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Bezomuau 6 mg/0,4 mg TadleTKH ¢ H3MEHeHO: ﬂcmﬁmanaﬂe

CONTHQCHATIHHOB CYKIHAAT/ Tamcynosuﬂont;gggpﬂppgg_ig 5 .0’2 >, 1 5 W' 202”

Yesomni 6 mg/0,4 mg modified release tablety” * . -‘._,...M__,{_
solifenacin succinate/tamsulosin hydrochloride

HpoueTere BHHMATEIHO HSJIATA JTHCTOBKA, NPEAH 1A 3aNI0MHETE A2 H3M0/13BATE TOBA

JIEKapCTBO, ThH KATO TR CHAbLPXA BAKHA 32 Bac nndopmanns.

- 3anasere TasH JMCTOBKA. Moxe fa ce HanmKH Aa 9 TIPOUETETE OTHOBO.

- AKO MMaTe HAKAKBH JOTBJIHUTEIIHH BBIIPOCH, nonuTakte Bauiua nekap unu ¢papMaliesT.

- Tosa nexapctBo e npeanucano auyHo Ha Bac. He ro npeotcrhnBaiite Ha apyru xopa. To Moxe na
HM HaBpead, HE3ABUCUMO Y€ NMPU3HALIWTE Ha TAXHOTO 3a00/1MBaHe ¢a ChIIUTE KaTo Baluure.

- AKO NOJIy4HTe HAKAKBY HEXKENaHU peakuud, yeenomere Bamms nekap wiu gapmanest. Toea
BKTIOYBEA M BCHYKH BBE3MOXKHH HEXKENAHW peakLyi, HEONUCaHW B Ta3H TMCTOBKA. BiokTe Touka 4.

Kakso ChABPAKA TasH JHCTOBKA

1. Kaxgo npencrasnsasa Be3oMHM M 32 KaKBO ce H3MOJI3BRA

2. Kakeo TpabBa na 3HaeTe, npeau aAa usnonseare Bezomuu

3. Kak ga u3nonzeare BezoMHu

4. BE3MOKHHM HEKETAHH peaKLIHH

5. Kax ga cexpaHasaTe BezomHu

6. ChObpKaHHe Ha ONMAKOBKATA W AOMBJIHHTENHA HHpOpMALHs
1. Kakso npeacraBiassa BezoMHH H 3a KAKEO C€ H3MOI3BA

BezomHu € koMOMHALMSA OT ABe pa3IMYHH JIEKAPCTBA, MO3HATH KATO COAM(EHALIHH H TAMCY/103HH, B
eqHa TabneTka.

ConundenaumH NpuHaAIEKH KbM IpyIa JICKapCeTBa, HAPEUSHHA AHTHXOMHHEPTHLM, 3 TAMCYJIO3HH
NPHHAIEKH KbM IPyla JeKapcTsa Hape4yeHu ania-0noKepHu.

Be3oMHM Ce H3no13Ba IPYU MBKE 32 NICYCHHE HA YMEPSHH A0 TEXKKHM CHMITOMH Ha ChXpaHEeHHE H
CHMITTOMH Ha HW3Npa3BaHe HA JOJIHHTE NMUKOYHHM TbTHLLA, KOHTO C€ MPHYHHABAT OT NpoOiaeMH ¢
MMKOYHUA MEXYP U OT YroJIieMeHa MpocTarta (Ao0poxkavecTBeHa npoctaTHa xunepriasus (JI1X)).
Be3oMHHM C€ H3M0M13Ba, KOraTo MUHAJIOTO JIEHEHHUE € €IMHUYHHA NMPOAYKT 3a TOBA ChCTOSHHE HE
obeKkyaBa CHMIITOMHTE aJiCKBATHO.

