KPATKA XAPAKTEPHCTHKA HA IIPOXYKTA

V3IbHUTENRA ATEHLUNS NO NEXKAPCTBATA

1. HME HA JJEKAPCTBEHUS ITPOAYKT

[Tupaueram /lancon 1200 mg punmmupanu tabnetku
Piracetam Danhson 1200 mg film-coated tablets

r - 3 -01- 0%
6765 /2 .......................
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2. KAYECTBEH H KOJIMYECTBEH ChCTAB
Enna ¢unmrpana tTabnerka cuabspxa 1200 mg nupaueram (piracetam).

[ToMoOlLHH BelecTBA ¢ H3BECTHO IEHCTBHE: 1aKTO3a MOHOXMApAT.
3a ITbJIHHSA CHCHK Ha NOMOLIHHTE BEleCTBA BHKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

bean o nout Genu, npoabarosaTH, GUnMUpaHy TableTKH ¢ AENUTENHA YepTa OT ABETE CTPaHH, C
pazMepH: AbJDKHHA - 22,3 mm, KWpoyKHa - 8,9 mm, BMCoOYMHa - 7,2 mm.

4. KIHMHHYHHA JAHHH

4.1 TepaneBTHYHH NOKA3ARHSA

Bw3pacnmu

. CHMNTOMaTHYHO AIEUEHHE HA NCHXOOPraHHYeH CHUHIAPOM CbC CEAHHTE MPOABH: HAPYLIEHHS Ha
[aMeTTa, HapyLieHHS Ha BHHMAaHHUETO M JIMMNCAa HA MOTHBAUHA;

. JleueHue Ha KOPTHKAIEH MHOKIIOHYC, CAMOCTOSTENHO WIH B KOMOMHALUMS C IPYrH JIeKapcTBa;

. JleyeHue Ha BEPTUro W CBBP3aHMTE C HEFO HapylleHHWs HAa PaBHOBECHETO, C MIKIIOYEHHE Ha
CBETOBBPTEXK OT BA3OMOTOPEH WIH NCHXHUUEH MTPOU3XO/;

. [IpodunakTHka M peMHCHS Ha ChPIIOBHAHO-KNEThYHA Ba300KIY3HBHA KPH3a.

Lleya

. Jleyenue Ha AUCNEKCHA B KOMOMHALMSA C OIpYTH NOAXOAALUM MEPKH, KATO FrOBOPHA TEPAITHS,

. [TpopunakTrka 4 peMHCHR Ha CbPNIOBHUAHO-KJIETBYHA BA30OK/Y3HBHA KPH3a.

4.2 [JIo3HpOBKA H HAYHH HA NPHJOKEHHE

Bb3pacTHH

Cuvnmomamuuro jevenue Ha NCUXOOPZARUYEH CUNODOM
[TpenopbunTenna AHeBHa n03a - 2,4 no 4,8 g, pazneneHa Ha 2 wiM 3 npuema.

Jlewenue Ha MUOKnOHyC ¢ KOpMuUKQAIEH NPOU3IX00

Hauanua gHesna no3a - 7,2 g ¢ nocneapaiuo nosuuerue ¢ 4,8 g Ha Bcekd 3-4 AHM 10 NOCTHraHe Ha
MaKCHMaJlHa NHeBHa 103a OT 24 g.

JHeBHaTa no3a cnejsa aa 6vae pasaeneHa Ha 2 uau 3 npuema.

JleuenneTo ¢ ApyruTe aHTUMHOKIOHHYHH JIEKapPCTBEHH NPOAYKTH TPAOBa 1a ce 3arasy B ChLIATa A03a.
B 3aBUCHMOCT OT NOCTHIHATHA KJIMHHYEH PE3yNTaT, N03aTa Ha APYTH TAKHBA J€KAPCTBEH ’w@
TpadBa na 6ble NOHWKEHA NPH HAJTHYHA BB3MOXHOCT.

3ano4yHanoTO NeYeHHe ¢ NHUpaleTaM TpabBa Aa NpPOAB/LKHM TOJKOBA OBITO, K
MbPBOHAUANHOTO LepebpanHo 3abonseane.

[Ipn nauueHTH ¢ OCTbD €MMU30J CNel W3BECTEH MNEPUOJ € BL3IMOXKHO Ja
OnaronpuaTHO pa3BWTHe, Mopaau KoeTo Ha Bceku 6 Meceua Tpabea aa ce u3
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NOHHXXABaHE Ha J103aTa WM npexparaBaHe Ha neyeHUeTo. [TonwxkasaneTo Ha no3aTa TpabBa fa Obae ¢
1,2 g Ha BCekH nBa IHHM U HA BCEKH TPH WIM YETHPH OHH NpH cuHApoMa Ha Lance u Adams, ¢ uen aa ce
NPeaOTBPATH Bb3MOXHOCTTA 3& BHE3aNeH PELUAMB HIH Bb30OHOBABAHE HA NPUCTHITHTE.

Jeuenue na eepmuco
[MpenoprunTenHaTta aHeBHa N03a Bapupa ot 2,4 #o 4,8 g, pasneneHa Ha 2 unK 3 npHema.

IIpogunaxmuxa u pemucus Ha CoPNOSUOHOKIENMBYHA BAZ0OKTYIUSHA KPU3Id
[Ipenoprunrennara npodunakryuHa anesHa no03a e 160 mg/kg, pazneneHa B 4 paBHOMEpPHH NpHUeEMa.

[TpenopbuntenHara AHEBHA 11032 C LieN MOCTHraHe Ha peMucHi e 300 mg/kg, NpunoskeHa HHTPaBEHO3HO
W pasfaeneHa B 4 npyeMa.

