MURICTEPCTBO RA SEPABEORASBAHETO

Nipiaoxende kb
paspewmanc a2 yreTpeda i Moty G4l 2.0

629(51.01.0% ‘

KPATKA XAPAKTEPHCTHKA HA MPOJIVKTA
NOOTROPIL® 1 g/5 ml

1. TrproBexko uMe Ha JeKaPCTBEHHS OPOAYKT

NOOTROPIL ® Hootponun/
NOOTROPIL ® (piracetam) 1 g/5 ml aMnyny 3a HEXSKIHE

2. KoaugecTBEH H KAYECTBEH CHCTAB

Ezpn ml nmxexnpone pazteop NOOTROPIL @ cppspika 200 mg piracetam.
- 5 mlaMnyna ¢ pasTBOp 33 HEXKEKUHH CEARpxa 1 g piracetam.
3a mOMOLIHKTE BEIECTRa BIK T. 6.1.

3. Jekapcerresa opma
NOOTROPIL ® 1gf5 ml nmxekinioneH pasreop: OHCTEpP Oe3LBETEH pasTBOp

4, Knnnu4nH JaHBH:
4.1. Ilokaszannsa:

Beapacrun:

- CHMOTOMATH4HO JIEUCHHUE Ha NICHX0-OPraHHYeH CHHAPOM CBC CICAHHUTE NPOABH: HapyIleHue
HA NAMETTa, HapYMeHUs Ha BHUMAaHHETO | JIMICA Ha MOTHBAIHSL.

- JleyesHe Ha NOCIEACTBHA OT MCXEMHuYHM NepeOpoBacKylapHH HHUMACHTH, NO-CIELHANHO
ahazug.

- Jleuenue Ha KOPTHKaNEH MHOKAOHYC, CaMOCTOSTENHO MIH B KOMORHaUMS.

- Jleuenne Ha BEPTHrO H CBEP3AHHUTE C HETO HApyIEHHsA Ha PABHOBECHETO, C H3KIIOYEHHE Ha
3aMagHOCT OT CHXWYEH NPOH3XOX,

Jdena:
- Jleuenue Ha ANCIIEKCHA B KOMOMHALKA ¢ HOAXOASIY MEPKH, KATO FOBOPHA TeparHi.

4.2. Jo34poBK2 4 HAYHH HA yHoTpeda

B cnysanm Ha napenTepanHo NpHaoxeHHe (HAaOpHMep IIPH 3aTPYAHEHO TMperibllaHe,
Ge3cE3HaHNE) OLPEASicHATa JHERHA J033 CE IPHIIAra HHTPOBEHO3HO.

AMIy/HTE 32 HRETPABEHO3HO MPIIOKEHUE CE NPANATAT B PAMKHTE Ha HSKOJIKO MUHYTH.

TIpy nH(QY3HOHHO NPUNCKEHHE NpenopbYyaHata JHeBHa H03a ce mpuiara moj ¢opmara Ha
MPOXBIDKATENHA HHDY3HA 33 24 yacoB NEpHOA.

B zasECcHMOCT OT HHEHKAHATE ¢4 ONpe/lelicHN CICAHHTE NHEBHH JO3H:

-
.
P

CHMIOTOMATHYHO JiedeHHe H2 NCHX0-0PraiEyHE CHHAPOMM S
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Tlpenopryanara qHEBHA fo3a Bapipa or 2,4 g no 4,8 g, pasnenenn Ha 2 v 3 OTOENHE A03H.

Jleuenne Ha RGCAESACTEAS OT HCXEMIYHH HepeGpOBaCcKyA2pHE HHOHIEHTH, HO-CHEHHANHO
aasns,

B nomocTpus cTanvd M NpH XpOHWYHHUTE GopMH ( Bede yCTaHOBEHH Hali-Manko ciex 15 nuw)
JiHepHara no3a Bapupaor4.8n06 g, .

Jlewenne na MHOKJIOHYC ¢ KOPTHKAJIEH IIPOH3X0X

Tpsbea aa ce zanouke ¢ 7,2 g AHCBHO, [a ce yBeauyaea ¢ 4,8 g fHEBHO Ha Beekd 3 fo 4 guH A0
MaKkcuMyM 24 ¢ nHEeBHO, KATO AHEBHATA 5034 CE PasnmpeneH Ha 2 MIH 3 RpueMma.

Jleyenuero ¢ ApYyr¥ aHTHMHOKIOHHYHH JieKapcTBa TpsibBa fia ce mposexja Mpd chliaTa
J03HpoBKa. B 3aBHCHMOCT OT NOCTHIHATHA KIHHWYCH PE3YNTAT, aKO € BE3MOXHO AO3HPOBKATA
Ha JIDYTH TaKuBa JeKapcTBa TpAOBa Aa ce HaManiu.

Crnep zanouyBaHe Ha JleyeHHeTO ¢ piracetam, TO TpsbBa Aa NPOOBIKM JOKAaTO TEPCHCTHpA
CCHOBHOTO Lepedpaiino 3abonasaHe.