Twi kaTo MpocTaTara HapacTBa, TOBA MOXKE Ja JOBEAE A0 YPHHAPHH NMpoOiaeMH (CHMIITOMH Ha
M3Mpa3BaHe) KaTo KoNeDIHBO Hauano (3aTpyIHCHO HAYAJIO HAa YPUHHPAHE), TPYAHOCTH [P
YPUHHpPaHE (TbHKA CTPYA), OTKANBAHE H YCEIIAHE 324 HEMMbJIHO M3IIPA3BAHE HA MMKOYHMS MeXyp. B
CBILOTO BpEME, MHKOYHUAT MEXYP CbLUO € 3aCerHaT M C€ CBHMBA CIIOHTAHHO MO BpeMe, KOraTto He
KenaeTe 1a ypuHupare. Tosa BOAM OO NPOARA HA CHMIITOMH HA ChXPaHEHHE KATO [IPOMEHH B
YYBCTBHTETHOCTTA HA HHKOUHMA MEXYP, HEOTIOKHOCT ([I0JIy4aBaHe Ha CHIIEH, BHE3amneH TO3ME 33
ypHHHpaHe 0e3 NMpeIULIHO NpeypekIeHHe) B N0-4ecTO YPHHHPAHE.

Convpenauun HaManaBa HeXKENTAHNTE ChKPAIIEHHS HA MHKOYHHA BH MEXYP M MOBHILABA
KOJTHYECTBOTO YPHHA, KOETO NIUKOYHMAT MeXyp MOXe Ja csxpaHu. Cne1oBaTeTHO MOXKE 1a YaKare
IO-ABJrO TIPEAH 14 OTHAETE B TOANCTHA. TaMCYIIO3HH MO3BOIABA YPHHATA Ja IPEMUHE [10-TECHO TIPE3
yperpara u yJeCHABa YPHHHPAHETO.
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2. Kakpo Tpadga Aa 3Haere, nNpeaAu Aa Hinoaisare Bezomun

He mznon3paiite BezomMHun

- @Ko CTe aJIEPrUUHU KbM CONUGEHAUMH UITH TAMCYIO3MH, WU KBM HAKOH OT OCTAHANHTE CHLCTABKU
Ha TOBa JIeKapcTBO (M30poeHH B TOUKA 6).

- 4KO CTe NOVIoKeHH Ha OBOpeyHa auannsa.

- aKO MMare TexKa yepHoapoOHo 3abonsaane.

- AKO cTpajare o7 Texko 01u0peuno 3abonasare W ako B CBLIOTO BpPEME Ce JieKyBaTe ¢ JIEKapCTBa,
KOUTO MOXKE J1a HAMAIAT OTCTPAaHABaHETO Ha BE30OMHH OT TaI0TO (HanpuMep KeTOKOHA3011,
pPUTOHABUP, HENIPUHABHAD, UTPaKoHa3ou). Bamuar nexkap unu dapMauerT e Bu nngopmupar,
aKo TOBA € TaKa.

- AKO CTpajate OT yMepeHo ueproapobuo 3adonasane Y ako B cuUIOTO Bpeme ce eKyBarte ¢
JIEKapCTBa, KOWTO MOXE a HAMAAT OTCTpaHABaHeTO HA BezoMHH oT Ta/IoTO (Hanpumep
KETOKOHA30J1, PHTOHABHP, HEJIPHHABHD, HTPAKOHA30/1). Bamudar nexkap win ¢gapmanesT e By
HH(OPMUPAT, aKO TOB2 € TaKa.

- @KO UMATE TEXKKO CTOMALIHO WK YpeBHO 3a00/aBaHe (BKITIOUHTETHO TOKCHYEH METAKOJIOH,
YC/IOJKHEHHE CBBP3aHO C yaUEepO3EH KOIHT).

- 2KO CTpaJare OT MyCKYJIHO 3a00/IBaHE, HAPE€4eHO MHACTEHH rPABHC, KOCTO MOXKE 1a
[IPpEAH3BHKA EKCTPEMHA CIIa00CT Ha ONPEACICHH MYCKYJIH,

- dKO HMATE MOBHIREHO BETPEOYHO HanATaHe (IJIayKoma) ¢ NocTeneHHa 3aryba Ha 3peHHue.,

- axo Bu npurolnasa rnopasy noOHMKEHO KPbBHO HATAAHE, KOraro MPOMEHATE NO3MLMATA CH (11e
CAJIATE HWJIH CTaBaTe); TOBA CE€ HAPUYA OPTOCTATUYHA XHTTOTOHHS.

Hudopmupaiite Baiuuns jiekap, ako cMATaTe 4e HAKOE OT TE3H CBCTOsHHE & OTHacs /10 Bac.

Hpenynpexaesus H NpeiOasHH MEPKH

['oBopere ¢ Baiuns nekap uiu papManesT, NMpeau Aa H3non3eatre Be3oMiu, ako:

- 8KO H¢ MOXKETe Ja YpHHMpare (3aIpbicKa HA ypHHa).

