
JII,IC TOBKA : IIH iDOPMAIII4fl

I{nnporepon-Tena 50

{unporeponoo aqerar (

llpotrerere BH[MareJrHo rlflJrara JrlrcroBna rrpeA[ Aa 3a[orrHere Aa rrprreMare roBa neKapcrBo.
3anagere ral3rr JII{croBra. Moxe Aa ce Hanoxv Aa s [porrerere orHoBo.
Axo uuare HIKaKBTI AoITbJTHI{TeJIHI,r Bbnpoc[, nonnrafire Balru.f, nenap unu Qapuaqenr.
Tona lercapcrBo e rlpeAnlrcaHo JruqHo na Bac. He ro npeorcrrnBafire Ha Apyrtr xopa. To Moxe Aa HM
HaBpeAH, He3aBI{cHMo or roBa, qe rexHlrre cl{MnroMrr ca cbrrlllTe K&To Barrrute.
Axo ncxo.f, or Hex(eJlaHme reKapcrBeHn peaKrrlu craHe cepao3Ha, Ilrtn sa6erers{re Apyrn, HeonucaHn
B Ta3It JIHcroBKa He)I(eJraHH peaKrlnn, Monr yBeAolrere Balrns JreKap ulu Qapuaqenr.

B ragu Jrr.rcroBKa:
Karso npeAcraBJrma I{unporepoH-Tera 50 mg ra6lemu H 3a KaKBo ce prcrroJr3Ba
llpe4z Aa rpueMere I{unporepoH-Tena 50 mg ra6nerKr
Kax 4a npueMare I{unporepon-Teea 50 mg ra6lerrn
BrsMo)crrlr He)r(eJraHH peaKrlr,ru
Kar ga cbxparrrBare u3rroJnBare
,{onurHnrerua unQopnaarprr
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1. KAKBO IIPEACTAB.IIflBA IUIIFOTEFOII-TEBA 50 mg TAEJIETKI{ I4 3A KAKBO CE
II3TIOJI3BA

I{ulporepon-Tesa 50 mg ra6rerxn e xopMoHaJreH neKapcrBeH npoAyKr. Toft nporuno4eftcrna ua eQexurre
Ha Mb)KK[Te rroJroBtr xopMoHrd.

Ilpruoxenrre Ha roBa JrenapcrBo

flpuroxesne npu narxe

o flpu paK Ha rrpocrarara, Koraro unaa pascefiru (ueracrasu) u xoraro JreqeHlrero c LHRH-anaJro3rr
HJIII xupyprl{r{Horo JleqeH}re Ha ryMopa ca ce oKa3aJra uee$ernaBmvr, urvt ca nporr,rBonoKa3aH[, r4JrH
HE)KEJIAHLI.

. flpeAorsparflBaHe Ha crrMrrroMr{Te [peAn3Br{KaHu or xopMoHaJrHo JreqeHr,re (savepnrnaue Ha Ko)Kara
npr,r JreqeHr{e c LHRH-noAo6nu neKapcrBa npu urxe).

o 3a JleqeHllero Ha cllMrnoMure (rorunre rrmru), Kor{To ce [osBtBar no BpeMe Ha JreqeHfiero c
LHRH-aroHHcrvt Hrrv cireA KacrplrpaJre rtplr Mb)r(e.

o flpexouepno ml6u4o (nonoa naron) HJrH orKJroHeHriu B noJroBoro rroBeAeHne rrpI,r Mb)r(e.

flpuroxeuue npu xeuu

Texcxu cttMITroMlI Ha MbxecrBeHocr nplr )KeHrrre (nexeraHo oKocMf,BaHe Ha rrJloro, ruleurl,lBocr n axHe).

