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Tolmiduo® 40 mg/1.5 mg modified-release tablets
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[IpouyeTeTe BHHMATEJHO UAJIATA JIHCTOBKA, MPE/1H /1A 3all0YHETe 1a IPpHeMaTe TOBA JIeKapCcTBO,

ThHl KaTO TS ChAbPAKA BaKHA 32 Bac nudpopmanus.

- 3ana3zere Ta3u JMCTOBKA. MOe 1a ce HAI0XKH [1a A NNPOYETETE OTHOBO.

- AKO UMaTe HAKAKBHW AOMb/JHUTENHH BbIPOCH, nonuTaiTe Bawius siekap uau apmauesr.

- ToBa nekapcTBO € NpeanucaHo eAMHCTBEHO M JIMYHO Ha Bac. He ro npeorcrbnBaiite Ha apyru
xopa. To Moxke 1a UM HaBpe/Md, HE3aBUCUMO OT TOBA, Y€ MPH3HALMTE HA TAXHOTO 3a0o0sisiBaHe
ca cblMTEe KakTo Baluure.

- AKO NOJIYYHUTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHHU PEaKLMH, YBeaoMeTe Baluus iekap WM
¢apmaueBT. ToBa BKIHOYBA U BCHYKH Bb3MOXKHHU HEXEJIaHH PeaKLMH, HEOMMCAaHU B Ta3H
nuctoBka. Buxkre Touka 4.

KakBo cbaBbpKa Ta3H JIHCTOBKA
KakBo npeacrasnsaBa [0JMHAYO H 3a KAKBO C€ M3I10/13Ba

ks

2. KakBo Tpa0Ba aa 3Haete, npeau aa npuemere ToaMHaAyo

3 Kak na npuemare ToamMuayo

4. BBb3MOKHHU HEXKEJTaHW peakLUuH

- Kak na coxpansasare loamuayo

6. CbabprkaHHe Ha ONAKOBKATa M AOMbJIHUTEIHA HHDOPMaLIUS
1. KakBo npeacrasisBa ToMHIYO0 H 3a KaKBO ce H3M0./13Ba

Toamuayo TabneTku ¢ H3MEHEHO OCBODOIK/1aBaHe ChAbPKa /1B€ AKTUBHH BELIECTBA - TEJIMHCAPTaH U
HHIanamu/.

TeamucapranH npUHAANIEKH KbM Ipyria JIEKApCTBEHH MPOAYKTH, HAPEYEHH PELENTOPHH AHTAarOHHUCTH
Ha aHruoTeH3uH Il. AurnorensuH Il e BewecTBo, 0Opa3yBaHo BbB Baluus opraHu3bM, KOETO
NpeanM3BUKBA CBUBAHE HA KPbBOHOCHHUTE CbHOBE, KATO M0 TO3H HAYHH NMOBHLIABAa KPbBHOTO BH
HangraHe. Teamucapran Os0kupa edexra Ha aHruoteH3uH |l Taka, ye KpbBOHOCHHUTE CH/10BE CE
OTITYCKAT U KPbBHOTO HaJIAraHe ce NnoHW»Kasa.

HUHganaMua npuHaUI€KH KbM AHYPETHLIMTE, JIEKAPCTBA, KOUTO CE€ U3MO/3BAT 3a OTCTPAHsABAHE Ha
BO/A OT TAA0TO. Bbnpeku TOBa, UHAANAMM/L € PAa3/IMUEH OT JAPYrUTE AUYPETHLIH, Thb KAaTO MPUUYHUHABA
CaMo JIEKO YBEJIHYEHHUE B KOJIMYECTBOTO Ha OT/e/ieHaTa ypuHa. B 1onbiHeHHe, HHAanaMmua
pa3lWUpsiBa KPbBOHOCHHUTE Cb0BE, TaKa Y€ KPbBTA NNPEMHUHABA Mpe3 TAX Mo-AecHo. ToBa nomara 3a
MOHWKABAHE HA KPbBHOTO HAJIATAHE.

Toea nekapcTBO € NoKa3aHo 3a HaMaJIsBaHE HAa BUCOKO KPBbBHO Ha/IAiraHe (XUNepToOHHA) MpH
Bb3PAaCTHH. —
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BHUCOKOTO KpbBHO HajiiraHe, ako He ce JIEKyBa, MOX€E /1a YBPe/JAH KPbBOHOCHHUTE CH/10
OpraHa, KOeTo MNnoHsKora Moxe aa 10Bejae /10 HH(PapKT, cbpAaeyHa WU ObOpeyHa He q‘\ﬁ
MHCYAT WM ciaenoTta. OGUKHOBEHO HAMA CUMIITOMM Ha BUCOKO KPbBHO HajisraHe, rped!
HACTBIK yBpexkaaHe. ETO 3a110 € BaXXHO pe1OBHO Ja U3MEpPBATE KPbBHOTO HaJISAraH
NMPOBEPHUTE AAIH € B HOPMAJIHUTE IPAHULIM.




2. Kakso TpadBa 1a 3naere, npeas Na npHemere ToAMHAYO

He npremaiire Toamuayo

- aKo CTE anepruvHH KbM TEIMHCAPTaH, HHAAMaMKA, HAKOH Apyr CYJIPOHAMHAN UK KbM HAKOS
OT OCTAHAIMTE ChCTABKW Ha TOBa neKapcTBO (M3OpoeHH B Touka 6).

- ako cTe OpemeHHa cien TpeTus mecell (n06pe € cullo aa ce u3dsarsa npuema Ha ToAMHAYO B
paHHa OpeMEHHOCT — BHXKTE TOUKa ,,BpeMEHHOCT H KbpMeEHE™).

- aKO MMaTE TEXKKH YepHOAPOOHU NpobneMH KaTo XonecTasa Uitk »ab4Ha o0cTpyKuua (npobnem
C AipeHaXa HA *UTbUYKATA OT YepHHA ApOO W HUTBYHHA MEXYP) HIH KAKBOTO H Aa € APYro TEXKKO
yepHOApoOHO 3abonaBaHe.

- aKo0 CTPaJIaTe OT ChCTOAHME, HApeUeHo HepHoapobHa eHuedanonaTua (AereHepaTHBHO
3a00NABaHe HA MO3bKA).

