JlucroBka: I(IH(l)OpMaIIl/Iﬂ 32 MalMeHTa

Bamutoke 5 mg/80 mg puamupanu TadaeTku
Bamuokc 5 mg/160 mg punmupann TadjaeTKku
Bamuoxce 10 mg/160 mg puamupanu TadiaeTkn

aMJIO/IMITMH/BaJICapTaH

Wamlox" 5 mg/80 mg film-coated tablets
Wamlox® 5 mg/160 mg film-coated tablets
Wamlox® 10 mg/160 mg film-coated tablets

amlodipine/valsartan

IIpoueTeTe BHMMATEIHO LSJIATA JIMCTOBKA, NPeIH 1A 3aN0YHeTe /1a MPUeMaTe TOBa JIeKapCTBO,

TBH KaTO TS ChAbpPAa BaskHa 3a Bac ungopmanus.

- 3amazere Ta3u JIMCTOBKAa. MOJXKe J1a ce HalIOXH Ja I IPOYeTeTe OTHOBO.

- AKO MMaTe HIKaKBHU JIOMBJIHUTEIHN BBIIPOCH, TIonuTaiTe Bamus nekap uiu GapManesT.

- ToBa nexapcTBO € MpeANrcaHo eJUHCTBEHO U JJMYHO Ha Bac. He ro nmpeorcTenBaiite Ha qpyru
xopa. To MOxe 1a UM HaBpe/IH, HE3aBUCUMO Y€ MPU3HAIIMTE HA TAXHOTO 3a00JIsBAHE Ca CHIUTE
karo Bamure.

- AKO moTy4YuTe HIKAKBU HEXXEJIaHU JIEKapCTBEHH peakInu, yBeaomere Bamms nekap win
(hapmarieBT. ToBa BKIIIOYBA U BCUYKH Bb3MOXKHH HEXKEJIAHU PEAKIIMK, HEOITUCAHU B Ta3n
JIMCTOBKA. Bukre TOuKa 4.

KakBo chabpa Ta3u JINCTOBKA

KakBo npencransBa Bamiiokc 1 3a KakBO ce M3M0I3Ba
Kakso Tpsi6Ba na 3naere, npean Aa npuemere Bamiokc

Kax na npuemare Bamioxc

BBb3MOXHI HEXellaH! peaKuu

Kaxk na cexpansBate Bammoke

ChabppikaHue Ha OTIAKOBKATA U IOMBJIHUTETHA UH(OPMAITUS

AN N

1. Kakso npeacraBJjisiBa BaMJiokc 1 3a KaKBO ce H3M0J13Ba

Bamiokc TabneTku chabpKaT JABE BEIIECTBA, HAPSUCHHU aMJIOJMITMH U BasicapTaH. M qBeTe BeliecTa

crioMarar 3a KOHTPOJIa Ha BHCOKOTO KPBBHO HaJIsITaHe.

AMnoaunuH NpuHAJICKH KbM IpynaTa BEIecTBa, HAPEYCHH ‘‘KAJIUEeBH aHTATOHUCTH . AMJIOIUIIAH
CIIMpa MPEMUHABAHETO Ha KaJIIH Mpe3 KaMeBUTE KaHAIA B CTeHATa HAa KPHbBOHOCHUTE
CHJIOBE, KOETO NIPEOTBPATsIBAa CBUBAHETO HA KPHbBOHOCHUTE Ch/IOBE.

Bancapran npunaiexxu KbM rpymnara BeliecTsa, HapeueHu “‘anruoreH3uH-11 penenropan
aHTaronncty”. AurnoteHsuH Il ce mpousBexia oT opraHu3Ma U NMpeAn3BUKBa CBUBaHE Ha
KpPBBOHOCHHUTE CHIOBE, KAaTO MO TO3W HAYWH TOBHUIIIaBa KPHBHOTO HayAraHe. Bancapran
JieiicTBa upe3 OnokupaHe Ha epekta Ha aHrHOTeH3HH 1.

ToBa O3Ha4daBa, Y€ U ABCTC Cy6CTaHHI/II/I crioMarar 3a CliipaHe Ha CBUBAHETO HA KPBbBOHOCHUTE
CbIOBC. B pe3yaTar Ha TOBAa KPBbBOHOCHHUTE CBHJOBE CE€ OTIIYCKAT U KPBBHOTO HAJIATAHE CE IOHMKaBa.

Bamitokc ce u3noinsBa 3a JiedeHrne Ha IMTOBUIIICHO APTCPUAIHO HAJIATAHC MPU Bb3PACTHU, YNETO KPBBHO
HaJIITaHE HE C€ KOHTPOJIMpa JOCTATHIHO zlo6pe C IIpHUEM CaMO Ha aMJIOAWIINH WJIN BaJICApTaH.

2. KakBo Tpsi0Ba 1a 3HaeTte, npeau Aa npuemere Bamiioke



He npuemaiite Bamioke

- aKo CT€ aJIepTUYHI KbM aMJIOAMITUH WIH APYTH OJOKEepH Ha KallueBUTE KaHaiu. ToBa Moxke Ja
BKJIIOYBA CHPOEIK, 3aUepBsIBaHE HA KOJKATa WIH 3aTPYAHCHO AHIIAHE.

