MUHHCTEPCTBO HA 30QPABEQNA3BAHETO

Mpuaosanue xbr
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KPATKA XAPAKTEPHCTHKA HA HIPOAYKTA

NOOTROPIL® 3g/15 ml

1. Tnproscko HMe HA JeKAPCTBeHHA NPOXYKT

NOOTROPIL ® /Hootponai/
NOOTROPIL ® (piracetam) 3 g/15 ml pasTBop 3a HHXKEKLHH

2, KonnwuecrseH K KAUeCTBEH CHCTAB

Enun ml mmxekunoneH pasteop NOOTROPIL ® cpasprxa 200 mg piracetam.
- 15 ml aMmyna ¢ pa3TROp 33 MIKEKITHH ChABDXKa 3 g piracetamm.
3a MOMOIIHHTE BENIECTRA BIK T. 6.1,

3. Jlexapereena diopma
NOOTROPIL ® 3g/15 ml HrkeK1{HOHEeH pazTBop: OHCThp GesliseTeH pasTBOp

4. KiunH4YHHA JaHHEA:
4.1. Hoxa3anns:

Bn3pacTrau:

- CHMNTOMATHYHO JIEYEHAS Ha TICHXO-OpraHHYeH CHHAPOM ChC CIICAHHTE MPOSBU: HapyIleHHe
Ha NaMeTTa, HapyilleHHd Ha BHHMAHHETO M JIHICA HAa MOTHBALHA.

- JledeHue Ha MOCIEACTBHS OT MCXeMHYHH IepeOpoBacKynapH{ HHIIMAEHTH, [MO-CHEHHANHO
aasms.

- JleueHHe Ha KOPTHKANEH MHOKIOHYC, CAMOCTOSTENHO HITH B KOMOHHAIHL.

- JleueHue Ha BEPTHIO H CBBP3aHHTE C HETO HAPYIICHHS HA PABHOBECHETO, ¢ H3KIIOYEHHE Ha
33aMagHOCT OT NCHXUYeH MPOH3XO0MH.

Hena:
- JleueHue Ha AucNekCHA B KOMOHHAIMS ¢ MOAXOAAIIY MEPKH, KATO TOBOPHa TepainHsl.
4.2.  JlosupoBka B HAYHH Ha yNOTpeba

B choyyam Ha TnapeHTEpalHO IpHNOXKEeHUe (HalpHMep TpH 3aTpyAHEHO [peribliaHe,
Gesch3HaHue) onpeieNeHara ZHEBHA f03a CE TpUilara HHTPOBEHO3HO.

AM[I)U'IHTB 33 UHTPABEHO3HO NMPHIIOKCHHE CE NPHJIaraT B pAMKHTE Ha HAKOJIKO MHHYTH.

Hpn HEQY3HOHHO NpHIOKEHHWe MpeHophbyYaHaTa AHEBHA J03a Ce NMpHnara rox dopmara Ha
TPOXBIDKHTENHA HHY3HA 3a 24 4acoB NMEPHOA.
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B 3aBHCHMOCT OT HHAUKAIAKTE ¢4 OTIPEACTCHH CISAHNTE NHEBHH JO3H:

CEMITOMATHYHO JIedcHHE HA NCHXO~0PraHdyHH CHHAPOMH

ITpenopbuanata AHEBHHY J103a BapHpa ot 2,4 g 10 4,8 g, pasneneny Ha 2 Anu 3 oTACTHY HO3H.

Jleuenne Ha MOCIIEACTEMS OT HCXEMHAYHH NepPe0pOBACKyAAPHY HHIHAEHTH, HO-CHENHAIHO
adasus.

B mozpoctpHa cTajquy H NpH XpoHH4YHHTE (opmu ( Bede ycTaHOBEHH Haif-Maiko cnef 15 nuu)
JHeBHaTa Jo3a Bapupaor4.8 106 g. .

Jievenne HA MHOKIOHYC ¢ KOPTHKAJICH MPOH3X0/

TpsabBa pa ce zanouHe ¢ 7,2 g AHEBHO, Aa ce yBenn4aea ¢ 4,8 g IHEBHO Ha Beekd 3 A0 4 AHHU A0
MakCHMYM 24 g IHEBHO, KaTO JHEBHATA 4034 Ce pasnpeacid Ha 2 uiH 3 npHema.

Jleyennero ¢ ApPYTH AHTHMHOKIIOHWYHH JeKapcTBa TpaDBa Aa ce IPOBexAa TMpH CHINATa
I03HpOBKa. B 3aBHCHMOCT OT NOCTHTHATHSA KNHHHYEH pe3yiTaT, aKO € BB3MOXKHO JO3HpOBKATA
Ha NIPYTH¥ TaKHBa JEKapcria TpsadBa Aa ce HaMaii.

Cren zamoysaHe Ha NieweHHeTo ¢ piracetam, To TpabBa jJa NPOABDKH AOKATO IEPCHCTHPA
QCHOBHOTO LepeOpaiHo 3a0ondpaHe.