2. IPEroI AA IIPIIEMETE III4IIFOTEFOH-TEBA 50 mg TAEJIETKII

He npneuaftre llnuporepox-Tena 50 mg ra6lerxn:

o Aro cre cBpbxt{yBcrBnreJrHrr KbM rlunporepoHoB arlerar r4Jrr HrKoe or
neKapcTBeHur [poAyKr

o flpu re)KKo HapyureHue na o6qoro cbcroflHr{e (ne ce orHacr Ao Kapqr,rHoM
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flpn uepuo4po6Hu sa6onssauvr,. Hanpr,rMep crHrpoM Ha.(y6nu-,{xoHcbH, cuH.qpoM na Porop

flpu ryl,ropn Ha qepHufl apo6 (ne ce orHacr Ao Meracra3n Ha KaprIHHoM Ha npocramra)

flpn 4rmorpafiHu rexrn Aerrpecupr

IIpu napyleHl{tr B KpbBocbclrpBaHero (rpou6osa) r,rJru aHaMHe3a 3a raKhBa HapyrrreHr{r B M[HaJroro

flpnrexcrx 4aa6er

flpu crpuon[AHo KJrerbqHa aHeMLrr (Hacle4crneno sa6orrrane ua rpmra)

flpu xenu, Kolitro no BpeMe Ha [pegnrxHa 6peuennocr ca vrv'aJwr xsJrreH[rra, npoAbJDKrcreJreH
crp6ex raJru c nporBr..r Ha cbJr3{rrlu Mexypqera

flpu 6penaennocr r,r KbpMeHe

flpe4u Kp:ur Ha ny6eprera

flpn naennHruou.

o

o
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O6tpnere creq[aJrno BnrrManrre rpr yrrorpe6ara na Ilnnporepon-Tesa 50 mg ra6.nerrcn:

Ilpeaynpe4qeHrrfl rcbM Bcrrqnrr rraqrrenTrr

Cleg nxro.rrKo Meceqa JleqeHuero c qunporepoHoB arlerar Molr(e Aa rrptl.rnHn uepno4po6ua roKcurrHocr,
)IGJrreHI,Iqa vr HauaJrelavre Ha rrepHoApo6nara $ynnra,rx. Baurucr neKap r{e npaBz peAoBHtr n3cJreABaHHr Ha
KpbBra, Wrzlaara tl qepHoApo6rtara Bn QyHrqlrr.

flaquerru c ofipeAenenn uera6orurnn sa6onrBanur (nanp. peAru HacJreAcrBenn upo6leuu Ha ranaKTo3Ha
HenoHocllMocr, HeAocrr{r Ha JraKTa3a r{nr,r Hapy[ena a6cop6qr{r Ha rJrroKo3a-ruuarrosa) ne rpx6ra ga
npueMaT ToBa JreKapcTBo.

florsa Ha (unoxecrnenu) MeHr{Hrr.roMu e cro6qaBaHa np}r AbJrrocpoqHa ynorpe6a (n npo4rnx<eHne Ha
rogunu) Ha Ilu[porepoHoB ar{erar B Ao3rr 25 mg AHeBHo rrJrv no-Bucorur. Aro [arrHeHT neKyBaH c
qlrnporepoHoB alrerar e c AlrafHo3a MeHHHrrroM, JreqeHnero c rlnnporepoHoB arlerar rpr6ra Aa 6rAe
npeKpareHo (nrorc rouxa 4.3 flporunonora:auu.r).

Ilpeqynpe)Menufl r(bM naqrreHTrr c Ana6er

flarlrlerrru c rtta6er tpr6na Aa 6rAar npoBep.f,BaHu flo-qecro (Hanp. Ha BceKH 8 cearr,rr,rqra), orKoJrKoro ce
H3I{cKBa o6r.rrnoreno. Hyx,uara or uHcynHH HJrH noHr.DKaBarqu KpbBHara 3txap neKapcrBa Mo)r(e Aa ce
npoMeHlr.

Ilpe4ynpelrqAenrrfl rcbM [arlrreuTrr Mbrrce

Ynorpe6ara Ha anKoxoJr LrMa HexeJraHo srsAeficrsre Bbpxy eQertlrre na I{unporepon-Tena 50 mg ra6nerxn
Bbpxy npeKoMepHE [oJrOB HarOH np]r MDr(a.

EQexrrr Ha IrunporepoHoB arlerar B JrelreHnero Ha npeKoMepHnr rroJroB HatfoH Moxe Aa ce nporBr,r Hafi-pauo
HtKoJIKo ceAMrluu creA Haqaroro Ha JreqeHuero, Ho rroHf,Kora roBa ce na6rno4ara eABa cne.q HrKoJrKo Meceqa.

Ynorpe6ara na I-ftnporepoH-Tena 50 mg ra6rerrra He npaBu u3JrxrrrHn ncnxorepanurrra, KaKTo n Apyru
AOnSnHr{TenHr,I MepK}r.

