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BapauTtenc 20 mg TBLPAH Kancy/H ¢ H3MEHeHO ocBoboKNaBAHE

Barnitens 20 mg hard modified-release capsuies

6apuuaunun xuapoxnopua (bamidipine hydrochloride)

IlposeTeTe BHHMATENHO UAJIATA JJHCTOBKS, NIPean Aa 3aN04HETE 1a NpHeMaTe TOBA JieKapeTao,

Thil KATO TH CHALPKA BaxHa 3a Bac nnopmanns.

- 3anazere Ta3u JUcToBKa. MoXe aa ce HATOXKH J1a 1 NMPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH NOITbIHUTENHH BLIPOCH, IoNHTakTe Bamms nexkap unu gapmauesr.

- Tosa nekapcTBo € npeanucaHo nuvHO Ha Bac. He ro npeotcTenpaiite Ha npyry xopa. To Moxe
1a UM HaBpedW, HE3aBHCHMO Y€ MPU3HALMTE Ha TAXHOTO 3abonaBaHe ca chiuuTe Kato Baiuure.

- AKO Nnonayuynte HAKAKBH HEXEaHH peakLuu, yeeaomere Baius nekap unu dapmauest. Tosa
BKJI}OMBA M BCHYKH Bb3MOKHH HEXENAHU pPeaKlIMK, HEOMTUCAHHU B Ta3W JAUCTOBKa. Buxre
TouKa 4.

KakBo ¢bABPAKA TA3H JTHCTOBKS

KakBo npeacTtapngsa bapHUTEHC M 33 KaKBO €€ M3N0JI3Ba
Kakso TpsabBa ga 3HaeTe, npeaH ta npuemere bapHuTeHC
Kak na npueMate bapHUTEHC

Bb3MOXHH HeXeJlaHW peakLyn

Kak na cexpaHaBare bapHHUTEHC

ChabprkaHHe Ha ONAaKOBKaTa U AOMTBJIHHTENHA HHPOPMAaLIUS

A

1. Kakso npeactariaBa bapHHTeHC H 32 KAKBO C€ H3NM0/13BA

AKTHBHOTO BelliecTBO Ha BapHUTEHC npuHaanexy KbM rpynara J€KapcTsa, HapeueHH KalluHEBH
AHTArOHUCTH. bapHHUTeHC NpeAn3BKKEA pa3lIMPABAHE HA KPLBOHOCHHTE CbROBE, KATO M0 TO3H Ha4yvH
HaMaJlfiBa KPBBHOTO HandraHe. Kancynure bapHuteHc ce npor3BexaaTt noa popMa Ha KaricyJyi ¢
yabDkeHO ocrobmkaaBaHe. ToBa 03HauaBa, ye akTHBHOTO BelLecTBO ce abcopbupa B opranniMa Bu
NOCTENEHHO U MMa NOo-AbNrorpaeH edekt. ETo 3a1i0 NPUEMBT Ha J03aTa BEAHBXK AHEBHO €

JOCTATBHEH.

BHPHHTEHC C€ HU3noaisa 3a JEUYCHHE Ha BUCOKO KPBBHO HAJTAIdHC,

2. Kakpo TpadBa 1a 3HaeTe, npean a1a npuemMere bapHutenc

He npuemaire bapHHTeHC:

- aKO CT€ a€PriyHA KbM OapHHUAUITHH WK KbM HAKOS OT OCTAHaJIMTE ChCTaBKW Ha TOBA
nexkapcTBo (M36poeHH B TOuka 6)

- aKO CTE allepruuHy KbM OUXMAPONMPUINHHH (CHABPKAT CE B IEKAPCTBA 3a JIEYEHHE HA BUCOKO
KPbBHO HANATaHE)

- aKo cTpajare oT YepHoapoOHo 3abonspane

- aKO CTpaaaTe OT TeKKO OBOpe4Ho 3abonasaHe

- aKo CTpaJaTe OT C€AHHTE cneunprvHH ChpacHHY 3a00/I9BaHHA: HENEKYBaH2
HEOCTATBYHOCT, onpeaeneHy dopmMu Ha Oonka B rbpanTe (HecTabuiHa CTEHY S/ gt
OCTBP CbPAECHEH apeCT \ R e

