
ynAtGTBO BO nAKyBAFbETO : yl HooPMAql4 t4 3A KO Pt'l CH t',l KoT

TINALVO 250 mg Qranru-o6noxeHyl ra6neru
(levetiracetam)

IlpeR ynorpe6a Ha JreKor BHl'lMarenHo npovurajTe ro ynalcrBoro'
- 

' 
Uyallre io ynarcreoro. Moxe6ra r(e rpe6a Aa ro npolll4rare noBropHo.

- Axo nMare AononHilTenHn npauarua, o6parere ce raj Baunor Aoffiop nnn Qapuaqeer'
- Osoj nex But e npenhuan Bau flur4Ho ta xe rpe6a A? rOr AaBaTe Ha Apyru nraqa 6rAejkn

MOXe Aa nM HauTeTn Ayprl t aKo Hl4BHt4Te cnMnToMl4 Ge l4cru raxo Bauure'
- ArO HeKoe OA HegaKaHrare gejcrea CTaHe cepho3Ho nnn aKo ea6enexnre HecaKaHo AeJCTBO

KOe He e HaBeAeHa BO oBa ynaTcTBo, Be uonnue nsnecTeTe ro BauuoT Aolcrop hnn

$apuaqear.

Ynarcreoro coAPXl4:
L lllro npercraByBaar ra6neTnre TINALVO yl 3a uro ce yrne1o"6Y?9ar

2. LIJro uopa Aa 3Haere npeA.qa rn ynorpe6nre ra6nerrarre TINALVO

3. Kaxo Aa ce ynorpe6yBaar ra6nernre TINALVO
4. Moxnn HeoaKaHn 4ejcrea
5. gyeaue xa ra6nerure TIN,ALVO
6. flononnnrennn nn$oPMallklt4

1. ITTO NPETCTABYBA TINIALVO 14 3A 1UTO CE YNO]IPEEYBA

TINALVO Snnrvr O6noxennre ra6nern npnnafaar Ha rpynaTa neKoBl4 HapeqeHh

aHTnennnenTnllyt n ce ynoTpe6yaaar 3a neKyBarbe ennnenTnuHn HanaAn'

TINALV' ce yflorpe.yBa: 
ttie\ ta neKvBarbe lt4 co nnn 6e3. KaKo eduucrneeu nex (uroursmepanuja) 3a neKyBalbe napqnjanHn Hanal

ceKyHAapHa reHepant43aq,ja raj naqraenrr,,' flo'r?Pl4 oA 16 roAvtHvl co

Hoao4njarnocTvlqnpaHa enunencnja;
o TINALVO uoxe Aa ce Kopl,lcTl,l 1,1 KaKo dOnonuumenHa mepanuia, xaj naqneHTn Kon BeKe

3eMaaT u Apvrn aHTnennnenThtll4, 3a neKyBarbe Ha:
o napqnjannn 

"anaAn 
co mfln 6ea rexepanntatyja xai soapacHn nallneHTh n Aella Ha

Bo3pacr nary12 roALlHl4
. Mr4oKnoHyr'.tHr4 HanaAh Kaj nallneHTn HaA 12 roAtnHn co jyaennnna MnoKnoHnqHa

ennnencmja;
. npnMapHo reHepann3npaHn roHt4LtHo-KnoHhLtHt4 HanaAn raj eospacHra n raj le|Jia aaA 12

roAuHn co t4gnonarcKa reHepanil3npaHa enunencuja'

2. ulTo MoPA AA 3HAETE nPEE AA vnoTPEEl4TE TINALVO
Hervrojre Aa ynorpe6yaare TINIALVO aro:
- cre aneprylqHh (npeocernr,ran) na neBerhpaqeraM unh na roja 6nno cocrojKa Ha neKor.

6n4ere oco6eno nperna3nllBr4 co TINALVO
- Axo nMa.fe npo6neMh co 6y6pe3hTe, pa3roBapajre co Baunor Aolfiop.