Ilpu manueHTH ¢ OCTHP eMHU30X, CACH BpeMe MOXeE Ja ce HaOmo#aBa CIIOHTAHHA €BOJIOLHA H Ha
BCEeKH 6 Mecella TpAOBa ja ce ONHTBA HaMaIiBaHe HA JI03aTa MK NPEKBCBaHE Ha JICUEHHETO.
Tora TpsabBa Ja ce cTaBa Yype3 HaMalsBaHe A03aTa Ha nupaueram ¢ 1,2 g Ha BcekH ABa NHH (Ha
Beexd 3 w4 any npH Lance and Adams syndrome), ¢ uesn npenorspatisaHe BBE3MOKHOCTTA 33
BHE32IHO BAOLIABAHE HITH HOB HPHCTBHIL

Jleyenue ga BepTHro

IIpenopruanara fHEBHa [03a Bapupa ot 2,4 g o 4,8 g, pasfesncHa Ha 2 HIIH 3 npHeMa.
Jlewenne Ha gquC/IEKCHA B KOMOMH2IUA ¢ rOBOPHA Tepanus

IIpu zena oT 8 rOAHHH H IOHOLIH NPENOPHYAHATA JHEBHA J03a € 0KkoJo 3,2 g, pasnesicHH Ha Asa
npHeMa

TIpoMsna Ha JIOIUPOBKATA NIPH NAUKEHTH B HANPeHANa BPAcT
Ipenopsusa ce NPOMAHA HA J103aTa MPH MALHEHTH B Halpe/HANA Bb3PacT ¢ HapyllcHa 0b0peuna

dynaxwma ( Bux no-gony “IIpoMsHa Ha J03aTa NPH NalKeHTH ¢ 6p6peyuHo yBpexRaHe”)
TIpoAs/DKHATENHOTO JIeYeHAE NPH NANHEHTH B HANpeAHaIa BE3PAcT H3UCKBA PeIOBEH KOHTPOI Ha
KpeaTHHHHOBHS KJIHPBHC C el aAaNTHpaHe Ha 103aTa IpH He0GXOAUMOCT.

IpoMsaHa HA N03aTa Py MAlHEeHTH ¢ 650peyHo YBpexnane
JTueBHaTa Ao3a TpabBa Ja ce HHEHBMAYANH3Hpa B 33BHCHMOCT oT On0peunara Qynxkums. 1lpu

HEeoGXOAMMOCT H3MON3Baiire NpHJOXKeHaTa MO-HOoMy Tabnuua 3a KOpeKIHA Ha Jo3aTa. 3a
npunaraHe Ha TasH Tabmina ¢ HeoGxopEMoO Ja Ce ompefenH KPEeaTHHHHOBHA KIHDBHC Ha
nanuenTa, uspaseH B ml/min (CLer), CLer B ml/min MoXe Oa ce ompeAens OT CEpyMHHA
kpeatunnH (mg/dl) ¢ momoinTa Ha cneAHata GopMyna:
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[140 — BB3pacrTa (roauan)] x Ternoro (xr)
Cler= {x0.85 npu sxenmure)
72 X cepymeH kpearuHud (mg/dl)

Tpyna Kpeatunusos Jlo3a ¥ yecroTa Ha

¢ KHpEHE (ml/min) [punarase
Hopmangua >80 ofuuaiinara AH, Jo3a, pazgencHa Ha 2 Ao 4 mpueMa
Jlexa 50-79  2/3 ot obuuaiinata JH. Jo3a, HA 2 HNH 3 mpHeMa
‘VMepeHa 3049 1/3 ot obuuaiinara gu. 1033, Ha 2 mpHEMa
Texka <30 1/6 ot obnyaiinaTa AH. J03a, MPHETA HABSHHEK
TTauyieHTH B KpaeH CTaguH - MPOTHBOROKa3HO
Ha HapyIIeH#He

TIpomsia Ha Ho3aTa NPH DANHEHTH ¢ YepHORpoORO YBpeknaHe
TIpu mauyenT caMo ¢ 4epHOAPOOHO yBpexAaHe He C¢ M3MCKBA NMpOMAHA Ha Jo3ara. Takapa

NpOMsHA ce MpEenopbYBa NIpH NAHHEHTH ¢ 4epHOApoOHO H OnOpedHo yBpexpane. (Bmx
“ITIpoMsiHa Ha A03aTa IPH HaUHeHTH ¢ 6e0peurHo yBpexaane” mo-rope).

43. IIporHBomoKa3aHHs

CBpPBEXYYBCTBHTENHOCT KbM NHUpaleTaM MK APYFH MHPONHAOHOBH NPOH3BOAHH, KAKTO H KBM
HAKOE OT NOMOUIHATE BEIIECTBA.

IMypaiieraM € IpOTHROMOKA3aH MPH MANHEHTH C lepebpanHa XxeMoparas.

Hupaneram e npOTHBOMOKA3aH NPH MAIIMEHTH B KpaeH cTanuit Ha 650pedHo yBpexnane.
4.4.Cuenuaney npeaynpexAeHus 0 CISNHAJIHNA NPequa3Hu MepPKA 33 yIoTpeda

IMopapgu edexta Ha mipaneTaM BHpXy TpoMOomuTHata arperauds (Bmx T. 3.1
@apMakofAuHaMHUHE CBOHCTBA) © HeoOXOAHMO BHMMAaHHE NpH NAlHEHTH C HApYIMIEHHA B

XEeMOCTa3aTa, FOJIEMH XHPYPTHYHH AHTEPBEHIHH HIH TeXKa XEMOparis .