- aKo CT€ aJIEPTHYHH KbM BaJICAPTAH MM KbM HAKOS OT OCTAaHAJIUTE ChbCTABKH HA TOBA JIEKAPCTBO
(m36poeHH B TouKa 6). AKO CMsTATe, Y€ CTE allepIUYHH, KOHCYITHpalTe ce ¢ Bamms nekap
npenu na npueMere Bamiokc.

- aKO MMare TeXKH YepHOAPOOHH NpoO1eMu min npoOieMu ¢ JKTbUKaTa, KaTo OMInapHa upo3a
WK XOJIeCTasa.

- ako cte OpemMeHHa cies 3-Tust Mecell (mo-100pe a u3bsArBare yrnotpedara Ha Bamioke npes
paHHaTa OpPEeMEHHOCT, BUXKTeE pas3zen ,,bpeMeHHOCT”).

- aKo MIMaTe MHOTO HUCKO KPBBHO HAJIATaHE (XUIIOTOHUS).

- aKo MMare CTeCHeHHe Ha a0pTHATAa Kiiana (a0pTHA CTeHO03a) MJIM KapAHOTeHEH LIOK (ChCTOsSHHE,
IPH KOETO CHPLETO HE € B CHCTOSIHUE /1A TOCTABU TOCTATHYHO KPBB HA TSUIOTO).

- aKo MMare ChpJieuHa HEeIOCTaThYHOCT Cliea HH(PAPKT Ha MUOKap/a.

- aKo MMaTe BIHCOKU HUBA Ha 3aXap B KPBBTA U CTPAJaTe OT qHadeT THII 2 (HapedeH ChIIO
HEHHCYJIMHO3aBHCUM 3aXapeH JuadeT) Wi HapyleHa Ob0peuHa GyHKIUS U ce JIEKyBaTe ¢
JIEKapCTBO 32 MOHM)KaBaHEe HA KPBBHOTO HAJISITaHe, ChABPIKAIIO ATUCKUPEH.

AKo HAKOe 0T U30pPOeHuTe Mo-rope ce oTHacH 3a Bac, He mpuemaiite Bamioke u ce
KOHCYJITHpaiiTe ¢ Bammus jgexap.

IIpeaynpexneHust ¥ NpeaNa3sHH MepKH

Koncynrupaiire ce ¢ Bamms nekap, npenu na npuemere Bamioke:

- aKo cte Oy OONHU (MOBPBIIAIY CTE WIK CTEC HMAJIH JUAPHs).

- aKO MMare YepHOIPOOHY HiIH OBOPEUHH MPOOIEMH.

- aKo CTe MpeThpIeny ObOpeyHa TpaHCIUTAHTAIMS WK Bu e O1ito ka3aHo, ye nMaTe CTeCHEHHe
Ha OBOpEYHHUTE apTEPHH.

- ako umare 3a00JsBaHe, 3acsraio HaJobOpeuHara >xiie3a, HapeueHo “I'bpBUYEH
XUIEPATJOCTEPOHUIBM .

- aKo CT€ UMaJIM ChbpAEUYHA HEOCTAThUHOCT UK HH(apKT. CienBaiite BHUMATEIHO yYKa3aHHUTA
Ha Bamms nekap 3a HauasiHata 103a. Bp3MoxkHO € cbl1o Taka BamusT nekap 1a uzcnensa
O0n0peunara Bu ¢yHkmmst.

- ako Bammst nekap Bu e ka3ai, ue uMare CTECHEHHE Ha KJIauTe Ha chpleto Bu (HapedeHo
“aopTHA WIM MUTpPAJIHA CTEHO3a”) WIH, ye JebenrHaTa Ha ChbpACUHUSI MYCKYJI € YBeJIn4eHa Hajl
HOpMaTa (HapedeHo “00CTPYKTHBHA XUMEePTPO(HUIHA KApAUOMUOTIATHS ).

- aKo CT€ UMAaJI OTOK, 0COOCHO B 00JIaCTTa Ha JIMIETO WX T'BPIOTO, TOKATO CTE IPUEMaH APYTH
JieKapcTBa (BKJIIOYUTEIHO MHXUOUTOPY Ha aHTMOTEH3UH KOHBEPTUPAILUSA €H3UM). AKO
pa3BueTe TakUBa CUMIITOMH, CIIpeTe IpueMa Ha Bamiiokc 1 ce cBbprkeTe HezabaBHO ¢ Bamus
nekap. He TpsOBa Hukora mosede na nprueMare Bamiokc oTHOBO.

- aKo MpueMare HAKOE OT CIECJHUTE JIEKapCTBA, H3MOJI3BAHH 32 JICUCHNE Ha BUCOKO KPBHBHO
HaJsAraHe:

- ACE naxubutop (Hanpumep eHalarpuil, TU3WNHOTIPIII, PAMHUIIPHIT), 0COOEHO aKO MMaTe
O0BOpeuHH nMpoOsieMu, CBbpP3aHu ¢ quadeTa.

- QIUCKUPEH.

Bammsr nexap Moxe IepHOIIMYHO Ja IpoBepsiBa 0b0peuHaTa Bu QyHKIWS, KpPBBHOTO HAIATAHE U
KOJIMYECTBOTO Ha eNEeKTPOIUTHUTE (HaIlp. Kanui) B KppBTa Bu.

Bmxre cpmo nadopmanmsara, ozarinaseHa “‘He npuemaiite Bamiokc™.
9

AKo Helllo 0T HU30poeHuTe MO-rope ce oTHAcH 3a Bac, koHcyaTHpajiTe ce ¢ Bamus jgexap, npeau
na npuemerte Bamuokce.

