JIncroBka: nudopManEs 32 NANHEHTA
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Hommnpen ba-®opre 10 mg/2,5 mg puamupann Tabaer -
NEPHHIONIPHI aprHHHUH/MHANaMHK/L 7/L7 A7. ot 5 - '7 73 7d
Noliprel Bi-Forte 10 mg/2.5 mg film-coated tablets 0 8-

(perindopril arginine/indapamide) “10- 208
Ilpouerere BHHMATE/IHO NAJIATA JHCTOBKA Npe/H 1a 3aM0YHeTe a NPHEMATE TOBA JIEKAPCTBO, Thil
KATO TS ChAbLPKa BaxHa 3a Bac nundopmanns.
3anaszere Ta3H JucToBKa. MOXe 1a ce HAJIOXKH Ja A NPOYETeTe OTHOBO.
- AKo MMare HAKAKBH JOMBIHHTEIHH BBIPOCH, nonuTaiite Baums nexap win papMauesT.
- Tosa nexapcTBo e npeanHcaHo Ju4HO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To Moke ga uM
HaBpEeH, HE3aBUCHMO OT TOBA, Y€ NMPHU3HALIMTE Ha TAXHOTO 3a0osABaHe ca ChiMTe, Kato Bammre.,
- AKO NojlyYHTe HAKaKBH HEXENaHH JEKapCTBEHH peakuuy, yeaomere Bamus nexap wiu dgapmauerr.
Tosa BKIIOYBA M BCHYKM BB3MOKHH HEXKENaHH Peaki[HH, HEONWCAaHH B Ta3H JIMCTOBKA. BikTe Touka 4.

KakBo cbabpika Ta3H JIHCTOBKA:

Kakso npeacrasnasa Honunpen bu-®opre u 3a KakBo ce U3IMON3Ba
Kakso Tpa6Ba na 3naere, npeau na npuemere Honunpen bu-®opre
Kax na npuemare Honunpen bu-®opre

BB3MOXKHH HeXeNaH! peakiuu

Kak na cexpanssare Homunpen Bu-®opre

CobabpxaHHe Ha OMAKOBKaTa M JIOMBJIHMTE/IHA HHOpMaLHs

S e DD

1. Kakpo npeacrasiansa Homanpen Ba-®opre 1 32 KaKBO ce H3N0/I3Ba

Honunpen bu-®opre npeacrapnapa koMOHMHaLMA OT IBE aKTHBHHM CHCTABKH NMEPHHAONPHI W HHAanaMua. Toii
€ aHTHUXMIIEPTEH3MBHO CPEICTBO M C€ M3MOJ3Ba 3a JICYEHHE HAa BHCOKO KPBBHO HaJjiAraHe (XMMEpPTOHHSA).
Honunpen Bu-®opre ce npeanmwucBa Ha MAalMEHTH, KOHTO Beye mpueMar 10mg nepuHmonpwa M 2,5mg
HHJanaMu] B OT/Je/HU TabneTku, Te3H MaLMeHTH MOraT BMECTO TOBa Jia npHeMar eHa tabnerka Homumpen
bu-Dopre, KOATO ChABPAKA H IBETE CHCTABKH.

TMepuraONpHA NPHUHAUIEKH KBbM KJ1ac oT JiekapeTsa, HapedeHu ACE unxuburopu. Te neiicTear upes
pasiIMpABaHE Ha KPbBOHOCHHTE ChJ0OBE, KOeTo 06/1eK4aBa ChPLIETO MPH M3MOMIBAHETO HA KPBB Mpe3 TAX.
Hupanamuz e auypetuk. JIMypeTHIMTE YBeJIM4aBaT KOJTMYECTBOTO HAa YPHHATA NPOHU3BEXkK1aHa OT
OnOpeunre. Munanamun, obave, e paznuyeH oT APYruTe JUYPETHLM, Thil KATO BOAM A0 MHOTO JIEKO
NOBHILABAHE HA KONMHYECTBOTO 0Opa3yeaHa ypHHa. Besaka OT akTHBHHTE ChCTABKH MOHMKABA KPHBHOTO
HajsraHe, a MPHeTH 3aeJHO T€ BOAAT /10 N0-100po KOHTpOIHpaHe Ha KpbBHOTO Bu Hansrawe.

2. Kaxso Tpa6Ba na 3uaere, npean aa npuemere Honmnnpen bu-®opre

He npuremaiite Hosmunpea bu-@opre

- KO CTe aJlepru4yHH KbM nepHHAaonpua Win HAkoi Apyr ACE HHXHOMTOp, WM KbM MHAANIAMH]L HIIH
ApYru cyndoHaAMUIH WIH KbM HAKOS OT OCTaHAJIMTE ChCTABKH HA TOBA JIeKapCcTBO, (M30poeHH B TouKa 6),

- aKo CTe MoJIy4aBaji CHMITTOMH, KaTO HaNpHMep CBHPELIO JHIIAHEe, OTOK Ha JIMLETO HIIH e3HKa, CHIeH
chpOex WIH TEXKH KOXKHH 0OpuBH, npH npeauuiHo aeyenne ¢ ACE unxuburop win axo Bawm kpbBHH
POAHMHH Ca MMAIH NIPH APYTH 00CTOSTE/ICTEA TAKHBA CHMIITOMH (CHCTOAHHE HAPEUYCHO
aHTHOHEBPOTHYEH OTOK),

- ako WMarte Auaber Wi HapylueHa Ob0peuHa QyHKLMS U ce JIeKyBaTe ¢ JieKap
KPBbBHOTO Ha/lATaHe, ChAbPIKALLO ATHCKHPEH.