ThipaueraM ce eMMMHEHHpA npes GuOpenute, nopagH T0Ba ¢ HeOOXOAHMO CHSLHHANHO BHHMaHKE
B ciTyuad Ha 650peyHa HeXOCTATEIHOCT. (BIK T. 4.2.)

HpO,I{'BIDKHTeJIHOTO JieueH#e NpH NalHedTH B HallpeAHaa Bh3pacT H3HCKBA PCIOBCH KOHTIPOJI Ha
KPEaTHHHHOBHS KIHPBHC ¢ LI aZalITHPAHE Ha 103aTa IpH HeoOxoAuMOoCT.

Ipu nalMeHTH ¢ MHOKIIOHYC TPAGBa fa ce H3bsArBa pA3KOTO NPEKECBAHe Ha JISHEHHETO, Thil K4To
TOBa MOXE J1a A0oBeje I0 BHE3ANHO RIONIABAHE MIIM HOBA ATaKa.
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4.5.JlekapcTBeHH H ApYrd B3aUMOAeicTBHESA

Ilpu emHOBpeMeHHO IledeRME C THpoHJeH ekcTpakT (T3 + Ty) e cnoOmMEHo 3a mHosEa Ha
00BPKAHCCT, pas3ZpasHEHOCT H CMYILSHHS Ha CHHA.

IIybnuKyBaHHTE PE3yNTaTH OT ABOHHO-CIIANO NPOyUBaHE BBPXY NAalMEHTH C XPOHHYHA BEHO3HA
TpoMOo3a mokasear, ue nupaueram 9.6 g/d He npoMeHs HeoOxoaHMaTa 3a AacTurane Ha INR 2.5
o 3.5 Fo3a aneHOKyMapoln, HO CpaBHEHO ¢ efieKTa CaM0 Ha allcHOKYMapoJ, npubaBsHeTa Ha
nupaueraM 9.6 g/d BomM [0 3HauUMTeNnHO HaMalsBaHe Ha TpOMOOLHTHATA arperamgd,
ocBobOMIaBaHeTo Ha B-TpoMboriolymuH, HuBara Ha uGpuHoreHa U daxTopuTe Ha Willenbrand
(VII:C;, VII : vW : Ag; VIIL : vW : RCo), kaxT0 K HaMmayisBaHe BHCKOZHTETA HA KPEBTA U
Ia3Mara.

BE3MOKHOCTTA 33 JIEKADCTBEHH B3aHMOASHCTBHA B  pe3yJaTaT HA [POMEHH BBB
dlapMaKkOKMHETHKaTa € Majika, Thi Karo npuOmmsurenno 90% oT mosata Ha IHpaleTaM ce
OTHENA ¢ YpHHATA B HENPOMEHEH BHII,

In vitro, pitacetam He HHXHOHpa H30QOPMHTE HA INIaBHHA HOBEIIKH 4EPHORPOOEH KOMILIEKC
maToxpoM P450 ( CYP1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1, 3A4/5 u 4A9/11) npu
KOHNeHTpanud 142, 426 u 1422 pg/ml. Ilpu xonuenTpamus 1422 pg/ml e naGiomaan Marbk
uaxubaTopeH edext Ha CYP 2A6 (21%) u Ha 3A4/5 (11%). BenpekH TOBa CTOHHOCTHTE Ha TE3H
Jse CYP nzodopmu Tpabea 3HaunTenso Aa HaasHmasat 1422 pg/ml. ETo 3aio He ce oyakeaT
MeTaboimTHY BauMoeiicTBHS Ha THpaleTaM c IpYrHy JiekapcTsa.

HueeHa fo3a ot 20 g nupaiieraM MoBede oT 4 CeAMUIH He IPOMEHs ITHKA H CEPYMHHTE HHBA Ha
aHTHETIMNENTHYHHTE JieKapetBa ( KapbamazenuH, denuTorH, (eHO0apOHTOH M BaNMpoaT) npH
HAlMCHTH ¢ eNAJIENCHs, IPHeMaliH IOCTOSHHH JI03H.

EnnospeMeHHHsA TmpHeM Ha aJKOXOn He TPOMeHA CEpyMHHTe HHBAa Ha ITHpaneraM, KakTo H
HHBATA HA AJIKOXOJIA He ¢e IIPOMEeHST npH 1.6 g nepopanHa 4033 HHpaHeTaM.

4.6.bpeMenHOCT B KbpMeHe

IpoyuyBaHusTa BHPXY OPEMEHHOCTTA, Pa3BHTHETO Ha IIOJA, PAKAAHETO0 H MOCT-HATANHOTO
Pa3BUTHE TIpH KHBOTHH HE €a IOKA3aJIH NPSKO HIIH KOCBEHO BPEJIHO Bh3IcHCTRYE,

Hava paHsu otsocHo ymoTpefara Ha mHpaueram npu OpemenHs. IlHpalieTam npeMHMHaBa
mranentata. Husara y HOBopofeHM ca mpubiamusutenHo 70% no 90% ot Tesu y malixata.
TIupaneraM He TpsbBa Ha ce Ipuiara IO BpeMe Ha OpEMEHHOCT, OCBEH INpH abCOMOTHA
HEOOXOHMOCT.

