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IIpoveTeTe BHAMATENHO NAIATA JHCTOBKA, HPEH A3 3aN09HETE JA NPHEMaTe TOBA JIEKAPCTBO, Thil KaTo

TH ChALPKA BaxAA 32 Bac nadopmanusa.

- 3amaseTe Tasy MCTOBKA. Moxke fa ce HANOXKM J1a A IPOYETETe OTHORO,

- AKO MMaTe HAKAKBH AOMBIHHTENHA BRIPOCH, onuTaiTe Bainus nekap win hbapManesT.

- Tosa nekapeTeo ¢ npennucano JHYHO Ha Bac. He ro npeorcrensaiite Ha apyrd xopa. To MOXe aa uM
HABpeIH, He3ABUCHMO 4¢ MPH3HALIHTE HA TIXHOTO 3a00M9BaHe ¢a CHINTe KaTo Bamure.

- AKO NONy4HuTe HIKAKBH HEXENaHH JICKAPCTBEHM PEaKiMy, yBefoMeTe BailHa jiekap Wid (apMaLesT.
ToBa BKIIOYBa 1 BCHYKM BB3MOXKHM HEXXETAHH PeakiiH, HeONIMCAHH B Ta3H JJHCTOBKa. Bivkte Touka 4.

KakBo ¢bAbpKa Ta3H JHCTOBKA:

Kakso npencrapnnsa dunacrepun Axopa | mg driMupann TabneTkH H 32 KAKBO CE H3[I0/3BA
Kakgso Tpa6Ba a 3Haete, npenu fa npremere Gunacrepun Axopn | mg duimupany Tabnerku
Kaxk na npuemare @uuactepun Axkopa 1 mg dpunmupann tabretku

Bb3mokun HekenaHu peakiiy

Kak pa cexpanssate ®unacrepun Axopa | mg grumMHpaHd TabneTkH

Craspikanne Ha onaKOBKaTa ¥ AONMBIHATENHA HHpOpMaLs

AP ol

1.  Kakso npencrab/isinsa ®unacrepua Axopa 1 mg pramapann TabieTxkn B 3a KAKBO ce H3NOJI3BA

Ounactepun Akopa 1 mg Qpumvupann rabnetku chabpxar Quuactepun. DuHACTEpPHI NPHHAIIEXKU KbM
rpynara JeKapcTBa, Hape4eHH Sa-peayKTra3Hy HHXHOHTOPH.

Bamusar nexap e npeanmcan Ounacrepun Axopa 1 mg duwimupann Tabnerky, 3amoTo BHe HMaTe MBKKH THII
3aryba Ha koca (mo3HaTa ChILO KaTo aHAporeHHa anonelrs). Gunacrepun Axopa 1 mg dunmupanu TabneTku
MpeAna3BaT OT N0-HATaTbIIHA 3ary0a Ha Koca npH MBxe. MBiKeTe ¢ Jleka 10 CpeaHa, HO He IThjiHa 3aryba Ha
KOca, MOXKEe JAa H3BJACKAT [on2a oT ynorpebata Ha @wmuacrepua Axkopn 1 mg ¢miMHpanH TaGneTkH.
DunacTepua Axopa 1 mg dHnMupann Tabnerkn GIOKHpaT BakeH ensum (Tun I S0-pemykrasa), KOHTO yuacTBa
B PETYJIMPAHETO HA KOCMEHHA (QIOITHKYL.

B ckanna, ®unacrepun Axopa | mg ¢unmupasn TaGnmeTk cnenuHYHO NOHHXKABAT HHBATA HA
auxuaporecroctepon (JIXT), ocHoBHaTa npuumea 3a MBXKKMA THn 3aryba Ha koca. Ilo 103 HaumH
@uuactepun Akopa 1 mg dunMHpaHu TaGNeTKH MOMAraT Ja ce cnpe mpoleca Ha OTUICIIHBABAHE H Ja Ce
NpPEACTBPATH N0-HATATHYHATa 3aryda Ha Koca.

