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I/IIATCTtsg 3A nAIUITEHTOT

Flosin@.
Kancvna co naot4,&HuHpano_oq,ro6onvnabe"rspaa. 0.4 mg lamsulggip-hidrolorid

L0. 30. L00 K3lucvrqn co naoAudgqupaHo ocro6oAYsalbe.rspAl{
Irlue Ha fleKom,o1nurcjattuHa u naKysalbe

llpousneAyBarl : Berlin-Chemie AG (Menarini Group)
Agpeca: Glienicker Weg 125,12489 Eepnnu, fepnaannja
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t  losm-

YilATCTBO 3A N,AUI4EHTOT

Jlexor ce H3AaBa Ha neKapcKH pelrenr.

llp.a yrrorpe6a BHI{MarenHo npoqrzrajre ro oBa ynarcrno!
Couy-najre fo ynarcrBoro. Moxre6n fte nocaxare noBTopHo Aa ro flpoqptTare.
Ax.o urvrare AonoJrHHTeJrHH npalllalba, ooparere ce Ha neKapoT urru QaprrlaqeBToT.
Onoj JreK e npenfitr]aH JrHqHo sa Bac H He cMeere Aa ro AaBare I{a Apyr. Ha gpynror,onoj neK Mox(e Aa
My Harurerr,r AypH HaKo I{Ma 3HauH Ha 6onecra cJtHqHa ua Bauara.

3aurureso HMe
Ha JreKor, jauuwa Flosin@,
Ha JreKor, 0,4 mg tamsulosin-hidrohlorid,
rpapnaaqeBTcKl,I Kaficynacorrao4Lr$HuHpaHoocno6o4yBalbe,TBpAa
o6run:

Hesa'ur,TeHo' 
Taucvrocnn

feHepHqKo HMe:

Co4pxuua Ha
AKTHBHATA

cyncTaHr{a:

Cogpxuua Ha
NOMOTUHHTE

cyncTaHIIHI,I:

TanncyrocHH-xLIApoxJIopHA 0,4 mg (ruro oAroBapa saA367 mg raMcynocuu )

I-denylo:a, MHKpoKpHcraJrHa, KononuMep (1:1) MeraKpunHa KHceJIHI{a vr

erqnaKprilar, noJrncop6ar 80, uarpuyM-Jraypuncyl$ar, Tpnernnuvrrpar H TaJIK.

Kancyrara ce cocrou oA: )r(eJrarnn, HHAI{roruH (E I32), TI{TaH -ArIoKcI{A (E 171),

xeneso(Il)-oxclEg, xolr(E ll2), xeneao(Il)-oncng, Upnen (E 172), xeleao(Il)-

oKcHA, rrpH (E 172)

fleqaro'r Ha KarIcyJIIare ce cocroll oA: xeneso(ll)-oxcn.q, IIpH, (E 172), uIeJIaK H

nponHneHrJIHK0JI.

Ave w aApeca Ha Ai*ll;?l:ffi,1?,,Irrutffit,repr'raHuja
TIPOH3BOAHTEJIOT:

|ffi:#[ ^iu,tu cenruna Aooen , JlougoHcxa 6p.19, 1000 crconje, P. Mane4oHraja

I.IIITO E JIEKOT FIOSiN@ H KOJA E HE|OBATA HAMEFIA?

Cercoja Kancyna co MoAn$uqrapaHo ocro6oAyBame, rBpAa, coApllfl4 0.4 mg tamsulosin-hidrohlorid (uITo

o.qroBapa :na0.367 mg raMcynocuH) ka.xo aKTpIBHa cyncraHlra.

COCTAB

oaprr,raqeBTcKH
o6lux t4
coAplKHHa:

O6jauryname

ITAKYBAISE

Kancylure ce co
r4 co rlpHH JrvHuu
6oja.