TIupareram ce OTHENs B YOBELIKaTa KbpMa. CiiefloBaTenno ynorpebara My TpabBa aa ce m3barea
10 BpeMe Ha KbPMEHE WM KbPMEHETo TpAOBa Ja ¢ NpeycTaHOBY II0 BpeMe Ha JIeHEHHETO C
NHpaleTaM.

4.7.EdexTr BbpXY ¢cnocoGHOCTTA 32 mI0(upaHe H paloTa ¢ MAIHHK

HabnogaBanure HeXeNaH# MNEKAPCTBEHH pEaKliuy  MoraT Ha OK&KAT BIMAHHE BBPXY
cnocofHOCTTA 33 odupane i paboTa ¢ MaHHM, K0ETo TpadBa Aa ce HMa pelBHA.
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4.8.Hexenann JexapcTBeAH peaknan

A. KiiiawyHy npoyysaHus

HBoiiHo-cnieny naanebo-KOHTPOAMPAaHH KIWHUYHH KIH (apMakolOTHIHH TIPOYYBAHHA Ca
TIPeAOCTaBHIN JaHHuTe 32 GezonacHocrt (B3erH or UCB Documentation Data Bank June 1997),
BKIIOYBalig moeede or 3000 mainueHtHd, ripyeMany nHpaleraM , He3aBHCHMO OT IIOKa3aHHATA,
Ha4HHa Ha FO3HpaHe, AHEBHATA /1032 HIM NOMYJANHOHHATE XaPaKTEPHCTHKH.

Tlpr rpymupaHeTo Ha HEXelIaHHTE NEKapCTBEHH peakmpM mo cHcreMara Ha C30 - cucreMa-
OpTraH-KNac, CNeAHHTE IPyNH ca OWAM CbC CTATHCTHYECKH 3HAYHMa IIO-BHCOKA HeCTOTa INpH
JIeueHHe ¢ MpaleTaM: ICHXHYHH HapylLIcHHs, HapYIHCHHA Ha HEHTpanHaTa H nepudepHa HEpBHA
cHcTeMa, MeTabOIHTHH B XpaHUTETHY HapyaleHus, 00IiH HapyIleHHs.

CBC CTAaTHCTHYECKH 3HAYMMA MO-BHCOKA JECTOTA B CpaBHeHHe ¢ Iiauebo ca OHIH JOKIaNBaHH
CHCHATE HexXeNaHH| JISKapCTBeHH PeakiHy NpH JSUeHHe ¢ MHpanetaM. YecToTa e IpeAcTaBeHa
TIpH JeYeHHe Ha HallMeHTH ¢ nupauetaM (n=3017) B cpaBHenue ¢ mianebo (n=2850)

C30 System Organ Classes: YecTH HEXCIARH Penku HesxeslaHR
JieKapCTBeHH pPeaxnHH JIeKapCTBEHH PeaknuH
>1%,...10%) (>0,1%,...1%)

HapylLIeHH Ha LeHTpaiHaTa U | XumepKuHe3Hs
nepudepHa HepBHA CHCTEMA (1,72 % copsmo 0,42%)

MeTaonuTHE M XxpaHHTendH | IToBumeHo Terio

HapYILICHHN (1,29 % cnpsamo 0,39%)
IcuxuyHu HapyIIEHHS Heparocr COMHONEHTHOCT
(1,13 % cnpsmo 0,25 %) (0,96% cmpsmo 0,25%)
Henpecus
(0,83 % copsmo 0,21 %)
O06mu Hapymenus ActeHus

(0,23 Ycnpamo 0,00 %)

B. ITocT-MapkeTHrOBH HaOMIOAEHHS
JIaHHHTE OT NOCT-MApKETHHrOBHTE HAOIIONEHHS TOKA3BAT CIERHHTE HEXENaHH JICKAPCTBEHH
peaKIHu:
- CnyxoBd H na0MpHHTHH HAPYICHHA:
BEPTHTO

- T'acTpo-HHTECTHHANHH HapyilSHH:
KOpeMHH OONKH, AHAPHs, TafcHe, MOBPhIIaHe

- Hapymemm Ha HMYHHATa CHCTCMa.
aHa@Hna!cmqna PeaKius, CBpeX1yBCTBHTEAHOCT

- Hapymenus Ha HEpPBHATA CHCTEMa:
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arakcHg, HapylllaBaH¢ Ha PaBHOBECHETO, BIOINABAHE HA EIMUICNCUATA, INaBoBONHE,
6eschHAe, CEHITHBOCT

- Tcuxuvsyn HapyineHus:
BE30YIa, TPEBOXKHOCT, OOBPKAHOCT, XAMOLHHAIUH,

- KoXa H KOXXHH IpHAaTHIH:
AHTHOHEBPOTHYEH eieM, AEPMaTHTH, NPYPHTYC, YPTHKApHs

Pagxo ce cpofwaear ciydad Ha 0oika B MACTOTO Ha MHXKEKTHpaHe, TpomOodseOurw,
IIOBHIOABAHE Ha TeMHepaIypaTa HIH clIamaHe Ha Kp’I:BHOTO HAJIATAHe CHEeH HHTPaBCHO3ZHO
HPHJIO}KCHPIG.

