICKAPCTBEHHU PEAKITUH ca JIEKH JI0 YMEPEHH.

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

o r1aBo0OJIKe, CHHINBOCT, 3aIeK, TOBUIICHH (YHKIIMOHAHN Y€PHOIPOOHH MOKA3aTeIH,
3aMasiHOCT, HAPYIIICHUE HAa PABHOBECHETO, 33/yX, BUCOKO KPbBHO HAJISATaHE U
CBPBXUYYBCTBUTEITHOCT KbM JICKApCTBA

Heuecmu (moeam 0a 3aceenam oo 1 na 100 nompebumenu):
o yMopa, FbONYHHI HHPEKIINU, 00BPKAHOCT, XATIOIIMHAIIY, TTOBPBIIaHE, HAPYIIICHA MTOXO0JIKA,
ChpJCYHA HEIOCTATHUYHOCT U BEHO3HO TPOoMO00OpasyBaHe (TpoM003a/TpoMO0eMOOIH3bM)

Mmnoeo peoku (moecam da 3aceenam 0o 1 na 10 000 nompebumenu):
o T'bpYOBE

C neuzgsecmmua yecmoma (0m HaIUuYHUMe OAHHU He MOJice 0a ce Hanpasyu OYeHKa Ha YeCmomama,):
o BB3MAJICHUE Ha MMaHKpeaca, Bh3MaleHne Ha YepHUs Apo0 (XENaTUT) U CUXOTHYHH Peakiiunu

BonecTra Ha AnxaiiMep ce CBBp3Ba ¢ ACTPECHs, CYUITHIHA MUACITH B OITUTH 3a caMoyOuiicTBo. Te3un
chOUTHS ca ChOOIIaBaHU NPY MAIMEHTH, JISKyBaHU ¢ AXura.

Cho01aBaHe HA HesKeJIAaHU PeakIuu

AKO TIOITyunTe HIKAKBU HEXKEJaHH JISKapCTBEHH Peakiiy, yBeaomere Bamus nexap wiu gpapmanenT.
ToBa BKJIIOUBAa BCUUKHU Bb3MOKHHM HEONUCAHU B Ta3M JINCTOBKA HEXKEJIaHU peakiuu. MoxkeTe chlIo aa
CHOOLINTE HEXENAaHU PEeaKK AUPEKTHO Upe3 HallMOHAIHATA CUCTEMa 3a ChoOLIaBaHe, MOCOYCHA B
IIpunoxenne V. Kato cro01maBare HeXXeIaHA PEaKInK, MOXKETE Jla TaJIeTe CBOS IIPUHOC 3a
NoJy4aBaHe Ha ToBeue HH(OpMAaNKsI OTHOCHO 0€30acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBaTe Axura

CopxpansBaiiTe Ha MSICTO HEJOCTHITHO 3a JeTa.

He u3non3BaiitTe TOBa JIEKapCTBO ClIE] M3THYAHE CPOKA HA TOAHOCT, OTOENsI3aH BEPXY KapTOHEHATa
KyTHS M eTUKeTa Ha OyTuiikara cief “T'oneH mo”. Cpoka Ha TOXHOCT OTTOBaps Ha MOCIEAHUS IEH OT
IIOCOYEHHS MECEIL.

[la He ce cpxpansaBa Hax 30°C.

Cren oTBapsHETO CHABPKAHUETO Ha OyTHIIKATa TPSIOBA Ja ce U3I0I3Ba B paMKHTE Ha 3 Mecela.
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ByTtunkara c MOHTHpaHaTa OMITa MOKE /1a C€ ChXpaHABa M TPAHCIIOPTHUPA CaMO BbB BEPTUKAITHO
MOJIOKEHUE.

He uzxBbprstiiTe nexapcTBaTa B KaHAIU3AIMATA WIH B KOHTEHEPA 3a TOMAITHH OTIIaIBIIH.
ITormnatiTe Bammus dhapmareBT Kak 1a U3XBBPIIITE JIEKAapCTBATa, KOUTO BeUe HE M3IOJI3BATE
Te3u MepKH 1e CIOMOTHAT 3a Ola3BaHEe Ha OKOJHATa cpefa.

6. Chabp:kaHue Ha OIAKOBKATA M JOITbJIHUTETHA HHpOpManus

Kakgo cbabpixa Axura
AKTHBHAaTa CbCTaBKa € MEMAHTUH XUAPOXIOPHL.

Bcesiko 3aneiicTBane Ha mommara (eaHo usnommsane) otaens 0,5 ml pa3rBop, chabpiKaill 5 mg
MEMaHTHH XHIPOXJIOPH/, EKBUBAJICHTECH Ha 4,16 mg MEeMaHTHH.

Hpyrure cberaBku ca kanueB copoOar, copouton (E 420) u nectunupana Boja.

Kak u3riie:kna Axura M KaKBO CbAbP:Ka OIAKOBKATA
Axura miepopaJieH pa3TBOp ce IpeJuiarat KaTo po3pavyHa, 0e31BeTHa 10 ClIa00 KbITEeHHKaBa TEYHOCT.

Axura niepopaiieH pa3TBop ce npezarar B oOytiiku ot 50 ml, 100 ml wu rpymoBu 0akoBKH 110
500 ml (10 x 50 ml).

He BcuukM BUIOBE OMAKOBKH MOTaT Ja ObJIAT IyCHATH B IPOAAK0A.

IIpuTexares Ha pa3peLIeHUETO 32 ynorpeda
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 momrbIHATETHA HHPOPMAIHS OTHOCHOTOBA JIEKAPCTHO, MOJISI CBBPIKETE CE C JTOKATHHS
MIPEJICTABUTEN Ha MIPUTEXKATENS Ha Pa3penIeHneTo 3a ynorpeoa.

Belgié/Belgique/Belgien Lietuva

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH
Tél/Tel: +49 (0)69 1503-0 Tel: +49 (0)69 1503-0
Bbbarapus Luxembourg/Luxemburg
Merz Pharmaceuticals GmbH HANFF Global Health Solutions s.a r.l.
Ten.: +49 (0)69 1503-0 Tél/Tel: +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
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Deutschland
Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503-0

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

EALGOa
Merz Pharmaceuticals GmbH

TnA: +49 (0)69 1503-0

Espaiia

Merz Therapeutics Iberia, S.L.U.

Tel. +34 91 117 89 17

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

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

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

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 1 865 88 95

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

Portugal
Merz Therapeutics Iberia, S.L.U.
Tel. +34 91 117 89 17

Roménia
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

I[aTa Ha MoCJeIHONIIpeEpasreKjiane Ha JUCTOBKaTa MM/TTTT.



ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
1o JieKapcTBara http://www.ema.europa.eu.

HWHcTpyKIuu 32 IpaBU/HATA yHOoTpeda HA MoMIAaTa

Pa3TBOpBT He TPsOBaA @ ce U3MMBA WM U3IIOMBIIA IUPEKTHO B yCTaTa OT OyTHIIKATa WM [TOMIIATA.
OtMepeTe no3aTa B THKHIIA WM B Yallia BOJa ¢ TOMOIITa Ha IIOMITATa.

OTCTpaHeTC KaltaykaTa Ha BUHT OT 6YTI/IJ'IKaTaZ

Kanaukara Tps0Ba 1a ce 3aBbPTH B IOCOKa 0OpPAaTHO Ha YaCOBHUKOBATA CTPEJIKA JIO ITBJIHO OTBHBAHE U
na ce orctpanu (¢dur. 1).

1.