TIpyu manuenTH ¢ OCTEP eNM30[, CIEH BpeMe MOXe Aa ce HabmoRapa ClioNTaHHA EBOJIOLA H Ha
BCEKH 6 Mecela Tpa0Ba A2 ce ONNTBA HaMalsBaHE Ha A03aTa MIH NPEKECBaHe Ha JCUSHHETO.
Topa TpaOBa jAa ce cTaba upe3 HaMalisBaHe K03aTa Ha nupaueraM ¢ 1,2 g Ha Beekw KBa AuM (Ha
Beeky 3 unu 4 gen npd Lance and Adams syndromie), ¢ nen npeAoTBpaTABaHe BBE3MOXKHOCTTE 32
BHE3AIIHO BNOLIABAHE M HOB HPHCTBHIL

Jleyenue Ha BEPTHIO
IIpenopryakarta JHEBHA 032 BapHpa oT 2,4 g 50 4,8 g, pasperneHa Ha 2 umu 3 npueMa.
JleneHHe Ha AHCAEKCHE B KOMOHHAIMSI ¢ TOBOPHA Tepanns

TIph nepa oT 8 TOOMHM K IOHOIIM NPENopEYaHATa JHEBHA K032 € OKONO 3,2 g, pasfeicHy Ha ABa
IpHeMa

IpomsaHa Ha 7io3HPOBKATA HPH NANHEHTH B HAPEAHAIIA BEPACT

TIpenoppyBa ce NpoMsHA Ha 03aTa NPy NAlMEHTH B HalpeIHANA BB3pacT ¢ HapyleHa Ox6peuna
dynroms ( Bk no-gony “IIpoMssa Ha jo3aTa NPH NanMeHTH ¢ 650peuHo yBpexnaHe™)
IIponsIDKATENHOTO JISYEHHE NPH NAHEHTH B HAlpeAHana Bb3pacT H3HCKBA PeIOBEH KORTPOI Ha
KpEeaTHHHHOBHS KIMPHHC © HeN afalTHpaye Ha A03aTa NPH HeoOXoauMOCT.

IHpoMAna ua xo3ata Apy DauHeHTH & OLOpeYHO YBPEXIaHe

Juepnata mo3a TpsOBa Aa ce HHIMBHAyaM3Upa B 3aBHCHMoCT OT OnOpesnara dynxima. 1lpu
HeOGXOAMMOCT H3MO/3BaliTe NMpPHUAOKEHaTa NO-A0Ay TabNMOa 32 KOpPeKIHs Ha Aosara. 3a
npunaraHe Ha TasH Tabnuna ¢ HeoGXoAMMO Ja Cc ONpEACHM KpPCaTHHHHOBHUSA KJIHPBHC HA
nanmenta, uspaseH B ml/min (CLecr). CLer B ml/min Moxe Aa ce ONpefend OT CepyMHHA
kpeatuenH (ing/dl) ¢ noMoniTa Ha cneAnara gopmyna;

[140 — pB3pacTia (roaunn)] X Ternoto (kr)
Cler= (% 0.85 npu xKeHuTE)
72 x cepyMeH KpeatHHus (mg/dl)
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I'pyna Kpearununos Jo3a K yecTOTA HA

KiHMpBHe (ml/min) TIpHNarakle
Hopmanua >80 obuvaiinara JH. 1033, pasfeiieHa Ha 2 1o 4 npreMa
Jlexa 50-79 2/3 ot obuuaiinata JH. foza, Ha 2 wiy 3 npHeMa
Ymepena 3049 1/3 or obudalinata AH. £033, Ha 2 npHeMa
Texka <30 1/6 ot oDuuaiinara JH. 1033, NPHETa HABSAHLK
IlanuenTH B KpaeH cTajHy - TIPOTHRONOKA3HO

Ha HApYISHHE

TIpomsaHa Ha 02aTa IPH HAHHEHTH ¢ YepHOApoGHO YBpEKAaHe

Ilp¥ nanueHTH camMo C 4epHOApODHO yBpeikiaHe He ce W3HCKBA HMpOMsSHA Ha Jlo3aTa. TakaBa
IpoMAHa CE€ HNpEenophyBa NPH NANMeHTH C YepHoapoOHo M OwOpeuHo yspexiane. (Bux
“IIpoMsHa Ha 03474 NpU NalMeHTH ¢ 6EOpewHO yBpexkAane” No-rope).

21.11.2005 r.
4.3. IIpOTHBONMOKA3AHHS

CRpPEXUYBCTBHTENHOCT KbM NMpAUETaM Wid ADYTH NHPOJHMHOHOBH HPOH3BONHH, KAKTO H KBM
HAKOE OT TIOMOLIHHATE BEIIECTRA.

ITspaneraM e MPOTHBOMOKA3aH NpH NalKeHTH ¢ nepedpanda XeMoparus.

Inpaneram e ApOTHBONOKA3aH NpH MAllMeHTH B KPacH CTafHii Ha OBOpeYHO yBpeKAaHe.

4.4 CuengajiBgl GpeaylpeRicaus H CHenHAIHH HPEANASHE MEpKH 32 ynorpeda

Iopagu edekta Ha TWHpageraM BepXy TpomOonutHara arperamus (Biok  T.5.1
dapMakoAMHAMUYIHE CBOHCTBA) € HeoDXOAHMMO BHMMAHHE TIPH NAllMEHTH C HapylleHHs B

XEMOCTa3aTa, FOJIEMH XUPYPrUUHH HHTEPBEHITAH MM TEXKA XEMOParus .

