i ™ — —

T e} B e ===

| AL AHUTESHA ATERUMS MO J“ | :rr:;r \ |

L"\'I?&fﬂ. J -\Lf‘: '.,' m i"'!lj:‘ ﬂ"”‘t:" H..-—?JH r]gh,h Na DUAON r“_ :1_—_1

!:

flr-..'}.;-_-;.lr_e: a!") O?JJG//éj ,:".

e — | o aRe sk manene s Sru g i i ntonid
KPATKA XAPAKTEPUCTH rﬁlﬂr&fﬂ'—[’ﬂﬂy TA

P OIlr-2  19-1- Uh

1. UME HA JIEKAPCTBEHUS MPOAYKT v ) N meceannaiiciunsissssnausseat heoasenssamssonsorusssincsssose |

Jlyneram 800 mg dhmamupanu tadiieTku
Lucetam 800 mg film-coated tablets

Jlyueram 1200 mg ¢puamupann tadlieTku
Lucetam 1200 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika punmupana radbnerka euabpxa 800 mg mau 1200 mg nupaueram (piracetam)

34 MbJHUS CITUCBHLK HA NMOMOILLLHUTE BelllecTBa, BUXKTE T. 6. 1.

3. JJEKAPCTBEHA ®OPMA

dunmupana radbnerka.

OrnucaHue:

Jlyyemam 800 mg (hurmvupanu madiemsu

benu v noutu 6esu, npoabarosaTn puiaMupanmn TadjieTku ¢ puO, € JAeUTeIHA YepTa OT JABETe
CTpaHH, CbC CTUIU3UPAHO ,,E™ 1 03HaueHue ,,242" OT e/1HaTa CTpaHa.

Tadnerkure Morar j1a ce pa3fe/siT Ha paBHH J103H.

Jhyyemam 1200 mg hurmuparu mabiaemsu
Benu unu nouru 6esu, euncoBuaHn GUaIMUpanu TabieTku, Cbe CTHIN3MpaHo LE™ 1 o3HaueHune
2437 oT eaHara crpaHa. J[Bere cTpaHu ca JICKO HU3ITbKHAIIH, ¢ PBO.

4, KJIMHUYHH JAHHHU

4.1 TepaneBTHYHH MOKA3ZAHHUSI

Bb3pacTHu:

o CHUMNTOMATHYHO JIEYEHHUE HA IICUXO-OPraHMYeH CHHAPOM CbhC CJICJAHUTE MPOSBU: HAPYLUEHUS Ha
rnaMeTTa, HapylueHHe Ha BHUMaHHETO, JIMIICA Ha MOTHBaLIMS.

« JleueHue HA KOPTUKAJIEH MUOKJIOHYC, KATO MOHOTEparus Wi B KOMOMHALMS.

» JleueHue HA BEPTUIO U CBBbP3AHUTE C HEI'O HAPYUIECHHMS HA PABHOBECHUETO (C M3KJIKOUEHHE Ha
3aMasHOCT OT BA30MOTOPEH WJIH MCUXHUYEH MPOU3XO0/1).

Jleua:
o [lonoOpsiBaHe HA CHCTOAHMETO NPH Jieua ¢ NpodIeMH B 3ay4aBaHeTO W JINCIICKCHS, B
KOMOMHALIUS C MOAXOJISLLM JAPYTH METOAN (HAnpumep, J0rorneams).

4.2 103MpoOBKa U HAYHUH HA NPHJIOKECHHE

Jlo3upoBKa
Jlo3aTa ce onpeaesisi MUHAMBUAYAJIHO B 3aBUCMMOCT OT TE€XKECTTa Ha 32001

pe3ysrar.




[TpoaABIKHUTEHOCTTA Ha JICYEHHUETO CE ONpeAesist B 3aBUCUMOCT OT KIIMHHYHATA KapTHHA.
[Tpu xpoHHUHK 3a00NABAHKA ledeHHEeTO 0DMKHOBEHO Npoabkapa 6-12 cenMHuiiM 3a na ce
MOCTUMHAT ONTUMANTHY TEPaneBTUUHHU pe3ynTaTi. Cnea 3-MeceyHo nevesne e HeoOXOanMOo
JeYEeHUEeTO Aa Ce Npepasrnena M Aa Ce B3EME PELUCHUE Ja/M J1d NPOAbIKH.