- @KO HMaTe HAKAKBa 0OCTPYKUHS HA XPaHOCMHJIATEIHATA CHCTEMA. |

- 8Ko cTe B PHCK XpaHocmunaTtenHaTta Bu cucreMa aa ce 3a0apd (CTOMalIHH H YPEBHH IBWXKECHHSA ).
Bamrusr nekap we Bu undopmupa, axo cryqast € TakeB.

- aKO MMarTe CTOMalleH pobiemM (XHUaTamHa XePHHS) WK KUCETWHH U/ WIH aKO B CBLIOTO BpeMe
NpHeMaTe TeKAPCTBA, KOMTO MOXKE 1A TIPHUMHAT UM [1a BolLaT €30(harur.

- 4KO MMare OnpefieH THUIT HEPBHO 3a00onaraHe (ABRTOHOMHA HEBPOTIATHA ).

- aKO cTpagare oT TexKo Onbpeuno 3adonspane.

- aKO CTpajare OT yMepeHo uephoapobHo 3abonspane.

3a MpocieaaBaHe HA Pa3BHTHETO Ha 3aD0TABAHETO, 10 MOBO/ HA KOETO Ce JIEKYBATE, € HeOOX0AUMO
NCPHOANYHA MCAMIIMHCKY NPETIICAH.

BesoMHH MO2Ke 1a nosiyse Ha Bamero kpuBHO HalArale, koero qa BH Hakapa aa ce 4yBCTBATe
3aMafHu, CEC CBETOBBPTEXK WIH pAAKO MOKe aa Bu npunolee (opTocTaTHuHa XUItoToHus ). TpabBa
7a CERHETE WM Oa JIETHETE, aKO HMATE HAKOH OT T€3H CHMIATOMH, JOKATO OT3BYYAT.

AKO CTe NIOJIJIOKEH WM 3arulaHyBaH 33 oNepaus Ha OYMTE 10 [NOBOA MOMBTHABAHE HA JTELIATa
(kaTapakTa) Wid NOBHIICHO BBTPEOYHO HANIATaHe (rnaykoma), MoJida HHpopMupaiTe Bawnsg ouex
JIEKap, 4e cTe NPUEMAJIH HITH TIpHeMare, WK ITaHHpaTe aa u3non3eate Besomud. Torasa
CMEUHANUCTHT MOXKE Ja B3€ME HEOOXOAUMMTE IPEATia3HH MEPKH BHB BPb3Ka C ICUCHHETO H
XHPYPIrHYHHTE TEXHHKH, KOHTO 1ue ce npeanpueMar. KoHcynupaiire ce ¢ Bauma nekap ganm tpadsa
U He Tpa0Ba Aa OTNOXKHTE UJIM BPEMEHHO J1a CIIPETe MpHEMa Ha TOoBAa JIeKapcTBO, NokaTo Bu Owae
HanpaseHa ONEPAIHATA 110 NOBO/ MOMBTHABAHE HA Jielnara (KaTapakTa) WiH [I0BUIUEHO BETPEOYHO
Hajsarase (riaykoma). T

denma v ioHomH
He napaiiTe ToBa 1€KapcTBO HA JeLd WIH FOHOLLM,



Apyru xexkapcerea u Bezomun
Hndopmupaiite Baivsg iexap win papManesT, ako NPHEMATE, HACKOPO ¢T& NPHEMAITH HITH €
BB3MOXKHO Ja [MPHEMETE APYTH JICKApCTRa.

OcobeHo BaxkHo € na uudopmupare Baiuug jiekap, ako uanosspare:

- JIEKapCTBa KATO KETOKOHA30M, EPUTPOMHLUKH, PHTOHABHD, HEN(PHHABYP, HTPAKCHA30J1, BEPATIAMHII,
JAWITHA3EM U MAPOKCETHH, KOUTO HAMANISBAT CKOPOCTTA, ¢ KOATO Be30MHH Ce 0TAens OT TAIOTO.

~  JpYTH aHTHXOJITHHEPrUYHHM JIEKAPCTBA, 3a0TO €GEKTHTE U HEeXENAaHUTE eeKTH Ha ABeTe
JICKapPCTBA MOXE 1A Ce 3aCWIAT, aKO IPMEMETE ABE JIEKAPCTEA OT €AWH U CHILHA THIT.

