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KPATKA XAPAKTEPHCTHKA HA JIE

Hoorponun 1200 mg dmmmupanu tabieTkn
Nootropil 1200 mg film-coated tablets

2. KAYECTBEH H KOJHUYECTBEH ChCTAB
Beaka duwMHpana rabnerka ceabppxa 1200 mg mupaneram (piracetam).

3a MBJTHAA CIIUCHEK HA IOMOMOIHHTE BENIECTBA, BIKTE To4Ka 6.1.

3. JIEKAPCTBEHA ©OPMA

OunMupana TabneTka.
benu, npogearoBaTy, QriMupans TableTKH ¢ Ie/IHTe)IHa YepTa, Mapkupans ¢ N/N.

4, KJHHHYHH JAHHH
4,1 TepanmeRTHYHH FOKAIAHHS

BripacTan:

. CHMIITTOMATHYHO JICYCHHE HA NICMXO-OPraHUYeH CHHAPOM ChC CAEIAHUTE IIPOSBH: HapylIeHHe Ha
MAMETTa, HAPYIICHHS Ha BHUMAHHETO M JIMTICE HA MOTHBAIIHA.

. JleueHue Ha KOPTHKANEH MHOKAOHYC, CAMOCTOSTCHHC HIH B KOMOHHAIMA.

. JleueHHe HA BEPTHIO M CEBLD3AHMTE ¢ HETO HApPYIIEHWA Ha PABHOBECHETO, C M3KTIOMEHHE Ha
3aMafgHOCT OT BA30MOTOPEH HIIH MCHXHYEH TPOH3X0,

. 3a npo)HNAKTHKA H PeMHCHS Ha CHPIOBMAHO-KJICTHYHA BA30-0KIIy3HBHA KPH3a.

Jena:
) JledeHHE HA AMCIEKCHA B KOMOHHALHA ¢ TIOXXOMALIN MEPKH, KATO TOBOPHA TEPanHA.
. 3a npodunakTHKa H peMHCHA Ha CHPIIOBHOHO-KIETHIHA BAa30-0KIy3HEHA KpH3a.

4.2 [lo3gpoBxa H HATHH HA NPHAIGKEHHE

Ig03ﬁm213](a

B 3aBHCHMOCT OT NOKa3aHHATA Ca OTIPEASHECHH CEAHUTE JHEBHH NO3H:

CHMOTOMATHYHO J€9c¢HHC HA NCHX0-0PrAaHMYHH CHEEPOMH
Ipenopr4BanaTa AHEBHA K033 Bapupa ot 2.4 g 1o 4,8 g, pasfeNenH Ha B4 HIA TPH NpHEMA.

Jiedenne HA MHOKJIOHYC € KOPTHKAJIEH HPOR3IX0A

HuesHata A03a Tpabea fa 3amowHe ¢ 7,2 g W Ja ¢¢ yBesM9apa ¢ 4,8 g Ha BCEKH TPH WIH YETHPH JTHH
A0 MakCHMyMa oT 24 g, pasnpeieHa Ha [Ba WIH TpH npdeMa. JledeHHETO C APYTHTE
[IPOTHBOMHOK/IOHHHH JIEKAPCTBEHH NPOXYKTH TPA6Ba 1a ce 3amasy B ceiara go3a. B saBucumocT ot
TIOCTHFHATHA KAHHHYHHSA DE3YNTAT, KO € BH3MOKHO, [O3HPOBKATa Ha APYTHTE NOAOOHH nexapcTra
TpaAbBa 43 ce HAMANH.







Beanek 3ano4nalo, NEYCHUETO © IMpaueraM Tpa0Ba 0a NpoZRDKH JIOKATO MNpPOABL/DKAasa M
ITbPBOHAYANHOTO LepebpanHo 3abonipake.

[lpH maiMeHTH ¢ OCTBp €NH30/, CIOHTAHHA €BOMIONHA MOXE JIa ce [TOTYYH Ciell BpeMe, 3aTOBa Ha
BCEKH 6 Mecema Tpﬂﬁl!a Jia ¢¢ ONHTBA HAMAaNABAHC HA 03aTa HIH NPEKBCBAHE HA JICUCHHCTO. Tosa
TpadBa Jia CTaBa Ype3 HaMAIABAHE ZI03aTa Ha MUpaneTaM ¢ 1,2 g Ha BCeKH JBa [HH (Ha BCEKH TPH HIIH
YeTHPH JHH Opu cHEApoM Ha Lance u Adams, 3a ma ce npenoTepaTd BEIMOXHOCTTA 32 BHE3ANMHO
BAOIIABAHE MAH BL200HOBABANE HA IPHCTBIINTE).

JleneHHe Ha BEPTHIO
IIpenopruBanara JHeBHA 034 BapHpa oT 2,4 ¢ 1o 4,8 g, pazjelieHa Ha ABa HJIH TPH MPHCMA.

3a npodanaKkTHKa A peMHCHES HA ChPUOBHAHO-KIETHYHA BAa30-0KJIYIABAA KpH3a
Iipenopwusanara gHeBHa A03a 32 npodunakTHka ¢ 160 mg/kg, nepopanHo, pasaeneHa Ha YECTHPH
npHeMa.

IIpenopraBanaTa AHeBHa 033 3a pemucua e 300 mg/kg, HHTpABeHOZHO, pasfelicHa HA YETHpH
npuema (H3MON3BAT ce GOPMUTE 32 HIDKEKIMOHHO ¥ MH(Y3HOHHO TIPHIOKSHHE).

Jo3a no-uucka ot 160 mg/kg ANy HepeJOBEH PHEM € Bh3MOXHO A3 NOBEAE 0 NOJHOBABAHE Ha
KpH3aTa.

