
' vnATcTBO 3A nAqhEFITOT

. npeC ynorpe6ara Ha treKor BHl4MarenHo npovrraire ro ynarcrBoro
-Hyaajre ro ynarcrBoro. Moxe6u ke rpe6a Aa ro npoqt4rare noBropHo'
-Aro rarvrare AononHurenHl,l npaulalba, o6parere ce raj Bauluor AoKrop unu

QaPMaqeBr.
-Oeoj ner Bu e npenuulaH BaM n 'lHo u ne rpe6a Aa ro AaBare Ha Apyru nuqa'
OuAitfra Moxe Aa uM HaUTeTu Aypt4 u aKO Ht4BHhTe c[MnToMt4 c€ l4.ru KaKo
Bauure.

Ynarcrsoro cogPxlr:
1. !!!mo npemcmaoyea LERCAML@ 10 u sa wmo ce ynompe6yea'
2 IUmo mopa da sHaeme, nped daynompe1ume LERCANIL" 10.
3. Kaxo da ce ynompeiyea LERCANIL" 10
4. Moxnu HecaKaHu deicmea.
5 4yeare u poK Ha ynompe6a ua LERCAML@ 10'

LERCAML@ 1O / NEPKAHNTP 1O
Axmuena cyncmautlui a: Lercanidipine.

flouownu cyncmauquu:
Jadpo uaTa6nemama:
Ilaxrooa,tuotoxn4Par
qenyno3a M KpoKphcTanHa

'-: xarpuyrvr-crpo6rnuKonaT
noeuAoH K 30
MarHe3uyM-cTeapaT
tDunrit o6euexa:
Xunpouenosa
TANK
rraran-AuoxcttA (E 171)
rvrarporon 6000
xene3o-oKcl4A (E 172)

Cocras:
LERCAML@ 10
EAna Sranrvr o6noxena ra6nera coApxtt 10 mg nepxanuAunuH xl4ApoxnopuA ulro

oAroBapa ua 9.4 mg nePKaHuAI4nuH.

Ilponaeo4uren
Berlin-chemie AG (Menarini Group), Glienickerweg 125, 12489 Eepnur,Fepuauuja.
flo nraqenqa ua Recordati.

Hocrren Ha PeuleHlero 3a npoMer
3acrannur ni Berlin-Chemie AG - Cenrrar'ra ffOEfl. yn.flox^oHcxa 6p.19. Cronje P.

Maregonraja
,/r:i::1ll:tn."-.

Haqux xa t,t3gaBalbe ,"1' ,, r.. ,]:'r)\
flexor ce u3AaBa caMo Ha neKapcKt4 peqenr (P)' !,i.'.t ,1,' 
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l..ulTo npETcTAByBA LERCANIL@10 14 3A IUTO CE ynhTPEByBA '

'  t ' : . l  . -"  " ' "



OapualleBrcKa Ao31,l PaHa So Prua
Onnu-o6noxena ra6nera

Flaxyearre
Henpoah4eH PVC/anyMrHhyMcKtl 6nncrep.
KaproHcra ryrnja co 2 lnuqepa co no 14 Sranrrlt ra6nern.

Karo gejcreyBa neKor LERCANIL@l0

flepraH vnt nvH npnnafa Ha rpynara neKoBil no3Harn KaKo 6noxaropn Ha KanqnyMoBnre

KaHann (araxragponrpilAt4HcKa rpyna) roj ce ynorpe6yBa 3a neKyBahbe Ha BilcoK KpBeH

npilTLlcoK.

Kora ce ynorpe6yea neKor LERCANIL@I0
Jlepranr,rn 10 6rannr-o6noxennre ra6nerH ce npennuyBaar oA crpaHa Ha Bauror

neKap 3a repa nnja Ha BHcoK KpBeH npnrncoK, r4cro raKa no3Har KaKo xnnepreHsrja.

