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JII,ICTOBKA: I{H@OPMAIIIS 3A IIOTPEEI{TELfl

Hoorponul 12 9160 ml r.ruQyruoHeH pa3rBop
llupaqerau (piracetam)

llpouerere BHLrMareJrHo qqJrara JrrrcroBKa npeAu Aa 3anoqHere Aa rrprreMare roBa JreKapcrBo.
- 3anasere r€BI,I JrrrcroBKa. Moxe Aa ce Hturoxn Aa r npoqerere orHoBo.

Axo uuare HIKaKBI{ AorIbJIHurenHLI Bbnpocu, nonurafire Barulrx Jrexap r4Jrr,r Qapuar.lenr.
Tora lexapcrBo e rIpeArILIcaHo nLIqHo Ha Bac. He ro upeorcrrusailre Ha Apyru xopa. To rrloNe
Aa I4M HaBpe!.u, He3aBlrcuMo or roBa, r{e rexHr,rre cl4MnroMtr ca cbrrlrrre Karo Baurnre.
Axo Hsxo.a or HexeJIaHIrre neKapcrBeHr4 peaKrlr4rl craHe cepr4o3Ha, unu ga6erexr{Te Apyn4,
HeO[uCaHI4 B Ta3u JIIdCTOBKa HeXeJIaHII peaKIII4I4, MOnf, yBeAorrae, e Barurar neKap l{nr,r
$apnraqenr.
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B rasu Ju.rcroBKa :

Karso npeAcraBJrrBa Hoorponnl n 3a KaKBo ce
llpegu Aa npr{eMere Hoorpouun
Kax Aa rrprreMare Hoorponun
Brglroxnu HexeJraHn peaxrlrau
Kar Aa cbxpaHf,Bare Hoorponun

.{onuunrelHa uuSopuaqur

KAKBO TIPE.IICTABJIfl BA HOOTPOIUJI VI 3A KAKBO C E I43IIOJI3BA
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Hoorpouur [pHHaAJIe)I(H KbM rpynara Ha HoorponHuTe JreKapcrBeHrr cpeAgrBa, [pon3BoAHlr Ha
raMa-aMI,IHoMacJIeHaTa KI4ceJIrrHa. Hoorpouur no4o6prna il Bb3cTaHoBrBa no3HaBaTeJrHr,rTe
cnoco6uoqru cJIeA pa3nrlqHH Mo3br{Hr,r yBpe}KAaHI{t, Karo xurroKcrrr (Hegocrur Ha xnclopo4),
uHroKcuKarr[n (orpanrHns) u lp.,6es Aa nporBf,Ba ceAarr4BHo rirr.r ncuxocrr4MyJrr4paHo Aeficrnr.{e.
Hoorponul no4o6pxaa peorornrlHl.Ite cnoficrna Ha KpaBTa. Hoorpolun ce lr3rron3Ba npt,t:
Br:pacruu:
o CutunroMarllt{Ho reqeHue Ha ncuxo-opraHr4qeH cHHApoM cbc cneAHr4Te rrporBr4: HapyrueHr{e

Ha rraMeTTa u BHI4MaHr,reTO, JII{nCa Ha MOTHBaTIUT.
Jleqenue Ha KoprLIKaJIeH MIroKJIoHyc (nuesauuu HeBoJreBu MycxyJrHr,r crrparqeHur),
caMocrorrenHo r,rJrr4 n xou6unaulra.
JIe.IeHIae Ha Beprnro (cneronrprex fi rxyM n yruure) u cBbp3aHr.rre c Hero HapyrxeHr{r Ha
paBHoBecueTo, c I43KJIK)rIeHfle Ha 3aMatHOCT OT Ba3OMOTOpeH r4JrH IICUXXqeH rrpOt43XOA.
3a npoQ ra.nar<rr4Ka r,r peMucr4q Ha cbpnoBr4AHo- KnerbqHa B€rto-o Kry3r,rBHa Kpr43 a.