Iupaneram ce eMMMHHAPA Hpe3 OLOpenuTe, HOPajH TOBA € HEOOXOMMMO CHCHHANHO BHHMaHNe
B CyYay Ha Os0peuHa HEQOCTATEYHOCT. (BiX T. 4.2.)

IpoAEIPKHTEAHOTO A€UEHHE NIPH TIAlHEHTH B HaNpeAHala BE3PacT H3KUCKBa PEIOBEH KOHTPOI Ha
KPeaTHHRHOBHA KITAPBHC ¢ KEll afanTHpaHe Ha J03aTa pH ReodXonuMocT.

TIpx nauueHTH ¢ MEOKIOHYC Tps6Ba a ce H30Arsa pA3KOTO NPEKECBARE Ha JIEYEHHETO, THH KaTo
TOBA MO A2 OBERE AC BHE3ANTHO BIOIHABAHE UIHM HOBA arTaka.

4.5.JiekapcTBeHA H APYTH B3auMoAeiicTeusn

IIpn epuoBpeMeHHO JeueHHe ¢ TupoufeH ekcTpakt (T: + Ty) € crobuieHo 3a moABa Ha
o0BpKAHOCT, pa3ApasHUTENHOCT M CMYILCHHS B CHHH,

[y6nukyBaHUTE PE3YNITATH OT ABOHHO-CIINO HpPOYYBAHE HPH NAUHEHTH ¢ TEXKa XPOHHYHA
BeHO3HA TpoM0032 MoKaspar, 4e mupaueram 9.6 g/d He npomens HeoﬁxognMa'ra 3a, Jlacmraﬂe Ha

-
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INR 2.5 po 3.5 poza aneHokymapol, HO cpasHeHO ¢ edexra caMo Ha aNeHOKYMApOT,
npubassaHera Ha HEpaneTaM 9.6 g/d BogM Ao 3HAYUTENHO HaMalkBaHe Ha TpoMmOODHTHaTa
arperanusi, oceoboxnapanero Ha B-tpoMbornoOyniH, EMBaTa Ha GubpuHoreHa 1 (akTOpHTe Ha
Willenbrand ( VIIL : C; VIIL: vW : Ag; VIII : vyW : RCo), xakTo H HamangpaHe BHCKO3HTETa Ha
KpPbBTa ¥ Iia3Mara.

BesmoxpocTra 33 JIGKApCTBEHH B3auMONCHCTBHA B pesynTar Ha [NpPOMeHH BEB
(dapmakoXHHeTHKaTa € Manka, Tl karo npuOmmsurenHo 90% ot fozaTa Ha OHpalieTaM ce
OTHEjsA ¢ yPHHATE B HEOPOMEHEH BHA,

In vitro, pitacetamn ne auxuOHpa H304OPMATE HA MIABHHS YOBEHIKH YepHOAPODEeH KOMINeKc
nuroxpom P450 ( CYP1A2, 2A6, 2B6, 2C8, 2C9, 2Cl19, 2D6, 2E1, 3A4/5 u 4A9/11) npu
xoHuenTpanmy 142, 426 u 1422 pg/ml._TIpn xonnentpamus 1422 pg/ml ¢ Habonaead Mambk
uexubuTopeH edekt Ha CYP 2A6 (21%) u na 3A4/5 (11%). Benpeku Toea cTOWHOCTHTE 3a
uHxubupane Ha Teszn Ape CYP usodopmu Tpabea sHayuTENHO Aa Hapsuwasar 1422 pe/ml. Eto
3210 HE ce O4¥aKBaT MeTaDONUTHH B3aHMOACHCTERA HA MHDALICTAM © NPYI'd JISKapCTBa.

JueBna xo3a ot 20 g nupaleraM noegye Ot 4 CeAMEIH He TPOMEHS MHKA U CEPYMHUTE HHBA Ha
auTHeNHAENTHYHNTE NekapeTea ( kapOaMasennH, (eHWTOUH, $eH00apORTOR H  BaNNpoaT) MpH
TARMEHTH C CIUNENCcHs, TPHEMaly OCTOSHHHA KO3H.

EQHOBpeMEHHHS NpPHEM Ha aJIKOXOJN HE NPOMEHsi CEpyMHMTE HHBAa Ha NUpaleraM, KakTo H
HHBaTa Ha aNKoXoJia He ce NPOMEHAT npH 1.6 g nepopanea 033 IHpaHeTaM.

4.6.BpeMeHHOCT H KEPMEHE

IIpoyuBaHuATa BBPXY OpeMEHHOCTTA, Pa3BUTHETO HA INIOAA, PAXAAHETO M [OCT-HATATHOTO
Pa3BHTHE NPH JKHBOTHH He Ca MOKa3aJl NPSKO HIIH KOCBSHO BPe/IHO BE3/ICHCTBHE.

Hama paHHM OTHOCHO ymoTpebara Ha mupaueram npd OpemenHu. IIupaneram npeMHHaBa
mianeHTapHara Gapuepa. Husata y moropomenn ca npubmusutenno 70% no 90% or Tesm y
Maiikara. TTupaieraM He TpAOBa [a ce HpHiara o BpeMe Ha OpeMeHHOCT, OCBeH npH abconoTHa
HeoOXOMHIMOCT.