- aKO CTe ¢ TeXKO 4YepHOAPoOHO 3abonaBaHe WM CTpaJaTe OT ChCTOAHHE, HA)
eHuedaronaTus (aereHepaTHBHO 3aboaBaHe Ha MO3BKa),




ako cte ¢ 6pOpeuHo 3abonaBane, IpH KOHTO cHabaaBaHeTO HA Bamnte 610pelw ¢ KpHB € HAMaNEHo
{cTeHo3a Ha 6BOpeuHaTa apTepus),

aKO CTE Ha JHAJIN3HO JIEUeHNEe, WIH HAKAKEB APYr BHA GUITPauMs Ha KPbBTa. B 3aBHCHMOCT OT anapara,
koiiTo ce wanonzea, Hoaunpen Bu-®opre Moxke aa ¢ Henogxoaiun 3a Bac,

4KO CT€ ¢ HHCBK KallHii B KpBEBTa,

aKO MMa CBMHEHHE, Y€ CTe C HeJIeKyBaHa ChPAEYHA NEKOMNEHcAUN (TexKa 3apbKKa HA BOAA,
3aTpyIHEHO AMIDAHE),

ako cre OpeMeHHa clell TpeTus Mecell (1o-1o6pe e chlle Taka na nidbzreare Honunpen bu-®opre npes
paHHaTa GPEMEHHOCT - BiaKTe TOUKA “BpeMeHHOCT H KbpMeHe™),

aKO KbpMHTe,

aKo MPOBEXIATE JIEUEHHE ChC CaKyOUTpII/BaNCapTaH, MeKapCTBO, U3NONZBAHO 34 JIeYeHHe Ha ChpliedHa
HeJocTaTBUROCT (BK.“TIpenynpeskaeHus M NpeanasHl MepkH™ 4 ,,JIpyry nekapcrea u Honunpen Bu-
@opre *).

IIpenynpexaeHAs H NPeANa3AA MEPKA
I'oropere ¢ Baua nexap wiu dapmauest, npeau na npuemere Honunpen bu-Gopre:

aKO CTE ¢ A0PTHA CTEHO3A (CTeCHABAHE Ha TMABHHA KPHBOHOCEH CBJ H3JH3AM OT CBPLETO) WITH
XHNepTpodHYHa KapAMOMHONATHA (3a00NgBaHe HAa ChHPAEYHHS MYCKYJ) HIH CTEHO3a HA peHATHHTE
aprepiH (CTeCHABAHE Ha apTepHATa cHaOmsABaia 6L0peKa ¢ KpBB),

aKO HMaTe ChpJieyHa HeAOCTATHYHOCT HIH APYTH NpoOJIeMH CEC CHPLETO,

ako uMaTe npobeMH ¢ Gu0peuHTe WK CTe Ha Inanusa,

HMaTe HeOOM4aHHO NOBHILIEHH HHBA HA XOPMOH B KPBBTA, HAPEUeH ATAOCTEPOH (TEPBHYEH
alIOCTePOHH3ZEM),

aKO cTe ¢ YepHoApoOHU npobeMn,

aKo CTpajiaTe oOT KoJlareHo3a {KoxHa Gonect), KaTo HarpUMeD CHCTEMEH JIYITYC epUTEMATO3YC WIH
CKIEPOAESPMHA,

aKo MMare aTepoCcKiicpo3a (ETEEPAABAHE HA apTEPHHTE),

aKo cTpajare 0T XHMIIEPNapaTHPeONIN3BM {[IOBHIICHA AKTABHOCT HA NapallMTOBHAHATA JXKJIe3a),

aKo cTpajare OT Mojarpa,

aKo cre ¢ guaber,

4KO CTe Ha JIHETA C OrpaHMYeHHe Ha CONTTA WIH H3MON3BATE 3AMECTHTE/IH HA rOTBApCKaTa Cojt
ChABPIKALIN KaNui,

aKo MpHEMAaTe JIUTHEBK MPENapaTH WIH KaIHH-ChXpaHABAlIM JISKAPCTBA (CIIMPOHONAKTOH, TPHAMTEPEH),
WIH KanyeBH A06aBKH, Thit kaTo TixHarta ynotpeba ¢ Homunpen bu-®opre Tpadea na ce n3bsrsa
(BioKTe Touka “IIpHeM Ha ApyTH sexkapcTea™).

aKo CTe B CTapyecKa Bb3pacT,

aKo CT¢ HMAJIH PeaKlliH Ha GoToceHCHOMIM3aIMA,

dKO HMATe TeXKa &1ePrHiHa peakiiid ¢ NOAYBaHe Ha JIMLETO, YCTHHTE, YCTATa, €3UKa WIH IBpPIIOTO,
KOATO MOXE JIa 3aTPYJHH NperibLaHeTo WK JulaHeTo (aHruoeaem). Tora Moske na ce Ciyud 1o BCAKO
BpeME Ha JIEYEHHETO. AKO pa3BHeTe TaKMBAa CHMNTOMH, TpA0GBa Nia cripeTe ledeHHeTo M He3abaBHO Ja
MOCETUTE JIEKaP.

AKO NIpHeMaTe HAKOE OT CJIeAHHTE NeKapCTBa, M3TIOI3BAHH 3a ICYEHHE HA BUCOKO KPbBHO HaNAraHe:
»aaraoTeH3HH I peuentopen 6nokep” (ARB) (M3BecTHH ollle KATO capTaHM — HANpHMeEp BaJlcapTaH,
TeJIMUCAPTaH, HpbecapraH) ocobeHo, ako HMaTe GEOpeUHH MpobneMH, cEBp3any ¢ qHaber.

- AIMCKHpEH.

Bauruar nexap Moxe MepHOIHYHO Aa MpoeepsAea 6u6pevunaTa By ¢yHKIMA, KPBBHOTO HAJIATAHE H
KONMYECTBOTO HA eNeKTPonHTHTe (Hamp. Kanui) B KpeeTa Bl.
Bxre cpmo HugopmalMaTa o3ariaeeHa ,,He npuemaiite ¢ Homunpesn bu-@opre *.

