
3EI,IPEH I,I3BEruTAJ 3,4. OCOBTIHIITE HA JTEKOT

1 I4ME HA IvIEAIIUI{I{CKI4OT IIPOI43BOA

TAMSULOZIN ALVOGEN 0.4 mg, KancyJrr co uo4ut[r4rlr4paHo ocro6o4ynarbe, rBpAr4
Tamsulosin hydrochloride

2 KBAJII4TATI4BEH I4 KBAHTI4TATI4BEH COCTAB

E4ua rancyla Tamsulozin Alvogen coAp)Kr{ 0.4 mg tamsulosin hydrochloride, raro aKrI,IBHa
cyncraHqzja.
3a rounrerHa Jrurcra Ha eKcrlr4[r,reHTr4, BHAere cercquja 6. 1

3 OAPMATIEBTCKA OOPMA

Kancyrn co ruo.quSurlupaHo ocro6o.qyearre, rBpApl
floproralosa/MacrprHecro-3eneHa Kancyna. Kancyrara coAp)Is 6e:u,I, 4o 6eruqecrra IreJIerI,I.

4 KJIHHI4TIKI{ OCOEEHOCTI4

4. I TepaneamcKu uuduxaquu
Tamsulozin Alvogen e nHAr,rrlvpan raj nospacHpr naII[eHTLI 3a rperMaH Ha Synrcquouannu
cr{MnroMt4 Ha AonHHor ypr{HapeH cncreM xaj 6euurua xvlnepnnasuja Ha npocrara (BPH).

4.2 ,{osupafte u HaquH ua aduuuucmpa4uja

,{oeaparue
Ce seN,ra eAHa Kaflcyna AHeBHo flocJre AopfIeK, LIJILI nocne [pBI,Ior o6por Bo AeHor.

II e d uj amp uc xa n o ny n a quj a
He e rEcnurana 6es6eAHocra ra e$uracnocra Ha Tamsulosin raj aeqa Ha Bo3pacr nol 18
roAr{Hr{. PacuoroxruBnre troAarorlu Bo MoMeHror ce o[unaHl4 Bo cerquja 5.1.

Hara uu ua aduuuucmpaquj a
flepoparHa rrpuMeHa
Kancylara rpe6a Aa ce [poroJrra rlena H He cMee Aa ce Kpluta Lrlrvt \BaKa, 6urcif,iu Ha roj
Haqr{H ce HapyrrryBa uolu$uqnpaHoro ocro6o4ynalbe Ha aKTI{BHara cyncrauquja.

4.3 Ronmpauaduxaquu
flpeoceuuBocr Ha aKrr,rBHara cyncrauquja, BKJrfrr,rreJrHo aHrI,IoeAeM [peAIz3BLIKaH oA
JreKor, r4nr4 npeocerJrr-rBocr non nexoj oA eKcrIunueHTLITe, HaBeAeHI,I so Aeror 6.1.
I4cropuja Ha oprocrarcKa xvrroreHeuj a.
Teurca xenar€rJrHa raHcy$uquenquj a

f,s=d}fuff."d



{.4 Cnequjanna npedynpedyeana u Mepnu He npemna3Jrnnocm

$arco u co rpyrl4re anQa 1- 6roxaropn, Moxe Aa 4oj4e 4o HaMnnyBarLe Ha KpBHqor
[IpI{r[IcoK Bo HHALIBI4AyzUIHLI cJryqau 3a BpeMe ua repanuja co tamsulosin, u raro pe3yJrrar
{ra roa, perKo Moxe Aa,qoj4e 4o uojaaa Ha cr{HKotra.
flpr'l npnure 3HaqI4 Ha oprocrarcKa xvnorensraja (nprorJraBnrla, cra6ocr), [auueHTor rpe6a
Aa ceAHe l4nr4 IA JrerHe AoAeKa CnMnToMr,rTe He r4cqe3HaT.
flpe.q ganoqHyBalbe ua repanuja co Tamsulosin, naquenror rpe6a Aa ce acnura, co qen Aa
qe I'IcKJI)^M npl,IcycrBo Ha lpyrra cocroj6u, Kor,r Moxe Aa npeAr.r3Br.rKaar r{crt4 cr4MrrroMu
xarco 6eHurHa npocrarl,IqHa xnfleprrnazuja. flpeg aanoqHyBarbero na repanrajara, KaKo I,r
Uoroa, Bo perynapHl4 I{HrepBanu rpe6a Aa ce r{3Bprrrar AvrturaneH peKTaJreH nperJreA, Lr Kora
9 HeolrxoAHo, AerepMr4Hr,rparbe Ha flpocrara cneqn$n.reH aHrHreH (pSA).

