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Omuax Toxac 0,4 mg TAGNETKH ¢ YALLKEHO ocnoﬁomanane
TaAMCYN03HHOB XHAPOXIOPHL

Omnic Tocas 0,4 mg prolonged-release tablets
tamsulosin hydrochloride

IIpovereTe BHAMATEIHO NAJIATA JHCTOBKA NPEH 2 3AN0THETE Ja NPAEMATE TOBA

JeKapeTBO, Thil KATO TA ChALPXKa Baxna 3a Bac andopmanua.

- 3anazere Ta3u TUcTOBKA. Moxe na MMaTe Hy/KOa Ja 4 IPO4ETETE OTHORO.

- AKO WMaTe HAKAKBY JIOITbIHATENHH BBIPOCH, NonuTalite Bawns nexap HiM hapMauesT.

- Toga nmexapcTBO € Npeanicade TAYHO Ha Bac 1 Ae TpROBa Aa ro NpeoTCTHNBATE HA
IpyTH Xopa. To MOKe Za MM HAaBpeIM, HE3ABHCHMO OT TOBA, H¢ TCXHUTE CHMITTOMH ca
ChINUTE XakTo BamuTe,

- AKO MONYYHTE HAKAKBH HEXKEAHH NEKAPCTBEHH peakiliy, yBeioMeTe Bamns nexap ninu
tpapManerT. ToBa BKIIOUBA H BCHUKH Eb3MMKHH HEXKEIAHH Peakii, HECTTHCAHH B TA3H
JIHCTOBKA. BHXTE TOUKA 4.

KakBo chIBpPKa Ta3H JJACTOBKA:
1. Kakeo npencrasnasa OMaHk Tokac H 3a KaKBO ce H3NON3BA
2. Kakgo TpabBa Aa 3Haere, npeAH Aa npueMete OMHEK Tokac
3. Kak ga npuemare Omank Tokac
4. BB3MOXHH HEXeNAaHH PeaKliMy
5. Kak ga cwxpanapare Omunk Tokac
6. CopIbpikaHHe HA ONAKOBKATA H JOMBJIHATENHA HH(poOpMaHa

1. Kaxso npeacrapigsa Omank Tokac A 33 KaKBO ce H3INOJI3BA

AxTHBHara cbeTaBka Ha OMHNK Tokac e Tamcynosus. ToBa e cenexThBen andaiano-
anpeHopenenropek Snokep. Toli HaMaABa HANPEXKEHUETO HA IMIANKHTE MYCKYJIH B NPOCTATaTa U
YPeTpaTa, Karo no3BONABA HA YPUHATA AA MPEMHHABA NO-NIECHO Npe3 ypeTpaTa H YIeCHABA
ypHHHpaHeTo. OcBeH TOBA TOH HAMA)MBa HEYIBPKHMUTE IO3UBH 332 YPHHHpPAHE.

Owmunk Toxac ce B3I0M3BA HPH MBXKE 32 JISUeHHE Ha ONJIAKBAHHS OT CTpaHa Ha JOIHUTE
MAKOYHH ITbTHINA, CBBP3aHH C YTONEMEHA IPOCTATHA Xiieza (100poKauecTBeHa XHIIEPHNa3ya Ha
npocratata). Te3u OIIaKBaHHA MOTAT A4 BKMIOYBAT 3aTPYLHEHO YPHHHpaHe (THHKa CTPYS),
NPEeKBCHATO YPHHHPAHS, HCYOIBPDXKHMH NO3HEBH 334 YPUHHpAHE H HECTO YpHHHpaHE NIpE3 HOLITA,
KaKTO M IIpes AeHs.

2. Kaxso TpabGea na 3HaeTe, npean aa npuemere OMank Toxac 0,4

He npremaiite Omank Tokac (0,4
- @Ko ¢Te aJepruyed (CBPBXYYBCTBHTENEH) KBM TaMCYJI03HH WIIH HAKOA OT NOMOLIHATE
cbcTaBkH Ha OMHHAK Tokac. CRpEX2YBCTBHTENHOCTTA MOXKE 3 €€ H3pa3fABa K
NOKaNeH OTTOK HAa MEKUTe ThKAaHH Ha TANOTO (Hamp. IbpJIOTO HIIH €3HKA),
DHIaHe W/uaH cspdex, H oOpHB (aHTHOEHEM).




- @Ko CTpajare OT TeXKa YEPHOAPOOHA HEXOCTATEYHOCT
- axo Bu npunomasa nopagu cnaa Ha KPbBHOTO HANATAHE NPH NPOMANA NONMKEHHETO HA
TANOTO {CAAHE HITH H3NpaBAHE).

