
vrrATcTBo 3A TIAIII{EITTOT
TAMSULOZIN ALVOGEN 0.4 mg, Karrcyrrrr co MoArr$runpaHo ocno6oAyBalbe, rBpalr

(Tamsulosin hydrochloride)

Bnnuare.nno npovurajre ro oBa yrrarcrBo npeA Aa 3arroqHere co 3eMallero na onoj len
6naejrtu coAp?nn Balr(Hrr nuQopuaqnrr 3a Bac.

- r{ynajre ro oBa yrarcrBo. Moxe6u fte rpe6a Aa ro npoqvrare rloBropHo.

- Axo rrMare AorroJrHrrreJrHr flparrrErrba, npaurajre ro BzIIrLIor AoKTop rutu tpapuaqear.

- Onoj neK Br.r e npenllrxaH Jrr{qHo Ha Bac. He ro larajre Ha.upyrv ruqa. Moxe Aa uM HaIurerI,I,
1ypvv aKo HI4BHHTe 3HaIII,I Ha 6orecr ce I{crI{ Kaxo B€IIut{Te.

- Aro roxlrBeere HeKoe Hecaxano 4ejcrro, pa.:roeapajre co BaIrIHor AoKrop unu tpapuaqenr.
Oea sKrfrysa H MoxHr{ HecaKaHr,r gejcrea Kor{ He ce na6poeuu Bo oBa ynarcrso (nu,uere ,uer
4).

Bo ona yrrarcrBo:
1. IIIro e Tamsulozin Alvogen Lr 3a rrrro ce ynorpe6yaa
2. IIIro rpe6a 4a 3Haere npeA Aa 3eMere Tamsulozin Alvogen
3. Kaxo ce 3eMa Tamsulozin Alvogen
4. Moxnu HecaKaHrl aejcrea
5. Kaxo ce qyBa Tamsulozin Alvogen
5. Co4pxuna Ha naxyBarLero Lr Apyru ranQopuauuu

1. IIIro e Tamsulozin Alvogen rr 3a rrrro ce ynorpe6yna

Tamsulozin Alvogen coApxr{ ar(rrrBHa cyncranquja tamsulosine hydrochloride. ,{ejcrnyna npeKy
penarcauuja Ha MycKyJrarypara Ha npoc'rarara u yperpara (ranan roj ja cnpoBeAyBa ypnHara

HaABop og reloro), u oBo3MoxyBa Ha ypr{Hara Aa noMI{He [oJIecHo HLrs yperpara I{ ro noMara
MoKperbero. Bo npocrarara, MorrHt4or Meyp u ypsrpara nocrojar cnequjarurupaHll KJIerKrr KoI,I
coApxar anQa lA-peuemopu, Kolr npeAr{3Brri(yBaaff 3arerHyBalbe Ha MycKyJIIme Bo yperpara.
Tamsulosin e anipa lA a4penopeqerropeH 6norarop, xoj ro penaKcrrpa MycKynHr{or rpaKr,
onosuorryeajr(u noreceH nporoK Ha reqHocr.
Tamsulozin Alvogen ce Koplrcrlr Bo rperMilr Ha cIaMIIToMII KoI{ acoqupaar na 6enr,rrna
xr.rnepruraszja Ha npocrara (BPH), cocroj6a rrrro npercraByBa 3roJreMyBaILe Ha npocrarara. Oaue
rrpoMeHr.{ BKryrryBaaT rroTeruKoTr{r{ Bo 3a[oqHyBarbe Ha MoKpelseTo, 3aqecreHa nocera Ha rofIJIeT

3apaAu MoKperbe, qyBcrBo Ha HeKoMrurerHo npa3Herbe Ha MoirHlror Meyp u noneftexparHo craHyBarbe
Bo reKor ua uoftra sapa4v MoKperbe.

2. IIIro rpe6a aa 3Haere rrpeA Aa 3eMere Tamsulozin Alvogen

He servrajre Tamsulozin Alvogen Bo creAHHBe cJryqa[:

Aro cre aneprr4rrHu na tamsulosin wtu na 6uno roja o4 ApyrI,ITe courojru Ha JreKor
Tamsulozin Alvogen Kancynl4 (na6poenu so leror 6).