MoHTHpaHe Ha Jo3Hpaliara IoMIa BbpXy OyTuikara:

W3Banere mosupamiara momia ot MOJUETIIICHOBATA OMAKOBKA ((UT. 2) U S TOCTaBETE BHPXY
Oyrmikarta. [IbXHETe BHUMATEITHO IJIacTMacoBaTa TphOMUYKa BhTpe B OyTiuikara. Karo mpuabpikare
Jlo3Mpaiara momra KbM I'bpJIOTO Ha OyTHIIKATa, 3aBUHTETE 110 MIOCOKA Ha YaCOBHUKOBATA CTPEIIKA,
JIOKaTo ce 3aKkpenu 3apaBo (dur. 3). Jlo3upaliiiata momia ce 3aBUHTBA CaMO BEIHBIK, KOraTO 3aIl0uHE
Jla ce U3I0JI3Ba, U He TPsOBa HUKOTA J]a C& OTBUHTBA.

7 8 3.

ﬁ

Kak ce u3nonsBa ao3upamniara rmomiia:

I'naBaTta Ha Ao3upaliara rnomMiia uMa ABC MO3UIHU U JICCHO € JICCHO Aa CC 3aBbPTH:
- B IIOCOKa 06paTHO Ha YaCOBHHMKOBATa CTPCJIKA 3a OTBAPSAHC U
- B ITOCOKAa Ha YaCOBHHKOBATa CTPEJIKA 3a 3aTBAPAHE.

I'maBara Ha f03upaIiara nMomma He TpsOBa Ja ce HATHCKa HAOJy, TOKATO € B 3aTBOPEHA MO3HIIUS.
Pa3TBOpBT MOXKeE J]a ce OTMEpBa caMO B OTBOPEHA MO3MIIKS. 32 J]a OTBOPUTE MTOMIIATa, 3aBbpPTETE
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rJIaBaTa Ha JJo3Hpaniara IoMIia 1o TTOCOKaTa Ha CTpeJKaTa, IOKaTo He MOXKe TIOBeYe J1a Ce BbPTH
(¢ur. 4). Cnen ToBa mo3upaiiaTa momia € ToToBa 3a yrnorpeoa.

K,D

IloaroroBka Ha ao3upamniaTta rnmomiia:

Koraro ce n3nosnsBa 3a mbpBU BT, JO3UpAIIaTa IOMIIa HE OTMEPBA TOYHOTO KOJIMYECTBO TIEPOPAICH
pa3TBOp. 3aTOBa MMOMIIaTa TPsAOBa 1a ObJe MOArOTBEHA (3apecHa), KaTo J03upallaTa riiaBa ce
HATHCHE JOKpal HaJ0Iy MeT MOCJIeIOBATETHA TbTH ((ur. 5).

9.
5x l
)
e
s

[Mony4yeHusT MpH Ta3u MpoIieypa pa3TBop ce u3XBbpiis. CleABalIMAT BT, KOTaTo IiiaBaTa Ha
Jlo3upariara moMIia ce HaTUCHE JJOKpad Haoly (SKBUBAJICHTHO HA €HO 3aCHCTBAHE HA MTOMITATa), TS
oTMepBa To4HaTa 1032 (ur. 6).

6.

1% = 5mg B

[paBuiHa ynorpeba Ha Jlo3upaiara momra:

ITocTraBere OyTHIIKaTa BHPXY IUIOCKA, XOPU30HTAIHA IOBBPXHOCT, HAIIPUMEP BHPXY Maca, B
M3MnpaBeHo nosoxkenue. [lo HakpaliHKKa OCTaBeTe yalia ¢ Majiko BoJla Wi JIbxuila. HatucHere
rJ1aBaTa Ha JI03Mpalara nommna ¢ eHepruuHo, HO OTMEPEHO U YBEPEHO JBUKEHUE - HE IIPEKATICHO
6aBHo (¢wur. 7, dur. 8).
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N

C.TIC}:[ TOBaA I'iaBaTa Ha A03HpallaTa rnomMiia MOxe Ia 6’BI[G OCBO60,[[6H3, 1 € TOTOBA 3a CJICABAIIIOTO
H3IIOMIIBAaHC.

Jozupamiara momma MOXe a ce U3I0J3Ba caMo ¢ AxXura pa3TBop B IpeocTaBeHaTa OyTHIIKA U HE
MOJKE Jla ce TpuJjiara ¢ Jpyry BElIecTBa WIH OIMAaKOBKH. AKO moMmnara He ()yHKIIHOHHpPA MPABUITHO,
KOHCYJATHpaiTe ce ¢ Bamus nexap win gapmarient. [lo3upaiiara romiia TpsOBa a ce 3aTBaps Cliejl
ynoTtpeba Ha Axura.
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JlucroBka: undopmanus 3a norpeduTeNs

Axura 5 mg GpuiIMHpaHu TadJaeTKH

Axura 10 mg ¢pnamupanu TadaeTKkH

Axura 15 mg ¢puamMupanu TabdjJeTKn

Axura 20 mg ¢punaMupanu TadJeTKH
MemanTtus xugpoxiopua (Memantine hydrochloride)

IIpoyeTeTe BHMMATEIHO HAJIATA JUCTOBKA NMPeAH Aa 3aM0YHeTe 12 NpueMaTe TOBA JeKapcTBO

ThH KaTo T ChbAbPsKa BaxkHa 32 Bac nndgopmanus.

- 3amasere Ta3u JUCTOBKA. Moke /1a ce HaJ0XkH Ja sl POYETETE OTHOBO.

- AKO UMate HAKaKBH JOMBIHUTEIHNA BBIIPOCH, MOJISl, KOHCYJITUpalTe ce ¢ Bamms nexap win
(bapmaneBT.

- ToBa nekapcTBO € mpeanucano JTnaHo Ha Bac. He ro mpeotcrenBaiite Ha apyru xopa. To Mmoxe
Jla UM HaBpeIy, He3aBHUCHMO OT TOBa, Y€ TEXHUTE CUMIITOMH ca ChIIUTE KaTo Bammmre.

- AKO TIOJTyYHTe HAKAKBU HEXEJIaHU JIEKApCTBEHH pPeaKIny, yBeromere Barus nexap niu
¢apmaneBT. ToBa BKIIIOUBA M BCHUKH BH3MOXHH HEKENIaHU PEAKLUH, HEOIIHCAHH B Ta3H
nmucToBKa. Brkre Touka 4.

KakBo cbabp:ka Ta3u JIHCTOBKA

KakBo npencrasisiBa Axura 1 3a KaKBO €€ HU3I0NI3Ba

Kakso Tps0Ba na 3Haere, npeau Ja npruemere Axura

Kaxk na npuemare Axura

BB3MOXHN HEeXETaH! peaKkIiuu

Kak na cexpansaBare Axura

ChabpikaHue Ha ONIAKOBKATa U JAOMBJIHUTEIHA HHDOpMALUs

SNk wbd =

1. KakBo npeacraBisiBa Axura 4 3a KaKBO ce U3M0J13Ba

Kak geiictBa Axura

Axura ChAbpPiKa aKTUBHOTO BCIIECCTBO MEMAHTHHOB XUAPOXJIOPUM.

Axura npuHaAJIeKU KbM IpyIa JIEKapcTBa, M3BECTHA KAaTO JIEKApCTBA MPOTUB JEMEHIHS.