4KO CTe C YEPHOKOK [IPOM3X0/, Thil KATO PHCKET 2a aHrHoelemM npH Bac Moke aa € no-ronsM W Toea
JIEKAPCTBO MOJKE JIa € MO-MATKO €(peKTHRHO 32 MOHIDKABAHE HA KPLBHOTO BH HaldraHe, OTKOJIKOTO NIPH
NALMEHTH, KOHTO HE Ca YEpPHOKOKH,
aKo CTe MALMEHT HA XeMOTHAITH3a ¢ MEMOpaHM ¢ BHCOKa CKOPOCT Ha noToka (hi
PHCKET OT aHTHOE/JEM € TIOBHLIEH, KO PHEMAaTe HAKOE OT CJAESIHHTE JIEKApCTR
- pauexazoTpuia (M3MOJI3BaH 33 JICUCHHE HA JHAPHSA)

- CHPOJIHMYC, €B€POIHMYC, TEMCHPOIMMYC M APYTH JIEKAPCTBA, NPHHAIT

OTXBbP/IAHETO HA TPAHCIUIAHTHPAHH OpraHH),



- cakyOHTpHJI (HaMHueH KaTo (PUKCHpaHa 1030Ba KOMOMHAIMA ¢ BAJICApTaH ), H3NOJ3BAHH 32
[POAB/DKHTENHO IEUEHHE Ha CHPIeYHa HeTOCTAThUHOCT,

AHxrunoenem

AHrHoezieM (TEXKa ajiepruvHa peakuys ¢ NoAYRaHEe Ha JILETO, YCTHHTE, YCTaTa, €3HKA WIH TBEPAOTO, KOATO
MOJKE J1a 3aTPyAHH NperTbLIaHeTo WIH IHIIaHeTo) e chobLeH NpH mauueHTH, iekysann ¢ ACE
HHXHOHTOpH, BKmovrTenHo ¢ Hominpen bu-@opre. Tora MoikKe /1a e CIyYH [0 BCAKO BpeMe Ha JICUSHHETO.,
Axo pa3Brere TaKHMBa CHMITOMH, TpAOBa na cupere neseHueto ¢ Homunpen bu-@opre u Hezabasyo aa
noceTHTE Jiekap. BuxkTe crino 1.4.

Kaxere Ha Bawns nekap ako MuciuTe, He cre 6peMeHHa, HIM Ye Moxe Aa 3abpemeneere. Homunpen bu-
@opTe He ce IPENOpEYBa Npe3 paHHaTa GpeMeHHOCT M He TpA0Ba Aa ce B3eMa, ako cTe GpeMeHHa clien
TpeTHA Mecell, ThH kaTo MoKe Ja HaBpeaH ceprHo3HO Ha BaltleTo 6e6e ako ce H3M0/13Ba Npe3 TOZH NEPHOA,
(Bx. «BpeMEHHOCT H KBPMEHER).

Axo npuemare Homunpen bu-@opre, Bue Tpabea aa ysenomure Bailinsg nexap WiH MEAWIMHCKASA

MEPCOHAN:

- axo TpabBa 1a Obaere nNoanokeH(a) Ha aHecTe3us W/HIH OTepallHi,

- a0 HACKOPO CTe HMATH JHAPHSA WIH NOBPBINAHE, HNH ¢Te 00e3B0HEH(a),

- axo TpAdBa Ja ObaeTe noanoxeH(a) Ha quanwza Wik LDL adepesa (koaTo npeacrapnsasa OTCTpaHABaHE
Ha XoJiecTepon 0T Bamarta Kpbe ¢ NOMOIITA Ha MalllMHA),

- ako TpabBa na ObaeTe NOMANOKEH(a) Ha AeceHCHOHAH3aLHA 3a HAMANABaHe Ha eeKTHTe OT anepruaTa
KBM YXKWIBAHE OT MYesa WM 0ca,

- ako Tpa0Opa aa OpaeTe MOMTOKEH(A) Ha MeJULIHHCKO HACNENBAHE, KOETO H3HCKBA HHIKEKTHpAHE Ha Hop-
CBABPIKAIIO KOHTPaCTHC BEIIECTBO (BellecTBO, KOETO NIPAEM BHIWMH Ha PEHIeH Oprasy kato 6n0pek
HIH CTOMAX),

- aKo HMaTe MpOMsAHA B 3peHHeTo WiIH Go/Ka B €HOTO WIH B ABETE OMM AokaTo Blemare Honunpen Bu-
MDopre. Topa 6n MO0 Aa € NpH3HAK, Ye PA3BHBATE [NIAYKOMA, KOETO € MOBHINABAHE HA HATIATAHETO B
okoto {ounTe). Tpabea na npexparture nedeHueTo ¢ Honunpen Bu-@opte U A2 NoTEpcHTE IEKapeKa
OMOILL,.

Cnopructute Tpabba aa 3HasT, ye HonMnpen Bu-Dopte chabpikKa aKTHBHO BeLIECTBO (HHAANAMHE), KOETO
MOXe Aa OpeAH3BHKa NO3MTHBHPAHE Ha Pe3yNTaTHTE NPH AONHHIOB KOHTPOIL.

Jena m wHOmMH
Honunpen bu-®opre He TpaOEa Aa ce Aaka HA ASLA M FOHOLIM.

JApyrn nexapersa 1 Hoaunpea bu-®opre
Hndopmupaiite Bamms nexap win dbapMalieBT, akO NPHEMAare, HITH HACKOPO CTe NPHEMATH HIIH HMa
BEPOATHOCT J1a TIPHEMATE KaKBHTO M Jia W10 apyry rekapeTea

TpaGea na ce nzdsarea ynotpebara Ha Homunpen Bu-@opte c:

- JAUTHEBU NpenapaTH (M3MON3BAT CE 3a IeYeHHe HA MAHHN WK JeNpecHi),

- aNHCKHUpeH (IEKapcTBO 33 JICUEHHE HA XMOEPTOHHA), aKO HAMATe 3axapeH AuabeT unk npobnemy ¢

6ubpennre,

- Ka/lHii-ChXpaHgBallld AMYPETHLH ( TPHaMTepeH, AMHITOPH), KATHEBH COJIH, IPYTH NEKAPCTBA, KOHTO
MOTAT [a NOBHILAT KajHA B TANOTO (TaKHBa KATO XEMApHH H KO-TPHMOKCa30J1, O3HAT OLIE KaTo
TPHMETONPHM/CYilpaMeTOKCa30),

€CTPAMYCTHH (H3NOM3BaH NPH JIEYECHHE HA PakK),

JPYTH JIEKapCTBa 3a JIEUeHHE HA BHCOKO KPBBHO HaNAraHe: HHXHOHTOPH HA AHTHOTEH3

€H3MM H aHTHOTEH3HH-PeLeNTOPHH ONOKepH.