Axo nuare rerrrKo ra6olyrame na upuuor gpo6



. AKo HeKorau cre ce oHecBecrr4Jre uru cre noqyBcrByBare Bprorn€rBr,xla npu Haryro
cralryBalbe I4JIH ceAHyBalbe. flplt 3eMalbe na tamsulosin Moxe Aa Br{ ce nojanu BprorJraBr{Ua,
oco6euo aKo I,IcroBpeMeHo 3eMare v Apyrkr a-rrQal-6noraropu. Aro noqyBcrByBare cla6ocr
LIJIII BpTODIaBUIIa, BeAHarrr CeAHeTe LrJrv JrerHeTe ce.{o ucqe3HyBarbe crrMnToMr4Te.

llpeayn peayBalla u Meprsr Ha nperna3JrrrBocr:

Parorapajre co Baruuor Jrerap [peA Aa Kopr.rcrr,rre Tamsulozin Alvogen

Arco r.urrare upo6leuu co 6y6peme.

Axo ce Bo npoqec uJIH I,IMare 3axaxaHa oneparruja Ha oqure flopa,uu 3aMaryBarbe na reftara
(raraparra) rlurr{ 3roJreMeH npr4rLtcoK Bo oKoro (rnayxoru).

Be uonuue Aa ro ulri[oprr,rupare oqHuor cneuuja.nzcr AeKa nopaHo cre ynorpe6yna.ne,
ynorpe6yrare, vJrn ruraHr.rpare Ia ynorpe6yaare tamsulosin hydrochloride. Ioroa
cnequjanlrcror Moxe Aa npemeMe cooABerHu MepKLr Bo oAHoc Ha npuMeHa Ha o.upe.reHlr JreKoBrr,
t4lII{ ynorpe6a ua oApeAeHI{ TeXHHKH. llpaurajre ro JreKapor Auru Aa ro o,qJroxr.rre) wryl
npLIBpeMeHo Aa ro cro[upare 3eMarbero na oaoj JreK Kora ce [oAJroxyBare Ha onepaunja nopaAlr
3aMareHocr Ha oqHara Jrer(a (raraparra) ntu 3roJreMeH npvrtrcoK Bo oKoro (rnayrou).

neua u aao;recrleHrlr

Onoj nex ne rpe6a Aace AaBa Ha Aerla H aAonecrleHTr,r no4 18 roAlrHH, 6uaejrfui He AeJryBa Ha oBaa
norryraqr.rja.

Apyrn JreKoBH n Tamsulozin Alvogen

Hn<[opurzpajte ro Barnnor neKap unz SapnraueBT axo 3eMare, HeoAeMHa cre 3eMaJre r4Jrlr Moxe Aa
3eMare 6u.no xon lpyru JIeKoBI4. Ona e norpe6no saroa turo Tamsulozin Alvogen Moxe Aa enujae
Bp3 HarILrHor Ha KoI,I AenyBaar HeKoLt Apyrr.r JreKoBr4 r4 HeKor{ Apyrn neKoBH Mo)Ke ya wmjaar na
HarrrdHor na xoj .ueryna Tamsulozin Alvogen.
I4gsesrere ro Barnuor renapilnu Qapvaqenr, oco6eno aKo 3eMare:

I JIerosH 3a HaMaJIyBarLe Ha KpBHr.ror [pr,rrr.rcox, KaKo rrrro ce verapamil r.r diltiazem
. JIeKoBr,r 3a rperMaH na HIV, raro ritonavir nru indinavir
r Jleronra 3a rperMaH Hara6u,+ru unQerqulr, raro ketaconazole unu itraconazole
r lpyru art[a 6noxaroprr, KaKo doxazosin, indoramin, prazosin ulu alfuzosin
. Erythromycin, autu6norzr roj ce Koplrcrtr 3a rperMarr Ha unSerqun
o lzuoQeHaK - JreK nporr4B 6onra ra uur[lauauraja. Oaoj JreK Mo]Ke Aa ro aa6psa

orcrpaHyBiilf,ero Ha tamsulosin oA Barrrero rerro, rr na roj HarrrrH, Aa ro cKparu BpeMero Ha
aKrr.rBHosr Ha tamsulosin.