Jlena u roHomIH



He ce npenopbuBa ynotpebara Ha Bamioke nipu nienia ¥ roHomM (Ha BB3pacT moj 18 roguxu).

Apyrn nexkapcrBa u Bamaoxkc

Wndopmupaiire Bamms nexap nim papmaneBT, ako mpuemare, HACKOPO CTe IPHEMAH HIIH €

BB3MOXKHO JIa TpUeMeTe APYTH JieKapcTBa. Moxe 1a ce HaJlo)Ku Bammsr ekap 1a mpoMeHH Jo3ata

Bu w/unmy na B3eme IpyTH IpeAna3sHl MepKu. B HAKOM cilydan MoxKe Ja ce HaJOXKH Ja CIIpeTe mprueMa

Ha €IHO OT JieKapcTBaTa. ToBa ce oTHacs 0COOCHO 3a JIeKapcTBaTa, M30POSHH MO-/10ITy:

- JIeKapCTBa 3a MOHIKABAHE HAa apTepHATHOTO Hajsrane, HapeueHn ACE naxuburtop win
AJINCKUPEH;

— JUypeTuy (BUJI JIEKapCTBa, HAPSUCHHU OIIIe “OTBOHSBAIIMU TA0JIETKN, KOUTO IMOBUIIIABAT
KOJINYECTBOTO Ha OTAEJIeHaTa ypUHA);

- TUTUH (JIEKapCcTBO, U3MOJI3BAHO 34 JICUCHUE HA HAKOU BHIOBE JICNPECHs);

- KaJIUH-ChXpaHABalM AUYPETULH, KATUEBU TOOABKH, 3aMECTUTEIH Ha COJITA, ChAbPIKAIIN KaTUi
WIN IPYTHU BEIECTBa, KOUTO MOTaT Jja MOBHUIIAT CTOMHOCTUTE HA KaJIUH;

- HSIKOM BU0BE OOJIKOYCIOKOSABAILY, HAPEUEHH HECTEPOUIHHU [IPOTHBOBB3MNAIUTEIHU CPEICTBA
(HCTIBC) wiu cenekTUBHYU DUKI0oKcHTeHasa 2 naxuouropu (COX-2 naxuburopu). Bammst
JieKap Moke J1a mpoBepu Ob0peuHara Bu yHkums;

- AHTUKOHBYJICAHTH (Hamp. kapbamaszenuH, penobapoutan, GpeHuronH, pocheHnTonH,
MIPUMUIOH);

- JKBIT KAaHTApUOH;

- HUTPOIJIMLIEPUH U JPYTH HUTPATHU WM JIPYTH BELECTBA, HAPEUECHH “‘Ba30AMUIaTaTOpH

- nekapcTBa, u3non3Banu nmpu XWUB/CIIMH (nanp. puToHaBup, UHIUHABUD, HET(DHUHABUD);

- JIeKapCTBa, M3MOJI3BAaHU 32 JIeUYeHUE Ha ThOMYHU HH(EKIUH (HaIp. KETOKOHA30JI, UTPAKOHA30I1);

- AQHTUOMOTHITH (JIEKapCTBa, M3IIOJI3BAHH 3a JICUeHHE Ha OaKTepHaTHA HH(EKINHI) KaTo
pU(paMIHULINH, ePUTPOMULIIH, KIAPUTPOMHULINH, TATUTPOMHIIMH;

- BepanaMuil, AUITHa3eM (JIEKapcTBa 3a ChpLE);

- CHUMBAacTaTUH (JIEKapCTBO, U3I0JI3BAHO 32 KOHTPOJ Ha BUCOKHS XOJIECTEPOI);

- JaHTposieH (MHQY3Us P TEKKA aHOMAJIMH B TeJIECHATa TEMIIEpaTypa);

- JIeKapcTBa, U3I0JI3BAaHU 3a IPEJOTBPATsIBaHE Ha OTXBBPJISIHE Ha TPAHCIUIAHTAT (LIMKJIOCIOPHH,
TaKPOJIUMYC).

BamJiokc ¢ XpaHa ¥ HAIUTKHU

Xopata, kouTo npueMar Bamiokc, He TpsOBa Ja KOHCYMHPAT IPeHIIppyT WK 1A MUAT COK OT
rpeiingpyt. [lpuunHara 3a ToBa e, ye rpeindpyThT U COKBT OT rpeindpyT MoraT a JoBEaaT 10
MOBHUINIABAaHE HA IUIa3MEHHUTE HIBA Ha aKTUBHOTO BEIIECCTBO aMIIOIUIINH, KOETO OT CBOS CTPaHa MOXKE
I1a TOBeJe A0 HeMPEABUIANMO 3aCHIIBAaHE HAa aHTHXHUIICPTECH3NBHUS e(eKT Ha BaMirokc.