- aKO W3MOA3BaTe €HO OT CIEAHWTE APYTH AeKapCTBa: NPOTea3HH OIOKEPH (1eRapy RBAy L \
W3non3eauy 3a ievenue Ha CIIMH), KeTOKOHA30/1 MIH MTPaKOHA30M (JieKapeTB3a Jeuekme H & /
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rEOUYHH HHEKLHH), EPUTPOMHUILIMH WK KIaPUTPOMULIMHE (aHTUOHOTHLM, BHXKTE Hpyru
JNexapcTBa U bapHUTEHC).

IIpeaynpexaeHHa B Npeana3Hu MepKH

[oBopete ¢ Bamns nekap winu ¢papMmaleBT, Npeay 4a npueMere bapHuteHc:
- aKko crpaaare oT 6nbpeuHo 3abongeaHe

- aKo CTpaaaTe OT CbpAevHO 3abonasane

Jlena K 10HOIH
BapuuTeHc He Tpa0GBa Aa ce H3NOA3Ba MPY AeLa U IOHOLIH noa 18 roanHwu.

JApyra gexapctsa 1 bapuuTtenc
Tpabea aa kakete Ha Bawnsa nekap wiv papMaleBT, aKO NPHEMATE, HACKOPO CTE MPUEMANH WITH €

Bb3MOXHO Ja IPHEMATE JpYTH NEKapCcTea.

Tosa e ocobeHO BaXKHO, aKO H3NOJI3BATE €IHO OT cleAHUTe nekapcTea, Thil kato Te HE TPHBBA na
ce U3MoJ3BaT 3aeaHo ¢ bapHuTeHce (BxkTe pasaen ,.He npuemaiite bapuurenc™):

- npoTea3sHu ONOKEpH (NieKkapcTBa, M3noa3BaHH 3a JedyeHue Ha CITIHH)

- KETOKOHA30 WK HTPAKOHAa30J (JiexapcTea 3a JieMeHHe Ha rbOMYHH HHPEKUMH)

- ePUTPOMHLUHMH WIH KJIAPUTPOMHLIMH (aHTHOHOTHLIH).

Cbuio Taka vHGopMHpaitTe Bawns nekap, ako npuemMare:

- APYrv neKapcTBa 3a JICYEHHE Ha BUCOKO KPbBHO HaNATaHe, ThH KaTo T€ MOraT Ja A0BexaT A0
OllIe NO-CHJTHO CraJaHe Ha KpbBHOTO By HansAraHe

- UUMETHANH (JIEKApCTBO cpellly CTOMaluHu npobieMn), Thil KaTo TO MOXKE Ja 3acHiH eeKTa Ha
bapHHUTEHC

- (heHHTOHH WM kapbaMa3enuH (IeKapcTBa, W3MOA3BaHH 32 NCYCHHUE HA ENHJIETNICHSA ) HITH
prpaMnuuvH (aHTHOMOTUK), ThH KaTO MOXKE Aa € HeoOXoaHMa No-BHCOKA 10332 bapHUTEHC.
AKO CnipeTe JICYEHHUETO ¢ TE3M NEKapcTBa, BallvAT nekap MOXe Aa HAMAJHK /i03aTa Ha

bapHuTeHC.

BApHHTEHC ¢ HANHTKH H AJIKOX0/1
OOBpHeETE CNMELMaIHO BHUMAHHE, KOTaTO MHETE aNKOXOJ WM COK OT rpeingpyT, Thil KaTo Te€ Morat
114 3aCHIAT AeHCTBHETO HA bapHHUTEHC.

bpeMennocT H KbpMeHe
AKo cTe 6peMeHHa HIH KbpMHTE, CMATATE, Y€ MOXKE Aa ¢Te OpeMEeHHA WM TUiaHKHpaTe OpeMeHHOCT,
nochbaeTBaiiTe ce ¢ Bawmns nekap npeau ynorpebara Ha TOBa JIEKapCTBO.

He tpaGea na npuemare bapHuTeHc no BpeMe Ha OpEMEHHOCT, OCBEH NPH KaTErOpHYHA

HEOOXO0IUMOCT.
He ynorpebsaBaiiTe BapHuteHe ako kbpMuTe. bapHUAUNKHH MOXKeE 1a MonajaHe B KbpMaTta Bu.

IHHodupane u pabora ¢ MAIIHHA

Hsama uadopMalng, o1 KOSTO Aa c€ NPeaANnOnoKH, Ye DapHHUAWIMUH BJIMAE BhpXY cnocobHocTTa BH 3a
wodupane uny padborta ¢ MmaliuHU. Bunpeku Toea, bapHHTEHC MOXe A1a NPHUYHHHK 3aMASHOCT, TAKa Y€
npeau Aa wodupare Wik aa paboTuTe ¢ MaLLIMHH Ce YBEPETE, Y€ 3HaeTe kak Bu rniuse Tosa

NEKapCTRBO.

BapHnTeHC CBABPAKA 3aXapo3a
Ako BawusaT nekap Bu e kazan, ue HMaTe HEMOHOCUMOCT KbM HAKOH 3aXapH, CBbP3A/ T
Npeau Ja NpUeMeTe TO3H NEKapCTBEH MPOAYKT.
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3. Kax aa npHemate bapHuTeHC

Bunaru npuemaiite ToBa JiekapcTBO TOMHO KakTo By e ka3zan Bawwusat nekap wnu papMaLest.
Koncyntupaiite ce ¢ Baiung nekap niu gpapMauenT, aKO HE CTE CHIYPHH B HELLO.

ObuuaiinaTta HayanHa no3a € 10 mg seaHbk AHEBHO. BawusT siekap Moxe Ja YBEJIUYHW Ta3u A03a 40
| kancyna ot 20 mg BeAHBbK AHEBHO UNTH 2 Kancynu ot 10 mg BeaHbXx JHEBHO.

AKO CTE B CTApPYCCKA BB3pacT, MOXKCTC J1a H3NMON3BATC obnuaiHaTa no3a. Bawnar JICKap Haﬁ-BEpOHTHO
me By HabmoaaBa no-BHUMATEAHO B HAYAJIOTO HA JIEYEHHETO.

UHcTpyxkuHH 33 ynoTpeda

- [IpuemaiiTe kancynaTta BeIHbX AHEBHO, CYTpHH. [IpenopbunTenHo € Aa CBBLp3BaTE NpUeMa Ha
KarcyJ/aTa ¢ Helllo, KOeTO MPaBUTE BCEKM AEH, KaTO MUEHe Ha 3b0MTe UM 3aKycKa.

- [TornsliaiiTe KancyauTe LEH, 3a NMPEANOYUTAHE € Yalia Boga. Moxere na npueMare
bapuuTeHc npeau, no BpeMe Ha XpaHEHe WM clie] TOBa, criopea BaiuuTe npeanoynranns.

- Bounpeku ye MOe [1a HE NOYYBCTBATE HUKAKBH NPH3HAUM WIH CHMIITOMH Ha BHCOKO KPbBHO
HaJIATaHE € BAXKHO Ja NPOAbJIAKHUTE Ja pueMare bapHUTEHC BCEKH 2IEH, 3a Aa MOJYYHTE H3UATO
noa3aTa OT HAMATABAHETO Ha KPBBHOTO HaNAraHe.

AKoO cTe nIpHe/IH MoBede 0T HeobXxoaHMaTa 1032 bapHuTenc

AKO CJty4aifHO CT€E MPHEIH rOIAMO KOJTMYECTBO KATICY/IH HABEAHBXK, TpAOBa He3abaBHO fa ce
cBbpxeTe ¢ Balung nekap wiau Hakoi ga Bu 3aBeae B CriemIHOTO OTAENEHHUE HA OOJTHHLATA.
B13MOXHHATE CHMITOMH ClIeA Mpeao3npane ca: ¢nadbocT, DaBeH WK YCKOPEH ChpACUEH PHTHM,
CBHJIMBOCT, O0BPKAHOCT, rajICHE, MOBPBILAHE U KOHBYJICHH.

AKo cTe NpONYCHAIH Aa npueMeTe bapaurenc

AKko 3abpaBuTe aa npuemere bapHuTeHC B 00UUaHHOTO CH BPEME, B3IEMETE KANCyaTa Bb3MOMHO Hal-
CKOPO Npe3 CbLIUA ACH.

Camo, ako ¢H cioMHATE Ha cneasawda e, HE B3emaiiTe ABoiHHa n03a, 32 12 KOMNEHCHPATE
nponycHartata. [lpocto npoabsmkere ¢ obuMaiiHaTa ¢y JHEBHA A03a.

AKO MMaTe HAKAKBH JOITbJHHTEIIHH BLIIPOCH, CBLP3aHK € ynoTpebara Ha ToBa JiekapcTBO, nonuTtaire
Baiwuusa nekap unu dpapmauest.

4, BL3MOXHHA HeXKeNARH PEAKIIHH

Kakto BCHUKH JE€KApPCTBA, TOBA JCKAPCTBO MOXKC Aa INPCANW3BHUKA HCKEITAHH PCAKLHH, BBIIPCKH HE HE
BCCKH T'H NTOJSTyYHasa.

AKO NMOJYYHUTE CEPHO3HA AIEPTHYHA PeaKiLMa, KOSTO MIPHUYHHABA 3aTPYAHEHO AHILAHE WM 3aMasHOCT,
TpabGBa BeaHara na uagopMupare Bauiusa nekap WM MeAHLIMHCKa cecTpa.

bapHuTeHC MOXKE Aa NpeAU3BUKA CIEAHOTO:

bapuurenc 20 mg:

MHoro secTH: Morat aa 3acerHat noseue ot | Ha 10 ayuwiu
- rnapobonue

- 3a4EPBABAHE HA JIKLIETO

- cbOMpaHe Ha TEHHOCT (OTOK) B pbLETe WIH KpaKarTa.

YecTH: morar aa 3acerHat Ao | Ha 10 aywu
- CBETOBBPTEXK
- cbpuebneHe
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bapnutenc 10 mg:

Yectu: Morat aa 3acernat g0 |1 Ha 10 aywm

- rinasodosue

- 3g4yepBABAHE HA JTULIETO

- chOMpaHe Ha TEHHOCT (OTOK) B PbLETE WIIM KpaKara.
- CBETOBBPTEK'

- cbpuedHEHE.

BapuuTenc 10 mg u 20 mg:

C Hen3BECTHA YECTOTA: YECTOTATA HE MOXKE 1a Obe OLeHeHa OT HATMUHHATE NaHHH

- no-6up30 cupuedHUeHe

- KPbBHH W3CJ/IEABAHMA, KOMTO OKA3BaT NPOMEHH B HaYHHa Ha paboTa Ha YyepHua apod
- obpus.

Te3n HexkenaHH peakllMi OOHKHOBEHO HAMANIABAT UM H34E3BaT 110 BPEME Ha JICUEHHETO (B PAMKHTE
HA eUH MEecCeLl 3a HATPYMNBaHe Ha TEYHOCTH U B PAMKHTE Ha ABE CEAMMHLH 33 3a4€PBABAHE Ha JIHLIETO,
rnaBofoOJIHETO U CHPLEOUEHETO).

CneaHuTe HeXeJIaHH peakuuM ca HabaoaaBaHH NPH HAKOH JPYrH JIEKApCTBa, KOMTO NPUHAAIEKAT

KBbM ChlI{aTa rpyna JIEKapcTBa, KaTo Ta3u Ha bapHHTEHC:

- pa3pacTBaHe Ha BEHUMUTE (XUNEPIu1a3nd Ha BEHUUTE)

- DoJIKa B 'bPJMTE OT JISBO (pekapananHa 6onka) Wi rpbAHa 60J1Ka (CTEHOKApIHs ), KOMTO Ce
Habmonasar psaako (Morat ja 3acernar go 1 Ha 1 000 nywm)

- YBEJIMMEHA YECTOTa WM TEeIKECT Ha MPHCTBIIMTE HA CTEHOKAPAHSA MPH NalHeHTH CbC
ChIUIECTBYBAlIA OT NPEAH TOBA CTEHOKApAHUs ¢a Hab0AaBaHW MHOTO pAAKO (MOraT Aa 3acerHat
Ao 1 na 10 000 gywn)

- chbpJieueH yaap (MHokapaeH uHGapKT) € HadNI0AaBaH B H30JIHPAHH CTyYaH.

CrnofmaBaHe HA HeXKe/IaHH peaKIHH

AKO NONyuYHTe HAKAKBH HEXENAaHH NIEKAPCTBEHH peakiuy, yBenomere Bawins nekap unx papmauesr.
Tora BKNIOUYBA BCHYKH BL3IMOXHH HEONWCAHU B Ta3K JTUCTOBKA HEXKeNaHK peakUMH. MoxeTe ¢crio na
CHOOLLMTE HEXeTaHH PeaKLMH AUPEKTHO upe3 M3nbiaHuTeNHA areHuMa Mo JIEKapeTBaTa, yi. . JlamsiH
pyes” Ne 8, 1303 Codms, ren.: +359 2 8903417, yebeaiit: www.bda.bg. Kato crobuasare
HexkeJIaHU PeakLIMM, MOXKETE 1a JaJieTe CBOA NPUHOC 3a NOJyYaBaHe HA NOBeYE HHPOPMALIMA OTHOCHO
6€e301acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cbxpanssate bapuateHnc
Jla ce cbXxpaHaBa Ha MACTO, HEAOCTBHITHO 3a Aelia.

Ha ce ¢cpxpanasa noa 25°C.

He usnonssaiiTe ToBa AEKApPCTBO ClI€A CPOKa Ha roHOCT, oTOENA3aH BbpXy OiucTepa U KapToHeHaTa
onakoBka cnena “I'oged 00:”. CpOKBT Ha FOAHOCT OTrOBapsA Ha MOCACAHUA IEH OT NMTOCOYEHHUA MECELL.

MEPKH WE CNOMOTrHAT 3a Ona3BaHE HA OKOJIHATa cpcia.
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6. CobabpxkanHe HA ONAKOBKATA H JONBLJAHHTEAHA HHPOpMALHA

KakBo ¢cbabpxka bapuuTeHe
- AKTHBHOTO BellecTBO € 6apHuAMNHH. Bedka kancyna ceabpxa 10 mg unu 20 mg 6apHuaunHH

XHAPOXJ10pY/l, EKBHBAICHTHH CHOTBETHO Ha 9,3 mg wiu 18,6 mg Gapuuannun.
- Jpyrure cbCTaBKH ca! |
Cwovpocanue Ha kancyrama: 3axapHH cepy (CbABPXKALIN 3aXapeH CAPON, UAPEBHYHO
HHLIECTE U 3aXapo3a), kapOokcuMeTuneTunuenyJsiosa, nonucopdar 80, eTunuenynosa, Talk.
Obeuska na kancyrama. TATaHoB guoxcHa (E171), sxwnt xkenesen okeua (E172), kxenatun
Iewamno macmuno: tenNak, NPONMUIEHITIHKOI, YepeH xenedeH okcua (E172), kanues

XHIAPOKCHA.

Kak n3rnexxna bapHuTeHC B KaKBO CbLABLPKA ONAKOBKATA
bapauteHc 10 mg TBBbPAM Kancynu ¢ H3MeHeHo ocBoboKAaBaHe ca TBbPAU XKEIATHHOBH KaNCyJu,
MBJIHH C KBATH A0 OnenoxbaTH nenetH. Kanmavero Ha Kancynara € XbJTo, ¢ OTIIeYaTal 4YepeH Haamuc

"1000" u xbaTO TANO, € OTNEYaTaH 4epeH Haanuc "0010".

bapuutHec 20 mg TRBbpAH Kancyu ¢ H3IMEHEHO OCBOOOX1aBaHE Ca TBBPAH XKENATHHOBH KAMNCYIIH,
MBJIHH € XHITH A0 One10XbATH neneTH. KanaueTo Ha Kancyjarta € *KbJTO, ¢ OTreYaTaH YepeH HaANnuUe
"1000" » xwBaTO TANO, C OTNEYaTaH YepeH Haanuc "0020",

BapuuTeHC ce npeanara B ONakoBky ¢ nepdopupanu v Henepdopupanun dnucrepu ¢ 28, 30, 56 wnn 60
Kancy.JIu.

He BcHuki BHAOBE ONAaKOBKH MoraT aa 6baaT MycHaTH Ha nasapa.
IpuTeskaTe,1 Ha pa3pemeHHETO 33 YNOTPeda H NPOH3BOAHTE.

IMpuTexkaTen HA paspelieHHETO 32 YNOTpeba
Teva B.V.

Swensweg 5

. 2031 GA Haarlem

Hupepnanaus

[IpousBoguTeNu:
Teva Nederland BV
Swensweg 5
2031GA Haarlem

Huaepnanauna

Teva Operations Poland Sp. z.0.0.
ul. Mogilska 80
31-546 Krakéw

[Tomua

bankandgapma-JynHuua AJl
yJ1. CaMOKOBCKO LIOCE 3
Hynauna 2600

brarapus

To3n NeKapCcTBeH MPOZYKT € pa3pelieH 33 ynoTpeda B ALPXKABHTE YIEHKH H
CIeAHHTE HMEHA:

* ll': 4 ' d
=y e T
! P %] il n =
e R s
1 L] x' - !
% W . -
s LS JI
-

Huaepnanaus Barnidipine Teva Retard 10 mg, harde capsules met gere _
Barnidipine Teva Retard 10 mg, harde capsules met gereg & fgifte
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bbirapus bapuuTeHc 10 mg TBbpAM KarncyJii ¢ U3MEHEHO OCBOOOXK/1aBaHe
bapauteHc 20 mg TBBpAM Karncyjim ¢ HK3MEHEHO OCBOOOK/1aBaHe

Ucnanus Barnidipino Teva 10 mg capsulas duras de liberacion prolongada EFG
Barnidipino Teva 20 mg capsulas duras de liberacion prolongada EFG

HUranus Barnidipina cloridrato Teva

[lonwa Barnidipine Teva

,[l,ﬂ'l‘ﬂ HA NMOCJIEAHO npepasrjexKiaHe Ha JIHCTOBKaTa -

<JIpyra H3TOYHHIH HA HHPOpMaALHSA

<[locneanara onobpena uudopmaums [nobaBere BUaa MHGOpMaLMs - Hafp. NPOAYKTOBa
HHdopmalms, o0yUHTeTHH MaTepHalli, BUAEO H T.H.] 3a TO3M NPOAYKT € Hasim4yHa Ha cieaHus URL
nuHk: [URL TpabBa na 6bae Bmouen] <u <NCA> yebcait >>

umu

<[locneanara onoOpeHa uHpopMauus [nobaBeTe BUAa HHGOpMaLUA - HAMNp. MPOAYKTOBA
uH}popMmaLus, OOYyUHTEIHH MaTepHaIH, BUIEO U T.H.] 3a TOBA JIEKApCTBO € AOCTBITHO Ype3 CKaHUpaHe
Ha [QR kona][apyr asyusmepeH (2D) Gapkon][6an3ka 6e3konTakTHa KomyHukauus (NFC)],
BKJIIOYeHa B <JIucTOBKaTa 3a nauMeHTa> <BbHIIIHATA KAPTOHEHa ONMAaKOBKa™> ChbC
cmaptdon/ycTpoiicTBo. Chuiata uHGopMauus e goctbnHa U Ha cieadus URL aunk: [URL Tpsbea na
Obae BmoveH] <u yebcaiita Ha <NCA> >>
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