Jleqeuue Ha AI4cJIeKcnx (napyureHnr s cnoco6Hocrra 3a .rereue) s Kor\a6uHarrrrfl c noAxoArnll4
MepKr,r, KaTo roBopHa Tepanr4r.
3a npoQlrraru4Ka u peMr,rcr{r Ha cbpnoBr4AHo-KnerbtrHa Ba3o-oKJry3rrBHa Kprl3a.

IIPEATI AA IIPI4EMETE HOOTPOII,IJI

He npuenrafi re Hoorponul:
o Aro cre anepruqHra (coprxvyecrnHreruu) KbM nuparleraM vrrvr KbM HrKos or ocraH€IJrr4re

cbcraBKrl Ha Hoorponzn.
o B clyuafi Ha Mo3br{eH KpbBot43JrriB.
o Axo cre c rexKa 6r6pe.tra HeAocrartrrHocr.
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Axo cre ctc sa6orxnaHe xoper na Xrnrunrrou.

O6rpHere c[eq[aJrHo BHnMaHue rrpu ynorpe6ara sa Hoorponul:
Aro gre c re)K6K KpbBon3iu4B r,rnr4 c pr{cK or KbpBeHe.
Axo uuare 6t6pevHn npo6reuv Moxe Aa ce HaJro)Kn HaMulrrf,BaHe Ha Ao3ara B 3aBlrcr.rMogr or
cepLIo3HocTTa um. Baruua JIeKap IUe npeIIeHIi A€rnI4 Ao3ltponrara rpr6na Aa ce Kopr,rrupa.
IIpu naqueHrrr c MHoKJIoHyc rpx6na Aa ce u:6rrea pr3Koro npeKbcBaHe Ha JreqeHrrero, rufi
KaTO TOBa MOXe Aa npeAH3Br{Ka Mr,rOKJrOHr4qHr4 Lrnu feHepi}nr43l{pa}lr4 f6pqoBe.

Ynorpe6a Ha Apyrr Jrer(apcrBa:
Monr un$oprraupafire Baruus neKap vntu tpapuauenr, aKo nplreMare r4Jrr.r HacKopo cre ilp.treMarru
Apyfu neKapcrBa, BKJrK)qr4TeJrHo tr raKlzBa, or[ycKarru 6es perlenra.
llpIa e4uonpeMeHHo JreqeHr,re c rnporrAeH eKcrpaxT (T3 + T4) e cro6rueso 3a norBa Ha o6rpxanocr,
pBApa3HI4TeJrHogt u cMyIUeHI4f, B cbHt. E4HoepeueuHoro [eqeHl4e c aHTr,{KoarynaHTht Ltirv
rpou6oqutHH aHTl4arperaHrn (axlrour4TeJrHo Hr{cKa Ao3a auerliJrc€u}rurrJroBa xuceluna) rroBHruaBa
pr.rcKa oT KbpBeHe.

Epeuennocr u r(bpMeHe:
floc-rncrnafiTe ce c Baruns JreKap r{Jrr4 Saprtaauenr [peAr4 yrrorpe6ara Ha Koero 14 Aa e JreKapcrBo.
Hoorponul He rpa6na Aa ce r43noir3Ba rro BpeMe Ha 6peueHHocr ocBeH B ctytair Ha KareroprlqHa
ueo6xoAutr,tocr. HflMa AocrarbqHo ilaHHu:a yuorpe6ara Ha u,rpaqerau upu 6peueHHlr )KeHr4.
llupaqeraira ce orAeJIt B r{oBeluKara KbpMa. He ugnorgnafire nuparleraM rro BpeMe Ha KbpMeHe rilu
KbpMeHsro rpa6aa Aa ce npeycraHoBr{ AoKaro ce npoBexAa reqeHue c nupaueraM.

IIIoQupaHe n pa6ora c MauruHr.t:
Hoorponlut Moxe Aa noBJlrrte Bapxy cnoco6Hocrra :a ruo$upaue u pa6ora c Marur4Hr4 B pe3yJrrar Ha
H'KOI,{ OT HEXEJIAHI'ITC JICKAPCTBEHN PCAKUI,IH, XOCTO TPT6NA lA CE I,IMA NPEABIIA.