IpeaynpexaeRus B TpeANa3HHE MEPKH
Koncynmupaiite ce ¢ Baluns nekap win dapmanesr, npead npaem Ha Omank Tokac 0,4

- 3amoTto ca HeoOXOAUMH MepHOAHYHH MEHLMHCKH H3CHCABAHNA, 34 1a C& KOHTPOAKpa
CBCTOAHHETO HA 3a00/19BaHETO 10 NIOBOJ Ha KOETO CE JIEKYBATe.

- 3amoTo B peAKy cAYyHaH IpH winonssase Ha OMunk Tokac MOXe a BH IIPHIOLIEE, KaKTO ce
CIIy4Ba C APYTH JIEKAPCTBEHH NPOZIYKTH OT TO3H THIL. IIpH MEpBHTE NpH3HALK HA
CBETOBBPTEX HIH cralocT TpAOBa Aa CeTHETE HIIH NerseTe JOKATO MPEMHHAT.

- Ako crpazare ot Texko 6p6peuno 3abonspane.

- Ako Bu mpezmcTon MM cTe NIAHYBAaHH 32 ONEpaitid HA OKOTO NOpasik NOMBTHABAHE HA
nemara (KaTapaKTa) WiH TOBHILIEHO HalArake B okoto (raykoMa). Mons, nadopmupaiite
Bamus oeH cHeIHaNHCT, Y NpeH CTe H3MOA3BAJH, H3N0A3BaTE WM IJIAHApaTe Aa
nanonssare OMHAK Tokac. CneunatdcTBT TOTaBa Lie MOXKE Jla BIEME NOAXOAAIH NpeanasHi
MEPKH M0 OTHOUICHHE Ha TEPANKATA H XHPYPrHYECKHTE METOAH, KONTO M€ CE MPHIIOMKAT.
[NonmuTaiite Bamus nexap Janu fa OTI0KHTE HIH BpeMEHHO Aa NPEYCTAHOBUTE [IPHEMA Ha
TOBa IEKapCTBO A0KATO CE oJyiaraTe Ha OYHA ollepalHs NopaaH NOMBTHEHA Neila
(xaTapakTa) HAH NOBHUIEHO HAIATAHE B OKOTO (I1ayKoMa), HiIH A HE ro MPaBuTe.

Jdena H WHOWA
He napaiiTe ToBa NeKapcTBO Ha Jena MM IHOUH noa | 8-roJHmHa Bp3pact, Thi KaTo To He
JelicTBa npy Ta3k MOMyNanHA.

Jpyra aexkaperea B Omank Toxac 0.4

Hudopmnpaiite Bamus nexap wia dapMalleBT, ako IpHeMaTe, HACKOPO cTe NIPHEMANH WiH €
BB3MOKHO 113 IPHEMETE PYrH JIeKapCTBa.

Ipuemanero na OMHEK Tokac 3aeano ¢ APYTH NeKapeTRa OT CHIIHA Kiac (ardai-
ajpeHopeuenTopHu Gnokepu) MOXe Ja JOBeie K0 HEXETAHO NOHUAEHHE HAa KPHBHOTO HAJATAHE.

Muoro BakHo e fa HEGopMuparte Bamna nexap, ako No HO H CHINO BpeMe ¢ JIEKyBaTe ¢
NIEKApCTBa, KOHTO MOKE Ja HAManaT o4HCTBaHeTo Ha OMuuK Tokac ot TanoTo (HalpHMep,
KETOKOHAZOI, EPHTPOMHIMH ).

Omuaex Tokac 0,4 ¢ Xpann 1 HADBETKH
Moxere na npuemate OMHuK Tokac ¢ HH Ge3 xpaHa.

BpeMeRHOCT, KbpMeH¢ H PePTHARTET

Owmuuk Tokac He e NOKa3aH 33 MPUNOKEHHE IPH HKEHH.

Tlpn MBxe ce chodimana 3a abuopmua eakynanua (HapylneHns B eAKylallHaTa). 108a 03HA4ABA,
4€ CEMEHHATa TeHHOCT HEe HAaNycKa TAMOTO 4pe3 YpeTpara, a BMeCTO TOBa HAaBJIH3a B THKOYHHA
MeXyp (perporpagHa eaKyiamus) Wi o6eMbT Ha eAKyNaTa Ce HaMandpa HiH JHICBA (JIMNCA HA
efaxynauHa). Tosn denoMen e GezppeieH.

lllo¢pupane u paGoTa c MAHEAH
Hama pannn 3a emuanve Ha OMHEK Tokac BEPXY crioco8HOCTTa 3a modHpaHe H
Mall¥HH HITH ChopekeHHs. Bee nak Tpabsa fa Hmare npeaBHJ, 4e MOXE I ¢




CBETOBBPTEXK, B TO3H clydail He Ou TpAOBANO Aa yyacTBaTe B Te3H JEHHOCTH, KOHTO H3UCKBAT
BHHMAaHHE.