IMupaneraM ce OTAENS B JOBEIIKaTa KbpMa, CriefoBaTeiHo ynioTpebata My Tpsa0Ba Aa ce u3barsa
Mo EpEME Ha KbpMeHe HIIE KBpPMEHEeTO TpsACBa Aa ce€ NPEYCTAaHOBH IO BPEME Ha JEYEHHETO C
NEPALETaM.

4.7.EdekTH BEPXY cHoco0HOCTT2 32 Io(HEpane H paioTa ¢ MamHEn

HabmopasannTe HEKENaHW JIeKapcTBEHH PeakIH  MOraT Aa OK&KAT BIMSHHE BBPXY
crnocobHOCTTA 32 odipate 1 paboTa ¢ MAlHHEH, KOETO TPAOBa Aa Ce HMAa TIPCABHI,

4.8 HexellaHH JeKAPCTECHE PeARIHE

A. KnvHUYHE DpoySBaHus
JigoitHo-ciieny nianeGo-KOHTPOAHpaBH KIMHMYHE Wik (apMakoOgOrd¥HH [pOydBaHHsA ca

NpPEROCTABUNN AauHuTe 32 Gesomacroet (83et or UCB Documentation Data Bank June 1997),
pEmOYBany nosede of 3000 maupeHTH, HpHeMand DUpaleTaM , HE3aBMCHMO OT NOKa3aHHATa,
HAYHHA HA JO3MpaHe, JHEBHATA ;032 HITH NONYIAHOHHHTE XapaKTePHCTHKH.

IIpy FpyNHpaHero Ha HEXeNaHuTe JEeKApCTBCHHM PeaKiiH TOo CHCTEMAata-Ha C30 _cucreMa-
OpraH-Kiac, CNeHHTE TPymH ca OGUJH CBC CTATHCTHYECKH 3Haqnma no-Bncoxa 'HECTOTa 1pH
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JIeMEHNE ¢ MHpaneTaM: NCHXWYHE HapyHICHN)s, HapyIIeHHa Ha HEHTpallHata 1 nepHugepHa HepBHA
CHCTEM3, MeTaOONUTHH 1 XPAHUTEAHN HapylleHus, o0y HapyHieH s,

Chbe CTATUCTHYESCKH 3HAMHMa IO-BHCOKA YeCTOTA B CPaBHEHHE ¢ nnauedo ca OHm ZOKIajBaHH
CHEfHATE HEXEIAHH NEKapCTBEHH PEaKI|M NpH JleueHHe ¢ nhpaneraM. YecTora e npefcTaBeHa
IpA JieYeHHE HA NalHeHTH ¢ nupanetam (n=3017) B cpasrerue ¢ naauebo (n=2850)

C30 System Organ Classes: Yeern Hexenapu | Peaku HesKeJaHH
JIEKAPCTBCHH peaKUITHH JIeKapCTBEEH PeAKIHH
1%, 20%) >0,1%, €4%)

HapyHICHHS HA HEHTpaaHaTa B | XHnepKuHe3HsT
nepudepHa HEPEHA CACTEMA (1,72 % cnpamo 0,42%)

merabonuthe u xpanutentd | ITosumeno terno

HApYIeHHs (1,29 % cnpsmo 0,39%)
Ilcnxmann Hapyiuenus Hepgerocr COMHONEHTHOCT
(1,13 % cnpamo 0,25 %) (0,96% cnpamo 0,25%)
Henpecus
(0,83 % cunpamo 0,21 %)
OO0 HapyieHHs Acrenus

(0,23 Y%ecnpavo 0,00 %)

B. TMocT-MapKeTHHTOBH HAOMONECHHT
JTanpnTe OT MOCT-MAapKETHHTOBHTE HAOMONEHHS MOKA3BAT CICHHHTE HEXCNaHH JICKapCTBCHH

peaxuuu;
-  Cayxosu ¥ NaOHPHHTHY HAPYHICHASN:
BEPTHUTO

- Tacrpo-uaTECTUHANKE HapYIICHHS:
KOpeMmuu OONKH, AP, raJicHe, nOBphIUaHe

- Hapyiennsa Ha HMYHHATA CHCTEMA!
AxadunakToNHA peaKiUs, CBPbXIyBCTBHTENHOCT

- Hapymenus Ha HepBHaTa CHCTEMA:
aTaKcHs, HapyllaBaHe HA DABHOBECHETO, BIOHIaBAHe Ha ENMHNCNCHATa, riaBoboinue,
6e3cpHHe, CHHIMBOCT

- IlcExXvqHY HapyHICHHS:
BB30yAa, TPEeBOXKHOCT, 0OBPKAHOCT, XaMIOHHAIHH.

- Koxa u KoxEY NpHAaThIH:
AHTHOHEBPOTHYEH GHEM, AEPMATHTH, NPYPHTYC, YPTHKApHA
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Pagko ce cpoOillapaT cilyday Ha OoiNka B MACTOTO HAa HHKeKTHpaHe, TpoMOodnebHTH,
HOBHINABAHE Ha TeMilepaTypara Wi cliaflaHe Ha KPBBHOTO HalsiraHe CIIeH HHTPABSHOZHO
pHIOKCHHC,

4.9.JIpenosapage

CumaTOMH

Jioknanpad e enud chyuaii Ha KppBaBa AUapUs ¢ KOpeMEH OONKE npH NepopaiiHo NpHEMaHe Ha
75 g DHEBHO NUPAUETaM, KOSTO ESpOSTHO Ce TBIKE Ha H3KIMOYHTENHO BHCOKATa 1033 COpOMTO,
CHLEBPAAINA ce B H3NON3EaHATA JIeKapCTEeHa GiopMa.

