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uecaxanu dejcma na
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IIIro DUTAPROST
AnrlleHa cyncrauqr.rja.'
EAsa rancyra cogpxu 0.5 mg
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AI{- fJr U qep}r.4r4 Ha
o 6 KcnronyeH (E321).

Teto u
a

a

a

o

o

a

a

a

Ilpeena ra neqamefte Opacode (NS-78-I 503 5) xoja codpwu:

ynorpe6a Ha Jrercor
zo ynamcmaomo.

uname dononnutnenuu

nex Bu e npenuutaH
iu uouce da u.,u

3Aoere cume cepuo3Ho
60 OAs ynAmcmao,

IIpoqr{TaJTe ro ynaTcTBoTO.
ke npeoa oa eo npovumafne nosmopHo.

o6pameme ce rcaj Bawuom doxmop

u ne mpe6a da uw zo daeame nq dpyzu ttu4Q
u ako HueHume cu nmouu ce ucmu xaxo Bawume,
dejcmeo utu 6u,to rcoe HecaKaHo dejcmao Koe He e

xatrceme uy ua Bautuotn doxmop.

(E 464);

uminum Lake (E129);



. rr{raH-al4oKcug (E171);

. AECTI,IJII4PAHABOAA.

Karco usr,re4a .ler<or
Mexu xancy;ru. Ezcrap, uacleu
xenaruHoKa KancyJra co xo:rra 6oia
TeroTo co tlpBeHo MacThJlo e Hc

Hoclrrer na ogo6penuero ta
A,raoreH goo Bapuqe - flpercrar
Yr. Ko:apa l3 A
1000 Cxorje

llpournoglrre.rlr:
Alvogen Pharma d.o.o.
PaSnjadka bb, Barice, Plandisre
Peny6nut<a Cp6uja

Pharma Pack Hungary Ltd.
Vasut utca 13, Budaors, 2040, Y

S.C. Labormed-Pharma S.A
44B Theodor Pallady Blvd., 3rd
Bucharest, code 032258, Pouauuja

I. IIITO TIPETCTABYBA

DUTAPROST ce ynorpe6yea sa
ynorpe6yea npn 6euurna
xoja ce jaryna sapaA[ 3roneMeHo
DUTAPROST (aKo aKrr4BHa
fpynaTa neKoBr.r no3HaTu Ka(o
JfoJreMeHaTa npocTaTa npeAH3
norpen e) KaKo: orexHaro MoKperLe
janu u 6anen u cla6 vlas Ha ypuHa.
qenoceH npercuH (6:rorrapame) Ha
pereuqnja (uelroxuocr sa uoxperre)
lrepxu. Bo oApeAeHH cr4Tyauar4 M
uurepneuquja co rlsn ra ce orcrpaHrr
,rlercor DUTAPROST ja uava.rryea
aoBeayBa ao HaMaJryBarse Ha

auueHTor. Ha oeoi Fra.ruH ce
norpe6ara sa xupypuxa

r43r.rKoT oa noJaBa Ha aKyTHa ypHHapHa

uHKancynrrpaH Bo HenpoBr,rAHa, AoJrrHaBecTa, MeKa,
oA eAHaTa cTpaHa Ha Ka[cynaTa no AoJrxtrHaTa Ha
G 0.5"

DUTAPROST I,I 3A, IIITO CE YIIOTPEEYBA

Ha 3roreMyBaBe Ha npocrarara KaJ Maxrr. JleKor ce
npocrara (HeMarttrHo 3foJreMyBarre na npocrarara)
xopMoHoT Ar.rxr,rApoTeTcTocTepoH.

a coApxu Ayracreprl4. lyracrepu4 npunafa ua
ua 5cr-pe4yxra:a.
r4HapHr4 Teroon (HapyuyBaBe Ha cncTeMoT 3a

3a qecTo MoKpeILe. KaJ narIUeHTr.rTe Moxe Aa ce
rarnara cocroj6a He ce JreKyBa rvroxe 4a goj4e qo

Ha ypnHa u 4o nojana Ha aKyrHa ypr4HapHa
cnyqaj Tpe6a Aa ce npemeMar llrHu MeAr.trIHHcKr4
e HeorxoAHo Aa ce u3BptxH I,ITHa Xr4pypur(a

IOJICMI,{HATA HA NDOCTATATA.

