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JII{CTOBKA: I{H@OPMAIIIIfl 3A IIOTPEELITEJLfi

Hoorponnl 800 mg Qu.nnrnpaun ra6lerrcn
Ilnpaqerau (p irac e tam)

Ilpoverere BHIrMareIIHo llflnara JrHcroBKa rrpeA[ Aa 3anoqHeTe Aa rrp[eMare roBa nexapcrBo.
- 3anasere rltsn JrHcroBKa. Moxe Aa ce HaJrox(u Aa fl npoqerere orHoBo.
- Aro HMare HtKaKB[ AonbJlnraTenHr,r Bbnpocu, nonuTafiTe Barut,tq JreKap ulu Sapnaaqenr.
- Tosa neKapcrBo e npeAnucaHo rnrrHo ua Bac. He ro npeorcrrnnaftre Ha Apyfu xopa. To uoxe

Aa HM HaBpeAH, He3aBHcI,IMo or roBa, qe rexHHTe cuMnroMr,r ca cbrqr,me xato Barunre.
- Axo HtKot or He)I(eJIaHHTe neKapcrBeHn peaKqnr{ craHe cepuo3Ha, t,trtu ga6ele}rcr.rre Apyru,

HeonHcaHI,I B Ta3H JIIrcroBKa HexeJIaHH peaKrrHn, Mont yBeAoMere Baltus neKap IlnH
Qaprvraqerr.
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Karno [peAcraBJrflna Hoorponwr vga KaKBo ce
flpear.r Aa npHeMere Hoorponun
Kax 4a flpueMare Hoorponun
BrguoxnrE HexeJraHr{ peaKqr{H
Karc 4a crxpaHrBare Hoorponr,ur
.{onurHrrenua r,rn$oprraaryr.n

1. KAKBO TIPEACTABJIffiA HOOTPOIIIIJI I,I3A KAKBO CE I,BNOJI3BA

Hoorponnn rrpnHaAJrex[ KrM rpynara Ha HoorponHnTe neKapcrBeHn cpeAcrBa, [pon3BoAHr{ Ha
raMa-aMnHoMacJreHara K[ceJII{Ha. Hoor:ponur nogo6pma v Bb3craHoBrBa no3HaBarenHnTe
cnoco6nocrn cJreA pagrur{Hn Mo3br{Hr.r yBpexAaHr,rr, Karo xufloKcHq (He4ocrur ua xucropo4),
r,rHToKcuKarrru (orpaoruug) rn lp., 6eg Aa rrpoqBrBa ceAarr.rBHo r4JrH ncr,rxocrnMynr4parqo 4eficrrue.
Hoorponnn no4o6peea peonofnqHure csoftcrsa Ha KpbBTa. Hoorponun ce n3rron3Ba npx:

Brrpacrnn:
o CuunroMarnr{Ho JreqeHne Ha ncuxo-opraHnqeH cr.rHApoM cbc cneAHr.rre [poqBn: HapyrxeHue Ha

naMeTra I{ BHI,IMaHHeTO, JInnCa Ha MOTIIBaLIH'.
o JleqeHrde Ha Koprr,rKaJreH MHoKnoHyc (nueeanHn HeBoJreBH MycKynHH crxpaqeuur),

caMocrocrenHo HJrr{ s xoM6uHaqnt.
o Jleqeuue Ha Beprnro (coeroerprex( H rxyM r yurure) t,t cBbp3aHHTe c Hero HapyureHut Ha

paBHoBecI,IeTo, c [3KIIIOqeHne Ha 3aM,I'HOCT OT Ba3OMOTOpeH UnU nCUXI{qeH IIpOH3XOA.
o 3a npo$unaxrr,rKa r{ peMr,rcur Ha cbpnoBnAHo-KJrerbqHa Ba3o-oKry3}rBHa KpH3a.

Aeqa:
o JleqeHue Ha Ar,rcJrercnn (Hapyruenvrc. B cnoco6Hocrra:a .rerene) s roM6uHalrut c noAxoAslqu

MepKlr, Karo roBopHa Tepannr.
o 3a npo$ulaxruKa r{ peMHcHr Ha ccp[oBuAHo-KnerbqHa Ba3o-oKny3LIBHa Kplr3a.

2. rPEror AA TFnEMETE HOOTPOIr{.]r

He npnenrafire Hoorponru:
o Aro cre aJreprlruHu (cnptxr{yBcrBnreruru) rtu rrupaueraM HJIH

cbcraBKn Ha Hoorponul.
o B clytafi Ha Mo3bqeH KpIBoH3JII,IB.
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o Axo cre c rexKa 6r6pevua HeAocrarbqHocr.
o Aro cre cbc sa6orsnaHe xoper na XrHnanrroH.