AKO ce Hanara O-NPOABLIKHUTENHO NEYEHNE, CE MPENOPbhUBa HaMANTABAHE Ha A03aTd WK (1BJTHO
ApEKpaTABaAHE HA JICHCHHUETO, KOCTO CC TIPABY Ha 6-MECCUHMU HHTCPBAJIH. B 3apnMcuMOCT Ot
eTHOSIOTHSTA Ha 3a00nABaHeTO W aKOo ¢e HabaoAaBaT ,[IDGDH KJIHHHWYHH PE3IYATATH, NEHEHHUCTO
MOMKE [1a NPOabIIXKH HAKOJIKO MECCLIA.

anl'lD]]'b'-lHTEJ'IHH AHEBHH 103H B 3aBHCHUMOCT OT NNOKA3laHHATA.

CumnmomamuyHo Je4eHue Ha NCUX0-0PeaHUYuen CUHOPOM.
[MpenopbuMTENHATa AHEBHA 103a € MexAay 2,4 g 1 4,8 g, pa3jieneHa Ha 1Ba WK TPU npHema,

Jlewernue Ha MUOKTIONYC OM KOPMUKAIEH NPOU3X00!

JHeBHaTa 103MpoBKa TpadBa na ce 3anoyHe ¢ 7,2 g AHEBHO, Jla ¢e yBesnuasa ¢ 4,8 g IHEeBHO Ha
BCEKM 3 10 4 AHH, 1O MAaKCHMaTHa 1032 OT 24 g AHEeBHO, pa3npeaeneHa Ha 2 uan 3 npuema.
JleqeHHeTO ¢ APYTH aHTHMHOKIOHWYHY fiekapcTBa TpaOBa oa ce NPOoBEXK/a IPK ChiiaTa A103HPOBKA.
B 3aBHCHUMOCT OT INOCTHIHATHA KJIHHUYEH PEIYIITAT, 4KO € Bb3MOXKHO, JO3UPOBKATa HA ApYrH
TAKWBA ieKapcTBa Tpadea Aa ce Hamanu,

Cren 3anousaHe Ha JI€YEHUETO ¢ NUpaleTaMm, To TpabBa Aa NMpOaAbIXKU JOKATO NPHUCHCTRA
OCHOBHOTO HepedpanHo 3abonseaHe. [1py naUMeHTH ¢ OCTBP €MKU30I, CNED BPEME MOKE 1A CE
HabnonaBa CNOHTAHHA eBOMIOLIMA M HA BCeKM O Mecela TpaOBa na npasy ONUT 34 HAMANABAHE Ha
7103aTa Wiln NpeKbcBaHe Ha JeueHUeTo. ToBa TpabBa 42 CTapa upe3 HaMansBaHe 103aTa Ha
nupauerTaM ¢ 1,2 g Ha BCeKH aBa AHM (Ha Bcexku 3 uau 4 1uu npy cuHapom Ha Lance-Adams), ¢ uen
MPeAOTBPAaTABAHE Bb3IMOKHOCTTA 38 BHE3ANEH PCLUHANB UK CHHAPOM Ha OTHEMAHE,

Jlewenue na gepmuco
[lpenopbunTenHara AHEBHA A03a Bapupa oT 2.4 g 1o 4,8 g, pasaeneHa Ha 2 unu 3 nipyema.

Heduampuuna nonynayus

Heuenue Ha Oucrexcus 8 KOMOUHAYUR C COBOPHA MEPANUR

[Ipy peua Han 8 rogMHU U IOHOLWH NPENopbYUTENIHATA IHEBHA 0034 € OKOJIO 3,2 g, pa3fenceHa Ha
IBa NpuemMa

Hayuenmu 8 cmapuecka gvpachi

[IpenopbyBa ce NpoOMAHA Ha 103aTa NPU NAaUUEHTU B CTAapUeCKa Bb3pacT ¢ HapyileHa ObOpeuHa
byuxiua (Bx. no-nony "Kopusupane na dosama npu nayuennu ¢ OvOpeuno vepesxcoane' ).
[TpoABLMKUTENHOTO NEYEHHE PY NalUKEHTH B CTAPYECKa Bb3PacT M3MCKBA PEAOBEH KOHTPOI Ha
KpEaTHHUHOBUR KAMPBHC C UE afanTUpaHe Ha A03aTa Npy HeoOXOOUMOCT.

Hayuenmu ¢ 6vbpeuno yspexcoane

IlHeBHaTa 1032 TPsAOBA d ce Onpeaess UHAUBUAYAIHO B 3aBUCUMOCT OT ObOpeuHara GyHxumns.
HManos3saitTe npuaokeHaTa no-401y Tabnuiia 4 KopurupaiTe f1o3arta cnopes rnocoyeHoTo. 3a
npunarane Ha Ta3n Tabnuua € HeoOX0AMMO f1a CE OIpeAein KpeaTUHUHOBUAT KiMpbHC (Cler) Ha
nauueHTa, uzpaseH B ml/min, Clcr B ml/min Moxe na ce onpeagnu ot cepymMHus xpeaTrnHuH (mg/dil)

C NOMOUITA Ha cJeaHaTa fopMya.