Ileduampuyuna nonynayun

3a npoPRNAKTHKA H PeMHCHN HA CHPHOBHAHO-KJIETHIHA Ba30-0KJAY3HBHA KpH3a
Ilpenoprusanara AHERHA A03a 3a TpodgmmakTika ¢ 160 mg/ke.
IIpenopruBanaTa JHEBHA A03a 3a pemucHA e 300 mg/kg, HHTPaBEHO3HO.

Josa no-aucka ot 160 mg/kg Mnu HepeTOBEH MPHEM € BB3IMOYKHO Ja AOBENE N0 NOXHOBABAHE HA
KpH3aTa.

Iupaneram Moxe aa ce mpuiara IpH Aena Haj 3 roJWHH CTPajaliy OT ChPIOBHAHO-KNETHIHA
43eMHA B PEKHMA HA NPCNOPBIBAHATE AHERHH no3H (mg'kg). [upanerad e IpAnarad B orpaHRyeH
Opoii neua or 1 a0 3 ronunwM.

Jledenne Ha THCIEKCAE B KOMOMHANHER ¢ roBOpHa Tepanud
IIpe nena ot 8 roasHA H FOHOIUM NPETNIOPHYBAHATA JHEBHA [103a € OKONO 3,2 g, Pa3flescHH Ha /Ba
TIpHeMa.

Crapaecka BL3pacr

AJanTHpaHe Ha [03aTa ¢¢ [PENOPEYBa IPH MALMEHTH B CTAPYECKa Bh3pacT ¢ HapyuieHa Op6peuna
Gyukmy (5. no-faoiny “IlarmperTy ¢ Os6pedno yBpeKaane™).

INponkwxUTeNnHOTO NCYeHHe TIPH NAUHEHTH B CTApYECKA BE3IPAcT M3HCKBA peJOBEH KOHTPONl Ha
KPEeaTHHHHOBHA KJIHDBHC © 11¢/1 aJANTHPAHE HA 103aTa OpH HEOOXOOHMOCT.,

ITannenTH ¢ On0peuno yBpexaane

JHebrata no3a Tpa0dBa N4 ce HHOIMBHLYTHINPA B 3aBHCHMOCT oT 6n6peuHara dyHxumna. Msnonsgaiite
Hpunoxenara TabaHila 3a aJalTHpaBEe Ha A03aTa. 3a NpHiIaraseTo Ha Tasd Tabiuna ¢ Heobxonaumo aa
¢e ONpeHeNd KpeaTHHHHOBHA knupeHc Ha maynenta {(CLcr), mpasen 8 mU/min. CLer (ml/min) Moxe
Iia ¢e ONpEAEH OT cepyMHBKA KpeaTHHHH {mg/dl) ¢ nomowTa Ha cneaxara GopMyna:

[140 — B3pacTTa (200unu)] X Ternero (kg)
CLcr= { x 0,85 npH xeHn)
72 x cepyMeH kpeaTHHMH (mg/dl)




Fpyna mlf‘l;?::zl;;z;n) Jlo3a H YecTOTA HA OpHAArane
HopmanHa > 80 O6uaiina AHEBHA /1033, 2 1o 4 mpHeMa

Jlexa 50-79 2/3 ot obugalinara qHeBHa A03a, 2 Wik 3 npreMa
Ywmepera 30-49 1/3 ot oGHuaiinaTa nHeBHA 034, 2 IpHEMA
Texxa <30 1/6 or oOuuaiiHaTa AHEBHA 1034, €AHOKPATHO
KpaeH craguil Ha .- TIPOTHBOMOKA3HO

0s0pedHa HeROCTATHUHOCT

[NanHenaTH ¢ YepRoApoGHO YEpeXIane

T1IpH NalMeHTH CaMo ¢ YepHOAPOOHO YBpeXAaHe HE C¢ Halara ajlanTHpaHe Ha 1034aTa. AJanTHPaHe Ha
Jo3aTa ce Hpenopwusa NpH NAUHEHTH ¢ 4depHOApobHO W GBOpeyHo yBpexmane (BK. mno-Trope
“IMTaimenTH ¢ 01LOpeaso yBpexaaHe™).

Havkn 5a mpunoxkenne

INupaueram ce npHIara NEPOPaHO H MOKE Ja Ce npHeMa ¢ i 0e3 XpaHa. PHIMHpaHHTE TabreTKH
ce MOTILIIAT ¢ Te4HocT. [Ipemopira ¢ ZHEBHATA 1034 1a C¢ pa3/ielld Ha Jpa A0 9eTHPH MpHEeMa.

4.3 HporEBONOKA3ZAHME

CBPBXUYYBCTBHTETHOCT KBbM THMpalleTaM WIH KbM APYTH MHPOMTHAOHOBH NPOHM3BOAHH, KAKTO H KbM
HEKO0€ OT TIOMOILHHTE BeIHecTBa, M300pEHH B Touka 6.1,

[TipaneraM € MpOTHROMOKA3AH NPH MIAHEHTH ¢ NepebparAa XxeMoparns,

[Mupaneram € MPOTHBONOKA3aH MPH MALMEHTH B KpacH cTaauil Ha 6E06peuHo yspexkaate.

Tlupaneram He TpAGBa Ja Ce HINOM3EA P TAIMEHTH ¢ XOpes Ha X bHTHHITOH.