Aann rpe6a Aa ce npncnoco6n Ao3ara Ha neKor.
- AXO sa6e,nexnre Sa6aayea;be Ha pacToT nnn HeoLleKyBaH noqeToK

Baulero Aere, BeAHaul jaeere ce xaj Baulnor AoKrop'
- Aro gaoenexure 3roneMyBarbe na jaunnara nnn Ha 6pojoT Ha
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n3BgcreTg fo BauJuoT AOKTO|p' -rr r a , \ ,A --r^-^
- Kaj ruan 6poj nyfe xon npnMane aHruennnenrnLln xaro TINALVO sa6enexaHa e nOJaBa

Ha MUCnh 3a caMonoBpeAyBabe ^ri i^cauoy6urcrBo. /\KO Sa6enexure KaKoB 6nno aHax

sa Aenpecurj a ulunncauoy6ncrBeHl4 MUCnU, BeAHaUJ n3EieCTeTe ro Baunor AoKrop'

Ynorpe6a Ha APYrr neKoBH
huQopmupajmeeoBawuomdoxmopunuQapmaqeilmaKoynompe1yeameunuaKoueodauua
cme ynompe1yeane dpyeu neKoeu, 

"*yrybai*u 
u neKoeu wrno ce seMaam 6es peqenm'

3euaue na TIN,ALVO co xpana nnv co nrjanar

TINALVO ra$nerure Moxe Aa rV 3eMaTe co xpaHa vin1- Ha rnaAHo' Kaxo nperna3nhBocT'

HeMojTe Aa n[ere anKoxotl AoAeKa cre Ha repanraja co TlNltrLVO'

Epemenocr u Aoelbe
coeemyeajme ce co Bawuom doxmop unu Qapmaqeem npetl da seMeme KaKoe 6uno nerc'

kleeecrere ro hlaunor AoKrop aKo cre 6peuena, Mtlcnui1e AeKa cre bpeuena nnn aKo

nnaHnpare 4a sa6PeueHhre.
TINALVO xe rpe6a Aa Ce 3eMa 3a BpeMe Ha 6peueHocTa u AoelbeTo' ocBeH aKo Toa He e

HeonXOAHo. He e nO3HaT norenqnjanHuoT pI43l4K O4 repanvrjaTa cO fleKoT 3a HoBopoAenoro' Bo

cTyAt46 t43BeAeHn xaj xnaOrHh, Co npnMeHa Ha AO3u nOB1llCOKl4 OA 6r'rnO roja TepaneBTcKa Agaa

(roa e .qo3aTa norpe6na 3a KoHTpOna Ha HanaAnre), TI]{ALVO hMa noKaXaHO HecaKaHu

e$erara Bp3 penpoAyKrnBHhre QyHKql4tl'
,[oeuero He ce npenopaqyBa 3a BpeMe Ha rperMaHor'

Bnnjanue Bp3 cnoco6nocra 3a Bo3etbe aerouo6t'tnunn 3a ynpaByBalbe co MaullHl'l

TINALVO MoXe ga enr,rjae na Baulara cnoco6nocr 3a Bo3eb'e AntA sa ynpaByBaFbe co MaUnHn'

6ur4ejkr,r MoXe iqa npegrcBhKa nocnaHocr' Oea noLlecTo ce jaayea Ha noqeToK o4 repanujara

nfln no 3rofleMyBabe Ha Ao3aTa oA neKor'
Bne He rpe6a.qa Bo3nTe Vnn AA ynpaByBaTe co MaunHl4 cd 4o4era He ce noTBpAl4 AeKa oBne

cnoco6nocrn xe Bu ce npoMeHern.

3. KAKO AA CE vnoTPEEyBA TINALVO
TINALVO rpe6a Aa ce 3eMa ceKorauJ CnOpeA ynarcTBoro Oil BauJnor AoKrop nnra sapnnaqeer'

KoHrarcrnpajTe ro BaunOr AOKTOp ranra 6apr,rraqeBT aKO He cTe cvlrypHh KaKO Aa ro 3eMaTe

neKoT.
TINALVO MopA Aa ce 3eMa ABa naTn Ha AeH, eAHaU Hayl'po n eAHau HaBeqep' ceKorau Bo

npu6nnxno ncro BPeMe oA AeHor.
3ennere oHonKy ra6nern, KonKy u.ro Bn npennuan Bauuor 'neKap'

