JIrcroBka: RudopMANAS 38 DANHCHTA

BapanTenc 10 mg TBLpAM Kancysn ¢ B3MeHeno ocBoGoKNaBARE
Barnitens 10 mg hard modified-release capsules

BapusTenc 20 mg T8bpaAM KAHCYIH ¢ R3MEHEHO OcBODOKIABAHE
Barnitens 20 mg hard modified-release capsules

Gapuumundn xuapoxaopun (bamidipine hydrochloride)

IIpoterere BHAMATEIHO UKJIATA JHCTOBKA, HPedH A& 3AN0UHETE AR NPHEMATE TOBA JIEKAPCTBO,

Tobii KaTO TR CHLALPXKA BaXKHEA 33 Bac Hadopmanad.

- 3anazere Tazu qHcTEBKA. MOKe [a ce HAIOKH Ja A [IPOYETETE OTHOBO.

- AKo MMaTe HAKaKBH JOITLIHUTENHA BLIPOCH, nonuTalite Bawus mexap wiu GapMaLesTt.

- Tosa nexapcTro € npeammcano aMyHO Ha Bac. He ro nipeorcrensajite Ha ApyrH xopa. To Moske
Iia MM HaBpeIH, HE3aBHCHMO Y€ MPH3HALHMTE Ha TAXHOTO 3a00sBaHe ¢a ChIMUTE KaTo Bammure.

- AKXO NOTyYHTe HAKAKBH HEXKEJIAHH peaKuyu, ysenomere Baums nekap s apmanest. Tosa
BIJIIOYBA M BCHYKH BE3IMOKHH HEXKeJNaHU PEAKLIHH, HEOTTHCAHH B TA3H JIHCTOBKA, Bixre
To4Ka 4.

Kaxpo chILpHa Ta3# JACTOBKA
Kaxnol:lpe,nc'ramana BapHHTEHC M 3 KAKBO Ce H3MOM3Ba NINWIHUTENHA ATEHLIASA 1O NIEKAPCTBATA

Kaxeo TpsGBa na 3Haete, npeny xa npuemete Baprurenc {ucmobia - fipurowerue 2
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1. Kaxso npeacrapiupa bapunrenc 4 33 KAKBO ce H3MOJ3BA

AKTHBHOTO BEIIECTBO Ha BAPHHTEHC NPHHALNEAKH KbM IrPYNaTa JeKapCTBa, HAPCHEHH KANILHEBH
aHTaroHHcTH. bapHUTeHC NIpEMM3BUKBA PA3NIHPABAHE HA KPHBOHOCHUWTE CHIOBE, KATO MO TO3H HAYHMH
HaMansaBa KphBHOTO Hanarane. Kancynure BapauTeHc ce npoussexaar noa dopma Ha Kancynv ¢
yasmieHo ocBoboxzaasare. ToBa 03HAYABA, Ye AKTHBHOTO BeleCTBO ce abcopOupa B oprannaMa Bu
[IOCTENEHHO H HMa No-AWIroTpacH edekt. ETo 33110 NPHEMBT Ha J034Ta BEAHBXK AHEBHO €
JOCTATHYEH,

Bapmrreﬁc CC€ H3M10/13BA 34 JICHCHHE Ha BHCOKO KPBEBHG HAATaHe.

2.  Kakso TpalBa aa 3uaete, npead aa npaemere BapanTenc

He npuemaiive Bapanrenc:

- aKO CTe AIEPruvHN KM GapHHIKIHME WIH KBM HAKOA OT OCTAHANHTE ChCTaBKH Ha TOBA
nekapcTBo (M30poeHH B TOUKA 6)

- aKO CTe aJlepruiHu KbM JHXMAPOIMPHANEY (CBIBPXKAT C€ B IeKapCTBa 38 JIeHeHHe Ha BUCOKO
KPBBHO HAJNIATaHE)

- aKko cTpajate oT 4YepHOApobHO 3abonaBaHe

- aKo cTpajare oT Texkko 6B6peuHo 3abontpane

- aKo CTPajare OT CNECAHMTE CIICHHMHYHM CHPACYHH 3a6019BaHNIA: HENEKYBAHA CHHE
HE0CTATHYHOCT, onpezeneHH Gopmu na Gonxka B repauTe (HecTabWiHa CTEHOKY 4

OCTBP CHPIEYEH aPecT 2 '-.1
- aKO M3N0A3BATE €HO OT CASAHMTE APYTH JICKAPCTBA: MPOTEasHH GokepH (fie a5 ]

H3nonssaHy 3a nedenue Ha CITMH), KeToKOHa30 KM HTPaKOHA30 (lekapcTea g g™ g
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rEOMYHE HHQEKIMH), EPHTPOMBIIMH WM KIAPHTPOMKIMH (auTHbuoTHim, srwxTe Jpyru
nexapcTsa W bapruTenc).