4.4 ChenuanHu npepynpexacHAs ¥ OpeANasHH MePKH NpH ynorpeda

Edekty pbpx MOOLIHTHATA arper

Topany edexTa Ha MEpalleraM BPXY TPOMOOHMTHATA arperamus (BX. Touka 5.1 dapMakoayHaMHIHH
cBOHCTBA), C& NPENOPHYRA MOBHILICHO BHUMAHKE (PH MALMEHTH ¢ TEKELK KPLBOTHB, NAUKEHTH ©
PHCK OT KbPBEHE, KaTe HanpHMep CTOMAITHO-YPEBHA 138, MAIIMENTH ¢ HADYIIEHHA HAa XEMOCTA3aTY,
NMAalUKCHTH ¢ aHAMHE34a 33 XeMOparv9eH HHCYIT, MFALIMeHTH clie] ToJIeMH XHPYPIrAiHH HHTEpPBCHLHH,
BKIIOYHTENHO JEHTATHA XHPYPruf, KAKTO A NAlHEHTH, NPREMALLH JCKAPCTRA, KATO AHTHKOAIYJIAHTH
WA TPOMOOLIMTHH aHTHATPETANTH, BKIIOYMTCITHO HUCKA 1034 ANCTHICATTHIHIOBA KHCEN HHA

BeipedHa HeAoCTATHLIHOCT
Mupateram ce enumuHupa mpe3 6nGpewyTe, nopany ToBa € HeOOXOAHMO CIELMAIHO BHHMAHHE B
citydan Ha Dp0peyHa HejocTaTeuHocT (Bk. Tovka 4.2 flo3HpoBka).

Crapuecka Bh3pacT
TTpOABIDKHTENHOTO JIEeYEHHE NPH DAIHEHTH B CTApYECKd BB3pACT M3HCKBA PE/IOBEH KOHTpON Ha

KPCATHHHHOBMA KIMPEHC C lel afanTHpaHe Ha fHo3ata np# HeoOxomwmmoct (Bxk. Touka 4.2
Jlo3upoBka).

TIpekncpane
TpabBa na ce H30ATBa PA3KOTC NMPEKBCBAHE Ha JIEYEHHETO NPH NAUMEHTH ¢ MHOKIIOHYC, THH KaTo T0Ba
MOXKE Ja JOBCAC 10 BHE3ANHO BIOIUABAHC UITH BB306HDBS[BaHe HA MPHCTBIIHTE.

CHpIIOBHIHU KIETKH
ITpr ¢cEPIOBHAHO-KIECTHIHOTO NOKA3aHME, 4034 I0-HHCKa oT 160 mg/kg Wil HepeHOBEH MHPHEM €
BB3IMOXKHO J1a NOBeAE 10 MOAHOBAEBAHE Ha KpH3arTa.




IIpenynpexaenus cCBbp3aHH ¢ MOMOINHHTE BEIECTRA

To3n mexapcrBeH MPOAYKT ChAbpka Okome 46 mg Hatpwi 33 24 g IMpaleTaM, KOHTO ¢a
eKBHBANEHTHH HA 2,3% OT NpenophuYMTeNIHMA MAKCHMAleH AHEBeH npHeM OT 2 g Hartpwit 3a
eb3pacTeH. Tosa TpalBa ga p3eMe Noj BHHMaHHE IPH NANHECHTH HA AHETA ¢ KOHTPOJHPAH HPHCM Ha
HATPHI,

4.5 BiaamoageiicTBHe ¢ JpYIH JeKAPCTBEHH NPOAYKTH H APYrHE GOPMH HA BIaHMOAeHCTBHE

XOpMOHH HA [WTOBHAHATA ¥CJIE3d
Ilpu exHoBpeMeHHO NeueHue © THpoHAeH excrpakT (T3 + Ts) e crobmeHo 3a noABa Ha OOLPKAHOCT,

PAMIPAIHUTENHOCT H CMYIICHAS B CHHA.

AneHokyMapon
[lybnuxysanuTe peaynraTH OT €AMHHYHO CHATIO NPOYYBAHE OpHM NANMCHTH € TEKKa XPOHMYHA

BeHO3Ha TpoMGo3a mokasear, 9e MHpateTaM 9,6 g/d ve npomens HeoOXOZHMATa 1033 ALCHOKYMapo
3a gocTurane Ha INR 2,5 no 3,5 HO CpaBHEHO CBC CAMOCTOATENHME C(EKT Ha AlEHOKYMAapoi,
npubaBAHeTO Ha nHpaueraM 9,6 g/d 3HaumrenHo HamansBa TpoMOGouMTHATA arperauui,
ocsoboxnaparero Ha -rpomOornobynuH, Hupara Ha ¢mHGpHHOreHa H dakTopure Ha Willenbrand
(VIII : C; VIII : vW : Ag; VIII : vW : RCo), KakTo M HaMaJIaBa BUCKO3HMTETA HA KPEBTA H TLTa3MaTa.

DapMakOKHHETHYHH B3aHMOICHCTRIN
BBb3MOKHOCTTA 32 TEKAPCTBEHH B3AHMO/ICHCTBHS B PE3yNTaT HA NIPOMEHH BbB (apMaKOKHHETHKATA €

Manka, Thil karo opubIHzHTENHO 90% OT HO3aTa HA MHPALIETAM Ce OTACHA C YPHHATA B HEIIPOMCHEH
BEA.

In vitro, nupaueTaM He HAXHOHpPa H30OPMHTE Ha [NIABHMA YOBEIIKH TEPHOAPOOECH KOMILIEKC
muToxpoM P450 ( CYP1AZ, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 u 4A9/11) npn xontentpaimy 142, 426
M 1422 pg/mi.

IMpu xonuenTpamma 1422 ug/ml e Habronasan Mansk rHXHGHTOpeH edekt Ha CYP 2A6 (21%) u na
3A4/5 (11%). Benpeku Tosa Ki croiiHocTure 3a nHxubupane Ha Te3u Ae CYP m3odopmu Tpabra
SHAYHMTEIHO fa Hagsumasat 1422 pug/ml. Eto 3amo He ce 0daxpar MeTabONHTHH B3aWMONEHCTBHA Ha
fiHpaneTaM ¢ IPYId IeKapcrea.