BpemeHHOCT M KbpMeHe

Bpemennoct

Tpsa6Ba na kaxere Ha Bamus nekap, ako MUCIIUTE, Y€ cTe OpeMeHHa (WM € Bb3MOJXKHO J1a
3abpemeneere). OO0ukHOBeHO Bamust nekap e Bu nmochBeTBa na cripere npuema Ha Bamioke, npenu
na 3a0peMeHeeTe WM BeJHara mom pasoepere, 4e cte OpeMeHHa H 1ie Bu mochBeTBa 1a BeMeTe
JPYTo JIeKapcTBO BMecTo Bamioke. Bamioke He ce mpenoppuBa Ipe3 paHHaTta OpeMeHHOCT (ITBPBHTE
3 Mecena) ¥ He TpsIOBa J1a ce IIpueMa Ipu OPEeMEHHOCT ciiell 3-Tusl Mecell, Thbi KaTo MOXKe 1a IPUYUHU
CepHO3HO yBpexkaaHe Ha Bamrero 6ebe, ako ce n3noi3Ba ciej] TPETUs Mecell 0T OpeMEHHOCTTa.

Kvpmene
JlokazaHo e, 4e aMJIOJJUIKH MPEeMHUHaBa B KbpMaTa B MaJIKi konudecTBa. Mudopmupaiire Bamus

JIeKap, ako KbpMUTE WIK Bb3HAMepsABaTe Jja KbpMUTE. BaMilokc He ce npenopbyBa Ha Mallku, KOUTO
KbpMAT U BaimmsT nexkap Moxxe 1a Bu HazHauu apyro jgeyeHue, ako UMarte JKeJlaHue Ja KbpMUTe
ocobeHo, ako 6ebeTo B € HOBOPOJCHO MITH € POAEHO MPEkICBPEMEHHO.

Koncynrupaiite ce ¢ Bamms nekap wimi apMareBT npean yrnorpedaTa Ha KOETO U J1a € JIEKapCTBO.

lo¢upane u padoTa ¢ MAIIMHHU



ToBa nexkapcTBO MOke 1a Bu Hakapa 1a ce 4yBcTBaTe 3amasiHi. ToBa MOKe J1a MOBJIKSIE CIOCOOHOCTTA
Bu 3a no6pa xonuenrpamus. CieqoBaTesHo, ako He CTe CUTYPHHU Kak 1ie Bu nomusie ToBa JiekapcTBo,
He modwupaiite n He paboTeTe ¢ MalIMHU, KAKTO U HE U3BBPIIBANTE APYTH ACHHOCTH, N3UCKBAILH
KOHLIEHTpAaLHs.

Bamiioke cbabpaxa HATpUid
ToBa JilekapcTBO ChABPIKA MO-MaANKO oT 1 mmol Hatpwmii (23 mg) Ha TabneTka, T.e. MOXKe Ja ce Kaxe,
Yye NMPaKTUUECKU HE ChAbP)Ka HATPUH.

3. Kaxk 1a npuemare Bamioxkc

Bunaru npruemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bammst nekap. AKO He cTe€ CUTYpHH B
Helno, nonuraite Bamus nekap. Tosa e Bu moMorse a mocturieTe Hail-noOpuTe pe3yiaTary  mie
TIOHIKU PUCKA OT HEXKENAH! PEAKIINH.

Oo6unualinara 103a Ha BaMitokc e eiHa Ta0seTka JHEBHO.

- 3a mpennoynTaHe € 1a mpreMaTe TabJieTKaTa 1o €JHO U CHIIO BPEME BCEKH JIEH.

- ITpuemere Tabnerkara npe3 ycrara C yaiiia BOJa.

- Moxe na npuemare Bamioke ¢ nnu 6e3 xpana. He npuemaiite Bamnokc 3aeano ¢ rpedngpyt
WJIM COK OT TpernpyT.

B 3aBHCHMOCT OT TOBa Kak ce MOBJIHIBATE OT JICUCHUETO, BammmsT ekap MOXe Ja IpeIIoKu
MOBHILIABAHE WIH ITIOHMKABaHe Ha J103aTa.
He nagBummasaiite npeanucanara a03a.

BamJjiokc U naniueHTH B cTapyecka Bb3pacT (Ha 65 roanHu u noseve)
BammsT nexap tpsOBa na BHUMaBa, Korato Bu nmoBuiiaBa go3ara.

AKO UMaTe HIKaKBHU JOMBIIHUTEIHU BBIIPOCH, CBBP3aHHU C ynoTpedaTa Ha TOBA JIEKapCTBO, OMUTaTe
Bamms exap wim papmarieBr.

AKO cTe mpHeJIM IOBeYe 0T HeoOXoauMaTa 103a Bamuokc
AKo cTe ImpHen npeKaleHo MHOTO TabiaeTku Bamioke, Hii ako HAKO# Apyr e npuen Bammre
TabJIeTKH, KOHCYJITUPANTE ce ¢ JieKap He3abaBHO.

AKo cTe mponycHaJIM 1a npuemere Bamioxc

AKoO cTe npoIlyCHAIU a IpueMeTe TOBa JIEKapCcTBO, IIpUeMeTe I'o BejiHara, korato ce cerute. Cief
TOBA MPUEMETE CIIeBaIlaTa 1032 B 00NYaifHOTO 3a TOBa Bpeme. AKO 00ade MOYTH € HAOIHKIIIO
BpPEMETO 3a cJIe/IBallaTa /103a, He IpUeMaiTe 103aTa, KoATo cre npomnycHainu. He B3emaiite nBoitHa
1033, 32 ]a KOMIIEHCHpATe NpoITycHaTaTa TabJeTka.