. BapaDapuH - JreK xoj npeneHupa 3rpyrqyBarre Ha KpBra. Onoj ner Moxe Aa ro sa6psa
oTcTpaHyBillLero Ha tamsulosin oA Barrrero reJro, H nopaAu roa Aa ro cKparlr BpeMeTo Ha
et[errunnocr na tamsulozin.

o lpyru al-alpesopeuenropHr4 6roraropu - Osaa rou6unaquja Moxe Aa ro HaMEUTLT Barrrlror
KpBeH npHTUCOK, r{ Aa [peAr.r3BrrKa BpTOHraBLrrIa H 3ZUrreMeTeHOCT.

Be vonulre r.BBecrere ro Barrrr{or JreKap ,qeKa Kopr{crrare Tamsulozin Alvogen [peA 6r4no KaKBa
onepaquja r4Jrr,r croMaroJrorrrKr{ sarfar, lulejku [ocrorr MoxHocr Bzrrlrror JreK Aa ntvjae Ha eQerrure
HA AHCCTSTHKOT.

a
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Epeuenocr, aoerse u Qepru;rnocr



Tamsulozin Alvogen He e r{HAr{rr}rpaH 3a ynorpe6a raj xenu.
Ilpujanenn ce cJlyr{all ua a6nopuarua ejaxynaur.lja (napyuynarse na ejarynaqujara) raj MDKrr.
Toa gnaqra aera ejaxyraror He ro Harryrrrra reJroro flpeKy yperpara, r.t HaMecro roa oAu Bo MorrHr4or
ueyp (perporPa.Asa ejaxynauuja) r4rr{ Konr{qr{Hara Ha ejarynar e HaMErJreHa ram ejanynaqrajara
orcycrByBa (neuoxHocr aa ejaxynaqzja). Onaa nojana e 6egonaura,

Ynpanynane co Moropnu Bo3[rJra rr co Marrrrrnrr
Heua uH$opMalluu sa et[enrure ua tamsulosin nps cnoco6Hocra Ha ylpaByBarbe co MoropHH Bo3HJra
Itr co MarrrI{HIa. Cenar, [o3Haro e AeKa tamsulosin Moxe Aa rrpeAr-r3Br,rKa rrocflaHocr, 3aMareH BLrA,
BproHIaBLIqa I{ HecBecruua. ,{oromy crpa,{are og na6poenoro, ueuojre Aa Bo3zre urr4 ynpaByBare
CO MAIIII4HII.

3. Kaxo ce 3eMa Tamsulozin Alvogen

Cexoraru reuajre Tamsulozin roqHo KaKo rrrro Br.r oApeALrJr JreKapor. flponepere co Barrxror JreKap
tl.ltu i[apMaqeBr aKo He cre clrrypHlr.
flpeuopavanara Ao3a e eAHa Kancyna AHeBHo, 3eMeHa nocJre AopyqeK, [Jrr{ nocJre npBr,ror o6pox no
.IIEHOT.

flporonrajre ja rancyrara qena co qarua BoA4 AoAeKa crorme vnvr ceI{Ll:.e (se AoAera neNlrre).
Eaxno e Aa He ja rpurure, Hlrry rMerrure Kancynara, lugejku roa Moxe ga uujae npa gejcrnoro na
tamsulosin.

Axo reprere nonerte Tamsulozin Alvogen 0r4 mg og norpe6noro

Axo cre 3eMzule [peMHory ra6tetu, BeAHilu xonraxrnpajre ro Banuor AoKrop unu nojrere ao
naj6rucxara 6olnraqa n co Bac 3eMere ro ocraroKor oA neKor u BnarpeurHoro yrrarcrBo.

Ano ra6opaB[Te Aa 3eMere Tamsulozin Alvogen

Moxe 4a ja seuvre Baruara ra6rgra rroAouHa Bo reK Ha AeHor, AoKoJrKy cre ra6opanure la ja 3eMere
nopaHo.
,{oro.my cre rIporryIIITI4JIe Bo AeHor Aa 3eMsre ra6r9ra, caMo rrpoAoJrx(ere oA cneAHr{or AeH co
3eMarle Ha Barrrara AHeBHa ra6nera,
He seuajre 4nojna.uo3a 3a Aa HaAoMecrure 3a nporryrrrreHara. Axo r{Mare AolonHr,rreJrHu nparnarba
sa onoj lex, npaurajre ro B€rrlrror AoKrop run $apuaqenr.

4. Moxnu HecaKaHH 4ejcrna

Kaxo u cr{Te JreKoBt4, oroj rex Moxe Aa [peArr3BlrKa HecaKarru.qejcrs4 uaxo He ceroj ru .qo6r,rBa.
Itrpercunere co 3eMarbe rra JreKor H BeAnarrr KoHcyJrrrrpare ro Bauruor JreKap aKo ce uojann
HeKoe oA cJre.rlHrrre HecaKaHH gejcrna - Morrte Aa HMare norpeba oA MeA[rrrrHcKrr rperMaH

Perrcn (ce janynaar xaj noua-ury o.q I Ha 1000 uaqueHru)
- Orexyrane Ha Jlrruero, rpJroro rarn jaruror co npo6neuu Bo ALrruenero noBp3aHr.r co

aneprr.rja.

rlecru (cejanyaaar xaj nouarry oA I oA 10 rperzpauu narluenru)
- Bprouanuua

A6nopua.nna ejarynaqprja (uapyuryrane npu ejarynaunja). Ona gnaqr,r 4exa ejarylaror He ro
Harryrxrlr reJroro ilpeKy yperpata) vI HaMecro roa oAI,I Bo MorIHI,Ior Meyp (psrporpaAHa
ejarynauuja) wtur KoJrr{qecrBoro Ha ejarynar e HaMUIeH vnlvr orcyrByBa ejarynar
(neycneuura ejarynauuja). Osaa uojaBa e 6egonacna.
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Irouarxy vecru (ce jaryaaar raj noMirrrKy oa 1 or r00 rpurnpaHu naqueHru)
- Cna6oct
- fraso6onra
- Teqerre Ha Hocor r,rnr{ 3arHar Hoc
- Bpromanuua npu craHyBarbe ulrr ceAHyBarle
- llalnuraunra (sa6psalro Hnr.r HeperyJrapno 6uerre na cpuero)
- facrpo-uHTecrr{HaJrHr,r rero6n KaKo rrrro ce ra"4erle u norpaftarre (.ryrcroo sa raAerre)
- 3anex
- lujapea
- XznepceH3I4TI4BHI{ peKIIuL{ KaKo rrrro ce }rcurr, cnpa6ex, rlpBeHuJro, JroKuureH oroK rj

npo6.ileun co Alruelbero

Perxn (ce nojanynaar raj noualxy o4 I oa 1000 rperr4paHr.r naqueuru)
- Hecnecruua

Mnory perKlr (ce nojarynaar xaj nouanxy o.q 1 oa 10000 rpvrupauu raquenru)
- llocrojaHa 6o.nHa eperquja, roja o6uvno He e noBp3aHa co ceKcyiuHa axrr,rBHocr
- lJ.cut, Bocn€uleHue u Meypu Ha Koxara u/ustu lltyrcogruare ueu6paHr.r oA ycHr4re, oqr{Te,

ycra'ra, Ha3aJrHH H reHlrrtrJrHu rracalrlr (Steven Johnson-on cr,rn4pona)
- A6nopuarleH HerIpaBI4rIeH cprleB puraM (arpr,rjanna $u6pulauzj 4 apvnvrnja, raxnxap4uja),

norerrKorr4n Bo Aurrrebero (Aracnsea)

HenosHaro (He uoxe Aa ce npoueHlr oA pacnolo)KJrr.rBr{Te noqaroqu).
- 3alraren eu.tr
- Ourreren nra4
- Kpnapene oA Hocor (enucrarca)
- CepnoreH I{cI,In Ha Koxara (epureua rvrynrurpoprvre, ercQo.nujarunen 4epuaruruc)

Kar<o u raj apyrme JreKoBrI og onoj Trr[, Mo)r(e 4a ce nojanu [oc[aHocr, 3aMareH Bnr,var4 oreKyBa]be
Ha paueTe u Ho3ere.