AHTHeTIWIEITHYHH JIEKADCTRA
JlneBHa Ao3a ot 20 g nHpaieTaM HoBede OT 4 CEAMHIM HE [IPOMEHS NMHKA H CepyMHMTe HMBA Ha

AHTHENMNCUTHIHUTE nexkapersa {(kapbamasenwn, GenwToHH, {(eAcCGapOHTOH M BaNmMpoar) NpH
OAIHEHTH ¢ ENMNENCHA, MPHEMAUIH TOCTOAHHH J03H.

AJKOXOI
EI[HOBpeMEHHHﬂ MPHEM Ha alKCXON HE NPOMCHA CCPYMHHTE HHBA HA MHPAHCTaM, KakTO H HHBAaTa Ha
ANKOX0Jia He ce MPOMEHAT Npi 1,6 g nepopanHa A03a MUPAIICTAM.

4.6 DepTHANTET, GPEMEAROCT H KhpMERe

bpemeHHoCT

Hama rocTarsuHO AaHHW 3a ynorpebara Ha rmpaueraM npu Gpemedns xend. Ilpoyusanus npu
HHBOTHH HE TOKAa3BaT mnpake KIH HENPIk0 BpemHe Be3acicTEHe PBepxy OpemenHoCTTa,
eMOPHOHATHOTO/DETATHO PA3BHTHE, PAKAAHSTO HIH IIOCTHATATHOTO PA3BATHE (BX. To9Ka 5.3).

Iupaneram nmpeMuHABa INaUCHTapHaTa Gapuepa. Husara y HoBopofieHH ca npubnmsurenno 70% mo
90% ot Te3n y maiikara. [lupaneram He TpaGsa aa ce u3mom3Ba OpH OPEMEHHOCT OCBEH B Cllydail Ha
KaTeropuyHa HeoOXOZHMOCT, KOTZTO NOIBATA HAJBHINABA PHCKA H KIHHHIHOTO CRCTQAHWE HA
OpeMeHHaTa Malika H3HCKBA JISYCHHAE C THPALIETAM.




Knpmene

Impaneram ce OTHENHA B HOBEIMKATA KhpMa. 3aTOBA MApANETAM HE TpAOBa Ja C¢ MPHIAra 10 BpeMe HA
KbDMEHE HIIH KbPMEHETO TpAGBA Ma ce NPEYCTAHOBH ACKATO <€ MPOBSKAA EYCHUC ¢ NHpaleTaM.
Tpabea fa ce p3eMe pelIEHHE OANM Ja C€ COIPE JICYCHHETO ¢ MUpALIETAM KaTo CE B3eME NPSABH]
MON3aTa OT KbPMEHETO 32 JETETO ¥ NOM34Ta OT JeUeHHETo Ha KCHATA.

4.7 EdexTn BHpxy cnocobuoctTa 32 modapane 1 padora ¢ Mamuan

HaGiirofaBaHNTE HeXkeAHM NEKAPCTBEHH PEAKLIHA MOIaT [ OKaXaT RTHAHHE BBPXY crocofHOCTTa 3a
nmopupane H pabota ¢ MAIDHHHA, KoeTo TpAOB2 fa ce HMa NPeABHA.

4.8 Hexenann JexapcTBeHH PeaKnHH

a. Obobuienue na npoduaa na bezonacnocm

Hanmuuuwre AaHeu 3a 6€30DaCHOCT OT ABOMHO-CenH TUTAne00-KOHTPONUPAaHH KIIMHHYHH HITH
bapmaxokHHnanE npoyusasus (B3etdH 0T UCB Documentation Data Bank June 1997), sinodsaniu
mopege or 3000 mauMeHTH NPHEMANH [HPALETaM, HE3ABHCHMO OT IOKA3aHHATA, JeKapCTBEHATA
topMa, AHEBHATA A034 WIH NOMYNANAOHHHTE XapaKTEPHCTHKH.

6. Tabyrupan cnuCoK HE HeNceranume 1CKAPCMEenis PeaKyii

HesxenanuTe NekapcTBEHH PeaKIHH CHOOIIEHH B KIIHHHMHHTE H3NHTBAHMA H OT NMOCT-MapKETHHIOBHA
ONMT ca H36pPOEHA B caeABalnaTa TabNuLa [0 CHCTEMO - OpraHHa KiacH(bHKaUuMd K 10 4eCTOoTa.
Yectorara ¢ gedrEHpana, KakTo cieipa: Maoro vects (>1/10) , secru (=1/100, < 1/10), nevectn
(=1/1 000, <1/100), peaxu (>1/10 000, <1/1 000), MHoro penxu (<1/10 000).

JlanHuTe 0T IOCT-MAPKETHHTOBHA OITHT CA HEAOCTATRYHH, 32 A3 MONKPENAT OLEHKATA 34 9eCTOTa UM B
TPETHPAHATA TOITyJIATHA.