AKo cTe cipesia npueMa Ha Bamnoxkce

Cnpanero Ha jeueHueTo ¢ Bamiokc Moske 1a 1oBeze 10 BiolaBaHe Ha BameTo 3abonsBane. He
cnpaiiTe 1a npuemare Bamero nekapcrso, nokato Bammst nexap He Bu kaxxe na ro HanpaBuTe.
AKO MMaTe HIKaKBU JOIBIIHUTEIHU BBIIPOCH, CBBP3aHHU C ynoTpedaTa Ha TO3H MPOAYKT, MOJIS
nonuTaiiTe Bamms nekap nnu papmanesT.

4. Bb3MOKHHN HeKeTaHU peaKkiuu

KakTro Bcuuku JICKAapCTBa, TOBA JICKAPCTBO MOXKE [1d MPCAN3BUKA HEIKCIIAHU PCAKIINU, BBIIPEKHU Y€ HE
BCCKHU I'M TTI0JTy4aBa.



Hsikou He:KeJIaHU peaKIMH MOTaT Ja 0bJAaT CEPUO3HHU U /1a M3UCKBAT He3a0aBHA MeIHIIUHCKA
NOMOIIL:

Manko Ha Opoif MaMEHTH ca U3MUTAIN CIIEIHUTE CEPUO3HU HEeXKETIAHN PEaKIUu (Mo2am 0a 3acecHam
0o I na 1 000 yosexa). AKO HACTHIHU HIAKOSI OT CJIEJHUTE HeKeJIaHH JTeKAPCTBEHH peaKkluuu,
uHpopmupaiite Bamms nexkap Heza0aBHO:

AnepruyHa peakLus CbC CUMIITOMU KaTo 00pHB, CbpOexk, IOAYBaHE HA JIULETO UM YCTHUTE U €3HUKa,
3aTPyIHEHO JUIIAaHe, HUICKO KPBBHO HaATaHe (yCcellaHe 3a MpUMalsiBaHe U CBETOBBPTEX).

JApyru Bb3MOKHHU HeKeJIaHU peaknuu Ha BamJiokc:

Yecmu (mocam 0a 3aceenam oo I na 10 yosexa): I'pun; 3amylieH HOC, 3a4€PBEHO I'bPIIO U
IcKoM(OPT IPpH Nperblane; IIIaBo0oIIe; IToIyBaHe Ha PBLETe, INIAHNUTE , KpaKaTa, IIIE3CHUTE WK
CThIIAJIATa; yMOPSAEMOCT; acTeHUs (Ci1abocT); 3auepBsABaHe U yCelllaHe 3a 3aTOIUISTHE Ha JTULETO W/WIH
BpaTa.

Heuecmu (moeam 0a 3acecnam oo 1 na 100 yoeexa): 3amMasiHOCT; TajicHe 1 O0JIKa B KOpEMa; CyXOTa B
ycTaTa; ChbHJIMBOCT, TPBITHEHE HJIM MPaBYUYKaHE 10 AJIAaHUTE WM XOAMUIaTa; CBETOBBPTEK; YCKOpeHa
ChpJIeYHA ICHHOCT, BKIIOYHTEIHO ChPIEONEeHE; 3aMastHOCT IIPU M3IPaBsIHE; KalUINIA; THAPH; 3aIeK;
KOKeH 00pHB, 3a4epBsBaHe Ha KOKarTa; [T0JyBaHe HA CTaBHUTE, OOJIKH B I'bp0a; OONKa B CTABUTE.

Peoxu (mocam da 3aceenam 0o 1 Ha 1 000 uosexa): Ycemane 3a 6e3MOKOKWCTBO; IIYM B YIIUTE
(TUHUTYC); IpUMAILIBAHE; OTACIISHE HA IOBEYES YPHHA OT HOPMATHOTO WIIM yCEIIaHe Ha ITOBEYEe
MO3MBH 33 YPUHHUPAHE; HEBB3MOXKHOCT 3a [OTy4aBaHE U MOAIbPKAHE Ha SPEKIMATA; YCeIIaHe 32
TEXKECT; MOHMKABAHE HA KPHBHOTO HAILITAHE ChC CUMIITOMHM KaTO 3aMasiHOCT, IPUMAaJIsIBAHE,
MOBHIICHO U3MOTIBAHE; KOXXHUA OOPUBH 110 LSTIOTO TSAJIO; CHPOEXK; MYCKYIIHH CIIa3MHU.

AKO HSIKOSI OT T€3H HeKeJIaHH PeaKIMy CTaHe CepHo3Ha, MoJIsi yBeioMeTe Banus Jiexap.

Hexenanu peakuuu, CHOOIIABAHH P CaAMOCTOSITCTHO MPUJIOKCHUE HA aMJIOAUIINH WJIH
BajicCapTaH, KOUTO HE Ce Ha0 aaBart npu BaMJ’IOKC, WJIM ce HA0JI10/1aBaT ¢ Mo-BHCOKA yecerTorTa,
OTKOJIKOTO IMPpHA Bamuoke:

AmnionunuH

Koncyarupaiite ce ¢ Bammus jexkap He3a0aBHO, aK0 MOJIYyYHTe HAKOHU OT CJIeJBAIIUTE MHOTO

PelKH, HO CEPUO3HHU HeKeJIAHU PeaKLMu cJiefl ynorpedaTa Ha TOBa JIEKApPCTBO:

- BuezanHo xpunTeHe, 00JKa B 'bpIUTE, 3aLyX WIH 3aTPyIHEHO JUILIAHE.