Odtpnere ctreq[aJrxo BHrrMaH[e nprr ynorpe6ara na Hoorponru:
o Axo cre c re)KbK KpbBor,ruruB nnn c pHcK or KbpBeHe.
o Aro HMare 6s6pevura npo6leun Moxe Aa ce Hauroror HaMalcBaHe Ha Ao3ara B 3aBr,rcnMocr or

cepHo3Hocrra Hra. BaruH-fl neKap lqe npeueHlr AaJrn Ao3r,rpoBKara rpr6na Aa ce KopHrr,rpa.
o flprE naqnelrru c MI{oKJIoHyc rpr6na Aa ce us6srBa pr3Koro rrpeKbcBaHe Ha JreqeHuero, r'rfi

KaTO TOBa MOxe Aa IIpeAId3BHKa Mr,rOKrrOHnr{HU L'"JjLH reHepanr,r3HpaHr,r rbpr{oBe.

Ynorpe6a Ha Apyrr nerapcrBa:
Mone nu$oprraupaftre Barunr neKap nnr.r QaprraarleBT, aKo npueMare HJrH HacKopo cre npneMaJru
Apyrn neKapcrBa, BKJrroqu:reJrHo H TaKnB4 orrrycKaHn 6es peqenra.
flpr,r egnoepeMeHHo JreqeHr,re c rupor.rAeH eKcrpaKT (T3 + T4) e cro6qeso 3a rrosBa ua o6lprauocr,
pa3Apa3HHTeJIHocr H cMyuleHr4c B c6Hr. E4HonpeueHHoro reqeHtle c aHTr,rKoarynaHTr,r ultr4
rpou6oqnrHl{ aHTllarperarrrn (rrurrcvurerHo Hr{cKa Ao3a arlerr4ncaluqr.rJroBa xucemna) floBnrrraBa
pHcKa oT rGpBeHe.

Epenrennocr n KbpMeHe:
floctnersafire ce c Barrrrur neKap nnn $aprr,raqeBT npeAr,r ynorpe6ara Ha Koero u Aa e neKapcrBo.
Hoorponnn ue rpr6na Aa ce rBnoJBBa no BpeMe ua 6peueuuocr ocBeH n cryvafi Ha KareropuqHa
neo6xo4lluocr. HqMa AocrarbqHo AaHHH ra ynorpe6a'ra Ha nnparleraM npH 6peueHHr.r r(eHH.
flupaqerau ce orAenf, B qoBeruKara ropMa. He Hgnorgsafire nupaqeraM no BpeMe Ha KbpMeHe HJrr,r
KbpMeHero rpr6aa Aa ce npeycraHoBr{ Aoraro ce npoBexAa JrerreH[e c rruparleraM.

IlloSnpane u pa6ora c Marrrrrnrr:
Hoorponu Moxe Aa noBJrr{re Bbpxy cnoco6uocrra sa ruoQr.rpaue u pa6ora c MatuHHH B p$yJrrar Ha
HtKoI,I or HexeJraHr{Te neKapcrBeHr{ peaKrIHH, Koero rpn6na Aa ce uua npeABr,rA.

Vuorpe6a trprr [aqrrenTrr B Ha[peAnaJra Bb3pacr:
flpeuopt.ma ce naquelrruTe B HanpeAHana Bb3pacr Aa noceulaBar peAoBHo neKyBarqnr neKap 3a Aa
ce aAarrrr,rpa Ao3ara npu ueo6xo4r.rMocr.

Bancna unSopmaqnfl 3a noMonln[Te BerrlecrBa:
Tona renapcrBo cbAbpxa npu6rnsnrenuo 2 mmol (unu oKoJIo 46 mg) narpufi sa 24 g nnpalreraM.
Tona rpr6na Aa B3eMe noA BHHMaHue npn naqHeHTH Ha Auera c KoHTpoJIHpaH npneM ua Harpuft.