He ¢z oppcanm Jpyr# cAOyyaH Ha HpeBOsHpaHe, BORCINM o AOUBIHHTCNEHM HExeJIaHn
JIEKAPCTBCHU PEeaKIHi.

Mepku nipH Hpepo3Epade
Criegn ocTpo, 3HayuTeAHO Mpefo3upaHe ¢ HeoOXOANMO H3Npa3BaHe HA CTOMaxa Ypes CTOMalliHa

NpPOMHBKA HJIH NpEAW3BHKBaHe Ha noepeumase. Hama cnenuduueH auTHAOT Ha NHpaneTaM.
JleueHneTo NpH NPEHO3HPAHE € CHMOTOMATHYHO M MOXE X2 BKIIOYBA XMOJMAIM3A,
EdexTuBHOCTTA HA OTHCISIHE Ha BpaueTaMa npH Auannza e 50 no 60%.

5. DapmaxoJIOrEYHH JAHHH:
S.1.9apmakogEEAMHYHY CBOHCTRA

dapmaxoTepanesThyHa rpyna: HoorponHd, ATC xoxn: NO6BX03. AxTHBHaTa ChHCTaBKa
mdpaneraM e mHpoiEAcH { 2-oxo-pyrrolidine-acetamide), UMKIHMYHO HPOH3BORHO Ha Trama-
amuHoMacneHaTa Kucennna (GABA).

Hanuunute AaHHA OpeANONaraT, ye OCHOBHAS MeXaHH3bM Ha AclicTBHE Ha nUpaueTaM HE € HHTO
KIeTEYMHO, HHTO oOprarHocneuuguded. ITapaueraM ceé CBBp3Ba (PU3HUESCKH B 3aBUCHMOCT OT
mo3ara ¢ nondpHata rnasa (yact) Ha dQocdonmmupHora MeMmOpana, KaTo NpeliH3BHKBA
BBICTAHOBSABAHE HA JaMENapHara CTPYKTypa Ha MeMmOpaHaTa, XapaKTepusHpallo ce ¢
ofpasyBaHe Ha HOABIXEH JexapcrBo-pocdonnmuy xommiexc.  ToBa BeposTHO 0OACHABa
nonoOpsBatero Ha MemOpaHHATa YCTOMYHBOCT, BB3MOKHOCITAZ Ha MeMOpaHHHTE u
TpascMeMOpaHHH NPOTEHHH fia NOLABPIKAT H BB3CTAHOBSBAT TPH-H3MEPHATA CTPYKTYpa HIH Ja
NpOABABAT TEXHUS e(eKT.

IIupaueraM ¥Ma HEBpPOHaNcH H BacKyiapeH ebekT.

Ha HHBO HEBPOHHM NHPANETAM NPOSBSBA CBOATa MeMOpaHHa aKTHBROCT 110 Pa3siiiHA IFTHINA.
Ilpy >KHUBOTHHTE, NMpaueTaM YBeNH4YaBa pasHooOpasHETO OT BHAOBE HEBPOTPAHCMHCHS,
NpeIUMBEQ HpPE3 NOCTCHHATTHYHO MoOJZIeTHpaHe Ha PELCNTOPHATA INTETHOCT KB AKXTHBHOCT.

TIpH XHBOTHH U X0pa QYHKIHNTE, BKIFOYEHH B O3HABATENHITE IpOLECcH KaTo o0yyeH e, HaMeT,
BHUMaHHe ¥ KOHIEHTpauus ¢a 3aCHNEHH, KaKTO NpH HopMmanuute cyfexrd, Taka H pu
CBHCTOSIHAS Ha HEAOCTATHYHOCT, 63 MposBa HA CEAATUBHH K NICHXOCTHMYHPALH e(EKTH.

TlnpanetaM mHofOOPABA ¥ BHACTAHOBSBA NO3HABATENHUTE CHOCODHOCTH NpH JKHBOTHH H XOpa
cllej, pasliHYHH 1iepeGpanty YBpexAaHHs KaTo XHIOKCHS, HHTOKCHKALIHH 1 €/eKTPOKOHBYJICHBHA
Tepanus.

Toii npeanasea cpelty npeAU3BHKAHUTE OT XUIIOKCHA MPOMEHH B MO3BHATA q;ynmmsx OLICHEHH

ype3s ennedanorpadus (EED) # ncHXOMETPHYHH H3ceBalud. .~ < .
i T
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IupauetaM nposRABa CBOS XEMOPEONOTHUYeH edeKT BHpXy TpOMOOHMTHTE, epHTPOLMTHTE H
CTEHAaTa Ha CHHOBE YpPEe3 YBEIHYABAHE HA CPHTPONMTHATA (UICKCHOHIHOCT H HaMalgBaHE Ha
TpoMOOLHTHATA arperanus, epUTPONKHTHATA afiXe3Hs KbM CTEHATA Ha ChAOBETE M KANHISPHHSA
Ba30CHa3bM.