2. Kakso Tpatsa j1a 3naere, npean ja npraemere ®uuacrepun Axops 1 mg puamupans rabaerkn
He npuemaiite ®uaacrepun Axopa 1 mg:

. AKO CTe aneprudHM KbM (DUHACTEPH)( HIH KbM HAKOS OT OCTAHAIHTE CHCTABKM HATOBA JIEKAPCTEO,
{130poeHH B TOUKA 6).
AKo0 cTe ZieTe WM IOHOIIA.
Ako cre XKeHa (BwKTe cbo Touka "BpeMeHHocT W kepmene"). IlpH KIHHHYHH TNpPOYYBAHUA €
ycTaHoBeHo, 9¢ PuHactepun Akopn 1 mg dunmvupany TabneTky He ca eeKTHBHH MPH JISYEHHETO HA
3ary6a Ha Koca (aHAPOTEHHA ANOTELHs) NPH JXEHH.

. Ako Beye NpHemaTe (GHHACTEPHA HIH HAKOM JPYT S0-pefiyKTaseH HHXMGHTOp 34 J:[oﬁpoxaqecmena
XHMNEPILTA3KA HA MPOCTATAaTA WIH HIKAKBO JPYIO ChCTOSHHE.

[Mpenynpe:xaenns H OpeANa3HA MEPKHA

l'osopere ¢ Bamma nekap WIH (apMaueBT, OpeAn Aa npuemere MuUHacTepu]
TabsIeTKH.
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Tpenn 3anouBaHe Ha JedeHHe ¢ GMHACTEPH] ¥ TIO BPEME HA TEPAIKMATa Ha NalMeHTHTe, TpAOBa a ce NpoBekKIa
onpeAc/sHE Ha IIPOCTATHO-CIIeUHIHAA anTrreH (PSA) B cepyma.

DunacTepu MOKe Ja 3acerHe MBxKKHA deprunuTet. [lampienTy, KOMTO IIaHKpaT Aa cB3JaBar jere TpAbBa Ja
o6MHCIAT cTIMpaHe HA JICUCHHETO.

IIpoMeHH B HACTPOSHHETO H ETIPECHA

IIpoMEHH B-HACTPOEHHETO, KaTO JSIPECHBHO HACTPOEHHE, JENpecHd H NO-PAAKO MHCIH 3a camoyOHiicTpo, ca
chOOIIaBaHM TIpH TIALWMEHTH, NexyBaHH ¢ @unactepun Axopa 1 mg dunmupann Tabnetku. AKO moiyquTe
HSKOH OT T€3M CHMITOMH, cOpeTe nprHeMa Ha PHHacTepHn Akopa 1 mg GHUIMApPaHH TabNETKH U Ce CBBPIKETE C
Baimuar nexap. BE3MOMKHO Hai-CKOPO 32 JOITBJIHHTETHA MEJHIMHCKA TIOMOIIL.

JApyry exaperea u (I)nnacn;pnn Axopa 1 mg ¢puamuparn Tadaerkn

Hudopmupaiite Bammis nexap uim (apmauesT, ako NpHEMATe, HACKOPO CTE NMPHEMANH WIH € Bh3MOXKHO Ja
npHeMeTe ApyTH NekapcTea. Qunactepua Axopa 1 mg ¢puimupani TabneTkd oOUKHOBEHO He B3aHMopaekcTBaT
C IpYTH JIeKapCcTBa.
Hsama ranmdea MHOOpMAlMA OTHOCHO eJHOBpeMeHHATa ynotpeba nHa ®uuacrepun Akopa | mg duaMupaHu
Tab/IeTKH M JOKaNeH MHHOKCHAWA (TIPHIIarad BEPXy KOXaTa) MPH MBXKKH THI 3aryba Ha koca. KomOnHaumaTa
HE Ce [pernopbyBa.

Ilprem na ®uHACTepHA AKopa 1 mg PuaMHEpaRR TAGNETKA ¢ XpaHa B HANHTKH

Qunactepu Axopa | mg Moxe Aa ce npueMa chC wiH Ge3 XxpaHa.

BpemennocT, KbpMene H epTHIATET

Ounactepua Akopa | mg ¢punMupany TabneTKH ca MpeHA3HAYECHH CaMO 38 MBXKE.

Kenn, xouTO ca OpeMEHHH HIIH € BB3MOXKHO Jia 3abpeMeHesT, He TpIOBa a I0KOCBAaT CYYTIEHH WIH HATPOIUEHH
TabneTKH, ChABPXKAK GAHACTEpUI. Ao duHAcTepus ce abcopOHpa Tpe3 KOkKATa WM Ce MPHEME MpPe3 YCTaTa
OT OpeMeHHa JKeHa ¢ IUIOJ OT MBKKH I10J1, IETETO MOXKE /14 C¢ POJIM ¢ Ae(h)OPMEpPaHH MOOBH OPTaHH.

Koraro MHTHMHATA apTHREOpPKA HA MalMeHTa € OpeMeHHa WIH € BE3MOXHO 7a 3aDpeMeHee, HA MalMEHTa ce
MpENOPEYBA JIa CBCle MO MHHHMYM KOHTAKTa W ¢ HETOBAaTAa CEMEHHA TEYHOCT (Hanp. 4pe3 H3MON3BaHE HA
NpPe3ePBATHEH) KIIH J1a [IPEKPATH JICUSHHETO ¢ PHHACTEpH.L.

Mlopupane n paGoTa ¢ MAIIHHHK

Hsama paHHe, KoMTO na npexanosnarat, 4e Ounactepua Axopa | mg duimHpanu TaGleTKH NOBIHABA
cnoco6HOCTTa 3a modHpaHe k pabota ¢ MalOHEY,

BaxHa aHGOpMANHA 0OTHOCHO HAKOH OT CheTABKATE HA PRBacTepua Axopa 1 mg uamupans Tabaerkn

To3u nexapcTBeH NPoOyKT CBABPKA JTAKTO3a. AKO Bawmumst nekap Bu e kasan, ue HMaTe HEIOHOCHMOCT KBM
HAKOH 3aXapH, CBBPKETE Ce ¢ HEro NPEAH JIa MPHEMATE TOBA JICKapCTBO.

3. Kak na npaemate ®rnactepuy Axopa 1 mg puamupann Tabaersn

Bunary mpremaiite TOBa JIEKAPCTBO TOYHO KAakTO B € Kasan Bamuar nekap. AKO He CTe€ CHIYPHH B HEIIo,
nonuTaire Bamms nexap wnn papmManerr.

[lpenoprunTennara moza e enua tabnerka OuuactepHn Axopn 1 mg AuesHO (eKBHBaleHTHa Ha 1 mg
tduHACTEpHN).

OunmMupaHuTe TabICTKH MOXKE Ja ce NPHEMAT WK Ha TIPaseH CTOMAX, WIH ¢ XpaHa. DHIMHpaHUTe TaGIeTKH
TpabBa Na ce MOTIIBIIAT LEH H He TPSAOBA [a Ce PA3e/AT WK TPoINaT. =

. Qunactepun Axopa | mg ¢unMHpanu tabneTkn Hama jaa jeficrar mo-6b
[pHEMATE TIOBEYE OT BeHBXK JHSBHO.



. M3:kKuaT THI 3ary6a Ha KOCa € ChCTOAHME, KOSTO Cé PaiBHBA 33 IBAET MepHox oT Bpeme. Hali-uecto e
HeoOXoIMMa exelHeBHa yrorpeGa B NpoIbDkeHHe Ha 3 10 6 Mecena, npea Aa 3abenexuTe HAKAKBO
YBE/THUCHHE B IECTOTATa Ha KOCATa WAM HaMaIABaHEe Ha KOCcomaja.

) Bamusar nekap me Bu nomorne nma ouenute namu ®uHactepun Axopa 1 mg duimMupand Tabnerku
nefictear. Baxkno e fAa npoxwkure na npuemare Ounacrepus Axopa 1 mg ¢unmupanu Tabnerku
TONKOBA JBJIr0, KOJIKOTO Bammar nekap By ¢ npenmucarn.

IlanneHTH ¢ HApYMeHAa YepROApoiEa dynKnns

Hama nannw 3a ynotpebata Ha OuHacrepun Axopn 1 mg ¢uiMHpaHH Tabierky IpH NaUHEHTH ¢ HapyLleHa
gepHoApoOHa PyHKIHA.

IlanueHTH ¢ HApymMeHna 0L0peuna pyaxoan
He e neoOxoauma npoMaHa Ha 103aTa [IPH MAUHEHTH ¢ HapyleHa 6Gu0peuna GpyHKums.
AKO cTe NpHEENH NoBeve 0T HeodxoAuMaTa no3a Punacrepna Axopa 1 mg primMHpand TabaeTKH

AKo cTe npuen nosede oT HeobXoanMara f03a PuHacTepin Axopa | mg GQUIMHpaHH TaONeTKH, WK
axo naxol apyr npueme duHactepHn Axopa 1 mg ¢mimMupann Tabnerxu, He3a0aBHO ¢& CBBPXKETE C
OTAENEHHETO 3a CIEIHA [IOMOLY Ha Haii-Onmskata Oonnmua. [lokaxkere wa neKaps OCTAHAJIMTE
TabNeTKH WIH onakoBKaTa Ha BarmeTto nexapctro.

AKxo cTe BponycHaE Aa npAeMeTe Panacrepan Axopx 1 mg panmupann TabneTkr

Axo 3abpasute Aa npueMere enHa n03a Gunacrepua Akopa 1 mg ¢unmupann TabieTKH, NPOCTO MPOXBIDKETE
CBC CHIABAIlATA 1033, KaKTo 0OHKHOBEHO. He Baemaiite ABOIHA 034, 32 a KOMIIEHCHpPATE MPOITYCHATATA.

AKo ce cnpe/lH OpHeMa Ha iDnnacrepn,n Axopa 1 mg puramupann TaGIeTKH

3a nory4yaBaHe Ha MaKCHMMAJIHa O34 Ce NPenophuBa MPOALIDKHTENHA ynotpeba Ha ©uHacTepua Axopa 1 mg
dunMupany TabneTkA. AKO MEXITYBPEMEHHO JIEUEHHETO CE TIPEKPaTH, BEPOSTHO B PAMKMTE Ha creipamprre 9
1o 12 mecena uie H3ryOHTE KOcaTa, KOSTO CTe MPHAOOWIH.

AKo HMaTe ApYr# BBNPOCH OTHOCHO H3IOJ3BAHETO HA TOBA JEKAPCTRO, MONMMTaiite Bammsa nekap wiu
dapmarnest.

4. BB3MOKHE HeKeIaHH PEAKIAH

Kaxro BCHYKH NeKapcTBa, TOBA NEKAPCTBO MOXKE 1A NPEIH3BUKA HEKENaHU PEaKIHH, RRIPEKH e He BCEKH T
nomy4aea. HakoH OT HekeNaHHTE PEaKiMH ¢a [IPEXOAHH NpPH NPOALDKABAHE HA JIEUCHHETO WIM H3YE3BAT MPH
CIIHpPaHe Ha TeYEHHETO.

Copere npaema @unacrepaa Akopx 1 mg Gpuamupani 1a6AeTKE B He3a0aBHO c€ CBBKETE € JEKAD, AK0
DOJYYMHTE EAKOe OT CIIeAHHTE:
e CHMITOMH Ha aNneprHyHa peaxuus, KaTo NOAYBAHE HA YCTHHTE, NHLETO, €3MKA WIH I'BPIOTO;
3aTPYAHEHC NPErThINate; HANUIHATH OOPHBH IO KOKaTa (YPTHKM) U 3aTpYAHEHO JHIIAHE.
¢ Jlenpecus (YyBCTBO Ha CHIHA THIa M HUCKA CAMOOIICHKA).

Tpsabea nezabaeuo aa chobmapare Ha Bamms jiexap 3a BCAKAKBH NMPOMEHM B TPBIHATA THKAH, KaTo Gyuxw,
00Mka, HapacTBaHe Ha T'bPAMTE HMIIH CEKpeT OT IbPHATA, THH KATO TOBA MOE Ja ca PH3HALM HA CEPHO3HO
3abongpaHe, KaTo HANPUMEp pak Ha T'LpAAaTa.

Heuectn (Morar ja 3acersar no 1 na 100 qyms):

. HaMAaJIeHO JKeNaHHe 3a CEKC;
. 3aTPyAHEHA EPEeKIs;
. npoONEeMH ¢ eAKYNAIMATA, KATO HaMaJIABaHE HA KOJIMYECTBOTO Ha O/

BpEME Ha ITIOJIOB aKT,




g ACTIpeCHs.

C Hen3BecTHaA 9ecTOTA:

. anepruvHy peakllH, Kato obpue, ¢bpbek, KOMpHBHA TpecKa (YPTHKapHs) U MOAYBaHE HA YCTHUTE
H JTHLETO;
nogyBa”He WK OONE3HEHOCT HA FBPANTE;
DATTHTALHK,
6onxka e TecTHCHTE;
YYECTABAHE Ha CHPICYHHA PHTHM;
HOCTOSHHH 3aTPyAHEHHH 32 TIoJlyuaBaHe Ha CPeKIMA C/IEA CIHpaHe Ha ASYCHHETO,
MOCTOSHEH CIIAJ B CEKCYATHOTO JXKENIaHHE ¢l CIMpaHe Ha JIeYeHHETO;
NOCTOSHHM NPOGIEMH ¢ ¢AKYNAIMATA CICH CIIAPAHE Ha IeHeHHETO;
HMa cpoOmeHHs 2a Oeznmogpe NMpH MBXKE, KOMTO ¢a mpHeMand (HHACTEPHH MPOABDKATCIHO
BpeMe H ca HMaIM JpPYrH pHCKOBH (aKTOpHM, KOHTO MOTaT jJa 3aceTHaT (epTHIHTETA.
Hopmamisupare win nogobpeHre Ha Ka4eCTBOTO HA CEMEHHHA MatepHal ¢ GHo crobLIeHo crex
NpeKparisaHe Ha JIeYeHHEeTo ¢ ¢HHacTepud. He ca mnpoBeKAaHM JBITOCPOYHH KIMHMYHM
npoy4sanus Ha edexTa Ha hUHACTEPHI BEPXY (hepPTHIIHTETa Ha MBXKE.

. [POMEHH BHB (DYHKUHATA HA YepHHUS Apo0, KOHTO MOTar fa 6bAaT MOKA3aHH Ype3 H3CIeaBanHd Ha
KPBBTA;
. TPEROXKHOCT.

Cro0mapane Ha HeXXEJIAHA PEAKIHH

AKO MONy4YHTe HAKAKBH HeXeNaHH NeKapcTBeHM peaKkuuH, yBegoMmere Bamma nexap, dapMaieBT Hin
MeIMUHHCKA cecTtpa. Tosa BKIIOYWBA BCHYKH BB3MOMKHH HEOIHMCAHH B Ta3H JNHCTOBKA HEKENAHH PeaKiHH.
MookeTe CBIIO A2 CHOOUIMTE HEXKENAHH PeaKIMH AHPESKTHO Mpe3 HAalMOHATHATA CHCTEMa 3a choliasatre:
H3mbIHATETHA areH1MA IO JIEKapcTBaTa

yi ,,Jamsan I'pyes™ Ne 8

1303 Codusa

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

KaTto cpobmiaBate HeXXelTaHH peaKIiiy, MOkKeTe Ja NaieTe CBOA PHHOC 3a NojlyyaBaHe Ha MoBeve HH(OpMAIH
OTHOCHO 6€30IaCHOCTTA HA TOBA JEKAPCTRO.

5. Kak aa coxpanssate ®unacrepaa Axopa 1 mg pnamapana TabaeTkn

Jla ce cBXpaHABa HAa MACTO, HEZIOCTHIIHO 34 Jelia.
JlekapcTBEHHAT NPOAYKT HE H3IUCKBA CIICITHAIHH YCIOBHA HA ChXpaHeHHE,
He wusnomspaiite dunactepun Axopa | mg duimupand TaGneTkH cies cpoka Ha TOQHOCT,
otOenA3aH BEPXY ONaKoBKata. CPOKBT HA FOJHOCT OTTOBApH Ha IOCASAHMA JEH OT NMOCOYEHHA
MeCell,

. JlexapcTBaTa He TpabBa na ce H3XBHPAAT B KAHAMH3AUMATA WM B KOHTeHHepa 2a JOMailHH
ornaasui. Ilonwraire Bams dapManeBT Kak 13 HM3XBBPIATE JEKAPCTBATa, KOMTO Bede He
H3no3BaTe. Te3n MepKH 1e CIIOMOIHAT 3a OMasBaHe HA OKOJHATA Cpeaa.

6. CranpxaHEe Ha ONAKOBKATA H NOIBJIHATEIHA HHpOpMAT A

Kakpo coabpxa ®unacrepun Axopa 1 mg puamapann Tabuerkn

AKXTHBHOTO BemecTBo € puHacTepua. Enua punmupana tabnerka cbhaspika 1 mg dUHACTEPHA,
JpyruTe cheTaBKi ca:

SAnpo Ha TabneTkaTa: JNAaKTO3a MOHOXMIApAT, MHKpOKpHcTanHa Iemynosa (E460);
HHILECTE; HATPHEB HMUISCTEH TIIHKONIAT (THI A); NaypyI MAKPOTOIIHIEPHIN; MATHE3HG)

DunMoBO mokpurHe: xunpomenosa (E464), turanos guoxcun (E171), Makporon 600
(E172), weaT xenezen oxcun (E172),



Kaxk naraexna Oanacrepaa Axops 1 mg duaMapans Ta6AeTKA H K2KBO CHIBPXA ONAKOBKATA:

duimupana Tabnerka.

@uunacrepusn Akopa 1 mg ca uyepbeHMKaBOKahfBH, KPBITH, ABOWHOM3NBKHAIM, (uiMUpaHH TabneTkw, C
Haznue "F1" ot eanara ctpasa u Oe3 HafnKe OT Apyrara.

@uHactepua Axopn | mg GpriMupans rabreTkn ca OnakoBaHH B ONHCTEPH ATyMMHHH-aTYMHHHE, B ONIaKOBKH
or 28, 30, 84 wu 98 Tabnerky.

IlpaTexaTe] HA paspemIeHHETO 32 YnOoTpeda

Accord Healthcare Polska Sp. z 0.0.,
ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,
TTomma

Ilpom3BopaTENT:

Accord Healthcare Limited

Sage House, 319 Pinner Road,

North Harrow, Middlesex, HA1 4HF,
ObeauneHo kpancTeo

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
Hupepnanpus

Laboratorios Normon S.A.
Ronda de Valdecarrizo 6, 28760 Tres Cantos, Madrid,
Henanus

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice,

ITomia

To3d AexkapcTBen NPOAYKT € paspelleH 3a ynorpeta B Ibpxasute wienxn aa EUI nox cirenanTe umena:

Hme Ba ALPIKABATA-YIEHKA Hme pa JekapeTBeRAN NPOAYKT
E¢ronng Finasteride Accord 1 mg Shukese poliimeerikattega tabletid
Hranns Finasteride AHCL 1 mg compresse rivestite con film
JlaTBua Finasteride Accord 1 mg apvalkotas tabletes
Hupnepnanmns Finasteride Accord 1 mg filmomhulde tabletten
Manra Finasteride | mg Film-coated Tablets
Tlopryramus FINOX 1 mg comprimidos revestidos por pelicula
Hcnanna Finasterida Norman 1 mg comprimidos recubiertos con pelicula
EFG
ObequHEHO KPaNCTBO Finasteride 1 mg Film-coated Tablets
brirapus ®unactepun Akopl | mg duamupann TabneTku
Kumnp Finasteride Accord 1 mg smkadoppévo pe Mmm‘ 52 ?mku\:
Tomma Finahit, 1 mg, tabletki powlekane /
£, '5:?
Iserms Finasteride Accord 1 mg filmdragerade tabjet®s
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