Hapymennag na KpeBTa ¥ iEMQHATA CHCTEMA
C HEeW3BECTHA FECTOTA: XEMOPATUYHY HAPYIIEHUS

Hapymiendas Ha HMYHHATA CHCTEMA
C Hem3BeCTHA 9ecTOTa: aHAWIAKTONIHA PEaKIH, CBPEXIYRCTBATETHOCT

HcAXHYAA AADYIRCHHA

YecTu: HEPBHOCT

Hexectn: penpecus

C Hen3BecTHA YeCcTOTa: BEIOYIA, TPEROKHOCT, OOBPKAHOCT, XATHOIHHALTHA

Hapymenns ua HepBHATA CHCTEMA

YecTn: xMOEPKHACIHA

HeuecTin: comHOneRTROCT

C HemsBECTHA TECTOTA: 4TAKCHR, HADYINICHHA B pARHOBECHETO, BNOMIABAHE HA CHOMITENCHATA,
rapoboane, 0e3cpHHe

Hapymenns na yxoro u JaGHpHETA
C HeH3BECTHA 9ECTOTA: BEPTHTO

CroMamBo-9peBHE HAPYHICHHRA
C neuspecTHa yecToTa: GoNKa B kopeMa, Ooiika B ropHaTa 9acT Ha KOpeMa, IHapud, TalcHe,
TIOBPBILAHE




Hapymenus Ha KO)KaTa H HOJKORAATA THKAH
C HeW3BeCTHA HeCTOT4: AaHTHOHEBPOTHUEH EEM, JEPMATHT, PYPHTYC, YPTHEADHAA

O6mu Bapymenns H ehpeXTH HA MECTOTO HA NPHACKEHAS
HedecTH: acTeHHA

Hicaepnsanua
YecTu: noBHmiaBate Ha TELIOTO

Cl.oﬁgganaﬂe Ha MOAO3HPAHH HEXCNAHH DEaKIIHNA
ChobmapaHeTo Ha MOJO3HPAHH HEXETaHW peakiiH Cie paspemaBaHe 3a ynotpe6a Ha NeKapCTBCHHS

MOpOAYKT e BaxHO. TOBA NMO3BOJIABA Na NPOSBIDKH HAOMOAEHAETO Ha CHOTHOMIEHHETO NoN3a/pick 3a
JieKapcTBeHMA NPOAYKT. OT MEAMUMHCKATE CHCHHATNCTH C€ HM3HCKBA Ja CBHOOHIABAT BOHKA
NOJO3UPaHA HeXENaHa peaKIlHA apes:

H3neaHATEHA areHIHA 110 AeKapCTBaTa
yn. ,Jlaman pyes™ Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Iipenozapane

CHMOTOMH
HsMa NOMBENHHTENHY HEKENAHM JCKAPCTBEHH DedKIMH, KOHKPETHO CBBPRaHH ¢ NpENO3HpaHe ©
THpaleTaM.

Hali-ronamoro cro0IieHo Tpeqo3Upane ¢ MHPANSTaM € e HepopanHo npueMane Ha 75 g. Kepsasa
Auapus ¢ KopeMHH GOJIKH, Hai-BEpOATHO CBBP3AHHM C [PEKOMEPHO BHCOKa 1033 Ha copburon,
ChOBpAKalla ce B pHeTaTa opma.

MepkH npu npeaozupane
Cnesl 0cTpO, 3HAYMTENHO NPEAO3HpaHe € HeoOXOMMMO H3Mpa3BaHe HAa CTOMAxXa 4pe3 CTOMALIHA

NpOMHEKE HIH TpeAH3BHKBaHe Ha mnoppbmlade. HaMa choenmdudeH aHTHAOT HA IHPALETaM.
JleuenneTo npH NIPEIO3HPAHE € CHMITTOMATHYHO H MOXE 12 BKJIFOYBA XeMonHamiza. EdexrueHocTTa
Ha OTAENAHE Ha [IHpaneTama IpH adanmsa e ot 50 go 60%.

5. ®APMAKOJOIHYHM CBOMCTBA
5.1 ®@apmMakogHHAMHYHH CBOlHCTBA

PapmakoTepanesTiada rpyna: Hoorponun cpenctea, ATC xox: NO6BX03. AKTHBHOTO BEIUECTBO
mupaleTaM e TAponuaoH  (2-oxo-1-pymrolidine-acetamide), UMKAMYHO NpPOHIBOAHC HA raMa-
aMHHOMAccHaTa kucemuHa (GABA).

Hanuqnure naHH# Opefno/iarar, 4¢ OCHOBHHA MEXAHH3EM HA NEHCTBAC HA MHpaneTaM He & HHTO
KAEThYEH, HUTO opraHocneimdueH. [Tupaneram ce cBBp3Ba GHIMICCKH B 3aBHCHMOCT OT [03aTa C
nonApHara rnasa Ha (ocdhommugHaTa MeMmOpaHa, K4TO OpCAH3BHKBA BRICTAHOBABAHE HA
JlaMenapHaTa CTPYKTYpa Ha MeMOpadarta, xapakTepWsupamo ce ¢ o0pasyBaHe Ha IIOABIDKEH
nexaperso-pochomumuner kommneke. ToBa BepoaTHO obsacHABRa noao0psBaHETO HA MeMOpaHHaTa
YCTO/HIHBOCT, BBH3MOXHOCTT2 Ha MeMOpaHHWTE H TpaHCMeMOpaHHH [IPOTEMHM Ja IOAABDNKAT H
BB3CTAHOBABAT TPH-H3MEPHATA CTPYKTYPa WiIH Aa MPOABABAT TeXHHA edekT.
ImpanieraM ¥Ma HEBPOHANCH ¥ BAaCKynapeH edekT.