- EdexTn BpXy €PHTPOLHTHTE:

Ilpy manyeHTH CBC CHPHOBHAHOKIETHYHA aHEMHd, NHpaneTaM Noaospsea QuiekcHOHANTETa Ha
€pUTpOLMTHATA MeMOpana, HaManApa BUCKOZMTETA Ha KPHBTA M NpefnasBa oT obpazyBake Ha
dropmaipn,

- Edexru Bepxy TpoMOonuTHTE:

B oTkpuTO npoyuBaHE NpH 3/paBH KOOPOBOJHIM M NalHeHTH ¢ QeHomeHa Ha Raynaud,
yBeNH4aBaHETO Ha JO3aTa HA nupaneram Ao 12 g e GUAo CBBP32Ho ¢ A030-3aBHCHMO PERYIMpaHe
Ha TpoMOouMTENTE (YHKINK B CpaBHEHHE C NMOKa3aTeNuTe MPeRH JCUCHUETO (TECT 3a HHAYKHUA
Ha arperanuara or ADP, konaren, emuxedpus u ocsoOoxnapane Ha [TG), 6e3 sHaunTenHa
npoMsHa B Opos Ha TpaMGouutiTe, B Te3n mpoyusaHus NHpaneraM YABJDKaBa BPEMETO Ha
KEPBEHE.

- EdexTH BEPXY KPBBOHOCHHTE CHAOBE;

B npoyuBaHmis NpH XKUBOTHH, MHpaneTaM WHXHOHpa BazocnasbMa M NPOTHBOASHCTEE Ha edexTta
Ha MHOXECTRO CHa3MOreHHH cpecTRa. Toif HaMa Ba3OAMNIATATHBHO ACHCTBHE H HE NPENU3BUKEA
deHOMEHa Ha “OTKpafBaHe”, HHTO XMIIOTEH3UBEH edeKT.

Ilpu 3ppaBu noOpoOROINNH, IMpaleTaM HaMajisBa agXesHATa Ha epHTPONUTHTE KbM EHAOTENa H
ApHTEXABA JUPEKTEH CTHMYNHpAHl edeKT BopXy CHHTE3aTa Ha NPOCTAUHIVIMHHTE B 3ApaBHA
€HZOTEN.

- Edexty Bepxy (axTopHTe Ha KPEBOCECHPBAHETO:

Ilpu 3apaBu KOOPOBOJILY, CP2BHEHH CHC CTOHHOCTHTE NPeAH JCUSHHETO, nupaieraM o 9.6 g
HaMarnsBa IUia3MeHHTe HUBa Ha GubprHorena H daxropute Ha Willebrand (VIII : C; VIIIR : AG;
VIER :vW) ¢ 30 5o 40% # yBennyaga BPeMETO HA KbPBEHE.

Ilpy DmanueHTH KaKTo ¢ MBPBHYCH, Taka M ¢ BTOpHueH ¢eHoMeH HAa Reynaud, cpaeeHH CheC
CTOMHOCTUTE NpeRu JieyeHHero, mupaueraM 8 g/d B mMpoAL/bKeHHME Ha 6 Mecena HamaisiBa
nnasMeHHTe BUBA Ha GubGpHHoreHa n gaxropute Ha Willebrand (VIIT : C; VIII R : AG; VIIL R :
vW) ¢ 30 no 40%, HamansBa MIasMeHHs BHCKO3UTET H YBEIIMYaBa BPEMETO HAa KEpPBEHE.

Jipyro npoy4BaHe npy 3Apasy foOPOBOJIH He 1I0Ka3Ba CTATHCTHYECKH 3HAYNMA PasiiiKa MEKRY
nupaneram (o 12 g b.i.d) u nnauebo no orHolIeHHe HA e€QEKTHTC MY BBEPXY XEMOCTasHHTE
NapamMeTpH ¥ BPEMETO Ha KEPBEHE.

5.2.PapMakoKHHETHIHH CBOHCTBR

DapMaKOKHHETHYHHAT NMpo(HI HA NHpaNeTaM € JMHECH M HE3aBHCENl OT BpeMere ¢ HiHCKa
BETpEIUHA BapualHNHOCT 338 IIHPOK AO30B AWANa30oH. ToBa € B CBROTBETCTBHE C BHCOKHA
nepMealunuTer M pa3TBOPHMOCT, KaKTO M MHHMManHus MartalonuseM Ha nHpalleraM.
IlrasmMeHOTO BpeMe Ha nojiy-elMMHEHpPaHe Ha mipaneraM € 5 yaca. To € e4HaKBO NPH Bb3PacTHH
no6poBONUK M nanueHTH. To € yABIDKeHO NpH JiMIa B HanpeRHana BE3pacT (TNaBHO NOpanH
papymen OnbpeweH KIHpHHC) M Takupa ¢ OsOpeuno yepexnae. IlocTosHuu Imasmesd
KOHIEHTPAlHH ce JOCTHraT B pAMKHTE HA 3 AAHM OT HPHEMAHETO.

AGcopinns
Criext iepopalso IPHAOKEHHE NHpaneTam ce pezopOupa 65p3o U B rojsvMa crenes. IIpu 3apasu

NALA NMKOBH IIa3MEHHM KOHHEHTpAaLHM ce RoctHrar 1 dac chel npneMa. “AGcomoTHaTa
OMOHANHYHOCT Ha HHpaueTaM HpH NepopanHara (opMa € IOUTH ],00% XpaHa'ra He oxasBa eieKT
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REPXY CTelieHTa Ha abcopOlus Ha nHpaleraM, Ho HaMangea Cmax c 17% u yeenuuaga tmax oT
1 mo 1.5 vaca. TInkoBHTe KOBIEHTPaNHH ¢a CEOTBETHO 84 pg/mi v 115 pg/ml cnex npunarase va
e/IHHIHA NlepopaliHa Ao3a oF 3.2 g H MHOTOKPATHO MpuJiaraxe Ha o03a ot 3.2 g.