4.9.1Ipenosnpane

CuamiiroMu

Jloknanean e eguH ciiyyail Ha KBPBABA AHapUs ¢ KOpeMHM OONKU MpPH NEpPOopajHO NpHeMaHe Ha
75 g AHEBHO MHPALETAM, KOETO BEPOATHO ce ABJDKH Ha H3KIMOYKWTENHO BHCOKATA Y032 COPOHTOI,
CHABPIKaila ce B H3NON3BaHAaTa JIEKapeTBeHa GopMa.

He ca ommcanm gpyrd ciydal Ha NOpefORHpaHe, BOACINH 10 JONBAHHTENHY HEXENaHH
JIeKapCTBEHH PEaKLHH.

Mepku npu npegoznpare
Caen ocIpo, 3HAUKTSIHO TpeNo3rpaHe € HeoOXOAUMO H3NpazBaHe Ha CTOMAaxa ype3 CTOMAalliHa

IPOMHBKA WAH TNPefH3BHKBAHE Ha noBpbilaHe. Hava cnenuduueH asTHAOT Ha IHpaueTaM.
JleyeHHETO TpH IpeHO3HpaHe € CHMNTOMATHYHO H MOXKE Ja BKJIOUBA XMOJHAJIH3A,
EdexTHBHOCTTa Ha OTAENAHE Ha MUpaueTaMa npu auanusa e 50 no 60%.

5. @apMaxoJOTAYHH JAHHU:
5.1.PapMakoJHHAMHAYHH CBOlCTBa

DapmakoTepanepTHuHa rpyna: Hootpomud, ATC xoa: NO6BX 03. AKTHBHATa CBCTaBKa
nupaueraM e nuponugod ( 2-oxo-pyrrolidine-acetamide), HuKIMYHO MPOH3BOAHO HA raMa-
aMuHOMacneHaTa kucenusa (GABA).

HanuuHuTe JaHHH NPEANONarat, 4¢ OCHOBHHA MEXaHHIBM Ha JICHCTBHE Ha [THPAleTaM He € HHTO
KIETBEYHO, HHTO opranHocnenmduues. IlnpaneraM ce CBBEP3BA QH3HYECKH B 3aBHCHMOCT OT
A03aTa ¢ MONsApHAaTa ThaBa (uact) Ha docdommmuaHoTa MeMOpasa, Karo [ipeH3BHKBA
BB3CTAHOBABAHE HA JIaMENapHaTa CTpPyKTypa Ha MeMOpaHara, XapakTepHsupamio ce ¢
oBpasysaHe Ha IOABIKeH JexapciBo-Gochomunun koMmiekc.  Tosa BeposTHO OGACHABA
nonoOpsBapeTo Ha MeMOpaHHATA YCTOHUHBOCT, BB3MOXHOCTTA Ha MeMGpaHuute H
TpaHcMeMGpaHHH MPOTEHHH A4 MOAABPKAT H BB3CTAHOBABAT TPH-H3MEPHATA CTPYKTYpa HIH A2
[IpOSBABAT TEXHHA eqeKT.

Tupaueram uMa HEBPOHANEH H BACKYNapeH edIeKT.

Ha HuEO HeBpOHH NUpALETaM HPOsBABa CBOSTa MeMOpaHHAa AKTHBHOCT MO Pas/HYHH NBTHIIA.
[Ipe KHBOTHHTE, NHpALETaM yBelHyasa pa3HOoDpasHEeTO OT BHAOBE HEBP orpancmncm,
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Hpu xUBOTHH H Xopa GYHKUHMHTE, BKJIOYSHH B TO3HABATENIHMTE NPOLECH Kato obydeHHe,
IAMET, BHHMAaHHE H KOHICHTPALHS Ca 3aCH/ICHH, KAKTO HpH HOPMAIHRTE CyOeKTH, Taka H IpH
CBCTOSHHA HA HEAOCTATHYHOCT, 063 ITpOABA Ha CEAATHBHY M NCHXOCTHMYIIMpPAITHA eeKTH.

IMupaneram momoGpgBa ¥ BHEICTAHOBARA MO3HABATSIHHATE CMOCOOHOCTH TP XUBOTHH M XOopa
ciie] paziiAYHA LepeOpantiu YBpeXxAaHHUsA KaT0 XHIOKCHA, HHTOKCHKAIIMH H EMEKTPOKOHBYJICHBHA
Tepanus.

Toit npeanassa cperly NPeA¥3BHKAHHTE OT XMITOKCHA NPOMEHH B MOZBYHATA (DYHKLHS, OIlEHEHH
gpe3 eHuehanorpadui (EET) 4 nCHXOMETPHYHY H3CICABaHNS.

IMupaneraM nposBABAa CBOS XEMOPEONOTHYEH e(leKT BBPXY TPOMOOLMTHTE, €PHTPOLHTHIE H
cTeHaTa Ha CHAOBE Ype3 yBeAHYaBaHe Ha SPHTPOLHTHaTa (ICKCHOHIHOCT W HaMaliBaHEe Ha
TpoMOOLMTHATA arperalys, epHTPOLHTHATA aNXe3us KbM CTeHATa Ha CHHEOBETE M KalHILIDHHA
Ba30CTa3bM.

- Edexru BEpxy epUTPOLHTHTE!