HueBHa 103a no-Hucka ot 160 mg/kg Wk HepenoBEH NpHUeM MoXe [a TOBele N0 PELMINB Ha KpH3aTa.

Heua

Jlevenue na oucrexcusn 8 KOMbunayua ¢ 2080pHa Mepanus
[Tpn neua Ha BB3pacT Haa 8 rOAMHK M MPH IOHOLLH NPENOPBYNTENHATA JHEBHA 103a € 3,2 g, pa3aenena
Ha 2 nmpueMa.

3a npoguraxmuxa u peMucua Ha CbPNOSUOHOKIEMbYHA 8A300KTy3UEHA KPU3A
[IpenoprunTeniHa AHEBHA A03a 3a nMpodgunakTuka - 160 mg/kg, npuinoxeHa nepopaiHo.
[IpenopbunTtenya AHEBHA 03a C LEN MMOCTHraHe Ha peMHucHs - 300 mg/kg, nputoXxxeHa MHTPaBEHO3HO.

Hanon3saHeTo Ha AHeBHa A03a no-HUcka oT 160 mg/kg wnu HepenoBeH NpHEM MOXE Aa NOBEAE IO
pEeLMAMB HA KpH3aTa.

[TnpaueraM MOXe Oa ce npuiara fpu AeLa Ha 3 ¥ rnoBeye roAHHH, CTPaAaLIy OT ChPIIOBHIHOKIETbYHA
aHCMHA B MPENOPBLYUTENHUTE THEBHH 103H (B mg/kg). [IupaueraM € npunarad npu orpaHnyeH Spoi
Zella Ha BB3pacT OT | 10 3 roguHy.

Crapuecka Bb3pacT

[Ipu naumeHTH B cTapyecka BBb3pacT ¢ HapymieHa 6w0peyHa QyHKUMS ce NpenopbuBa afanTHpaHe Ha
nosara (BX. no-gony ,,Jlauuent ¢ 650peyHy HapyiueHHus").

[MpoAB/LKHTENHOTO JIeUeHHE NPH NalLMEHTH B CTapyecka Bb3pacT M3HCKBA NEPHOJUYEH KOHTPOJ Ha
KPEaTHHHHOBHMSA KJIMPBHC € OTJIE] aaanTHpaHe Ha J03aTa NPH HeoOXOAUMOCT.

[NaumentH ¢ 66pevHo yBpexkIaHe

HeobxoauMo € MHOMBHAYyalH3MpaHe Ha AHEBHATa J03a B 3aBUCHMOCT oT OnOpeuyHaTta GyHKLuA.
lNpunoxenara tabnuua cnensa na Gbae M3NON3BaHA C i€ afanTHpPaHe Ha 103ara. 3@ HEMHOTO
npuiaraHe € HeobxoAUMO J1a ce onpejesd KpeaTHHHHOBHAT kiupeHC (CLcr) Ha nauuenTa B ml/min.
KpeatununosusT knupbHe (CLer) B ml/min Moxe aa ce ompenenu OT CTOAHOCTHTE HA CEpPyMHHS
kpeatuHHH (mg/dl), kaTo ce u3noa3sa caeaHara gopmyna.

[140 ~ Bv3pactTa (c00uHu) X Ternoto (kg)]
CLer(mV/min) = e
72 x cepyMeH KpeaTHHHH (mg/dl)




I'pyna KpeaTnuuHOB /032 H 4eCTOTA HA NPHJIOKEHHE
KJIBRPBHC

Hopma > 80 mLl/min ObnuaiiHa QHeBHa n03a, pasneneda Ha 2 10 4
npuema

Jleka 50 - 79 ml/min | 2/3 or oOuyaiiHaTa AHeBHA 1032, pa3aencHa Ha 2

WK 3 mpUeMa

YMepeHa 30 - 49 ml/min | 1/3 or obuuaiinata AHEBHA N03a, pa3feneHa Ha 2
npyema

Texka <30 mi/min 1/6 ot cbnuaiinaTa JHeBHA 0034, NPUIcKEHA

€AHOKpAaTHO
Tepmunanen craauii Ha - I1punoxeHHeTo e NpoTUBONOKA3aHO
61nOpeuna HenoCTaTHLYHOCT

[TauneHTH ¢ YepHOAPOOHO YBpeKkaaHe

[IpH naumeHTH ¢ YepHOAPOOHO YBpeXJaHe He Ce Hajlara anarnrupaHe Ha J103aTa.
KopHripaHe Ha no3ata ce npenopbrsa NpH NaLHEHTH ¢ YepHOAPoOHO U 6BOpetHO yapexaaHe (Bx. Nno-
rope ,,IlaieHTH ¢ 6BO0pEYHO yBpexkaane™).

HauyuH Ha npuaoxkeHHe

TabneTkuTe ce npHemar npes ycrara, HE3aBHCHMO OT BPEMETO Ha XpaHeHe.,
JlHeBHaTa /103a C/1€[Ba Aa Ce NpHeMa B ABa JO YETHPH PaBHOMEPHH NpHeEMa.