Paanpenesienne
IlupaneraM He ce CBBP3BA C MAa3MEHHTE NpoTEMHM U o0eMa MY Ha pasnpefeicHHE €

npubmizutenno 0,6 Vke. IlupaneraM npeMHHaBa KpbBHO-MOZBYHATa Gapuepa M € H3MeEpeH B
nepedpocnuuanyaTa TEHHOCT CIIEA HHTPAaBEHO3HO NpHJiokeHHe. B nepeOpocnraiHaTa Te4HOCT
tmax ce HOCTHTA OKOJO 5 Haca CNeR MpHeMa, a BpeMeTo Ha NoNyelHMHHHPaHE € okojo 8.5 yaca.
IIpy XHBOTHH HAali-BHCOKH MO3BHHH KOHLEHTpalHH Ca YCTAHOBEHM B LepedpanHus KOpTekc
(bponrtanes, mapueraneH W OKUHNHTaneH Jad), B koprekca Ha nepefenyma u OasanHuTte
rairnud. IInpauetam AudyHAHPA BLB BCHUKM THKAHM ¢ H3KMIOYUCHHE H2 MaCTHATa THKAH,
NpeMMHaBa NNaleHTapHata Oapuepa ¥ NpeMHUHaBa npes MeMOpaHHTE HA OTHCHHH epHTPOLIKUTH.

MeraGoansnm

IMupanteram we ce MeraGonuMsHpa B YOBEIKOTO TAA0. Tasn Aunica Ha MeTabONHIEM O0ACHEBA
YABIDKEHOTO MIa3MEHO BpeMe Ha HONY-eMMHHHpane MpH aHypHYHH NalHEHTH H BHCOKOTO MY
ChALPIKalKe B ypHUHATA.

EanmunnapaHe
ENAMHBAMHORHNA NOMY-KHBOT HA HHPAleTaM € OKOJIO 5 yaca, kaKTo CIIEH HHTPaBEHO3HO, Taka

H cnef nepopanxo npuioxkenue. Obmus kmupsHe ¢ 80-90 ml/min. I'aBHusA OET Ha OTAENAHE €
ypes ypuHata 4 € okono 80 mo 100% ot npuerara Aoza. OTIEngHET0 HA NHPANETAM CTaBa 4pes
FAOMEPYHA (UATPALHA.

JInHeipoCT

@apMakOKWHETHKAT2 Ha mHpaneram ¢ nuxelina npu jgosu or 0.8 o 12 g. Bpemero na nomy-
eNMMIBHDAHe ¥ KIMPBLHCA He C€ MPOMEHSAT B 3aBHCHMOCT OT [03aTa H HPOABIDKHTEIHOCTTA Ha
JISYEHHETO,

XapaKTepHCTHKH HA NaUHEHTa

Hox

B npoyusane 3a GuoeKkBHBaneHTHOCT Ipu 103a 2.4 g, Cmax u AUC ca npubsmsurento 30% no-
BHCOKH npH xeHute (N=6), B cpabHeHue ¢ Mpxere (N=6). Benpeku ToBa CTOHHOCTHTE Ha

KIHAPBHCA, B 3aBHCHMOCT OT TENSCHOTO TEIIO ¢a CPaBHHMH.

Paca

He ca nposexciaus (QapMaKkOKHHETHUHH NPOY4YBaHMsA 33 BIHAHMETO Ha pacata. Ilpoyusaue,
BKIIOYBAIO NpEACTAaBHTENY Ha OslaTa M a3uaTcka paca Nokassa, ue ()apMakOKHHETHKATA Ha
NHPANETaM ¢ CPpaBHUMA TIpY ABETE pacH. T'hil KaTo OTHEIHETO Ha NHpaleTaM CTaBa IMaBHO Npes
Gu6permte, a MeXOY DpeACTABATENNTE HA OTHCHHHUTE Pacy He CBILECTBYBAT 3HAYMMH pasnanyHA
0 OTHOIIEHHE Ha KPEATHHHHOBHS KJHPEHC, (JapMakOKHHETHYHE Pa3nyyus NPU OTAENHHTE PacH
HE €€ 0YaKBaT.

IIanHeETH B HaNpeAHaAA BE3DACT
Ilpr nanmenTH B HanpemHANA BH3pacT BPEMETO Ha NONY-ENHMHHEDAHE Ha NHpaueraMm €

YBEHYEHO H TOBA € CBEP3aHO ¢ Hamanenata Gs0pedna QyHKINA Py Ta3H IpyNa HaHEeHTH (Bx
T. 4.2.)