Ha aHXT4ApOTeCTOCTepOH IXTO nOCneAOBaTenHO

Ha flpocrara u no4o6pyname ua cuvnrolrure xaj



Oeoj Moxe Aa ce ynorpe6yua
TperMaHHA CI,IMNTOM IIT9 HA

UTAPROST

eo Batuuom
6onecm,
ututane

Kora ne
Heuojre
. aKo npeocernlrnu (

coJ a,
. aKo

Axo ne curyPHr4, [peA AaJa
Krop.Baruuor

JIeror
KAJ Aerla r{ aaonecIIeHTH.

Eulere
flpea aa ynoTpeor4Te neKoT oo
o B o KOI4 KJII4HI,IqKI,T

eaeH neK KoJ flp]rnara Ha
cliM Mr,r Ha cprleBa
cp He nyMna AoBoJrHa

eHa caMo Ha eAeH neK (

M 4a e notpe6no Aa Bu ce

AEIIATA I,I

Bo c.nyuaj ua
rpe6a eegnaur

o 3 a Me Ha ceKcyflJrHl4oT o
rou 6nne ua repanuja

DUTAPROST rr,roNe

Io

o J I

) eo xpsra. PSA ce yBa 3a orKpl4Barse

uuaryuja co raMcyno3r4H (lpyr :rex xoj ce xopucru sa
) .

TPEBA ,4A NPEI IA TO YIIOTPEEI,ITE J'IEKOT

3eMame dweu JreKoeu, ut4ame HeKoja xpoHuwra
nope emyBatue Ha npeocemnugu cme Ha HeKou LeKo&u luu cfne

peaKqujq Ha

DUTAPROST
ro 3eMaTe oBoJ neK Bo cnyqat4:

Ayracrepr4A, Ha Apyfu unxu6uropu Ha 5cr-pe4yxrara,
ulu ua 6ulo cocrojKa Ha reror (wr4ere 4er 6).

TeIITKO OrtrTeTyBar6e aTa Ha upHt4oT Apoo.
oA nperxollo cnoMHaroro ce o4recyna na Bac.ro Balxr4or AoKTop

co DUTAPROST o6Darere ce ga coger rai

APROST e HaMeHer 3a ncKryrrr4Bo KaJ MaxH r4 He cMee Aa ce npr4MeHyBa

npeTna3JIr{Brr DUTAPROST
:a corer xaj Barulror 4orrop lrnr.r $apuaqenr:
neKor KaJ narlr4eHrr4Te Kor4 npr.rMajre AyracTepr,rA r4
an(Da 6noKaropn KaKo Ha np. raMcyno3aH ce jaeure
(cocroj6a Ha HapyrxeHa pa6ora ua cpuero npu xoja

ua rpu). flaqlrenrfiTe rperMaHor ro npoAonxune oo
A),racrepliA ITJII4 caMo anQa 6noKarop).

ro Balrrlor 4o r4Mare Hapy[reHa Qyurqraja Ha qpH]ror Apo6. AKo
npo6revu co qp BO MLTHaTOTO 3a BpeMe Ha TpeTMaHOT CO AyraCTepIrA

HeKOId AOIOJTHI4TeJIHLI UCnI{TyBaBa.

cyncTaHrlr.rJa oA ce pecop6r4pa lpeKy Koxara. Ce npenopauyna
us6eruynaar Aa aojaar Bo KoHTaKT co olnrereHl,t

oA Koxara roj 6lrr lrsloxeH Ha coApxr,IHara oA
H3MI4e CO CanVH H BOiIa.

paqyBa aa Kopr{crr4Te KoHAoM. Bo cnepvara ua
ce u3naqyBa aICruBHaTa cyncTaHIILIJa AyracTepI,IA.