Hesponanes edekr

Ha A¥BO HeBPOHH ITUpALICTAM TIPOABABA CBOATA MeMOpaHHa aKTHBHOCT [0 Pa3fIHYHH ITETHINA,

TlpH XHBOTHATE, MUpaneTaM nogo0bpsBa MHOrQ BHICBG HEEPOTPAHCMHCHA, NPEAAMHO 4pe3
MOCTCHHANTHYHO MOZENHpaHE HA DELCHTOPHATA IDTHTHOCT W aKTHBHOCT. [IpH XHBOTHM H XOpa
GYHKLMHUTE, BEKIIOYCHH B TIO3HABATEHHTE NIPOLECH Karo 00yYeHMe, IAMET, BHHMAHME H CH3HAHHE €A
nofo0peHH, KaKTO NPH HOPMATHHMTE MH/MBAIHM, T2Ka H NpPH ChCTOSHMA Ha HEAOCTATBYHOCT, Des
NpofBa Ha CENATHBHH M TICHAXOCTHMynHpamid edekTd. [TwpaneraM 3ana3sa H  BB3CTAHOBABA
MO3HABATEHKTE CIIOCODHOCTH PH JKHBOTHH M Xopa CJICH PasiMiHy YBpeXKIaHHA HA IMTAaBHUA MO3BK
KATO XHIOKCHA, HHTOKCHKALME W eICKTPOKOHBYACHBHE Tepanya. Toll Npenassa T NPSAMBHKAHATS
OT XMIIOKCHATA (POMEHH B MO3bYHATA YHKIHA H ASHHOCT, OHEHEHH NOCPEACTBOM eHledatorpadus
(EET) 9 meuxoMETpHYHH H3CIE(BaNHA.

BackynapeH edexr
TupaneraM npoABABa CEOA XeMOpeoiiornaeH edekT BLPXY TPOMOOLMTHTE, CPHTPOLIHTHTE H CTCHATA

HAa CBHROBS 4Ype3 YBENMYABAHE HA IVIACTHYHOCTTA HA EPHTPOLMTHTE H 4pe3 HaMaiiBaHe Ha
TpOMOOLIHTHATA arperalfd, EPUTPOLMTHATA AfXE3WA KbM CTCHATE Ha CHAOBETE H KallWIAPHHA
BA30OCTIAYBM,

- Edexts BRpXYy epHTPOLETHTE!
IpH DamyenT# ¢BC CHPIOBHOHO-KNETRYHA aHEMMA, THpaleraM nmoxodpdaea MIaCTHIHOCTTa Ha
CPHTPOLMTHATA Meuﬁpaﬂa, HaManABa BHCKO3ZHTCTA HA KPBBTa H IpEANa3ssa oT 06])33)133}{6 Ha

(opmaniu.

- Edextn Brpxy TpoMBounTHTS:

B oTBOpeHO mpoyuBaHe IIpH 3apaBH AO0poBONIM B nauweHTH ¢ deHomeHa Ha Raynaud,
YBEIH4ABAHETO HA J103aTa HA MHpaleTam JO 12 g e GHIO CBBP3AHO C J030-3aBHCKMO HAMAIICHHE Ha
¢dyHkIMETE Ha TPOMOOLIMTHTE B CPaBHEHHE ChC CTOMHOCTHTE NIpeH JACUSHHETO (TECT 3a arperanuara
waAyIMpana. o ADP, xonaren, envsedprn ¥ ocsoGoxnasane Ha BTG), Oe3 sHauuTeIHa TPOMAHA B
6pos Ha TpoMGoIHTHTE. B Te3H NpoyYBaHAd MHPALETaM YABIKABA BPEMETO Ba KBPBEHE.

-  EdexTn BBpXY KPEBOHOCHHTE CHIOBE:

B npoydsanMA NpH XHBOTHH, THpaneTaM MHXHOHpa BA30CHa3bma W NPOTHBONEHCTBA Ha edeEKTa HA
MHOJKECTBO CTIa3MOTEHHHM BeIecTBA. ToH HAMA BA30IHIATHPAINO NICHCTBHE W HE NPEIH3BHUKBa
tdeHoMeHa Ha “OTHeMaHe”, HHTQ HAMANABA HMTO YBEIMYARA KPLBOTOKA, HHTC HMa XHIOTCHIHMECH
edext. Tipu 3apaBH KOGPOBOIIM, THpPAUETAM HAMANNBA 3AXE3AATA HA EPHTPOUMTATE KbM eHIOTENa,
KAaKTO H NPUTEXKABA OpAK CTHMYIHMpam epeKT BepXY CHHTE3aTa HA NPOCTAUMKAHHHTE B 30paBHA
eHIoTeN,

-  Edextn pepxy dakTopuTe Ha KPEBOCHCHPBAHETO:

Ilpu 3apasu nOOpPOBONINM, CPABHEHH CHC CTOMHOCTHTE NpeRH JiedeHHeTo, mupaneTamM ao 9,6 g
HAMQIABA IUIa3MEHUTe HUBA Ha GuOprHOreHa H daxropure Ha Willebrand (VIIL : C; VIIIR : AG; VIII
R : vW ) ¢ 30 go 40% n yeesmuaBa BpeMeTO Ha KbpBeHe. IIpH malHeHTH ¢ TEPBHYCH WIH BTOPHYEH
¢ecHoMen Ha Reynaud, cpaBHeHM ©BC CTOMHOCTMTE mNpedd jcdeHMero, mHpaneram 8 g/d B
NIpOABIDKEHHE HA 6 Mecena HAMAIBA [IA3MEHUTe HUBA Ha (ubpuHorena n daxropure Ha Willebrand
(VII : C; VIII R : AG; VIII R : vW (RCF)) ¢ 30 a0 40%, HaManAsa Ia3MeHHs BHCKO3HTET H
YBEJIHYAEA BPEMETO Ha KhPBEHE,

Hdpyro mpoyusaHe TIpH 31paBd JACOPOBONIM HE [OKA3BA CTATHCTHYECKA 3IHATMMA PA3NMKA MEKAY
mapauetaM (oo 12 g ABa wRTH AHerno) B mianebo [O oTHOWIEHHEe Ha e(QEKTHIE MY BBPXY
XEMOCTAIHHTE ITAPEMETPH H BPEMETO Ha KBPBEHE.
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BpEME HA TONMYKMBOT Ha nmpaueram ¢ 5 4aca. To e nomofHO NpH BB3PaCTHH ROGPOBONLH H
nanpesTH. To € yIOhKEeHO NMPH Xopa B Crapdecka Be3pacT (TIaBHO mopajH HapymieH OnOpedeH
KIHPBHC) U TakuBa ¢ Oslpeuso yepexcaade. [IocToSHAM IMa3MEHH KOHUCHTPANHH C& AOCTHIAT B
PAMKHTE Ha 3 THU OT NIPUEMAHETO.