Monomepanuia

f[osu raj Bo3pacH]l u aAonecuenrra (na416 rograun)
Boo6nqaena Ao3a: oA 1000 mg Ao 3000 mg ceroja91,
Kora sa npBnar (e noquere co ynorpe6a na TINALVO' Bauuor neKap ke Bvt nPenoPaqa

noHhcKa Ao3a Bo npBnre 2 neryenu npeA Aa Bra ja,Aage xajHucra AO3a.

ipur"pi'doxonxy'Bawama dueeua dosa e 1000 mg, mpe6a
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mg Haympo u 2 ma6nemu od 250 mg HaeeLtep'
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flononnumenHa mePanuta
fiosu raj 

"o"p"""r-r-",q'orr"",tunrra 
(o4 12 AO 17 roaunn) CO renecHa rex]lHa noroneMa

oj4en.
d[, *op" da setv,eme 2 ma1nemu od 250 mg

fioera raj aAonecqeH rn (12 ao 1'7 ro4raxra) co TeJlecHa TeXy|Ha noMaIa o4 50 rg:

Bauuor AoKrop re era ja npennue 
"ooA""t""ra 

Ao3UpaHa $opvra Bo 3aB[4CHOCT OA TeXnHaTa n

roneMnHaTa Ha Ao3ara.

Boo6nqaena Ao3a: oA 20 mg/kg go 60 mg/kg ceroj4en'

Haqun Ha 3eMalbe Ha neKor
[lporonrajre rn ra6neruTe co AoBonHa KOnnLlnHa Ha TeqHocT (na npran;ep qaua aoAa)'

Tpaeue Ha rperMaHor
. Tepanr,rjara co TINALVOT e xpoHvlqHa repanr'rja (go'nrorpajHa)' Tpe6a Aa ro 3eMare

neKoT oHonKy BpeMe KOnKy U.ro Bn e npenopaqaHo Oll Baurnor AoKTop'

.He janp" * , " y "4 re repanra la ra6esnpeTxoAHoAacecoBeryBaTecoBau lno rAoKrop
onaejrnMoXeaagojaeAoBnouJyB-ab9.rHanaAnTe..f loronryBautuorAoff ioppeuh
Aa Bra ja npernne repanujara co itnn;O, roj/raa (re Bra Kaxe KaKo nocreneHo Aa ro

npeKuHeTe neKyBabeTo.

Aro cre 3eMane nororeMa Ao3a oA TINALVO oTKOnKy UITO e nOrpe6no

Moxnn HecaKaHn 4ejcrea nph npeAo3npabe Ha TINALVO ce nocnaHogT' BO3HeMupeHocT'

arpecnBHOCT, HaManyBabe Ha BHhMaHnero, orexHaro At4llleFbe u KoMa'

ArO Cre 3eMane noeefte ra6nern oA AO3B91eHOTO, B-eAHaU H3BecTeTe ro Bauuor AOKTOp vlnn

Sapruaqear. Bauuor AoKrop (e npoqenra roj e naj4o6pnor rperMax sa Bac'

Aro cre 3a6opaBxne Aa 3eMere TINALVO . ) Ao3yr. Axo cre
KoHrarorapajTe ro Baurnor AoKTOp aKo cTe nponyuTl,lfle eAHa nnn noBeK€

nponyur[ne eAHa,qo3a, 3eMere ja cnegnara Ao3a go eoo6nqaeHoro BpeMe'

He serr,rajre 4eojna Ao3a 3a Aa ja nagoMecrnre nponyuJTeHar-a'

Aro npecraHere Aa 3eMare TINALVO
Aro rpe6a Aa ce npeKhHe repanr,rjara co TINALVO, KaKo n co Apyrnre aHrnennnenrnqn'

npeKnHyBabero rpe6a Aa Ce nainpaara nOcTeneHO 3a Aa ce us6erHe onacHocTa oA 3acnflyBabe

Ha HanaArre.
Aro umame HeKaKeu npawa1ua eo epcKa co neKom, ojpameme ce Kai Bawuom dOxmop unu

Qapuaqeem.