Barua'ra naprHepra eHa vrlt ce coMHeBare aera e 6perr,reua oa roreMa
e 4a lrs6ernyra 4a KoHTaKr co cnepMara 6uej ftrE 4yracreplrA Moxe Aa

Kai flnoaor oA MalIKI,t no:r. [oraNano e 4eKa
ro navanyna 6poj HAI,i, Hr,rBHaTa nOABH)I(HOCT 14 BOTyMeHOT Ha

Cero oea laoNe aaja Bauara nlo4uoct.
HA HI,IBOTO HA PSA (cnequ(buveH aHrLIfeH Iia

(4lrjaruocruqnparre) Ha pax Ha

HapyujyBarbe Bo



,{oronry rpe6a
ro Bauuor

. 3 a HA K]II,IHI,IqKI4TE
n oA [oJaBa Ha paK Ha

co [au]reHTI4Te
D

o D
ROST enujae ua no

OST uoxe 4
HA . .{onoary onne

loJaBa Ha J
KAJ 4orrop 6u4ejr(r.r

Axo od npemxoduo
noqHeme

Ha Apyru nercoBrl
da zo uuQopuupame

cme 3eMatre ouro koJ owe
Hexov Bu MOXe Aa BnfiJaaT
pr43HKOT a flolaBa Ha HecaKaHI4
Be rr,r Aa ro aHQopMHpaTe
6uaejku oxe ga uua norpe6a og

v
Be

a

a

a

a

o

o[TeTe

AOBeAe

pufil

H (neK nporr.rB

x rpseu upurucox)

Yn co xpaHa u aJtnoxoJr
Jlexor D APROST uoxe aa ce

Bperu u Aoerbe
me ce co Bautuom

}Kesure ce 6Deueglt trtu ce
KancvJla o.Il reKor.
HapylryBarLa Bo pa3BoJ oT

oA 6peM ce npeflopaqyBa ,44 ce
3a rra ceKcyaJrH[oT oAHoc
MAXI4 KO

,{oxomy
BAXHOCT

6ure ua reparrrlja co
Bauara napruepra e
ga us6erHyea 4a AojAe so co Baura'ra cnepua.

Ba ce r4cnr4TyBa HrcBoro Ha PSA eo Baurara rps
cre ua repannja co DUTAPROST.
Ha JreKoT BO KOr.r yqecTByBale MaxH co 3roJreMe[r
6ulo ga6enexano gexa xaj naqlleuTr4Te Kor.r m

DUTAPROST ce janyea rexox o6lttr Ha KaprIHHoM Ha npocra'ra
ro npnM€ule oeoj lex. He e pa-:jacuero xaxo

lpopMa Ha paK Ha rrpocTaTa.
Ha IpaAuTe xaKo LI 3roJIeMeHa OCeTJIIIBOOT

Blr ce npuvuua 3a sarprrxeHocr I4JII4 naK aKo
ncqeAoK oA AojKara rpe6a ee4lrarl ga ce o6par:ule
Aa ce 3Harlu Ha cepr43Ho HapyruyBarLe KaKo paK Ha

oduecyea ua Bac unu He cme cu4)ptnu, nped da ja
co DUTAPR ce 3a colem xaj Bawuom doxmop.

ooKmop ulu Qaptwaqeem aKo 3eMamq wru axo do
u oHue Kou He ce Ha neKapcKu peqenm.

Ha JreKor DUTAPROST !r,lra ro 3roJreMar

aro ynorpe6yaare ueroj o4 creaHr,ffe neKoBH
Ha BauaT a aosa:

urn 4ulrlrareu ( 3a TpeTMaH Ha Br,rcoK KpBeH flplrTrrcoK)
xnI,I I4HAI,IHaBr4p ( 3a rperMaH ua XI{B uu(}exqnja)

Tepannja Ha ra6r4qHH r,rn$erqr.rr)

u (neKoBu 3a Ha 3foneMyBalse Ha npocTaTaTa Hnr,r 3a'rpeTMaH Ha

Ho oA pacnopeAor ua o6poqure.