4.3 IIporaBonokazaHmug

. CBPBXYYBCTBHTEJTHOCT KbM NHpALETaM, APYrd NUPOIUAOHOBH NPOH3BOJHH HIH KbM HAKOE OT
MTOMOLHHTE BeileCTBa, W3OpoeHH B Touka 6.1;

. LepebpanHa xeMoparus,

. TepMHRalHa 6b6pedHa HEQOCTATBYHOCT;

. Xopes Ha X bHTHHITHH,

4.4 CpeunajHH NpeaynpexAcHHA H NPeANa3HH MePKR HpH ynoTpeba

Edexry Bbpxy arperauunsTa Ha TpoMOoLMTHTE
[lopanu edexth Ha NuMpaueTaM BBPXY arperauysTa Ha TpomGourTHTe (BXK. TOYKa 5.1) ce npenopbusa
NPWIOKEHHETO Ha NPOAYKTA Aa CTasa ¢ MNOBHILEHO BHHMAaHHWE MPH MaLKEHTH C MaCHBEH KPbBOMAIIHB,

TaKHBa C MOBULLEH PHCK OT KBPBEHE (HaMp. CbC CTOMALLHO-YPEBHA A3Ba), ¢ HAPYLIEHUA HAa XEMOCTA3aT4,
MalMEeHTH € aHAMHE3a 3a XEMOparMueH HHCYAT, Chel IOJEMH XHUPYPrHYHH HHTEpBEHLHH {BKI.
JCHTA/IHA XHPYPrus), KaKTO U MNpPH MALHEHTH, KOHUTO NpPHEMAT aHTHKOAryNlaHTH WIH TPOMOOLMWTHH
aHTHarperaHTH (BKJ1. HUCKa 1032 alEeTUNICATMLMIOBA KHCETUHA).

brbpeuta HeaocTaTHEYHOCT
[Mupaueram ce enMMHHMpa 4pez OLOpeLMTe, NOPaaU KOETO C€ M3UCKBA MOBMLIEHO BHMMaHHWE NpH
nauMeHTH ¢ OLOpeuHa HeaoCcTaTBUHOCT (BX. Touka 4.2).

Crapyecka Bb3pacT
[Ipn npoaBmKUTENHO JIEUeHHE C& M3HCKBA PEJOBHO OLIEHSBAHE HA KPEaTHHWHOBHUA KIHPBHC ¢ Lien
afanTUpaHe Ha 103aTa NMPH HeobxoauMOCT (BX. Touka 4.2).

[MpexkbCBaHE HA JEYEHUETO e
[Ipy nanMeHTH ¢ MUOKIOKRYC TpA6Ba Aa ce U30ArBa PA3KO NPEKbCBAHE HA JICYEHUETO X

MOX€E [a NMpeAW3BHKA HEOHaKBaH peUMAHB Ha 3abonsBaHeTo MIH BB30OHOBABaH
(abCTHHEHTHHK NPUCTBHNN).




CBEHOBHQHOKJ’ICT’I:‘IH HEMUA

[Ipn DaUKeHTH CBC CHPMNOBUAHOKIETBYHA AaHEMHA MPHIOXKEHHETO Ha JHEBHA 1033, NMO-HHCKA OT
160 mg/kg Moxe na NpoBOKHUpa peLMIHB HA KpH3aTa.

4.5 BsammopeiicTBHe ¢ APYIH JieKapcTBeHN NPOAYKTH B APYrH GOpMH Ha B3aHMOCHCTBHE

TupeovaHH XOpMOHHU |
[Ipn enHOBpEMEHEH NpHUEM HA MMpaLeTaM ¢ TUpeouaAHH xopMOoHH (T3 + Ts) ce chobiuasa 3a nosea Ha

Oﬁ‘praHOCT, pa3apa3sHHNTENHOCT H CMYLLHEHHUA B ChHA.

AueHoxyMapon
JIaHHHTE OT EAMHHYHO-CANO KIHHHYHO H3MMTBaHE MpPH NAaLMEHTH ¢ TekKKa peLMAMBHPAlIld BEHO3HA

Tpom603a, NUpaueTam, NPHIOXKEH B 103a 9,6 g AHEBHO, HEe IPOMEHS pa3Mepa Ha JO3UTE aLEHOKYMAapor,
HeoOXOAUMH 3a JOCTUTHe cToitHocTH Ha INR 2,5-3,5.

B cpaBHeHHe ¢ €(eKTa Ha allCHOKYMapos, NPHIOKeH CaMOCTOATENTHO, NpUbaBAHETO Ha MHpalleTaM B
AHEBHA 103a 9,6 g BOAW A0 3HAYUTENIHO OHHMKEHHE arperalyaTa Ha TPOMOOLIMTHTE, OCBOGOKIABAHETO
Ha 6eta-Tpombornobynun, croliHocTite Ha dubpuHorena u daxropurte na Bunebpanun (VIII: C; VIII:
vW: Ag; VIII: vW: RCo), kakTo 4 Ha BUCKO3UTETa HA LAJIaTa KPbB H IU1a3MarTa.

DapMaKOKHHETHYHHU B3aUMOAeHCTBUSA

[loTeHuman®sT 3a nekapcTBEHW B3aMMOAEHCTBHA, BOJENl 10 NMPOMEHH BbB (apMakOKKWHETUKATa Ha
nypaLeTaM ce ouaksa aa Obae HHCHK, Thil kKaTo npubausuTento 90% ot npueraTta no3a nUpaLeTam ce
OTAE]A B YPHHATa KaTO HEMPOMEHEHO JIEKapCTRO.

In vitro, nupaueTaM He HHXHOHpa YOBeIUKHUTE YepHOAPOOHM LUTOXpoM P450 m3oensumu CYP 1A2,
2B6, 2C8, 2C9, 2C19, 2D6, 2E1 1 4A9/11 npu koHueHTpauuu ot 142, 426 ¥ 1 422 pg/ml.