3. KAK AA rrPr.rEMATE HOOTPOIIIIJI

BnHaru npneuafirc Hoorponu.n roqHo KaKro Bu e rcagar Bauuc neKap. Aro ue cre cr,rrypHr.r B Heqo,
nonurafrre Baruntr neKap nnu Sapuaqerr. HoorponuJr Moxe Aa npueMa c u:l^r4 6er xpaHa.
O6raqafiHara Ao3a e:
Cnnrurouar[rrno Jrerrenrre Ha nc[xo-opraHrrqnrr cuHApourr (uoruanaHe na yMcrBeHara
AefiHocr)
JIe.{eHnEro 3anoqBa c AHeBHr,r Ao3r,r or 4,8 g nnpaqeraM npet nbpBnre HrKoJrKo ceAMurrr{, cJIeA Kogro
ce HaMaJrrr lo 2,4 g AHeBHo. Tegu Aogr,r rpr6na Aa ce pa3AeJrrr Ha 2-3 npueua.
Jleqenne Ha MrroK.rrouyc (nneraun[ HeBoJreB[ Mycr(ynn[ cbKpaqennn) c rcoprnxaJren rlporlsxoA

,{nennara goea rpr6na Aa 3anoqHe c '7,2 g, H Aa ce yBenrdr{aBa c 4,8 g Ha BceKr,r rpr4 vnv qer}rpu AHII
Ao MaKcHMyMa or 24 E, pmnpeAeHa Ha ABa HJwr rpn nplreMa. JleqeHngro g,.-rp{rnTe
nporHBoMHoKrroHr{qHH neKapcrBeHn cpeAcrBa rpr6oa Aa ce 3arra3u B cbulara,qoga. B casnbllMocf'b{
[ocrHrHarr,lfl KnnHI,Ir{HHr p€ynTar, aKo e Bb3Mo){(Ho, Ao3r,rpoBKara Ha Apyrr4Te uoAo6nn rcxapctFa \
rpr6na Aa ce HaMaJrr{. ,r,\i
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Be4Htx 3anoqHaJlo' 
,JleqeHl{ero c n'palreraM rpr6na Aa npoAbJrxo{ AoKaro [poAaJDKaBa r4nbpBoHaqannoro qepe6paJrHo ga6orssane.

Btnpexu roBa' Ha BceKH 6 raeceqa rpr6ua Aa ce npaBrr on'Tr,r ga Ha*atrflBaHe Ha Ao3ar a nnv crrupa*eHa JIer{eHI'Iero' BHNuaHne' naqleHTI'I c 6r6pevnr,r npo6leuu rpr6oa Aa npueMar no-r-*r 4osu (ax.o6tpHere cneIIHaIIHo BHHMaHHe nplr ynorpe6ara Ha Hoorponnn). flpoqurxnrerHocrra HaJler{eHHero 3aBI'IcH or xapaKTepa Ha Baruara 6olect H rroBJrr{rBaHero Ha onnaKBaHr,t m Bn. ArocMtrare' ue e{erra na HoorponuJl e npeKaJleHo cHJreH utu cna6,xoncyrrupafire ce c Baruur neKapuna Saprvraqenr.
Jleqenne Ha Bepr[ro (cneroarprex rl [tyM n yrunre)
flpenoprveaHara AHeBHa aosa nipr.rpa * i,4 g ao 4,g g, p*.q"n""a Ha ABa wM TpkrflprdeMa.
3a npoQruaKTlr*a '' pe'Irclrfl Ha cbprroBrrA'(Frcrrerbrr'a Ba3{Forcry3rrBHa Kprr3a
flpenoptvraHara AHeBHa Ao3a ea npo6-a*rnKa e 160 mg/kg nepop:urHo, pa3AeneHa Ha r{er'p'
npHeMa.
flpenoprvnaHara AHeBHa Ao3a 3a penncva e 300 mg/kg, HHTpaBeHo3Ho, pa3AeJreHa Ha qei.|vp.
npueMa (nsnorenar ce $oprr,rn're 3a r.rruKeKr{r{oHHo r.r nHQysnoHno nprrro*e*,"ej.
.{osa no-nncKa or 160 mg/kg HJIH HepeAoBeH npr{eM e Bb3Mo)r(Ho Aa AoBeAe Ao no,{HoB.flBaHe Ha
KpH3aTa.