Kancyna co uogacpraqupaHo ocno6o4yBarbe, TBpAa, coApxfl,{ 0.4 mg tamsulosin-

lridrolrlorid (mo oAroBapa naA367 mg raMcynocun) kano aKrpIBHa cyncraHua"

Cexoja Kancyna co rraogurlruuupaHo ocno6ogyBalbe, r'BpAa, coAplI(I4 0.4 mg tamsulosin-

hidrohlorid (ruro oAroBapa na A367 mg raMcyrlocraH) kaxo aKrHBHa^ ^ - O  ^ _ _ . - _ J  - - _  _ _ _ _ - /  
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rropror(aJroso/klacrnHecro 3eJIeHa.6oja, co IIpH fier{areH suai<rT$I-..,ry4*
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Ha ABara rcpaja. Kancylrare coApx(aT IIeneTa co 6ena-'AcL:6elra5acipil
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tamsulosin-h

oa 0.4 mg tamsulosin-hidrohloriid ei'.:y-r
t ) \

rrarruegror. Pelrl.6p. 15-1 1863/08 oa 30.01.2009
Bo kaproHcua rcyrilja ce saofaar 3 bluctepu co 10 kancynu oA 0.4 mg
ynacrBo 3a IIaIrHeHror. Peur.6p. 1 5- I 1 364/08 oa 30.01 .2409
Bo kaproHcrca xyruja ce Haofaar 10 6lucrepu co 10 kancynH oA 0.4 mg
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vnacrBo 3a naugeHror. Peur.6p. 15-1 i  865/08 oe 30.01 .2009
tamsulosin-hidnohlorid u
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KAKo JrEKor Flosin@ AEJIyBA?

Flosin@, kancynu co naogutirr4r{Hpauo ocno6o.{yBarbe, TBpAH ce KopHcrar 3a reparuja Ha cHMnroMH KotI ce
janynaar npn ypnHuparse-MoKpelbe H KoH ce npprqnHerrr oA 6enHrHoro 3roneMyBalse Ha npocrarara
(6eHl,rrura xurreprna.r^uJa Ha npocrara - BPH). Fesuruoro 3roJleMyBarbe Ha npocrarara npucyrHo Bo
MarrrKara norrynaquja, npn urro Aoafa Ao 3roneMyBarbe r{a npocrarara, crecl-ryBa}be H HenpooAHocr Ha
MOqHHTE NATHIIITA.

Akrunuara KoMnoHeHTa npunafa Ha rpynar& ore 6loxaropn KoH ro HaMalryBaar rpr{e}bero Ha MycKyJIHTe

Bo yperepor H rpocrarara. Ona oBo3Mo)r(yBa nporoK Ha ypnHa HH3 yperepor H noMara Bo ypl{Hl{parbero-

MOr(pelbe.

KOIA CE YIOTPEEI/BA JIEKOT Flosin@ ?

Ce ynorpe6yna aa repanHja Ha cHMnroMHTe KoH ce janynaar rpu ypuHnpalbe-MoKperre H KOI{ ce
uplrr{HHern oA 6esursoro 3roJreMyBarbe Ha npocrarara (6euurHa xnnepilnasuja Ha npocrara' BPH).

2.ruTo MOPATE AA mOqUTATE IPEA yTTOTPEEATA HA JIEKOT?

Ilpedynpedeme eo .neKaponx aKo seMame dpyzu rreKoslt, uwrame uercoja xpoHtttlHo 6onecm, HeKoe

nopetvtemy^abe Bo Mema6onusivom, npeocemnuqocm Ha HeKou IeKoqu ztnu cme u haile anepzucKu

peaKl4uu HQ HeKOu Od uUe.

KO|A HE CMEETE AA TO 3EMATE OBOJ JIEK?

- Ano cre aJrepr w.vrllnnn npeocerJrprBu Ha raMcyJrocuH-xuApox;Iop uI\krnlHa HeKoI,I oA KoMloHeHTHTe Ha
JreKor. XunepceH3r,rruBHocr HJrH alepruja Ha raMcyJrocHH-xHApoxJIopHA Moxe Aa ce rcpa3u KaKo
H3HeHaAHo oreKyBarne Ha par{ere HJrpr cronaJlura, TeIrIKorHr{ npu AHIIIerbe u lwnu cnpa6ex H ITpBeHHJIo
(anruo-eAeM).
- aKo cre ACr)KHBeaJre BprornaBkfila.Lrnv cre ce oHecBecrl4ne fiopaAl{ HHcKHor KpBeH npHTHcoK ( np.Kora
oAeAHar[ Ke ce HcnpaBHTe HJrH craue're)

- aKo r4Mare cepHo3HH npo6nerrau co tlpnuot gpo6.

ITPEAYIIPEAYBAIf, AW MEPKII HA BHIIMATEJIHOCT
- aKo HMaro rerrrKpr npo6reuu co 6y6pe3uTe.
- aKo cre Aox(HBeuure BprornaBkrLla nnkr cre ce oHecBecrHJIe 3a BpeMe Ha 3eMalbero Ha raMcyJIocIaH. Tpe6a
oAMa Aa JIefHeTe HJIH CeAHeTe AOAeKa TUe CHIVInTOMH He nOMI'IHaT..