noed da setveme 6u,to xaxoe nex.
Ha 6peueHocr He cMear Aa AoAar Bo KHTarcr co

APROST ce pecop6upa npeKy Koxara r.r Moxe Ae
Aor oa MarrrKrr nor. 3a rpeue Ha npBrre 16 Heaerlr

noceoHr.r MepK!.r Ha npeTna3nr,rBocT.
qyBa aa Kopucr[Te KoHAoM. Bo cnepuara ua

e aKrrrBHaTa cyncTaHqr4J a AyTacTepr,rA.
r,rJrr{ nocrorl MoxHocr ga e 6pelrena oA roneMg



,{oxaNauo e AeKa AyracrepraA ro
BoJryMeHor Ha cnepMa. Cero osa v

Aro Baurara 6peveua [aprHspKa
AOKTOp.

B,rujaxue up: cnoco6nocra sa
Ma,ra e opojarHocra ,rexor DUT
aB roMo6un ltn H paKyBarhe co M

Baxulr unSolraqut sa
llercor DUTAPROST co4pNn
coja. Axo cre airepruirHv Ha Kurr4p

3. KAKOAACEYIIOTPE
Ceroraur 3eMajTe ro ,'reKor DUT
Banuor 4orrop. Axo re ro
MOXe Aa AOJAe AO HapyrxyBarbe Ha
npaualLa o6parere ce xaj Baruuor

.{o:upan e

Boo6n.raeHa npenopagaHa Ao3a oa
Kancy,rara rpe6a 4a ce nporonra
oA KancyJraTa Moxe Aa AoBeAe ao
Jlexor e HaMeHer 3a AonrorpajHa
no4o6pynane ua cocoroj6ara, uo xaj
\4OXe na e noTpebHo Aa [oMuHaT
neKoT oHoJrKy BpeMe KonKy rxTo Bx e

AKo cTe 3e,'Ie [onO.]'IeMa Ao3a oI
AKO CTe 3eMane noroneMa Ao3a oa JI
coner rcaj Baruuor qorrop u,ru no

Ano cre sa6opaBrr,'re Aa ro 3eMere
AKo cre 3a6opaBr.t,'re Aa fo 3eMere ne
epelre cnope4 Baurzor pexr4M Ha
He :evajre 4oojHa go:a :a ga ja Ha4

AKo Har,ro [peKnHere Aa ro 3eMere
He ja npernuyaajre Baruara repannj
MoNe aa e norpe6uo 14 loBefte oA
e0eKTor oA Bauuor rperMaH.

HHBHaTa noABI..t)t(HocT I.,I

BO AOnUp CO JIeKOT no6apajre coBeT oA Barulror

anrouo6u,r ltJrn paKyBan e co MarrruHu
Aa BnHJae ep: Bauara cnoco6socra 3a Bo3elLe Ha

HA .,'IEKOT

la 6poj or Ha crrepMaro3ol4Arr,
Ja HaManv Baruara n,toauoct.

coJa llITO MOXe Aa 3Haqr4 IeKa Co.4pxr.r
coja ner',tojre aa ro xopucmre re*oi.

H Macjlo oA

OT DUTAPROST
ToqHo oHara Ka(o uITo Bu e xaNago oI c.Ipaua Ha

uru rpapirlaqerr.

e eAHa r(anycna (0.5 mg), eAHam Ha AeH.
rpe6a 4a ce uBaKa Hnr4 orBapa 6ugejku cogpxuuara

Ha cjry3oKoxara oA ycTaTa v rpnoTo.

neKor cnopeA npenopaxure oA Bamuor noKToD
Ha PSA Bo Baruara xpa. loronxy 

"rur" 
r"*un",

a. Kaj Heror4 narlrreHTu lroNe 6p:o Aa AojAe Ao
3a Aa ce nocrr,rrHe caKaHr,roT TepaneBTcKH OATOBOp
rnu noBeke veceuu repanraja. vnorpe6yeajre ro

o4 Baruuor gonop.

urro e norpebHo:
nro rpe6a, rpe6a ae4uaru4a ce o6parure sa

3ApaBCTBeHa UHC'tr4.ry rJr4Ja.

npelre :auere ja HapeAHara gosa no roo6uuaeuoro

npoI]yrxTeHaTa ao3a.

oAHo Ia ce nocoBeryBare co Bamzor 4oxrop.6es
Aa ro (opHcTr4Te JleKoT 3a 4a ro sa6eleNtre



Arco utame dononuumennu

4. MOXHI,I HECAXAHI4

Kaxo u gure rreKoBr4 DUTAPRO
NALIIIEHTH.