3AnOMHETE - Oaoj neK Bn e npenhrJlaH caMo BaM.

z. glro rpEEA AA 3HAETE npEA EA ynorPEEl'lrE LERCANIL@10
tlpedynpede,me eo Bawuom doxmop aKo npuMame dpyeu neKosu, uMame HeKaKea

xponirua 6onecm, HeKoe nopeMemyeabe eo uema6onu3Mom, aKo cme npeocemnueu

Ha neKoeu unu cme uMane uexoja aiepeucKa peaxquja ua uercoi od uue.

Herr,rojre Aa ynorpe6yaare LERCANIL@10 axo:
He sevrajre flepranun@ 10 Snnvr-o6noxeHn rabnerr aKo uMare nnv cre ilMane

aneprr4cKa peaKqilja Ha aKrhBHa cyncraHqmja, Ha neKoBLt ,cnilqHfi co oaoj nex (raxo ruro

e aMnoAnnnH, H4KaprqrnilH, QenogranhH, tftpaf;VtnuH, Hra$egranhH nnn naLil At[nnn),

vnn Ha 6nno roja Apyra cocrojra Ha oeoj neK.

Fle eeuajre flepxauun@ 10 $ranu-o6noxeHn ra6nerr AoKOnKy cre 6peMeHH nnm ,qonre.

n[oronry caKare Aa ocraHere 6peueHu rnn RoKonKy He ynorpe6yBare HheAHa Bpcra

neKoBr/ 3a KoHrpaqenquja, ne seHnajre IlepraHnn@ 10 $nnvr-o6noxeHil ra6nerr.

,[oronxy Kopmcrt4Te I'leprannn@ 10 Srannlt-o6noxeHn ta6netu u Mhcnrre rqeKa cre

6peuenil, KoHcynrr,rpajre ce co Bau:l'lor rqoKTop'

He seuajre flepxaHnn@ 10 goronKy hMare oApeAeHh cpLleBu aa6onyBaHra:
-HexoHrponnpaHa cpqeBa NHcy$raqr'renqilja -
-l-lpevxn npr nporoKor Ha KpB oA cpqero
-Hecra6nrrHa aHrnHa neKTOpl4C (aHrnna neKropLlc Bo Mt4pyBaFbe vnt Ro]a

nporpecnBHo ce B nor.r.rYaa).
Nnn Bo poK oA 1 ueceq oA cpqeB YAaP.

He sen/lajre flepxaHmn@ 10 sranu-o6noxeHr ra6neru rqoKonKy
aa6onynaFbe Ha qpHilor ,qpo6 vnv 6y6pesnre.

nMaTe "' Te[uKo'
, ' l

He seMajre llepraHun@ 10 $r,rnn/l-o6noxeHn ra6nern 3aenHo Co neKoBl4 KOl4 COflpx?T;i

qnKnocnopLtH, cO aHThMLtKoTl4Utl (reroxoHa3on vnv VTpaKoHa3on), ruaxpt"{f:il 
. 
,, .',-,'

anru6r,toTLtl . l14(np.epr,rTpoMl4tl |^HVnnTponeaHAoMl4qnu)vnvlopanHHaHTV|B|A'pycHt4
neKoBt4 3a neKyBabe *i XttB r,tr$exqnja (np. pr'rronaar'rp). 

' '

He aeuajre cor og rpejn6pyr 3a BpeMe Ha Kopl4creFbe Ha neKor flepraHnn@ 10.
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Engere oco6eno BHtlMarenHu co LERGANIL@1O:

florpe6Ha e npeTna3n BocT AoKonKy narure oA Apyr[ cpqeBu aa6onyearua unn
uocrare nejc-raejrep. l4xQoprvrrapajre ro ceojor ceojor AoKrop Bo BpcKa co roa.

loronxy nuate 6naro Ao yMepeHo sa6onyearue Ha qpHuor Apo6 nnu 6y6pesure unu

AOKOnKy cre ra gujanusa,-ransopurupajre ro csojor goKTop 3a roa KaKo 6u Bu ja

npunaroAun Ao3aTa Ha neKor.

flepxanun@ 10 Sranu-o6noxenn ra6neru ne 6u rpe6ano Aa rn 3eMaar naqheHru
noMnaAu oA 18 roAuHl4, CO O[neA Ha Toa AeKa HeMa AOBOflHO tlcKycTBo co oBaa

crapocHa rpyna Ha naqfieHru.

Be MonuMe Oa ce nocoeemyeame co eawuom doxmop moeauJ Koea eopeHaeedeuume
yKa)Kygatba ce oduecyeane na Bac xoea Suno eo M'JHamomo'

Epeuerocr

coeemyeajme ce co Bawuom neKap unu Qapuafteem nped da 3eMeme xaxoe 6uno
nau

flepranun@ 10 Qranru-o6noxeHu Ta6neTu He cMeaT Aa ce 3eMaar 3a BpeMe Ha

6peueuocr.

Iepranran@ 10 $ranrvr-o6noxexu ra6netn He cMeaT Aa ce 3eMaar 3a BpeMe Ha Aoebe.

Bogerse ta ynpaByBa]be co MauI]lnl'l

Knunu,lxore [cKycTBa co nepKaH A]4nuH noKal(yBaar AeKa ManKy e aepojarno
HaManyBarbero ga cnoco6nocra Ha naquenTor 3a Bo3ebe nnu paKyBabe co MauuHh'

cenax, xeonxoAHa e nperna3fll4BocT 3aToa uro Moxe Aa ce nojaan BpTornaB qa,

auenula, yMop h perKo coMHoneHquja'

Ynorpe6a na LERCANIL@10 co xpana n nujanoqr
Anroionor Moxe Aa ro nojaqa AejcrBoro Ha aHTuxhnepreH3uBHure neKoBl'l u 3aroa ce

coBeryBa uo6ernyaarue Mnt4 cTpl4KTHO OrpaHhqyBarb-e Ha KoHcyMuparbe anKoxonHtl
nlrjanoqra oa aperure ua repanujara co llepranun@ 10 $unrvr-o6nox<exu ra6nern.

Coxor og rpejnepyr Moxe Aa ru nojava e$errnre xa flepraunn@ 10 $ranrvr-o6noxenu
ra6neru, na 3aroa 3a BpeMe Ha neKyBaH'ero rtervrojre Aa ro KoHcyMupare'

flpeynpegyearsa noBp3aH[ co noMolllHlre KoMnoHeHT[ coApxaHh Bo
. LERCANIL@I0

IepraHnn@ 10 $ranrrl_o6noxenu ra6neru coApxaT 30 mg naKTO3a, 3aTOa e

norpe6ua nperna3nuBocr aKo He noAHecyBare naKro3a, uMare ranaKI?"99s -tttt8:..t!{.
cl4HApoM Ha Manancopquja na rnyxooa/ranaKro3a. .il . ; .r ,i t.

Vnorpe6a Ha Apyrlr nexoBx 
I l, . ,.' ,r' . 

'r t,

.Cexoeaw, weecmeme eo eawuom doxmop unu $aptratp,em aKo seMarft?,0t416'],toi ,.,::''
dpye nex, exnyuyeai1u eu u fleKoaume Kou ce usdaeaam 6es nexapcxu pe4enm': 

, -.e
aiaeyu seuai6mo Ha HeKorJ ne4oeu saeduo uoxe da 6ude wmemuo. . .. ...-2

ArosemaleHeKouApyruneKoB]43aneKyBa}beHaBucoKKpBeHnpnTucoK,KaKouJToce



Oera-6noKaropr4 , Avtypernqn vnn ACE-raHxn6nropu Moxere 6ea6egno tra

ynorpe6yBare flepraHnnt 10 $rannl-o6noxeHil ra6nern, Ho 3aAonxilreflHo 3a roa Aa

ro raH$opMnpare Bau:nor ,qoKrop.

,floronxy 3eMare fleKoBr4 KaKo ruro e uuMeruRNH, noseKe oA 800 mg AHeBHo, vnv

AhroKcr4H, nnn MnAa3onaM, Moxe pa Bu 6vtne HeonxoAeH HaA3op ce AoAeKa 3eMare

Ii"p*rrnn@ 10 Snnrvr-o6noxeHm ra6nerN. l4H$oprrnrapajre ro Bau:nor AoKrop ,qoKonKy

3eMaTe HeKon oR oBne neKoBl4.

flperna3flilBocT e HeonXoAHa AoKonKy 3eMaTe tAnn Ao HeoAaMHa cre 3eMane HeKovl Og

cnegHrre neKoBr4: praSaMnuqilH, Tep$eHarqilH, acreMil3on, anajopapoH, xklHnlqnH' -

nH$Opnrrapajre ro Baurnor AoKrop RoKonKy 3eMare HeKOn oA oBl4e neKoBt4. Baunor

AOKTop rie Be nOCoBeTyBa [UTo rqa HanpaBilTe Bo BaKBn oKOnHocTl4'

l-lperna3nilBocr e HeonxorqHa AoKonKy 3eMare fieKoBt4 npoTl4B KoHByn3nn KaKo rxro e

$eHnro nH vnw xaP6aua3enilH,

OpanHrre aHrmMmKort4r{r4 (reroroHa3on nnn ilrpaKoHaeon), MaKponuAHnre

aHrnonorilrlLl (np. eprrpoMt4qt4H nnu rponeanAovrrauraH) vnv opanHnre aHrilBl4pycHl4

neKoBr4 3a neKyBaFbe na Xl/B raH$exqrar,r (Ha np. pt4roHaBnp) Moxe Aa rv nojavaar

e$errure Ha n"p*rrnn@ 10 Smnrvr-o6noxeHn ra6nern v 3aroa rpe6a Aa ce

ns6ernyBaar.

,Qoxonry llepxaHun@ 10 sranu-o6noxeHr ra6nern ilcroBpeMeHo ce 3eMaar co neKoBl4

Kor4 co,qpxar qilKnocnop,H, eeerrnre Ha RBara neKa Moxar na 6unar nojavaHu'

3apa,qra Taa nphqnHa He CMeaT Aa ce 3eMaaT hcToBpeMeHo'

f-lpn ncroBpeMeHa npHMeHa Ha fiepxaxnn@ 10 SNnru-o6noxe.Hu ra6neru tA

cnMBacrarilH (ner 3a cHLrxyBabe Ha HnBoro Ha xonecrepon Bo KpBra), IlepxaHun@ 10

$ranvr-oonoxeun ra6nern rpe6a na ce 3eMaar Hayrpo, a cmMBaCTarnH HaBeqep.

i; 
EyBA LERCANIL@3. KAKO AA CE ynoTPE

Cexoaaw seurajme LERGANIL t cnoped ynamcmeama Ha Bawuom doxmop. floxonxy
He cme cueypHu noemopHo npoeepeme co eawuom doxmop ufiu Qapmaqee,xaxo da

eo 3eMame neKom. Bawuom doxmop ke ja odpedu donxuHama Ha mpemMaHom co

neKom.

floxonrcy Mucnume 1exa neKom flepxaHran@ 10 npeuHoey cna6o unu iaxo denyea ua

Bawuom opeaHwaM, ofipameme Ce Ha sawuom doxmop unu Qapmaqeem'

Boo6raqaeHara npenopaqaHa flo3a e eAHa ra6nera AHeBHo, ceroj AeH Bo l4cro BpeMe,

HajAo6po Hayrpo, Hajrvranry 15 nrnHyril npeA AopyqeKor, 3aroa uro o6por co BLlcoKa

coApxl4Ha Ha MacTH ro 3roneMyBa HhBoTO Ha neKoT BO KpBTa. ^ -^'^-
f-lo npenopaKa Ha neKap, rqo3ara Moxe Aa ce 3roneMm Ao 20 Mr' Ha neHr-1?:i::.::l

t Htrt Bvl1yanHmor ogroBop Ha naqr,rjeHTor. flosara Mopa nocreneHo rqa ce, aron:g:ii

MOXe na 6uae norpe6Ho oxony 2 He,qenil rqoAeKa Aa Ce nocrnrHe MaKctlMqnHuor

e$err Ha cHnxyBaFbe Ha KpBHt4or npmTl4coK'

Ounu ra$nerrre rpe6a Aa ce nporonraar qenn cO ManKy BoAa.

Ynompe6a xai nocmaPu nauueumu:,



He e norpeoHo npi lnarogyBaFbe .Ha Ao3ara. [ loce6Ho BHLrMaHile Moxe Ra 6nAe

norpe6no Ha noqeroKor Ha repanh1ara'

Haino6praor e$eKr Ha Baurror KpBeH npilrt4coK ce nocrilrHyBa aKo ro 3eMare neKor

neil*ariun@ 10 $rannn-o6noxeHu ra6nerm cexoj AeH BO r,rcro BpeMe"

Axo 3eMere nogefte LERCANIL @ 10 orronKy ulro e norpe6no CI ,.\ ^+FAn,,r, ,,
,floxonry cre 3ervlane noroneMa Ao3a rL neKor flepraHnn@ 10 ornonKy turo 6n

rpe6ano, aegHaru pa3roaapajTe co Baturnot AoKrop nnv $aprrnaUeer!

HE 3EMAJTE noBEKE oA nponhuAHATA AO3AI l-lperopaL{yBaFbe Ha

npenopaqaHoro Ao3r4pabe Moxe Aa npeAh3B!4Ka MHOry Hn3oK KpBeH nphrl4coK 14

HenpaBnnHaVnnsa6peaHapa6oraHacpqeTo,TaKalqaMoXeRaRojAenAory6erueHa

orKonKy turo 6w rpe6ano, vnn Bo cnyuaj Ha

crpyLleH coBer h AOKO'IKy e MoxHo, noHecere rn

Axo aa6opaellre Aa 3eMere LERCANIL 
@ 10 

--a-A i A4ta?.:r ,rrr.r I
Hnxorau He 3ervrajre ABOjHa Ao3a 3a Aa ia HafloMecrere Ao3ara uJro cre Ja

cBecTa"

,floxonry cre 3eMane noeelte fleK

npeflo3ilPahbe, BerqHau no6aPajre

ra6nernre ulwnL,r xynrjara co ce6e.

npecKornane!
,[oronry cre aa6oPaBnne
caojara eoo6uqaeHa Ao3a
Ao3npaH'e.

Axo Harno npeK,Here Aa 3eMere LERCANIL o 10

Hu . np"*rHyaajre rperMaHor co neKor 6es.np"Iott.?i i , : :  *otcynrnpare co

AoKTop, 3aroa uro Moxe Aa Aojfle Ao noBTopHo jaeyeaFbe nnil Harno BtlotuyBahbe Ha

cuMnroMnre Ha ocHoBHara 6onecr!
Aro mMare Apyrn npaualba 3a ynorpe6ata Ha neKor, KoHcynrrapajre ce co Baujuor

AOrcFop urnr,r sapMaqeBT.

4. MOXHH I{ECAKAHI4 AEJCTBA

Karco u cume neKoeu, LERCANIL @ 10 MoKe da uMa HecaKaHu dejcmea.

HecaraHnre Aejcrea Bo 3aBucHocr oR sper$eHqrajara Ha HHBHoro jaayeaH'e ce

xnacu$ilqilPaHm KaKo:

Aa ro 3eMeTe neKoT BO eoo6hqaeHoTo BpeMe, aeuere ja

BeAHa [u | ^cneAH i l oTAeHnpoAonxeTeconponhu jaHoTo

.lecro P f -.