{Iorpe6en e BHuMareJreH TepaneBrcKpr [pvcran Kaj flarlpreHTr.r co rerrrKa 6y6pexHa
lmcy<puqraeHqzja (xpearunuH KJrnpeHc roMaJr o4 10 ml/min), 6z4ejrfu.r oBue naqueHrn He ce
$cnr,rryBaHr4 Bo cryAr{r,r.

Qa6elexan e: Intraoperative Floppy Iris Syndrome (IFIS), - 'I4nrpaoneparr{BeH cuHApoM Ha
$uceuxu upuc' (napujanra Ha cr,rHApoM Ha Mana :euraqa) 3a BpeMe Ha xrrpyprrrKa

{nrepneHquja Ha KarapaKTa v rJrayKoM, raj nerou [aqlreHrr{ nperxoAHo rperr4paHu co
famsulosin hydrochloride. Onoj cr,rApoM Mo)Ke Aa ro 3roJreMr,r plr3r{Kor oA orrHrt
4oM[nr.rKarlr4r,r 3a BpeMe r,r no onepaqujara.
fipexuu Ha repanujara co Tamsulosin hydrochloride I-2 ne1etu npeA onepaguja aa
$arapaKTa ItJIIt rnayKoM, ce cMera AeKa e noBoJrHo, uo 6eHeSuror oA rrpeKr,rHor Ha
lepanujara He e yrBpAen. Kaj narlaeHrr,rre Kor,r r.rMaJre npeKr,rH ua repanujara co tamsulosin

{o uo4om nepl4oA npeA oneparluina, npujaneu e Intraoperative Floppy Iris Syndrome
([Frs).
I[e ce npenopatlyBa 3arorlHyBalbe Ha repanuja co tamsulosin hydrochloride xaj narILreHTH co
faraNana olepaquja 3a KarapaKravwr rnaryou. 3a BpeMe Ha flpeA-oreparr,rBHara nporleHKa,

TIIM 3aeAHo co xlrpypror o$raluolor, rpe6a Aa 3eMar Bo [peABuA Aurnpr
IIIIeHTI,ITe urro fte ce olepupaar oA KarapaKTa lrJrr,r fJrayKoM ce rperr4paun, ulu 6ute

co Tamsulosin co qen ,qa ce ocurypaar aAeKBarHr4 MepKr4 3a crrpaByBarbe co:
'MnrpaoneparnBeH cr.{HApoM Ha BuceqKr,r upuc'3a BpeMe na onepaqujara.

[amsulosin hydrochloride se rpe6a Aa ce AaBa so rold6uHaqraja co jaxu uuxu6r4ropr.r Ha
QYP3A4 (Ha np. ketoconazole), raj naqueHrrl Kor4 ce r[enorlrncxu 6asHr.r uera6omraepu na
OYP2D6.