Vnorpeda npu [aqHeHTH B HanpeaHaJra Bb3pacr:
flpenoptvoa ce naqlteHTI,ITe B HanpeAHzura Bb3pacr Aa nocex{aBar peAoBHo neKyBaulr4fl JreKap 3a Aa
ce aAalrupa Ao3ara nplr ueo6xo4rzMocr.

TonarerapcrBo cbAbpll(a npu6nu:rmenHo l9 mmol (uru orono 445 mg)uarpuirza24 g nuparleraM.
Tona rpr6ea Aa B3eMe noA BHr,rMaHLre ilpv nauueHTr{ Ha Anera c KoHrpoJrr{paH rrpneM uauarpuir.

3. KAK NA IIP}IEMATE IIOOTPOTIIIJI

Buuarlr upueuaftre Hoorponr,ur rorrHo xaxro Bn e Ka3irJr Baruus JreKap. Ar<o ne cre cr4rypHtl B Heuro,
nouurafire Bauux JreKap uJrr{ Qapuaqeer. O1u\aiauaraAo3a e:
CnmnrorraruqHo JrerreHlre Ha ncuxo-opranr,rrrHH crrHApoMH (uoruanaHe Ha yMcrBeHara
AeftHocr)
JIe.IeHI,Iero 3anor{Ba c AHeBHr,r Ao3r,r or 4,8 g nnpaqeraM npe3 nbpB[rre HsKoJrKo ceAMr{rru, crteA Koero
ce HaM€IJrtr Ao 2,4 g AHeBHo. Te:u Aosr.r rpr6na Aa ce pa3Aen'tr na2-3 npueMa.
JIeqeHue Ha M[oKJroHyc (aueaanHU HeBoJreBu MycKyJrHr.r cbKpauleHr.rn) c xopruxaJreH rrpor.r3xoA
.{nenuara Ao3a rpt6Ba Aa 3anoqHe c 7,2 g v Aa ce yBernqaBa c 4,8 g Ha Bcexr4 Tpv Lrnv -r'erilptt AHrr
Ao MaKcI,IMyMa or 24 g, pa3rrpeAeHa Ha ABa vrv rpr4 npr.reMa. Jle.{eHr4ero c Apyrr,{re
[porlIBoMrroruIoHI4t{HLI JIeKapcrBeHu cpe.ucrBa rpa6na ra ce gaila3u B cbrrrara Ao:a. B 3aBr4cr.rMocr or
nocrlrrHarl,It KJII,IHI,IT{HIIx pe3ynrar, aKo e Bb3MoxHo, Ao3l,rpoBKara Ha Apynrre no4o6Hu neKapcrBa
rpr6aa ga ce HaMaJru.
BeAHtx 3anotrHtulo, JreqeHrrero c nr4pauerau rpr6na ra npoAbnx(rr AoKaro [poAbnxaBa rr
nbpBoHaqzurHoro r.lepe6panHo sa6orsnaHe.
Brnpexlt roBa, Ha scexn 6 Meceqa rpr6na Aa ce [paBrr orrlrrl{ 3a HaMaJrrBaHe Ha Ao3ara vnt afinpane
Ha JleqeHl,rero. BHuuaHue, IlaUueHTr4 c 6r6peuHra npo6leur rpr6ea Aa rrpr4eMar rlo-MaJtKr,r Aosr,r (sN.
O6rpnere cneuuarlHo BHLIMaHIie npn ynorpe6ara ua Hoorpounn). llpo4urNlrreJrHocrra Ha
reqeHr.rETo 3aBncvt oT xapaKTepa na Baruara 6orecr u rroBJlr,rtBaHeTo Ha orrJraKBaHl,Igra Bn,
Axo currare, ve etferra Ha Hoorponun e npeKaneHo cuJreH unu cra6, xoHcylrupafiTe ce c Baluus
JreKap r.rJrr{ $aprta aueur.