Jlewennero ¢ Homunpen bu-®opre Moxe na 6be MORTHAHO OT JPYTH JEKapCTRa.
Bamust nexap Aa npomenn aozara Bu wunu na Bieme apyru npeanasii MepkH.
Baimus nexap, ako mpUeMare HAKOE OT CIeOHUTE JeKapCeTRa, Thil KaTo MOXe J1a e
BHHMaHHe:



¥
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Hoannpen ba-Popre ¢ XpaHE H HADHTKH
3a npegnoyutane ¢ Honunpen bu-@opte aa ce npuema npeayn XxpaHeHe.

BpeMeHHOCT H KbpMeHe

Jpyry IEKapCcTBa 32 JleYeHHE Ha BUCOKO KPLBHO HANAraHe, BKTIOYHTEHO aHrHoTeH3uH I penenropau
6nokep (ARB) unu anHckupeH (Bikre cpiio MEGopMaltiaTa osarnasena ,He npuemaiite Homunpen
Bu-Dopre” 1, [IpeaynpexxaeHna U npeanasHH MepkH NpH ymoTpeba™) WM AHypeTHLH (TeKapcTea,
KOMTO YBENHYABaT KOJIHYECTBOTO YPHHA, MPOK3BEIEHO OT OLOpenmTe),
KaNHii-cLXpaHABaIH ieKapeTRa 33 JICYSHHE HA CHPAeYHA HeJOCTaTBYHOCT: ETUIEPEHOH H
CTNHPOHONAKTOH B A03H ot 12,5 mg Ao 50 mg Ha neH,
JIeKapcTBa, KOHTO Hali-4ecTo ce H3MON3BAT 3a JICUSHHE Ha IHapHd (palexa oTpHI) HIH 32 1a ce H3berHe
OTXBBPAAHETO Ha TPAHCIUIAHTHPAHH OPraHH (CHPOIHMYC, EREPONTHMYC, TEMCHPOITHMYC B APYTH
JleKapcTBa, NTPHHAANEKANIH KbM KJ14C JIEKAPCTBEHH NpORyXTH, HapedeHH mTOR HHXUOGHTOpH).
Bix.touka ,JIpemynpexaenus u npeanasHy MEpPKH NpH ynoTtpeba“,
caKyOHTpIUT/BancapTaH (M3I0JI3BaHA 3a NPOJBDKWTEITHO NekyerHde Ha ChpAeYHa HeAOCTATRYHOCT).
Bak.touxn ,,He puemaiite Hominpen bu-®Qopre® n , llpenynpexaenns v npeanazHy MepKkH NPH
ynotpeba“.
AHECTETHYHH CPEACTBA,
HOJHO KOHTPACTHO BEINECTRO,
MOKCH(NOKCAHH, cniapduIOKCalHH (AHTHOMOTHLIA: IEKAPCTBA 32 NeYeHHe Ha HHGEKIHE),
MeTanoH (H3I1013BaH 32 JIeUeHHE Ha 3aBUCHMOCT),
NpOKaWHAMH]I (32 JIEYEeHHe HA HEPUTMHYHA ChPASUHA AeHiHocT),
aonypHHON (3a JISYEHHE Ha MOAArpa),
MH30/IaCTHH, TepdeBaTHH WIH aCTEMH30M {AHTHXHCTAMHHOBH NPETapaTH 3a CeHHA XpeMa WIH anepriu),
KOPTHKOCTEPOHH H3NON3BaHH 34 JICUCHHE HA PA3IHYHH CECTOAHNS, BKJIOYHTE/THO TEXKKA acTMa
PeBMATOHACH APTPHT,
HMYHOCYTIPECOPH H3IOM3BAHH 3a JICHEHHE Ha ARTOMMYHHH HapYLISHHA HIIH CNejl TPaHCIUTAHTALMOHHA
XHpYpras 3a NPeJOoTBPaTABAHE HA OTXBLPIAHETO HA NPUCANSHUS OpraH (Hanp. LMKIOCTIOPHH,
TaKpPOJIHMYC),
HHXKEKLMOHEH ePUTPOMHEIIAH (AaHTHOMOTHK),
xanodaHTpHH (H3N0713Ba CC 3a JICUEHHE HA HAKOHM BHAOBE Majiapus),
MICHTAMHUAYH (M3TIOM3BA Cce 33 ledeHHe Ha MHEBMOHHSA),
HIDKEKLIMOHHH WIATHH NPeNapaTH (M3MOM3BaHH 33 NeUCHHE HAa PEBMATOUAHH NOJTMAPTPHTH),
BHHKAMHH (M3ITON2BA CE 3a JIHEHNE HA CHMNTOMATHYHH HAPYLICHHA Ha MO3HaBaTeHaTa QYHKIHA NPH
HanpegHana BL3pacT, BKIIOYHTENHO NPH 3aryba Ha nameTra),
OenpHaHI (H3MOM3BA Ce 3a TeUeHHE HA AHMHHA ICKTOPHC),
JIeKapcTBa, KOMTO CE M3NO0/3BAT NPH NPodIIeMH ChC CHPASYHHMA PUTBM (HAMP. XMHHAYMH, XHAPOXHHHIHH,
JW30MUPaMHUA, AMHOJAPOH, COTANON),
LM3anpui, fudemManun (H30013BaHA 32 eYeHHe Ha CTOMAIHH H XPaHOCMENATENTHE npoblieMn),
JUrOKCHH MITH APYTH CHpACYHH ITTHKO3HIM (3a ICYeHHE Ha KAPAMOJIOTHYHH NpobiiemMu),
Gaxnoden (3a JieueHHe Ha MyCKyJiHa CKOBAHOCT HACTHIBALLA MPH 3300NABAHHA KATO MHOYKECTBEHA
ckIiepoza),
FAeKapcTRa 3a leHeHne Ha fuaber, KaTo HanpHMepP HHCYNIHH, MeTGOPMHH WM ITTHOTHHH,
KalLHEeBH NPenapaTH BITIOYHTETHO KANMEBH N0OABKH,
cabHTENHN CPEACTRA CTHMYAMPALlN IEPUCTAITHKATA (Hanp. ceHa),
HECTEPOMAHH MPOTHBOBB3MATIMTENHH cpeacTBa (Hanp. ubynpodeH) HIH BHCOKH [03H CaIRLUAIATH (Hamp.
aCOHpPHH),
ampoTepuurH b B HEskekumK (3a Je4eHre Ha ocTpH reduyHM 3abonaBanusg),
JICKapCTBA 34 JICUEHHE Ha ICHXMYHH Pa3cTPOHCTBA, KATO HAPHMED ACTIPECHS, TPEBOAKHOCT,
MH300PEHHA. . (HANDP. TPULMKIHYHH AHTHAENPECAHTH, HEBPOICNTHLIM) KATO AMHCYIIPHI, CYIIHpIL,
CYNTONPHA, THANIPHJ, XaJIONEPHI0S, IPOTICPHAO,
TeTpako3aKkTHA (3a NeueHHe Ha SonectTa Ha Kpown),
TPUMETONPHM (33 NeveHHe Ha HHPEKUHE),
BA30AHIATATOPH BKIIOYHTENHO HUTPATH {IEKapCTBA, KOMTO PaslUMpABAT KPBBOHOCHHTE CHIORE)
JIEKapCTRa, H3MOA3BaHH 33 JIe4eHHE Ha HHCKO KPBBHO HalATaHe, IIOK WK acTMa (H Db
HopaapeHUIHH Wi aApeHATHH].