- XOTHHEPruuM, ThH KATO T MOXKE Ja HAMMIAT AefcTBUeTO Ha Besommm.

- JIEKApCTBA KATO METOKIOTIPAMMA H LIKM3afIPH]I, KOUTO BOJAT A0 YCKOpsABaHe Ha paboTara Ha
XpaHOCMHIATEIHATA CHCTEMA. Be30MHM MOKe [la HAaMaJIH TEXHHA eeKT.,

- apyrH alpa-Onokepu, Thil KATO TOBA MOMKE Ja JOBE/IE A0 HEXENaHO NOHWKEHVE HA KPLBHOTO
HaJlsiraHe.

- nekapcersa kato OndochoHaTi, KOHTO MOXE Ja IPHAYMHAT Wi 00OCTPAT Bb3naleHHe Ha
XpaHorpoBoja (e3odarur).

Be3omHH ¢ XpaHa # HANHTKH

BesomHu MOxKe [1a ce npueMa ¢ Uiy Oe3 Xpaua, cnopes Bauinte npeanoudTanms.

bpeMennocT, Kbpmene R JepTRAATET
Be3oMHH He € nokazaH 3a NPHIOKEHHUE TIPH HKEHH,

I[Tpn Me3ke ce croOlara 32 abHOPMHA eAKynalug {HAPYIISHUS B e4KyNanuara). Topa o3Hayaea, ue
CEMEHHATA TEYHOCT HE HaITyCka TJIOTO Mpe3 ypeTpara, 8 BMECTO TOBA HARJIH3a B MHKOYHHA MEXYP
{peTporpanya esKyaauun) Wi 00eMbT Ha eAKyJaTa HaMaiABa W/ JIMIICBA (THIICA Ha eKYJIalng).
To3u ¢geroMeH e De3BpeaeH.

logpnpane u paboTa c MAIIHHHA
Be3oMHH MOXKeE Aa NMpEIA3BHKA 3aMagHOCT, 3aMBIJIEHO 3pEHHE, YMOPAEMOCT H HEYECTO - CHHITHBOCT.
AKO ¥MATE TE3H HEXKE/IaHW PEaKilii, He 1odupaitTe U He paboTeTe ¢ MallIUHH.

3. Kak 1a w3nousseare BezomHn

Bunary npueMaiite ToBa JIeKapeTBO TOYHO KaKTO BH ¢ Kazan Bamuat nexap unu dapmanerT. AKo He
CT€ CUYPHH B Hewlo, nonuTtaire Bauia nekap win gapManesT.

MakcuMaTHaTa JHEBHA J034 € eaHa TabneTka, ChabpKalna 6 mg convgpenainy 1 0,4 mg TaMCyno3HH,
NpUETH NMpe3 yeraTa. JlekapcTroTo MOXKE Aa ce npuema ¢ Wik De3 xpaHa, cnoped Bamure
npeanovuranya. He pastpouiasaiite wiu canBKBaiiTe Tabnetkara.

AKO0 CTe H3NOMIBAIN NOBeUe 0T HeoOXDANMATA 032 Besomnn

AKO cTe IpHENH NnoBeue TaleTKH OTKOJIKOTO BH e KazaHo g2 npHemare, HITH aKo HIKOH ApyT
CiTy4aiiHo nipueme Baluute TabneTkH, He3a0aBHO ce CBBpXKeTe 3a ChBeT ¢ Baluua nexap, dapMaueBsT
WTH OONIHHLA.

B cnyua#l Ha Opeposupane Baluust nekap Moxe ga By nane axkTHBeH BbricH; HezabaBHaTa CTOMAIIHA
NPOMHUBKA MOJKE Ja € OT 10133, ako OBJe HanpaBeHa B paMKdTe Ha | yac crieq npenosupane. He
Npeay3BHKBaiTe MMOBPBILAHE.

LUIOCTHO WM YaCTHYHO H3Npa3BaHe Ha NMHKOYHUA MEXYP HIIH 34 OTACJIAHE Ha YPHHA (3
YPpHHA) H/HNH HEXKENAHO NOHMKESHHUE HA KPBBHOTO HAaNATaHE,



AKo cTe NponycHATIH Aa npHeMere Besomun
B3emere Bawata cieasama tabaerka Besomuu, kakro e obudaiiHo. He B3emalite nBoiina noza, 3a 1a
KOMIIEHCHpATe TIPOITycHATaTa TadieTKa.