Jfeqenne rra Bepr[no (cneronrprex rl rrryu n yruure)
flpenopt'roaHara AHeBHa Ao3a Bapupa or 2,4 g Ao 4,8 g, pa3AeneHa Ha ABa un7 rpunpgeMa.
3a npoQruaKTlrng rr peMr.clrfl Ha cbprroBrrAn(FrgrrerbqHa B&t(Forcrys,,Bga Kp[3a
flpenoptvnaHa;ra AHeBHa Ao3a 3a npoSnnarcrura e 160 m7/kg nepopanHo, pa3AeneHa Ha qergpu
npr{eMa.
flpenoprvnaHara AHeBHa Ao3a 3a peMHcHr e 300 mg/kg, HHTpaBeHo3Ho, pa3AeneHa Ha r{errpu
npr{eMa (usnolsrar ce sopur.rre 3a I{[DKeKqr,roHHo r,r uHQysnouHo nprno*err"j.
.{osa no-Hl'lcKa or 160 mg/kg Ir,iII{ HepeAoBeH rtpneM e Br3MoxHo Aa AoBeAe Ao noAHoBrBaHe Ha
KplBaTa.

.lleua
3a npoQruaKTlrna f, peMrrcrrfl Ha cbpnoBrrAno-rc.nerbrrna Ba3(Forcry3rrBga Kp[3a
IlpenoprvaaHara AHeBHa Ao3a 3a npoSunamma e 160 mdkg.
flpenoprvnaHara AHeBHa Ao3a 3a peM'ctnf, e 300 mg/kg, HHrpaBeHo3Ho.
,{osa no-nucKa or 160 mg/kg I,TJIH HepeAoBeH npneM e Bb3MoxHo Aa AoBeAe Ao noAHoBrBaHe Ha
Kpu3aTa.
flupaqerau Moxe Aa ce npuJlara npn AeIIa naA 3 roAnHH crpaAarrlu or cbpfloBgAHo-rcrrerbqHa
aHeMI{t B pextHMa Ha [penopbqBaHnTe AHeBHH aorn (mg/kg). flupaqeraM e rpraJraraH B orpaHr,rqeH
6pofi 4eqa or I Ao 3 roAuHn.
JIeqeHIre Ha Af,cleKcur (napynenufl B cuoco6uocrra 3a qereue) n xonr6nnarlrrfl c roBop[a
Tepatrnfl np[ Aerla
Ilpra leqa HaA 8 ToAHHLI H K)HoIuH npenopbqBaHara AHeBHa Ao3a e oKono 3,2 g, pa3AeneHa Ha ABa
npr{eMa.

flpruroxenne:
Hoorponun 12 g160 ml uHQysnoHeH pasrBop ce rpunara nFrrpaBeHo3Ho rpn ocrpu cscronru.r. flpu
napeHTepaJluo (oeHosHo) npnnoxeHl{e Ha Br{coKu Aogn noAo6prBaHe ce Ha6lro4ana cneA HcKorKo
AHI{.

flpu nnQyslloHuo npI{JIoxeHHe orrpeAeneHara AHeBHa Ao3a ce rpr{Jrara npoAbJDro{reruo npes 24-
rracoB nepHoA.
[pogurxnrernocr Ha Jreqen[ero:
Brae rpr6na Aa npneMare Hoorponrur roJrKoBa npoAbJDKr,rreJrHo, KoJrKoro Bn e nocbBerBar Baurn-fl
neKap. IIpn ae.reHne Ha xpoHI{qHH ga6orgsaHur onrr{MaJreu eQenr ce rrocrura o6unnoneHo cleA 6 Ao
l2 ceArranqn.
Axo cre crrpenr rp[eua na Hoorponu;r:
3a Aa ce npeAorBparu nrso6HonrsaHe Ha oruraKBaHr,ura, rrpeKbcBaHero Ha JreqeHr{ero c Hoorponun
rpr6oa Aa craBa nocreneHno - c 1,2 g nuparreraM Ha BceKH 2 Auu.
Aro nuare HIKaKBH AonLJIH[:reJIHH Bbnpocll, cBrp3aHr.r c ynotpe6ara Ha roBa JreKapcrBo, MoJrt
nonnrafi're Baruur neKap rurn Qapuaqenr.

4, Bb3MOXHTI HDKEJTAHII PEAKTUtrr

Karro BcI{qKI,l nerapcrBa Hoorponur Mo)Ke Aa npeAr,r3Br,rKa HexeJraHu peaKrlnr,r, BbnpeKlr qe He BceKH
rn noIyrlaBa.
Yne4ouere Barrrl,utr JIeKap, n cnyvaft Ha norBa Ha HrKor or nocoqeHrme peaKr$rr.r Korro Bn 6esnoxon:
Hecrorata Ha B63MolI(HHTe He)rceJraHrd neKapcrBeHu peaKrrnu, n:6poeun no-AoJry e onpeAeneHa
cnopeA cJreAHaTa KOHBeHTIT{' :

Mnoro qecrr,r (racrrar noBeqe or I xa l0 naqueHru)
9ecrn (sacrrar I - l0 na 100 naquernn)
Heqecrn (sacrrar I - l0 na 1000 naqr.rermu)
PeAxu (sacrrar I - l0 Ha 10000 na4lenrn)
MHono peaxn (sacrrar no-MaJrKo or I ua 10000 naqueHru)
C HengsecrHa qecrora (or HannuHnre AaHHH He Mo)r(e 4a 6r4e HanpaBeHa oqexxa)



rlecnr:

t HapyuleHHt or crpaHa Ha HepBHara cucreMa: xunepKr{He3ur (uonurueHa aprunnocr);
o l4scaeABaHr,lr: [oBuruaBaHe Ha reruroTo:
o flcnxnqHnHapyueHr,rr:HepBHocr;
Heqecnr:
o flcuxr,rr{H}rHapy[eHr.rr:Aenpecxr;

HapyueHur Ha HepBHara cucreMa: coMHoJreHTHocr (crHnnrocr);
o O6rqu HapyrrreHnr: acreHr.rr (cna6ocr);
PeArcn:
o CrAoBr{HapyureHnr:rporra6oQneluru,xunoroHu,
' EOexrn Ha Mtcroro Ha npnJloxenue: 6orxa B Mrcroro Ha HmKeKTr,rpaHe, noBgrrraBaHe Ha

TeMneparypaTa
C nenlgecrna qecrora:

Hapyueuur Ha KpbBTa: xeMopart,tqHu HapyureHa,
HapyrueHru Ha )rxoro u ta1upuura: Beprr.rro (vyrcrno na caero*prexc);
Crouaruso-qpeBHlt HapylueHnt: 6o.nra B KopeM4 6on<a B ropHara rracr Ha KopeMa, A4apv$,,
raAeHe, noBpbrrlaHe;
HapyrueHlax Ha I'IMyHHara cl,IcreMa: anaQuraxrourHa peaKrlu.s, cBpbxrryBcrBr4renHocr;
HapyrleHr'l-r Ha HepBHara cl{creMa: araKcur (nunca Ha KoopAHHarlrdr Ha ABnKeH mxra),
HapyueHl,It B paBHOBeCHero, BJrouraBaHe Ha erruJlencntra, uaeo6oJrue, 6esctHne;
flcrxuqHn Hapyure'Hr : nrs6yAa, TpeBox*ocr, o6rpxaHocr, xaJrrcqr{Harprn;
Hapyueuur Ha Koxara H noAKoxHara rbKaH: aurnoHeBpornqeH eAeM, AepMarr{T, flpyp'Tyc,
ypTHKapnr.

PcAxo ce cto6qasar cnyqaH na 6oma B Mrcroro Ha uH)Kercrupane, rpou6oQre6nru, rroBr,rruaBaHe Ha
TeMneparypara vlnn crlaAaHe Ha KpbBHOTO HaJrtrfaHe cneA HHTpaBeHO3HO npr4no)r(eHHe.
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Arco Hcxo.fl or He)KenaHr{Te
Hex(eJIaHH peaKIIHH, KOHTO

$apuaqenr.

neKapcrBeHH peaKqxr,r craHe cepHo3Ha HJrH arcO ga6ele}I(Ilre HTKaKBH
HE CA ONNCAHU B TtrtH JIHCTOBKA, MOJI' YBEAOMETE BATUH.S JIEKAP HJIH

5. KAK AA CbXPAHflBATE HOOTPOilT.TJI

Crxpanxnafire Ha Mrcro, HeAocrbnHo 3a Aerra.
He ce ngucxnar cneqlraJrHn ycnoB[s Ha cbxpaHeHue.

He Hgnoassaftre lexapcrBoro creA H3THr{aHe cpoKa Ha roAHocr or6errgaH Bbpxy onaKoBKara cJreA
"foAeH 4o:". cporsr Ha roAHocr orroBapr Ha nocJreAnnt AeH or rrocoqeHr,u Meceq.

6. AOnHTHT.TTEJTHA ITHOOPMAIIn'

Karcno cbAbpxca Hoorponnl
o ArrnBHoro BelrlecrBo e nlparreraM
' Apyr[Te cbcraBxn ca: Harp]reB allerar, Harpr{eB xnopuA, neAeHa orlerHa KHceJrHHa, BoAa 3a

I,IruKEKII}IN

Kax nsrrercAa HoorponrrJr rr KaKBo cbAbplrca orramoBKara
Eucttp 6egqsereH pa3TBop. Onaxosrca: KaproHeHlr Kyrur{ no I $naxoH.
He scn.rKrt Br,rAoBe onaKoBKH Morar Aa 6rAar flycHarr,r n npo4axc6a.

[pnrexarea Ha pa3peuen[ero ra ynorpe6a rl [porr3BoArreJr:
flpurexarel Ha patpeueHr,rero sa ynorpe6a:



ucB Pharma SA, Allee de ra Recherche 60, 8-1070 Bruxeiles, Eerras.flponsno4n:rena:

!!! rnarma sA, chemin du Foriest,B- r42}Braine-r' Aileud, Eearur aUCB Pharma S.p.A., Via praglia 15, I-100044 pranezza,lhanus.

3a 4onrnHuren'a nrrQopraal{Ht orHocHo ro3r.{ neKapcrBeH npoAyKT, Monr cBbpxere ce c JroKaJrHl'yle4_c11l*"" Ha nprdrexareJu Ha p&lpeueHr.rero sa ynorpe6a:
IO CVEI4 Eurapnr EOOArer.: 1bZfeO230 49

Aara na [ocrreArro ogo6penne ra JrncroBKaraz 02/2011

lroco're'ara n.'A(u,y unQopnraqlrfl e [peA'a3Haqe'a caMo 3a MeA[rIrrHcK[Te c[euraJrrrcrrr:Yraganas 3a npaBlurHara ynorpe6a Ha HoorponrdJr ce cbAbpxa n roqra 3.

Bceru ml unQy:uoHeH pa3TBop Hoorponr.u crAbpxa 200 mg n'parreraM (piracetam).- 60 ml Qnaxon nuQysuouen pasr"op cbAtpxa 12 gnnpaiErau (pirace'iam)

JlercapcrneHHtr npoAyKr e 3a eAHoKparHo npunox(eHre. Hensnor3BaHrsr pa3TBop rpe6na Aa ceyHHrrIo)Ku.

Hoor.ponul e AoKa3aHo $nsnvecru cGBMecrHM H xHMHr{ecKu cra6uaeH npu cMecBaHero My c."ccneAHr{Te pa3TBopH, 3a MHHr{MyM 24 rraca:
f trcxoga 5 Yo, l |Yo,ZOyo
@pyrcrosa sYo, l0 Yo, 20 oA
Harpr.reo xJropHA 0,9 yo

,{excrpan 40 ( l0 %o t 0,9 % NaCl pasrnop)
Pr.lHrep
Map.urot20o/o
HES pasraop (Hydroxy Ethyl Starch) 6 % n l0%

E$errra Bbpxy Ana.HocrrqHu H3cJreABaHnx (recrore): ne ca H3BecrHH.