-aKo cre AoNCHBezure oreKyBalbe Ha pauere H Ho3ere, TeIrrKOTHpr rrpr Auruelbe uluttu cnpa6ex ulu

upBeHuno, ilpur{HHer oA aneprncKa peaxqnja (aHrno-egerra) Bo reKor Ha ynorpe6a Ha raMcynocuH.

- aKo BH e 3aKDKaHa oneparyt$a Ha KarapaKTa.

3aAorx<ureJrHo pa3r'oBapajre co Barrnor neKap aKo oBHe cocroj6u ce oAHecyBaar sa Bac uln Bu ce

cryr{Hre 6uro Kora Bo MnHaroro.

IIPHMEHA IIPU EPEMEHOCT I,I AOE6E

Ilped da novueme da zo se^,rarne oeoj reK, nocoeemyeajme ce co ceoiom neKap

BTPIJAHI{E I{A JIEKOT }IA IICI4XOOTI3AqKPITE CIOCOEHOCTI'I IIPH YIIPABYBAIbE CO
MOTOPHI{ BO3I4TA X,I MAIIIWH'W
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SEMAIbE HA JIEI{OT Flosin- CO XPAHA WJM ilI,IJAJIOUpI

Tanncynocunor rpe6a Aa ce 3eMa rrocne rIpBI,Ior AHeBeH o6por. 3ehdarbero Ha

croMaK Moxe ra AoBeAe Ao 3roneMyBalbe na 6pojor Ha HecaKaHu e$ertu u

ceppro3HocTa oA HecaKaHIa eoeKTH.

JreKoT IIa npa3eH

3roneMyBarLe Ha

Flosin@ e HaMeHer 3a ynorpe6a xaj Max${re.
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[o cera, HeMa AoKa3H AeKa raMcynocrrnor nrHjae Ha cnocobsocra flpu ynpaByBa]be co MoropHH Bo3HJra
HJIH MAUIT4HH.

flaqueurnre rpe6 a Ea 6u4ar cBecHr,r AeKa Mo)Ke 4a gojge Ao BprornaBrllla.

IIITO TPEBA AA 3HAETE 3A IIOMOruHI,ITE CyTICTAHIU{I4 KOI4 CE COAPXAHI,I BO
JIEKOT

Heua noce6nu rpe4ynpeAyBarba.

HA rrITO MOPATE AA frA3r{TE AKO 3EMATE APvf[I JIEI{OBII
Iilnajnte enpedaud derca orue uuStopuar4ltu Jiloacam da ce oduecy*aanx'u Ha reKoru Kou noeefre ue zu nuenxe
KaKo u Ha treKoru Kou nnaHupanxe da eu 3el4anxe eo udttuua.

I,Iseecmenxe ao ceojont treKap unu Qapu,a?4e6nx aKo 3etdanre LLnu ueodatvua cme 3eMaJIe uercof dpyz nerc,
arcnyuyeajfru u nercoru Kou cme eu Kyru.me 6es nercapcKu peryenm.

Flosin@ Mox(e Aa npeAn3BHKa naA Ha KpBHrror npnrrlcoK Kora ce yrorpe6ysa co Apyru c,1a 6nonaropn.

fux-rro$euaKor (nex rporuB 6onrcu) r.r eap$apun ( ner 3a crperryBarbe Ha Koarynalluja Ha KpBTa) rvroxe ga

BrrkrJaarHa roa co roja 6psrzua Flosin@ ce eJTHMHHHpa oA renoro.

3. KAKO CE YIIOTPEEYBA JIEKOT Flosin@

,{orconrcy Jvtuctume derca neKom Flosin@ cna6o unu jarco denyea ua Bau,mom opeaHu3eJvt ofipameme

ce rcaj neKapom unu Qapa,taqermom.
Boo6u.raeHa Ao3a e eAHa Kancyra AHeBlro nocJre npBuor AHeBeH o6pon. Kancynure rpe6a Aa ce 3eMaar Bo
croerrKa raJru ceAeqKa noJrox6a (He Bo Jre)KeqKa [oJro)K6a) u rpe6a Aa ce ronrHe Irena Kancyila co AoBoJIHo
Ter{Hocr (noaa). Kancymrre He ci\,rear Aa ce uBaKaar.
Bauruor JreKap Br4 npeilopaqar Ao3a rroxceJrna sa Bac u Bauara coctoj6auroj BH ro rpellu3plpart rpaerbero

Ha repanntJaru.,{osam He cMee caMoBoJIHo Aa ce MeHyBa.