Axo cte cnpean ppHemMa Ha Besomun
Axo cTe cnped npueMa Ha Bezomuy, Bawinre mbproHaYaTHH OIUIAKBAHKA MOXKE 1A C€ BhPHAT HIH
Browat. BHHATY ce KOHCyITHpaiiTe ¢ Bamus nekap, ako cMATaTe [a COpeTe JTSUEHHUETO.

AKO UMaTe HAKAKBY AOMBIHUTEIHH BRIIPOCH, CBBP3aHH ¢ YIOTpedaTa Ha TOBA JIEKAPCTBO, IONMHTANTE
Bawmus nexap #nu gapManesr.

4. BL3MOKHH HeKeTaHH peakliHy

KakTo BCHYKH JICKapCTBa, TOBA JEKAPCTBO MOKE J1a IPEANIBUKA HEXKETAHH PEAKLIMH, BRIPEKY Ye He
BCEKM I'M [10JTYYaRa.

Hali-cepro3Hara HexenaHa peakiimi, KoaTo € HabmonasaHa HeuecTo (Moxe fa 3acerde a0 1 to 100
ME3KE) 110 BpeME Ha JieueHHe ¢ Be30MHH IpH KIHHMYHH NMPOYYBaHHS € OCTpa 3a/IphiKKa Ha YPHUHa,
KOETO € BHE3aIHA HECNOCOOHOCT Ja ¢€ OTACTH ypHHA, AKO CMATATE, Ue MOKE [Ja UMATE TOBA, BCAHAra
ce KOHCyaTHpaiiTe ¢ nekap. Bue Moxke na uMarte Hy»kza a cripeTe ippeMa Ha BezomHn.

AJNeprudHH peaKliii, KOMTO MOXe A4 HACTBIAT ¢ Bezomuu:

- HEYECTHUTE OE/IE3H Ha alIEprU4YHH PEAKLWH MOKe JIa BKIIFOYBAT KOKeH o0puE (KOWTO Moke fa ©
CBPOAILL) WIH KOIIPUBHA TpecKa (YpTHKApHA ).

- PeAKHTE CHMITTOMHM BKJIFOUBAT OTOK Ha JIMLIETO, YCTHHTE, YCTATa, €3HKA WK FBPIIOTO, KOETO
MOKE Ja IPUYHHH 3aTpyAHECHHUE IIPH CBITAHE WK AWIIAHE (aHTHOENeM ). AHTHOS/IeM € N0KIaBaH
PAIKO ¢ TAMCYJ/I03HH H MHOTO PSAAKO ChC CONMH(pEHALMH. AKO HACTBITH aHTHOeIeM, BesomHu TpsadBa aa
ce cripe He3a0aBHO U [1a He CE 3aI04Ba OTHORO.

AKO HMATE AJIEPrUUECH MPHCTDBI WK TEXKA KOKHA peakiiys (Hanp. obpazyBaHe Ha MEXYpPH H JIIOLICHE
Ha KokaTa), Bue Tpadea na ungopmupare Bawus nekap He3abaBHO H J1a CIIpeTe H3NOJI3BAHETO HA
Bezomun. Tpabea na ce npuiokaT CHOTBETHA TEpanna W MIN MEPKH.

HecTd HEXENARH peakuuu (Moxe Aa 3acerHaT a0 1 or 10 mnxe)

- CyXOTa B yCcTaTa

- 3aMeK

- JIOUIO XpaHOCMIIaHe (AHUCTICINA )

- 3aMasHOCT

- 3aMBIJIEHO 3pEHHE

- yMOpaeMocT (yMopa)

- abOHOMHa esKynanus (HapylieHHe Npu eakynauui). Tora 03HavaBa, ye criepMaTa He HATyCKa
TAJIOTO [PE3 YPETPATa, @ BMECTO TOBA OTHBA B MUKOYHHA MeXyp (peTporpagHa eaxymalHa) HiH
00eMBT Ha eAKyJlaTa ¢ HAMAaJleH WJIH JINNCBA (HapyllcHa eskynauns). To3u peHomen e Ge3BpeneH.
- rafieHe

- KopeMHa 00JKa

JAPYTrH HeYeCTH Hexeand peakunn (Moxe aa 3acersar go 1 or 100 Mmbike)
- CLHIMBOCT (COMHOJICHTHOCT)