Cl er= [140 — BbapacT (coounu)} X Terno (kg) (X 0.85 3 xeH)
72 X cepyMmeH KpeaTHHHH (mg/dl)
KpeaTMHUHOB KNUPBHC .
['pyna (ml/min) J03IMpoBKA H UECTOT:
Hopmansa S 80 [IpenopbuBaHara ﬂ,H
2 0o 4 npyuemMa




2/3 OT npenopbYBaHaTa KHEBHA 1033,

Jlexa 50-79
2 10 3 npuema
VMepeHa 30-49 é/B OT MPENOPLYBAHATA JHEBHA 1034,
nprema
Teskka < 30 |/6 oT npenopsnYBaHaTa AHEBHA 1034,

NMPpHUCTd HABCAHDBW

[TocneneHn craanii HA
6L6peuHo - [IpoTHBONOKA3HO

3a00/19BaAHE

Hayuenmu ¢ weprodpobro yapexcoane

[1py nauuneHTH ¢ yepHoapobHo yBpexaaHe. 0€3 Apyro 3ad0onaBaHe, HE € HEOOXOAMMA KOPEKLIMst Ha
pozata. [Tpy nauueHTy ¢ uepHoapobHo yBpexnaHe v 6u0peyHo yBpexaaHe ce npenopbYBa
KOpeKUHMs Ha no3ara (Bx. ..KopHrupaHe Ha 103aTa Npy naureHTr ¢ ObOpeuHo yBpexaaxe” no-
rope).

Hauud HA OpHIONKEHHE
Jlyuetam TpaGBa Oa ce npuiara nepopaiHo K MOXe aa ce npuema ¢ wan 6e3 xpaha.

Ounmupanara(mure) Tabnerka(u) rpadpa aa ce nornbla(T) ¢ soaa. [penopeyusa ce ZHEBHATA 4034
na Obae paszaeneHa Ha 1Ba 10 YETUPH NpHEMa.

4.3 HlpoTuBonokalaHus

o  CBpbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEUIECTBO, KbM APYFYW AUPONUIOHOBH MPOU3BOAHU
MY KbM HAKOE OT NOMOLLHHUTE BELLEeCTBa, 30poeHu B Touka 6.1,

»  MoO3bUeH KpbBOU3NUB.

» [TlocneneHn ctanmii Ha 6BLOpeUHO 3abonsapaHe.

« Xopes Ha XbHTUHITBH.

4.4 Cneunanny npeaynpexaeHnsl H npeanainy Mepxku npy ynorpeba

EdexTy HAa TPOMOOUMTHA arperanms

[Topanu edekra Ha mUpaueTam BbpXy TpoMOOLMTHaTa arperauds (Bx. T. 5.1) ¢ HeoOxoanMo
MOBUILEHO BHUMAHKE IPY TIALMEHTH C TEXKKA XeMoparus, ¢ pucK oT KpbBOW3JIUB, HAMP. CTOMALIHO-
YPEBHA A3BA, MAUMEHTH CbC CBLUIECTBYBALIK HAPYLIEHKA HA XEMOCTa3aTa, C HApPYLLIEHWs B
XEMOCTa3aTa, ¢ aHaMHe3a 3a XEMOparyyeH MOYbYHO-CBHA0B HHLIMAEHT, NALUUEHTH, MTOANOKEHY Ha
rofisMa XMpypryuHa UHTEPBEHUMS, B T.4. ICHTAIHA, KAKTO K NAUMEHTH, NpHEMaILLH
AHTHKOAryNnaHTH UM TPOMOOUWTHY @HTHarperaiTy, B T.4. aUETHUICATMUKAOBA KUCEINHA B HUCKA

403a.

brOpeuHa HeJOCTaTLHHOCT
ITupaueram ce ennmrHKnpa npes 6uOpeLUTE, NOPAIY KOETO € HEOOXOAUMO CNeUMATHO BHHMaHUE B
cnyuah Ha ObOpeyHa HeaAOCTATBUYHOCT (BX. T. 4.2.)

[lalMEeHTH B CTapHEcKa Bb3pacT
Ipy 0poabMKUTENHO JIEHEHME NIPH NAUWEHTH B CTAPUECKA Bb3PACT C€ M3UCKBA PEAOBEH KOHTPOJ
Ha KPCATHHUHOBUA KNUPBLHC C LENT aRanTUpPaHe Ha ao3ara npu HeobxoauMocT (Bx. 1.4.2).

[lpekpaTsBaHe Ha npUeMa
[Tpu naumneHTH ¢ MKOKITOHYC TpsibBa 1a ce H30srea pA3KOTO NPEKBLCBAHE HA JNIEYEHHETO, ThH KATO

TOBa MOXE Ja 10BE€IE 00 BHE3ANECH pCUMIHWB UITH CHHIAPOM HA OTHEMAHCL.

4.5 BaanmoneiicTBHE ¢ IPYrH JIEKAPCTBEHH NPOAYKTH ¥ Apyru ¢popmu Ha B3aymert

a1y N, 0

(IJHPMH[{DKHHETH‘-IHH B3aUMOAEHCTBUA




Quaxpar ce cnabu 1exapcTseHH! B3aMMONCHCTBHA, KOUTO MOraT NMOTEHUMANTHO [id NPOMEHSAT
hapMaKOKMHETUKATA Ha nupaueram, Tbi kato oxkono 90% ot /103aTa Ha MKpaueTaM ce OTAENA ¢
YPUHATA B HENPOMEHEHA dopma.

In vitro, nupaueraM He MOTUCKA YOBELUKKR yepHOoApoOeH unToxpom_P450 nzoeHsumure CYP A2,
2B6, 2C8, 2C9, 2C19, 2D6, 2E1 v 4A9/11 npu koHueHTpauuu 142, 426 n 1422 ng/mi.

ITpy koHueHTpaumn 1422 ug/ml ca HabmoaaBanu ¢nabu nHxuburopuu edpektu Bopxy CYP 2A6
(21%) v 3 Ad/5 (11%). Brnpeky Toea obaue uma BepoaTHOCT Ki cToliHocTUTe HAa MHXUOUpaHe 2a
Te3u aBe nzodopmu Ha CYP na 6baar 3HauuTenHo Haa 1422 pg/ml. CnenosareiiHo, Hama
BEPOATHOCT 32 META0OUTHO B3aUMOJIECTBUE HA MUpaLETaM ¢ Apyrd NeKapcTha.

THPEOUAHU XOPMOHHU
[Tpn eNHOBPEMEHHO NeueHue ¢ TUpouaeH ekcTpakT (13+T4) ca cbobilaBaHH 0OBLPKAHOCT,

pa3Apa3sHUTENHOCT ¥ HAPYLIEHHWE HA ChHA.

ALEHOKYMapo

[TybnykyBaHuTE pe3ynTaT 0T EAMHUYHO-CAINO NPOYUBAHE NPU NALUMEHTH C TEXKA XPOHHUHA
BeHO3HA TpomOo3a nokazeart, 4e nupaueram B n03a 9,6 g AHEBHO HE NPOMEHS HeobxoanmaTa 3a
nocturade Ha INR 2,5 no 3,5 no3a alieHokymapon, HO B cpaBHeHHe ¢ eekTa caMo Ha
aUeHOKYMapon, nprdaBsHETO HA MUpaLieTaM B 103a 9,6 g AHEBHO BOAK JI0 3HAUYMTEIIHO HAMANBAHE
Ha TpoMbounTHaTa arperailus, oceoboxnasaHero Ha B-TpombornobynuH, HuBaTa Ha GudprHoreHa
v paktopuTe Ha Willenbrand (VTH : C: VIIL: vW : Ag; VI : vW: RCo), KakTo 4 HamManfapaHe

BUCKO3HWTETA Ha KPBBTA W TJld3MaTtad.

AHTHENUICNTUUHU NE€KAPCTRA

[TpunoxeHueTo Ha AHeBHA Ao3a ot 20 g nupaueramM B NNpOABbIKEHHE HA 4 CEAMULIM HE €
[MPOMEHUI0 MUKOBHTE Y HAN-HUCKUTE CEPYMHHW HUBA HA aHTHEITUWJIENTUUHK N€KapCTaa
(kapbamasernnH, beHUTonH, GerobapbuToH, BaNNpoaT) nNpy enUIenTUUY, npueMaiiu cTabunHu
AO3H.

ANKOoxon

EAHOBPpEMEHHATA KOHCYMaLKS Ha aIKOXON HE € OKalalia BIUAHME BbPXY CEPYMHUTE HUBA HA
nUupaLeTam, a HUBaTa Ha aJKOXOJ HE ¢a DMK NPOMEHEHH NPU NEPOPANHO NPUAoKeHne Ha 1.6 g
nypauneTam.

4.6 OeprunureT, bpemMeHHOCT N KbpMEHE

bpeMeHHOCT

HsiMa moaxoasiuy JaHHW OTHOCHO ynoTpedarta Ha nupaueTam rnpu OpeMeHHH xeHu. [1poyuBaHuaTa
NP XUBOTHH HE TMOKA3BAT NPEKU WIKM KOCBEHU BpeAHHM eeKTHU Mo OTHOUICHWE Ha OPEMEHHOCTTA,
eMOPHOHANHOTO/(PETANHOTO pa3BUTHE, POAOBHA NPOUEC U NOCTHATANHOTO pa3BUTHE (BXK. TOUKA
5.3).

ITupaLieTaM NpeMHHaBA MJiaueHTapHata baprepa. HUBOTO Ha aKTUBHOTO BEWECTBO NPH
HoBOpoaeHoTo € npubausuTento 70-90% ot tosa npu maitkara. [lupaueram He TpsOBa na ce
fipujara no BpeMe Ha OpeMEHHOCT, OCBEH NPY KaTEropuyHa HEOOXOAUMOCT, KOTaTO NON3UTE Ca 110-
rojIeMH OT PUCKOBETE M KMTMHUYHOTO CLCTOAHHUE Ha OpeMeHHaTa Hajlara Ae4eHune ¢ nypaueram.

KbpMeHe
[lupaueram ce uanbuBa B KbpMaTa npy xopd. [lopaan Tosa He TpabBa aa ce npunara npes nepvoaa
Ha KhPMEHE UM KEPMEHETO Tpsi0Ba 1A Ce NPEKbCHE N0 BPEME Ha JieueHHe ¢ nupaueram. Tpabea na
C€ B3€M€ DPELLISHUE AaNH Aa CE NMPEKbCHE KbPMEHETO UK NEUEHHETO ¢ NTUpaLIETaM, KaToO C€ B3eMaT

NpeaBdd NOA3aTta OT KbPMEHETO 3a AETETO U 11013aTa OT JICYEHHETO 3a )eHarTa.

4.7 EdexTH BLPXY cnnocofHOCTTA 33 1wIopHupaHe u padora ¢ MaUIMHHU




C oriiel Ha HeXxeNaHuTe Peakuuun, HabmoaaBany Npu NpPUMeM Ha JICKapCTBOTO, NOBNMUABAHE Ha
cnocofHocTTa 3a WodKpaHe U paboTa ¢ MallKMHY € Bb3MOXHO U TpsOBa 1a ce Ma [PEIABUL.

4.8 Hexenanu nexapcrseHH peaKuUHun

a. Qbobutenue na npothuaa 3a bezonacnocm

[TpoBenery ca ABOIHO-c1eny Mnauebo-KOHTPONMUPAHHN KIMHUUHU UNHY PapMaKOJIOTHYHH
W3NUTBAHU, 3a KOUTO UMA KBAHTU(MHUMPAHY AaHHH 3a Oe30onacHOCT (13BneyeHU oT baHkara 3a
naHHW UCB Documentation Data Bank npe3s touu 1997 r.) npu noeeve o1 3 000 yuacTHULN, KOUTO
ca npueMany nupaueraM, 6e3 3HaueHUe Ha NOKazaHUATa, 10308aTa HOPMa, IHEBHATA 1038 UK
XaPaKTEPUCTUKUTE HA MONYyNaALNATa.

6. Cnucvk Ha Hexceranume peakyul 8 mabiuuen guo

Hexenanure nekapcTBEH peakUurH, ChODLIEHN B KIMHUUHY NPOYUYBAHKA W B NEpHOIA Clen
nycxade B mpoaax0da, ca u30poeHy B Tabauuara no-nony cnopen CUcTEMO-OpraHHKs Kiac v
yecToraTa. Criopes yecTorara CH, peakuMuTe ce ONnpeleNiaT KaKTo cneasa.

MHoro yectu (>1/10)

yecty (=1/100 no <1/10)

Heuectu (=1/1 000 go <1/100)

peaku (>1/10 000 ao <1/1 000)

MHoro peaku (<1/10 000).

¢ HEM3BECTHA YecTOoTa (UeCTOTATa HE MOXKe Ja ce ONpedeny OT HANWYHUTE AaHHH)

JlaHHUTE OT rneproa CAel NyckaHe B nMpoaaxda He ca ZOCTaTh4YHHK, 3a Aa Ce M3I10/13BaT MNPy OLEHKA
HA YECTOTATa HA HeXeNaHUTe peakUuy NpM NONyNaLuUATa, KOATO Lie TPHUEMa TOBA JISUEHHE.,

Cucremo-opraten HecTn HevecTn C Hed3BecTHa yecTOTA

knac (no MedRA)

HapyueHuns Ha KpbBTa XeMoparuyHu

W NYMM@HATa CHCTEME HApYIIECHUS
AHapulakToBsaHa

HapylueHus Ha
peakius,

MMYHHATa CUCTEMA
CBPbXUYBCTBHTENHOCT
ADKUTALNSA, TPEBOXKHOCT,

HepsHocT Jenpecus

[ICMXUUHM HADYLUEHUS 00BPKAKOCT,

XaMOLMHALINM

ATakcHys, HApYLUEHO

HapywieHus Ha paBHOBECHE, BIOLLABAHE
XunepkuHedus | CbHIUBOCT

HEpBHATA CUCTEMA Ha €IIKNENCcus,

rnasobonue, OeacbLHUE

HapyuieHus Ha yxoTo U

BepTuro
nabupHHTA

KopemHa bonka, bonka 8
CToMalHO-UYpEBHM IOPHATA YACT Ha Kopema,
HAPYLLECHMS AVapua, rajeHe,

MOBpPbLILlAHE
AHI'MOHEBPOTHYEH OTOK,
OEPMATHT, NIPYPUT,
ypTrKapHs

HapyliueHus Ha KoxarTa
U [10JKOXKHATa ThKaH

OOy HapyLIeHus U
e(PeKTH HA MACTOTO HA
NPHIOHKEHUE
M3acnenBaHus [ToBuianaHe
_Ha TEr10To

AcCTeHus

CrwobuiaBaHe Ha NQAO3HMPAdHH HEMCEIAHH DEAKIIWH




Coo0llaBaHeTo Ha NMOAO3MPAHY HEXENaHW PeaKUKrK cnea paipeluasaHe 3a ynorpeoa Ha
neKkapcTBeHUs MPOAYKT € BaXHO. ToBa Mo3soasBa Aa NMPOABANY HADMIOAEHHETO Ha
ChOTHOLLUEHHUETO NOA32/PUCK 3a NIEKAPCTBEHHA NPOAYKT. UT MEAMUMHCKHUTE CNEUHANNUCTH CE
M3KCKBa [a choOLlaBaT BCAKa [1003MpaHa He)xenaHa peakums upe3 HallMOHANHA CHCTEMa 33
crobulasane B M3nbanuTenHa areHuUMs no nekaperaara yi. . Jamss [pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebecaiiT: www.bda.bg

4.9 Ilpeno3upane

CumnToMu

Haii-ronsmMoTo npepo3upade ¢ MUpateram, 3a KoeTo € CLoOWeHo, e 75 g, NpUeTH NepopaliHo.
Bh3HKkHana e kbpBapa AHapus, NPUAPYXEHa ¢ KOpemHa 0onka, Hail-BeposTHO nopaau
M3KJIIYMTENHO BUCOKATA 1038 COPOUTON, ChAbPHKALLA C& B M3NI0/3BaHaTa JexapcTeeHa dopma.He
ca CbOOUIABAHM APYIH HEXENAHU peaklMH, KOHKPETHO CBBbP3aHU € NpeAQ3Kpane C nupaneram.

Mepky pH [pe103npaHe
Cnea ocTpo, 3HAUMTENHO Npejo3upade € HeoDX0AUMMO U3Mpa3BaHe Ha CTOMAaxa 4pe3 CTOMAUIHA

MPOMHUBKA WK NpeAU3BHKBAaHE Ha NOBPbIuane. Hama cieunduueH aHTHAOT Ha NIUpaLeTam.
JleyeHUETO NpH NPEAO3HPAHE € CUMITTOMATHUHO H MOXE J1a BKITIOUYBA XEMOAHANHU3a,

EdekTHBHOCTTA Ha OTAE/IAHE HA NMUpaueTam npu avanusa e 50 1o 60%.

5. ®APMAKOJOIMYHHU CBOHUCTBA
5.1 MapmaxKoaANHAMHYHY CBOCTBA

(MapmaxkorepaneBTHUHA rpyna: [ ICHXOCTUMYNAHTH; CpeacTBa 3a eueHue Ha XA /B u HooTponHu
cpeactna, JIpyru ncuxoctumynanTi ¥ HootpornHu cpeactea. ATC koa: NO6B X03

MexaH1M3bM Ha A€HCTBHE

[ IupauetaM, aKTUBHOTO BelEeCTBO B JlyueTam, € HOOTPOMHO CPEACTBO CbC CIIOKEH MEXAHUIBLM Ha
Aeicraue. [upaueram ynpaxHapa ePekTUTE CH YPE3 AKTUBUPAHE HA HYKJICO3UAHUS MeTabOTHIbM
HA HEBPOHUTE, YREIMYABA MO3IBUHATA YTHAM3ALMA HA MTIOK03a K KUCNOPOA U CTUMYUpa
XQJIMHEPIrWyHaTa U I0NaMUHEepruyHata HesporpaHcMucus. [lupaueram rnokassa 3asBucumo Ot
A103aTa CBbp3BaHe ¢ pochonnnyauus 6U-cnoi Ha KneTbuHatTa MeMOpaHa, Bb3CTAHOBSBA
CTPYKTYPHHMS UM HHTEIPUTET, KATO CE npeinonara, ve nogodpsea paymanrera 1 GyHKLMATA Ha
meMbpaHuTe.

DapMakoaAHaMUYHK edeKTH

[lupaueram ynpaxHsasa 6aronpuateH edekT BbpXy MO3IbYHATA MUKPOLMPKYNALUMS M MOIbUHKA
MeTaboNIM3IbM NpU MauMeHTy ¢ uepedpanHa UcxeMus, ypes noaoOpABaHE HAa PEeruOHalIHUA
KPbLBOTOK B McxemMuuHuTe obnacty, 0e3 fa yBemuana nepdy3nuara Ha MHTAKTHUTE obnacT B
MO3BKA.

[TupaueTtam ynpaxHasa NO3UTUBHIU XEMOPEOJOrUUHU ePEKTH; YBENnUasa 2ehopMHUpPYyEMOCTTA Ha
EPUTPOUUTHTE, HAMANABA TPOMOOLIMTHATA arperalums, a CblUO0 ¥ &IXe31sTa Ha EPUTPOLUTUTE KbM
CbAOBaTA CTEHa M ¢Na3zbma Ha kanunsapuTe. OCBEH TOBA, NUpaueTaM OKa3Ba MpAK CTUMYJIHpaLL
eeKT BbPXY NPOCTAUMKIMHOBATA CHHTE3a B HHTAKTHATA CbA0BA CTEHA.

Criopen pe3ynTaTUTE OT EKCNEPUMEHTHUTE C MUBOTHH, NMUPALETAM UMA MTPOTEKTHUBEH eEKT BbpXY
[IHC npu xunokcua, uepedbpanyda TpasmMa, TOKCUUHU ePEKTU M ENEKTPOKOHBYJICMBHO NEUEHME, UK
HaMaJ1fABa YBPEXJALLOTO AeACTBUE Ha TE3M (MaKTOPH.

KnunnyHna edrikacHOCT U 6€30MacHOCT
Ha ocHOBaTa Ha pe3yATaTHUTE OT NPEAKIMHUYHM U KTHHUYHH (HapMaKONOTHUHU TPOY 34
nupaueTam nogobpsaBa KOrHUTHBHUTE (hyHKUMH (HayyaBaHe, NaMeT, BHUMaHHe, Ch .:/
CbCTOSSHME) W TIPY 34PAaBH UHAMBHAM, U NIPY NAUMEHTU C HAPYLLIEHUE Ha TE3MN Gy HA
Te3n e(PeKTH HAMa HWTO CelaTHBEH, HUTO CTUMynHpaul edexT. [Tupauetam MOXg [N
Bb3CTAHOBH KOFHUTUBHHUTE (DYHKLIMM MO BpEME WK CNEeA pa3IM4HU LepedpanHi




(XUMOKCHSA, TOKCHUHOCT, EJIEKTPOKOHBYJICHBHO jleueHne). JIekapCTBOTO HaMaNsABa EMEKTHTE Ha
XHUTOKCUATA BbPXY LepebpanHure QyHKUMY U AEHHOCT.

5.2 ®apmMaKoKHHETHUYHH CBOHCTBA

AdcopOuus
Cren nepopanHo npuioxeHue Tol 6bp3o ce pe3opdbupa HenpoMeHeH. bHOHATUYHOCTTA MY € NOYTH

100 %. EAHOBPEMEHHHUAT APUEM HA XpaHa He BJIUAE BLPXY CTENeHTa Ha abcopOlimsg, BbNPEKn ye
cTOHHOCTUTE HA Crax CE MTOHUKABAT, & TE3H HA tmax CE NOBULLIABAT.

PasznpejeneHue
[TuxoBW KOHLIEHTPAUMK B nna3mMara ce nocturaT 30-60 MuHyTH Clien npuemMa, a B

iepebpocnHanyaTa TeHHoCT - 2-8 vaca ciea npuema.

buoTpanchopmauys

ENMMUHAUMOHHKAT NOJYXKUBOT Ha nupaueram ¢ 4-5 vaca 8 niazMara 1 6-8 waca B LICT.
CsBbp3BaHeTO ¢ NuiazMeHuTe npoTedHu e 15 %. [lupaueram Kymynupa B uepebpantus KOprekc,
uepebenapuus Koptekc, nucleus caudatus, hippocampus, corpus geniculatum laterale u plexus
chorioideus.