3. Kak na npuemare Omunx Toxac 0.4

Bunarn npuemalite Omunk Tokac To9HO KakTo BH e kazan Bamuar nexap wim dapmaliesr. AKo

He CTE CHIYPHH B Hello, monuraiite Bauus nexap win dapmauest. [Ipenoppuntennara aosa ¢ 1

tabnerka AHeBHO. Moxe na npHeMate OmuzK Tokac ¢ Hin 6e3 xpaHa, 3a NpeAnOYUTaHE MO eLHO
H CBILO BpEMe Ha JCHS.

TabneTkara TpabBa Aa ce renta usna, 6e3 ga ce pasapobssa H IBBYE.

Tabnerkara OmMuHK Tokac e cbe crienHanHa H3paboTKA, KaTO AKTUBHATA CBHCTABKA CE
ocBoOOXKaBa NIOCTENEHHO Clie IpHeMaHeTo i. BeaMoxHo € Aa 3abenexuTe ocTaThK OT
Tabnerxara B W3NPKHEHAATE cH. Tl KATO aKTHBHATA ChCTaBKa Beve € Oina oceofoeHa, He
CBEIIECTBYBA pHCK TalneTkaTa Aa e no-Maako edukacHa.

OGu4aiino OmMunk Tokac ce npeamncBa 3a NPOXLKHTENHA ynoTpeba. EdexTsT BBpXy MHKOHHHA
MeXYp H YPHHHPaHETO C& NOAALPKa Ype3 JBArocpoHHOTO JeucHHe ¢ OMuEK Toxkac.

AKO cTe NpueAl NoBeYe 0T neobxoanMaTa Ro3a Omank Tokac 0,4

IpuemaneTo Ha noBeve oT HeobxoaumuTe Tabnerkn OMHHK Tokac MoxXe Ja JoBeAE A0
HeXEeNaHO NMOHIKEHHE Ha KPLBHOTO HANATAHE M Y4ECTEH MYNC C MYBCTBO 3a cnabocT. CBbpikeTe
ce HezabaBHo ¢ Bammux nexap, ako cre nprenn noeede ot Heobxonumarta fnosza Omauk Tokac.
Axo cTe nponycHann aa npaeMere Omank Tokac 0,4

Mosxe aa npuemete Bamnara tadnerka OMHuak Tokac Mo-KbCHO CHITMA JEH, ako cTe 3a0papunu
Jia 1 B3EMeTe KaKTo € NPeAMACaH0. AKO CTe MPOIYCHANH €JJHH JCH, IPOTL/DKETEe Ja NpueMare
JHeBHaTa cH TabneTka kakTo e npeanrcano. Hukora He npuemaiite apoitHa xosa, 3a Ja
KoMMneHcHpaTe 3abpaeeHara.

Axo cTe cnpens npuema Ha Omank Toxac 0,4

Koraro neyennero ¢ OMunk Tokac ce mpekparu npexieBpeMeHHO, MbpBOHAYATHATE Bu
ONIAKBAaHHA MOLAT Ja ce Bh305HORAT, 3arcea wanon3eaiite OMHEHK TOKac TORKOBA JBITO,
KOJIKOTO € ApeAlHCaHo OT NeKapi, A0pH oluakBaHuaTa Bu Bede na ca m3vyessan. Bhnaru ce
KOHCYNTHpaliTe ¢ Bamuns nekap, ako cMsaTaTe Ja CnpeTe Je4eHHETo.

AKO HMaTe HAKAKBH JOMBIHHTENHH BBIIPOCH, CBEP3aHH C YNoTpebaTa Ha TO3H NPOAYKT, MOJI%
nonuraiite Bawns nexap unu dapmanert.

4, BL3MOKEH BeXReJAHH peaKAH

Kakro Bcuuxna JIEKApCTRA, Omuuk Tokac MoXe na NpeAH3BHKA HEXENaHH peakIHH, BRIIPCKH 9C
HE BCCKH T'H MMOAY4YaRa.

Yeern (Moxke ga 3acersart o 1 ot 10 gyum)




- CBETOBBPTEX, 0cobeHo IpH ObP30 cAlaHe HH H3NPABAHE.