_.geua ;e

He ca npaBenw hapMakoOKHHETHYHN IPOYYBaHHsA OpPH AeHa.
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Brfpeuno yEpexaase
KimpeHca Ba nHpaneraM € B CEOTBETCTBHE ¢ KpeaTHHHHOBHA KIHpbHe. ETo 3alllo npH nanHeHTH

¢ Hapymiena OnOpeuna ¢GyHKIHA Ce HpenophbuRa MpOMSHA HA [03aTa B 3aBHCHMOCT OT
KpeaTHHHROBHA KNHPBHC (BIK T. 4.2). IlpH auypuyHH nanweHTH B KpaeH crafuii Ha 6s0pedHo
yBpekEaHe, BpEMETO Ha HONy-elHMEBHMpale Ha nHpaneraM e YABIDKEHO 10 59 yaca. ITo Bpeme
Ha TUITHYHa 4 yacopa Auamisa ce otaensat 50 o 60% or rupaneram.

HenHONDOGHO VEDERIAHE
He e npoyusaHo BIMAHHETO Ha 4epHOAPOOHOTO YBpEXAaHE BRPXY (apMakOKuHeTHWKara Ha

nupanutam. Teil kato 80 go 100% oT mpueTaTa Ho03a ¢ OTHEHN Upes YPHHATA B HEIPOMEHEH
BUA, He Ce OvYaKBa 3HauuTENieH efileKT BBPXY OTAENAHETO Ha NHpalleTaM B chydall Ha
3EpHOAPOOHO YRpEHIAHE.

5.3.JIpefkAHHEYHE J2HHH 32 0e3003CHOCT

IlpenxknuHMYHATE JaHHH MOKA3BaT, 4Ye MHpaleraM MMa HHCBK TOKCHYEH NOTEHIHal.
Ilpoyusanust ¢ efunuyHE Hepopainu Aosu ot 10g/kg npe MHHIKH, INIBXOBE H KydeTa HE
nokassat HeoOpaTnMa ToxcH4HoCT. IIpE H3cnenpane Ha XpOHHYHA TOKCHYHOCT, CIEJ NOBTapAILH
ce mosuw npu Mumkd (mo 4.8 g/kg/day) u miusxose (o 2.4 g/kg/day) He e ycranOBeHa
crienuHYHa OpraHHa TOKCHYHOCT. Jleko BB3ZeliCTBHE BBPXY TaCTPOHHTCCTHHANHHS TPaKT
(moBpBLIaHE, NpOMIHA B KOHCHCTEHIMATA Ha H3NPaXKHEHASTA, NOBHIIEHA KOHCYMAIMs Ha BOAA)
e HaOmofasaHo HpH liepopaliHo NpHeMaHe Ha OHpaleraM OT Ky4deTa B NMpoxbiDkeHHe Ha 1
TORWHA NIPH YBenndyasaHe Ha #osata ot 1 go 10 g/kg/day. CpasHeHO € TOB3, HHTPABEHO3HOTO
npunarate go 1 gflkg/day 3a 4-5 ceAMHUM Ha NIBXOBE ¥ KyUeTa HE BOAH [0 TOKCHYHOCT.

In vitro # In vivo npoy4yBaHHATa He NOKA3BAT TCHOTOKCHYEH H KAHIIEPOreHEH NOTEHNHATL.

6. dapManeBETHYHH JAHHH:
6.1 CroEchK HA NOMOIMEHATE BelecTBa

NOOTROPIL® 1 gf5 ml ampoules:
Sodium acetate — Glacial acetic acid — Water for injections

6.2. PU3HKo-XHMBYHH HeCHBMECTHMOCTH

He ca uzBecTiH.

Piracetam € CEBMECTHM ChC CHEJIHHTE PA3TBOPH:
Glucose 5 %, 10 %, 20 %

Fructose 5%, 10 %, 20 %

Sodium chloride 0.9 %

Dextran 40 {10 % in a 0.9 % NaCl solution)
Ringer

Mannitol 20%

HES solution (Hydroxy Ethyl Starch) 6 % and 10%

CrabuAHOCTTA Ha TE3H PasTBOPHU € YCTAHOBEHA 32 MHHHMANCH NIEPHOX OT 24 yaca.
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6.3, Cpox Ha rogsOCT

5 TORHHH:
NOOTROPIL® 1 g/5 ml aMnysu

6.4. CHenuaiHyl YC/0BHSA 33 ¢hXpaHeHue

He ce usncksar.

6.5 Jian#E 33 ONaKOBKATA

AMNYIH 32 HHxekiiHH: 6e31BETHH CTHRISHH aMIIyJH.

6.6. IIpenopLKH HpH yHOTpe0a

HsMa cienyaiiy npenopsky NpH YNoTpeda.

7. ¥ime H agpec HA HPHTEXATENS HA Pa3perieBACTo 33 yHoTpeda
UCB S.A.

Allee de Ia Recherche 60

B - 1070 Brussels - Belgium

7.1.Fme B anpec HA NPOH3BOANATENIA:

UCB S.A. Pharma Sector
Chemin du Foriest, B-1420 Braine-L’ Alleud - Belgium

UCB Pharma S.p.A., Via Praglia 15,
Pianezza- Italy

8. Pernmcrpanuonen Ne B perscripa no 4. 28 3JIAXM.

NOOTROPIL® 1 g/5 ml ampoules — 20000129/05.06.2000

9, JlaTa Ha OBPBO pa3peliaBaHe HA  JeKApCTBeHHS MOPOXYKT (IOZHOBARaHe Ha
Pa3peImeHHero)

19 anpun 1971

10. Jara Ha (4acTHIHA) aTYAIH3A1HT HA TEKCTA

Maii 2003r. T
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