Axo cTe OpeMEHHA WM KEPMHTE, CMATATE, 4e MOXKE J1a cTe OpemMenHa, 1w maHupate OpemMeHHoCT,
NMOCHBETBANTE ce ¢ Bamna nekap WK GapMalesT, IIpeaH yroTpedaTa Ha TOBa JEKapCTBO.

BpemennocT

O6ukHOBeHO BammaT nexap me Bu nmocseeTBa na crperte npreMa Ha Homunpen bu-®opre npexu na
3abpeMeHeeTe HIH BeZiHara oM pazfepere, He cre GpeMeHHa M e B MOCHBETRA Ja B3EMETE APYro
nexapeTeo BMecTo Homunpen bu-@opre. Honunpen bu-Popte He ce npenopbuea NpH paHHa OpeMeHHOCT
He TpabBa Ja ce B3eMa Cnell TPETHA Mecell 0T OPEeMEHHOCTTa, Thit KATO MOXKE CEpHO3HO Jla HABPeIH Ha
Bamero §ebe ako ce u3nonsa crnen TpeTHA Mecell OT GpeMeHHOCTTA.

Kupmene

Homunpen bu-®opre e nporusonokasak npu MaiiKu, KOMTO KbPMAT, U Bauiuar nexkap Moxke na n3bepe
Jpyro nedeHHe 3a Bac ako uckate 1a kppMuTe ocobeno ako 6e6ero Bu e HOBOPOAEHO MM NpexXaeBPEMEHHO
poaeHo.

I'oBopere ¢ Bammusa nekap se3abasno.

IModupane u padoTa ¢ MAMHHY

Honunpen bn-Popre o6HKkHOBEHO He NOBIMABA CHCTOAHHETO Ha OMTETHOCT, HO NNPH HAKOH NALTHEHTH MOTAT
Ja HACTBIAT HHAWBHAYANHH peaKkUiH KaTO BHEHE Ha CBAT M c1abocT, CBLP3aH# C NOHWXKABAHE HA KPLBHOTO
Hajiarane. B pesyntaTt Ha ToBa MOsKe 112 ¢¢ HapyIUH ciccobHOCTTA 3a IodHpaHe WK padoTa ¢ MalIHHH.

Hommnpen Ba-®opre cbabpixka JakTo3a (BHA 3aXap).
Axko Bamuar nexap Bue C'I:OG[IIPLTI, HE HMATC HEMOHOCHMOCT KbM HAKOH 3aXapH, CBbPMKETC CC ¢ HETO IPCAH
Na 3aMIOYHETE 1a NIpHeMaTe TO3M JIEKapCTBeH MpPOJyKT.

Homunpea bu-Popre chabLpka HATPHIHA
Homunpen bu-®opre cuoappxa no-manko ot | mml Hatpuit (23 mg) 3a eaHa TabneTka, KOETO [HO CHILECTEO
O3HaYaka, 4ye He ChABPIKA HATPHH.

3. Kak xa npremate Honanpen Ba-®opre

BuHaru npxemaiiTe TOBa NekapcTBO TOUHO KakTo BH e kasan Bamms nexap wiM ¢gapMaliepT. AKo He CTe
CHI'YPHH B HEINO, NonuTaiiTe Baurms nexap wim dapManesr.

IIpenoprudTennaTa no3a e egHa Tabnerka AHeBHO. 3a NpeAnoyYHTaHe € Aa NpHeMare TabNeTKaTa CH CYTPHH M
npeny xpaHere. [IpueMaiite Tabnerkara ¢ uaiia Boaa.

AKO cT¢ npHesH NoBede 0T HeoOxoaamaTa 10328 Hoaunpea ba-Popre

Axo cTe ipuenH noeeue TabMeTKH, He3abaBHO ce CBBpKeTe ¢ Bamus nekap HnH Hali-0TH3KOTO METHLIMHCKO
3aBEJICHHE 3a clielliHa MoMolll. Ako KpbBHOTO BH HanAraHe crmaane 3HAYMTERHO (CRBP3AHO ¢ rajcHe,
NMOBpPBILlAHE, CIIa3MH, 3aMAAHOCT, CHHIIHBOCT, ICHXHYECKa 0OBPKAHOCT, MPOMSHA HA KONTHYECTBOTO YPHHA,
TIpO3EeIeHA OT OROpeLHTE), 3a6MaHETC HA XOPH3IOHTATHO MOJIMKEHHE Ha TANOTO ¢ MOBAMIHATH JONHH
KpalHMUH Mose aa Bu 6p4e oT nomsa.