- aKo cTpaaare oT AHabeT uiu HapyuweHa Ox0peyHa PyHKUYA U C€ NEKYBAaTe C JIEKapCTBO 32
NOHWKAaBaHEe Ha KPbBHOTO HANAraHe, CbAbPXKALLO aTHCKHPEH.

- aKo uMmarte Texko 0bOpeuHo 3abonssaHe.

- aK0O MMATE€ HUCKH HHBA HA KANHH B KPBLBTA.

[IpeaynpexkaeHHA H NpeaARa3HH MEPKH
['oBopeTte ¢ Bawua nekap npeau na npuemere TOIMHAYO, aKO CTPAAATE HIIH HAKOra CTe CTpajanu or
HAKOE OT CllIeJHMTe CHCTOAHUA UK 3abonsasanus:

- b1opeuno 3abonasaHe Uin 61LOpeUen TpaHcNNaHTAT.

- CreHo3a Ha peHaltHaTa apTepus (CTECHABAHE HA KPbBOHOCHHUTE CbA0BE Ha €IMHHA WK HA ABATa
O6bOpeka).

- UepuoapobHo 3abonasane.

- CbpaevHu npobaemm.

- [loBuileHH HMUBA HA aNA0CTEPOH (3aAbpKAHE HA BOAA U COJIH B TANOTO, NPUAPYXKEHO OT
aucbanaHc Ha paznHuHH MHHEPAJTH B KPBLBTA).

- Hucko KpbBHO HanaraHe (XHMNOTOHHUA), KOETO € Bb3MOKHO A4 Bb3HHKHE, aKo CTe
AexuapaTHpaHHi (npekomepHa 3aryba Ha Boaa OT OpraHM3Ma) UNH ako UMaTe HEAOCTUT Ha COJIH,
nopaau Ae€YeHHe ¢ AUypeTHLH (,,00e3B801HABALIH NEKAPCTBA™ ), AHETA ¢ HUCKO ChABPIKAHHE Ha
COJI, AHAPHA WIH MOBPBLUAHE.

- [loenweHu HUBA HA Kanui B KpbBTa BH,

- Jnaoer.
- [loparpa.

["loBoperte ¢ Baniua nexap win papmauesT, npeay Aa npuemere Toamuayo:

- aKo MpHEMATE HAKOE OT CIICAHUTE NEKAPCTBA, H3MOI3BAaHH 33 JIEYEHHE HA BUCOKO KPBBHO
HalgraHe:
- ACE unxuburtop (Hanpumep eHananpui, JH3HHONPKUI, paMHIPHIT), 0CODEHO ako UMaTe

ObOpeuHy npobiiemu, CBLP3aHU ¢ Auader.

- &JIUCKHPEH.
BawiuaT nekap Moxe nepuoavvHo aa nposepapa 6n0peunara Bu ¢yHxums, KpbBHOTO
Hanarate ¥ KONHYEeCTBOTO HA €NEKTPOAUTHTE (Hanp. Kanui) B KpbeTa Bu. Buxre cobluo
HHopMaLMaTa, o3ariaseHa ,,He npuemaitre Tonmuayo™.

- aKO NpHeMaTe QMIOKCHH.

- aKO yceTHTe HaMaleHO 3peHHe unHn Donka B 0k0oTo. ToBa MOXKe 1a ca CHMNTOMH Ha
HATpylBaHe Ha TEHHOCT B ChAOBHA CMOH HA OKOTO (XOPOWJaNneH U3JIUB) UNIH Ha NQBUIUABAHE
Ha BLTPEOYHOTO HaslaraHe ¥ MOrar a ce NOABAT B PAMKHTE Ha 4acoBe 10 copdui.gr JbRegua
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Ha Tonmuayo. ToBa moxe aa aoBene A0 TpaiiHa 3ary0a Ha 3peHHETO, ak e
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Ha MO-BUCOK PUCK Aa pa3BHETE TOBA.
- aKO UMAaTE MYCKY/HH HAPYLUEHHS, BKIMOUUTEIHO MYCKYJIHA Donka, yys
WIH KpaMIiH.



- aKko TpaGBa &a CH HanpaBUTE W3C/IEABAHE, 32 Aa NPOBEPUTE KONKO A0Ope PyHKLHOHHPA
napawuvroBuanara By xuiesa.

loBopere ¢ Batuug nekap, ako noay4yuTte kopeMmHa 00iKa, rajeHe, NO8PbIIAHE HIH AMAPHA CNIEA
npueM Ha Tonmuayo Bauusar nekap we p3eme pelieHrUe 3a No-HaTaTbilHO NeveHHe. He cnupakTe na

(IPHEMATE JEKApPCTBOTO TDJ'[MH,E[}’O CaAMOCTOATCNHO,

Tpabea na ysegomuTe Bawuusg nekap, ako Mmucamre, ye cTe OpemeHHa (M1 € Bb3MOYKHO 1a
3abpemencere). ToaMHAYO HE ce MPenopbYBa B NEpHOAA HA paHHAaTa OPEMEHHOCT H He TpadBa na ce
npueMa cies 3-THa MeceLl Ha OpeMEHHOCTTA, ThH KaTo MOXKe 1a MPHYHHH CEPUO3HO YBPEXKIAHE Ha
Oebero By, ako ce ynorpebasa cnea To3u nepHoa (BHKTE TOUKA ,,bpeMeHHOCT ¥ KbpMeHe™),

B cnyuail Ha onepauus nu aHecrelus, Tpsbsa aa cboOlKnTe Ha Bawins nexap, ue npuemare
Tonmuayo.

TpnOsa Aa cboOWKTE Ha Bawug nekap, ako cTe MManM peakUHH Ha POTOUYBCTBHTENHOCT (KbM
CBET/IHHA).

BawnaT nekap Moxe aa By HazHauu nabopaTopHH u3cnieaBalys, 3a Ja NPoBepH HUBATa HA
enekTpoauTute Bu.

Toamuayo mMoxe aa Obae no-Manko eeKTUBEH MPYH NOHHKABAHE HA KPBBHOTO HANATAHE NPy
YEPHOKOXKH MaLHEHTH.