.lleua
3a npoQnlaKT[Ka II peM''crna Ha cbpnoB[A'(Frc[erbrr'a B&ro-oK.rrysrrB'a Kpn3a
flpenopr.raanaraAHeBHa Ao3a 3a npo$r.raaxrnxa e 160 mg/kg.
flpenoprunaHara AHeBHa Ao3a 3a peMHcHr e 300 mg/kg, nHu""rrorro.
,{osa no-HrcKa or 160 mg/kg HnH HepeAoBeH rrpr{eM e Bb3Mo)r(Ho Aa AoBeAe Ao noAHoBrBaHe Ha
Kpr,BaTa.
fft'rpaqerau Moxe Aa ce npldlara nplr Aerla na4 3 ro4uHr{ crpaAarrln or cbprroBuAHo-KrerbqHa
aHeMHr B pexl'IMa Ha npenopbqBaHlrre AHeBHr.r aorra (mg/kg). flnpaqeraM e rrprdnaraH B orpaHgr{eH
6poft leqa or I go 3 ro4uHu.
Jle'reu',e Ha ArrcJre*cnr (uapyrue'lfl B cnocodnocrra :a vereue) n rcou6unaqns c roBopHa
Tepatrrrfl IIpr| Aeqa
flpu 4eqa HaA 8 foAHHH
npHeMa.

H loHorlrH npenopbqBaHara AHeBHa AO3a e oKoJro 3,2 g, palAeneHa Ha ABa

rIpnaoxenne:
Ta6.rrerKuTe ce norJlbular c reqHocr.
Ilpenoprvaa ce AHeBHara Ao3a Aa ce [pneMa Ha ABa Ao qerr,rpn rprreMa.
rlpo4urrxnreJrnocr Ha neqen[ero:
Bae tpr6sa Aa npneMare Hoorponrur ronKoBa npoAbJDKr{TeJIHo, KoJrKoro Ba e nocbBerBaJr Baruuc
neKap. flpu leveHne Ha xpoHut{Hn sa6orrsaH}u onrnMrureH eQerr ce nocrr.rra o6uxHoreuo caeA 6 Ao
l2 ceguuqn.
Arco cre trprrenrr noBerre or neo6xoArrMara 4ora Hoorpo[rrJr:
Yne4ouere Barufic JreKap, a*o cre np'enn rroBeqe or neo6xoar{Mara Ao3a.
Arco cre lpotrycrraJr[ Aa rrprreMere Hoorponu.n:
He sgeMafrre AsofiHa Aosa, 3a Aa KoMneHcnpare [polycHarara. flpo4r.uxere Aa rrpHeMare
Hoorponul KaKTo Bn e nasa.n Barufis neKap.
Aro cre ctrpenrr trp[eMa na Hoorponru:
3a 4a ce npeAorBparu etgo6HoerBaHe Ha orulaKBaHultra- npeKbcBaHero Ha Jrer{eHr{ero c Hoorponrul
rpr6na Aa craBa rocreneHHo - c 1,2 g nupar{eraM Ha BceKH i l ^.
Aro uuare HtKaKBI,t AoIThJrHlITenHr,r Bbnpocn, cBbp3aHH c ynorpe6ara Ha roBa JreKapcrBo, MoJrt
nonurairre BauHc neKap ann Qaprvraqeor.

4. Bb3MOXHI,IIIE)ITEJIAHIIPEAKIIIilI

Kaxto BcHqKH neKapcrBa Hoorponur Moxe Aa [peAr,r3BHKa HexeJraH[ peaKrrn]r, nrnperx qe He BceKH
rfi floflyqaBa.
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VseAolvlere B4rrrug JIeKap' n cayvaft Ha notBa Ha HrKor or nocor{eHnTe peaKrlurr Korro Br{ 6esnoxou:tlectotata Ha BG3Mox(HLne HexeJraHlr neKapcrBeHn peaKrlnu, r.rs6poeura no-AoJry e onpeAeneHa
crropeA cneAHaTa KOHBeHTIHT :

MHoro qecrr,t (sacrrar noBer{e or I na l0 naqneHru)
9ecrn (sacrrar I - l0 Ha 100 naqueHru)
He.{ecru (racrrar I - l0 na 1000 naqr.remr.r)
Pe.qru (oacrrar I - l0 Ha 10000 naqueHrr)
MHoro peAxu (sacmar no-MzurKo or I sa 10000 naqueuru)
C neHgsecrHa qecrora (or HarnvHnre AaHHlr He Moxe 4a 6rge HanpaBeHa oqeura)

{ecrn:
o HapyrueHnt or crpaHa Ha HepBHara cncreMa: xrdnepKr.rHe3ux (noenrueua axrunnocr);
o [4gcleABaHr,rx: noBnrrraBaHe Ha reDroro:
o lcrxraqHnHapyueHr.rr:HepBHocr;
Ifeqecrn:
o fIcnxHqHH HapyueHr{r: AenpecHr;
o Hapyruenras.HaHepBHaracr.rcreMa: coMHoJreHTHocr(crruuoocr);
o O6rqn HapyureHr{r: acreHur (cna6ocr);
C nenlnecrna qecrora:
o HapyrueHnfl Ha KpbBTa: xeMoparnqHH HapyureHrit