[amsulosin hydrochloride r"pe6a Aa ce Kopr,rcrlr co rpern&]Jrr.rBocr no xou6uHaquja co jaxu
(Fa np. ketoconazole) u yuepeua (ua np. erythromycin) nuxn6nroppr na CYP3A4 (nugere4en 4.5)

t S ltrnmepanquu co dpyzu uedu4uncxu npousaodu u dpyea Qopuu Ha uHmepaKquu

I[e ce ga6elexenu peaKIIIaLI Kora tamsulosin hydrochloride 6un aAMuHncrpr4paH

4croBpeMeHo co areHoJroJr, eHaJranpun r4Ju4 co reotpnnuu. [cronpenaeHa npr,rMeHa co

{unteruAnn ru 3roneMyBa nJra3MarcKr,rre Hr4Boa Ha Tamsulosin, a ce HaMzrnyBaar
riaaruarcxure HItBoa Ha Slpoceur,rA, Ho ce Ao.4eKa Ao3uparbero e Bo HopManHlror oncer,
{enaa norpe6a o.q ueHyBarLe Ha lo3ara.
$o "In vitro" ycroBt4, JreKoBlrre: AlraBerraM, rrponpaHoJroJr, Tpr4xJropMerar3r{A, xJropMaAnHoH,
a]uurpunrzJll,IH, At4KJlo$enax, rrra6enrrlauuA, cprMBacrarr,rH ra napSapun ne ja MeHyBaar
d4o6o4nara $parquja ua Tamsulosin so xyMaHara nJr:BMa. Hury nar raMcyno3r,rH fr.r
nienyna cro6o.{nure $paxuuu Ha Ar,ra3e[aM, npolpaHoJron rprrxJropMervasvr\ vl

4nopMaAr4HoH.



,{ltuo$enarc n napsapnH Moxe.4a ja srolerraar cranKara Ha eJruMr.rHaqr,rja Ha Tamsulosin.

I.flcronpevreHa a4Mr4Hucrpaquja sa tamsulosin hydrochloride co jaru uuxu6uropu Ha
OYP3A4 Moxe Aa AoBeAe Ao 3roneMeHa r{3rroxeHoc'r na tamsulosin hydrochloride. I4cronpeueua
qAuuuucrpaquja co ketoconazole (nosnar cuneu CYP3 A4 uuxu6urop) pesynrnpa co 3roneMyBabe
rfa AUC u Cmax na tamsulosin hydrochloride co $axrop ot 2.8 u 2.2, coo4nerHo.

Tamsulosin hydrochloride ne rpe6a Aa ce IaBa Bo KoM6r,rHaqr,rja co cr,rJrHr,r r,rHxr.r6zropr,r Ha
CYP3A4 (na up. ketoconazole) raj naqrEenrr.r Kor{ ce Qenoruncxn 6aBHu uera6olusepu*taCYP2D6.

tamsulosin hydrochloride rpe6a Aa ce Kopucrrr co npern.tsJrrlBocr no rona6unauuja co jaru
(Fra np. ketoconazole) t,t yruepenu (na np. erythromycin) r.rrxu6nropu na CYP3A4.

I{cronpeuena ynorpe6a na tamsulosin hydrochloride co napoKcerlrH, cnJreH nnxn6urop na
QYP2D6, pe3ynrlrpaJra co 3roJreM)tsarbe Bo Cmax u AUC co Qarrop oa 1.3 z 1.6, coo4eerHo, Ho He
qe cMeTa AeKa oBI{e 3roneMyBal5a ce KIII{HI|ITIKI,I peneBaHTHrr.

Illocron reopercKr,r prr3r,rK oA 3roJreMeH xr{rroreH3uBeH e$err, Kora ce AaBa r{croBpeMeHo co JreKoBr{
4orl Moxe Aa ro HaMaJrar KpBHr,ror flpr,rrrrcoK, nrnyuyeajftu aHecrervrlr4 vr Apyrur ol-aApesepruqlru
AHTUIIOHHCTI{.