AKO cMATaTe, Ue HAKOE OT TE3H Hellla MOXKe N2 Ce OTHacd 3a Bac WM aKkO UMaTEe HAKAKBH BBIPOCH
HIH CbMHEHUS OTHOCHO MPUEMA HA TOBA JIEKAPCTBO, KOHCYNTHpaHTe ce ¢ Bawna nexap nnu
¢dapMaLieBT.

llea H }OHOIIH
Ynorpebara Ha TonMrayo He ce npenopbysa 3a Aeua M iHowy noj 18-roanuiHa Bb3pacrt.

JApyrn nekapcersa 1 ToaMHAYO

TpaGea na kaxere Ha Bawua nekap wnv gapMauesT, ako NpMeMare, HaCKOpo CTE NPUEMAITH HITH €
Bb3MOKHO [a NpHeMate ApyTH JlekapcTBa. Moxke 1a ce HANOXKHW BamuaT nekap aa NpoOMeHH 103aTa Ha
Te3M JIEKApCTBA HJIW Aa B3EMe APYrd NpeanazHH Mepkd. B HAKOH ciydan MOXe Ja € HeoDXoauMo na
CHAIpETE NPHEMA HA HAKOE OT JieKapcTBaTa. ToBa ce OTHACsH OCOOEHO 32 JIEKapCTBaTa, NOCOUCHH MNo-
NONy, KOraTo ¢€ M3non3BaTt eAHOBpPEMEHHO ¢ Tonmuayo:

- JlekapcTBa, CbAbPKALUK JUTHH, H3MOJ3BAHH 33 JIEUEHHE HA HAKOW THNOBE AETIPECUS MOPalH
PHCK OT NMOBHULIEHH HMBA HA JIMTHH B KPbHBTA.

- JlexkapcTBa, KOUTO MOTaT Aa MOBHLUAT HUBOTO Ha KaJIMHA B KPBBTA, KATO KANTHH-ChAbPXKALLM
3AMECTHTENH Ha COJITa, KATHH-ChXpaHaBally AMypeTHUH (HIKOU ,,00€3BOAHABALIM JeKapCTBa ™,
Harp. aMWIOPH/, CTHPOHONAKTOH, TpuamTepeH), ACE uuxubutropn (M3non3paHu 3a JjeHeHUE Ha
BUCOKO KPbBHO HAJIAraHE H CbPACUYHA HEAOCTATHYHOCT), peLIENTOPHH aHTATOHHUCTH Ha
aHruotensuH I, HCTIBC (HecTepouaHy npOTHBOBL3NANUTENHH CPEACTBA, HaMP.
aUETUNCATHUMIOBA KHMCE/IHHA WK HOynpodeH), XenapuH, NeKapcTea 3a MOTUCKAHE Ha
HMYHHTETA (HaNmp. UMKJIOCNIOPHH HIH TAKPOAUMYC) H aHTUOHOTHKA TPUMETOMPHUM.

- Juypetrum (,,00€3B01HABALLY JIeKapcTBa™), 0coOEHO aKo ¢€ NMPHEMAT BLB BUCOKH A03M 3a€HO
¢ Tonmuayo, MoraT aa 10B€AAT 10 MpeKoMepHa 3aryba Ha 80Ja OT TANOTO M HHCKO KPLBHO
Hangraie (XMNOTOHUA). ——

- Ako npuemate ACE HHXHUOMTOPH MK anUCKUpEH (BUXKTE CHLUO MHPOPMALIMAT,
,He npremaiite Toamuayo™ u ,JlpeaynpexacHua v npeanazHyd MEpPKH™).

- Hpyru nekapcrTea, KOUTO NMOHKXKABAT KPbBHOTO HAMATMAHE,

- JIMrOKCHH.




- JlekapcTBa, H3MON3BAHH 33 JIEHEHHE HA NCHXHYHK 3a00N9BaHHA KATO AENPECHS, TPEBOKHOCT,
wr3oPhpeHna (Hanp. TPULHMIKINYHY aHTHAECNPECAHTH, AHTHIMCHXOTHYHH 1€KAPCT8a,
HeBpONenTUUH (KaTO AMUCYJINPUL, CYJNNUPUA, CYATONPHI, THANPKI, XaTONEpHAO,
ApOnepuann)).

- Benpuann (M3non3saH 3a ieueHUE HA CTEHOKapausa (rpbaHa xaba), 3abonasane, KOETO
npuurHABa DONKa B I'bpAUTE).

- [lu3anpua (M3n013BaH 3a JIEHEHHE HA HaMaJIeHa NMOJABHAKHOCT Ha XpaHONpPOBOJa H CTOMAaXa).

- Iudemannn (H3NON3BAH 32 JIeYEHHE HA CTOMALWHO-UYPEBHH MPOdIIEMH).

- AHTHOMOTHLIM, U3MOJ3BAHM 33 JleueHHe Ha DaxTepraniy HHdekunu (Hanp. cnapguoKcalluH,
MOKCH(ITOKCAUMH, EPUTPOMHLMH HPE3 HHKEKTHPAHE).

- BHHKaMHH 38 HHXXEKLIHOHHO NPUIOXKEHUE (M3MON3BAH 32 CHMITTOMATHYHO JICUEHHE HA
KOFHHUTHBHH HapylLeHHd MPH Xopa B HanpeaHaNa Rb3pacT, BKAKUHTENHO 3aryba Ha namer).

- XanogaHTpuH (MPOTHBONMAPA3UTHO JICKAPCTRO 3a JICHEHHE Ha HAKOH BHIOBE MaJlapHs).

- [TleHTaMKAYH (M3N0N3BAH 33 N€YeHHUE HA HAKOH BHAOBE NMHEBMOHMUA ).

- AHTHXHCTAMMHH, H3NOJI3BAHHM 34 JIEUEHHE Ha ANePrUHYHH PEaKLHH, KaTO CEHHa Xpema (Hanp.
MH30,1aCTHH, aCTEMH30J1, TepHEeHANHH).

- AmdborepuuuH B upes unwkekTupase (npoTueorsbuM4HMN nekapcrTea).