- [TonyBaHe Ha KJIenayuTe, JULETO WIN YCTHUTE.

- HouyBaHe Ha €3UKa U I'bpJIOTO, KOETO NPUYUHABA 3aTPYAHCHO JUIITAHE.

- TeKKU KOXKHU peaKk1y, BKIIOUYUTEIHO CUIIEH KOXKEH 00pUB, ypTHKapus, 3a4epBsBaHe Ha
KO)KaTa Ha LSUI0TO TSUI0, CHIICH ChPOeK, MEXYpH, JIOIIEHE U M0lyBaHe Ha KOXKaTa, Bb3MalIeHHEe
Ha JMraBuUnuTe (CHHIPOM Ha Stevens-Johnson, TOKCHYHA enuAepMaiHa HEKPOJIN3a) WU IPYTH
aJIEprUYHU PEAKIIHH.

- Wudapkr, aOHOPMEH CHPACYECH PUTHM.

- Brananen naHkpeac, KOMTo Moe Jja IPUYKMHY CUIIHA KopeMHa 0ojka 1 0oJika B I'bpoa,
MPUIIPYKEHU OT TEKKO HEPA3IIOJIOKEHHE.

CpoO1aBanu ca CIIeIHUTE HeXKeNaHH Peakii. AKO HAKOH OT TIX Bu npuuuHsABaAT MpoOieMu min
IIPOABJIKABAT [I0BEUE OT €HA CeMMLIA, TpAOBa J1a ce CBbpxkKeTe ¢ Bamms nekap.

Yecmu (moeam 0a 3acecnam 0o 1 na 10 uosexa): 3amMassHOCT, CHHIMBOCT; ChplieOreHe (yceare
OueHero Ha chpleTo Bu); 3auepBsBaHe Ha JUIIETO, IOAYBaHE Ha TJie3eHNUTE (OTOK); KopeMHa 0oJika,
HepasnoyoxeHue (rajacHe).

Heuecmu (mozam 0a 3acecnam 0o 1 na 100 yoeeka): IIpomeHHn B HACTPOCHUETO, TPEBOKHOCT,
nernpecus, Oe3ckHUE, TPEMOpP, IPOMEHU BEB BKyCa, IPUMaJIsIBaHe, 3ary0ba Ha ycelane 3a 00Jka;
3pPHUTEIHN HAapYIICHHs, YBPEXKIaHe Ha 3pEHUETO, 3BFHEHE B YIIUTE; HACKO KPHBHO HAJIATAHE,;
KHXaHe/XpeMa, IPHYMHCHN OT BB3MaJCHIE Ha JINTaBHIaTa Ha Hoca (PUHUT); HapyIIeHO



XpaHOCMMJIaHE, TOBPBIIAHE; KOCOMa, YCHUIIEHO TIOTeHe, KOXKEH ChpOeK, IPOMsIHA B IIBETa HA KOXKATa,
HapyILIeHO ypUHHUpPaHe, YECTU IT03UBH 32 yPUHUPAHE IIPe3 HOLITA, YBEJINUYeHa YeCTOTa Ha YPUHUPAHE;
HEBB3MOXKHOCT 32 MOJy4aBaHe Ha epeKIns; TUCKOM(OPT Wil HapacTBaHe Ha I'bPANTE MIPHU MBXKETE,
Oorka, 0010 Hepa3MoJIOKEeHIE, MyCKYyJTHa 00JIKa, MyCKYJTHH KPaMITH; YBeJIHMYaBaHE MIIH HaMaJlTBaHe
Ha TEJIECHOTO TETJIO.

Peoxu (mozam 0a 3aceanam 0o 1 na 1 000 wosexa): OObpPKaHOCT.

MHnozo peoxu (moeam da 3aceenam oo 1 na 10 000 uosexa): Hamanen Opoii 6envt KpbBHH KIIETKH,
HaMaJieH Opoif TpOMOOLINTH B KPBBTa, KOETO MOJKE Ja TOBeJe 10 HeoOMyaiiHa 0sIBa HA CHHUHH HIJIH
JIECHO KbpBEHE (YBpEeKIaHe Ha UePBEHUTE KPBBHU KIICTKH); TOBUIIICHA KPBHBHA 3aXap
(xumeprivkeMust ); NOAyBaHe Ha BEHIMTE, OJyBaHe HA KopeMa (TacTpuT); HapylIleHa YepHOApOOHa
(yHKIMSI, BB3MaJICHNE Ha YepHUs Apo0 (XenaTuT), MOKBJITABaHE HAa KOXKaTa (SKBJITEHUII),
MOBHIIEHUE HA YEPHOJAPOOHHUTE €H3UMH, KOETO MOXKE Ja MTOBIIUsIE HAKOU JIaOOPAaTOPHHU H3CIICIBAHHUS;
MOBUILICHO HANPEKEHHE B MYCKYJINTE; BB3IIAIICHNE HAa KPHBOHOCHHUTE CHIOBE, YECTO CHIPOBOJICHO C
KO>KEH 0OpHB, YyBCTBUTEIHOCT KbM CBETJIMHA.

C Heusgecmna wecmoma (vecmomama He Modice 0a 6v0e onpedeiiena om HATUYHUmMe OaHHU):
Tpenepene, BIbpBeHa CTOIKA, OJOOCH HA Macka U3pa3 Ha JUIETO (MACKOBHIHO JTUIIE), 3a0aBEHU
JIBWXKCHHS U BIAYCHE HA KpaKara, HeCTa0MIIHA TTOXO/IKa.

Basncapran
C Heussecmmna wecmoma (0m HAUYHUME OAHHU He MOJice 0 e Hanpasu OYeHKd HA YeCmomama):

IMonmxaBane Ha Opos HAa YepPBEHHUTE KPBHBHH KICTKH, TEMIIEPATYpa, BB3IAIEHO I'bPIIO WIH 00pa3yBaHe
Ha A3BH B yCTara B pe3yiTaT Ha MH()EKIUH; CIOHTAHHO KbPBEHE WM IOTyYaBaHe Ha CHHUHH; BUCOKH
HHBA Ha KaJU{ B KPBBTA; OTKIOHEHHMS B [TOKA3aTENUTE P U3CICIBAHUS 3a YepHOAPOOHATa (PyHKINS;
HaMaJIeHa MJIM CUIIHO HaMajleHa ObOpevHa pyHKIHS; MOoLyBaHe, NPEeAUMHO B 00JacTTa Ha JIMLETO U
T'BPIIOTO; MYCKYJIHa OOJIKa; 0OpPHB, BHOJICTOBO-YEPBEHH TIETHA; TEMIIEpaTypa; CEpOeiK; alepruIHu
peakuuy; oOpa3yBaHe HAa MEXYpH 0 KokaTa (Mpu3HaK Ha 3a0oiisiBaHe, HapeueHo OyJI03eH IepPMaTHT).

AKo pa3BueTe Hello OT TOBa, Mol MH(popMupaiite Bamus nexap BenHara.

Cho0maBane Ha HeXKeJaHU pPeakIuu

AKO TIOITy4YHTE HSIKaKBH HEXKEIAHH JISKapCTBEHH peaklny, yBenoMere Bamms nexap win gapmarnesT.
ToBa BKIII0OYBa BCHYKH BH3MOXKHU HEOIMCAHU B Ta3H JINCTOBKA HEXEJIaHH peakIuu. MoseTe ChIo 1a
CHOOIIHUTE 32 HeXKETAHH PEAKIIUU TUPEKTHO upe3

W3mpnHuTeHA areHIust o JIeKapceTBaTa

yi. ,,Jdamsa I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiitT: www.bda.bg

Kato choOliaBare HeXEIaH! PEakiiK, MOXKETE Ja AaIeTe CBOs MPUHOC 32 IIOJIyYaBaHe Ha MOBEYE
uH(OpMAIHs OTHOCHO 0€30TIaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na chxpansiBate Bamiioke

I[a CC CbXpaHsBa HAa MACTO, HEAOCTBHIIHO 34 ACIA.

He m3non3Baiite Bamioke cie cpoka Ha TOJHOCT, OTOETSI3aH BEPXY KapTOHSHATa ONAKOBKA U
6miucrepa. CpOKbT Ha TOJHOCT OTTOBAps Ha MOCIEIHUS ICH OT IIOCOYEHHS Mecell.

[Ha ce cpxpansasa mox 30°C.



He usxBbpuisiiTe iekapcTBaTa B KaHAIN3ALMATA UM B KOHTEHHEpA 3a IOMAIllHU OTHaIbIIH.
[onuraiite Bamms dapmaneBT Kak J1a U3XBBPIIATE JIEKapCTBaTa, KOUTO Bedye He u3roi3Bare. Te3u
MEpKH 1€ CTIOMOTHAT 32 OTla3BaHe Ha OKOJIHATA CPEAa.

6. Chabpi:kaHHe HA ONIAKOBKATA M JONBJIHUTEIHA HH(pOpMaNHs

- KakBo cbabpsxa Bamioke

- AXTHBHUTE BEIIECTBA Ca BAaJCAPTAH M aMIIOIUIIHH.
Bamnoxe 5 mg/80 mg purmupana mabremxa
Beska 5 mg/80 mg ¢punmmupana TabieTka ChIbpKa 5 mg aMIIOJHITIH KaTo aMIOAUIIHHOB
6eswnar (amlodipine (as amlodipine besilate)) u 80 mg Bancaprtan (valsartan).
Bamnoxce 5 mg/160 mg ¢purmupana mabremka
Bcesika 5 mg/160 mg ¢punmupana Tabnerka chabpKa 5 mg aMIOAUIINH KaTO aMIJIOTUITHHOB
oeswnar (amlodipine (as amlodipine besilate)) u 160 mg Bancaprau (valsartan).
Bamnoxce 10 mg/160 mg purmupana mabaemxa
Besika 10 mg/160 mg punmupana tabnerka cbappka 10 mg aMIOaUITUH KaTO aMJIOUITHHOB
oeswnar (amlodipine (as amlodipine besilate)) u 160 mg Bancaprau (valsartan).

- JpyruTe cbCTaBKU ca MUKPOKPHCTAJIHA [IETyJI03a, MATHE3UEB cTeapaT, KpocKapMenno3a HaTpHi,
noBuaoH K25, Hatpues naypuicyndaT, MAaHUTOJI U KOJIOUACH 0€3BOJICH CUITUIIMEB JHOKCH] B
SIPOTO HA TadJeTKaTa v MoNu(BUHUIOB alikoxou), TutaHoB anokcun (E171), makporon 3 000,
TaJIK U XBAT xkeneseH okcun (E172) BB punmoBoTo nmokputue. Buxre Touka 2 ,,Bamiiokc
ChIbpPKA HATPUIM.

Kak m3riie:kna BaMiioke 1 KakBoO CbIbpKa ONIAKOBKATA

Bamitoke 5 mg/80 mg ¢pmimupanu TabieTku (TabJeTKH): TO3U JEKAPCTBEH MPOAYKT MPECTABISIBA
Ka(heHUKABO-XKBJITH, KPBIJIH, JIEKO IBOMHON3IIBKHAIY, (PHIMHUPAHN TaOJIETKH ChC CKOCEHH KpauIa U
€ Bb3MOJKHO J1a MIMaT ThMHH TIeTHA (IuamMeThp Ha TabneTkara: 8 mm, aedenuna 3,0 mm—4,3 mm).
Bamuoke 5 mg/160 mg ¢unmupanu tabnerku (TabIeTKH): TO3U JIEKAPCTBEH MPOIYKT MPEICTABIABA
Ka(heHUKAaBO-)KBITH, OBAIHH, JBOWHOM3IIBKHAIH, (PUIMUPAHU TAOJETKH KaTO € Bh3MOXKHO J1a UMaT
THMHHU TI€THa (pa3Mepu Ha Tadnerkara: 13 mm x 8 mm, aebenuHna: 3,8 mm—5,4 mm).

Bamitoke 10 mg/160 mg dpunmupanu TabIeTKH (TaOJIETKH): TO3H JICKAPCTBEH MPOIYKT MPEACTaBIISABA
6neno kaeHNKaBO-)KBITH, OBAIHH, TBOWHON3IIBKHAIH, (GUIMHPAHU TaOJIeTKH (pa3MepHu Ha
tabserkata: 13 mm x 8 mm, aebenuna: 3,8 mm-5,4 mm).

baucrep (OPA/AI/PVC-Al donmo): 10, 14, 28, 30, 56, 60, 84, 90, 98 u 100 TabyIeTKH, B KYTHSL.
He Bcnukm BHIOBE OMAKOBKH MOTAT Jia ObJaT IyCHATH Ha I1a3apa.

Ilpurexaren Ha pa3pelIeHHETO 32 ynoTpe6a
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

IIpousBoauTesn

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, CiroBeHHs
TAD Pharma GmbH, Heinz-Lohmann-Strafle 5, 27472 Cuxhaven, ['epmanus
KRKA-FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, X spBaTust

To3u JiekapcTBeH MPOAYKT € pa3pelieH 3a ynorpeda B Abp:xkaBute-wienku na EAII nox
cJle/IHUTEe HMEHa:

CTpaHa-qneHKa HNme Ha JICKAPCTBCHUS MPOAYKT

Yurapus Wamlox 5 mg/80 mg filmtabletta
Wamlox 5 mg/160 mg filmtabletta
Wamlox 10 mg/160 mg filmtabletta

CaoBakus Wamlox 5 mg/80 mg filmom obalené tablety
Wamlox 5 mg/160 mg filmom obalené tablety
Wamlox 10 mg/160 mg filmom obalené tablety




Bouarapus Bamiokc 5 mg/80 mg dunmupanu tabneTku
Bamioke 5 mg/160 mg ¢punmupanu TabneTku
Bamokc 10 mg/160 mg ¢unmupanu TabneTku

Yexus Wamlox 5 mg/80 mg
Wamlox 5 mg/160 mg
Wamlox 10 mg/160 mg
CrnoBenust Wamlox 5 mg/80 mg filmsko obloZene tablete

Wamlox 5 mg/160 mg filmsko obloZene tablete
Wamlox 10 mg/160 mg filmsko obloZene tablete

Ecronus Wamlox

XbpBaTus Wamlox 5 mg/80 mg filmom obloZene tablete
Wamlox 5 mg/160 mg filmom obloZene tablete
Wamlox 10 mg/160 mg filmom obloZene tablete

JlaTBUS Wamlox 5 mg/80 mg apvalkotas tabletes
Wamlox 5 mg/160 mg apvalkotas tabletes
Wamlox 10 mg/160 mg apvalkotas tabletes

Wamlox 5 mg/80 mg plévele dengtos tabletés

JluTBa Wamlox 5 mg/160 mg plévele dengtos tabletés
Wamlox 10 mg/160 mg plévele dengtos tabletés

IoJyma Wamlox

PymbHust Wamlox 5 mg/80 mg comprimate filmate

Wamlox 5 mg/160 mg comprimate filmate
Wamlox 10 mg/160 mg comprimate filmate

ABcTpust Wamlox 5 mg/80 mg Filmtabletten
Wamlox 5 mg/160 mg Filmtabletten
Wamlox 10 mg/160 mg Filmtabletten

T'epmanus Amlo-Valsacor 5 mg/80 mg Filmtabletten
Amlo-Valsacor 5 mg/160 mg Filmtabletten
Amlo-Valsacor 10 mg/160 mg Filmtabletten

JlaTa Ha mocjieJHO Mpepa3rjexIaHe Ha JIMCTOBKATa
20 Hoemspu 2020

IMoxpobHa nudopMalys 3a TOBa JISKAPCTBO € NpeJocTaBeHa Ha yeOcaiita Ha M3nbnHuTeHa AreHims
o Jiekapcteata (MAJI) http:/www.bda.bg.