Mnory perrn uecaxauu gejcrna
L HMnroMH Ha anepr cKa peaxqwja

. Ljcr4n no Koxara (oraa noja

. yprr4Kapr4ja (HaJrlrKyBa Ha r{

. nojaBa Ha oToqH Ha ogHHTe

Arco Bu ae jaoam uexou od
reKom u eeduaut o6pameme ce xaj

9ecru necarcanu 4ejcrua (ce j
a

O

O

a

uunoreuqnja (HavoNuocr
HAMirneHo nv 6uAo (
npo6neMr.t co ej ary,raquj ara
3TOJICMEHU I,IJII4 OCETJII,IBI.I

BpTOfnaBrrua (npH r.rcToBpeM

Ilonpeoronn uecarcanlr qejcrna (ce
. cpqeBa zucy$uqraeuquja (

rryMrra AoBonHa KoJrr.tqtrHa
HA TONEM 3AMOD I,I OTOUII HA

. oraraBe Ha BnaKHaTa (
Axo sa1enecrume aroutyaatbe Ha
Oe1cmso Koe wmo He e naeedeuo
Baruuom doxmop.

5. qYBAIT,E HA JIEKOT D
.IIa ce qysa nolalercy oA ao<bar sa
,{a ce uyna Ha reMfleparypa Ao 30C'

,Uexom ue cnee da ce ynompe1yea
Ha nakysetuemo nod EXP. [,
uaaedeuuom uece4.

JIeKosn He cMee Aa ce o
Ilpauajro ro Balruor rfapvaqenr
Onne ueprcu fte nouorsar ga

Ja oAc'rpaHr4Te

ce xaj Bawuom doxmop unu $aptta4eem.

A HA JIEKOT DUTAPROST

Aa npeAr43BrrKaaT Hecar{aHr.r aeJcTBa Kaj OApeAeHH

Aa e npuApyxeHa co ja4eN);

Ar43Br{KaH o4 ronpnna);
JII4UeTO. yCHl.tTe. paqeTefinI Ho3eTe.

HecaKHu dejcmoa npeKuHeme da zo ynompe1yeame
doxmop

I -10 oq 100 naqzenru)
e lrnli oApxr.r eperqnla)
xer6a unu HaMaJreH ceKcyzrneH HafoH)

I(oMacrr4J a)
orpe6a co ravcy,rouH).

Kaj <1 oI 100 naqueurr.r)
Ha HapyueHa pa6ora Ha cprlero npr4 Koja cpqero He

Curtntoume Br(nyqyBaar: nnr4TKo Ar4rret+,e, r{yBcrBo
a r.nyNgonnre)
reloro) u orafarre Ha Kocara.
od uecarcauume dejcmoa utu nojaea HA HeCAKAHO

u3aecmeme 20

OSTAP
@ l

eHampeaHo ynamcmso, sedHsw

m Ha )amyMom ua ynompe6a umo e
ynompe6a ce odnecyea na nocneduuom

xaeedeu
den od

oTnaAHaTaBOAa r4JIH CO

nenorpe6uara
AOMaTXHIiOT OTIaA.

KOJII4qI{Ha OA neI(OT.



6.
HaqnH

OtrOJIH}ITEJIHII
[3AaBatbe:

lleror I,BAaBa BO anTeKa caMo

Ht [anyBarLeTo
xyruja co 3 6ntacrepl.

PVC/P

Epoj u

Al 6nzcrep co 6ena

na PelrHue sa
15-95173 ot27.10.2014

Aaryrtr rrocneAHa penr.rsuja ua
2016

Apxr.r l0 rueru xeJrarr4HcKrr Ka[cvJrr4.

ynaTcTBo

r  l l l