- cepbex (npypuryc)

- MH(pEKLHA HA YPHHAPHHA TPaKT, MHQEKIUA Ha MTHKCUYHUAS MeXYP (LIMCTHT)
- BIOLLIEHO YCEIAHE 334 BKYC (JIHCTCY3H)

- CYyXOTa B OUHTE

- CYyXOTa B HOCa

- pednykena Gonecr (racrpo-ezodareanen pednykc)

- CYXO0 I'bpIIo

- cyxa Koxka

- 3aTPYAHEHHA [IPU OTICIAHE HA YPUHA




- HaTPYTIBaHE HA TEYHOCT B AOJIHUTE KpafiHHUIH (OTOK)

- riasobonme

- OBp3H HITH HEPABHOMEPHH ChPASYHH YAAPH ([aJIITUTALHH)

- ycellaHe 3a 3aMagHocT WK ¢iadocT ocoOEHO KOraTo ce H3npassiil (OPTOCTATHUHA XHIIOTOHHS )
- TEYALLl WM 3AITYLIEH HOC (pUHHT)

- oHapUs

- MOBPBLUAHE

- YMOPAEMOCT (aCTEHHA)

Penkd HekeJaHH peakuuH (Moxce 22 3acerdat Ao 1 wa 1000 muixe)

- HATPYIIBAHE HA MO/AMO KOMHYECTBO BTBbPAEHH M3NPAKHEHHA B 1¢6en0To YepBo ((hekanom)
- npynajgaHe (CHHKOI)

- KOYKHa ajeprys, KOsSTO BOJAH A0 OTOK, KOHTO 3acAra ThKaHUTe HETIOCPEACTBEHO IO
[IOBLPXHOCTTA HA KOAaTa (AHTHOSIEM )

Muoro peaxkn HexellaHH pearnuH {(Moxke 12 3acerHart 10 1 wa 10000 mnxe)

- XaTHOLUHHALIHH, OOBPKAHOCT

- AIPErHYHH KOKHH PeakivH (epHTeEMa MYJITHHOPME)

- NMOAB/DKHTENHA H Ooe3HeHa epekius (OOMKHOBEHO HE TIO BpeMe Ha CeKCyalTHa aKTHBHOCT)
(IpHanmu3bM)

- o0pus, Bb3naJIEHHE W 0OpazyBaHe HA MEXYPH IO KOXKATA W/WITH JIMTABHIIUTE HA YCTHHTE,
OYHTE, YCTaTa, HOCHHUTE X0J0B€ H MEHUTAIMHTE (CUHAPOM Ha Stevens-Johnson)

C HeH3BeCTHA YecToTa (0T HAIHYHHTE RAaHHH He MoKe 13 ObAe HANpaBeHa OIeHKA)

- HaMaJieH aneTHT

- BHCOKH HHBA Ha KAJIMH B KPBBTA ( XHIIEPKAJHEMHA ), KOETO MOXKE 1A NPeAW3BHKA Aa0HOPMEH
ChPACUCH PUTHM

- NOBHILEHO HAJIATaHe B ouHTe (T1ayKoMa)

- HePEryJ/sipeH HIH HeoOuuaeH crpacueH puteM (QT yawmkasane, Torsade de Pointes,
[peaACcHPAHO MBXKICHE, ApUTMIA )

- YCKOpPeHa ChpAcuHa YSCTOTA {TaXHKApANs )

- 3aayX (aucmHed )

- M0 BPEME Ha ofIepaliis HA OKOTO 34 MOMBTHABAHE HA nemara (KarapaKra) WiH 3a TIOBHIIIEHO
BBTPCOUHO HausAraHe (rjlayKkoma), 3eHUIaTa (UEPHUSIT Kper' B cpelaTa Ha Bawmieto 0Ko) MoOxke 1a He
YBE/IMYU Pa3Mepa CH KAKTO € HeoOXoanMo. Chillo, UPHCHT (LBETHATA YACT Ha OKOTO) MOXKE Aa ¢
Pa3IIHPH N0 BpeMe Ha OTIepaLiHATa.