AKo cTe nponycHATH Aa npAaemete Homanpen ba-®opre

BakHo ¢ na npremate BaweTo 1exkapcTBO BCEKM ASH, Thil KaTO PEAOBHOTO JISYEHHE € N0-eeKTHBHO. AKO,
obaue, npomycHere na Bzemere ensa noza Honnpen Bu-@opre, B3emere cnepsawara 103a no obuuaiisoro
speMe. He B3emaiite Arofina no03a, 3a Aa KOMIIEHCHpATE NpoNMycHaTaTa TabieTka.

Ako cTe cnpeqan npaema Ha Honanpen br-®opre
TBH KaTO NeyeHUETO Ha KPBEBHOTO HAJIATAHE € 00HYafHO 3a 1A XXHBOT, Bre TpﬂﬁBa
Bauims nexap npeau na crpeTe MPHEMAHETO HA TO2H JIEKAPCTBEH MPOLYKT.

AKO MMaTe HAKAKBH JIOMTBJJHHTETHH BBIIPOCH, CBBp3aHH ¢ ynorpebata Ha ToBa 11
Baiuusa nexap iy thapmaneer.



4, BE3MOXKHH HeKeNaAHH PeaKnHi

KakTo BCHUKM neKkapcTBa, H TOBa MOJKE 12 IPEAH3BHKA HEXEJIAHH peaKkUMH, BHIIPEKH Y€ He BCEKH TH
[I0y4aBa.

Copete 1a npHEMAaTe TO3H JIEKAPCTBEH NPOAYKT W He3a0aBHO moceTeTe JEKAp, AK0 HOIYBCTBATE
HAKOS OT C/I¢JHUTE HEXKENARH PeAKIHHA KOETO MOTAT J4 €A CEPHO3HHA :

- Texcoit cBETOBBLPTEX WM PHNAAAHe NOPaAM HUCKO KPbBHO Hamarauwe (YecTH — MOTaT J1a 3acerHaT

I¢ 1 Ha 10 HoBeka)

- BpoHxocnaseM (cTATaHe B IrbpaMTe, XPHITEHE H HEJOCTHK HAa BB3OYX (HEYecTH) (MOraT Aa 3acerHar

a0 1 ua 100 uoBeka),

- llogyeaHe Ha MULIETO, YCTHHTE, yCTATA, €3HKA WA ['BPJIOTO, 3aTPYJHEHHE B HIIAHETO {(AHTHOSIEM)

{ex.TouKa 2 , Hpenynpemxnennsa u npeanasay Mepre) (HeuecTr) (Morar aa sacerHar ao 1 Ha 100
YOBEKa),

- TemKH KOXKHA peaKuun, BITIOYHTETHO epHTeMa MyITH(POpMeE (KoxKeH 0OpHB, KOHTO 4eCTo 3amoyea ¢

YEPBEHH ChPOALIM YYACTBLH MO MUETO, PhUETe H KpakaTa BH) unH HHTeH3HBEH Ko3keH 00pHB,

KONpPHBHA TPecka, 3auepBABaHE Ha KOXKATa 1o woTo Bu Tsno, cineH cspbex, H3npuileaxe, OeneHe

H TIOAYBAHE HA KOMKATa, Bb3MaNeHHe Ha JIHraBHLMTe {CHHAPOM Ha CTUBBHC-JDKOHCHH) WK ApYyrA
ANePruyHM peakLHH {MHOTO pelkH) (Morar za 3acerrar Ao 1 Ha 10 000 gopeka),

- CepaedHoCHAOBH HApPYIIEHHA (HEPABHOMEPEH ChPJCUCH PHTEM, aHTHHA NekTopHe (6onku B repaMTe,
4emoCTTa M rbpba npu pHzHvecKo YcHINE), HH(apkT) (MHOTO penxH) (Morar aa 3acerHar go 1 Ha 10

000 gyobeka),
- Cnaboct B pblieTe WIH KpakaTa HITH npobleMH ¢ TOBOPA, KOSTO MOKe Aa € MPU3HAK 338 BE3MOKEH
HHCYAT {MHOTO penkr) (Morart Aa sacersar ac 1 na 10 000 yosexa),

- Bwe3nanenue Ha maHkpeaca, KOETO MOXE Ja IPHMHHH CHITHH BOJIKM B KOpeMa M Tbp0a, Ipuapy eHH ¢

YyBCTBO HA CHJIHO Hepa3nonokenue (MHOTO peaku) (Morar na 3acerHar Ao 1 1a 10 000 yorexa),

- ToxwnTaRaHE Ha KOMXKATa HIH OUUTe (KBITEHHIIA), KOETO MOXKE J1a € CHTHAJ 33 XeTaTHT (MHOTO
peaks) (Morar ha zacersar o 1 va 10 000 yosexa),

- JKuporozacTpallaBaml HEpAaBHOMEPEH CHPACYEH PHTBM (C HEM3BECTHA YECTOTA),

- 3abongBaHe Ha MOZBKA, MPHYHHEHO OT YepHoaApoGHa Oonect (uepHoapobna eHnedanonarua) (¢
HEH3BECTHA YECTOTA),

B HM3x0a811 pea HA Y4ecTOTaTa MM HEMKEJIAHHTE PEAKIHH MOraT na OeaatT CleaHKHTE:

- Yecrrm (Morar aa 3acersar 1o 1 ma 10 yosexa ).

KoxHH peaklMH @OpH Xopa, MNpelpasnojokeHH KBM ANCPTHYHH M ACTMATHYHH pPeaKlHM,
rnapoGonue, BUEHe HA CBAT, CBETOBLPTEN, HITPBIBAHE HA KPaHHULMTE, HAPYLICHHSA Ha 3PEHHETO,
IIyM B YHIMTE (YCelaHe 33 IOyM B VIIIHTE), KalLTHNa, HEIOCTHT Ha Bb3AyX, AHCTIHEA) CTOMALIHO-
4YpeBHU HapylleHus (raneHe, NOBpPLIUAHE, OONKH B KOpema, NPOMEHEH BKYC, JUCTICIICHA HIH
3aTPYAHEHO XPAaHOCMHJIAHE, NHApHA, 3aleK), aneprHYHH peakuMH (KaTo Hanp. KOXHH OOpHEH,

cbpbesk), MyCKYJIHH KpaMIiH, YyBCTBO 32 yMopa,

- Heuectu (Morar ga sacernat 1o 1 ua 100 uoseka ):

IIpoMeHn B HACTPOSHHMETO, HAPYIOEHHA HA CHHA, YPTHKapHa (KOMPHBHA Tpecka), Myphypa (d4epsel
TOYKOBHAEH 0OpHB), 0ONACTH OT M3npHLIBaHe, GEOPeTHH npolieMH, HMIOTEHTHOCT, HAMOTARAHE,
HAIMIIBK Ha €O3HHOQUIH (THD 6enH KPbBHU KJI€TKH), IPOMEHH B MapaMeTpHTe OT 1alOpaTOpHH
H3CNEABAaHHA: BUCOKO HHBO Ha KaJIMH B KpEBTA, 00PaTHMO NpU CIIMPaHe, HHCKO HHBO HA HATPHIi B
KPBET4, CHH/IMBOCT, MpHNajaHe, chpleOueHe (ycellaHe Ha cppaeyHus Bu pHTEM), Taxukapams
(y4ecTeH CbpZEYEH PHTBM), XHITOLJIHKEMHS (MHOTC HHCKO HHBO Ha KPBBHATA 3aXap) NPH MAaLUHEHTH
¢ auabeT, BACKyNMT (BLINMAIeHHEe HA KPBBOHOCHHTE CBJOBE), CYXOT2 B YCTAaTa, peakiHH Ha
¢doToceHcHOWTH3aIA (TOBUIIIEHA YYBCTBHTETHOCT HA KOYKATA KbM CITEHLE), ap OJIKH B

CTaBHTE), MHANTHs (OOJKH B MYCKYTTHTE), OONKHA B I'bpAMTE, HEPA3MOIOKe
BHCOKA TEMIIEPATYpa, YBEITHUCHA KPEBHA Ypes, YBE/THUEH KpeaTHHHH B Kp

- Pepxn (Morar ga 3acersar 1o 1 sa 1000 doBexa):
Bromasane Ha NcopHaskc, MPOMEHH B NapaMmeTpHTE OT 1abopaTopHH
HHBO Ha YePHOAPOOHATE EH3UMH, BHCOKH HHBA HA CEPYMHHS GWIHpPYOUH,
- MHoro peaxs (Morar Aa 3acerHar 1o | Ha 10 000 yoseka):




OO6BpkaHoCT, €03HHO(DHIHA THEBMOHMA (PAABK BHJ MHEBMOHMA). PUHHT (3aITyLIEH HOC MM TEYall|
HOC), TeXKH npobiieMH ¢ 6u0peLuTe, MPOMEHH B KPBBHHTE MapaMeTpH, KaTo HaManeH Opoi Ha
OemiTe M HEPBEHHTE KPHBHH KIETKH, MOHIDKEH XeMOTIOOHH, HaManeH 6poit Ha TpoMGoumTHTe,
BHCOKHM HHBA HA KAJILHA B KPBBTA, aHOPMA/IHA YepHOApoOHa (hyHKIMs.

- C HeuzBeCTHa YecTOTA (OT HANMYHWTE JAHHH HE MOXKe Aa OhJe HanpaBeHa OLEHKA 34 YecToTaTa):,
[MpomaHa B eNekTpoOKapAHOTPAMAT4, IPOMEHH B MapaMeTpHTe OT 1abopaTopHu M3CIeABAHHA:
HHCKH HHBA Ha Kanuii, BRCOKH HHEA HA MHKOYMHA KHCeJMHA H HA KPBBHA 3aXap, KECOTIISACTRO
(MHOMHA), 3aMbIACHO 3pEHHE, 3PHTEIHH HApYIIEH!A, NPOMAHA B LIBETa, H3TPBIBAHE M GoNka B
NPBCTHTE Ha phuete WM Kpakara ((peHoMeH Ha Pefino). AKo cTpaaare oT CHCTEMER Tymyc
epuTeMarolyc (THn 3aboisBaHe Ha KONAareHa), TOH MoXe Aa ce BIIOLIH,

Br3moxxHM ca HApYINEHHS Ha xpbBTa, 610pelmTe, YepHUA ApoG MNH MaHKpeaca (3aACTOMAIIHATA KIE3a) H
NIPOMEHNM B N1a0OPaTOPHHTE MapaMeTpH (KpLBHUTE H3caeIBaHug). Moxke na ce Hanox# Bawsd nekap na Bu
HA3HAYH M3Cle/[BAHE HA KPLBTA 33 KOHTpOonHpaHe Ha BanieTo cecTodHHe.

KoHuenTpupasa ypHHa (TbMHA Ha LIBST), YYBCTBO 33 HEPA3NONOKEHUE, MYCKYJIHH KPaMIH, CECTOAHHE Ha
o0BbpKaHOCT M TIPHIIAAaHE, KOETO MOXe J1a Ce TH/DKH HA HelpaBWIHA CEKpelHd Ha aHTHOHYPETHYEH XOPMOH
{ADH) morar na ce nogaeat npu npHeM Ha ACE urxuburopi. Axo NoyyuTe HAKO OT TE3W CHMIITOMH, CE
cBbpikeTe ¢ Bamma nexkap pp3mMoiHO Haki-CKkopo.

CrodmapaHe HA HeXKeJAHH peaKnuH

AKO MONyuHTe HAKAKBH HEXENAaHH JeKapCTBeHH peaklMK, KOHCynTHpakTe ce ¢ Bawua nexap v
dapmaneer. Topa BIUTIOYBA BCHYKM BL3MOXKHH HEONHCAHH B TA3H TUCTOBKA, HE3KENAHH peakiHn. MokeTe
ChHILO A cHOOIMTE HEMXKEIaHH peaKLMy AMPEKTHO (Ha MOCOYCHHS MO-IOMY aApec):

HampnHuTEHA areHUHs 00 JIeKapCTRaTa
yn. ,Jaman Ipyes™ Ne§

1303 Codus

Tem:+359 28903417

veOcaliT: www.bda.bg

Kato c¢wnobmapaTe HexenaHM peakiu, MOXETE [a NAaJeTe CBOS TPHMHOC 3a MOMYYaBaHE Ha TIOBEYE
HHJpopMalus OTHOCHO HE30MacHOCTTa HA TOBA JIEKAPCTBO.

5. Conxpanenne na Hopanpen Br-@opre

CoxpanspaiTe TOBa JJEKAPCTREO HA MACTO, HEMOCTEITHO 34 Aella.

He u3ponzeaiite TORA IEKAPCTBO Clie/l CPOKA HA FONHOCT, OTOENA3aH BLPXY KAPTOHEHATA ONAKOBKA H
KoHTefiHepa. CpoKsT Ha TOAHOCT OTTOBAPA HA MIOCJICAHAA JEH OT MOCOUCHHS Mecell.

CbxpaHasafiTe KOHTEHHEpa [UTETHO 3aTBOPEH, 3a 1a NpeAnasuTe oT Bnara. JlekapcTBeHHAT NPOLYKT He
HIHCKBA CNeLMa/HH YCIIOBHA HA CEXpaHECHHE.

He usxsnpngiiTe JiekapcTBaTa B KAHATM3ALMATA WIH B KOHTeliHepa 3a foMamHu ornaabuy. [lonuraiite
Bawus dapmanepT kak 1a H3XBBPJIMTE JIEKapcTBAaTa, KOUTO Bede He M3non3pare. Tesn MepkH e
CIIOMOTHAT 32 OMIa3BaHe Ha OKoNHaTa cpena.

6. Chabpicanne HR ONRKOBKATA H Apyra ARGopManas

Kakso cpabpxa Honrnpen Ba-®opre

- AKTHMBHHTE BEIIECTBA Ca NEPHHACNPHT aprHHKMH ¥ WHAanamuz. Enna dnnmup A3




Jpyrure ceCTaBKM B ChplEBHHATa Ha TabneTkara ca: JIakTO3a MOHOXHIpAT, MarHesHes creapat (E470B),
MAaNTOAEKCTPHH, CHITMLIHER THOKCHI, konouaeH OessoneH (ES51), natpuen HutmecteHn rmmkonar (Tun A), a
REB (WIMOBOTO NOKpHTHe Ha TabneTkara: rmumuepon (E422), xmnpomenosa (E464), makporon 6000,
Marnesues creapat (E470B), Tutanos qrokcun (E171).

Kaxk marnexna Homunpea bu-opTe B KAKBO CHABPXKA ONAKOBKATA

Honwnpen bu-®opre, dpunmupann tabnerkn, ca 6enu kperiy dwiMupanu Tabnerky ¢ auaMersp § mm o
paauyc npu W3suBkara 11 mm . Eqna gunmupana Tabnerka epabpika 10 mg nepHHAONPHI aprUHEH # 2,5
mg HHIATIaMH/,

Ta0neTkuTe ce MpOAABAT B ONaKOBKH OT 14, 20, 28, 30, 50, 56, 60, 90, 100 wra 500 Tabnetkn.

He BcHuKkH BHAOBE ONIAKOBKH MOraT Aa 6saar mycHatd B npoaaxba.

IIpaTexaTe s Ra paspelHeHHETo 32 YNOTPeda H NPOHIBOAHTEN

IIprTexaTen na pa3pemenneTo 3a ynorpeba :
Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex

DOpannug

ITIponsBoaHTE:

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy - Opanuus

H

Servier (Ireland) Industries Ltd
Gorey Road
Arklow - Co. Wicklow — Hpnanaus

H

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03.236 Warsaw,

Tomma

MecTeH NpeCcTABHTE:
Cepsiue Meaukan EOOJ
Ten: 02/921 57 00
Codmn

To3r nexapcrsen NPOIYKT € paspellieH 32 ynotpeda B cTpasaTe wienkne Ha EUTI noa cieauure
HMeHa:

Benrus PRETERAX 10 mg/2,5 mg

Buarapus Honunpen Bu-@opte 10 mg/2,5 mg dbuamupany TabneTku
Kunsp Preterax 10 mg/ 2,5 mg

Yemka penySnuka Prestarium Neo Combi 10 mg/2,5 mg

Hanus NOLITERAX 10 mg/2,5 mg

EcToHua NOLITERAX 10 mg/2.5 mg

Dunnanaua COVERSYL COMP NOVUM 10 mg/2.5 mg

Dpanuua BIPRETERAX 10 mg/2,5 mg

sprss Preterax 10/2,5



Hcnanans
Hpnangus
Hranua
JlaTBus
JlurBa
Jirokcembypr
Manta
XonaHuaus
IMomua
TTopryranus
PyMbHuA
CrnoBakns
Cnopenus

NOLITERAX 10 mg/2,5 mg

COVERSYL ARGININE PLUS 10 /2.5 mg
NOLITERAX 10 mg/2,5 mg

NOLITERAX 10 mg/2.5mg

NOLITERAX 10mg/2,5mg plévele dengtos tabletés
PRETERAX 10mg/2,5mg

COVERSYL PLUS 10mg/2.5mg

COVERSYL PLUS arg 10mg/2,5mg

NOLIPREL Bi-FORTE

PRETERAX

NOLITERAX 10 mg /2,5 mg

NOLIPREL Bi-FORTE A

BIONOLIPREL 10mg/2,5mg filmsko obloZene tablete

HETH HA MOCJIETHO OPEPA3rIcikKAaHe Ha JJHCTOBKATA:




