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Mons npouerete UaNaTa AUCTOEKa BHMMATENHO, npeml fia 3anovHeTe fAa
ApuemMare NeKapcrBoTo.
» [lasere nucroBkaTa, 3al0TO MOXE fig Ce HaJIOXKM A8 A NPOoYETETE OTHOBO.
e AKO UMare AOMb/IHUTENHM BbNpocK, Monsi o6bpHeTe ce KbM Bawus nekap
uny hapmalesT.
» ToBa nekapcrso e npeanucadoe IMMHO 3a Bac. He ro gasaiite Ha apyrn nuua,
3318070 MOXE fa UM HaBpeny, AoOpU aKo KWMat CbLUWTE CUMMTOMM KaTo
Bawmure.

ChAbpxaHue Ha JINCTOBKAaTa

1.Kakeo npeacrasnsisa Beporanua EP 240 mg v 38 KakBO C& U3F0/13B8a
2. Kakeo Tpsabsa ga snaeTe npean ynorpebata Ha Beporanug EP 240mg
3. Kaxk ga usnosizeaTte Beporanug EP 240nyg

4. Bb3aMOXHN HEeXXeNnaHn NeKapcTBHY peakLmn

5. Kak ga cexpansBate Beporanng EP 240 mg

6. JonbaHntenysa uadopmauus

Verogalid® ER 240 mg prolonged-release tablets
(Verapamil hydrachloride)

Beporanui ER 240 mg tabnerTky ¢ YAbRMXEHO ocB0oboxaaBake
BepanaMun Xxvapoxaopua

Cuecrae

fexapcreeHo BeujecTso: Verapamil hydrochloride 240 mg B 1 tabnerka c yABXEHO
ocBoboxaaBaHe.

lfomMoiyHK BeljecTsa: HATPMEB anruHaT, MUKPOKPUCTaHa Uenynosa, NOBWACH,
Martesunes creapar, ouseTutTen YS-1-7006 (unct), ousetuten Y-5-12577 (AKbit).

Tabnetkun C yankeHo ocsoboxaaBate — dnakoHu X 30, x 100,
Bancrepu ¢ 10 tabnetku x 1, X 3,

fipouseoguren u Mputencaten Ha PazspewmeHnero 3a Ynorpeba
IVAX Pharmacaeuticals s.r.o0., Ostravska 29, 747 70 Opava-Komérov, Czech

Republic

1. KAKBO ITPEACTABJNISIEA BEPOTANNE ER 240 mig W 3A KAKBO CE
N3NOri3BA

BepanaMun XWAPOXJOPWA OrpahHuyaBa HaB/IM3AHETO Ha Kasnuusa B KIETKUTE Ha
CbAOBatTa Fhajka MycKyfnaTypa Ha apTepuMuTe ¥ B KNETKUTE Ha MuUoKapaa. Toil
nhelicTBa ole 8bpXY NPOBoAHAaTa CUCTEMa Ha CbpueTo. Bharofapenue Ha TE3U CBOM
eeKTH BepanamuieT Ce usnosisBa 3a NPeAOTBPaTABAHE= Ha-, [IPUCTLIN  Ha
cTeHoKapaus, Npu HapylleHus Ha CbpAeyvHMA PUTEM U B yqau Ha BMCOKO KPbBHO
HansiraHe. JiekapcTBeHata ¢opMa NO3B0/sBa B@‘b«’ ocaoﬁomp,qsal—le Ha
FIEKapCTBEHOTO BEILeCTBO, KOETO BOAW HO MNo-ps %nﬁnemane Ha»-;q aTta Ha
npoaykra. ; -




JlekapcTBeHuAT NPOAYKT C& M3non3ea 3a JIeYeHWe Ha Bb3PacTHU C BMCOKO KPbBHO
HansraHe (XMNepToHys) 1 3a ALArOCPOYHA Teparis U NPeBeHUMs Ha NPUCTLNUTE Ha
aHrmHa NexKTOpUC, KaKTO K 32 HOPManusupaHe Ha CbPAEYHMA DWTLM WIKN 3a
HaMma/iigBaHe Ha CbpPASYHATa 4YecToTa B Chy4ali Ha YCKOpeHa KaMepHa 4Jectota u
NpeAcbpAHO MbXAEHE.

2. KAKBO TPSiBEBA [AA ZHAETE NMPEAM YNOTPEBATA HA BEPOTAJIUA ER
240 mg
He ynorpebsieaiite Beporanupg 240 mg ako:
* UMaTe TEXKW HapylleHns Ha PYHKUNSTa Ha NABaTa CbpAeyuHa KaMepa;
uMarTe HUCKO KPbBHO Hanaraxde (CMCToNnuyHo Hanarake nog 90 mmHg);
umaTe 3abaseH nync (nync nog 50 yaapa/MMH. npesM 3arnouyBaHe Ha
nevyeHueTo);
UMaTe YCIoXHEH MUoKapaeH MHDapKT;
nMate cuHOpPoMa Ha BOSTHUS CUHYCOB Bb3e;
nMaTe TEXMKN Hapywerun oT IL 1 I crened Ha IpoBeXaaHeTo Ha UMNYCUTe
OT [peficLpAMATa KbM KaMepuTe Ha cbpueTo (cuHoaTtpuaned AV 6a0k IT n 111
CTeneH);
e aKo CTe anepruvHy KbM JEKapCTBEHOTO BELWecTBO, WX HAKoe OoF
MOMOLYHHUTE BEECTBa;
ako cre 6peMenta W 0cobeHo npes MbLPBOTO TpUMeceyne.
ako Kbpmute. Kbpmeneto Tpsbea ga ce nNpeycraHoBM TNC BpeMe Ha
yrnoTpe6ara Ha Beporanua ER 240mg.

MpogykTsT He TpsibBa Aa ce npunara Apy Aeua v Mragexky nog 18 rofMiHa Bb3pacT.

fMpuemaiite Beporanng ER 240 mg ¢ NOBMINEHO BEMMaKHNE, aKO!
s« CTpagate oT 4yepHoppobHo 3abonseadHe. B Takes cnydyai npuemaitre
NEKapCcTBOTO CaMo NP HafiMyne Ha MHOMO CEPUO3HK NOKazaHnA.

NpueM Ha Beporanna ER 240 mg ¢ Xpaky ¥ HanUTKY
He e npenopbyuTeNiHO NPUEMaHEeTO Ha MasHW XpaHu No BpeMe Ha npuema Ha
HekapcrsoTo.

BpeMeHHKoCT

Beporanug ER 240 g He Tpabsa ga ce npuema no speme Ha bpeMeHHocrT, ocobeHo
npes NbLpPBOTO TPUMEeceUHe.

MNMocoeeTBakiTe Cce ¢ Bauna nekap wnn dapmauesT npean ynotpebtata Ha KOETO U Aa
€ JIeKapcTBo.

KepMeHe

Toi kKaTO BepanaMuAa NPeMUHaBa B KbpMaTa, KbpMeHeTo TpsbBa Aa ce npeycTaHoBk
1o BpeMe Ha yrnoTpebata Ha Beporanug ER 240mg.

MoceeeTRaiTe ce ¢ Baliua nekap unv hapmauesT npean ynotpebraTta Ha KOeTo 1 Aa
& NIEKapcTBeo.

IodhupaHe 1 pabota C MalIMHN
Beporanuz ER 240 mg moxe ocobeHo B HEYanoTo Ha fIeYeHneTo, 43 AOBEAE 1O BUSHE
Ha8 CBST W YMOpPa, KOUTO HebnarornpuaATHO f[a MOB/AWAST AeliHOCTH, M3UCKBaWn
NOBUILEHO BHMMaHWE, KOOPAWHMpaHEe Ha ABUXEHWATA |1 B3eMaHeTo Ha 6bp3Kn
pewtenns (Hanp. wodupare Ha MOTOPHW NPEBO3HH epe.uc:'rBa, pa60'ra C MaluHK,
paboTa Ha BMCOKW MecTa n Ap.). Tesu AeWHOCTU M
cornacueTo Ha Bawmng nekap.




MpweM Ha apyru AeKapcTEa

Edekrute Ha Beporanua ER 240mg v Ha ApyrY, €AHOBPEMEHHO NPUEMaHn Nekapcrsa
MOXe Aa cu B3awMofeWcTBaT. 3aToBa, uHdopMupaliTe Baluus snexkap 3a BCUMUKK
NekapcTsa, 0TNYCKaHW N0 NeKapcKo npeanucadue win 6e3 peuenTa, KOMTO BaemaTe
B MOMEHTa Wan tie s3emare. AKO HAKOI Apyr nekap Bu npeanuiite wau nipenopbya
Apyro J1ekapcTBo, uHbopMupalite ro, ye seve B3emarte Beporanng ER 240 mg. Npeau
Aa 3ano4HeTe Aa B3eMaTe ApPYro IeKapcTeo, OTNYCKaHo 6e3 peuenTa, egHoBpeMetHo
¢ Beporanug ER 240 mg e Heobxoanmo pa ce nockBeTBate ¢ Bawwms nekap. Ako
npuemarTe BepanaMnsi efHOBPeMEeHHO C aHTHXUNEPTeH3VBHWY CpeicTBa (Nekapcrea
NOHWXaBallll BMCOKOTO KPbBHO HanAraHe), aHTMapUTMUYHK CPEACTBa M HAKOW
aHecTeTuUM MoXe Aa ce Habnlopasa NPoAL/MKUTENHO MOHMXEHME Ha KPbBHOTO
HanaraHe W HapyileHus Ha cbpgedHata dyHkuus. VHTpaBeHo3HU Beta-6rnokepu
(3nonseaHn 3a sieueHne Ha CbpAEYHYN 3a60/19BaHUs) He TPA6Ba Aa ce npunarart Ha
nauueHTn eKyBaHy C BEpanamMwi, nopaau yab/KasaHe Ha BpEMETO Ha NMpoBeXaaHe
Ha MMMNYACUTE OT NpeAChRAWsTa 40 KaMepuTe Ha ChpLeTo, KOeTo MOXEe fia A0Bede A0
W3pazeHo MNOHWXXEHME Ha KPLbBHOTO HasiAraHe, 3abaBaHe Ha nNyJsica U ChbpAeuHa
HeAOCTaTLYHOCT. JIeKo NoBUILIEHWE Ha HMBaTa Ha AMFOKCUHA MOXe fa ce Habnwaasa
npu efHOBpPEeMEHHO JleyeHne C AWMIOKCMH, KOeTo OBUKHOBEHO HAMa KAWHWYHO
3HayeHue, AKO MMa HSIKaKBW NpusHauy Ha AUFMTaNnucoBa TOKCHYHOCT (3aTpyAHEHo
XpaHocMuiaHe, HapyleHust Ha LBETHOTO BAaHe, MU3paseHO cbpuebueHe) e
HeobxoanMo pa noTbpcute HesabasHo ieKkapcka NoMoLl.

Monsa, whdopmupaiite Bawmns nekap wan GapMauesT, ako Hanocneabk cre
npuemanu KakeoTo 1 Aa e APYro IEKapcTeo, AOPU OTiyCKaHo 6e3 peueriTa.

3. KAK BA MTPUEMATE BEPOTANNE ER 240 mg
TouHaTa go3uposra TpsOBa Aa 6bA4e onpeaensHa BUHAM OT Jiekap.

Bucoxko KpeBHO HansraHe
Jleuennero o6MKHOBEHO 3ano4yBa € Npuaarade Ha j03a oT 1 TabneTka C YALJIKEHO

oceoboxnasane Beporanug ER 240 mg cyTpuH no Bpeme Ha xpaHede. Mo HUcKa
HauanHa posa ot 1/2 Tabnetka (120 mg) Beporanava ER 240 mg ce npunara npu
NauueHTy C HUCKO TEeNECHO TerAo v Npu nauMeHTy ¢ YepHoapobxk Hapylueuns. MNpu
TE3U NALUEHTHU MOCTEREHHOTO MOHWXaBaHe Ha KPbLBHOTO HansraHe e ocobeHo
xenatenHo. EdeKkTsT Ha npoaykTta ce Habnwogasa 1 ceamuua cnen 2anoyBaHe Ha
JIeUeHNEeTo. AKO He ce NOCTUrHe XenaHusa ed@exT cnel To3n nepuos, A03UTe MOXe Aa
ce noBuwaT ot Balung nekapao 2 TabneTky, Kate BTopaTa ce npueMa cnep 12 yaca.

HapyuteHns Ha CbLpACYHMUS DUTHEM UM CTEHOKBPANSA

Manonsesa ce cbhilarta AOC3MPOBKa, KAGKTO B CaydauTe Ha BUCOKO KPBBHO HanAraHe.
Cnepn KOHCynATauusa ¢ neKap, MoXe fa ce npueMe rno-BMCOKa [03a NpPU UCXemus Ha
MUoKapAaa, no speMe Ha Hali-u3ABeHaTa CUMNTOMaTHKa, NPeguMHO CYTPHH.

Obuwarta AHeBHa Ao3a oT 480 g He TpsibBa ga ce HaaBuwaBa.
TabneTKUTe Ce NeATaT LIenAn, 10 BpeMe Ha XpaHeHe ¢ MaslKo KOAUYECTBO TeYHOCT.

Ako cuaTaTte, 4ye edekTsT Ha Beporanua ER 240 mg e TBbpAE cuneH unn Tebpae cnab,
MOJI51, KOHCYATUPaiiTe ce c Bawna nexkap unu chapmauesT.

AKO cTe BEeSiM rioBeue oT nipesancanarta poza Beporanug ER 240 ma
Axo cTe B3enu nosede OT NpeanncaHdata gosa Beporanug ER 240 mg, HezabaBHO ce
obbpHeTe KbM Balumna nekap wnn (papMauesT. L
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AKO HAKora 3abpaBuTe Aa B3EMEeTe NeKapCTBOTOo, B3eMeTe 'O BeaHara cnel Karo cu
CNOMHUTE, CAeA TOBa Npogb/XeTe Aa ro B3emarte B 06nuainnoTo BpeMe. He Baemaiite
[BOWHA 4033, 3a /13 KoMNeHCHpaTe nponycHaTarta 4034,

4. BE3MOXHW HEXXENAHWN NEKAPCTEEHW PEAKUMM

Kakro Beako nekapcteo, Beporanna ER 240 mg MoxXe Aa MMa HeXXeNaHn peakumi.
MMpoaykTsT ce noHacst o6UKHOBEHO Ao0bpe, HO BbLMAPEKW TOBa € BLb3MOXHO fa ce
HabnwaaBaT CcriegHUTE HEXenaHu peakuuu: mapobofave, BUEHE Ha CBAT,
MpaBy4KaHe, TpenepeHe, cbpuebueHe, YyBCTBO Ha HEPa3NoJIOKEHNE, HUCKO KPBLBHO
HasnsAraye, sabasen Nync, Hapywesns B NpoBOAMMOCTTAE Ha CbpueTo (CepaeveH
6510x), CbpASUYHA HEROCTATLHYHOCT, YMOPa, 3aTPYAHEHO AVISHE, M3MOTABAHE, KOXHU
obpuBM, CLPOEX, 3auepBsBaHE Ha KoXaTta, TOMJIW BbJIHW, MYCKyhiHa cnabocT,
MYCKyJiHM O0AKYK, yMopa, r’mHeKoMactusi (HEHOPMaIHO YBE/WYEHUE Ha MJIeYHUTe
XAe3M NpU MBXETe), ranaktopes (naTosioruyHo, o6MAHO MU CNOHTEHHO U3TUYaHE
Ha MASKO OT IpPbAHWTE JXNE3W), TIOBUIIEHW YepHOAPOOBHW EH3MMM, HapyLUeHOo
yCBOSiBAHE Ha KpbBHATa 3axap, XUNepnponakTUHeMus (NoBUIMEeHW HWBa Ha
NposiakTUH), FaAEHES, NOBPbLILaHE, 3areK, KOUTO MOXe 4a 6phe npobneM rnasHo npu
RO-Bb3PECTHWU NauueHTH, wneyc (HapylweHwe B nPeMWHaBEHETO Ha MPEeBHATO
CbAbDKUMO), KopeMHa Gonka.

BawmnaTt nekap Tpsbsa pa SvAe uHoOpMMpaH 3a NOABATA Ha Te3W HexenaHwu
NEeKapcTBEHU peakuyuKn Win Ha Apyrn HeobuyaiHu peakumu,

Ako sabenexuTe HeXenaHW peakumy, KOMTO He Ca YNOMeHaTW B Tasn JINCTOBKA,
mMong nHhopmypaiTe Bawus Nexap wan hapmauest.

5. KAK DA CEXPAHSBATE BEPOTANIVL ER 240 mg

Ha ce cbxpaHaBsa npu TeMnepaTypa nog 30°C. 3aTBapsaitTe NIbTHO KOHTEWHEpaE, 3a Aa
npeAnasuTe AeKapcrBoTo OT BRAra.

Tabnetkute TpsbBa Aa ce U3BaXaaT oT 6AUCTepa HenocpeaCcTBEHO npegu yrnoTpeba.
CexpaHssaliTe Beporanua ER 240 mg Ha HeoCTBIMHO 3a Jela MACTo.

He usnonaeaitte Beporanna ER 240 mg cneg cpoka Ha rofHoCT, 0603HaueH BbpXy
onakoskara.

OnakoBKK
®naxotu x 30, 100 TabneTtkw,
Brincrepu ¢ 10 Tabnetkn no 1, rio 3 6pos.

6. flonbaruTenka NHMOopMalna
JlaTa Ha nociieada peaakumsi Ha TekcTa — Hoemepi 2006 T,