46 @epmwtHocm, fipeneruocm u doefte

Tamsulozin Alvogen He e nHAr{rlupaH 3a [pLrMeHa Kaj x(eHu. Bo x.nunuqKr.r cryAkrr4 co
tpmsulosin Ha KparoK rr .{oJrr por, 6ale 3a6ene)KaHpr HapylryBarla no ejaxyraqujara. flo

{o6neane Ha oAo6peHve 3a craBarbe Ha JreKor Bo [poMer, npujaneHn ce HacraHH Ha
HapyrxyBarba Bo ejaKynagujara, perporpaAHa ejaryraquja r,r HeMolr(Hocr 3a ejarynaqr,rja.

t.7 EQexmu 6ps cnocodnocma sa ynpa6y6arbe co JwomopHu Bosuna u co JrtauraHu

I1{e nocrojar AocralHr{ noAarorlr4 sa e$errure Bp3 cnoco6nocra 3a ynpaByBarbe co MoropHr4
BO3I{JIA I,I CO MAIXHHI4.

flo cenarc, Bo oAHoc Ha roa, narlr{eHTnre rpe6a Aa ce cBecHr,r AeKa Moxe Aa 4oj4e 4o nojara

4a rlocrraHocT, 3aMaTeH Br,rA, BpTorJraBur[a u cr,rHKona.

d.8 Hecaxaau dejcmea

fafienapen cnucot Ha HecanaHu peaK4uu

I{naca Ha opraHr,r r4
qlrcreMLr

!Iecru
>1/100,
< l /10

llouamy
{ecTu
'1l1000,
<1/100

Perrn
'1l10,000,
<1/1000

Muory perxn
<1/10,000

Henoruaru (ue
MOn(e Aa Ce
flporleHar oA
40CTa[HUTe
rant[oprrraquu)

F apyurynana na
qepBeH cr4cTeM

Bprouanuqa
(l ,3Yo)

IJIABOOOJIKA HHKOUA

Fflapyuynama Bo oKo 3arrrateu sLrA*
Ounerynane na
sulor *-.
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pueBu HapyrrryBarba flannpna\uu

Bacxylapuu
HapyrryBarba

Cprocrarcra
runorensuia

Pecuuparopnn,
TOpaKUrJrHr{ rr
rvreAnjac'runannra

FapyrrJyBarLa

Punuruc Enuctaxca*

f acrporaHr ecr la*arrHrl
HapyrnyBarba

Koncrunaqnja,
\vjapeu
ra,uelse,
norpaftane

Cyna ycra*

Hapyruynarra Ha
KOXATA H HA

UOTKOXHOTO TKI{BO

hcun, crp6ex,
ypruxapuja

Agrr.roeneu Stevens-
Johnson
crrHApoM

Epureua
rrryluQoprrle*
ErcQonujaruaen
4epuarzrzc*

Hapyuyeana ao
penpoAyKTr,rBHtroT
Qr{creM u ua gojrara

Hapyruynarra
BO

ejarynaquja,
BKn)nIr{TeJIHO

perporpa,qHa
ejarynaqlda
I{ HCMOXHOCT

3a
ejarcynaquja

|Ipuanusau

Onurn HapylryBarba u
HapyrrryBarla Ha
MCCTOTO HA

4gunHucrpaquja

Acrennja

*nocr-uapxerfi HrrrKo 3a6eneI€HI,I

Kaxo a Kaj rpyrlare antpa-6noxatopt4, Mo)Ke Aa ce jaBr,r rocnaHocr, 3aMareH BprA r.rnpr eAeM.
3a npervre Ha xvpyplIlKa uHTepBen1uja Ha KaTapaKra vrru rJrayKoM, Molr(e Aa 4oj4e 4o
oM.InyBalbe Ha 3eHIrIIar4 cI4HApoM ro3Har KaKo Intraoperative Floppy Iris Syndrome (IFIS),
LI Toa Bo acoqujaquja co repanuja co Tamsulosin, ra BpeMe Ha nocrMapKeruHrrrKo cneAebe
(Br.raere cenr1lz'ja 4.4).

flocr-uaprerl4HlllKo LIcKycrBo: OcseH Ha6poeHare HecaKaHr.r qejcrna eo ra6erara lorope,
npujaneuu ce 14 arpujanta Su6putaryuja, apuruuja, rawncapguja u 4racnneja, Bo
4coquj aquj a co ynorpe6 ara Ha Tamsulosin.