Ilpu nmauuMeHTH ChC CHPHOBMAHOKICTHRYHA aHEMUd, NMHpaleraM nogobpasa duexcubummrera Ha
€pUTPOLMTHATA MeMOpaHa, HaMaliBa BHCKOIWTETA HA KPBBTA H HPERIlasBa oT obpasysaHe Ha
dopmanuH,

- Edextn BEpXy TPOMOOIHTHTE:

B orxkpuTo mnpoyyBaHe BEBDXY 3HpaBH AoOporomud # maumeHtH ¢ (QeHoMeHa Ha Raynaud,
YBENHYaBAHETO Ha A03aTa Ha mupaueraM 1o 12 g e 6o cphp3aHO C A030-3aBHCHMO peAyiiupaHe
Ha TpoMOOUHTHHTE (YHKUHH B CPABHEHHE ¢ OKA3aTENUTe IPSAH JISUEeHHETO (TECT 3a HHAYKUH:
Ha arperaiusra or ADP, konareH, enuuedpuH u ocBobokpapaHe Ha BTG), 6e3 zHaduTenHa
npoMsAHa B Oposa Ha tpamOonuTHTe. B Tesu NpoyysaHus nupaneraM YABIDKABA BPEMETO HA
KEpBEHE.

- Edextn BepXy KpBBOHOCHHTE CHAOBE:

B npoy4BaHHs IIpH KMBOTHH, MHpalleTaM HHXHOHPa BasocmaskMa U MPOTHBOJeHCTBA Ha eiexTa
Ha MHOXXECTBO CIIA3MOTeHHH cpenctea, Toll HaMa Ba30AHIATATHBHO AEHCTBHE H He MPeAH3BHKBA
(leHOMEH2 Ha “OTKpalBaHe”, HUTO XUIIOTCH3HBEH SEKT.

IIpu 3ppasu KoGpPOBONIY, MUpAllETaM HAMAJABA AAXESHATA HA €PHTPOLHUTHTC KbM €HAOTENA H
NpUTeXaBa AMPEKTeH CTHMYIHpall edeKT BBPXY CHHTE3aTa HA MPOCTAUMKIHHUTE B 3APABHI
eHzoTel.

- Ediexyn eppxy (akTopHTe Ha KPHBOCECHPBAHETO:

[lpu 3apaBH n0oGpOBONUE, CPaBHEHH CHC CTOHHOCTHTE Npelu JIedeHHeTo, nupanetaM 1o 9.6 g
Hamanasa nnasMeHHTe HHBa Ha ¢ubpuuoreHa u gaxropure Ha Willebrand (VIII : C; VIIIR : AG;
VIIR :vW) ¢ 30 0 40% u yselHuyaBa BpeMETO Ha KbPBEHE.

TTpy nAUMEeHTH KAaKToO ¢ WEPBHYEH, TaKa ¥ C BTOpHYeH (eHomeH Ha Reynaud, cpaBHEHH CBC
cTOMHOCTHTE NpelH JieueHueTo, nupaneraM 8 g/d B NpoxbXeHHME Ha 6 Mecellda HaMaldBa
IUIA3MEHHTe HuBa Ha GubGprHorena u gaxropure Ha Willebrand (VII : C; VIII R : AG; VILR :
vW ) ¢ 30 no 40%, naMangBa MIa3MeHHs BHCKO3UTET H YBENMYaBa BPEMETO Ha KEPBCHE.

Ipyro npoyqgane npu 34paBK JOOPOBOIK HE NOKa3Ba CTATHCTHYECKH 3HAYHMA PA3iiKa MEKAY
nupaueramM (mo 12 g b.i.d) u mnanebo mo oTHomEHH#E Ha eEKTHTE MY BBPXY XEMOCTA3HHTC
napaMeTpH i BPeMETO Ha KbPBEHE.

5.2. PapMaKkoKEHeTHIHH CBOMCTBA

DapMaKOKUHETHUHHAT NPoGHUI Ha nupaleTaM € JHHECH M HE3aBHCEL] OT BPEMETO ¢ HHCKa
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IInasmMeroTo BpeMe Ha NOMy-e/MMUHMpaHe Ha NupaneraMm e 5 vaca. To e efHaKBO IPH BE3PacTHH
nobpoeommu B manuenTH. To e yasmxeHo mpH JMIa B HanmpeAHANa BL3pacT (TVIAaBHO IOPaiu
HapymeH Ob0pedeH KNMpPBHC) M TakwBa ¢ OBOpeuHO yBpexnade. PaBHOBECHM IIa3sMeHM
KOHICHTPALHHA C€ JOCTHIaT B PAMKHTE Ha 3 IOHH OT [IPHCMAHCTO.

Abcopbuus
Cien nepopaiHo NPHIOXKCHHE NUpaleTaM ce pesopbupa 6Bp3o # B ronsMa creneH. Ips 3xpasu

JIEHA IHKOBH IUIa3MEHH KOHIEHTpalluM ce jFocTHrar 1 gac cnen npuema. AfcomoTHaTta
OGHOHAIMYHOCT Ha NHEpaNeTaM IIpH nepopainara gopma e nouts 100% Xpanarta He okasea edekr
BBpXY CTelleHTa Ha abcopOuus Ha mupaneram, Ho Hamaimsea Cmax ¢ 17% | ypennuasa tmax or
1 mo 1.5 gaca. IIMKOBHTe KOHUECHTpALMH ¢a cxoTBeTHO 84 pg/ml u 115 pg/ml cien npunarale Ha
eMHIYHA IepopaiHa 032 OT 3.2 g B MHOTOKDATHO IpHIlaraHe Ha jjo3a ot 3.2 g.