EnvMMHUHKpaHe

JlexapcTBOTO ce OTAENS HEMpOMEHEHO ¢ ypuHara. Cnen enHokpaTHa go3a 90-100 % ot noszara ce

exckpeTupa 3a 24-30 vaca. [Tnpaiteram npemMuHaBa KpbBHO-MO3bUHaTa Dapuepa, npe3 nnaueHTaTa
(peranHara koHueHTpauus gocthra 70-90 % ot maliunHaTa) ¥ ce HaMHpa B KbpMarta. [Ipauetam
NOJIeKH Ha auanni3a (epeKTUBHOCTTA Ha eKkcTpakuusTa e 50-60 %).

JInHeAHOCT
B nozosusa untepsan 0.8-1,2 g nupaueraM nokaiega nuHeHa (PapMaKOKHMHETHKA.

5.3 Ilpeaxknunu4HH faHHH 32 DelonacHoOCT

[TpeIKNMHHUYHKTE JaHHM TIOKA3BAT, YE [TMpalleTaM MMa HUCHK TOKCUYEH fOTeHuUan. In vitro 1 in
VivO NPOYyYBaHHs HE YCTAHOBABAT MEHOTOKCHYEH MK KAaHUEPOreHEH NOTEHLMAN,

6. PAPMALEBTUYHU JAHHH

6.1 CnuebK HA NOMOLIIHUTE BeLecTBA

BunTpewtHocT Ha TabneTkara:
MarHe3nes creapar
[Tosunon K-30

Obpusxa:

Makporon 6000
Hubyrun cedakar
TuranoB anokcua (E171)
Tank

Etunuenynola
Xunpomenosa

6.2 HecnhBMecTHMOCTH
Henpunoxumo.
6.3 Cpox na rognocr

3 rOOHUHH




6.4 CneunajHH YCJIOBHS HE CbXpaHeHHe
Jla ce coxpanasa nog 30°C.
6.5 Bua n cuabpxKaHve HA ONTAKOBKATA

ByTusika OT ThMHO CTBKJIO C TUJTACTMACOBA Kanayka, OCHIypeHa CpeLly pa3BuMBane, OT
aHTHUBMOpALIMOHEH MaTepHan, NOCTaBeHa B KAPTOHEHA KYTHS 3a€HO C IUCTOBKATA 32 NALWEHTA:

800 mg:: 30, 40, 50, 60, 70, 80, 90, 100 unu 120 duamupanu rabnerku,
1200 mg: 20, 30, 40, 50, 60, 70, 80, 90, 100 nnn 120 punmupaHy TabneTku,

Bcuuku no-rope n30poeHH KOKLEHTPAUHH €A HAIMYHY W N0 QPOpMATa HA DNUCTEPHM JICHTH,
MOCTABEHW B XAPTOHEHA KYTHS, 3a€IHO € JIUCTOBKATA 3a NaLMUeHTa:

800 mg: 2x 15,4 x 15,

1200 mg: 2 x 10, 6 x 10 ¢punmupanu 1abneTku.

6.6 Cnienranny npeanaiiy MepKu npyu U3XBbLPJAsiHe U padora

HsaMma cneuyanHy HINCKBaHUA.

Heuanon3saHUAT N€KapCTBEH NPOAYKT MIIK OTIaAbYHHUTE MATEPHAIU OT HEro TpsabBa Aa ce

H3IXBBPIAT B CbOTBETCTBHUEC C MECTHHUTC H3UCKBAHHMA.
PexuM Ha OTITYCKGHC, OTI'I)/CKE CC MO NEKAPCKO NPEANHCAHHUL.

7. NNPUTEXATEJ HA PABPELUEHHUETO 3A YIIOTPEBA
Egis Pharmaceuticals PLL.C

| 106 Budapest, Kereszturi ut 30-38.

YHrapus

8. HOMEP(A) HA PABPELUIEHHE 3A YIIOTPEBA

Jlyueram 800 mg ¢unmupanu tabnetku: 20040261
Jlyueram 1200 mg dunamupanu tadbnerku: 20040262

9. JATA HA ITbPBO PA3PEIUABAHE/ITOAHOBSABAHE HA PA3PEIMIEHHUETO 3A
YHNOTPEBA

Jlata Ha mbpBO pa3peiwieHue 3a ynorpeda: 28.05.2004 r.
JlaTta Ra nocnegHo nonHosasade: 22.05.2015 r,

10. JATA HA AKTYANIN3IUPAHE HA TEKCTA

Asrycr, 2025 .