f[opaglr roa IrITo oBI,Ie cnoHTauo nprajareHr,r HacraHr{ ce oA cBercKo flocr-MapKerr.rHrrrKo
I4cKycrBo, rpperneHqrjara Ha HacraHu, 14 ynorara Ha Tamsulosin Bo Hr4BHoro
rpeAr..r3Br,rKyBarLe He Moxe co curypHocT Aa ce yTBpAr{.

e npnjanynalbero Ha HecaKaHrE 4ejcrna no nyrrrrarbero Ha JreKor ro npouer. Toa
qBo3MoxyBa KoHrLIHyI,IpaHo cJreAerbe ua 6a"naucor nopucr/pu3r4K Ha JreKor. O4 s4pancrBeHr{re
pa6orunqu ce 6apa Aa ro upujanar ceKoe coMHeBarbe 3a HecaKaHrr pear(quu rpeKy
Harln oHaJrHr{oT rIeHTap sa QaprraarcoBlrrunaHrla.



4.9 llpedotuparbe

Caunroupr
flpe4oerlpame co tamsulosin hydrochloride uoxe Aa pe3ynrr,rpa no'renqujaJrHo co rerrrKu
xHnoreH3I{BHII eoenru, BprornaBr4rla u MirnaKcaJrocr. 3a6eleNanz 6I,Ile reI[KH
xlinoreH3r4Bun eSenuE Ha purnnrrHvr :avtBoa Ha rrpeAr,Bparbe.

TpernraH
Bo cnyrau Ha aKyrHa xunoreu:uja roja ce janyna rocJre [peAo3r4pame, norpe6ua e
KapAIIoBacKynapHa noAApIIIKa. Kpnuuor [pLITI,IcoK 14 nyJlcor fte ce uopuurhrsvpaar co roa
Iuro nalll4eHror rpe6a Aa nerHe Bo xopr.r3oHranHa noeuquja. Aro osa He rroMorHe, roralr ce
!'aBaar BonyMeHcKH eKcnaHAepr,r, Lr Kora e Heo[xoAHo: Ba3onpecopu. [njanvsara He e oA
noMorrr, 6uaejku Tamsulosin e Bo BptcoK npoueHT Bp3aH co nJra3Ma rrporeuHvre.
O.4pegenr.r MepK[I, KaKo noBpaftane, ce [peB3eMaar co rleJr Aa ce [onpeqr4 aucopnqujara.
Ano ce 3eMeHI4 roJIeMr{ KoJrrrqr4HI,I, Moxe Aa ce pr3BpIxI4 racrparrHa JraBaxa, 4a ce ynorpe6ar
arcruneH jarJreH H ocMorcKr4 JraKcarr{B, KaKo Harpr,ryM cynQar.

5 @APMAKOJIOIIIKH OCOEEHOCTH

5.1 @apnaxodunancxu ocodeuocmu

(DapuaroreparreBrcKa rpyna: fur$a 1 -a4penopeqenropHr4 aHrafoHr,rcru
ATC xoa: G04CA02. flpunperrau 3a eKcKJry3r4BeH TperMaH Ha npocraruqHa 6orecr.

Mexauusau ua dejcmeo

Tamsulosin ce Bp3yBa ceJreKrr4BHo 14 KoMrrerHTr.rBHo 3a flocrcr.rHarrrlrrrKure Al$a I
peuenropr,r, oco6euo 3a noArvnonrare Arrpa 1A roj AoBe.{yBa Ao penaKca\uja na Mz[Hr4re
MycKynv Ha lpocrararu npv urro reusujara e HaMaJreHa.