Pasnpenenenne
IlupaneraM He ce CBBD3BAa C IUIa3MEHHTE NPOTEHHH M 0o08Ma My Ha pasnpelencHHE ¢

npuGmisurenno 0,6 I/kg. Ilnpaueram npemuHaBa KPEBHO-MO3BHHATA GapHepa M € H3MEPEH B
nepeSpocniHanEaTa TEYHOCT Clief] HATPaBEHO3HO NPHIoKeHHe. B NepeOpocnAHansara TEYHOCT
tmax ce JocTHra OKOJIO 5 4aca CiieA NpHeMa, a BpEMETO Ha NONyeNMMHHApaHEe € OKOoJIo 8.5 Jaca,
IIpu UBOTHH Hail-BHCOKY MO3BYHH KOHIEHTPAlliM ca YCTAHOBCHH B IiepeOpaiHus KOPTEKe
(ppoHTanen, mapHeTaNieH M OKUMIHTANESH AAT), B Koprekca Ha HepefenyMa ¥ GasamHute
raurmy. ITupaneraM nudyHnupa BEB BCHMYKH THKAHM C H3KIIOYEHHE HA MACTHATA THKaH,
NpeMHHABA IUIaHeHTapHaTa OapHepa M HpeMHHaBa npe3 MeMOpaHHTe Ha OTACAHH ePHTPOLMTH.

MeTtaboanzsm

IMipaneram He ce MeTaOONM3Hpa B YOBSIUKOTO TAIO. TasH JHNCa Ha Meraloiu3pM 06ACHABA
YEBIDKEHOTO TIA3MEHO BpEME Ha MONTy-eNiMMHHHpaHe NpH aHYPHYHH MAlHeHTH H BHCOKOTO MYy
ChABpPKaHHE B ypHHATA.

Eaxnmuanupane
EnuMHHAIHOHHUS ITOTY-KHBOT HA NUpalleTaM € OKOJIO 5 4aca, KAKTO Cle/l MHTPaBeHO3HO, TAKA K

CNel nepopaliHo npuioxkeHHe, O6mua kiupsHe € 80-90 ml/min. I'iaBHMA MET Ha OTHENsAHE €
ype3 ypaHara H ¢ oxono 80 ao 100% ot npuerarta aosa. OTHeNAHETO HA IHPALETaM CTaBa 4pes3
rIoMepynHa puaTpanus.

JinneiinoeT

dapMakOKHHETHKATa Ha NHpauneTaM e nuHelina npd fosu ot 0.8 po 12 g Bpemero Ha moay-
elUMHHMpPaHe H KJIMPBHCE HE C¢ IPOMEHAT B 3aBHCHMOCT OT HO3aTa M IPOABDKHTENHOCTIA HA
JIeYeHHEeTO.

XapaKTepHCTHKH HA TMAIHEHTA

Ilon

B npoyupaHe 33 GHOEKRHBAISHTHOCT NpH 1o3a 2.4 g, Cmax 1 AUC ca npubmasutento 30% mo-
BHCOKH mpH keHHTe (N=6), B cpaBHeHHe ¢ Mbxere (N=0). Brnpexn TOBa CTOWHOCTHTC Ha
KIHPBHCA, B 3aBHCHMOCT OT TEAECHOTO TETTIO Ca CPaBHHMH.

Paca
He ca mpoBexAaHH (apMaKOKMHeTHYHH TPOY4BAaHHMS 33 BIHAHHETO Ha pacata. JIpoyumaHe,
BKJIICUBALIO MPEACTABUTENH Ha OsUlaTa M asHaTcka paca IOKasBa, 4e (apMaxoKHHETHKATa Ha
THpaleTaM € CpaBHHUMA IIPH ABETe pacH. Thil Karo OTAEIAHETO Ha [Hp eFARA TJIABHO NIpe3
GrOpelnTe, a MEKAY NPEACTABHTENNTE HA OTACTHHTE PACH HE CBUIE :
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I10 OTHOLICHHE HA KPEaTHHHHOBHA KIMPBHC, PapMaKOKHHETHYHH PasiiHiiA NPH OTAENHHTE PACH
HE CE OYaKBar.

HanneHTH B HANPEAHAJIA BH3pacT
Ilpy manueHTH B HampegHana BBE3PAcT BPEMETO Ha IONYy-eTHMHHHpaHe H4 NHpaneraM e

YBEIIHYEHO M TOBA € CBBP3aH0 ¢ HaMalieHaTa Ob0peuna GyHKIMA IPH TasH IPynia NaiHeHTH (BIK
T.4.2.)

Jena

He ca npareny §apMaKOKHHETHIHY IPOYYBaHAA IpH ASHA.