IIpexyupexaeHAs B NpeNa3HA MEPKH

ToBopeTe ¢ Bawmns nexap wi gapmanest, npeau na npueMere BapHuTeHC:
- ako cTpazate o1 Os0peano 3abonssase

- aKko CTpazjaTe OT CHPACTHC 3a00onaBaHe

Jena n onomu
BapHuTeHc He TpaOBa fa ce HANON3BA MPH Aela H ©oHOMH no 18 roanun.

JApyra nexapcria i BapRETEHC
Tpabpa fa xaxere Ha Bauipsa nexkap Wi GapMaLieBT, ako NIPHEMATE, HACKOPO CTe TPHEMANH WM ¢
BE3MOJKHO Jja TIpHeMaTe IPYTH IeKapeTsa.

ToBa e ocofeHo BaKHO, AKO H3MON3BATE EAHO OT cleAHUTE JekapcTsa, Thil kato Te HE TPABLBA na
ce H3TnoN3BaT 3aeaHo ¢ baprurenc (BukTe pasaen ,,He npueMaiire Bapuurenc’):

- TIpoTea3HH OAOKepH (JiekapcTsa, H3NON3BaHH 3a ieuenke Ha CITHH)

- KETOKOHA30J1 WM HTPaKOHA30: (JIeKapeTsa 34 edeHHe Ha reOHIHy MHpEKIHM)

- EPHTPOMMLIMHE KM KIAPHUTPOMHLMH (AHTHOMOTHIIH),

Crino Taka HHGpopMupaiiTe Bamus nexap, ako MpHeMare:

- JpYTH IEKApCTBa 34 CYSHHE Ha BHCOKO KPBBHO HAJIAraHe, Thil KaTo T¢ MOTAT Ja AOBEAAT J0
OLLE [O-CHITHO CHafiaHe Ha KPBBHOTO BH Hansrakne

- UHMETHAHH (JIEKRPCTBO Cpelly CTOMAIIHH ApobneMn), Thii KaTo TO MOXKe 1a 3acHny edeKTa Ha
Bapunrenc

- tenHTONH Wwin XapbaMazenmH (NeKapeTsa, HINON3BAHM 34 JIEYeHHE Ha CITHIIENICHS) WIH
padaMTBIHH (aHTHOHOTHK), THit KATO MOXe Ia € HeobxoauMa no-BrcoKa A03a BapHuTenc.
Ako cnipete NieUYeHHETO ¢ Te3H IEKapCTRa, Bamuar exkap MoXxe 3 HAMAJH O34TA Ha
BapuuteHc.

Bapaurenc c HATHNTKH H AMK0OX0J1
OOEpHeTe crielanHO BHUMaHHe, KOTATO MHETe alIKOXON WK coK OT rpeiindpyT, Thit kato T¢ morar
Na 3acHiIAT AeHcTBHETO HAa BapHuTeHc. :

BpeMenHOCT H KbpMeHe
Axo cTe OpeMeHHA HiTH KEPMHTE, CMATATE, Y& MOMKE Aa CTe OpeMEHHA WM IUIABHPATe GPEMEHHOCT,
NoChBETBANTE c¢ ¢ Baninn sexap npeau ynorpebaTa Ha TOBA JEKAPCTRO.

He Tpabea na npuemare BaphureHc 110 Bpeme Ha GpeMEHHOCT, OCBEH MPH KATEOPUYHA
HeoDXOaAUMOCT.
He ymiorpebsapaiire bapruurelc ako kepMuTe. BapHuaunix Moxe Aa nonajasHe B KbpMaTta BH.

Illognpane 1 paGora ¢ MAIUAHA

Hama nrdopmanis, 0T KoATO ia ce Mpeanonoky, Ye GapHUIUIHH BIMSe BLPXY crnoceGHocTTa Bu 3a
modupane win pabora ¢ MamnnKu. Beopekn ToBa, BapuuTenc Moxe 1a TPUYMHH 3aMaSHOCT, TAKA Y€
npeau Aa mogupare WM fa paboTHTe ¢ MalKHK Ce YBepeTe, ue 3HaeTe kak By riuse Topa
NeKapeTBO.

BapaRTenc cHIBPKA 3aXap03a

Ako Baumuat sexap Bu e Kazan, 46 UMaTe HEIIOHOCHMOCT KBM HAKOH 3aXaPH, CBBPIK
fpeAy Aa [pueMeTe TO3H 1eKapcTBeH NPOAYKT.
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3.  Kax ga npHemMaTe Bapnnfenc

Bunaru npuemaiite ToBa NekapcTeo TOYHO KakTo By e kazan BawmsT nekap Al GapMaliesT.
Koncyrrupaiite ce ¢ Baums nexap wis gapMauesT, ako He CTe CHTYPHU B HEHIO.

O6uuafinata HavaaHa Jo3a € 10 mg Beausk AHeaHO. Baimar nekap Moxe Aa YBETHYH Ta3M 2033 J0
1 karicyna ot 20 mg BeaHBXK AHEBHO HAH 2 Kanicynu o1 10 mg BeaHLXK JHEBHO.

AKO cTe B CTApYECKA BBIPACT, MOXKETE 2 H3M0/138aTe 06Huaiinata 1034, BamaT nexap Haii-BeposTHO
me By Habmonara no-BHHMATEHO B HAYAKOTO HA JIEYEHUETO,

an'rpylcuun 32 ymoTpeba
IpuemaliTe kancynara peausbxk JHEBHO, CyTpuH. [IpenoprunTento e Ja cBEp3BATE IPAEMA HA
KalCyJiaTa ¢ Hello, KOETo NPAaBHTe BCEKH NeH, KATO MUEHE Ha 30HTE WITH 3aKyCKa.

- Tlornbwafite kancynMTe LENH, 3a NPeNOYHTAHE C Yalla BoAa. MokeTe Aa mpueMare
Baphutenc npeaw, no BpeMe Ha XpaHeHe WIH CEA TOBa, CIOpeR BawHTe npeanoYnTanyy,

- Brripeku qe Moxke Ia He Mo4yBCTBATE HHKAKRH NPH3HALME HTH CHMIITOMH HA BHCOKO KPEBHO
HanAraqe € BaXKHO Aa MPOABDKHTE Ja NpHeMaTe bapHUTEHC BCEKH JeH, 33 1a NOAYYHTE H3LILIO
Noj3aTa OT HAMANIIBAHETO HA KPEEHOTO HAJIATaHe,

Axo cTe npAeIR NoBeve OT HeobxoaamaTa 103a BapunTene

AKO cJIy4aiiHO CTe NPHEIH roNIMO KONHYECTBO KaNcy/H HABSAHEXK, TpAOBa HeaabaBHo Ja ce
cBbpkeTe ¢ Bamus nekap vk Hikol aa Bu 3aBese B cieluHoTo oTIeneHMe Ha GonHMnaTa.
BE3MOXKHHTE CHMITTOMH Cllet IpeAio3Hpane ¢a: cnaboct, GaBeH WiH YCKOPEH CHP/ICUEH PHTHM,
CBHIIHBOCT, OOBPKAaHOCT, FafieHe, NOBPHIIAHE H KOHBYICHH.

AKO cTe npouycHaad Ja npaemere Bapunutenc

Ako 3abpasure 1a npreMere bapriTeRc B 06HUaliHOTO CH BpeMe, B3eMeTe KaICyaaTa BRAMOXKHO Haii-
CKOpO Tipe3 ChHHA JieH.

Camo, axo cu cioMuaTe Ha caenpaiipa aeH, HE p3emaiite neoifHa nosa, 3a fia KOMIleHcHpaTe
npomycHaraTta. IlpocTo npoasibkere ¢ o0uuaiiHaTa cH AHeBHA 0034,

AKO HMaTe HAKAKBH JOIBIHHTECIHN BENPOCH, CBBLP3AaHH ¢ yNoTpe(ara Ha TORA JIGKAPCTBO, TIOTHTAlTE
Bamus sexap win dapMauenT.

4. BniMOXKER ReReTAHH PeAKIHE

KakTo BcHYKn ekapcTBa, TORE JIEKAPCTBO MOKE 12 HPEAU3BUKA HEXETAHH PEAKLMH, BBIPEKH 1e He
BCEKH I'H MTOIy9aBa.

AKO MOTY9HTE CEPHO3HA AEPIHYHA PEAKLMA, KOSTO TIPHYHHABA 3aTPYAHEHO NMILAHE WIH 3aMasHOCT,
TpabBa BenHara Aa AHdopMupare Baums fiekap WK MeIHLMHCKA CECTpA.

BapuuTeHc MoXe Ja NMpennsBHKa CICAHOTO:

Bapaurene 20 mg:

MHOro YecTH: MOTAT Aa 3acerHar noeeye ot 1 Ha 10 AyIIn
- rnapoGonue

- 3avepRABAHE HA JHLIETO

- crOHpaHe Ha TeTHOCT (OTOK) B PhIETE MIIH KpaKara.

YecTn; Morar na 3acerdar 1o 1 Ha 10 gymm
- CBETOBBPTEK
- copleduenHe
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Bapuurenc 10 mg:

YecTH: Morar ga 3acerHar o 1 na 10 aymm

- rnasobonue

- 3a4YepRABAHE HA THLETO

- cu6upane Ha TeqHOCT (OTOK) B pPLUETe WiH KPRKATA.
- CBETORBPTEX

- chpuebyene.

Bapuurenc 10 mg 1 20 mg:

C HeM3BeCTHA YeCTOTA: YECTOTATa He MOxKe Jia Oh/ie OLICHeHA OT HANMYHHTE AAHHH

- no-GBp30 cepuetneHe

- KPLBHH H3C/IEIBaAHHA, KOMTO MOKA3BAT MPOMEHH B HAYHHA Ha paboTa Ha yepuus Apob
- o6pHB,

Tesu nexenanu peakiyy OCHKHOBEHO HAMAIABAT WIH H3YE3BAT 10 BPEME Ha JIEYEHHETO (B PAMKHTE
Ha e/{iH MeCell 34 HATPYIIBaHE Ha TeYHOCTH H B PaMKHTE Ha JIBe CeIMHLIM 33 3aUePBABAHE HA JHLIETO,
r71aBO0ONHETO M ChPLEOHEHETO).

CnennuTe HexkeNaHA peakiliu ca HaGioJaBaHH (IPH HIKOH APYTH IEKAPCTRE, KOHTO NPHHALICHAT

KbM ChIATa rpyia AekapcTBa, Karo TasH Ha Bapunrenc:

- pazpacTBaHe Ha BEHUHTE (XMITePILUIa3Hs HA BEHLIWTE)

- fonxa B repaMTe 0T NABO (NMpeKapauanHa GoNKa) Wik rpbAua 601ka (CTCHOKAPMA), KOHTO Ce
Habniomasar pagko (Morar ja sacersar 2o 1 Ha 1 000 gymwu)

- YBeTHYEHA YeCTOTA WK TEKECT Ha IPHCTHIINATE HAa CTEHOKAPAMA NPU NIALMEHTH ChC
CHIIECTBYBAINA OT NPEJH TOBA CTCHOKAPMHA ¢a HAONIONABAHH MHOTO PANKO (MOrAT Ja 3acerHar
ao 1 Ha 10 000 xyium)

- chbpaeveH yaap (MHokapieH HHGApKT) ¢ HabnodaBaH B H30HPAHK CyYaH.

CrobmaBane ua HeXKeJIAHH PEAKIHA

AXO noMyuuTe HAKAKBH HEKEIAHM IEKAPCTBEHH Peakiliy, yBeaoMeTe Bamus nekap win ¢papMauerT.
Tosa BKIO4BA BCHYKH BE3MOKHH HEOTTMCAHH B Ta3y TMCTOBKA HEXKENAHK peaxuuu, MoxeTe Chilo Ja
choOmuTE HeXeNanu peakuMH AMPeKTHO upes ManbaHuTenHa areHIHAd 110 TEKapeTBaTa, Yi. ,.JaMan
I'pyer” Ne 8, 1303 Codun, Ten.: +359 2 8903417, yeGeaiir: www.bda.bg. Kato crofumanare
HEIKENIAHH PeaKIHK, MOKETE [Ia AazieTe CBOA IPHHOC 33 NOMYYaBaHE Ha MMOBEHE HHPOPMALHA OTHOCHO
0e30nacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cexpanaBaTe Bapaarenc
Ja ce chxpaHfiea Ha MACTO, HEAOCTBIIHO 34 ACLA.

Ha ce crxpanssa nop 25°C.

He nanosgaiire Tosa NexapcTBo cief ¢poKa Ha TOAHOCT, oT0eNns3ad BLPXy GnHcTepa U KapTOoHeHaTa
onaxoska cirenl “T'oger no:”. CpoKsT Ha FOIHOCT OTroBaps Ha MOCHEAHHA JSH OT IOCOYSHUA MecelLl,

He m3xpnpnafite iekapcTBaTa B KAHAIM3ALAATA WM B KOHTEHHEPA 32 JOMALLHH OTIAABIM,
[Nonwratite Bamua $apMaleBT Kak Ja U3XBHLPIATE JIEKAPCTBATA, KOMTO Bede He u3nonzsare. Tesu
MepKH Lije CTIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA cpena.

-

eems

NL/H/5147/001-002/0C

.
NEHUT f;\




6. CouanpxaHRe Ha ONAKOBKATA B AONBJIHHETE/INA REGOPMANHA

Kaxno cbanpxka Bapanrenc
- AKTHBHOTO BelllecTBO € GapruaMnvH. Beara kancyna cbappxa 10 mg wiu 20 mg GapHaaunus
XHIAPOXJIOPUJ, €KBHBAIEHTHH ChOTBETHO Ha 9,3 mg wnu 18,6 mg SapHuamunun.

- Jpyrure cheTaBKH ca:
Cwovpoicanue na xancynrama: 3aXapsi cepu (CHIBHKALIN 3aXAPEH CHPOI, APEBHIHO
HHIIECTE M 3aXapoaa), kKapboKkcuMeTwIeTLenyno3a, nonucopbar 80, ernuenynosa, Tank.
Obgusxa na xancyrama: taranop quokcua (E171), st xenesen okcun (E172), Kenatiy
Hlevamwo macmuro: HIeANaK, NPOMISHINHKON, YepeH xeneseH okcun (E172), kanues
XHAPOKCHI.

Kax mirnexaa BapaaTenc 1 KAKBO CHALPKA ONAKOBKATR

BapauTerc 10 mg TRLpAM Kancynyd ¢ H3IMEHEHO 0CBOCONKIABaHE CR TBHPAH XEaTHHOBH KATICY/IH,
IThAHH ¢ XBITH A0 GMeR0XKnITH nenetH. Kanadero ua Kalcynara € Xbiro, C OTHeYaTa YepeH HaLlHuC
“1000" ¥ JKBJITO TANO, ¢ OTHeYaTaH uepeH Haanuc "0010".

BaphuTrec 20 mg TEBLP/M KaNCY/IH ¢ H3MEHEHO OCBOGOK/IaBAHE Ca TEBPIH XKEIaTHHOBH KalCynH,
ILIIEH © KBITH 10 GNeoKbITH neneTy. Kanauero Ha kancynara € /T, ¢ OTIe4aTaH Y4epeH Haamue
"1000" 1 sxBiTO TANO, C OTNIEYaTaH YepeH Haxmmc "0020”.

bapuuTenc ce npeiara B onakoeky ¢ nepdopupans Gnucrepn ¢ 28, 30, 56 nan 60 kancyu.
He BcHUKM BHAOBE OTIAKOBKH MOTAT Aa ObAAT MyCHATH Ha Masapa.
IpuTexaTen Ha paipemeHAeTo 3a ynorpe6a B npowasoaETEN

Hparexaren ha palpem¢HAETO 38 YHoTpeba
TevaB.V,

Swensweg 5

2031 GA Haarlem

Hunepnanans

Ilpon3soanTesn:
Teva Nederland BV
Swensweg 5
2031GA Haarlem
Hunepnanaus

Teva Operations Poland Sp. z.0.0.
ul. Mogilska 80

31-546 Krakéw

TTonua

Bankandapma-Aynuuna AL
yn. CaMOKOBCKO 1moce 3
Aynuuna 2600

brarapus

To3m JexapceTBen NPOAYKT € paspenieH 3a ynorpeba B ynpxapure unenxkn aa EWII noy
CJACIRATE HMEHA:

Hunepnanmin Barnidipine Teva Retard 10 mg, harde capsules met gereguleer
Bamidipine Teva Retard 10 mg, harde capsules met gereguleen
Bbuirapus bapuurenc 10 mg TBBpAU KANCYIH ¢ H3MEHEHO OCBODOXKIABAH
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Baprutesc 20 mg TEEPAH KANCYIH ¢ H3MEHEHO 0CBODOKTaBaHe
Henannst Barnidipino Teva 10 mg capsulas duras de liberacién prolongada EFG
Barnidipino Teva 20 mg cépsulas duras de liberacion prolongada EFG
Hraman Barnidipina cloridrato Teva
Honma Barnidipine Teva

JATa B2 HOCJIEARO NPEPA3TIeKIAHEe HA THCTOBKATA -
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