Abcopbuma

TMapaireraM ce aGecopdipa 6Bp30 U B rONIMA CTENEH Cllell epopasHo npunoxeHne. I1px 3apasy auia
IHKOBH I1a3MEHK KOHLICHTPAUMH ce JOCTHrar | vac ciex nprema. AGcomoTHara SHOHATIHYHOCT Ha
IHpaLeTaM Npy nepopaiHara Gopma e 6imm3ka go 100%. XpaHara He okaspa eeKT BbpPXY CTCHEHTA
Ha abcopbuua Ha mupaneram, HO Haman®Ba Cmax ¢ 17% w ysenuqasa tmax or 1 jao 1,5 vaca.
IMkoBATE KOHUEHTpauUMH ca C¢horBerHe 84 pg/ml M 115 pg/ml crep mpunarane Ha €AMHUYHA
nepopallHa 1033 OT 3,2 § H MHOTOKPATHO, TPH ITFTH JHEBHO MPHIOKEHNHE, Ha 503 0T 3,2 2.

PaznpeneneHue
IMepaneram He ce CEBP3Ba ¢ IUIA3MEHKTE POTEUHA W 00EMa My Ha pasipeleNieHHe € MPHOTH3UTENHO

0,6 Vkg. IInpaneraM TipeMunaBa KPbBHO-MO3bYHaTa GapHepa W € M3MepeH B uepeGpoCTIHHANHATA
TEYHOCT CJigd UHTPABEHO3HO NpuiokenHe. B nepefpocnunannara TeMHOCT HMAax ce JOCTHIA OKONO 5
4aca c/ell [pHeMd, a BpeMero Ha noayxkupor e okonc 8,5 vaca. IIpH XKHBOTHH HaH-BHCOKHTE
KOHIEHTPaLMH Ha MHpaleTaM B MO3BKA C2 YCTAHOBEHH B uepelpanHma xoprekc ((posranc,
HapueTaneHs ¥ OKIMITATANeH Asd), B xoprekca Ha nepefenyma m Gazannwre raurimm. Ilupaneram
JudiysHpa BEB BCHIKM THKaHH ¢ H3KLOYEHWE HAa MACTHATA THKaH, NPEMHHABA IUIALCHTapHATA
Gapuepa W IpeMHAHABA ITpe3 MeMOPAHHTE HA OTIENHH €PHTPOITH.

MeTabonussm

ImpangeraM He ¢e MerafonusHpa B YOBEIIKOTO TANO. Tasm numca na MeTaGonmssM 00acHABA
YABIGKEHOTO WIA3MEHC BpEMe HA NOMYKUBOT IIPH AHYPHIHH NAUHEHTH H BUCOKOTO MY ChABPXAHHE B
ypHHaTA.

Enumuanpane

IT1a3MeHHAT NOTYXKHMBOT HA NHPAUETAM € OKOJIO 5 4aca, KaKTO ClIEll HHTPABCHO3HO, TaKa H CIIEH
HnepopaiHe NpHioxkeHHe. O0mAa Temecen KMMpeHC € 80-90 ml/min. I'MaBHMA OET HA EKCKPEUHA €
4ypes ypuHata H ¢ okono 80 xo 100% ot nprerara xosa. [lupaneTaM ce oTAEHd 4Ype3 INIOMEpyiHa

bunrpaius.

JIunelinocT
(dapmakOKHHETHKATA HA MApalieTaM ¢ NTHHeiHa npd 034 oT 0.8 1o 12 g. BpemeTo Ha NOJY>KHBOT H
KIHPELHCA HE C¢ HpOMCHS[’I‘ B 3aBHCHMOCT OT J034aTa H l'lpOJI'I:JDI(H’DCJIHOC’I'['a Ha JIETYCHHETO,

XapaKTEpPUCTHKH HA TAIHEHTa
Hon

B npoyueane 3a OHOCKBHBATEHTHOCT mpw Acda 2,4 g, Cmax n AUC ca nprGmmutenso 30% no-
BUCOKH TIpH xeHHTe (N=6), B cpaBEeHuE ¢ MBbxkeTe (N=6). Benpeku ToBa CTOHHOCTHTE Ha KIHPBHCA,
B 3aBHCHMOCT OT TEJECHOTO TEIJIC C4 CPABHAMH.

Paca

He ca npopexmand QapMaxkOoKHHeTH4YHH IPOY4YBAHHA 3a BAMARAETO Ha pacara. KpncTocaHo
cpaBHABAHE NPH NpOYYBaHe, BKIIOYBANIC NPEACTABHTENH Ha §Anara K ajHaTckara pacd IMOKasBa, ue
(apMakoKMHEeTHKaTa Ha NMPALIETAM € CpPaBHMMAa NpH JiBeTe pack. Thi KaTo OTAENAHETO Ha THpaLleTam
CTaBa I1aBHO Npe3 OuOpemwTe, a MexJy NpPeICTABHTEIHIE HA OTASHHHTE PACH HE CHUIECTBYBAT
3HAYMMH DAaiTHYHd [0 OTHOINEHHE HA KPCATHHWHOBHA KIHPBHC, (apMaKOKUHETHYHH DazTHuHs
ABILKAH CC Ha pacaTa He C¢ 01aKBarT.