[Tpu xoHuenTpauuu ot 1422 pg/ml e HaGnionasaH MUHUMAaeH HHXKHOKpall, eheKT BLPXY aKTHBHOCTTA
Ha CYP 2A6 (21%) u 3A4/5 (11%). Benpexu ToBa, croiiHocTute Ha Ki 3a uHXuOHpane Ha Te3u nBe
CYP H3zodopmu BepoATHO 3HauMMO HaaBMiuaBaT 1422 ug/ml. Te3u gaHHM codaT, Ye MeETabOIHTHO
B3aMMOJEHCTBHE Ha NUpaLIETaM C APYTH JIEKapCTBEHH NMPOAYKTH € MaJIKO BEPOATHO.

AHTHENUNEITTHIIH

[Tupaueram, npunoxen B aAHeBHa 103a 20 g B NpoAb/XeHHe Ha 4 CeJIMHLH He OKa3Ba BIMAHHE BHPXY
MaKCHMAIHUTE W MHHHMANHUTE IUIa3MEHH KOHLUCHTPAUMH Ha AaHTHENHNENTHYHHTE JIEeKapCTBa
(kapbamasenuH, geHuTonH, ¢eHobapOuTtan M BainpoeBa KHCENWHA) APH NAUMEHTH C EMMIIENCHA,
MpUeMallyd MOCTOSHHH JO3H.

Ankoxon

EAHOBpeMEHHOTO TPWJIOKEHHE C aNKOXON He oKa3Ba e(eKT BBPXY CEpyMHHTE KOHLEHTpalMH Ha
nUpaueTaM, KaKTo U KOHUEHTPAUWKTE Ha aJIKOXON HE C€ NMPOMEHAT clield NTEPOPaTHO NPHIOKEHHE Ha
nupaueTaMm B 103a ot 1,6 g.

4.6 @epraauTeT, OpEMEHHOCT H KhPMEHe

bpeMeHHOCT

Hsma noctarbyHO naHHM 3a ynotpeba Ha nupaleraM npH 6peMeHHH KeHH.

HanHuTe OT NMpoyuYBaHWs BLPXY >KHBOTHH HE NMOKa3BaT AMPEKTEH WIH HHAMPEKTEH yBpexxaall edexT
BBPXY OpeMeHHocTTa, eMOpHO/PeTaTHOTO pa3BUTHe, PAKAAHETO WIH MOCTHATATHOTO pa3BHTHE (BXK.
TOYKa 5.3).

[lupaueram npemuHara npea naaueHTapHata 6apuepa. CToliHOCTUTE Ha MAa3MeHUTe K

Ilupaueram He TpabBa 1a ce npuiara nNo BpeMe Ha 6PeMEHHOCT, OCBEH MPH abcon
KOraTo HOA3aTa 3a MalKaTa HalBMLlaBa PHUCKOBETE 3a TUIOJA M HOBOPOJAEH
CBhCTOAHHE Ha OpeMeHHaTa H3WCKBA JIEYEHHE C MUpaLETaM.




KupMmeHe
[Mupaueram ce eKckpeTHpa B KbpMarTa Npu Xopa, Nopaay KoeTo He TpsidBa 1a ce M3NoJi3Ba B nepuoja

Ha KBPMCHC HJTH KBPMCHETO TpﬂGBa na 6bae NPCKPATCHO 3a NEpHoaa Ha JICHCHHE C NMHpaLCTaM.

Heobxooumo ¢ na 6bae B3eTo 00OCHOBAHO pEIUEHHE 33 TpPEKpaTABAaHE HA KbPMEHETO WM
NMpeyCcTaHOBABAHE HA JICHEHHUETO C ITUPALIETAM, KaTO CE B3€ME NMPEABM]I TOJ13aTa OT KbPMEHETO 33 AETETO
WJIK NOJ13aTa OT TepanuATa 3a Makkara.

DepTHANTET
Hsama nanHM oTHOCHO edexTHTe Ha nupaleTaM BEPXY depTHIHTETa IPH X0pa.

4.7 EdexTn BbpXYy cnocobrocrTa 32 modupane H pabora ¢ MamuHM

HakoH oT HexenawuTe peakuuu, HaOmopaBaHM NpH ynotpeba Ha NUpalleTaM, MOFaT Ja OKaKAT
BIIUSTHUE BEPXY CMIOCOOHOCTTA 3a 1BodupaHe u paboTa ¢ MalIMHH, KOETO cnefBa aa 6bae B3ero noa
BHUMaHHe.

4.8 Hexenans JekapcTBeRH PeaKnBH

HanuunMTe 1aHHM 3a MpodHna Ha 6€30MacHOCT Ha NUpALETaM Ca NMOJYYEHH OT NPOBEAECHH JBOIHO-
CJIEMH, TUIALEeD0-KOHTPONIMPpaHH KIMHHYHH WK ($apMaKoNoruyHH npoyusaHua (BletH ot UCB
Documentation Data Bank, ronn 1997r.). Coeumre BiutiouBaT noeeue ot 3000 mauneHTH npuemany
NMUpaLeTaM, HE3aBHCHMO OT TIOKa3aHMUATa, fo3oBaTa $opMa, JHEBHATA 1033 WIH MOMYJIALHOHHHTE
XapaKTEPHCTHKH.

Hexenanure JieKkapCcTBEHH peakLMU HabNIONaBaHU MO BpEME Ha KIMHUYHHUTE TIPOYUBAHHSA U
NOKNaABAHH OT NOCTMAPKETUHIOBHA NMEpUo ca KiacHPHLUMpPaHH NO CHCTEMO-OPraHHH KJIacoBE M Mo
yectoTa. CieHaTa TEpMHHOJIONUA e 61ia H3N0A3BaHa NPH KJIACHGHLIMPAHETO HA HEXETAHUTE PpeakLMH
Mo OTHOLUEHHE HA TAXHATA YecToTa: MHOTO YecTH (>1/10), yectu (>1/100 no <1/10), HeuecTu (>1/1000
no <1/100), peaxu (>1/10000 ao <1/1000), muoro peaku (<1/10000), c Hen3BecTHa yecToTa (4ecTOTATA
HEe MOXe J1a Ople onpeaeneHa OT HAIUYHHTE JaHHH).