- KopTHkocTepouau, H3NOA3BAHU 33 JICYEHHE HA Pa3/IMHHH ChCTOAHUA, BIUTHOHUTENTHO TEXKKa
acTMa H pEBMaTOMAEH apTPHT (CUCTEMHO NMPUNIOIKEHHUE).

- CTuMynuMpallii JIAKCATHBH.

- baknodeH (3a neyeHre Ha MyCKyJ1HAa CKOBAHOCT, Bb3HHKBALLA MPH 3a009BaHHA KATO
MHOXECTBEHA CKepo3a).

- AnonypuHon (3a JieueHne Ha nojarpa).

- MetdopmuH (3a neyeHune Ha auader).

- Hoa-chbAbpaKaluy KOHTPACTHH BELIECTBA (M3NOA3BAHH 33 TECTOBE, BKIIOUBALUM PEHTIEHOBH
TBYH).

- Kanuuit Ha TaONEeTKH WK APYTH KanuHeBH 1o0aBky.

- L luknocnopuH, TAKPOAKMMYC WM APYFH JEKaPCTBA 32 NOTHCKAHE HA UMYHHATA CUCTEMA Cle]
TPAHCIMJIaHTalYA Ha OPraHH, 3a Je4eHHE Ha aBTOUMYHHH 3a00n9BaHUA WM TEKKH PEBMATHUYHH
WJIW A€PMATONOrHUYHH 3abonaBaHus.

- TerpakosaxTia (3a nedyeHHe Ha bonecTra HAa KpoH).

- MeTanoH (M3n0J13BaH 3a NeYEeHWE HA MPUCTPACTABAHE).

EdexrsT Ha TonmMuayo moxe na 6nae Hamane, korato ce npuiara ¢ HCIIBC (necreponanu
MPOTHBOBB3MANKTENIHH CPEACTBA KAaTO aLETHICATMLMIOBA KUCEINHA HIH UOYNPOdEH) Wi
KOPTHKOCTEPOHIH.

Toamnayo Moxe Aa yBeaydu €eKTa Ha MOHWKABAHE HA KPBLBHOTO HAATAHE HA APYIH NEKAPCTBA,
H3MOA3BaHH 33 1€YEHHE HA BUCOKO KPbBHO HAISAMAHE WIK Ha JIEKApCTBa C NMOTEHUHAS 33 NOHHXKAaBaHE
Ha KPbBHOTO Hanarade (Hanp. 6axnoden, amudoctuH). OcBeH TOBa, €PEKTHT Ha MTOHHKABAHE HA
KPbBHOTO HaNAraHe MOXe Aa c€ YCHiiu npu ynorpebara Ha ankoxos, 6apduTypaTth, HapKOTHYHU
BELLECTBA WK aHTHAENpecaHTH. Bue MoXke a yceTuTe TOBa KaTO 3aMaHBaHe NMpHU KINpaBsHe.
[TocbeeTraTiiTe Ce ¢ Bawuua nekap, ako € HeoOX0AUMO Ja C€ KOPUripa n03ata Ha APYroTo JIEKapCcTBO,
aokato npueMare ToaMuayo.

TONMHEAYO ¢ XpaHA H AJIKOX0JI

MoxeTe na npuemarte ToaMHAyo CbC UK 6e3 xpaHa.

AJIKOXONBT MOXKE 1a NOHWKH AONBIHUTENHO KPLBHOTO BH HanaraHe W/WiIK Ja NOBHIIK PHCKA Aa
NOYYBCTBATE 3aMaiiBaHe WM NPUMAIABAHE.

bpeMeHHOCT H KbLpMeHe
AKo cTe OpeMeHHa UNH KbPMKTE, CMATATE, Y€ MOXKe Ja cTe OpeMEHHa UMY NNaHKpa

nocbBeTBaliTe ce ¢ Bawiug nekap unu dapmaueBT npeau ynorpedara Ha TOBa AeKa

bpeMeHHOCT




Tpsabpa aa yBeaomute Bawina nexap, ako MHUCIUTE, Ye cTe OpeMeHHa (MK € Bb3MOXKHO 112
sabpemMeHeeTe). Bawuar nekap obMkHOBEeHO e By nocwbeeTBa Aa cnperte na npueMare Toamuayo,
npead Aa 3abpemMeHeeTe WM BeHara ciie]l KaTo HayuuTe, Ye cTe OpeMeHHa H e Bn nocbhreTra na
B3EMETE APYro JeKapcTBO BMeCTO TonmMuayo. Korato OpeMEHHOCTTA € NiIaHHpaHa WK NOTBbPAECHA,
MPEMHHABAHETO KbM ANTEPHATHBHO JieueHHE TPAOBA Aa 3aMoyHe Bb3MOXKHO HAH-CKOpO. TOAMHAYO HE
ce MpenopbYBa B NEPHOAA Ha paHHaTa OpeMEHHOCT U He TpsAOBa Na ce npueMa ciel 3-Ths Mecell Ha
OpEeMEHOCTTA, Thil KATO MOXKE Aa NPHYMHH CEPURO3HO yBpexxaaHe Ha Bawero 0ebe, ako ce ynorpedsasa
CNEA TPETHA MECel, Ha OpeMEHHOCTTA.

KbpMeHe
Kaxkete Ha Bawuua nekap, ako KbpMUTE WU Bb3HAMEPABATE Aa 3aMO4YHETE A2 KbPMHUTE. AKTHBHOTO

BELWECTBO CE EKCKpETHPa B MIAKOTO. TONIMUAYO HE CE€ NpenopbyBa 3a KbpMeELUH MalKy U Bawiuar
nekap Moxke Aa Bu npeanuiie apyro neyeHue, ako xKenaeTe 4a KbpMHTE, 0cobeno ako Battiero 6ebe e

HOBOPOACHO HITH pOoACHO HCOOHOCCHO.

LHiodupane u padora c MAIIHHYN

ToRra n1exapcTBO MOXKE [a MPUUHHH HEXKEIAHM PEaKUHH, Ib/DKALLKY CE Ha MOHHWIKABAHE HA KPBbBHOTO
HaJATaHe, KATO 3aMagHOCT WU yMopa (BHXKTE TOUKA 4). AKO c€ YYBCTBAaTE 3aMasiHH HIH YMOPEHH, HE
wogupaite U He paboTETE C MALIHUHH.