Atco uuare npo6leuu c $eprlrnn:rera, Baurnrr JreKap BeporrHo rrle u3cneABa
3a[oqBaHeTo Ha JIeqeHI{eTo.

IlpegynpercAenrrr r(bM rraqrrenTfl xenn

I{unporepoH-Tesa 50 mg ta6rerrur rpr6ra Aa Bu 6rAe npeAnucaH or crrequaur}rcr,
xopMoHaJrHaTa Teparrufl .



Ilpel" 3anoqBaHero Ha reqeHuero, Baunaxr neKap Iqe Bn narrparn rgHeKoJron{rrHlr x3cJreABaHLIr. Xer,,r c
npmraAbr&I (ernureucur), MHo)I(ecrBeHa cKJrepG4 gua6er, ga6or-f,saHe cBbp3aHo c HapyureHr{r B
[por,r3BoAcrBoro Ha orlBerrBauloro KpbBTa BerrlecrBo HapeqeHo xeuomo6un (nopQnpux), BpoAeHa H)rxora
(oroclcneposa), rvrycrylru KpaMruI (reraHur) u roBrrrxeHo KpbBHo HuurrraHe rpr6na aa cneABar LrHcrpyKrlrrr4re
Ha JIeKapt MHoro llo-9lpmcfl{q ruft raro re ca IBno)KeHLr Ha rro-BlrcoK prrcK or HgKerllHr{ neIcpcr,Beril pealqd,I.

flpea 3anorlBaHe Ha JleqeHuero, lar.uter{TK}rre rpr6na Aa 6s$ar curypHtr, tre He ca 6pervreHml. flo npenre Ha
JleqeHrlero naquel{rKl{Te ne rpr6aa 4a sa6pervreHtBar. Ero sarqo JreqeHr,rero Ha )r(eHu B AerepoAHa Bb3pacr c
IlHnporepoHoB allerar tpr6na 4a 6t4e nou6unupano c KoHTpaqerrrHBHLr ra6lerru ("ra6lencara"). Bnx
roqKa'oKaK 4a npr{eMare Iftnporepon-Tena 50 mg ra6rerxn,'.

Aro uuate rIoBpbIrIaHe u/unu Anapua, npeAna3BaHero or 6peueuHocr He e cnrypHo, Aoplr Koraro H3noJr3Bare
nepopaJreH Kolrrpaqerrrlln ("ra6nerxara"). Bue rpr6ua Aa npoAbJDrtrre JreqeHrrero r{ Aa H3noJBBare
np$epBarI{BI'I Karo AoITbJrHrITeJrHa MrpKa no BpeMe Ha ocrarbKa or rruKbJra. Arco He ce norBr,r KbpBeHe npe3
cJIeABarrIruI cno6oAen or JreKapcrBo nepuoA, JreqeHne He rpr6na Aa 6r$e 3anotrBaHo orHoBo, AoKaro He ce
r{3KJrrorIH 6peuexuocr.

Axo ce notBu ocKr'AHo KpbBoreqeHl,Ie rl:BbH cro6o4nara or neKapcrBo ceAMHrIa, nppreMa Ha JreKapcrBoro He
tpr6ra Aa 6rAe rlpeKbcBaH. Aro ce norBrr foJrrMo riJru rroBTap{qo ce KpbBoreqeHue, KoHcyJrrnpaft.re ce c
Baurra.fl neKap. Ilaqraenrnn [3rroJr3Barq[ I{nnporepoH-Tesa 50 mg ra6lerrn s Kora6uHarrnr c "Ta6rsrKara"
(rcorrrpaqermm) ca no4roxeHll Ha rroBrrrrreH pr{cK or rrorBa ua rpou6ora. Aro ce Hanara xup)ipr}rrrHa HaMeca u
aKo cre rIpuKoBaHLI Ha JrefJro 3a AbJrro BpeMe, Baurn.flr JreKap Mo)Ke Aa pemn Aa rrpeKbcHe repailwffa.

[pnenr Ha Apyrrr JrerapcrBa

3a6elexxa: cJIeABarrII{Te ga6erexru Morar Aa6s1ar npxJro)KrrM}r crtqo raKa KbM ynorpelarasaneKapcrBa B
Mr4uaJroro lrnu s 6rusro 6rAeule.