3ary0ara Ha mameTTa Impu OosecTTa Ha AnmxaiiMep ce IbJDKH Ha HapyIlIeHHe Ha CHTHATHATE
cboOIICHUS B MO3bKa. MO3BKBT ChIbpika T. Hap. N-meTui-D-acnaprat (NMDA)-penentopu,
aHTXHUPAHU C NIPelaBaHeTO Ha HEPBHUTE CUTHAJIM, KOUTO Ca BayKHU 32 YUCHETO U amerTa. Axura
MIPUHAIEKU KbM Tpyla JIeKapcTBa, HapeueHn antaronnctd Ha NMDA-penenitopute. Axura neiictsa
BBpXy Te3u NMDA-perenrropu, KaTo ogoOpsiBa Mpe1aBaHeTo Ha HEPBHUTE CUTHAIHN U TTaMETTa.

3a kakBo ce U3M0J3Ba Axura
Axura ce U3I0JI3Ba 32 JICUCHHNE Ha MAIIMEHTH C YMEPEeHa JIO TeXKKa CTeleH Ha OoniecTra Ha Axaimep.

2.  Kakso TpsioBa 1a 3HaeTe, peau 1a MpueMeTe Axura

He npuemaiite Axura
- AKO cTe anepruyHu (CBPbX4yBCTBUTEIHN) KbM MEMAHTHUH XUAPOXIIOPHUI WIH KbM HIKOS OT
OCTAHAJINTE ChCTABKH Ha TabieTkuTe Axura (n30poeHu B ToUKa 6).

IIpenynpesxaeHusi ¥ Npeana3sHu MePKH

I'oBopere ¢ Bamus nexkap wnu papManesT, Ipeau aa mpueMere Axura

- AKO nMarte aHaMHe3a 3a ENWIENTUYHA I'bPUYOBE

- AKO HacCKopoO CcTe IpeKapany HH)apKT Ha MUOKapAa (ChbpAeUeH yap) Uik ako CTpaaaTe oT
3aCTOIHA ChpJeYHa HEIOCTATHUYHOCT WIIM OT HEKOHTPOJIUPAHA XUMIEPTOHHS (BUCOKO KPHBHO
HaJsTaHe).
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B te3u cutyaruu nedeHneTo TpsiOBa BHUMATENTHO Aa 0b/ie POCIeAsIBaHO ¥ KIMHUYHATA 110132 OT
Axura nma 6b/1e peTOBHO TIpelieHsIBaHa OT Barmus jrekap.

Axko nmate HapymeHna 0b0peuHa Gynkuus (0p0peyno yBpexnane), Bammusr nekap TpsOBa
BHUMATEIIHO Jia MpocieasBa 0bOpeunHaTa QyHKIUSI M aKO € HeOOXOJMMO Ja KOPUIHpa CbOTBETHO
JI03UTE Ha MEMaHTHH.

EnHoBpemeHHaTa ynorpeba Ha JeKapCTBEHUTE MPOIYKTH aMaHTaIuH (3a JJeueHUe Ha 00JiecTTa Ha
[TapkuHCOH), KeTaMHUH (BELIECTBO, KOETO OOMKHOBEHO C€ I10JI13Ba 332 aHECTe3Hsl), IeKCTpoMeTopdhaH
(0OMKHOBEHO Ce IM0JI3Ba 3a JIeUeHUe Ha Kanumia) u Ha qpyru NMDA-antaronuctu tpsOBa aa ce
n30srBa.

Jlena v I0OHOIIH
Axura He ce MIperopbpYBa IIpU ACHa U FOHOIIHN Ha Bb3PACT MO/ 18 TOAWHU.

Jpyru gexapcrBa u Axura
Mons, uapopmupaiite Bammus ekap, ako npuemMare WM HACKOPO CTe MPHEMaN APYTH JIEKapCTBa,
BKJIFOUUTENTHO U TaKUBA, OTIIYCKaHU 0e3 perenTa.

HO—KOHerTHO, Axura moxe JAa MPpOMCHU 6(1)6KTI/ITG Ha CJICAHUTEC JICKAPCTBA, U MOXKE [1a €
HCO6X0,Z[I/IMO Bammsr JICKAp 1a Kopurupa n0o3ara um:

- aMaHTaJMH, KeTaMUH, JIeKcTpameTopdan

- JAHTPOIIeH, OakiIoheH

- OUMETUAVH, paHUTUIUH, IPOKaWHAMWJ, XUHUJIWH, XUHUH, HUKOTHH

- XUIIPOXIOPOTHAU/ (MITH KOMOWHAIIMS C XUIPOXIOPOTHAZH)

- AQHTUXOJMHEPTUIHU CPEICTBA (BEIIECTBA, KOUTO OOMKHOBEHO CE€ M3IIO3BAT 32 JICYCHUE Ha
JIBUTATEITHA HAPYILICHNS WA YPEBHH CIIa3MH)

- AHTUKOHBYJICAHTH (BEILlECTBA, KOUTO CE M3MOI3BAT 3a MPEIOTBPATIABaHE HIIH JICUCHUE Ha
T'bpYOBE)

- OapOuTypatH (BelecTBa, KOUTO OOMKHOBEHO Ce M3MOI3BAT 32 NMPEIN3BIUKBAHE HA CHH)

- JOMIaMHHEPTrHYHH arOHUCTH (BellecTBa Kato L-gona, OpOMOKPUIITHH)

- HEBPOJICNTUIH (BEIIECTBA, KOUTO CE U3MOJ3BAT 3a JICUCHUE HA TICUXUYHN HAPYIIICHUS )

- MIepOPATHU aHTUKOATYJIAHTH

AKO mocThIHTE B OOJHHIIA, YBEIOMETE JICKyBAIIUs JICKap, 4e npuemMaTe Axura.

Axura ¢ XpaHa ¥ HAITUTKHU

YBenomere Bammst nekap, ako HACKOPO CT€ CMEHWIIM WJIM UMaTe HaMEpPEeHHUE ]a CMEHUTE IPAcTHYHO
JyeTara cu (HarpuMmep OT HOpMajIHa JIieTa KbM CTPOra BereTapuaHcKa JHeTa) M aKo CTpajaTe OT
0b0peyna TyOymapHa anmaosa (bTA, n3nuirsk ot BemiecTa, 00pa3yBallld KHCEIHHNA B KPHBTA MOPAAH
HapymeHa 0b0peuHa GyHKuus (J01o QyHKIHOHUpaHe Ha ObOpeHTe)) WITH TEXKKH HHPEKINN Ha
OTJeNUTeIHaTa cucTeMa (MMKOYHUTE ITBTHIIA), Thid KATO MOXKE Ja Ce HAJIOKM KOPEKLHUs B 103aTa Ha
JEKapCTBOTO.

BpemeHnHoCT M KbpMeHe
Axo cte OpeMeHHa W KbPMHTE, CMSTaTe, Y€ MOXKE J1a cTe OpeMeHHa WM IUIaHupaTe OpeMEeHHOCT,

nochBeTBalTe ce ¢ Bamms nexap mim gapmaneBT npeau ynorpedarta Ha TOBA JIEKapCTBO.

Bbpemennoct
MEMAaHTHH He ce MPernophyBa 3a yrnoTpeda npu OpeMeHHH JKEHH.

Kbpmene
JKEHH, TTpHeMaIin Axura, He TpsOBa 1a KbPMAT.
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lodupane u paéoTa ¢ MAIIMHH

Jlexapsr me Bu xaxe manu 3a00iIBaHETO TTO3BOISIBA O€30MacHO Aa modupare u 1a paboTHTE ¢
MaIlIMHH.