- HapyIleHHe Ha riaca

- YepHOAPOOHO HApYLUEHHE

- MYCKYJ/1Ha cabocT

- OBOpevHo HapyLIeHHE

- HapyLIEHO 3peHUe

- KBPBREHE OT HOCA (EMUCTAKCHUC)

Cro0masane HA HEXEJIAHH peaKIHA

AKO NoNy4YHTe HIKAKBH HEXKeJIaHUW JISKapCTBEeHH peakiuy, yBeaomere Bauiug nekap vnu apMaiiesr.
Tora BKII0YBA BCHYKM Bh3MOMXHH HEOMUCAHH B Ta3H JIMCTOBKA HEXENIAHH peakupH. MoskeTe cbilo aa
CHOOIIMTE HEXKENMAHH pPeaKkuMK JUPEKTHO Ype3 H3mbiHuTeTHA areHims 1Mo JekapeTsara yiI. ,, JlaMsH
I'pyes™ Ne 8, 1303 Cogms, Ten.: +35 928903417, yebcaiir: www.bda.bg. Karo crobmasare Hexenanu
PeaKLHH, MOXKETE J1a AQCTE CBOA ITPUHOC 3a [IOTyYaBaHe Ha Nopede HHPOPMALIHA OTHOCHO
0€30MacHOCTTA Ha TOBA JIEKAPCTRO.

3. Kaxk na chbxpausiBate Bezoman

Ha ce ceXpaHgaBa Ha MSCTO, HEAOCTHIIHO 3a Jeria.

He u3nonssaiite ToRa JIEKApCTBO clie]] CPOKa HA FOJHOCT, OTOENs3aH BbPXY KAPTOHEH
uwiu dnucrepa cnen ,, [oaen no:”, CpOKbT HA rOAHOCT OTTOBAPA HA MOCAEHHS JA€H OT
MEcell.




To3u JICKAPCTBCH MPOOYKT HE H3HUCKBA CMELHATHH YCIIOBHA 34 ChXpPaHCHHE.

He M3XBBpIANTE NEKAPCTBATA B KAHAIW3ALUATA HIIH B KOHTelHepa 3a AOMALIHH OTMAIBLIH.
INonuraitte Bawina gapmanert kak 1a H3XBBPIIATE JISKAPCTBATa, KOMTO Bede He H3non3eare. TesH
MEPKH 1€ CMIOMOrHAT 3a ONa3BaHe Ha OKONHATA Cpela.

6. CrILpKAHHE HA ONMAKOBKATA H ZONBLJIHATENHA HHGOpMANHS

Kakso csappixa BezoMAH

- AXTUBHWTE BelllecTBa ca 6 mg conueHalMHOB CYKIHHAT H 0.4 mg TaMCy/I031HOB XHAPOXJIOPH.

- Jpyrute ¢BCTaBKH (ITOMOILHH BelecTBa) ca MaHuton (E421), Mantosa, Makporoi, MarHe3Hes
creapar (E470b), byrumxuapokcuronyeH (E321), kononaen 6e3oaen cunuuues anokcHa (ES51),
xunpomenosa (E464), yepsen xeneszen okcua (E172).

Kak H3TJJICAKAQ Be3zomBu B KaKBoO CbhAbPAKA OIIAKOBKATA

Beszomuu 6 mg/0.4 mg tabneTk# ca KphIiH, YepBeHH (PHIAMHpaHHU TadneTkH, ¢ BAILOHATO penedHo
o3HaueHHe ,,6/0,4”.

BezoMHHU TabneTKH ¢ H3MEHEHO 0CBOOOKAABAHE Ca HAJIMYHH B ONTAKOBKM C ATyMHHHEBH OJINCTEpH,
ceabpanty 10, 14, 20, 28, 30, 50, 56, 60, 90, 100 wumn 200 TabneTkw.

He BcHuk# BHAOBE OMAKOBKH MOraT Aa O0bAaT NycHATH B Mpoaak0a.

TpuTexaTe HA pa3peNIeHHETO 32 YNOTpeba

Astellas Pharma Europe B.V.
Sylviusweg 62

2333 BE Leiden
Huzaepnaugus

IIpon3BoanTEN
Delpharm Meppel B.V.
Hogemaat 2

7942 JG Meppel

Hupepnannus

3a nombJiHUTENHA HH(pOPMALIMA OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHA
PEACTABHUTEIT HA MPHTEKATENA HA paspeiueHueTo 3a ynorpeda.

Jara ua nociemHo nNpepasriiexaane Ha ancropkaras 04/2024