Bne uoxce Aa no3HaBare neKapcrBara crroMeHarr,r B Tar3vr roqKa [o,q Apyro ]rMe, qecro [Mero Ha 3a[a3eHara
Qa6pr++ra MapKa. B rasv roqKa e cnoMeHaro caMo aKTuBHoro BerrlecrBo Ha JreKapcrBeHr{r npo.ryKT r,r He e
cnoMeHaro I,IMero Ha 3arra3eHara $a6pnqHa MapKa! CreAosarerHo B[Harr{ npovurairre BHrrMareJrHo
orraxoBKara I4JII,I JrrrcroBKara 3a rraqrerrra Ha neKapcrBeHnr npoAyKT, roirro ynorpe6mare B MoMeHTa" 3a Aa
B[AITre KOe e HerOBoTo aKTHBHO BeIIIeCTBO.

flonrrugro rsamro4eficrBue o3HaqaBa, qe reKapcrBara Morar B3aHMHo Aa rroBJrlrJrBar cBor eQerr/ulu cBolrre
He)I(eJraHI,I JreKapcrBeHu peaKuulr. BgaunaoAeftcrBr.re MolKe Aa ce na6moAaBa npn eAHoBpeMeHHa ynorpe6a na
resu ra6rgrKr,r u:

o l{ncylr,rH wlu nepop:urHu uporuoogxa6erun JreKapcrBa (nanp. rr.rerQopnauu, ron65rraur,rg,
rlru6emuaullg, fJII,IKJrzt3NA) xaro HyxAara or nepop{rJrHn rrporrrBo Auaierlau neKapcrBa Hnil vrncyrrrrr
Moxe Aa 6rge npouenena.

Mors yBeAoMere Baurnx JIeKap, aKo npneMare vtpt HacKopo cre nplreManu KarBlrro n ra e Apyru
JIeKapcrBeHLI npoAyKTX, BKIrrorII,rreJrHo r.r raKEBa 3aKyneHH 6es lerapcxo npeAnl{caHue.

@eprn.nnrer, 6peuennocr n KbpMeHe

Epemennocr

He usnorgsafi're LlunporepoH-Tera 50 mg ra6lerrN, aKo cre 6peuenHa.

Krpnrene

He ugnonssairre I{unporepoH-Teaa 50 mg ra6lerxu no BpeMe Ha KtpMeHe.

Xeun c AerepoAen uoreuquadltoHTpaqenq[s rrprl Mbrrce rl r(eHrr



rpruoxeHuero Ha lrllnporepoHoB aqerar tpx6ra.qa 6r.qe npr,rApyxeHo or Lr3noJr3BaHero Ha Korrrpaqerrrr{Brl
(rr,rx ro.rxa 4.3 llpotlrnonorasaHraa).

IlloQnpaue n pa6ora c Marrrnnrr

{unpotepon-Tesa 50 mg ra6nerru Moxe Aa [peA[3Br,rKa yMopa v arrarvs, Koero HaMzurrBa Bb3Mo)r(Hocrra
3a KoHlreFtpaqux. CleAoBareJIHo, aKo florryBcrBare yMopa wtu 6espasluvue, ne uro$npaitre u/ustu se
pa6orere c Marrrr{Hl{, ruft raro regn Aefinocrlt tr3}tcKBar BHuMaHrre.

3. KAK AA IIPLIEMATE IUIIIFOTEPOII-TEBA 50 mg TAEJIETKTI

Bunarr'r sseMafi're Ilunporepon-Tena 50 mg ra6rerxu rorrHo, KaKTo Bu e Ka3aJr Bauruq JreKap. Aro se cre
clarypHn B Herqo, nonurafire Barrrru neKap unu Qapuaqenr.

O6rqafiHara.rlo3a e:

PaKHa[posmrara

2 ra6twrwl.- ABa Ao rpI,I nbrlr AHeBHo (:24 uaca). Jleqenusro ue rpr6ra Aa ce rpeKpurflBavrAo3ara ne rpr6na
Aa ce HaMaJrrBa, aKo ce na6ruo4ara noqo6penne.

Haqano Ha xoplronarHo reqenue c LHRH-no,{o6nr rexapcrsa

2 radtetwt, TpLr rrbrr{ AHeBHo (=24 uaca) npes rrbpBrlre 5 -7 lsu.

CneA tosa 3arroqBa xopMoHanHoro JreqeHae c LHRH-noAo6nu neKapcrBa n rpoAbJDKaBa ynorpela.ra na
IlxnporepoHoB allerar B npoAbJrxeHue Ha 3 rc 4 ceAMr{uu. flo npenae Ha xopMoHrurHo JreqeHue c LHRH-
no4o6r*r JrerapcrBa, JreKapf,T Moxe Aa HaMaJrrd Ao3ara Ha rllr[porepoHoB arlerar Ao 2'ra6rerKr{, ABa nbru
.IIHEBHO.

JleqeHne na "toruru sbrHfi" no speMe Ha xop]vroHarHo reqexue c LHRH -no,{o6Hr,r rerapcrra r,u[,r crer
XHDYPI-}T*IO KACMI,IDAHE

2 ra6ler:t*1, eAHH-ABa ITbrIl AHeBHo.

flperolrepno rz6uno Hlrn orxroueHr,rr s norosoro none,[eHr,re

1 ra6lerxa, ABa ntrll AHeBHo (:24 uaca). Axo e Heo6xoAr.ruo Ao3ara Mox(e Aa 6r4e ynennuena. Ionrnora e
Bb3Mo)KHo Ao3ara Aa ce HaMaJrlt cJreA BpeMe Ao l/2 ra6lerra, ABa rrbrtr AHeBHo.

3a ycranoatBaHe Ha noAAbp)r€qara Ao3a LrJrrr npeKbcBaHe Ha repanrdrra, Bauru.m JreKap rrle HaManrBa
rrocTeIIeHHo Ao3aTa.

.{oouponra flprunenrr

Aosnposra nplr xerilr g,[erepo.[Ha sb3pacr c penoeeH r{eHcrpyaleH ttrfKblt

Jleqenuero 3arroqBa rral-us AeH or MeHcrpyaJrHoro KpbBoreqeHne. Or l-r,rr Ao l0-rns AeH Ha uyt<:orta 2
ra6lsrxr.l cneA tAeHe. Ha l-us AeH Ha MeHcrpyarHoro KpbBoreqeHue Bne crruo 3arrorrBare B3eMauero Ha
"ta6rsrxata" (rorrpaqerrrun) r npoAbJDKeHUe Ha 2l l*r. Mex.qy 22-es u 28-nt gen na--qrm5la (e
[poAbJDr(eHue rra7 gnu) lnvra e4un cro6o.qeH or npueMaHe Ha neKapcrBo nepuoA, npe3
tlotBsBa MeHcrpyaJrHo KptBorerrexue. Toqso 4 cegunqa cJreA 3anoqBaHe na l-uc
ce4uuqata), Bne tpr6na Aa 3anoqHere cJreABarrlur l0-gnereH Kypc Ha.rreuenae c I{r,r
ra6nerKu. Ha crulnx AeH Bue rpx6ra Aa 3anotrHere npr{eMaHero cbqo H Ha "ra6rerxdrf 1r<oq$6ii
Aro He ce ro-flBu MeHcrpyanHo KpbBoreqenue, rpx6ra Aa ce u3Krrroqu eeerryanud' fuEnigurocf,
3anoqBaHe Ha cJIeABarrIHt Kypc. Ano ce rorBr,r no4o6penue na sa6orqnaHero Bn, Baururiq h.rrtap ryf n



HaMuuIH Ao3ara Ha Un[por€poH-TeBa 50 mg ra6nerxr Ha eAHa r4Jru noJroBr,rn ra6lerra.

Aosl,Iposra npu xeHlr n aerepo.uHa srspacr c HepeaoseH rvreHcTpyareH uNrrr nrH 6es N,reHcTp)rareH llru(br

Or l-us AeH Ao lO-rus Aer':2 ra6rsrrur cneA r,qeHe. Ha l-us AeH or JreqeHnero c I{unporepon-Tesa 50 mg
ra6lrerru, Bne rpr6ra Aa 3arloqHere rrp[eMaHero cbrrlo n ua "ra6rerKara" (rorrpaqenrun) n npoAbJDreHr.re
na 2l gHu. Trft rato "ra6rerKara" (ronrpaqenrrr) ne npegna3Ba or 6peuennocr B npoAbJDreHr,re Ha
rbpBu:re 14 gutt, Bue rpr6na Aa lcnon3Bare AonbJrHrdreJrHrr KoHTpaqenrlrBHu MeroAr{ np€ TesH AHH Karo
HanpnMep np$epBarur. Mex45i 22-us et 28-uc, Eela Ha rlnKbJra (n npo4rnxeHue Ha 7 lnu) rrMa eAr,rH
cso6oAeH or npueMaHe Ha neKapcrBo nepuoA, npes rcofi'ro o6uxHoseHo rr1e ce rorB}t MeHcrpyaJrHo
KpbBoreqeHue. Toqno 4 ceAunqll cneA crapra Ha l-uc xypc (ua cbIr+rr AeH or ceguuqara) r'pr6na 4a
3aroqHere cJleABarrlrlr 10-4nenen Kypc c L{unporepon-Tera 50 mg ra6nerxu. Ha crrqn.fl Aen Bue rpa6oa 4a
sanorrHere I{ npueMaHero sa "ta6rgrxara" (xorrpaqerrrun). Axo ne ce no.flB}r MeHcrpyiurHo KpbBorelreHrie,
rpr6na Aa ce H3KJrIoqrI eBerryanna 6penaennocr npeAr,r 3arroqBaHe Ha cJreABarrlr{f, Kypc. Ano ce na6.uroqana
no4o6peuue na sa6ortsaHero Bu, Baurrsr neKap Mox(e Aa HaManr{ Ao3ara Ha r[rnporepsHss arlsrar Ha eAHa
r.rJrr{ rroJroBun ra6nerrca.

.IlosnposKa rpn xerilr. rouro HrMar MeHcrpyareH ullrnr noseqe (cre,{ i\,{eHonayga)

flpenopr.rnaHara.4o3a e ll2 lo l ra6nerxaAHeBHo (:24uaca) B npo.qbJrx(eHue Ha 2l grtu, [ocJreABaHo or
cso6oAeH or nplreMaHero na ra6rerrul 7-Aneren HHrepB:ur. Ilrnporepos-Tena 50 mg ra6nemn uoxce Aa 6rAe
rorrl6umlpan c "Ta6rETxara" (rconrpaqemun). ,{osupomara e cbulara, KaKTo flpu xeHr,r B AerepoAHa Bb3pacr.

AosuposKa npn xerilr. qilrro Marxa e 6rura orcrpaHeHa

flpenoprvnaHara Ao3a e ll2 lo I ra6rerxa AHeBHo 6es rpexrcraHe, vrJrr l/2 lo 1 ra6lerna B npoAbJrxeHxe
na2l guu, nocJreABaHo or eAuH cro6ogeH or np[eMaHe na ra6rerru 7-gHeren [ep[roA.

Haft-4o6pe e ta6lemra:re Aa6t4ar npueMaHlr cneA rreHe c o6psrno KoJrr{lrecrBo BoAa (1 vama).

Arco cre B3eJrrr [(>rorflMo roJrnqscrno l{nnporepon-Tena 50 mg ra6rencu orK(Mroro rpr6na

Ano cre rrpuenu no-roJrsMo KoJrr+recrBo or npeAnlrca]roro, Bue rpr6na Aa ce KoHcyJrrnpare c Barrrrut JreKap,
KOJTKOTO e Bb3MO)r(HO nO-CKOpO.

Aro cre ra6panrurn Aa BteMere llnnpmepoH -Tena 50 mg radlerrul

Aro cre za6pasunu Aa B3eMere eAHa Ao3a, B3eMere r BeAHara uIoM e Bb3Mo)KHo. Aro rpenaero 3a rrprreMaHe
Ha cJIeABaIqara Ao3a o6aqe e Hacrbn[Jro, npoflycHere sa6panenara Ao3a lI npoAbJDKere c Barrrara HopMaJrHa
Ao3oBa cxeMa. He sgel\,rafiTe gnoftua Ao3a, 3a Aa HaBaKcare nponycHarara. B crryr.r3ft na cruneHue ce
xoncyrmlpafi're c Barrrm JreKap.

3axceru n gerepo4ra Brcpasr, Korrro npueMar I{r,rnporepon-Tesa 50 mg ra6rerru n rorvr6rnalryrr c "Ta6rorxara", e
BaKI{o Aa yBeAoMrr Jlel(yBarlfffl crr JreKap, Koraro ca sa6patwwt Aa B3eMar "ra6lgrxara" sa nepnog no-A6rrur oT 36
rraca Me,(A/ .@sre Aogu. Baumrr lexap ue Bu [ocbBsrBa KaK Aa nocrbrure.

Arco cre [pexparrrJrrr rprreMa na llnnpmepon{ena 50 mg rafurencn

Aro npneuare ro3lr neKapcrBeH
BHe3anHO JIeqeHUeTO.



4. Bb3MOlr(HIT HE)rGJIAHr.r pEAKrUtrr

flolo6no Ha ApyrI{Te JleKapcrBa, I{nnpotepoH-Tesa 50 mg ra6rerxu Mo)r(e Aa rrpeAr{3BrrKa HexeJraHr,r peaKqr&r
Bb[peKr{, qe He BceKH nr noJD IaBa.

flossa Ha (unoxecrreuu) MeHI,IHrlroMn e cro6uqaBaHa npn AbirocpoqHa ynorpe6a (n upoquxeHr,re Ha
ro4r,rnu) Ha rpmporepoHoB arlerar B Ao3Lr 25 mgAHeBHO lrJrr{ flo-BtrcoKr{.
Hexelanrrre neKapcrBeHrl peaxqlrlr ca oflucaHr{ no-AoJry no c[creMo-opraHHa rcrracuQunaqur H qecrora.
9ectotara ce onpeAenr Karo MHoro qecru (>1/10), qecrn (>1/100, <l/10), Heqecrlr (>1/l 000, <1/100), pelxrn
(>l/10 000, <1/1 000), unoro peAKLI (<l/10 000), c Her.BBecrHa uecrora(uecrorara He Moxe ga 6rge orreHeHa
OT HAJII,TTIHHTE AAUHN).

Mema6onumHu u xpaHurne,nu HapweHun

Mnoro qecru: npoMeH[ B TeJlecHoro rerrlo (nr:uo)KHo e yBenr{qaBaHe vlruHaMaJUrBaHe Ha reJrecHoro remo).

If cweuamp uuHu H apweHun

Mnoro qecrn: Aenpecrlr.

9ecryr: 6esnoroficrso. a[arair.

Hapyuteuun Ha HepaHamo cucmewa

Muoro qecrn: rnano6omle

Hapywentn Ha yxomo u nadupuuma

Mnoro qecrrr: Beprr{ro (caeroerprex).

,\ueamentu, zptdnu u ueduacmuHcuuu HapweHun

Mnoro qecrr,r: 3aAyx (npu nnconu go:r,r).

C mo*tauu o -qp e 6Hu H apweHun

9ecru: croMarrrHo pa":crpoficrro, ra4eHe.

Xen amo - dutuapHu H apryeHun

Mnoro peAKlr: xelaroroKcruHu e$exru (Hauareuae Ha rrepHoApo6nara $yrmq"r, [ox(bJrrrBaHe Ha Koxara,
6snara qacr Ha oquTe u HoKTHTe (xurreuuua) (nux crqo rotrKa "Cneqnaruo BHr{MaHHe npu ynorpe6a Ha
I{unporeporFTesa 50 mg ra6rerxu"). Tesr HexeraHr peaKur.rr,r ce na6rnoAaBar no-qecro rpu naqr.reHTr,r B
crapqecKa Bb3pacr c KaprlrrHoM, Kor{To ca JreKyBaHu npoAsJDKlrreJrHo BpeMe c B}tcoKLr AO3tr.

Hapyuteutn Ha Kolccrna u nodxocrcuume mbKqHu

{ecru: c)D(a Kot(a, Apyr}r Ko)KHrr peaKrlulr, [poMeHI{ B T}rna oKocMrBaHe.

Cxenemuo-*tycKyJuttt, cteduuutnenHo mbKaHHu u KocmHu HapweHun

PeAxu: MycKyJrHa cna6ocr.

Hapyuteuua Ha sbsnpou3eodumenuama cucmewa u ztpdama

Mrxe:

. H:tMtureH o6eu na etKvJrara



yroneMrrBane Ha MirerrHr{re xJre3lr (rryu 10-20% or cnyvarrre)

HaMaJreHo rul6ulo (cencyalHo xelar*re) H HaMaJreHa noreHTHocr.

Xenu:

o 6olK4 HaflpexeHue B rbp,ume r{Jr}r yfoJreMrBaHe Ha r6pAn:re

. HaManeHo rm6uao (cercyaluo xelarule)

. HepeAoBHa MeHcrpyaqrar vr aMeHoper (lnnca Ha MeHcrpya.nen quxu).

O6qu HapweHun u HapweHun Ha Mncrnomo na y6ocrcdaHemo

Mnoro qecrr{: Wopa.

Apyt" He)I(eJIaHrr peaKrIIrH Karo croMarrrHtE orrJraKBaHHt, raAeHe, MoMer{TI{ Ha o6qa anarus, vrJrr
6egnoroficrBo ca cbqo qecrlt u ca rl4nr{rrnu oco6eHo upes 2-para Ao 6-rara ceAMnqa or JreqeHr.rero. Tesu
clrMrrroMh o6r,rxnoseHo lnqe3Bar 6rpso.

Axo nsro.t or He)I(eJraHr,rre neKapcrBeHlr peaKrlurr craHe cepuo3Ha, ulu ga6erexr-rre Apyrn, Heon[caHLI B Ta:lH
JrrlcroBKa Her(eJIaHLI peaKr+rn, Mo.lrs Hesa6aBno yBe,qouere Baurnfl Jrexap nln Qapuaqenr.

5. CbXPAHEHLIE IIA IUtrIFOTEFOH -TEBA 50 mg TAEIIETKI,I

.{a ce crxpaHrBa nprr reMneparypato12l"C.
He rngnoagnaftle {unporepon-Tena 50 mg ra6rsrxr.r cneA cpoKa Ha roAHocr, or6erx3aH Bbpxy KaproHeHara
orraKoBKa, cJIeA o3HaqeHHero "fogeu Ao:". O3saqeHlrero "fogeH go:t' oTronapt Ha nocJreAHrrf, AeH or
locoqeHr4r Meceq.

,{a ce crxpanflBa Ha Mflcro, HeAocrbnno 3a Aeqa.

Jlerapctnara He rpr6ra Aa ce H3xBbpJrrr B KaHzrJr[3arrwrra lrrlrv s xoHTeftHepa 3a AoMarlHr,r orna,qbrs{.
flonurairre Bilnvs Qaprr,raqear KaK Aa yHlrrqoxure HeHyxglrre Bra lerapcrna. Tesu MepKlr rqe cnoMorHar 3a
ona3BaHe Ha oKoJrHaTa cpeAa.

6. AOIIbJIHI{TEJTHA I,IHOOPMATII4fl

Kaxno cbAbpxa Iln nporepon-Tesa 50 mg ra6;renur
- ArcruBHoro BelrlecrBo e qlrnporepoHoB arlerar (ciproterone acetate). Bcsra ra6lerxa cbAbplr(a 50 mg

IlurrporepoH (rcaro qnnporepoHoB aqerar).
- Apyrlrre cbcraBKLI ca: xaptoQeHo Hurrrecre, Jrar(To3a MoHoxrrApar, Kpoc[oBLrAoH, HarplreB

AOAeIIHJICynsar, xugporcHnpo[[JrueJryJro34 TanK, MarHe3LreB cTeapaT, crilrr,ru[eB AHoKcnA, KoJrouAeH
6esro4eu.

Karc nsrrexAa l{nnporepon-Tena 50 mg ra6lrerru rr KaKBo cbAbprr€ otraKoBnara

- Ta6rerxa.

- Eeru ra6nerr<r.r c AeJrnreJrHa qepra :anaArtvc "CYPROT 50".

- Ta6.uerxnre or 50 mg ce npeAJrarar B onaxoBKu or PVC/AI 6lncrepn x
He scn,rKr orraKoBKr{ Morar Aa1t'pLar rrycHarr,r Ha rra3apa.

a

a



IlpnrexareJr Ha prupeneurrero ra ynorpe6a

Tena Oaprr,racrorr,rKbJrc Eurapu.a EOOA
yr. H.B. forol Ns 15, er. I
lL24 CoSut
Bmapur

rIponsno4utel
Pharmachemie B.V.
Swensweg 5, Haarlem
P.O.Box 552,2003 RN Haarlem
Hnleprananc

T eva Czech Industries s.r.o.
Ostravskd 29, d,.p.305
747 70 Opava-Komarov
r{eunca peny6nruca

Aara na [ocJreAua peAaxqrrfl Ha JrrrcroBKara

Anrycr 2011