OcseH ToBa Axura MOe Jia TpOMEHH CITIocOOHOCTTa B 3a pearupane, KoeTo ch3aaBa OMacHOCT MPU
modupane Win paboTa ¢ MaITuHA.

AXxura cpABbp:Ka HATPHIA
ToBa jekapcTBO ChABPIKA MO-MaNKO 0T 1 mmol Hatpuit (23 mg) Ha TabneTka, T.e. MOXKe Jia Ce Kaxe,
Yye IPAKTUYECKU HE ChIbPKa HATPUil.

3. Kak na npuemarte Axura

Axura — OmakoBKa 3a 3all0YBaHE Ha JICUEHUETO, C€ U3I0JI3Ba CaMO MPH 3a0YBaHE HA JIEYCHUETO C
Axura.

Bunaru npuemaiite ToBa JIEKapcTBO TOYHO KakTo Bu e xazan BamusT nekap. AKo He CT€ CUTYPHHU B
HEIIo, MOJISL, KOHCYATHUpaiiTe ce ¢ Bamms iekap wim gapmanesT.

Jo3upoBka

[IpenopbuBanara n03a 3a gedeHue ot 20 mg AHEBHO Ce MTOCTHUTA Upe3 MOCTETIEHHO yBelIMYaBaHe Ha
Jo3aTa Ha Axura mpe3 MbPBUTE 3 CeAMUIIN OT JeueHneTo. Cxemara Ha JICUCHHE € TTI0OCOYEHA ChIIO U
BBPXY OIAKOBKATa 3a 3all04BaHE Ha JIeYeHneTo. B3emaiiTe 1Mo enHa Ta0neTka euH MIbT Ha JICH.

Cenmuna 1 (nen 1-7):
B3emaiite no efiHa TabaeTka oT 5 mg BeIHBXK Ha JieH (0si1a 10 OYTH Os1J1a, eUIICOBUTHA) B
MPOABJLKCHUE Ha 7 THU.

Cenmuna 2 (neH 8-14):
Bsewmaiite o enHa tabnetka ot 10 mg BenHBK Ha JeH (05110 KBITA A0 JKBJITA, EITUIICOBHIHA) B
MPOABJDKEHUE Ha 7 THU.

Cenmunia 3 (nen 15-21):
Bsewmaiite o enHa Tabnetka ot 15 mg BenHBK Ha JAeH (OpaH)KeBa, EIUTICOBUIHA) B TIPOIBIDKEHUE Ha
7 nHU.

Cenmuna 4 (meH 22-28):
Bsewmaiite o exHa Tabnetka ot 20 mg BeAHBK Ha JEH (PO30Ba, EMUIICOBUIHA) B POIBIDKEHHE Ha
7 nHU.

ceamuna 1 5 mg TabneTka

ceammuria 2 10 mg tabneTka

ceamuua 3 15 mg Tabnerka

ceammuna 4 20 mg TabIeTKH BEIHBXK Ha

U Clie]] TOBa JIeH
Hoaabpaxamia xo3a

HpenoquBaHaTa JHCBHA 1034 € 20 mg BEAHBK JHCBHO.
OTHOCHO MIPOABJDKUTCIIHOCTTA Ha JICUCHUCTO, MOJIS KOHcyHTHpaﬁTC ce ¢ Bamus JICKap.

Jo3upaHe npy NanyeHTH ¢ HapylleHa 0b0peYyHa pyHKIUS
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Axko nMaTe HapymieHa Ob0peuHa GyHKIMs, Bamusit iekap 1ie nperieHn KakBa J103a € moaxosia 3a
Bamrero cecTosiHMe. B TO3M citydait iekapsat TpsOBa ma mpocienssa 0p0peunara Bu GyHkIms npes
ompesiesicHN HHTEPBAJIH.

IIpunoxenue

Axura TpsiOBa Jia ce mpuiara nepopaiHo BEAHBXK JHEBHO. 3a Jla IMaTe Moj3a OT JEKapcTBOTO, TPIOBa
Jla TO B3eMaTe PEeIOBHO, BCEKH JICH TI0 €IHO M CHINO BpeMe Ha JeHOHOIUeTo. TabneTkure TpsoBa a
Cce TOTJIBIIAT C MaJKO BoAa. TabjeTkure MoraT /1a ce mpuemMar ¢ Wi 0e3 XpaHa.

Ipoab/KUTETHOCT HA JIEeYEHHETO
[IpuembT Ha Axura mpoabinKaBa 1okaTo uMa edekt 3a Bac. Bammsar nekap TpsOBa J1a mpeoreHsBa
pEIOBHO JeueHueTo Bu.

AKO cTe IpueJiH oBeYe 0T Heo0X0AuMAaTAa 1032 AXura

- OOWKHOBEHO ITPUEMAHETO Ha MpeKajIeHo MHOTo Axura He Ou TpsOBano na Bu HaBpenn. Moxke
Jla e 3aCHJIAT HIKOM CHMIITOMH, TIOCOYEHH B TOUKa 4. ,,BB3MOKHI HEe)KETaHU PEAKITHH ‘.

- Ako npueMere Axura B 10332, MHOTOKPATHO MO- BUCOKA OT MPEANKUCAHATA, CBBPXKETE CE C
Bammist nekap win moThpcere MEAUITMHCKA KOHCYJITAINA, Thil KATO MOXE J1a C€ HYKJIaeTe OT
METUITMHCKA TTOMOTIL.

AKO cTe NpPOILYCHAJIM 12 IpUeMeTe AXura

- AKo oTKpueTe, ue cTe 3a0paBUiM Aa IpueMeTe f103aTa cu Axura, U34akaite U IpueMere
cleBalara 103a B 00N4aifHOTO BpeMe.

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

AKO UMaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH 3a yrnoTpedaTa Ha TOBA JIEKAPCTBO, MOJIA,
KOHCYNTHpaiTe ce ¢ Bamms nekap wmu dpapMarenT.

4. Bb3MOKHU He:KeJIaHU peaKklun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAU3BUKA HEKECIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

O6I/IKHOBGHO, HaOJII0IaBaHUTE HEeXKEIaHU JICKApCTBCHU P€AKIUHU Ca JICKU 10 YMCPCHHU.

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

. I'maBoGonme, CHHIMBOCT, 3aIeK, MOBUIIEHN (YHKIIMOHATHI Y€PHOAPOOHH ITOKA3ATEINH,
3aMasHOCT, HApyIICHNE Ha PABHOBECHETO, 38X, BUHCOKO KPHBHO HaJIsITAHE U
CBPBXYYBCTBUTEIIHOCT KbM JIEKAPCTBA

Heuecmu (moecam oa 3aceenam oo 1 na 100 nompebumenu):
. YmMmopa, re0uyHN nHpEKIUU, 00bPKAHOCT, XaTIOIMHAIINY, IOBPIIaHe, HAPYIIICHA MTOXOIKa,
ChpJIcYHA HEMOCTATHPUYHOCT M BEHO3HO TpoMOooOpasyBaHe (TpomM003a/TpoMO0eMO0TN3HM)

MHnoeo pedxu (moeam oa 3aceenam 0o 1 na 10 000 nompebumenu):
. I'spuoBe

C neuszsecmna yvecmoma (OWl HAnuyHume OaHHU He Modice 0d ce Hanpaseu OyeHKa Ha ltecmomama):
° Bub3nanenue Ha MMaHKpeaca, Bb3IMaJICHUC HA YCPHUA )_'[p06 (XCHaTI/IT) 1 NICUXOTUYHU pCaKINn

BbonectTra Ha AmxaiiMep ce CBBp3Ba ¢ ACTPECHs, CYUITHIHA MUCTH B OITUTH 3a caMoyOuiicTBo. Te3un
chOUTHS ca ChOOIIaBaHU NPY MAIMEHTH, JISKyBaHU ¢ AXura.

Cho01aBaHe HA HesKeJIAHH PeakIuu
AKO MONTyYnTe HAKAKBU HEXEJaH! JICKapCTBEHH Peakiy, yBeaoMere Bamus nekap uinu gapmanesT.
ToBa BK/IIOYBA BCUYKH B3MOYKHHM HEOMMCAaHH B Ta3H JHCTOBKA HEXENaHU peakuyu. MoxeTe ChIIo J1a
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CHOOIINTE HEXETIAHH PEaKI|K JUPEKTHO Upe3 HAIlMOHAIHATA CUCTEMA 3a ChOOIIaBaHe, MOCOYSHA B
IIpunoxenne V. Kato cro01maBare HeXXEIaHA PEaKInK, MOXKETE Jla TaJIeTe CBOS IIPUHOC 3a
MoJTyJaBaHe Ha MoBeue MH(POpPMAIIHI OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na cbxpansiBaTe Axura
CrpxpaHsBaiiTe Ha MACTO HEIOCTBITHO 3a Jella.

He u3non3Baiite TOBa JIEKapCTBO ClIE] M3THYAHE CPOKA HA TOAHOCT, OTOENsI3aH BEPXY KapTOHEHATa
KyTHs 1 Ha Omuctepa cien "T'oxgen mo:". Cpoka Ha TOJJHOCT OTroBaps Ha MOCIEIHUS JICH OT
IMIOCOYEHHS MECEIL.

To3u JICKAPCTBCH MPOAYKT HC U3HMCKBA CIICHHUAIHN YCIIOBUS 34 ChbXPAaHCHUC.

He 1/13x131)pn;1171Te JICKapCTBaTa B KaHa/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
Tlonuraitite Bamms q)apMaueBT KakK 1a U3XBBPILATE JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC
Te3n MCPKH 1IC CIIOMOrHaT 3a OIla3BaHC Ha OKOJIHATa cpeaa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOITBJIHUTETHA HH(pOpManus

KakBo cbabp:xa Axura
AKTHBHOTO BEIIECTBO € MEMAHTHH XHIPOXJIopua. Beska tadnetka chabpxa 5/10/15/20 mg memanTHH
XUAPOXJIOPU, CKBHUBaJICHTeH Ha 4,15/8,31/12,46/16,62 mg MeMaHTHH.

Hpyrure cberaBku Ha Axura 5/10/15 n 20 mg ¢punmmupanu TabNeTKH ca MEKPOKPHCTATHA TEITYII032,
KPOCKapMeno3a HaTpui, CHIIMIMEB AUOKCH, KOJIOMJICH O€3BOICH, MarHE3UEB CTE€ApaT, KATO BCUUKU
Te ca B SIPOTO Ha TabyeTkara; a xunpomenosara, makporon 400, TutanoB nuokeua (E 171) u
nmorreTHATENHO B Axura 10 mg ¢punmupanu Tabnetkn xenezeH okeu KT (E 172) n 3a Axura 15 mg
n Axura 20 mg ¢punMupann TabIeTKH, XKBIT 1 yepBeH xene3eH okcu (E 172), ce cpappxar B
oOBMBKaTa Ha TabieTKara.

Kak u3riie:xaa Axura M KaKBO CbAbpP:Ka OIAKOBKATA

OunmmupanuTe TabaeTkr AXura oT 5 mg ca 0emu 70 MOYTH Oelu, SIIMIICOBUIHY, Ha €THATA UM CTPaHa ¢
rpaBUpaHO YMCIIOTO ,,5°, a Ha JipyraTa cTpaHa - Oyksute ,,MEM®. Ta0nerkara e ¢ JbKUHA
npubnusuTenso 8,0 mm u mupounHa npudnmurenso 4,0 mm.

Ounmupanute Tabnetkn Axura oT 10 mg ca GIIeHOKBITH 0 )KBIITH, ETUTICOBUIHN (PIITMUPAHH
TabJICTKH C MapKUPOBKa ,,M" ¥ OT/ISICHO, U OTJISIBO Ha JICNIUTEIHATA YepTa U MapKUpoBKa ,,1 u ,,0
OTJISIBO | OT/SICHO HA JIENIMTeNTHATa YepTa OT Apyrara cTpaHa. Tabierkara e ¢ JbDKHHA IPUOITU3UTETHO
11,0 mm u mmpounHa npudauzutenHo 5,0 mm. TabneTkaTa MOXe 1a ObIe pa3aeieHa Ha JBE PaBHU
MTOJIOBUHH.

OunmupanuTe TabIETKH OT 15 mg ca opaHKEBH, SIIUTICOBUJIHY, Ha €HATA UM CTPaHA € TPaBUPAHO
YUCIIOTO ,,15%, a Ha ApyraTa ctpana - Oyksure ,,MEM”. TabeTkara € ¢ IbIDKIHA TPHOITM3UTEITHO

12,0 mm u mupoynHa npubIu3UTENHO 6,3 mm.

Ounmmupanute Tabnaetku ot 20 mg ca po30BH, SIUIICOBUIHY, HA €IHATA UM CTpaHa € TPaBUPaHO
9ucIoTo ,,20, a Ha Apyrara ctpana - Oyksure ,,MEM”. TabieTkara € ¢ IbIDKIHA TPHOITM3UTEITHO

13,0 mm u mmpounna npudauzuTenHo 7,0 mm.

Enna omakoBKka 3a 3armo4yBaHe Ha JICUCHUETO Chabpxka 28 TabneTku B 4 OaucTepa ¢ o 7 TabiaeTku
Axura 5 mg, 7 Tabnerku Axura 10 mg, 7 Tabnetku Axura 15 mg u 7 Tabnetku Axura 20 mg.

IMpuTexaTes HAa pa3pelIeHHETO 3a yoTpeda
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

TI'epmanus
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IIpousBoauTen

Merz Pharma GmbH & Co. KGaA

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

3a IombIHATETHA HH(pOPMALIHSI OTHOCHO TO3H JICKAPCTBEH MPOIYKT, MOJISI CBBPIKETE C€ C JIOKATHUS
MIPE/ICTABUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa.

Belgié/Belgique/Belgien
Merz Pharmaceuticals GmbH
Tel/Tel: +49 (0)69 1503-0

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

EALGOa
Merz Pharmaceuticals GmbH

TnA: +49 (0)69 1503-0

Espaiia

Merz Therapeutics Iberia, S.L.U.

Tel. +34 91 117 89 17

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

Luxembourg/Luxemburg
HANFF Global Health Solutions s.a r.1.
Tel/Tel: +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 1 865 88 95

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

Portugal
Merz Therapeutics Iberia, S.L.U.
Tel. +34 91 117 89 17

Roménia
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



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

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

Latvija
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

I[aTa Ha MOoCJeIHOIIpeEpPasraecKjiane Ha JUCTOBKaTa MM/TTIT.

[Honpobna nndopmanys 3a TOBa JEKapCTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBponelickara areHuus
10 JIeKapcTBaTa http://www.ema.europa.eu.
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JlucroBka: undopmanus 3a norpeduTeNs

Axura 20 mg ¢pnaMupanu TadJIeTKH
Mewmantun xuapoxiopua (Memantine hydrochloride)

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

ThH KaTo TS ChbAbPKa BaxkHa 32 Bac nudopmanus.

- 3amazere Ta3u JIMCTOBKA. MoOJKe /1a ce HaJIOXKH JIa sl MPOYETETE OTHOBO.

- AKO UMate HIKaKBH JOMBIHUTEIHA BBIIPOCH, MOJISl, KOHCYJITUpalTe ce ¢ Bamms nexap wim
(apmarnesT.

- ToBa nexapcTBO € mpeanucano JnyHo Ha Bac. He ro nmpeotcrenBaiite Ha apyru xopa. To Mmoxe
Jla UM HaBpely, He3aBHUCHMO OT TOBa, Y€ TEXHUTE CUMITOMH ca ChIIKTE KaTo Bammre.

- AKO NOIyuYHuTe HAKAKBU HEXEJIAHU JIEKAPCTBEHH PEAKIIMH, YBeoMeTe Bamms nexap nim
¢apmaneBT. ToBa BKIIIOUBA M BCHUKH BH3MOXXHH HEKENIaHU PEAKLUH, HEOIHCAHH B Ta3H
nmucToBKa. Brokre Touka 4.

- AKO HSIKOS OT HEeXEJIaHUTe JIEKapCTBEHU PeaKlIiy CTaHE CeprO3Ha WK 3a0eeKuTe IpyTrH
HEOITMCAaHU B TA3U JIMCTOBKA, MOJIsl yBeoMeTe Bamus nekap nim ¢papManesT.

KakBo ¢cbabpika Ta3u JIUCTOBKA

KaxkBo npencrasisiBa Axura 1 3a KaKBO €€ HU3II0NI3Ba

Kakso Tps6Ba na 3Haere, npeau 1a npuemere Axura

Kaxk na npuemare Axura

BB3MOXHN HEeXENIaH! peakIiuu

Kaxk na cexpansiBate Axura

ChabpikaHue Ha ONIAKOBKAaTa U JAOMBJIHUTEIHA HHOOpMALUs

SR

1. Kakgo npeacrasisiBa Axura u 3a KaKBo ce U3I0J13Ba

Kak geiictBa Axura

Axura chIbp)ka aKTHBHOTO BEIIECTBO MEMAaHTHHOB XHUPOXIIOPHUI.

Axura MPUHAJICKU KbM I'pyla JICKapCTBa, U3BECTHA KAaTO JICKAPCTBA IIPOTUB ACMCHIIHUA.

3arybara Ha TaMeTTa Ipu OoJecTTa Ha AJxaiMep ce JbJDKU Ha HapyLIeHHWE HA CUTHAJHUTE
CHOOIIEHUST B MO3bKa. MO3BKBT Chabpxka T. Hap. N-meTmin-D-acnaprat (NMDA)-penentopw,
aHTXHUPAHU C NPeIaBaHeTO Ha HEPBHUTE CUTHAJIM, KOUTO ca BayKHU 3a YUEHETO U mamerTa. Axura
MIPUHAJJIEKU KbM Ipyna JeKapcTBa, HapeueHr antaronuctd Ha NMDA-penentopute. Axura neiictBa
BBpXy Te3u NMDA-pernentopu, KaTo mogoOpsiBa Mpe1aBaHeTo Ha HEPBHUTE CUTHAIHN U TTaMETTa.

3a KaKkBoO ce U3M0JI3Ba AxXura
Axura ce M3ITI0JI3Ba 3a JIeYeHUE Ha MAI[MeHTH C YMEPEHa JI0 TeKKa CTeTeH Ha OonecTra Ha AxaimMep.

2. Kakso Tps0Ba n1a 3HaeTe, npeau Aa npueMere Axura

He npuemaiite Axura
- AKO cTe anepruyHu (CBPbX4YyBCTBUTEIHH) KbM MEMAHTHUH XUAPOXIIOPUT WIIH KbM HIKOS OT
OCTAHAJINTE ChCTABKH Ha TabieTkuTe Axura (M30poeHU B ToUKa 6).

IIpenynpesxxaeHust 1 NpeaNnasHu MEPKH

I'oBopere ¢ Bamust nexkap wnu papManesT, Ipeau aa npueMere Axura

- AKO mMare aHamMHe3a 3a eMWISNITHIHA I'bPY0BE

- AKO HacKopo CcTe IpeKapanyd HHYapKT Ha MUOKapAa (ChbpAeUeH yap) Uik ako CTpaaaTe oT
3acTOHHA ChbpACYHA HENOCTATHYHOCT MIIM OT HEKOHTPOJIUPAHa XUIIEPTOHHUS (BUCOKO KPBBHO
HaJsTaHe).

B Te3u cuTyaruu iedeHHeTo TpsioBa BHUMATETHO J1a ObJie MPOCIE/SBAHO U KIIMHHYHATA T10J13a OT
Axura na 6b/1€ peIOBHO TIpelieHsIBaHa oT Barus nekap.
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Axo nmare HapyiieHa 0b0peuna GyHkmms (0p0pedHo yBpeknane), BammsT mekap TpsOBa
BHUMATEITHO JIa pociesaBa ObOpeuHaTa QYHKIUS U aKO € He0OXOMMO J1a KOPUTHPa ChbOTBETHO
JTIO3UTE HA MEMaHTHH.

EnnoBpemennara ymorpe0da Ha JIeKapCTBEHUTE MPOTYKTH aMaHTa/IH (3a JieYeHre Ha OoJecTTa Ha
[TapkuHCOH), KETaMUH (BEIIECTBO, KOETO OOMKHOBEHO C€ T0JI3Ba 332 aHECTE3Hsl), IeKCTpoMeTophaH
(0OMKHOBEHO Ce IM0JI3BA 3a JIeUeHUe Ha Kanuiniia) u Ha apyrd NMDA-antaroHucTu TpssOBa jaa ce
n30srBa.

Jlena v IOHOIIH
Axura He ce TpenopbyuBa MpH Aella U IOHOLIN Ha Bh3pacT noj 18 ronuHu.

Jpyru nexkapcTBa u Axura
Mons, napopmupaiite Bamms siekap, ako mpuemMarte Hid HACKOPO CTe MPHEeMaNd JIPYTH JICKapCTBa,
BKJIFOUUTENTHO U TaKUBAa, OTIIyCKaHU 0e3 perenra.

[o-koHKpeTHO, AXura MoXe Jia MPOMEHHU e(DEeKTUTE Ha CIICTHUTE JICKApCTBa, U MOXKE JIa €
HeoOxonuMo Bamusr nekap fa kopurupa go3ara uMm:

- aMaHTaJMH, KEeTaMUH, JIeKcTpameTopdan

- JAHTpPOJIEH, OakiodeH

- UMETHANH, PAHUTUINH, TIPOKAWHAMHU, XUHUIAWH, XWHUH, HUKOTHH

- XHAPOXIJIOPOTHA3HT (MITH KOMOMHAIHS C XUAPOXIOPOTHAZH)

- AQHTUXOJMHEPTUYHU CPE/ICTBA (BEIIECTBA, KOMTO OOMKHOBEHO CE M3IOJI3BAT 3a JICYCHHUE Ha
JBUTATETHHU HApYIICHUS WIN YPEBHU CTIa3MHU)

- AQHTUKOHBYJICAHTH (BEIIECTBA, KOUTO CE€ M3MOI3BAT 3a NPEIOTBPATIBAHE WU JICUCHUE Ha
T'bPYOBE)

- OapOuTypartu (BelecTBa, KOUTO OOMKHOBEHO CE M3MOJI3BAT 32 MPEAU3BUKBAHE HA ChH)

- JIOTIAMUHEPTUYHN aroHKCTH (BellecTBa KaTo L-1oma, OpOMOKPHIITHH)

- HEBPOJICNITHIM (BEIIECTBA, KOUTO CE W3MOJI3BAT 32 JICUCHHE HA IICUXUYHH HAPYILICHNUS )

- NEPOPAITHU AHTUKOATr'yJIaHTH

AKo nocTenuTe B 0OJTHHMIIA, yBEJOMETE JIEKyBAILUs JIeKap, 4e mpuemare Axura.

Axura ¢ XpaHa ¥ HAIATKA

YBenomere Bamms nexkap, ako HACKOPO CTE€ CMEHHJIN WJIM UMaTe HAMEPEHHE Ja CMEHUTE JPAaCTHIHO
IueTara cu (HalmpuMep OT HOpMaJlHa JreTa KbM CTpOTra BeTeTapruaHCKa IMeTa) WM aKO CTPaaaTe OT
0b0peuna TyOynapHa anuno3a (bTA, uznumrek ot BemecTsa, 00pa3yBaliy KUCETIMHN B KPbBTa MOpaIu
HapymieHa 60peuna QyHKIws (Jomo (GyHKIIMOHUPaHe Ha ObOpennTe)) Wit TeKKH HHOEKINHA Ha
OTJIeNIMTETHATA CHCcTeMa (MMKOYHUTE IThTHUINA), Thil KATO MOXE JIa Ce HAIOKH KOPEKIHs B 103aTa Ha
JIEKapCTBOTO.

BpeMenHocT U KbpMeHe
AKo cTe OpeMeHHa MU KbPMHUTE, CMATATe, e MOXKE Jja CTe OpeMEeHHa WK [UTaHupaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap uinm gapmaneBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

Bbpemennoct
MEMaHTHH HE C€ MPernophYBa 3a ynorpeda npu OpeMEHHH JKCHHU.

KbpMmene
KEeHH, IpreMaiiy Axura, He TpsOBa J1a KbpPMSIT.

Ilodupane u padoTa ¢ MAIIMHU

Jlekapsit e Bu kaxke naju 3a00J11BaHETO MO3BOJIABA 0€30I1acHO Ja modupare u 1a paboTUTE C
MaIlUHH.
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OcBeH TOBa Axura MOXe Jia MPOMEHH criocoOHocTTa Bu 3a pearupane, KOeTo ch3aBa OMacHOCT MpU
modupane Wiu paboTa ¢ MalTuHA.

AXxura cpABbp:Ka HATPHIA
ToBa jekapcTBO ChABPIKA MO-MaKO 0T 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOXKe Jia Ce Kaxe,
Yye MPaKTUIECKH HE ChIbpiKa HATPUH.

3. Kak na npuemarte Axura

Bunaru npuemaiite ToBa J1€KapcTBO TOUHO KakTo Bu e kazan BamusaT nekap. Ako He CTe CUTYPHHU B
HEIIo, MOJISL, KOHCYTHUpaiiTe ce ¢ Bamms iekap wim gapmarenT.

Jo3upoBka
IIpenopruBanata g03a Axura pu Bb3pacTHH U MMAIIMEHTH B cmapiecka Bb3pacT € 20 mg BEAHBK
JHEBHO.

3a Jla C€ HaMaJIl pUCKBT OT HEXKEJIAaHU PCAKIUH, 10 Ta3H J03a CE€ CTUTa IMOCTEIICHHO, 110 CJI€AHAaTa
JHCBHA CX€Ma Ha JICYCHUC. 3a IMOCTEIICHHO YBCJIMYAaBaHC HA J034aTa CC Ipcjiarat Ta6J'ICTKI/I,
ChAbpPIKAIHA pa3JIMIHA J03U.

B HawanoTo Ha JedeHHETO I1Ie 3aMmovHeTe, KaTo B3eMare Axura 5 mg GunmMupanu TabJIeTKH BEAHBK
JHeBHO. Ta3m 103a e ce yBenndaBa BCsika CEIMUIIA ¢ TI0 5 mg, 10 TOCTHraHe Ha MpenopbyuBaHaTa
(mommwpikamaTa) qo3a. IlpemoppuBanara moaabpIkaiia 1o03a € 20 mg BeIHBXK THEBHO, KATO TS C€
JIOCTUTA B HAYaJIOTO Ha 4-TaTa CeAMMIIA.

Jo3upaHe npy NanyeHTH ¢ HapylleHa 0b0peyHa GpyHKIUS

Axko nMaTe HapymieHa Ob0peuHa GyHKIMs, Bamusit iekap 1ie npereHr KakBa J103a € MoAX0/sIIa 3a
Bamiero cberosinue. B To3u cityuaii nekapst TpsOBa qa npocneassa 6v0peunara Bu Gpynknusa npes
OTIpeJIeICHH HHTEPBAJIH.

IIpunoxenue

Axura TpsiOBa fa ce mpujiara nepopajiHo BEAHBXK AHEBHO. 3a J1a UMaTe MoJ3a OT JEKapCTBOTO, TPAOBa
Jla TO B3eMarTe PeAOBHO, BCEKH JICH 110 €JHO U CHLIO BpeMe Ha JieHoHoumeTo. Tabnetkure TpsiOBa na
ce MOTJTBIIAT ¢ MaNKo Boja. TabneTkuTe MoraT Ja ce mpueMar ¢ uin 0e3 XxpaHa.

Ipoab/KUTETHOCT HA JIeYEHHETO
[TpuemMbT Ha AXura npob/bKaBa qokaTo uMa eekt 3a Bac. Bammsr nekap TpsOBa /1a mpeolieHsBa
penoBHO neyeHneto Bu.

AKO cTe MpHeJd oBeYe 0T HeoOXoAuMAaTa 103a Axura

- OOWKHOBEHO MTPUEMAHETO Ha MpeKajIeHo MHOTo Axura He Ou TpsiOBano na Bu HaBpenu. Mosxke
Jla C€ 3aCWJIAT HAKOM CUMIOTOMH, IOCOYEHH B TOUKA 4. ,,Bb3MOXKHU HEKETaHU PEaKLIHU ‘.

- Axko npuemeTe Axura B 10332, MHOTOKPATHO I10- BUCOKA OT MPEIIICcaHaTa, CBbPKETe Ce C
Bamms nekap wim noTbpceTe MEIUIMHCKA KOHCYIJITAIMs, T KaTO MOXKE Jia ce Hy>KJaeTe OT
MEIUIMHCKA IIOMOLI.

AKO cTe NpPONYyCHAJIM a2 IpueMeTe AXura

- AKO OTKpueTe, ue cTe 3a0paBwin Aa MpueMeTe 103ata cu Axura, n34akaiTe U npuemMere
clieqBaIiara 03a B 00N9aifHOTO BpeMe.

- He B3emaliTe nBoitHa 103a, 3a Jja KOMIIEHCHpATE MPOIyCHATAaTa J103a.

Axo nMaTe HIKaKBU JIOITBIHUTEIHN BBIIPOCH 3a yHOTpe6aTa Ha TOBa JICKapCTBO, MOJIA,

KOHCYNTHpaiTe ce ¢ Bamms nekap wmm dpapMarienT.

4. Bb3M0OKHU HeKeJTaHU p€aKkuumn
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Kakrto Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIAHU p€aKIIuH, BBIIPEKHU Y€ HE
BCCKH T' TIOJTy4aBa.

OOuKHOBEHO, HAOTI0JTaBaHNTE HEKEIIAHN JICKAPCTBEHH PEAKITHH ca JICKH 10 YMEPCHH.

Yecmu (mozam 0a 3acezrnam 0o 1 na 10 nompebumenu):

. I'maBoGoJMe, CHHIMBOCT, 3alleK, MOBUIICHN (PYHKIIMOHAITHN YepHOAPOOHH MOKA3aTelH,
3aMasHOCT, HapyLIeHWEe Ha paBHOBECHETO, 3a4YX, BHCOKO KPBBHO HaJIsITaHE U
CBPBXUYYBCTBUTEITHOCT KbM JICKapCTBA

Heuecmu (moecam 0a 3aceenam oo 1 na 100 nompedbumenu):
. YmMopa, reonyan MHQEKINH, 00bPKAHOCT, XaTIOIMHAIINY, TOBPBIIAHe, HAPYIIeHA TOXO0/IKA,
ChpACYHA HEJOCTAaTHhYHOCT U BEHO3HO TpoMO00oOpa3yBaHe (TpoM003a/TpoMO0eMO0IIN3BM)

Mmnozo peoxu (mocam 0a 3aceenam 0o 1 na 10 000 nompebumenu):
. I'bpuoBe

C neusgecmna uecmoma (om nanuuHume OAHHU He Modice 0a ce Hanpasu OYeHKA Ha 4ecmomama,).
. Bwananenue Ha maHkpeaca, Bb3MaJeHHE Ha YepPHUs APO0 (XENaTUT) U IICUXOTUYHU PEaKIuK

BbonectTa Ha Amnxaiimep ce CBBp3Ba ¢ ACIPECcHsi, CYUIIUIHA MUCTH U OMTUTH 3a caMoyOuiicTBo. Te3n
cbOUTHSA ca ChOOLIaBaHU MPH MAIIMECHTH, JIEKyBaHU ¢ AXura.

Cpo0LaBaHe HA HeKeJIAHU peaKlun

AKO TOITyunTe HIKAKBU HEXKEJIaHH JICKApCTBEHH Peakiy, yBeaomeTe Bammus nexap unu gpapmanesT.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH HEOTIMCAHH B Ta3U JINCTOBKA HEXKEJIaHU peakuuu. Moxkere chlio Aa
CHOOLINTE HEXENAaHU PEeaKK AUPEKTHO Upe3 HallMOHAIHATA CUCTEMa 3a ChoOILIaBaHe, MOCOYeHA B
[punoxxenne V. Kato cro0miaBare HeXXeTaHU PeaKkIny, MOXKETE Jia JaJeTe CBOS MIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(POpMannsg OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBaTe Axura
CobxpansBaiiTe Ha MSCTO HEJOCTBIIHO 3a JACLa.

He n3non3Baiite ToBa JIEKapCTBO CJIEA U3THYAHE CPOKA HA TOTHOCT, OTOEIA3aH BbPXY KapTOHEHATa
KyTHs 1 Ha Omuctepa cien "T'oxgen mo:". Cpoka Ha TOJHOCT OTroBaps Ha MOCIEIHUS JICH OT
IIOCOYEHHS MECEIL.

To3u JICKAPCTBCH NPOAYKT HC U3HMCKBa ocoOeHn YCJIOBHA Ha CbXPAHCHUC.

He H3XBBpHHﬁTe JICKapCTBaTa B KaHAIM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
Ilonuraitte Bamms Q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATad, KOUTO BEYC HC Te3n MCPKH 11
CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOITBJIHUTETHA MHpOpManus

KakBo cbabp:ka Axura
AKTUBHOTO BEILIECTBO € MEMaHTHH XUAPOXJIopua. Besika Tabnerka chappika 20 mg MEMaHTHH
XUAPOXJIOPH]I, EKBUBAJIICHTEH Ha 16,62 mg MeMaHTUH.

Jpyrute cbCTaBKU ca MUKPOKPHUCTaJIHA LIE€TyJ103a, KPOCKapMeo3a HaTpUll, CUIIUIUEB IUOKCH]I,
KOJIONJIeH OEe3BOJICH, MarHe31eB CTeapaT, KaTo BCHUKHU T€ ca B SAPOTO Ha TabjeTKaTa; a
xurnpomenosara, Makporou 400, tutanoB quokeua (E 171) u bt u yepBen xene3eH okcu (E 172),
ce ChIbpKaT B OOBUBKATa Ha TalneTKara.
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Kak u3riexna Axura 1 KAaKBO ChABbP:Ka 0MAKOBKATA

OunmupanuTe TabIeTku AXura ca po30BH, SIUTNICOBUIHN (PHIMHPAHU TaOJIETKH, Ha €HATa UM CTpaHa ©
OTIIeYaTaHo penedHo gucio ,,20°, a Ha gpyraTta cTpaHa - Oyksute ,,MEM”. TabneTkaTa € ¢ IbJDKUHA
npubauzutenHo 13,0 mm u mmpounHa npudauzuTeaHo 7,0 mm.

OunmvupannTe TadNeTKH AXura ce mpejyiarat B omctepu no 14 tabnerku, 28 tadnerku, 42 Ta0NeTKH,
56 Tabnerku, 98 TabneTku wim rpynoBu omakoBku Mo 840 (20 omakoBku 1o 42) TabiaeTKH.

He Bcuukn BHAOBEC OIMAKOBKH MOTIaT Ja 6’LZ{aT ITyCHATU B npoz[a>K6a.

IIpurexkaTes HA pa3pelleHUETO 32 yNOTpeda
Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt/Main

T'epmanus

ITpoussoaure

Merz Pharma GmbH & Co. KGaA
Eckenheimer Landstr. 100
D-60318 Frankfurt/Main
I'epmanns

3a JOBIHUTENTHA HHPOPMAITUS OTHOCHO TO3H JICKAPCTBEH MPOYKT, MOJIS CBBPIKETE CE C JIOKATHHS
NPEICTABUTEN Ha PUTEKATENSI Ha Pa3pelIeHHETO 3a yrnoTpeoa.

Belgié/Belgique/Belgien Lietuva

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH
Tél/Tel: +49 (0)69 1503-0 Tel: +49 (0)69 1503-0
Bbbarapus Luxembourg/Luxemburg
Merz Pharmaceuticals GmbH HANFF Global Health Solutions s.a r.l.
Ten.: +49 (0)69 1503-0 Tél/Tel: +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

Merz Pharmaceuticals GmbH Merz Pharmaceuticals GmbH
Tel: +49 (0)69 1503-0 TIf: +49 (0)69 1503-0
E)MLdda Osterreich

Merz Pharmaceuticals GmbH Merz Pharma Austria GmbH
TnA: +49 (0)69 1503-0 Tel.: +43 1 865 88 95
Espaiia Polska

Merz Therapeutics Iberia, S.L.U. Centrala Farmaceutyczna CEFARM SA
Tel. +3491 117 89 17 Tel: +48 22 634 02 22
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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

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

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

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

Portugal

Merz Therapeutics Iberia, S.L.U.

Tel. +34 91 117 89 17

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 (Northern Ireland)

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

I[aTa Ha IOCJCIHO NMpepasrjaekaaHe Ha JIMCTOBKaTa MM/ITIT.

[Honpobna nHbopmanys 3a TOBa JEKapCTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBponelickara areHuus
10 JIeKapcTBaTa http://www.ema.europa.eu.
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