@ apu arco duH cw, cKu e $ e rmu

Tamsulosin ja srolenryBa cranKara Ha MaKcr{MaJreH ypr,rHapeH nporoK, ja nalralyaa
reHsujara Ha MzBHr{Te MycKyJrr.r Bo flpocrarara v yperpara n na roj Harrr{H ja o:reuryna
oncrpyrcqnja'ra. klctoraKa rr,r no4o6pyna KoMnJreKcor Ha vpprrarr.rBHn v oncrpyKrprBHpr
cHM[ToMrr secra6urHocra Ha 6euruxarau reusujara Ha Ma3Hara MycKynarypa Ha AoJrHHor
ypvHapeH TpaKT KaKo BaxHa ynora. Arr$a 1 6noraropure Moxar Aa ro HaManar KpBHr{or
npr{rr{coK npeKy HaManyBarbe Ha nepu$epnuor ornop. 3a BpeMe Ha cryAur4re co
Tamsulosin, He e ga6erexaHo KJruHr,rqKr{ curuu$uraurno HaMzuryBarbe Ha KpBHHor
npHTt4coK.

II e duj ampucrca nonyn a4uj a
Kaj aeua co HeyponarcKa 6eur,rKa 6rara usneAeHa Aynno-cJrena, paHAoMr43r4pana, u:raqe6o
KoHrpoJrnpaHa cryluja co Ao3Ho paHrrdparbe. Bea pau4oMLt3I{paHI.I 161 gere (ua eospacr o4
2-76 roluuu) u 6ea rperr4paHr't co 1 oA 3-re AosHr HI4Boa ua Tamsulosin (uucro [0.001 to
0.002 mglkgl, cpe4no [0.002 ao 0.004 mglkg], H BI4coKo [0.004 to 0.008 mg/kg]), uru
unaqe6o.



llpnuapna qel 6erue 6pojor Ha naqueHru xaj rcou fte ce nauanr{ roqKara Ha npr,rrr,rcoK Bp3
MycKynor Aerpycop 3a rncreKyBarLe Ha ypunara (LPP) ao <40 cm H2o, 6asupauo Ha rBe
eBaryaquu Bo r.rcTr.ror AeH.
Cercyngapnu qenu 6ea: arryeJlHa r,r ilporleHTyzrnHa npoMeHa oA norrerHara roqKa Ha
frpI,ITHcoK Bp3 Aerpycopor 3a ucreKyBane, nogo6pynarbe vrw cra6ulusaquja na cocroj$a na
6Ia4poneSpo3a rr Ha xnApoyperep, npoMeHr,r Bo BoJryMeHure Ha ypr.rHara 4o6raenu co
ftarerepusaryuja, u 6poj na I,I3MoKpyBarba 3a BpeMe Ha Karerepuzaquja - Korr rroAarorlu ce
EHecyBaHH Bo AHeBHurIHre 3a xarerepnsaqnja.
fle e nponajAeHa crarncrarlKl,I snauajua pa3nraKa nonaefy nlaqe6o rpyuara u 6ulo xoja og
'rpHTe Ao3HH rpynu Ha Tamsulosin Hr.rry 3a npr.rMapHara, Hlrry 3a 6ulo roja oA
0eKyH.{apHr.rre rlenr4. He e sa6erexaH Ao3eH oAroBop 3a Hr,rry eAHo Ao3Ho Hr4Bo.

$. 2 <D apu aKo KuH emcKu o co fleuocmu

)tncopnquja
Tamsulosin hydrochloride, aAMr,rHucrpupaH KaKo rBpAa Kancyna co uogr.rsuqupauo
qclo6ogyrarre ce ancop6upa oA rlpeBoro vt e cKopo Bo rlenocr 6uopacnoloxJrrrB.
Ancopnqrajara Ha Tamsulosin ce HaManyBa aKo JreKor ce noMerrra co o6pox, roj e reueH
QTIpI,IJII,IKa Bo plcro BpeMe co JreKor. 3a Aa ce Ao6ue eAHaKBocr Bo ancopnqujata, ce
IFperopaqyBa [aqneHror ceKofau Aa ro 3eMa Tamsulosin rocJre Hcrr,ror o6por. Tamsulosin
rEoKuDKyBa nuHeapHa Kr,rHeTr,rKa.