IMaimeHT# B CTapyecka Bh3pacT
IIpu malMeHTH B CTapYECKa BB3PAcT BPEMETC Ha TIOAYXKHBOT Ha NMHpAIETAM € YB
CBBP3aHO ¢ HaManeHaTa 6e0peyna GyHKIMA IPH Ta3w rpylia NaimeATH {BX. TO9




Hena
He ca nposextanAH (papMaKokHHETHIHH (pOyIBaHHA NP Jelia.

Brbpeqno yepexpaHe

KnrphHCET Ha MHPAUETaM KOPENMpa ¢ KPeATHHWHOBHMA XIHPBHC. ETO 3amo Ce npenopbysa NPOMAHa
Ha [033TA B 3aBHCHMOCT OT KPEATHHHHOBAA KIHPLHC NPH NalMeHTH ¢ GBOpedyHo yBpexjane (Bi.
Touka 4.2 JlosWposka). IIpy aHypHYHH NAHEHTH B KpacH cTaiamil Ha 616Gpeyna HeOOCTATEIHOCT,
BPEMETO Ha [IOMYXMBOT HA IMpAleTam ¢ YABKeno Ao 59 uaca. ITo mpeme Ha obuwaiinata 4-pu
4acoBd AHAIH3HA Opolenypa dpakioHHo ce oraenar 50 xo 60% ot nupaneram.

YepoonpobHo yBpexane

He e mnpoyueno mnmgrmeTo Ha vepHOAPoOHOTO yBpexnaHe BBPXY (apMAKOKMHCTHKATA Ha
mupanutaM. Teif kato 80 ao 100% oT npuerara A03a ¢€ OTAENA YPe3 ypHHATA B HEMIPOMEHEH BHI, HE
ce¢ oYakpa 3HAUMTencH e(ekT BbpXy OTACISHCTO Ha NHpaleTaM B coyuali Ha 4YepHOApOGHO

YBpPERIAHE.

5.3 Ilpeaxnuuwunn AanHH 332 GezonacHocT

MpenxTMHUYAATE NaHHH [OKA3BAT, e MHPAleTaM HMAa HUCHK TOKCHYeH MoTeHIHan. Ilpoyusanms ¢
¢OHHMYHA mepopanka gosa or 10g/kg mpH MMIIKH, IWIBXOBE H KydeTa He TNOKa3BaT HeoOparuma
TOKCHUHOCT. [IPH u3cneiBane 33 XPOHWIHA TOKCHUHOCT, CHej MOBTAPMIY C€ 103K NPH MHILKK (RO
4,8 g/kg/neH) u wrbxoee (Ho 2,4 g/kg/nen) He € yCTaHOBEHA CTIEHGHIHA OPraHHa TOKCHIHOCT. Jleku
CTOMAIMKO-YPERHH HapYIHEHU (HOBPBINAHE, NPOMAHA B KOHCHCTEHUM¥TZ HA H3IPAXHEHWATA,
NMOBHIIEHA KOHCYMallwi Ha Boma) ca HabonaBanW NpH IepopamHo NPHEMAaHE HA IHpadeTaM oT
KydeTa B [IPOALDKEHHE HAa | rojuua NpH yBenwqapaHe Ha aozata ot 1 ao 10 g/kg/men. Ilomobuo
MHTpaseHo3HoTO npunarane no 1 g'kg/nen 3a 4-5 ceEMHUM HA IUTbXOBE H KydeTa He JOBSXKIA -0
TOKCHIHOCT,

In vifro v in vivo NpOYIBAHMATA HE YCTAHOBABAT TEHOTOKCHYEH WK KaplIMHOTEHEH TIOTEHIMAT.

6. PAPMANEBTHYHHA JAHHHA

6.1 CnucsK Ha HOMOIAHKTE BelecTBa
Hopo:
Maxporon 6000

CrsLneBs THOKCHA, KoTouReH Ge3BoaeH
Marnesnes creapar
KpockapMenosa Harpuit

Dunmoso noxpumue.
XUApOKCHIIPOIMTHIME THILENY 1033
TwraHor avokcun (E171)
Makporon 400

Maxporon 6000,

6.2 HechBMECTHMOCTH

He ca m3BecTHA.
EdexTH BEpxy NHArHOCTHTHM H3CACARAHHS (TECTOBE): HE €4 HIBECTHH.

6.3 Cpok ua roAHocT

4 rogHHH




64  CoemnajHH YCIOBHA Ha ChXpAHEHHE
To3H NeKapCTBEH MPOAYKT HE HIHCKBA 0COOCHH YCIIOBHA 33 ChXpaHEHHE.
6.5 JIanHH 3a 0NAKOBKATA

JleKapCTBEHHAT TIPONYKT € omakoBaH B PVC/amyMunmit 6nicTepy, nocTaBeHH B KAPTOHEHH KYTHH,
coabpaamy 20, 30, 60 1 100 dunMupany TabaeTKH.

He acnuky BHAOBE OMakoBKH MoTaT Aa O64aT NyCHATH Ha Iazapa.
6.6 Coenpann npeaAna3HA MEPKH NPH K3XBBPIAEES

Hama crnensaiiy H3HCKBAHMS.

7. NMPATEKATEJ HA PASPEINEHHETO 3A YIIOTPERA
UJCB Pharma SA

Allee de 1a Recherche 60

B-1070 Brussels

Benrua

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA
Peracrpanrones Homep: 20000128

9, JAATA HA ITBPBO PASPEHIABAHE/NOAHOBABAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jara sa nepBo paspemasate: 05 womm 2000 1.

Jara Ha nocnenHo nopHopABake: 24 oxroMBpR 2011 1.

10. JATA HA AKTYAJH3IUPAHE HA TEKCTA

05/2021
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