JIaHHHUTE OT MOCTMApPKETHHIOBHA OMNMT Ca HEZOCTATLYHH, 3a 1A Ce NOAKPENH M3YMCIEHATA YeCTOTa B
TpeTUpaHaTa MoMmyJjanus.

Hapymienassi HA KPbBTA H JIHM(QHATA CHCTEMA
C Heu3BECTHa YeCcTOTa: XeMOparuyHK HapylleHHS

Hapymenns Ha HMYHHATA cCHCTeMa
C HeuzBecTHa yecTOTa: aHAQHNAKTOHAHH PAKUKH, CBPBLXUYYBCTBUTENHOCT

II¢cHXAYHH HAPYIIEHHA

HecTH: HEPBHOCT

HeusecTu: nenpecus

C HensBecTHa yecToTa: Bb30yaa, TPEBOKHOCT, 00BPKAHOCT, XaIOLMHALIUN

Hapymenns na HepBHATa CHCTEMa
YecTH: XUNEpKHHE3NA

HeuecTH: COMHONEHTHOCT

C HEeM3BECTHA YECTOTAa: aTakCHA, HapYLIEHO PaBHOBECHE, BNOLIABAHE HA ENMWIENCHATA, IV1aB oaue,
6e3chHME RN

HapymeHua Ha yxoro n JAaOHpHHTA
C Hen3BECTHA YECTOTA: BEPTHUIO

CroMamno-9YpeBHH HAPYIIEHHS
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C HensBecTHa uecToTa: 60s1ka B obnacTra Ha Kopema, 601Ka B ropHaTa 4acT Ha KOpeMa, IMapHs, rajeHe,
NOBpbLlaHe

Hapymeﬂﬂn HA KOXKATA H NOAK(OKHATA ThKAH
C Hen3BeCTHA YeCTOTa: dHMOHEBPOTHYEH OTOK, AEPMATHUT, NPYPHTYC, YPTHKApUA

O6mu HapymenHs H epeKTH HA MACTOTO HA MPHIIOKEHHE
Heuectu: acteHns

Hicenpanus
YecTH: NOBHLIABAHE HA TErJiOoTO

Crobujapane Ha NOJO3UPAHH HEXENAHH PEaKUWH
CtobaBaHeTo Ha NOJO3HPAHH HEXKEJIaHH peaKkLuH cnell paspellaBaHe 3a ynorpeba Ha NeKapcTBeHHS

MPOAYKT € BaXkKHO. TOBa Mo3BoOJIABA Ja NPOABLIDKA HAOMIOZEHHETO HA CHOTHOLLEHHETO 110/13a/PUCK 34
NeKapcTBeHUs NPOAYKT. OT MEIHLIMHCKHTE CMELIMATHCTH Ce H3UCKBA Aa ChoOLIABaT BCAKA MOI03HPaHa
HeXeNlaHa peakLus ypes:

H3nbnuuTenHa areHums rno 1ekapcTpara

yia. ,Jlaman I'pyes* Ne 8

1303 Codus

Ten.: + 359 2 8903417
yeGcalT: www,bda.bg

4.9 IIpeao3zupane

CuMnToMHu
He ca nabmonapany JOMbIHUTENHH HEXeNaHH CbOMTHS, KOHKPETHO CBBP3aHH C MPESO3HPAHE C
nApaLeTam.

Haii-sucokara npHeTa nepopanHa 103a, MPH KOATO € AOKIAABAaHO NpeLo3upaHe ¢ mupaueTam e 75 g.
KspBaBaTta nuapus ¢ 601xu B obnacTra Ha KOpeMa Hali-BEepOATHO € CBBP3aHa ¢ H3K/IIOUKUTE/IHO BHCOKATA
N03a CopOUTON, ChbABbPAKALL CE B U3MNON3BAHATA JIEKAPCTBEHA (hopMa.

Mepku
[Ipu ocTpo, 3HaYHMO Npeno3upaHe € HeOOXORMMO M3NpPa3BaHe Ha CTOMAaXa ype3s CTOMallHa NIPOMHBKa

HWIM TMNpeau3BHKBaHe Ha nospbllaHe. He e wu3Becred cneunduuen antupor. JleueHuero Ha
NpeNO3UPaHETO € CHMITTOMAaTHYHO, KAaTO MOXKE Ja BKIIOuYBa M XemoaHanusa. EdexruBHocTTa Ha
OTAENIHE HA NMHMpaLeTaM npu aManusa € 50 po 60%.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 <PapmakoIHHAMHYHH CBOHCTBA

®apmakoTepaneBTHYHa rpyna: J[pyrud NcHXoCcTHMY/aHTH M HOOTPOTIHH CPEACTBa
ATC koa: NO6BX03

IlupauetaM € nUpoauAoH (2-okco-l-nmuponuanHaLeTaMHO), LUMKAWYHO TNPOW3BOOHO HA rama-
aMuHoMacneHnara kucennna (GABA).

MexaHH3BLM Ha AeHCTBUHE _
OT HaNMYHHUTE aHHH CE MPEArIoNnara, Ye OCHOBHHUAT MEXAHH3BM Ha ASHCTBHE Ha NTUpaL), gﬁf
KJ1€TbUYEH, HUTO OpraHocneunQHyeH. =

3aBUCHM M TIPEAW3BHKBA BBH3CTaHOBABaHE Ha MemOpaHHara namenapHa CTPYKTypa
obpasysa noaswxeH naekapcTBo-pochonunuaeH komiuieke. BeposTHO no Tozm

B
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noaodpsAsa ycTONUMBOCTTa Ha MeMOpaHaTa W BE3MOMXHOCTTa Ha MeMOpaHHHTE M TpaHcMeMmOpaHHM
NPOTEHHHW Ja NMOARBLPXKAT W Bb3CTAHOBABAT TPHH3IMEPHATa CH CTPYKTYpa WIH OFbBaHETO, KOHTO ca
BAXKHH, 3a [a Ce NOoINbpKA EPEKTbT UM.

DapMakoIoruiHHu eheKTH

[Inpaneram npuTekaBa HEBPOHAIHH K CHAOBH €GEKTH.

Heeponannu egpexmu
ExcnepHMeHTaNHO € yCTaHOBEHO, Ye MHpalieTaM NoAoOpABa NPOLECHTE HA HEBPOTPAHCMHUCHA, OCHOBHO
4pe3 MOCTCHHANTHYHO MOJEAHPAHE Ha PELIENTOPHATA MITBTHOCT H aKTUBHOCT.

[Tupaueram nonoGpssa no3HaBaTeNHUTE NPOLECH KaTO 06yueHHe, TAMET, BHUMAaHHE U Ch3HAHHE, KAKTO
NpH 34paBH MHAMBKHIH, TaKa U NPH CBbCTOAHUA HAa HEAOCTATBUHOCT, 6e3 Ja BOOM 10 cenalus H
NCHXOCTUMYAHpALLH edeKTH.

[Tupaueram 3ana3sa W BB3CTAHOBABA MO3ZHABATENHUTE CMIOCOOHOCTH Cllel YBPEXAAHWA HA IIABHUA
MO3bK, Harp. BCI€ICTBUE HA XHITOKCHA, HHTOKCHKAUMA H CNell €1IEKTPOKOHBYJICHBHA Tepanus.

I[penoTspaTaBa NpOMEHHTE B MO3bHHATa GYHKLIHMSA NPH XUITOKCHA.

Cwvooeu eghexmu

[TupaueraM yBenuuapa NiacTH4HOCTTa HAa EPUTPOLIMTHTE, HAMANIABA arpPerauMsaTa Ha TPOMBOLMTHTE,
€PUTPOLIMTHATA CHAOBA AOXE3MS ¥ KANMWIAPHHMA BAa30CMa3bM, B PE3yNTaT Ha KOETO OKa3Ba M3paseH
XEMOpPEONOrHyeH edexT:

. EdexTn PLpXY epHTPOLMTHTE
Ilpy nauueHTH CbC CHLPNOBUAHOKIETBYHA aHEMHMs NOAOOPABAa €NacTHYHOCTTA HA EPUTPOLIMTHATA
MeMbpaHa, HaManaBa BUCKO3HTETA Ha KPbBTA M Mpeanassa oT o6pa3yBaHe Ha (opMaLMHy.

. EdexTu BbpXy TpoMOoLMTHTE

JlaHHH OT OTKPHTH KIIMHHYHH W3NHMTBAaHHA NpPHU 3ApaBH JOOPOBOLM H NPH NALIMEHTH ¢ (PeHOMeHa Ha
Raynaud couat, ye npHIOKEHHETO Ha NUpalLieTaM BbB BHCOKH 103H (12 g) BOAW IO M03a-3aBHCHMO
HaManeHHe Ha QpyHKUMHTE Ha TPOMOOLIMTUTE B cpaBHEHHE ¢ 5a30BUTE CTOWHOCTH (TECT 3a arperauus
HHAayLMpaHa oT ADP, xonareH, enuHedgpHH H ocBoboxxaaBaHe Ha Gera-TG), Ge3 3HaUMTENHH NPOMEHH
B Opoa Ha TpomOouMTHTE. B Te3u M3NUTBaHHA MUpaLeTaM yIBKABA BPEMETO HAa KbPBEHE.

. EdekTH BbpXY KpBBOHOCHHTE CHAOBE

Muxubupa BazocnasbMa W NPOTHBOAEHCTBA Ha e(eKTHMTE Ha CHa3sMOreHHHTe BellecTBa. He oka3Ba
BasOAWIAaTHPALLO JEHCTBHE M HE MPEAH3IBHKBA (PEHOMEHA HA ,,OTHEMAHE", HE NMOBIIUABA KPbBOTOKA, He
NpHUTEXKAaBa XMIIOTEH3UBEH edeKT.

[Ip# 3npaBu 1oOpoBOLH NMHpaleTaM HaMaliABa aJXe3nATa Ha EPUTPOLIMTHTE KbM ChIOBHS EHAOTEN W
OKa3Ba MNPAKO CTHMYJ/IHPALLO AeHCTBHE BBPXY CUHTE3a Ha NPOCTALMKINWHH B 3APaBHA €HI0TEN.

. Edextn BbpXYy GakTOpHTE Ha KPBBOCHCHPBAHE
Ilpu 3apasu 106poBONLM NHpaLeTaM, NPHIOKEH B AHEBHa 4032 OT 9,6 g, HamansBsa IU1a3MeHHTE HHBA
Ha ¢ubprHoren u daxropure Ha Bune6pann (VIII : C; VIII : R : AG; VIII : R: vW) ¢ 30 10 40%, B
CPaBHEHHE C H3XOLHUTE CTOHHOCTH, H YBE/IHYABa BPEMETO Ha KbpPBEHE.

ITpn nauMeHTH ¢ MbpPBHYEH WIH BTOpHUEH deHomen Ha Raynaud nupaueram, npunarad B IHeBHa 1032
8 g B nMpoawkeHHe Ha 6 Mecella, HaMansBa IUIa3MeHMTe HMBA Ha (MOpuHOreH M dakTopuTe Ha
Bunebpana (VIIl : C; VIII R : AG; VIII R : vW (RCF)) ¢ 30 no 40%, HaMansBa BMCKO3UTETA Ha
Mn1a3Mara ¥ yBen4aBa BPEMETO Ha KbpBeHe. JlaHHH OT ApYru NpOYyYBaHMA COUaT 3a OTCHCTBHE Ha
CTAaTUCTHYECKH 3HAYUMa pa3nuKa Mexay NHpaLieTam, NpHIOXKEH B AHEBHA Jo03a 12 g, u o
OTHOLUEHHE HA eEKTHUTE BEPXY NOKA3aTENIHTE HA XEMOCTA3aTa M BPEMETO Ha KbpBEHE.

5.2 QPapMakoKHHETHYHHE CBOHCTBA

Abcopbuus




[Iupaueram ce pezopbupa 01p30 U NBRHO ciel NEPOPANHO NPHUIOKEHHE, KATO MAKCHMATHH IL1a3MeHH
KOHUEHTPaUHH ¢e goctdraT | uac cnea npueM Ha rnagHo. buoHanWuHocTTa cnen nepopanHo
npunoxexrue € noutu 100%.

XpaHaTa He oka3Ba e(peKT BbpPXY CTEMNeHTa Ha abcopOLms, HO HaMansnBa cTOHHOCTHTE Ha Chax C OKONIO
17% 1 yBenuuyapa Te3M Ha tma 0T 1 10 1,5 uaca.

CTOMHOCTHTE HA MaKCHMATHHTE IUIa3MEHH KOHLEHTPALMH CJie[l NPUnaraHe Ha eJHOKpaTHa 103a OT
3,2 g ¥ crieq MpUJIoKeHHE Ha ChlaTa 033 TPH MbTH AHEBHO A ChOTBETHO 84 pg/ml v 115 pg/ml.

Pasnpeaenenune

[Mupauneram He ce cBbp3Ba C M1a3MEHUTE MPOTEHHH, a 0OEMBT Ha pasnpeneseHHe € MPUBIHIUTENHO
0,6 I/kg. [TpemuHaBa KpbBHO-MO3bYHaTa HapHepa, KAaTO Clel HHTPABEHO3HO MPHIJIOKEHHE CE OTKPHBA B
LLepeOpOCNTHHATIHATA TEHHOCT, 8 BPEMETO 3a JOCTUraHe Ha MAKCHMATHM KOHLIEHTPALMK € 5 yaca cneq
npueMa. ENMMUHAIIMOHHHUAT NOAYKHBOT € 0KoNo 8,5 yaca.

ExcnepUMEHTaIHX JaHHM TpH KMBOTHH [I0KA3BaT, Y€ HAlW-BUCOKH TbKAHHM KOHUEHTPALUMH Ha
nupaueTam ce JOCTHrar B nepebpanHua kopTekc (GpoHTaNeH, NapHeTaNeH H OKLMIHTANEH N41), B
KOpaTa Ha MaJIKUg MO3bK H Oa3zaHUTE raHIIHH.

[lupaneram AHdysupa B MOYTH BCHUKM TBKAHH C M3KJIIOMEHHE Ha MacTHaTta ThkaH. IlpeMuHaBa
ruiaueHTapHara Oapvepa U epuTpouMTHaTa MeMOpaHa B OTAENHH CiTyuaH.

buorpancdopMalns
B uoBelIKMS OpraHM3bM NHpaueTam He ce MeTabonu3upa, KoeTo 1apa OOACHEHME 33 YAB/LKEHHS
NOMTYXHBOT NPH NAaLUHEHTH ¢ aHYPHA U 32 BUHCOKOTO MY ChIAbPKAHHUE B YPUHATA.

EnuMuHupate

Cnea nNepopaiso NpHAOKEHHE TUIA3MEHHAT MONYXKHBOT MNMPU BBIPACTHM € OKONo 5 waca. OOLIMAT
Teneced KIHpbHC € 80 — 90 ml/min. Exckpetupa ce 0CHOBHO nocpeacTBOM rnoMepyiHa ¢uirpaums,
KaTo NO TO3W HaYHH OT OpPraHU3Ma ce eTMMHHUpaAT ¢ yprHaTta 80 — 100% oT npunoxenara n03a.

JIuHeliHOCT/HeTUHEHHOCT

[Tupaueram uma nuHelHAa KMHETHKA M HHMCKa WHTEPUHAUBMAYAIHA BapHabGMIHOCT B IUMPOK HO30B
nuanasoH — 0,8-12 g. ENMMHHaLMOHHUAT MOTYXKBOT H KIIHPBHCHT HE C& MPOMEHSAT B 3aBUCHMOCT OT
A03aTa U NPOABIKHTENIHOCTTA Ha JIEUEHHETO.

neUUPUYHH [ONYJIaLHU
Ion
B npoy4BaHe 3a JOka3BaHe Ha OHOEKBMBANEHTHOCT, B KOETO C€ CPABHABAT Pa3iMuHH NPOAYKTH,
MPHIOKEHH B 11034 OT 2,4 g, € YCTAHOBEHO, Y€ CTOHHOCTHUTE HAa OCHOBHHMTE (apMakOKHHETHUYHH
nokasatenH (Canax U AUC) ca npubnusurento 30% no-BHCOKM NpH XKEHH, AOKATO CTOMHOCTHTE Ha
KJIWPBHCA B 3aBUCHUMOCT OT TE€AECHOTO TEITIO Ca CPABHUMH NPU MBIKE H KEHHU.