AKO CTE 3EMAJIE rrOBEXn OA JTEKOT Flosin@ OAKOIKy IUTO Er4 TPEEAJIO

,{orconxy cre 3eMaJre noroJreMa Ao3a oA JreKor Flosin@, orKoJIKy Inro rpe6ano, BeAHaITI
pa3roBapajte co Bamuor neKap nnu QapMaIIeBr.

AKO CTE 3AFOPABI,IJIE AA 3EMETE OA IEKOT Flosin@
Axo cre sa6oparune Aa ja servrere KancyJraTa nocJre npBHOT AHeBeH O6pOX, MO)KeTe rA iA 3eMeTe nOKacHo

Hcrlror AeH nocire uexoj o6pox. Axo cre ja nponyrurune AHeBHara Ao3a, npoAoJDmere co repanujara

cneAHHoT.(eH.
Huxoram ne seurajre Ay[Jra AO3a oA neKor za ga ja HaAoKHaAHTe npony[ITeHara Ao3a.

IIITO CE
Flosin@

CJIYqYBA AKO HAEAHATII TIPECT'ATIETE AA fO 3EMATE JIEKOT

He ro npeKnHyBajrc rpervraHor co JreKor Flosin@ 3aroa Irrro Mox{e ga 4ojae
Bamara cocroj6a. .
4.HECAKAHI4 AEJCTBA HA JIEKOT :

Kano H cHTe JreKoBH ,TaKakr Flosin@ HMa cBoH HecaKaHH gejcrna.
rlecra (nonefte oA I eo 100 , a roM€urKy oA 1 so 10 nauuesrn) e BprornaBuuara.

flonpenreHu ( nonefte oA 1 no 1000, aroManKy oA 1 Bo 100 naqseHru ) ce rnan
HeTIpaBHJIHI4 orr{)rKyBarla Ha cpuero, MarIHHna noce6Ho Kora ce ceAH IIJII{ crol{, r{yBcrBo Ha JIaAHo,

3a[eK, npoJrr.rB, Maqur,rna, nonpafca]be, rlpBeFrr{no, cnpa6ex, HeuopManua ejarynaquja, uyncrtso Ha
cna6ocr.
Perrco ( uonerte oA 1 eo 10000, a rroMaJrKy oA 1 eo 1000 naquenrN) ce janyna ry6eme Ha cBecra,
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norerie Ha par]ere r4rrr4 crorra[ara, TeluKoruja Bo Ar,ruerbero ulwxu cnpa6ex H IIpBeHuro (aHruo-
egerrr).
Muory pe'rKo ( uoualxy oA 1 so 10000 naupreuru) ce janyna 6orna, rpoAonxeua HecaKana
epexqnja.
Bo neropr oKoJruocru Moxe la aojae Ao KoMrnur<aqnja rpu onepaqnj aHa KarapaKra.
Axo cre IIpr.IMerI,rJIe HeKoI,r Hecaxanu gejcrna KoI,I He ce HaBeAeHI,I Bo oBa yfiarcrBo, Be uonuMe Aa
fo Lr3BegrI,ITe 3a roa, Baruuor neKap.

WBAIbE PI POK I{A I/IOTPEEA
I{]TBAISE

AA CE rryBA Flosin@ HAABOP OA AOOAT HA AErIA!!!
AA CE IIVBA Bo opnrnnaJrHara au6alaxa .
POK IIA YIIOTPEEA

3 roAunu .
Jleror He cMee Aa ce Kopprcru nocJre HcreKyBalbero Ha poKor Ha ynorpe6a osHaqeH Ha flaKyBa]bero H Ha
6rucrepor!

HAIII,IH HA I,I3AABA6E HA JIEKOT

Jlenor ce H3AaBa Ha Jrexapcru peqenr!

IIOCEEHI4 MEPKI{ I{A }rH}IIIITyBAbE HA IIEyIIOTPEEEFII/IOT JIEK

Heynorpe6esuor JreK HJrH orfla1en vrarepraja-rr ce yHHruryBa Bo coulacHocr co BDKeTTKHTe nponplca.

AATI/M rrA IOCJTETIATA pEBr[3rrJA HA TEKCTOT OA yIIATCTBOTO

Jyun, 2008.