- abHOpMHa esxynal(Ha (HapyuieHa eskynamnud ). Tosa 03HauaBa, 9e CnepMaTa HE H3/IH3a HABBH
TIpe3 ypeTpara, a 0THBA B NUKOYHKA MeXYp (peTporpaiHa eskynauus) WM o0eMbT Ha
eAKyNIaTa ce HaMajIfBa ¥JIH uncea (Munca Ha eskynauns ). To3n denoMen e Ge3npesicH.

Hewectn (Moxe Aa 3acernar o 1 ot 100 aymmn)

- rnaBobonue, chpuebueHe (copuero GHe Mo-0bp30 OT HOPMATHOTO H TOBA CE YCella), CriajiaHe
Ha KPBBHOTO HAIATaHe, Hanp. npH 6bp30 H3NpaBaHe OT CEAHANC WM JETHANO MONOXKEHHe,
IOHSKOTa CBBEP3BAHO CbC CBETOBBPTEX; TEYalll HiiH 3aNyllleH Hoc {PHHHMT), AHApHS, FafieHe H
OBpbILaHE, 3anek, ciaboct (acTenns), 06puBH, ChpOeK U KONPHBHA Tpecka (YPTHKAPHA).

Peaxn (Moxe 51a 3acerrat go 1 Ha 1000 gyum)

- 3a1y6a Ha Ch3HAHHE H BHE3ANHO JOKANHO NOAYBaHe Ha MCKH TeNECHH ThbKaHH (Har[p TBpPIXO
HIIH €3MK), 3aTPYAHCHO THInaHe W/HIH chpbexk 1 0OpHB, YECTO KAaTO ANEPrHYHA peaKLna
(anrnoenem).

Muoro peaxn (Moxe na 3acerwat o 1 wa 10 000 gyu)

- npHanusbm (GonesHeHa NpoxbDKUTENHA He/KelaHa epeKlind, 3a KoaTo HesabasHo TpaOea aa
ce NPHIIOKH JIeHeHHE).

- obpus, Be3MaNCHNE HIH 06pa3yBaHe HA MEXYPH TIQ KOXaTa H/HIH JIHTABHIIHTE HA YCTHUTE,
O4HTE, YCTaTa, HOCHHTE XOROBE HH reHHTanuuTe (CHHApoM Ha Stevens-Johnson).

C BeH3IBLCTHA W€CTOTA (OT HAJHYHATE AAHHH He MOXKe Aa Obae HANpaBeRa ONEHKA):

- 3aMBITIEHO 3peHue

- Hapyuienns na 3pennero

- Kznpeene ot Hoca (emHCTaKCHE)

- CepHozHM KOXHH 0GpHBH (eprTeMa MyNTH(OpME, eKCHOIHATHBEH JEPMATHT)

- ADHOpMeHR, HEpETYIAPEH ChpAeUeH PHTHM (IPEACHPHO TPENTEHE, APHTMHUS,
TAXHKApAHA), 3ATPYAHEHO JHINAHE (JHCIHER).

- Ako Bu npegcrou onepanms Ha 0KoTO NOpazM MOMbTHABAHE Ha JelliaTa (KaTapakTa) Ui
MIOBHILIEHO HANATAHE B OKOTO (TNAYKOMA) M Bede TIPHEMAaTe UM Npeas CTe npueMani
Omunk Tokac, pasiiupsBaHeTo Ha 3eHHIaTa MoXke Aa € cnabo, a HPHCHT (oLBeTEHATA
KPBroBa HacT Ha OKOTO) MOXE 1A Ce OTIYCHE NPH NpoLenypara.

- Cyxora B ycTara

Crofmasane Ha HEXeTAHH DEAKIIHK

AKO NONYYHTE HAKAKBH HEXETaHK JieKapPCTBEHH peakliiy, yBeaoMetTe Bamms nekap HIIH
(apmanesT. Toga BionoYBa BCHYKH BE3MOKHH HEONHCAHH B Ta3H JHCTOBKA HEXKEIAHH PEaKIHi.
Moxere CBIIO Aa CHOOIUHTE HEXENAHH PEAKIHH JApekTHO Ype3 M3mnIHATENHa areHnus 1o
nexapcTBara yi. ,.,Jlaman [pyes” Ne 8, 1303 Cogus, Ten.: +35 928903417, yebcaitt:
www.bda.bg. Kato chobmasate HexenaHH peakilHu, MOXeETe Ja Ja/ieTe CBOA HPHHOC 32
HOMy4aBaHe Ha MoBeye HHGOPMAIHA OTHOCHO 6€30MacHOCTTa Ha TOBA AEKAPCTBO.