P e r r o ( t 0 , 0 1  1 ! J ' A Bo noserte oA 1 oR 10000 npaHn nelf9l]

MHorYPe rKo ( ' 0 , 01

- t  ' 1 : : -

t/.) Bo nonrinxy oA 1 oA 10000 rpermpaHm naqneHru ^n^

HeKonKy cny'-lqxr_Eln airira ru tA N3onupaHure cnyqan'

flpr,rjaaeHn ce cnegHilre HecaKaHu AeJcrBa:

l-loepenaeHo: rnaeo6onKa, BprornaBTLt?' oreKyBaH'e
y6piyealbe Ha nyficor, nannnraqraja (ceecuocr 3a
qpBeHuno Ha nmLlero il BparoT.

Ha cKoqHrTe grno6oev nnn Ho3ere'
LtyKaFbero Ha concrBeHoro cpqe),



perro: ocnn Ha Koxara, 6onxn Bo MycKynnre, nocnaHocr, MaqHuHa, notuo BapeH'e'

npon,B, 6onxa Bo croMaKor, noepaka*e, aHrnHa neKTopr,c (6onxa Bo rpa4nre),

n3na.qyBalbe Ha 3roneMeHa KonnqnHa Ha MoKpaqa, cna6ocr n 3aMop

Mnory perKo: HecBecrnua, aneprucKa peaKqnia, noreKyBaHre Ha HenqaTa, npnBpeMeH

nopacr Ha HuBoro Ha eHoLrMr4 Bo qpHr4or Apo6 (rpancaMnHa3a) eo cepyMor, MHory

HI43OK KpBeH npnThCOK, 3aqeCTeHO MOKpeH'e'

Kaj naqneHTil co aHrnHa neKropt4c HeKoh neKoBt4 oA Al4xl4AponupuAt4HcKara rpyna

npe'ilgBnKane 3roneMyBaHre Ha 3aqecreHocra, npoAotxryBahbe nnv nojavyealbe Ha

nHrercnreror Ha aHruHara. .[oronr<y raj Bac 3a BpeMe Ha KoptlcreFbe Ha ll-epranun@ 10

sr,rnrr,r-o6noxenn ra6ner, ?a noiar, 6rno xoja ofq HaBelqeHfire rero6n, Be,qHaru

u3BecTeTe ro Bauilor AoKTOp.

Kora npr,rjaeyBare 6uno Koe oA HecaKHnre gejcraa Ha

H a B e A e T e u A p y r n T e n e K o B t 4 K o t 4 r n 3 e M a T e , K a K o , 1 4
noBpeMeHo.

Arco npuMemume 6uno rcou oQ cuMnmoMrme rcou 6u Mox@ne da 6udam HecaKaHa

peaxquja ru ir*om Irepxuiuid i[ $inm-o6noxeuu ma6nemrr, etayLtyeaiQu eu u oHue

Kou He ce cnoMHamu eo osa ynamcmeo, eednaw ugeecmeme eo Bawuom dorcmop unu

Qapuaqeem.

5. qYBAHTE HA LERCANIL @ 10

Ea ce qyBa Bo opnrnHanHoTo !1Ky??}-ej9j:n Aa ce 3auTnTn oA cBeTnn{avl Bnara

frExorye ce 4vaA HA MECTA HEfloCTAnHn 3A flEUA !!!

:. I

Por Ha ynorPe6a
Tpra (3) rogilHu oA rqaryMor Ha npoil3BoAcrBo' 

^6A,. ry, ua nAvrtrn uA vnnm
I?exom He cMee da ce yno*p"oitt 'o'd'my*
wmo e uagedeH Ha rcymuiama. ,.,,,;::,,'::;.t.:'"';',.':t.t''tt',.' 
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flaryrvr Ha nocneAHa peBr3l4ja H1 BHarpeurHoT,o ynarcrBo

BuampeutHomo ynamcmeo e o0o6peHo "' 
' '  t i '  
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neKor, He sa6oPaeere lqa ril

o H t4 e Ko t4 ru YnorPe6Yaare