HapyrueHnr Ha )axoro u talupu:ara: Beprnro (vyrcrno Ha cneronrprex);
Ctonaaruuo-qpeBHl,I HapyureHut: 6oma B KopeMa, 6orxa B ropHara r{acr Ha KopeMa, Alltapvn,
IaAeHe, noBpbrrlaHe;
HapyueHur Ha I,IMyHHara cl,rcreMa: ana$u.narror{AHa peaKrrnr, cBpbxrryBcrBr{TeJrHocr;
HapyureHur Ha HepBHara cl{creMa: araKcnr (nunca Ha KoopAuHarru.f, Ha ABrDKeHunra),
HapyureHnt B paBHoBecHero, BJIoIIIaBaHe Ha enltnenclrrra, rurano6olne, 6eecrHue;
Icuxuqnu HapyureHr,tc: nrc6ya4 TpeBoxHocr, o6rprcaHocr, xaJrrorruHarrrdr,u
HapyrueHnr Ha Koxara Id noAKoxuara rbKaH: aHruoHeBporHqeH eAeM, AepMarnr, rrpyprrryc,
ypTlrKapHr.

Aro Hcrcoc or Hexe[aH]rre neKapcrBeHr,r peaKqun craHe cepuo3Ha HJrH aro ga6eae]ro.rre HrKaKBu
He)I(eJIaHH peaKIrI,Iu, KoI4To He ca onrlcaHu B Ta3n JrrdcroBKa, Monr yBeAoraere Baruns neKap ml,r
Qaprraaqeur.

5. KAI(.ITACbXPAHSBATEHOOTPOIII4JI

Crxpaurnafire Ha M{cro, HeAocrbnHo 3a Aerra.
He ce HslrcxBar cnequaJrHr,r ycnoBnt Ha cbxpaHeHue.

He usnorgsafire rerapcrBoro creA r,r3Tr,rqaHe cpoKa Ha roAHocr o'r6earsaH Bbpxy o[aKoBKara cJreA(foAeH 
4o:". Cpoxrr Ha roAHocr orroBapr Ha nocneAHus AeH or rrocoqeHlrr Meceq.

6. AOIILTTHIITEJIHA IIHOOPMAIMfl

Kanno cbAbpxta Hoorponul
Axr[sHoro BeulecrBo e nnpaqeraM
,{pyrn:re ctcraBKr,r ca:
f,apo na ra6rgrrara: Maxporor 6000, cunnqueB Ar,roKcr,rA, KoJror{AeH 6eao4eH, ru."e$n6*5ffiF&Tn
KpocKapaMenosa Harpnfi .
@mnoso noKpr,rrne: xlrrpoKcr{flponuJrMerr,rJrrlenyJro3a, THTaHoB auoxcr,ra (E
uarporon 6000.

l7l), rvraxponon 400 u



Karc ngrurexAa Hoorpon[Jr rr KaKBo cbAbpxa onarcoBrara
Eeau' npo4nnroBarH' snrruupaHlr ra6agrKr.t c AeJrr{TeJrHa qepra, MapKnpaHr,r c NA.l. onaxosra:KaproHeHH rcyrr.Il,t no 30, 60 a 100 SruluupaHra ra6lsrxn.
He scnqnfi BuAoBe onaKoBKn Morar galrparrrycHarrd r npo4ax6a.

lpnrexaret Ha pa:lpeuenrrero ra ynorpe6a rl nporr3BoArrrerr
flpurexarea Ha pa3peueHr{ero ,a yrrorp"6u,
UCB Pharma sA, Allee de la Rechlrche 60, 8-1070 Bruxeiles, Be.nrHs.
flpousoo4nrel:
ucB Pharma sA, chemin du Foriest,B- 1420 Braine-l' Alleud, Eerrrc.

3a 4onuHn'relna nnQopuaqut orHocHo ro3' neKapcrBeH npoAyKT, Monr cBrpxere ce c JroKaJrHH,npeA_cTaBrmen Ha npr,rTer(aTenr Ha p:BpeueHHeTO Sa ynorpe6a:
IO CI4 EI4 Er.rrrapux EOOA,,"n., (OZi 96230 49

.{ara na nocneAno o.qo6peune Ha rlcroBxaraz 02/2011
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