5. Kak aa eexpangsate Omuax Toxac 0.4

I[a C¢ ChbXpaHABa HA MACTO, HEJOCTRITHO 3a Jela.




Ha ne ce uanomea OMuux Tokac cnez cpoka HA rogHoCT, 0TOens3aH BbpXy Oaucrepa H
KapToHeHata Kytus cien ,,EXP” (Mecen ¥ roguna). CpoKbT Ha FOAHOCT CE OTHACA 34 NOCHEAHAA
JICH HA TIOCOUSHHS MECel,
Ja ce cexpaHiBa B OpUrHHATHATA ONIAKORBKA.
To3u nexapcTBEH NPOAYKT He HINCKEA CIIELHANHA YCIOBHA 34 ChbXPaHECHHE.
» He usxsbpngiiTe TexapcTRaTa B KAHAMH3AUMATA HWIH B KOHTEHHEpa 38 ZOMAIUHH
ornaabii. [Tonuralite Bawna dapManerT kak [a H3XBBDIATE IEKAPCTBATA, KOMTO Bede
He H3mon3raTe. Te3d MEpPKH 1He CIOMOTHAT 32 ONa3BaHe HAa OKO/IHATA cpela.
6. Ceabpaanne HA ONAKOBKATA H JONbJAHHTEIHA HAGOPManHd
Kakpo chabnpka Omank Tokac 0,4
- AxTusHOTO BemtecTBo Ha OMHHK Tokac e 0,4 mg TaMCYIO3HHOB XMAPOXJIOPHL.
- ipyrute chCTaBKH ca: B ChplUEBHHATa Ha Tabnerkara; Makporon 7.000.000, makporo:n 8.000,
marHesHee creapatT (E470b), 6ymanxuapokcuronyen (E321), cunuuueB AHOKCHA, KOJIOHIEH,
Oezponen (E551); B o0BuBKaTa Ha TalnerkaTa: XHnpomenosa (E464) 4 OLBETHTENS JKelle3eH
oxcuy, xwat (E172).
Kak m3raexaa Omank Toxac 0,4 B KaKBO CHABpXKA ONAKOBKATA

Tabnerknare OMHNK Tokac ca KpbIuH, XBITH, ¢ punMupaHa cOBHBKa H ¢ koa “047.

Tabnerkure OMunk Tokac ca ONaKOBaHH B anyMUHHERH GHCTEPH, KOHTO CE NPOJABar B
KapTOHeHa KyThs ¢ obosnauenue Omunk Toxac 0,4. OnakoBkaTa cbabpxka 30 TabneTkH.

IIpATescaTen Ha pazpemenHeTO 3a ynoTpe6a H NPOR3BOAHTE:

Astellas Pharma Europe BV
Sylviusweg 62

2333 BE Leiden
Hunepnangua




To3u nekapcTBeH NPOAYKT € pa3pelex 3a ynorpeda B cTpaHHTe—wicHKH Ha EC nox cneanute

HMCHAa:

Benrus
Bearapus

Benukobpuranui
Benuxobpuranua

P. Yexua
Hanns
Ectonnsa
dunnangua
Ppanuns
epmanns
IMeprua
YHrapus
Hcnanana
Hpnanans
Hranua
JlaTeua
JlutBa
JoxcemGypr
Manta
Xonauaud
Hopeerus
TMomma
IMopryranma
PymbHES
Cnosakng
Cnosenns
Hcnanus

OMNIC OCAS 0,4

OMNIC TOCAS 04

FLOMAXITAB XL

FLOMAXTRA XL

OMNIC TOCAS 0,4

OMNIC OCAS

OMNIC TOCAS

OMNIC OCAS 0,4 mg

OMEXEL L.P.

OMNIC OCAS 0,4 mg RETARDTABLETTEN
OMNIC TOCAS

OMNIC TOCAS 0,4

OMNIC OCAS 0,4 mg DEPOTTABLETTER
OMNEXEL

OMNIC TOCAS 0,4

OMNIC TOCAS

OMNIC TOCAS

OMNIC OCAS 0,4

OMNIC OCAS

OMNIC OCAS 0,4

OMNIC 0,4 mg DEPOTTABLETTER
OMNIC OCAS 0,4

OMNIC

OMNIC TOCAS 0,4

OMNIC TOCAS 0,4

OMNIC OCAS

Omnic Ocas 0,4 mg comprimidos de liberacion
prolongada recubiertos con pelicula

Ila'ra Ha MOCAEARO Npepasrac:KIane HA JJHCTOBKATA:




