JlncroBka: undopmanus 3a norpeduTeNs

Tolura 80 mg Tadnerkn
tenmucaptas (telmisartan)

IIpoyereTe BHUMATEIHO LAJIATa JIMCTOBKA, IIPEIH 1A 3all0YHeTe a IpHeMaTe TOBA JIEKapcTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOKH J1a S IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBU JOIBJIHUTEIHU BBIIPOCH, oNuTaiTe Bamms nexap nnu dpapmanesT.

- ToBa y1ekapcTBO € IPEeANNUCaHO €IUHCTBEHO U JIMUHO Ha Bac. He ro npeorcTenBaiite Ha 1pyru
xopa. To Moke Aa UM HaBpeau, He3aBUCUMO Y€ MPHU3HAIMTE Ha TIXHOTO 3a00JsIBAHE Ca CHIIUTE
KakTo Bammre.

- AKO TIOITyunTe HAKaKBU HEXEJaHU peakuy yBeaomere Bamus nexap i papmanest. ToBa
BKJIFOYBAa U BCUYKH Bb3MOXXHH HEKCJIaHU pCaKlIMU, HCOIMMCAaH! B Ta3U JIMCTOBKA. Bmxte Touka

4.

KakBo cbabpika Ta3u JUCTOBKA!

Kakso mpencrasmnsBa Tolura u 3a kakBo ce H3M0OI3Ba

Kakso TpsiOBa na 3naere, npenu aa nmpuemere Tolura

Kak na npuemare Tolura

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansBare Tolura

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wdE

1. Kakso npeancrasiasipa Tolura u 3a KakBo ce M3I0J13BA

Tolura npuHaaIexu KbM KJIac JeKapCcTBa, M3BECTHU KaTo aHTHOTeH3MH 11 penentopau OoKkepH.
Amnruvorensut Il e BemectBo, 00pa3yBaHo BbB Baiust oprannzbsm, KOETO IIpeJU3BUKBA CBUBAaHE Ha
KPBBOHOCHHTE CBJIOBE, KaTO TI0 TO3W HAYHH TOBUINABA KpBBHOTO Bu Hansarane. Tolura 6mokupa
edexTa Ha aHTHOTeH3UH I, Taka 4e KPbBOHOCHHUTE CHJIOBE CE€ OTITYCKAT U KPHBHOTO HAJISITaHE Ce
MTOHMKaBa.

Tolura ce u3noJI3Ba 3a JiedeHNe Ha €CEHIIMAIHA XUIIEPTOHUS (BUCOKO KPHBHO HAJISITAHE) IPU
Bb3pacTHU. “EceHunanna” o3HayaBa, 4e BACOKOTO KPbBHO HAJIATaHE HE € MPUYUHEHO OT APYTrO
3a0oIsBaHe.

AKO HE ce JIeKyBa, BUCOKOTO KPHBHO HAJSITAaHE MOXKE J1a YBPEIH KPHBOHOCHHUTE CHIOBE B PEIUIA
OpraHu, KOeTO TIOHSKOTa MO Jia JIOBEJIe /10 Chp/ieueH NMH(APKT, ChpaeyHa ik 0b0peuHa
HEJ0CTAaThYHOCT, MO3bYEH MHCYIIT WK ciiernoTa. OOMKHOBEHO MPH BUCOKO KPBBHO HaJISITaHE HIMa
CHMITTOMU TIPEIU Ja Bb3HUKHE yBpexkaane. [lopaam ToBa € BaXHO PEIOBHO Ja c€ U3MepBa KPHBHOTO
HaJIsiraHe, 3a J1a Ce MPOBEPH J1ajli TO € B HOpMaJIHU IPaHUIIN.

Tolura ce u3mos3Ba chbINo 32 HaMaSIBAHE HA ChPICYHOCHIOBUTE UHIIUACHTH (T.€. ChpACYeH
MHQAPKT WK MO3bYCH YJap) MPH Bb3PACTHU C PUCK NOPaIN HaMaJIeHO HIH OJIOKHPAaHO
KPBBOCHA0/IIBaHE HA ChPLETO MJIM KpaKaTa, Uil MPEeThPIe MO3bUYEH yaap, UiIH C BACOKOPHCKOB
nuabet. BammsT nekap Moxe 1a Bu napopmupa, ako UMaTe MOBUIIEH PUCK OT Bb3HUKBAHE HA TAKHBA
WHITUICHTH.

2. KaxBo TpsadBa na 3Haete, npeau Aa npuemete Tolura

He npuemaiite Tolura

- aKo CTE aJepPruYHM KbM TEIMHUCapTaH WM KbM HIKOS OT OCTaHAJIUTE ChCTAaBKH HAa TOBA
JeKapcTBO (M36pOEHH B TOUKA 6).

- aKko cte OpeMeHHa ciell TpeTust Mecell (1o-x1o0pe € na n3bsreare ynotpedara Ha Tolura u B
paHHa OPEMEHHOCT - BIDKTE TOUYKa ,,bpeMeHHOCT™).
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- aKO MMaTe TeKKH YEPHOIPOOHH ITPOOIEMH KaTO X0JIeCTa3a WiId JKIbuHa 00CTpyKIHs (TIpodiieM
C IpeHaXka Ha )KIIbUKATa OT YePHUS APOO U KITBYHUS MEXYP) WU HAKAKBO JIPYTO TEXKKO
yepHOAPOOHO 3a00MsIBaHe.

- aKo MMare JuadeT Wi HapylieHa ObOpeyHa (PYHKIUS U Ce JICKYBaTe C JICKapCTBO 3a
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChABPIKAIIO ATUCKUPEH.

Tpsi6Ba na kaxxere Ha Bamus nexap win ¢papmaneBt, npeau aa npuemere Tolura, ako Hskoe oT
TrOpETOCOUYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

Ipexynpexnennsi u NpeAna3sHu MePKU

['oBopete ¢ Bamust nekap, npeau aa npuemere Tolura, ako cTpagare wim HIKOra CTe CTPaaid OT

HSKOE OT CIICTHUTE CHCTOSHHUS HIH 3a00ISIBaHI:

- 0B0peuHo 3a00sBaHe UK ObOpevHa TPaHCIUIAHTALIUS

- CTeHo3a Ha ObOpeuHara aprepus (CTeCHsIBaHE Ha KPbBOHOCHUTE CHJIOBE HA €AMHUS WIH Ha
nBata OBOpeKa)

- YepHOAPOOHO 3a00MsIBaHE

- chbpAedeH npobieM

- NOBUIICHN HUBA Ha AIIOCTEPOH (3aabpKaHe Ha BOJA U COJIH B TSUIOTO, IPHIPYKEHO OT
nucOananc Ha pa3TUIHA MUHEPAIX B KPBBTa)

- HUCKO KPBBHO HaJsIraHe (XUIIOTOHUS), KOETO € Bb3MOYKHO Jla Bb3HUKHE, aKO CTe
JexuapaTupanu (IpekoMepHa 3aryba Ha BoJia OT OpraHu3Ma) WiId UMaTe HeIOCTUT Ha COJIH,
HaIpUMep MOpajy JIEYeHUE ¢ JUypeTHIr (00e3BOTHABAIIN TaOJIETKH), TUETa C HICKO
ChAbPIKAHUC Ha COJI, JUapUA UJIN IMOBPBHIIAHC

- MMOBHUIIIEHN HMBA HA KaJauil B KpbBTa

- nnaber

I'oBopere ¢ Bammst siexap, npeau aa npuemete Tolura:

- aKo TMpuemMare JUrOKCHH

- aKo IpHueMare HJIKOe OT CIETHHUTE JIEKapCTBa, U3I0I3BaHHU 32 JICYEHHE Ha BUCOKO KPBBHO
HaJIAraHe:
- ACE uHXuOuTOp (HanmpuMmep eHaaIpwil, JJU3UHOIIPHII, PAMUIIPHUIT), 0COOEHO aKo UMaTe

0B0peuHH mpoOIeMu, CBbP3aHu ¢ Tuader

- AIMCKUPEH.
Bammst nexap Moxxe nNepuoAMYHO J1a MpoBepsiBa ObOpeuHara Bu QpyHKIMS, KppBHOTO HaJlsITaHe
Y KOJIMYECTBOTO HA €NIEKTPOJIUTUTE (HArp. Kanuii) B KppBTa Bu.
Bwxre cpiio napopmarusTa, o3ariasena ,,He npuemaiite Tolura®.

['oBopere ¢ Bamms nekap, ako mosydnte KopeMHa O0JIKa, rajieHe, MOBPBIIAHe W THapUs ClIe]|
npueM Ha Tolura. Bammsr siexap me B3emMe perieHre 3a no-HaTaThIIHO JiedeHne. He cnmpaiite na
npuemare JiekapcTBoto Tolura camocTosiTenHO.

Tps0OBa na kaxxere Ha Bamms siekap, ako cmstaTe, 4e cTe (WIK € Bb3MOXKHO J1a cTe) OpemeHHa. Tolura
HE ce MpernopbuBa B paHHa OPEeMEHHOCT U He TPs0Ba Aa ce MprueMa Ciiell TPETHs Mecell OT
OpeMEeHHOCTTa, Thil KATO MOXE CEPHO3HO Jia yBpenu Barero 0ebe, ako ce U3I0JI3Ba B TO3H MEPHO/T
(BmwxTe Touka bpemennocr).

B ciy4aii Ha onepanust wim yrnolika, TpsOBa J1a kaxxere Ha Bamust ekap, ue npuemare Tolura.
Tolura moxxe 1a 061 IO-MaJIKO €EKTUBHA TIPH NOHIKABaHE Ha KPHBHOTO HAJISTAHE TPH NALUCHTH
oT aypoaMePHUKAHCKH ITPOU3XO/.

Jlena u roHOIIN

He ce npenopbuBa ynorpedara Ha Tolura mpu aeria 1 oHOIIU 10 18 roguHm.

Jpyru aekapcerBa u Tolura
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Tps0Ba na kaxere Ha Bamms nexap uim GapManesT, ako pueMare, HACKOPO CTe PUEMAaITH HITH €
BB3MOXKHO JIa TIpreMaTe JpyTH jJekapcTBa. Moxke Ja ce HaloKy Bammsr jiekap 1a mpoMeHH o3aTa Ha
TEe3M JISKapCTBa WK Ja B3eMe JPYTH Mpeana3Hu Mepku. B HKoH cirydan MOKe Jla € He0OXOIHMO Ja
crpeTe mpreMa Ha eJHO OT JieKapcTBaTta. ToBa ce oTHacs 0coOeHO 3a JIEKapcTBaTa, MOCOUYEHH TM0-
JIOITy, KOTaTo ce M3MoJ3Bat exHoBpeMeHHo ¢ Tolura:

- JlexapcTBa, ChaBbpKAIIN JINTHI, N3MIOI3BAHM 32 JICUEHUE Ha HIKOHM BHJIOBE JIETPECHSI.

- JlekapcTBa, KOUTO MOTaT /a TIOBUILIAT HUBOTO HA KaJlii B KPbBTa KaTO KaJIHii-ChIbpKaIlIn
COJIEBH 3aMECTHTENH, KaJHi-ChXPaHIBAIN INyPETUIH (HIKON 00€3BOTHIBAIIN TaOJIETKH ),
ACE naxuburtopu, anrunoteHsuH Il perenropuu 6imoxepu, HCIIBC (Hecteponnam
MPOTHBOBB3MAIUTEIHU CPEICTBA, HAPUMEP aCUPHUH WK HOynpodeH), XxernapuH,
MMYHOCYTIpECOpH (HanprMep LUUKIOCIIOPUH WM TaKPOJIUMYC) U aHTHOMOTHKA TPUMETOIIPUM.

- Huypetnnute (06e3BogHABAIIN TaOJIETKH), 0COOEHO aKO Ce IMPHeMaT BbB BUCOKH JO3H 3a€HO C
Tolura, Morar ia 1oBeaaT 10 MpeKOMepHa 3ary0a Ha Bojia OT OpraHu3Ma U HUCKO KPBBHO
HaJsraHe (XUIMOTOHUS).

- Axo nipuemate ACE WHXHOUTOD WM aJMCKUpEH (BIXKTE CHIO MHPOpPMANHUATA, O3ariiaBeHa ,,He
npuemaiire Tolura™ u ,,IIpenynpexaeHust U MpeanasHu MEpKHu™).

- JUTOKCHH.

EdexrsT Ha Tolura moxe na 6v1e HamaneH, korato ce npuinara ¢ HCIIBC (aectepouman
MPOTUBOBB3MAIUTEIIHU CPEICTBA, HAIPUMED aCIIUPUH WU HOYNPO(EH) W KOPTUKOCTSPOUIH.

Tolura Mmoxke 1a yBemHUM MOHIKABAIOTO KPHBHOTO HaJsTaHE ICHCTBUE HA IPYTU JIEKapCTBa, KOUTO
Cce M3II0JI3BAT 3a JICUeHHE Ha BUCOKO KPHBHO HANATAHE, MM Ha JIEKapCTBa C MOTEHIMANT 3a
MOHW)KaBaHe Ha KPbBHOTO HajsraHe (Harmpumep 6aknodeH, amudocTrH). OCBEH TOBA MOHMKABAHETO
Ha KPPBHOTO HAJSITaHE MOXKE J1a C€ YCHIIX TIPH yIoTpeda Ha anKoxoil, 6apOuTypaTH, HApKOTHIHN
BEII[ECTBA WM aHTHAETIPEeCaHTH. Brue Moke 1a yceTuTe ToBa KaTo 3aMaiiBaHe IpH n3npassHe. TpsoBa
Jia ce mochBeTBare ¢ Bammms jiekap, ako € He00X0AUMO Jia Ce KOPUTHPA J103aTa Ha JPYroTo JIEKapCcTBo,
nokaro mpuemare Tolura.

BpemeHHOCT U KbpMeHe

BpemenHoct
Tps6Ba nga kaxxeTe Ha Bamms inekap, ako cMsTaTe, 4e cTe (WIl € Bb3MOXKHO J1a cTe) OpeMeHHa.

OO6ukHOBeHO, BamusT niekap e Bu mocbBeTBa ja npeycraHoBute npuema Ha Tolura npeau na
3a0peMeHeeTe WM BeHara oM pasbepere, ue cre OpeMeHHa 1 e Bu mochBeTBa 1a mpuemMate Ipyro
nekapcTBo, BMecto Tolura. Tolura He ce mpemoprYBa B paHHA OPEMEHHOCT M HE TPsOBA J1a ce puema,
aKo cte OpeMeHHa cJie]l TPETHsI Mecell, Thil KaTo MOXKe CEpHO3HO Ja yBpenu Bamero 6ebe, ako ce
W3M0JI3BA CIIe]l TPETUSI Mecel] OT OPEMEHHOCTTA.

Kspmene
TpsOBa na kaxere Ha Bamus nekap, ako KbpMHUTE WM UMaTe HaMepeHue Ja kepmute. Tolura He ce

npenopbyBa Ha MallKu, KOUTO KbPMSIT U Bamusr iekap Moxe ja Bu Ha3Ha4uu Apyro JieueHue, ako
HCKaTe 13 KbPMHUTE, 0COOCHO ako Bariero jete € HOBOPOACHO HITH € POJICHO MPEKICBPEMEHHO.

Hlopupane u padora ¢ MAlLIMHU

Hsxou xopa Mo>ke /1a moirydyaT HexellaH! PeakIui KaTo MPUIaJIbK WIH CBETOBBPTEK (BEPTHUTO),
korato mpuemar Tolura. Ako monyunTe TaKuBa HEKETaHU peakinu, He modupanTe u He paboTeTe ¢
MallluHH.

Tolura cbpabpska jgakrTo3a, copouTtos (E420) u naTpuii.
Axo Bammar nexap Bu e xazai, e mMaTte HEITOHOCHMOCT KbM HSKOH 3aXapH, CBBPKETE CE C HETO,
Mpeau 1a IPUEMETE TO3U JIEKapCTBEH MPOAYKT.

Toga sekapcTBO ChABPKA 299,7 mg copOouTON BBHB Besika TabieTka. CopOUTOIBT € M3TOUYHUK HA

¢bpykroza. Ako Bamwsr gekap Bu e ka3aj, 4ye vMaTe HEITOHOCUMOCT KbM HIKOHU 3aXapH wiu Bu e
MOCTaBCeHA MArHO3a HACEICTBCHA HEMOHOCUMOCT KbM (pykTo3a (HFI), psako renetnano
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3a0oJsiBaHe, MPH KOETO XOpaTa He MOTaT Jia pa3rpaxkaar GpyKTo3aTa, ToBopere ¢ Bamms nekap npeau
Jia IpreMeTe Wi 1a Bu Obje pritokeHo ToBa JIEKapCTBO.

ToBa nexkapcTBO ChabpIKa MO-Manko oT 1 mmol HaTpuii (23 mg) Ha TabieTKa, T.e. MOXKe J1a Ce Kaxe,
Ye [IPAKTUYECKU HE ChIbPrKa HaTPUH.

3. Kaxk na npuemare Tolura

Bunaru npuemaiite ToBa 1ekapcTBO TOUHO KakTo Bu e kazan BamusaT nekap. Ako He CTe CUTYPHHU B
Hello, nonutaiTe Bammus nexap unu gpapmanesT.

[Ipenopbunrtennata n1o3a Tolura e equa tabnerka qHeBHO. OnuTaiiTe ce 1a mpremMare TadjaeTKara no
€/IHO U CBIIO BPEME BCEKH JIEH.

Mosxe na npuemare Tolura cbe win 6e3 xpana. TabneTkuTe TpsIOBa Ja ce MOTITBINAT I , C MAJIKO
BOJIa WK Jpyra Oe3aiKkoxonHa HanuTka. BaxHo e n1a nmpuemare Tolura Bceku eH, qokaro Bammst
nekap He Bu mochBeTBa apyro. Ako edextst Ha Tolura Bu ce cTpyBa npekaieHo CHIICH WK cliao,
roBopere ¢ Bamms nexap wim papmanesT.

3a neyeHne Ha BUCOKO KPBBHO HaysiraHe oOndaiiHara 1o3a Tolura 3a moBeueTo nmaueHTH e eHa
Tabnerka 40 mg BEeHBHK AHEBHO, 3a J]a C€ OCUTYPH KOHTPOJI Ha KPHBHOTO HAISTaHE 3 MIEPHOJ Hall
24 qaca. Benpeku ToBa, moHsAKora Bammar ekap Moxe J1a mpenopbya mo-Hucka mo3a — 20 mg
JTHEBHO HMJIM TI0-BUCOKa 1032 — 80 mg aueBHO. Tolura Tabnetku He Morar jia ObJatT pa3ieiisaHH,
CJIEIOBATEITHO TE HE Ca MOJXOSIIN 3a IPUIOKEHUE ITPU MAIIUEeHTH, KOUTO Ce Hy>KAasAT OT 103a OT
20 mg TenmMucapTaH. 3a Te3U MAIMEHTH ca HAINYHYU €KBUBAJICHTHHU IIPOIYKTH ChC ChIIAaTa aKTHBHA
cberaBka. Kato npyra Be3amoskHoct, Tolura moxxe 1a Obe npriarana B KOMOMHAIHUS C THYPETHLIN
(oTBOmHSsIBaIIM TAOJIETKH) KATO XUAPOXIOPOTHAZH]I, 32 KOMTO € JOKa3aHO, Y€ MMAT JOMbJIHUTEITHO
MOHM)KABAIIO KPBBHOTO HAJISTaHe JAeHCTBIE P mprioxenue ¢ Tolura.

3a HamassiBaHe Ha ChP/ICYHOCHIOBUTE MHIIMACHTH oOnvaiiHaTta n03a Tolura e eqna tabnerka 80 mg
BEIHBX JJHEBHO. B HayasnoTo Ha nmpoduinaktuuHoTO Jedenue ¢ Tolura 80 mg TpsioBa yecTo na ce
npocieasBa KPbBHOTO HaJIsTaHe.

Axo Bammst uepen 1po6 He QyHKIIMOHHMpa MPaBUITHO, O0MYaifHaTa 71032 He TPsIOBa Jia Ha/IBUIIIaBa
40 mg BeTHBXK THEBHO.

AKo cTe pueau MoBeye oT HeodOxoauMara no03a Tolura
AKo ciy4aiiHO IpueMeTe TBBbpJIe MHOTO TabJIETKH, CBBPIKETe ce He3abaBHO ¢ Bamus nexap,
(apmaneBT UM ¢ Hali-OJIM3KHUS LEHTHP 3a CIEIIHA ITOMOLII.

AKko cte npomycHaJu aa npuemere Tolura

AKO cTe mpoITyCcHaJM Jla MpUeMeTe eIHa 71033, He ce Oe3mokoiiTe. Bzemere mo3ara BemHara mom ce
CETHUTE U CIIe/] TOBA MPOIBIDKETE MpreMa 1o 00M4aliHus HauuH. AKO He npuemere Bamrara Tabierka
CBINMUA JICH, B3eMeTe oOnuaiinara J103a Ha ciiejBaimus aeH. He B3emaiiTe qBoiiHa 7034, 3a 1a
KOMIIEHCHpATE NPOIyCHATUTE UHANBUAYAIHU T03H.

AKO UMaTe HAKaKBH JIOTTBIHUTETHN BBIIPOCH, CBBP3aHU C yIOTpebaTa Ha TOBA JIEKAPCTBO, MOJIS
nonuTaiTe Bamms nekap winm Gapmanest.

4, Bb3MOKHH HeKeJTaHU peakuuuun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKC [1a NPCAU3BHUKA HCIKCIAaHU PCAKIIUU, BBIIPCKU Y€ HC
BCCKM I'l ITOJTy4aBa.

Hsxou HexxenaHu PE€aKIMu MOXKe 1a €Ca CEPUO3HU U 1a UBUCKBAT He3a0aBHO JIeUeHHE.
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Tpsa6Ba na moceTute He3abaBHO Bamms nekap, ako MOTyduTe HIKOH OT CICTHUTE CUMIITOMH:

Cericuc* (4ecTo HapHyaH ,,0TpaBsHE Ha KPBBTA“ — TEXKKa MHPEKIUS C Bh3MAIUTEIICH MTPOIIEC B ISUIOTO
Ts1J10), OBP30 TOyBaHE Ha KOXKAaTa U JIMTABUIIUTE (AHTHOSEM); T€3U HEXKEIAHU PEaKIMU Ca PEIKU
(morar na 3acernat qo 1 va 1 000 mymm), HoO MHOTO cepro3HU. [lanmenTuTe TpPsIOBa /1a IPEYCTAHOBAT
npreMa Ha JICKapCTBOTO M He3a0aBHO Jla ce KOHCYJITUpAT ¢ TEXHHS JieKap. AKO He ce JICKYBarT, Te3:
peakiuu Morar ja ObaaT (aranHu.

Bb3MokHE HeskeJaHu peakuun Ha Tolura
YecTy HeXenaHu peakiuuy (morart a 3acersar o 1 gHa 10 gymm):

Hucko xpbBHO HansiTaHe (XUMOTOHUS) TIPY TAIIMEHTH, JIEKyBaHH 32 HaMallIBaHEe Ha
CHPACYHOCHIOBUTE UHITUICHTH.

Heuectu Hexxenanu peakunu (Morat Aa 3acerHat g0 1 Ha 100 gymm):

Nudexuy Ha MUKOYHNATE TBTHINA, HHPEKINH HA TOPHUTE JUXATEITHH TBTHIIA (HAIPUMeEp BH3MAJICHO
I'bPJIO, BB3MAJICHN CUHYCH, ITPOCTY/1a), HamMajieH Opoi Ha YepBeHUTE KPBBHU KIIETKH (aHEMUSI),
MTOBHIIIEHU HUBA HAa KaJIUH, 3aTPyIHEHO 3aCIIMBaHe, YyBCTBO 32 Thra (Aempecwsl), MpUNaabK (CHHKOII),
YyBCTBO 32 BUEHE Ha CBSAT (BEPTHUTO), 3a0aBeH CchpieUeH IyJic (Opaaukapans), HICKO KPBBHO
HaJIsAraHE (XI/IHOTOHI/ISI) IIpyu NalqMCHTH, JICKYBAHU 3a BUCOKO KPBbBHO HaJIATaHE, 3amaiiBaHe npu
U3MpaBsiHe (OPTOCTATUYHA XUIIOTOHHMS), 3ayX, KalllJINIa, KopeMHa 0oKa, Auapus, 0oJka B Kopema,
ra3oBe, MMOBpPBIIIaHe, ChPOEXK, MOBUIICHO MMOTOOT/EINSIHE, IEKapCTBEH 00pHB, 00JKa B T'Hp0a, MYCKYIIHA
CrHa3Mu, MyCcKyJHa 0onka (Muanrus), 0b0pedHo yBpexkIaHu (BKIIOYUTEIHO ocTpa ObOpedHa
HEIOCTATHYHOCT), OOJIKA B TPBIHHS KOIII, YYBCTBO 32 c1ab0CT ¥ MOBUIIIEHO HUBO HA KPEaTUHHH B
KPBBTA.

Penku HexxenaHu peakimu (Morart ga 3acersat o 1 Ha 1 000 gymm):

Cericuc* (4ecTo HapHyaH ,,0TpaBsHE Ha KPBhBTA™ - TEIKKA HHPEKIUS C Bb3MATUTEIICH MPOLIEC B ISUIOTO
TSJI0, KOSITO MOJKE J1a JIOBEJIE 10 CMBPT), YBEJIMUEH Opoil Ha onpeeneHu 0eslu KpbBHU KIETKU
(eozuHOGDMNNS), HAMaJIeH OpOH Ha TPOMOOIUTH (TPOMOOIIUTOIICHHS ), TEXKKA AIEPriUuHa PEaKIIus
(aHa¢mnakTUYHA peakiys), aNepruiHa peakius (HanpuMmep oOpuB, CbpOexk, 3aTPyTHEHO JTUIIIAHE,
XpUITEHE, OyBaHe Ha JIMIIETO WIM HUCKO KPHBHO HAIATaHe), IOHW)KEHN HUBA HA KpbBHA 3axap (Ipu
NalKueHTH, OOJTHHU OT AUAOET), TPEBOKHOCT, CHHIMBOCT, 3pUTEIHNA CMYIIEHHS, YCKOPEH Chp/cUeH
nyJc (Taxukapaus), CyxoTa B ycrara, TMCKoM(pOpT B KopeMma, HapylIeHHe Ha BKyca (JUcrey3usi),
HapyLIeHNs Ha YepHOApoOHaTa (pyHKIMS (TI0-BEPOSTHO € Ta3H HEXKEJNaHa Peakuys J1a ce MOsSBU IPpH
NAIMEHTH OT SIIOHCKH IIPOM3X0.), ObP30 NOAYBaHE HAa KOXKATa U JINTABULIUTE, KOETO MOXeE Ja JOBE/E
JI0 CMBPT (aHTHOEJIEM, BKIIFOUUTEITHO C (haTalieH N3X0J), ek3eMa (KOXKHO HapyllleHHe), 3a4epBsiBaHe Ha
KO’KaTa, KOTPUBHA Tpecka (YPTUKapHs), TEXBK JIEKapCTBEH 00pHB, O0JIKa B CTaBUTE (apTpaiTusi),
0oJKa B KpallHUK, 00JIKa B CyXOXXHJIMATA, TPUIIONOJ00HO 3a00JsIBaHe, TOHIKEH XeMOTJI00UH (KpbBEH
MPOTEWH ), TIOBUIIIEHO HUBO HA MMMKOYHA KHCEJIHHA, TOBUIIIEHN YePHOIPOOHN €H3UMHU WIIA KPEeaTHH
¢dochoknHaza B KpbBTa, HUCKY HABA Ha HATPUI.

MHoro peaku Hexenanu peakiuu (Moratr aa 3acerdat g0 1 #a 10 000 jmymrm)
IIporpecuBHO BB3HHUKBAHE HAa CpAaCTBAHUSA 110 OenonpoOHaTa ThKaH (MHTEPCTUITHATHA 0eI0pooHa
Oomect)**,

Hexenanu peakiiny ¢ HEM3BECTHA YeCTOTA (OT HAJTMYHUTE JaHHHM HE MOXe Jia Objie HalpaBeHa OLCHKa
3a 4eCToTaTa):

WHTecTHHANCH aHTHOEIeM: TIO/TyBaHe Ha YepBara, MPOsBSIBAIIO CE ChC CHMIITOMH KaTO KOPEMHA
0oJika, TajieHe, MOBPbBIAHEe U JUapHsl, Ce ChoOIIaBa ciiel yroTpedaTa Ha CXOIHHU MPOYKTH.

* CrOUTHETO MOKE Ja € cnyqaﬁHa HaxoAKa UK a € CBbP3aHO C HCTIO3HAT 1O MOMCHTA MCXaHU3BM.

** Ciayyad Ha IPOTPECHBHO Bh3HHKBaHE HAa CPacTBaHUsA 10 Oe101po0OHaTa ThKaH ca ChOOIaBaHH 110
BpeMe Ha IIPUEM Ha TeIMUCApTaH. BbIpeku ToBa, He € U3BECTHO JAIIU MPUYUHATA € TeJIMHCAPTaH.

Cpo0maBaHe HA HesKeJIAHU PeaKIIun
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AKO TIOJTyYnTe HAKaKBU HEXEJIaHU JIEKAPCTBEHH PEaKINH, yBeqoMeTe Bamms nexap win apmaieBT.
ToBa BKIIIOYBa BCHYKH BH3MOYKHH HEOTIMCAHH B TA3W JINCTOBKA HEXKEIAHU peaknru. MoXkeTe ChIo aa
CHOOLINTE HEXENAaHU PeaKMK AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChoOIIaBaHe, MOCOUeHa B
[punoxenune V. Karo cro0maBare HexkenaHU PeakLuy, MOXETe J1a 1aIeTe CBOS MPUHOC 32
MoJTydaBaHe Ha MoBedue HHPpOpManusa OTHOCHO 0€30MTaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Tolura
Jla ce chxpaHsBa Ha MSCTO, HEJOCTHITHO 32 Jelia.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOJHOCT, OTOEIA3aH BEPXY KAPTOHEHATA ONAKOBKA M
osmuctepa cien “T'onen mo:/EXP”. CpokbT Ha TOJHOCT OTrOBapsi Ha TOCIEIHUS JICH OT TTOCOYCHUS
Mecell.

[a ne ce cpxpansBa Hax 30°C.
Jla ce cpxpaHsBa B OpUTHHAJHATA OMAKOBKA, 32 J1a C€ MPEATNa3h OT CBETIIMHA.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3alMATa WIM B KOHTEMHEpPA 33 JOMAIIHU OTHaAbIIH.
[ommmratiTe Bamms dhapmMarieBT Kak ga U3XBBPIATE JIEKapCTBaTa, KOUTO Bedye He u3momn3pare. Te3n
MEPKH 1€ CIIOMOTHAT 34 ONa3BaHe Ha OKOJHATa Cpefa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopMauus

Kaxkso cbpabp:xa Tolura

- AKTHBHOTO BEIIECTBO € TenMucapTaH. Besika Tabnerka chabpika 80 mg renmMucapTaH.

- Hpyrute cberaBku ca moBuaoH (K30), MeriiyMuH, HaTpHEB XUAPOKCH]I, JTAKTO3a MOHOXHIPAT,
copouron (E420) u maruesueB creapat. Bukre Touka 2 ,,Tolura chabpixka jgakTo3a, COpOUTOIN
(E420) u natpwmii®.

Kaxk m3riaexaa Tolura n kakBo cbabp:ka OMaKOBKATA
Tolura 80 mg ca Genu 10 moyTH GeITH, ABOWHOM3ITbKHAIH Ta0JIeTKH ¢ (hopMa Ha KariCyJiu.

Tolura ce npeyiara B 0JIMcTepy B ONAKOBKH, Chibpxaiiu 14, 28, 30, 56, 84, 90, 98 wiu 100 TabieTku.
He Bcuuku BHIOBE OMAKOBKK MOTAT J1a OBJaT MyCHATH Ha ma3apa.

IMpuTexaTes HAa pa3pelIeHHETO 3a yHoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHus

IIpounsBoguten

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ClioBeHus
KRKA-POLSKA Sp. z 0.0., ul. Réwnolegta 5, 02-235 Warszawa, [Tomia
TAD Pharma GmbH, Heinz-Lohmann-Stralie 5, 27472 Cuxhaven, I'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaIH/I}I OTHOCHO TO3H JICKAPCTBCH MPOJAYKT, MOJI CBBPIKETC CC C JIOKAJITHUA
MNpEACTABUTCII HA TPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

KRKA Belgium, SA. UAB KRKA Lietuva

Tél/Tel: + 32 (0) 487 50 73 62 Tel: + 370 5 236 27 40

Buarapus Luxembourg/Luxemburg

KPKA Bwarapus EOO/] KRKA Belgium, SA.

Ten.: + 359 (02) 962 34 50 Tél/Tel: + 32 (0) 487 50 73 62 (BE)
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Ceska rvepublika
KRKA CR, s.r.o.
Tel: + 420 (0) 221 115 150

Danmark
KRKA Sverige AB
TIf: + 46 (0)8 643 67 66 (SE)

Deutschland
TAD Pharma GmbH
Tel: + 49 (0) 4721 606-0

Eesti
KRKA, d.d., Novo mesto Eesti filiaal
Tel: + 372 (0) 6 671 658

Elrada
KRKA EAAAX EIIE
TnA: + 30 2100101613

Espaiia
KRKA Farmacéutica, S.L.
Tel: + 34911 61 03 80

France
KRKA France Eurl
Tél: + 33 (0)1 57 40 82 25

Hrvatska
KRKA - FARMA d.o.o0.
Tel: + 38516312 101

Ireland
KRKA Pharma Dublin, Ltd.
Tel: + 3531 413 3710

Island

LYFIS ehf.

Simi: + 354 534 3500

Italia

KRKA Farmaceutici Milano S.r.l.
Tel: + 39 02 3300 8841

Kvbmpog
KI.PA (PHARMACAL) LIMITED
TnA: + 357 24 651 882

Latvija
KRKA Latvija SIA
Tel: + 371 6 733 86 10

Magyarorszag
KRKA Magyarorszag Kereskedelmi Kft.
Tel.: + 36 (1) 355 8490

Malta
E.J. Busuttil Ltd.
Tel: + 356 21 445 885

Nederland
KRKA Belgium, SA.
Tel: + 32 (0) 487 50 73 62 (BE)

Norge
KRKA Sverige AB
TIf: + 46 (0)8 643 67 66 (SE)

Osterreich
KRKA Pharma GmbH, Wien
Tel: + 43 (0)1 66 24 300

Polska
KRKA-POLSKA Sp. z 0.0.
Tel.: + 48 (0)22 573 7500

Portugal

KRKA Farmacéutica, Sociedade Unipessoal Lda.

Tel: + 351 (0)21 46 43 650

Roméania
KRKA Romania S.R.L., Bucharest
Tel: + 4 021 310 66 05

Slovenija
KRKA, d.d., Novo mesto
Tel: + 386 (0) 1 47 51 100

Slovenska republika
KRKA Slovensko, s.r.o.
Tel: + 421 (0) 2571 04 501
Suomi/Finland

KRKA Finland Oy
Puh/Tel: + 358 20 754 5330

Sverige
KRKA Sverige AB
Tel: + 46 (0)8 643 67 66 (SE)

I[aTa Ha MOCJICAHO MpepasrjeKaaHe Ha JUCTOBKaTa

HO,I[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKaApPCTBO € MPEAOCTAaBCHA Ha ye6caﬁTa Ha EBpOHefICKaTa arcHuus

1o JiekapcTBata http://www.ema.europa.eu/.
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