ToaMuayo cbabLpaka JaKT03a H HATPHH
Ako BawmaT nekap Bu € ka3an, 4e uMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, KOHCYJITUpaiiTe ce ¢

Hero, Npead Aa 3anoYyHeTe NPHEMa Ha TOBa JIEKapCTBO.
Tosa nekapcTBo cbabpxa no-manko ot 1 mmol Harpuit (23 mg) Ha TabneTka, T.€. MOXe Ja ce Kaxe,

Yye MPAKTHUYECKH HE ChAbPXKa HATPHHA.

3. Kak na npuemarte Toamuayo

BuHaru npremaiite Topa jieKapcTRO TOHHO KakTo Bu e ka3zan BawusaT nekap unu papmanesr.
KoHcynTHpaiite ce ¢ Bawna nexap win dpapMauesT, aKO He CTE CUIy PHH.

[TpenopbunTennara no3a Toamunyo e enHa tabnerka qHEBHO, 3a NPEANOYHTAHE CYTPHH. [Ipnemaitre
Toamuayo 1o €4HO H CbLULO BPEME BCEKH AEH.

Moxe na npuemare TonMuayo cbe Wnm 0e3 xpaHa. Tabnerkure TpaOBa Aa ce NpHEMAT LEH C BOJA
HaH aApyra 6e3ankoxonHa HanuTka. [{a He ce YynaT iy abBuar.

BaxxHo € na npuemarte Tonmuayo Bceku AeH, aokaro Bawuat nekap He Bu nocsheersa apyro. Axo
cMsTaTe, Ye edhekThT Ha ToNMUAYO € TBbpEe CHIEH WK TBBPAE ¢nad, ropopere ¢ Baluug nekap unu
(hapmatieBT. JleueHHeTO Ha BUCOKO KPbBHO HanaraHe OOMKHOBEHO € 3a Ll XKUBOT.

AKo yepHUAT By apob He QyHKUMOHMpA fipaBrUiIHO, A03aTa Tpabea na ce Kopurupa ot Bawuns nexap.

A K0 cTe IpHE/IH NOBeYe OT HeoOxoauMaTa A03a ToamMuayo
Axo ciyyaiiHo npuemeTe T8bpae MHOIO TabNeTKH, He3abaBHO ce CBbpiKETE ¢ Baluus nekap,
(apMaleBT WNY CMEUIHOTO OTAENEHUE HA HAH-Onu3kaTa bonnuuara.

MHoro ronama no3a TonMuayo MOXe 1a NpUYUHM rajieHe (1o3MBM 3a NMoBpbiiiaHe), NOBPbLIAHE,
HUCKO KPBLBHO HalfaraHe, KpaMiH, 3aMasHOCT, CbHAHBOCT, 00bPKBAHE H NPOMEHH B-KON )
ypuHaTa, npou3eeaeHa ot 6ubpenure.

AKO cTe nponycHA/H Aa npaemere ToamMuayo
Ako 3a0paBHTe Aa NpHEMETE €aHa 1034, HE ce Oe3nokoiTe. BieMere pozara BegHa
CleA TOBa NPOAbJDKEeTE npyHeMa no odbuuailHHA HaYHH. AKO He npveMere Bawara
AeH, B3eMeTe oOuvaliHaTa Ao3a Ha CNeBaLLAA AEH.

He B3emaiiTe nBofiHa n103a, 32 1a KOMIIEHCHpaTe MponycHaraTa A03a.




Ako cTe cnipesn npuema Ha ToaMuayo

Tbil KATO AEYEHHETO 32 BUCOKO KPbLBHO HanaraHe oOMKHOBEHO € 3a uan XKHBoT, Bue Tpabsa na
ropopuTe ¢ Bawivar nekap, npeau ga CnpeTe NpHeMa Ha TOBa JieKapCcTBO.

AKO UMaTe HAKAKBY AOMBJAHHTEAHH BLIPOCH, CBbP3aHH ¢ ynoTpedaTa Ha TOBA IEKAPCTBO, NONKTANTE

Baluusa nexap unu gapMauesr.

4. BBb3IMOKHH HCOXKENAHRR PeaKliHH

KakTo BCHYKH JeKapCTBa, TOBA NICKApPCTBO MOXKE 4 NMpeAH3BHKA HCKC/IAHHU pE€aKLUHH, BBIIPCKH HEC HC
BCEKH I'M MNOJTy4HaBa.

He3abaBHo npexpareTe JieHeHHETO ¢ TOBA JIEKAPCTBO H NOTLPCEeTe MeHINHACKA NOMOIN B

Cay4aii, Ye MOJYYHTE HAKOH OT CJIeAHATE HEXKeJIAHH PeaKUHH, KOHTO MOTraT 43 0bJaT CepHO3HH:

- Cencuc (4ecTo HapHUuaH “OTpaBsaHe Ha KPbBTA ', MPEACTAB/IABA TEXXKA MHDEKLHA C
Bh3MNAIHTENEH NPOLIEC B LANOTO TANO), KOWTO MOXKE 14 € Bb3HMKHA Cly4aiHO WK Aa €
CBBLP3aH C HEM3BECTEH KbM MOMEHTA MEXAHH3bM (peaku: Morar Aa 3acerHar ao 1 va 1 000
AyLIK).

- bbp30 rnoayBaHe Ha KOXKAaTa Ha KpaiHULUTE WIH AWLETO, NOAYBAHE HA YCTHHTE HITH €3HKA,
noJyBaHe Ha JIMraBHLIATa Ha FbPJI0TO WM AUMXATEIHHTE NbTHLLA, KOETO BOAH A0 3a1yX W
3aTpYAHEHO Nperbliuade (aHruoeaeM) (peaky: morart aa 3acerHat ao | Ha 1 000 ayuim ).

Axo Te3un edheKTH He ce JIEKYBAT, Te MoraTt Aa O0baaT daraliHu.

- TexKKH KOMKHH peaKUMH, BKITHOUHTENTHO HHTEH3UBEH KOXKEH 0OpHUB, 3a4eprABaHE Ha KOXaTa f10
LSJTOTO TANO, CHIIEH cbpOek, 0OpasyBaHe Ha MEXYPH, JIIOIIEHE H NIOAYBAHE HA KOXAaTa,
Bb3najieHHe Ha nuraspuute (cuHapom Ha CTUBBHC-/DKOHCHH) WK APYTH anepruyHu
peakUHy (MHOTO peakH: Morar aa 3acerHat 4o 1 Ha 10 000 oyuwn),

- JKuBoTo3acTpawiasallo HapyLeHHe Ha Cbpaev¥HHA PUTEM (C HEM3BECTHA YECTOTA).

- Bu3nanedne Ha maHkpeaca, KOETO MOKe Aa JOBEAE A0 CHHA KOpeMHa Donka H 00/IKH B repba,
NPHUAPYKEHA € YCELaHe 32 CHITHO ODLLO Hepa3nonoxkeHue (MHOro peKH: MOrarT 4a 3acersar ao
| Ha 10 000 aywn).

- 3abonsasaHe Ha MO3bKA, NPHUMHEHO OT YepHOApODHa bonecT (vepHoApOOHaA eHLedanonaTusa) (¢
HEWU3BECTHA HECTOTA).

- Bu3nanenue na uepHus apod (xenatuT) (C HEM3BECTHA YECTOTA).

- MyckynHa cnabocT, KpaMiib, HyBCTBUTEAHOCT UNH Doka ¥ 0cODEeHO, aKO B CHUIOTO BPEME €€
HYBCTBATE 3/1€ UJIH HMATE BUCOKA TEMIepaTypa, TOBA MOXKE [a € MPHUYHHEHO OT HeobHuaeH

MYCKYJIEH pa3nai (¢ HeH3BeCcTHa 4ecToTa).
B13MOKHH HexXe/1aHH peakudn Ha Toamuayo:

YecTu (Morar aa 3acernHat Ao | Ha 10 ayin):

— ACPMATONOTHHYHH ANICPIrHYHH PCAKUUN, TIPEAHUMHO KOXKHH, T1PpH XOpa C
npeapa3inoioKEHHC KbM aJICPruidd H aCTMAaTHYHH PCAKLUHH

— YyepBEH NOBAXrHAT OOpUB MO KoXKaTa
— HUCHK Kanui B KpbBTAa.

HeuecTn (Morar ga 3acernat 0o | va 100 gymmn):
— HHEKLMA HA MUKOYHHTE MbTHILA, HHPEKLUHUS Ha TOPHUTE AUXATENHH TbTHILA
- HaMaJIABaHE Ha YEPBEHH KPLBHU KNETKH (AHEMHA)
— 3ATPYAHEHO 3aCNIUBAHE

- YYBCTBO Ha Tbra {acnpecus)

— NPHNAALK (CHHKON)

— HyBCTBO 34 BUCHE HA CBAT (BEPTHIO)

— OaBeH cbpaeueH puThM (Bpaaukapaus)

— HUCKO KPBBHO HaNAraHe {XUMNOTOHHA), 3aMaifBaHE MPHU U3NpassHe (OpTOC




XHIIOTOHHA )

- 3a4yX, Kawn1ua

- kopemHa Bonka, QMapus, IMCNEncua, NOJyBaHe Ha KopeMa, NOBpPbLUAHE

— yepBEeHH TOYKH MO KOKaTa (fypnypa), cbpdex, NOBULIEHO HINOTABAHE, JIEKAPCTBEH
0dpus

- Oonka B repba, MyCKYJTHA Kpamiti, MyCKYJiHY OONKY (MHaNrug)

— O0BOpeyHO yBpeXKAaHE, BIIIOUMTENHO ocTpa 01n0peuHa HeAoCTaTbUHOCT

- Oonka B repauTe, cnadboct

- MOBHLUEHO HUBO HA KPEaTHHHH B KPBBTA

— BUCOK Ka/IMH B KpbBTA

- HUCKO ChAbPXKAHME Ha HATPHH B KPbBTA, KOETO MOXKE [1a J0BEAE A0 ASXHApATALHS H
HHCKO KPbBHO HAa/IsIraHe

= HMMOTEHTHOCT (HECNOCOOHOCT 32 MOJy4aBaHe WU NOJAbPXKaHE Ha EPEKLHA).

Peaxu (Morat aa 3acerHat 4o | Ha 1 000 ayuu):

— MOBHLIARAHE HA HAKOW DeNn KpbBHU KNeTKH (€03MHODUIIHA)

— HUCBHK OpOoi Ha TpoMOOUUTHTE (TPOMOOUHTONEHNUA)

— TEXKa ajiepriuHa peakums (aHadunakTH4YHa peakuna)

— anepruyHa peaxuua (Hanp. oopue, cbpbeXx, 3aTpYIHEHO JHLLAHE, XPHITOBE, MO1YBAHE
Ha JTULETO)

— YYBCTBO Ha TPEROKHOCT

— yMopa, rjaBobo/IHe, MpaBy4KaHe {napecTe3ns)

- CLHITHBOCT

— HapyLIEHO 3PpEHHE

~ YCKOPEH CbpREUEH PUTHM (TaXHKapaud)

~ rajeHe (NoBIUrade), 3anek, Cyxora B ycrara, AMCKOMQOPT B KOopema, HapylUeHHe Ha
BKYCa (QMCrey3us)

— HapylieHa YyepHoaApobHa QYHKLUHA (ANOHCKKTE MAUMEHTH Ca NO-CKJIOHHM 4a Noay4ar
TE€3H1 HEXKENAHH peaklHH)

- €K3ema, 3aYepBABaHe Ha KOKaTa, KONPHBHA Tpecka (YPTHKApHS), TEKbK NE€KapCTBEH
obpue

- Ooska B craBuTe (apTpanrua), dbonka B KkpaiiHuk, 601Ka B CYXO0XHIHATA

— rpunononobHo 3adbonasaHe

— HaMaNeH XeMOornoduH (KpbBEH NPOTEUH)

— MOBHLIEHH HHBA Ha NHKOYHA KHCENMHWHA, BEIECTBO, KOETO MOXKE Aa NPHYHHU HIN
B/1OUIH noaarpa (bone3HeHH CTaBu)

— MOBHILUEHH HURA HA YepHOAPOOHH eH3MMH WK KpeaTrhH ocPOoKHHA3A B KPLETA
— HMCKH HHBA Ha KpbBHAaTa 3axap (Npy nauMeHTH ¢ auaber)

— HHCKO CbAbPXKAHUE HA XJTOPHI B KPbBTA,

~ HHCKO ChAbPXXAaHHE HA MarHe3uit B KPbBTA.

Mmuoro peaxkn (Morat aa 3acerdart o | Ha 10 000 aywuu):
— arpaHyJOLUTO3a, aMIaCTHYHA aHEMHUS, XEMOJTHTHYHA AHEMHS

— HaMansiBaHe Ha OenuTe KPbBHU KNETKH, KOETO MOXE 13 NPHYMHH HEODACHHUMa TpEeCKa,
Bb3MAACHO I'bPAO WM APYTH IpUNONOA00HU CHMITTOMM (NEBKOTIEHHA )

— HApYWEHHKA HA CHPACHHHUA PUTHM (NPUUMHABALLMY ChpLueDHeHe, ycellaHe 3a TYNTEeHe Ha
CBHPLIETO)
— UMa CLOOLEHHUA 32 NPOTPECHBHO CpacTBaHe Ha OenoapodHaTa ThKAH (MHTEPCTIRW

TenMHUCcapTaH ¢ Oun npyuHHaTa
—~ BHCOKO HHBO Ha KalllHi B KPbBTA.

C HeuM3BeCTHA 4eCcTOTA (OT HAIMUYHHTE JaHHH He MOXKe Aa Obae HanpaBeHa OLEeH
— KBCOrNEACTBO (MUONKA)



— 3aMBIJIEHO 3PEHHE, 3PUTENHO YBpeKAaHe

— HaMaJIEHO 3pEHME WK DOJIKa B OYMTE NOPaAH BHCOKO HANAraHe (Bb3MOXHH NPH3HALM
Ha HaTpPyNBaHE HA TEMHOCT B CbAOBHSA CJI0M Ha OKOTO (XOPHOHAANEH H3JIUB) HIIH OCTpa
3aKPUATOBIBJIHA I1ayKoMa)

— abHopmHo EKI -npocneaasade Ha cbpleTo

- CHCTEMEH JTYTyC epUTEMaToec (BUA KonareHoBo 3abonsaBaHeE) MOXKE [a CE BJOLUN

— peakUHH Ha GOTOYYBCTBUTENTHOCT {IPOMAHA BbB BHHILHHA BH Ha KOXKAaTa) cien
H3naraHe Ha CiabHUE WK U3KyCTBeHH UV A nbun

— NOBHLLIABAHE HA HUBATA HA KPbBHATA 3aXap NpH NauMeHTH ¢ AWader

— KWHTECTHHANEH AHMHOEEM: NMOdYRAHE HA YEPBATA, NPOABABALLO CE ChC CHMNTOMH KaTo
KopeMmHa 00/1ka, raaeHe, NOBpblUaHe U AKapH4, ce CbolLwana caea ynorpebara Ha
CXOAHHU NPOAYKTH.

Cro0ImaBane Ha AEXKE/IAHH peakKUHHA
AKO NOJIYYHUTE HAKAKBH HEXXENAHH IEKAPCTBEHU peaKUuH, yBeaomere Bawuna nekap wnu ¢gapmaunesrt,

Tora BKIOUBa BCUHKH Bb3MOXHH, HEOTIMCAHH B Ta3M JTHCTOBKA HeXKeNlaHUW peakuuu. Moxkere ¢bLio na
CbOOULIHTE HEXETaHM peakUHH AUPEKTHO Ype3

U3nbnHWTENHa areHuuMs no JieKapcTeaTa

yn. ,,Jamau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiiT: www.bda.bg
Kato cbobliaBaTe HexenaHH peakiuMd, MoXKeTe Ja AafieTe CBOA NPUHOC 3a NMoJyYaBaHe Ha MOBEYE

HH(bOpMElIJ,HH OTHOCHO D€30MacHOCTTa HA TOBA JCKapCTBO.

5. Kax na cexpaaaBare ToamMuayo
Jla ce cbxpaHsaBa Ha MACTO, HEAOCTHITHO 34 ACLA.

He u3non3saitte TOBa JIekapCTBO C/IE€ CPOKA HA rOAHOCT, OTOENA3aH BbPXY KapPTOHEHATA ONMakoBKa H
oaucrepa cnea “I'oaen n0:”. CpoxbT Ha rOAHOCT OTTOBaps Ha MOCIEAHHA AEH OT MOCOYEHUA MeceL.

l]a CC CbXPAaHABA B OpUI'HHANIHATA ONIAKOBKa, 34 [a CC NMpCArna3n OT CBCTIIHHA H Bhara.
Tosa ACKAPCTBO HEC H3HUCKBa CICUHANIHA TEMINNICPATYPHH YCITOBHA HA ChbXPaHCHHCL,

He HSKB'bpﬂﬂr‘lTe JICKapCTBaTa B KaHalU3aLlnuATa Wi B I{GHTeFIHEpa 3a JOMAaUlHH OTTaabLH.
[lonuraiite Bawusa cl)apmaueBT KakK [Ja H3XBBPJIATE JEKAPCTBATA, KOUTO BEUEC HE H3NOJJI3BATE. Te3wu
MCPKH LIE CNIOMOFHAT 34 Ofd3BaHE€ HAa OKOJIHaTa Cpca.

6. CoabpKanHe HA ONAKOBKATA H JO0NbLJHHTEIHA HHPOPMALIHA
Kaxso chanpxka Toamuayo

- AKTHBHHTE BEILECTBA Ca TEIMUCAPTaH (telmisartan) W uHaanaMuA (indapamide).
Toamuayo 40 mg/1.5 mg TabaeTku ¢ u3MeHeHO ocBobOXKNaBaHE
Bceaka Tabnerka ¢ m3MeHeHO oCcBObOKAaBaHe ChabpKa 40 mg TenMucapTaH ¥ 1,5 mg
HHaANaMUA.
Tonmuayo 80 mg/1,5 mg TabneTku ¢ M3MEHEHO OCcBODOXKAaBaHE
Bceska tabnetka ¢ usMeneHo ocsoboxaaBaHe coabpxka 80 mg renmMucapTaH
WHAANaMUA.
Hpyrure cbeTaBkH (MOMOLUHH BELECTBA) Ca: TAKTO3a MOHOXHAPAT, MEriny
XHApokcu, nopuaoH K30, MUKpOKpHCTaNHA LEeayn03a, KpockapMenosa Ha
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XHIMPOMEN03a, konouaeH He3BoaeH CHIULMER JHOKCUA U KapOomepH. BrokTe Touka 2
,» JOJIMHAYO CBhABLPIKA JIAKTO3a W HATPHIA™.

Kak miraexaa ToaMuIyo H KAKBO ChAbPKA ONMAKOBKATA

Toamuayo 40 mg/1,5 mg TabneTKU ¢ HIMEHEHO OCBOD0XK/IABAHE

JIByCnoiHK, ABOHHOUIMbKHAMH, NPOALATroBaTH TadbneTku. EAMHUAT cito# Ha TabneTkaTa € OpaHXKeB,
Ha netHa. JIpyrusaT cioit Ha TabneTkara € 641 10 kaheHHUKAaBO XbJITEHUKABO 041, Ha NETHA, MapKHUpaH
¢ TI1.

Pazmepu Ha Tabnerkara: npubausutenHo 18 mm x 8 mm.

Toamuayo 80 mg/1.5 mg TabneTk ¢ H3MEHEHO OCBODOXKAaBaHE

JiBycnoitHu, ABOHHOU3NBKHANY, NPOABLATroBaTH TabneTk. EAMHHAT cnok Ha Tabnerkara e
kadeHHKaBO *bIT, HA NeTHA. JipyrusT ciioi Ha TabneTkara e 0451 10 KadeHHKaBO )KBJITEHUKABO O,
Ha netHa, MapkupaH ¢ TI12.

Pazmepu Ha Tabnerxara: npubansurento 18 mm x 8 mm.

Toamuayo ce npeanara B KAPTOHEHH KYTHH, ChIbPIKaAUIH:

- 10, 30, 60, 90 n 100 TabneTku ¢ W3MEeHEHO oCcBOOOXKAaBaHE, B OnuncTepu.

- 14, 28, 56, 84 u 98 TabneTku ¢ H3MeHEeHO ocBOOOXKAaBaHE, B ONMCTEPU, KaeHaAapHa
ONaKoBKa.

He BcHuYKK BHIOBE OMAakKOBKM MOraTt Ja 0baaT AyCHaTy Ha nasapa.

IlpuTexaren Ha pa3pemIeHHETO 32 ynoTpeda
KRKA, d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, CioseHus

IIpouzsoanuTesi(H)
KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnoseHus
TAD Pharma GmbH Heinz-Lohmann - Strafle 5, 27472 Cuxhaven, ['epmanus

Tosa JekapcTBO € paipeiieHo 3a ynorpeda B IbpkaBaTe — YWieHKH HA EBponelickoTo
HKOHOMHY€CKO NPOCTPAHCTBO NOJ CJeIHHTE HMEHA!

Crpana-ujieHka HanMeHOBAHHE HA JIEKAPCTBEHHS NPOAYKT

YHrapus Texolmid 40 mg/1,5 mg moédositott hatéanyagleadasn tabletta
Texolmid 80 mg/1,5 mg modositott hatébanyagleadasu tabletta

bbarapus Tonmuayo 40 mg/1,5 mg rabnetku ¢ usMeHeHo ocBodboOKAaBaHe

Tonmuayo 80 mg/1,5 mg TabneTku ¢ H3aMeHEHO OCcBOOOKNaBaHe
Tolmiduo 40 mg/1.5 mg modified-release tablets
Tolmiduo 80 mg/1.5 mg modified-release tablets

Kunsp Tolmiduo 40 mg/1,5 mg diokia eAEyYOpEVIIG AROOECUEVONG
Tolmiduo 80 mg/1,5 mg dioxia EAEYYOUEVIG ATOGEGUEVOTIG
[ epmaHus Telmicor-Inda 40 mg/1,5 mg Tabletten mit verdnderter

Wirkstoftfreisetzung
Telmicor-Inda 80 mg/1,5 mg Tabletten mit verdnderter
Wirkstofttreisetzung

EcTonus Tolurindo
XbpBaTHa Tolurindo 40 mg/1,5 mg tablete s prilagodenim oslolad
Tolurindo 80 mg/1,5 mg tablete s prilagodenim os ;/ & 11 i
JlaTBus Tolurindo 40 mg/1,5 mg modificétas darbibas tal @ V<
Tolurindo 80 mg/1,5 mg modific€tds darbibas tal Tg
Jlutea Tolmiduo 40 mg/1,5 mg modifikuoto atpalaldaw
Tolmiduo 80 mg/1,5 mg modifikuoto atpalaidavimy




[lonwa Tolurindo

[TopTyranus Tolurindo

PymbHMS Tolmiduo 40 mg/1.5 mg comprimate cu eliberare modificata
Tolmiduo 80 mg/1.5 mg comprimate cu eliberare modificata

CnoBakus Tolupind 40 mg/1,5 mg tablety s riadenym uvolfiovanim
Tolupind 80 mg/1,5 mg tablety s rnadenym uvolnovanim

CrnoBeHus Tolupind 40 mg/1,5 mg tablete s prirejenim sproS¢anjem
Tolupind 80 mg/1.5 mg tablete s prirejenim spros¢anjem

JlaTa Ha nmocJieIHO npepa3sr/iexaaHe HA Ta3H JHCTOBKA:
24 Auyapu 2025

[ToapobHa uHopMalMs 3a TOBa JIEKAPCTBO € NnpeAocTaBeHa Ha yeOcaiita Ha U3nbanurenna AreHuus
no JlekapcrBara (MAJI) http://www.bda.bg.