[Iocne 3eMalbe Ha eAHa .{o3a Ha Tamsulosin Ha rJraAHo, rrna3MarcKr4or rrr,rK ce .{ocrr4rHyBa 3a
qpeAHo BpeMe op,6uaca, a no cocroj6a na ernuru6pnpa roja ce nocrr4rrryBa na 4-ruor geu
oA MynrunHo Ao3I,IpaIbe, nJla3MarcKnre HUBoa Ha rrnKoBt4 sa tamsulosin ce oA 4 lo 6,aac4
rfia uaguo H nocJle o6pon. flr,moeure Ha nJra3MarcKr{Te HrrBoa ce 3roJreMyBaar rrpoceqno 6
rfg/ml nocne npBara Ao3a Ha I I nglml steady state cocroj6a.
{'Iocrojar 3HaqrileJIHI,I vapujaryuu nouefy narlpreHTr,rre Bo rrrr:BMarcKrlTe Hr,rBoa Ha neKor rrprr
EAHo Ao3rrpaube, 14 npu nonefteKparHo Ao3r4parbe.

ftucmpu6yquja
I[aj uaxrare, Tamsulosin e ororry 99o/o ypzay 3a nJra3MarcKure nporer,rHn r{ BonyMeHor Ha
4ucrpubyquja e uan (oxony 0.2lkg).

Mema6onusau
Tamsulosin uua cra6o r,Bpa3eH uera6orugau Ha npB npeMr,rH, r4 cnopo ce naera6oluaupa. Bo
rfajronenr [poIIeHr, Tamsulosin e npficyreH Bo nJra3Mara KaKo He[poMeHera aKTr{BHa
gyncranqraja. Ce nrera6oirr{3upa no qpnuor 4po6.
Kaj craopuu, Tamsulosin pe.rncu r{ He Bprx[ un4yxquja Ha Mr,rKpo3oMrrJrHr,rre xerar:rJrHn
OH3I,IMI,I.

I[r vitro pe3ynrarlaTe yrraryBaar Ha roa .qerca CYP3A4 u cprco rara CYP2D6 ce enrryrenr{ Bo
rr6era6olustrror, co Mox(Hu Mr.rHopHlr wmjanuja Ha ugra6oru3Mor Ha tamsulosin hydrochloride oa

Apyrr CYP usoeHguuu. LIrrl<u5urJujara ua CYP3A4 u CYP2D6 Mera6onugupaqKure eH3r{Mlr Ha
Jl.eKor, Moxe ra .uoBeAe Ao 3roneMeHa rl3JroxeHocr na tamsulosin hydrochloride (nugere Aen 4.4 u

{.5). He e norpe6Ho npr,rJraroAyBarbe Ha Ao3ara rpu xeraranna ucyQuquenqlrja.

flrary e4en o4 uera6orvrrr4Te He e [oaKrHBeH oA HenpoMeHerara aKrHBHa cyncranqraja.



t r  t l  I

Enuuuua4uja
Tamsulosin v HeroBHTe uera6ornru BornaBHo ce eKcKperlrpaar npeKy ypr4Hara..
I4ztn're4ara Korur{I,IHa KaKo HenpoMeHer neK e rrpoqeHera na onoly4-6% olao.uru xoia e
aAMr4Hr.{CrpvpaHa.
flocle eAHoKparHo Ao3llpalLe co Tamsulosin nocre o6pox, z raj rarlaeHrr{ KaAe e
nocrl'IrHar ernulu6puyM, t43MepeHlr ce noJryBpeMnrba Ha emauunaquja oa 19 u 15 qaca
COO.IIBCTHO.

He e norpe6noo npulafoAyBalbe Ha Ao3ara xaj naqueurt,t co peHanHn orxreryBarLa.

JluueapHocr/se-luneapHocr
Tamsulosin rroKaxyBa n[HeapHa KrrHervKa.

5.3 llpemxnaHwqu nodamouu sa 6es6edHocma

Cryauu 3a roKcl,It{Hocr co [oeAuHeqHa Ao3a, r{ co rroBTopyBaHv Ao3r,r ce usne4enu raj
TJIYBIII{, CTAOPIII4 I4 KYIIUIsA. I{CIO rArA, I,I3BEAEHV CE CTYAHU 34 PEIPOAYKTI4BHATA
ToKcI'IqHocr raj craopula, KaHllepofeHocra raj rnynqu r{ craopq[ H reHoroKcurrHocra Bo
ycJroBLr " in vivo" H "in vitro".
Onurruor npoQun Ha roKcl4tlHocr, KaKo rrrro e sa6erexaHo npu ynorpe6a:aa Br{coKr,r Ao3H
Ha tamsulosin, e Bo corJlacHocr co no3Harnre Sapnranororuru 4ejcrna Ha o I
aApeHoqe[TopHr,rTe aHTaroHr.rcrr4.
Kaj xyruna, npl4 rIpItMeHa Ha MHory Br4coKrr Ao3H, AorrrJro Ao npoMena na EKf-ro. Ce cMera
4exa oeoj oAroBop He e KJIIaHI4TIKIT peneBaHTeH. Tamsulosin He [oKaxaJr peneBaHrHrz
ToKcHqHL.I oco6enocrr,r.
flpujanena e 3roJIeMeHa HHIIIaAeHTIa Ha flpona$eparunHz npoMeHr4 Ha )rsre3Ar4Te og 4ojrara
raj xeHxra craoplll4 H rnyBIrI,I. Orue nao4rr, Kor4 Hajeepojatro ce npeAV3B1aKaHu oA
xvneplpoJlarcruHeuujara, u ce jaayBaar caMo npr{ Br,rcoKr4 Ao3Lr, ce cMeraar 3a r,rpeneBaHTHH.

6, <D apu a 4e 6mc Ru oco 6euo cmu

6.1 IIucra Ha eKcrlr4trr4eHru

C o dp ttcuua H a Kancyn ama
Murporpzcr€rJrHa rlenyno3a
Meraxpulu a lrncervtna-err4n-aKpnJrar Korronr4Mep
llorucop6ar 80
Harpuyu naypr,rrr cynSar
Tpuerul qr{Tpar
Tam

Cocmue Ha me4,Iomo od xancvnama
Xerarun
I,In4urorun (E 132)
Turauuyvr Ar,roKcr,rA @ I7l)
Xorr xerre3o oKcHA (E 172)
{pren xerre3o oKcLrA @ 172)
I{pu xereso oKcr{A (E 172)
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2 lluxounamuflwtuocmu

e npr,rMeHnr4Bo.

3 Pox Ha mpaerbe

roAr,rHH

4 Cne4ujonau npedynpedyeama sa qysa,be

I,Icrep naKyBarse. ,,{a ce vyna Bo opurr,rHarrHoro naKyBarLe.

5 llpupoda u codpucuna ua xoamejaepom

CiPE/PVDC / Alyuunnyucrco 6ruacrep raKyBarbe Bo KaproHcKuKyrr,ru co 30 Ka[cynu co
rlrrpaHo oclo6o.qreane.

6 llncmpyxqua sa pa,<ysarbe uynompefla

a cneqr{ aJrHr{ r4HcTpyKur,rH

rrME r,r AFECA HA HOCUTEJT HA O.4OEPEHI,IE 3A TIPOMET

BoreH 4oo Eapuqe - flpercrannurrrrBo Cronje
n Kosapa 13 A, 1000 Cxonje
. Marce4ouuja

EPOJ HA ONOEPEH}IE 3A IIYIIITAIf,E HA JMK BO IIPOMET
r97/t3

, AATYM HA NPBA PETI,ICTPATU4JA/OBHOBA HA PEII,ICTPAIII,IJATA
1.08.2014

r. AATyM HA IrOCJmrurA PEBII3T4JA HA TEKCTOT
aj 2017