Axo Hercoe HecanaHo 4ejcrno craHe cep[o3Ho, lrJrr{ arco ga6eJexrrre HecaKaH[ Aejcrsa Korr He
ce Ha6poenu Bo oBa yrrarcrBo, Be MoJrrrMe parronapajre co BarrrHor Aorffop nln eapuauenr.

Ilpujanynarre Ha Hecarcann 4ejcrna
.{oronry nu ce jaoar 6rulo xaKsu HecaKarru Aejrna, parronapajre co Barrrnor JreKap r{ru ipapnaaqenr.
Ona ru BKnyrryBa u 6ulo Kokt MoxHr{ HecaKaHLr Aejcrra Kor{ He ce r{3Jrr{craHr4 Bo oBa ynarcrBo. Moxe
ya npujasute Hecaxarru gejcrna r.r Ar,rpeKrHo npery HaqlroHzrJrHuor ueHrap ra $apuaronurrrJraHua.
Ilpery upujaryrarre Ha HecaxaHu qejcrna Moxe .ua rroMorHere so o6es6eAyBarbe Ha nosefte
unSopruaunu sa 6es6eAnocra Ha oroj rer.

5. Karco ce qyBa Tamsulozin Alvogen

.{a ce uyaa rou 4oQar Ha Aeua.
He ro ynorpe6ynajre onoj rer nocJre lrcreKor Ha poKor Ha rpaerbe, roj e ornaueH Ha KaproHcKara
ryruja u Ha 6lacrepor. Ponor Ha rpaerbe ce oAHecyBa Ha rroclreAHuor AeH oA Mecerlor.
.{a ce vyna Bo op[rr4HaJrHoro naKyBarbe.
Kaproncrara ryrraja rpe6a Aa ce rryBa rlBpcro 3arBopeHa.
!a He ce $pnaar 6ruto rarnn JreKoBH npeKy oABo.uor r4Jrlr.qoMarrrHr{or orlaA. flparuajre ro Baruuor
$apruaqenr KaKo Aa ru orcrpaHllTe JreKoBr{Te rou nonelte He rH Kopr{crure. Osr,re MepKr4 fte nouorHar
BO 3aIUTVTa Ha BZIIUaTa )KI{BOTHa OKOJILIHa.
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6.,{onurnnreJrHn nnSopuaunu

IIIro coApxu Tamsulozin Alvogen

ArtusHa cyncranqrEja e Tamsulosin hydrochloride 0.4 mg.

OcraHarz cocrojru ce:
Kancyna: MurporpHcralua qenyJro3a, Meraxpulua KvceJrr,rHa-EruJr
llonncop6ar 80, Hrprynl raypwt cylQar, Tpnetul qurpar, Talr
Teno ua Kancyttqma: XerarrEn, I4ruurorun (E 132), Tlrranuyu ALroKctrA
orcug (E 172), I{pren xerre3eH orcug (E 172),1_lpnxerre3eH oncua (E 172)

Karo HsrreAa Tamsulozin Alvogen H corpx[Ha Ha rrar(yBarbero
floproraroro/uacnunecro 3eJreHa KancyJra.. Kancylure coApxar 6elu Ao 6ennqecru nenertr.
Kaucynnre ce cnaKyBaH{ so 6rl,Icrepu co no 30 rapaz Kancynn co uoguszqr4pano oclo6ogynane,
rBpA[r.

IIPOII3BOAkITEJIkIz
Synthon BV
Microweg 22 6545 CM Nijemgen Xonausuja
LI

Synthon Hispania S.L
Castell6, I
Poligono las Salinas
08830 Sant Boi de Llobreeat
Illnanuja

HOCI,ITEJT HA OAOEPEHT,TE 3A nPOMET

ArsoreH 4oo Eapuqe - IpercraBHr{rurBo Cronje
Kosapa 13 A, 1000 Cxonje
P.Mare4oHraja

EPOJ HA PEIIIEHI,IE 3A' NPOMET
15-9197113 oa I  1.08.2014

HAqIIH HA I,BNABA6E:
Jleror Moxe Ia ce H3AaBa Bo zurreKa caMo Ha peqenr

IIOCJIEAHA PEBI3I,IJA HA yIIATCTBOTO
Maj,2017

aKp[JIaT KOTIOJIT{Mep,

(E l7l), Xorr xereseH