Paca
HsaMa nanum 3a pacosu pasnuuus bB $apMakOKUHETHYHOTO TIOBEICHHE HA NHpaALIETaM.

Cmapuecxa év3pacm
ENHMHAHAUHOHHHUAT NMOMYXKUBOT € YAB/DKEH, KOETO € CBbP3aHO ¢ 00HualiHO HamaseHaTa 6b6peuna
GYHKUMA NTPHU Ta3M nomyJauus (BxkK. Touka 4.2).

[Teduampuyna nonyarayun
Hsama 1aHHu oT GpapMakOKHHETHYHH NMPOYYBAHUA B Ta3H Bb3PaCTOBA rpyna.

Yepedena 6vbpeuna Qyruxyun
KAHPBHCHT Ha MHpaleTaM KOPeinpa CbC CTOHHOCTHTE Ha KPEaTHHHHOBHA KJIHPBHC,
NauMeHTH ¢ yBpeaeHa ObOpeyvna ¢yHkuus no3ata TpsbBa Aa ce HHAMBUAYATH3UD
CTORHOCTHTE HAa KPEATHHHHOBUSA KITUPBHC (BXK.TOuka 4.2).

-




1pn nauneHTH ¢ TepmuHanHa 6BOpeyHa HEJOCTATHLYHOCT H aHYPHS €JTHMHHALIHOHHHUSAT NONYXKHBOT Ce
yaBwmKaBa 10 59 yaca. Ilpu 4-yacoBa auanu3sa, GppakuMoOHHO ce oTaenaT okono 50-60% ot npunoxeHara

A03a.

Vepeoena yveprodpobua pynxyus

Edexture Ha HapyweHaTa yepHOApoORA QYHKUMA BBPXY (HApMaKOKHHETHYHOTO [OBEJCHHE Ha
ndpaueTaM He ca rnpoydeHd. [lupaueram He ce Mertabonusupa B uepHua apod, a 80-100% ot
NPUIOKEHATA 033 C¢ €/IMMHUHHpaA C YpHHAaTa B HenpoMeHeH BuUA. Hapyiwenusra B uepHoapoOHara
¢QYHKLMA HE ClieJBa J1a OKa3BaT KIMHUYHO pelieBaHTEH e(eKT BbPXY ETMMHHHUPAHETO HA MTHPALIETaM.

5.3 IlpeaknBHHYHA NaHHH 3a Oe3onacHoCT

HexnuHuuHMTE AaHHM HE Moka3BaT ocobeH pHCK 3a xopa Ha 0a3aTa Ha KOHBEHLMOHATHHTE
¢apMakoIOrHYHH MNPOYUBAHHA 3a 0€30MaCHOCT, TOKCHYHOCT MNPH MHOFOKPaTHO NpHIaraHe,
F€HOTOKCHYHOCT, KaplUHHOTE€HEH TMOTEHUHAN, PENPOAYKTHMBHA TOKCHYHOCT M TOKCHYHOCT  BBDXY
Pa3BUTHETO.

HHPHHET&M € BCLHICCTBO C HHUCKA TOKCHYHOCLT. EKCHCPHMEHT&IIHHTG JAHHK COYaT 334 OTCBHCTBHE HA
CI'IEI.IHQ)H‘-{HH OpraHHa TOKCHYHOCT.

6. PAPMANEBTHYHH JAHHH

6.1 CnHCBHK HA NOMOIMHHTE BElleCTBA

Konoeuaox

KpockapmMenosza HaTpHii

Konoupanen cunuuuer nuokcua, 6essoaeH (Aerosil 200)
MarueaueB cTeapar

[lomouinu BeulecTsa 3a PUIMOBOTO NOKPHTHE Ha TabneTkaTa:
Onappaii Il ban 33G28707

(xMnpoMeno3sa, THTAHOB JHOKCH, 1AKT03a MOHOXHAPAT, MaKporosl, TPHALETHH)
6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpoxk narognocr

2 roauHH.

6.4 ChnensajaHH YC/I0BHSE HA ChXpPaHEHHE

Ha ce cuxpanasa nog 25°C.

6.5 BuaH cbLALpXKAHHE HA ONMAKOBKATA

HeceT 6pos Tabnerkn ca onakosanu B PVC/PVAC u anymuuHeBo donuo.
2 (nsa) 6pos 6ancTepu no 10 6pos TabneTkH , 3a€AHO C TIUCTOBKA, CE€ MOCTABAT B KAPTOHEHA KYTHS.

6.6 Crensajnu NpeANazHH MEPKH NPH HIXBbLpJIAHEe H paboTa
Hsama cneuHanHy U3UcKBaHuA.

HewnsnonspaHuAT nexapcTBeH NPOAYKT WIKM OTNaObYHUTE MaTepHalu OT Hero Tpsabaa
B CbOTBETCTBHE C MECTHHTE M3UCKBAHHSA.




7. IIPUTEXATEJI HA PABPEILIEHHETO 3A YIIOTPEBA

AAHCOH-BI' OO

ya. ,,Otell [lancuit Ne 26
2400 Papomup

Bvarapus

Ten.: +35924519300

e-mail: office@danhson.com

8. HOMEP HA PASPEUIEHHUETO 3A YHHOTPEEFA

PervctpauudoHeH Ne

9. JATA HA ITHbPBO PAZPEHIABAHEMIOJHOBABAHE HA PA3ZPEINIEHHMETO 3A
YIIOTPEBA

JlaTa Ha MBPBO pa3pellaBaHe:

10. JATA HA AKTYAJINZUPAHE HA TEKCTA
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