Bn6peuno yspe:xnane

KnupeHca sa nupaneraM € B ChOTBEICTBHE € KpeaTHHHHOBHSA KIHPBHC. ETO 330 NpH NaliHenTH
¢ Hapymena Onbpeuyna ¢yHKuma ce npenoppusa NpoOMsHA Ha J03aTd B 3aBHCHMOCT OT
KPEaTHHHHOBHUA KAHPBHC (BibK T. 4.2). IIpy aHypUYHH NanMEHTH B KPAcH CTafHii Ha 6E0peuno
YBpeXKJaHe, BpeMETO Ha NoNy-cNHMHHUpAHe Ha MUpalleTaM € YAbkeHo o 59 yaca, ITo Bpeme
Ha THIHYHA 4 4acoBa AHam3a ce oTAsHaT S0 xo 60% ot nupaneram.

YepHoapoOHO YEDEKAAHE
He e npoyupano BAHsHWETO HA 4epHOAPOOHOTO YBpeXIaHe BHPXY (lapMaKOKHHETHKATA Ha

nupauuraM. Tei kato 80 mo 100% ot npmerata Jo3a ce OTAENA UpPE3 YPHHATA B HelNPOMEHeH
BHJ, HE C¢ OYaKBa 3HAUATENCH c(EKT BBPXYy OTACHAHETO Ha NHpaleTaM B ciiyualt Ha
4EpHOAPOOHO YRpEXKIAHE.

5.3.IpeAKnHHHYHA JAHHEHA 32 6E300aCHOCT

IIpenxnuHHuHHTEe AaHHH TOKa3BaT, 4e NHpaleraM HMa HHCBK TOKCHYSH MOTeHLHAIL
IIpoyueatius ¢ efMHMYHH TepopanEd Jo3H oT 10g/kg mpH MHILIKH, TUHXOBe H Kydera HE
niokaseat Heobpatuma TokcHuHocT. IIpH H3cneaBaHe Ha XpPOHHYHA TOKCHYHOCT, CJiell HOBTAPAINM
ce mosn 1pu mumku (a0 4.8 g/kg/day) m mmexoBe (mo 2.4 g/kg/day) He e ycraHoBeHa
cneuudHYHa OpraHHa TOKCHYHOCT. Jleko BB3feifcTBHEe BBpXy TaCTPOMHTECTHHANHHA TPAKT
(noBpbINaHe, NPOMSAHA B KOHCHCTEHIUHATA Ha M3NpakKHEHHATa, NOBHIICHA KOHCYMallid Ha BOAA)
¢ HaOJiofapaHo NpPH MEPOpaNHO NpHEMaHe Ha MHpaleTaM OT KyyeTa B IPOXNLKeHHe Ha 1
rofiHHA NpH yBeIMYaBaHe Ha fo3ara oT 1 mo 10 glhkp/day. CpasHeHo ¢ TOBa, HHTPAaBEHO3HOTO
npunarase ao 1 g/kg/day 3a 4-5 ce\MHIIA Ha ITEXOBE H KyueTa HE BOJH JI0 TOKCHIHOCT.

In vitro 1 In vivo npoy«saHuATa HEe HOKA3BAT EHOTOKCHYECH H KAHICPOTEHECH MOTEHIHAIL

6. PapMaleBTHYHH AAHHE:
6.1 Cnrcek Ha NOMOIHATE BEIIECTRA

NOOTROPIL® 3 g/15 ml ampoules:
Sodium acetate — Glacial acetic acid — Water for injections

6.2. DH3HKO-XEMHUYHHE HECHBMECTHMOCTH
He ca n3secrun,
Piracetam e ¢cEBMECTHM CBC CIISAHUTE PA3TROPH:

Glucose 5 %, 10 %, 20 %
Fruciose 5%, 10 %, 20 %
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Sodium chloride 0.9 %

Dextran 40 (10 % in a 0.9 % NaCl solution)

Ringer

Mannitol 20%

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

CrabunHocTTa Ha Te3W Pa3sTBOPH € YCTaHOBEHA 3a MHHHMAJIEH TIepHoZ OT 24 Yaca.
Edexr# BpXy AHACHOCTHYHH H3C/ACHBAHHA (TECTOBE): HE Ca H3BECTHH.

6.3. Cpox Ha rogsocT

5 ronunu:
NOOTROPIL® 3 g/15 ml ammynu

6.4. CoenHaTHH YCJIOBHS 32 ChXpaHEeHHe

He ce n3uckraT cien#antu yCHOBHS Ha ChXpaHeHue

6.5 Jlanau 32 ONAKOBKATA

Amnynu 33 HIKeKIHY: Oe3BeTHH CTHKICHH aMIyIH.

6.6. ITpemopeku npr ymorpeba

Hsma crieHyanuy npenopbky OpH yioTpeda.

7. Hme n agpec HA MPHTERATEIA HA pa3speleHAeTo 33 ynoTpeta
UCB S.A.

Allee de la Recherche 60

B - 1670 Brussels — BELGIUM

7.1.HAme 1 agpec H3 NPOH3BOJHNTENA:

UCB 8.A. Pharma Sector
Chemin du Foriest, B-1420 Braine-L’ Alleud - Belgium

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

8. Perscrpannonen Ne B peructbpa no wi. 28 3JTAXM.

9. Jara Ha NHPBO paspemaBaHe HA  JIEKADCTBEHHS NOPOAYKT (MOAHOBABAHE HA
pa3peluenreTo)

19 anpun 1971

10. JaTa Ra (4acTHIHA) aTyaJH3aHA HA TEeKCTa

Mait 2003 r.
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