4. MOXHI4 HECAKAHI4 AEJIGTBA
Karo n cnre neKoBra ra TINALVo ruoxe Aa npeAn3BnKa HecaKanra gejcraa' 

1914 
He ce JaByBaar

xaj cnre nallyreHTt4. l4geecrere ro Bauluot AOICIOp nnn saprvraqeBr, aKo raj Bac ce nojaenno

HeKOe HecaKaHo AejcrBo Koe Be 3arphx{yBa'

Heron oA HecaKaHnre 4ejcraa KaKo nocnaHocr, 3aMop
Ha noLleToK Ha TpeTMaHor nnn aKo ce 3roneMyBa
HaManyBaar co noHaraMouJHrlor reK Ha repannjara'

nojaayaaar noqecro
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Mnory qecTlt HecaKaHr,t gejcea (ce jaayaaar raj noaeke og 1 oa 10 naqr'renrr'r):

. ilaso$apnnrnruc (BocnaneHne Ha HocHl4orAefl oA xapHonpoBo4or)

. CoHnhBocr, rnaBo6onKa.

r{ecru HecaKaHH gejcea (ce jaeyraaar xaj 1 Ao 10 og 100 naqheHru):

o ?HoPerCraja (ry6e|se Ha ane'InTOT), 3roneMeHa TeneCHa lrexnHa'

o fi€np€cnja, aHKC[4O3HOCT, HenphjaTencTBo hflt4 arpecuBHocT, HecoHl4qa, HepBo3a l4nn

pa3Apa3nuBocr,
o 

' " 
KoHBlIl3l44 (rpueara), npo6nennn co xoop4nnaqnja n paMHoTeXa, qyBcTBo Ha

Hecra6nn iocr, nera prnja, TpeM op (HeBofl H tl ABhxetba)'
o Beprnro (EprorflaBnqa).
o Kaurnaue.
o 6onra Bo cToMaKoT, Anjapea (npon1aB), Ancnenchja (oTexHaTo BapeH'e Ha xpaHaTa),

raAeFbe, noBpa(aFbe.
r Paur (ncnn).
. AcreHnja (cna6ocr)/sauoP.

floepeuexlt HecaKaHr gejcrea (ce jaeyaaar raj 1 4o 10 oe '1000 naqnenrn)

o HauaneH 6poj na'xpanvr nflo'.{Kl4 (ipor,l16oUr,rTn), HaManyBabe Ha 6pojor Ha 6ennTe KpBHl4

KNCTKh.

o HauaneHa TenecHa TexnHa, 3roneMeHa TenecHa TexnHa.

o lAgen 3a caMonoBpeAyBabe n caMoy6ncrBeHu tAAeV1 MeHTanHn HapyuyBaba'

npo6fleMh Bo oAHecyBalbero, xanyquHaqnn, qyBcTBo Ha nyll/lHa, .6ry9_t^9:l'-HanaA Ha naHuKa'

eMoqnoHanHa necia6rannocr/n;corueHn Bo pacnonoxeHneTo, afnTaL$la (nCuxOruOropex

HeMnp).
. Annnesnja (ry6raror Ha nonaneuero), HapyuyBalbe
HapyuJeHa KoopAnHaqnja (ararr;raja), napecr$nja (uyacrao

BHUMaHnero (ry6erue Ha KoHqeH'rpaqnjara)'
o finnnonnja (4eojno rneAabe), 3aMareH BvlA.
. A$nopMaflHrl pg3ynraTn Ha TecroBl4re 3a npoBepKa Ha fynrqrajara Ha qpHnoT Epo6'
. OnaiaFbe Ha Kocara, eKqeM , npypnryc (veuaue).
o MycxynHa cna6ocr, Mnjanrnja (6onxa Bo MycKynnre)'
. Cny"tajHh noBpeAh.

Perxn HecaKaH1,t AejcrBa (cejaayeaar Kaj 1 go 10 oA 10.000 naqnenrn)
o [4nSeKqnja.
. HauaneH 6poj Ha cnre KpBHl4 KflerKh.
o Cauoy6ncrBo, HapyuJyBaH,e Ha nuLtHocra (6uxejBhopanHn npo6neMn), a6HopMaflHvl

Mncnl4 (6ae-eFtTeK Ha MhcfluTe, Hecnoco6Hocr 3a KoHqeHTpl4pabe).
r HerOHTpOnnpaHn MyCKynHh Cna3Mn BO rnaBaTa, TOp3OTO n eKCTpeMnTeTnTe, OTeXHaTO

Ko HTponn pabe Ha ABhxelbaTa, Xn nepKhnesnj a (xvrnepearrh EIHC9T)'
o l-lanrpearurvlc(aocnanenNeHanaHKpeacor),
o Hapyr.uena Qynrqnja na LlpHl,loT Apo6, XenaTHTt4c (aocrnanenne Ha qpHror Rpo6)'
o vlcnn no Koxara a MoxHo e n co33AaBarbe Ha Meypu Hil Koxara Kon u3rneAaar KaKo Mera

(qeHrpanna reMHa roqKa onKpyxeHa co no6neA Aen co npcreH no pa6or)-

Ha rrrevroprajara (aa6opaBatbe),
Ha rpHeFbe), napyuyaabe Ha

HA KOXATA,MynrnsopMeH epnreM, reHepa,nn3upaH ncnn co nojaBa Hia

oio6exo oKony ycrara, Hocor, c,qnre n reHnraflnnre (CruBerH;

fl,r"n s9
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Sopua Ha KoxHa pearrlraja co cepno3Ho nynetbe Ha oKony 30% oR Koxara Ha renoro
(lorcnvua ennAepMan na nexpontnea).

Axo uexoe Hec.?KaHo dejcmeo omaHe cepuosHo unu aKo siadenexume noiaea Ha HecaKaHIt
dejcmea Kou He ce cnoMeHama eo oea ynamcmeo, Be MonuMe da ao unQoptvtupame Bawuom
dorcmop unu Qapuaqeem.

5. qYBATbE HA TINALVO
Ileror vyaajre ro Ha Mecra HeAocranun sa 4eqara!
He rn ynorpe6yeajre ra6neryrrel TINALVO no ncreKor Ha poKor na ynorpe6a, HaBeAeH Ha
naKyBaFbero. fiaryruor Ha hcreKor Ha poKor na ynorpe6a ce o4HecyBa Ha nocfieAHhor AeH oA
HaBeAeHnoT Mecell. He ce nOrpe6nn noce$nn ycnoBn 3a LlyBarbe Ha neKoT.

I\exoeume ue mpe6a da ce uc$trtnaam eo omnadua eoda Hu,my eo cMem od douakuHcmeomo.
flpawajme eo Btawuom Qapmatqeem KaKo da eu omcmpaHume neKoeume Kou noeetb He Bu ce

nompe6uu. Oeure uepxu ke noma,euam da ce 3awmumu oKonuHama.

6. AOnOnHnrEflHl4 l4HOOPMAUl4tl
lllro coApxu TINALVO 250 mg:
Axm ue u a cy ncm a u uuj a: neBern p,aqeraM.
E4Ha Sranu-o6loxeHa ra6nera GoAPXl4 250 mg neBernpaqeraM.

I-louowuu cvnctTarulA
Jalpo Ha ra6nerara
l'lueHxapeH crpo6, l-loen4on, Kpocxapuenosa Harpnyll, Konougen chnhKoH-AHoKc],|A,
Maruesnyu crerapar.
Onnu o6ehsra:
Opadry blue 03i850643 (XnnpoMeno3a 6 cP, TnraHhyM At4oKcl4A
KapMnH (E132)).

171, Marporon 400, lAagnro

l4srneA Ha JreKor 14 cogpxl,ttta Ha naKyBabero
TINALVO 250 mg Srannn-obnoxeHnre ra6nerr ce cBerro ct4Hl4, co t43Aonxexa Soptua,
6nroHsercHn c0 Ma3Ha noBptut4Ha.
Kaproncxara ryrvrja coApxt4 60 cpranrvt-oOnoxenn ra6nern (6 6nracrepn x 1Q ra6nern).

llpouseo4rrer:
AneoreH flxapnna AOO,
flaluba.rra 66, Sapnqe
Onurrrna f'lnan4nure, Peny6nnxa Cp6uja

Epoj u AaryM na o4o6peHnero 3a npoMer

Hocnren xa o4o6peH[ero 3a npoMer
AneoreFr IOO Eapraqe - flpercraBHvllurBo Cxonje
Yn.Koeapa 6p.'113A
1000 Cxonje

fiaryr'r Ha nocfleAHara peBuanja na
Jynn,2013 rf;l::;)
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