JUCTOBKA



(WanuNHWTEAHA ATEHLIUA NO NEKAPCTBATA

' ucmatixa - pusowenus 2

Lol 3oty Te,

epmpnrsnbrasre

JlacroBxa: nmbopmaunﬂ_:;;a naunéﬁriﬁf}w/— . 17 /7 /A_.é' 07/,7
O 13n-m

Bamaoke 5 mg/320 mg pramupann radlrerku
Bamaoxe 10 mg/320 mg punmupann rabaeTen
amMIoAWNKHH/BancapTaH

Wamlex 5 mg/320 mg film-coated tablets
Wamlox 10 mg/320 mg film-coated tablets
amlodipine/valsartan

IIpotuereTe BHAUMATENHO LA1aTA JHCTOBKA, NIPeaH A2 3aM0YHETE 12 HPHEMATE TOBA

JIEKAPCTRO, Thil KATO TH CHABP:KA BakHa 3a Bac undopmarus.

- 3anasere Ta3u nHMCTOBKA. MOXKE 2 & HAIOKH Aa A MPOMETETE OTHOBO.

- AKO nMaTe HAKAKBH ACITBJHWTEIHH BBIPOCH, NMonuTaiite Baiunsa nexkap unn dapmauesr.

- Topa nexapcTso € npeaANKcaHO eAMHCTBEHO M THYHO Ha Bac. He ro npeotersnsaiite ua apyru
xopa. To MOXKE Na WM HaBpeH, HE3ABUCHMO Y€ NPU3HALIMTE HA TAXHOTO 3ab0/IsBaHE Ca ChLUKTE
KaTo Bainure.

- AKO Noy4HTe HAKAKBY HEXKENIAHW JIEKApCTBEHM PEaKIIiM, yBeaoMeTe Baiua nekap und
dapmauert. Topa BKIIOYBA M BCHYKH BB3MOMKHH HEKENaHN PEAKLIHM, HEOTHCAHH B TA3K
nucToBka. Benkre TovKa 4.

KakBo cbabpiKa Ta3H JHCTOBKA

Kakeo npeacrasisea Bamitokce u 38 kakBo ce H3nonssa
Kakpo tpa6Ba na 3Haete, fpeau 4a npreMeTe Bamnokc

Kak na npvemate Bamokc

B13MOkHY HexenaHu peakuH

Kax na csxpanssare Bamnoke

Chammxanye Ha ONAKOBKATA W IONBIIHKTENHA HHOPMAlHA

R~

1. Kaxspo npencras/isBa BaMioke i 33 KaKBo ce A3NOI3BA

Bamiokc ce U3no3ea 3a leyeHue Ha MOBHILEHO ApTCPHANTHO HanATaHe NpH BBEIPACTHH, 4HETO KPBBHO
HANATAHE HC CC KOHTPOJHpA QOCTATLYHO noﬁpe ¢ NpueM caMO Ha aMNTIOAHMKUH HITA BANICAPTAH.

Bamnokc TabiieTky ChABLPXKAT ABE BELIECTBA, HAPEHEHH aMIOIKIIUH U BancapTaH. M neete pemectea

CIIOMArar 3a KOHTPOJA Ha BUCOKOTO KPLBHO HANATaHe.

- AMIOAMNYH NPHHALIEKU KBM IPYNATA BELIECTBA, HAPEUEHH “KAaNTUHEeBH AHTATOHHCTH.
AMJIOAMIYH CNHPA IPEMUHABAHETO HA KAILMiA pe3 KaAlMeBUTe KAHATH B CTEHATa Ha
KPBBOHOCHUTE Cb10BE, KOETO NMPeACTRPATARA CBHBAHETO HA KPLBOHOCHUTE CHAOBE.

- BancaptaH npHHAANEXKM KbM FPYNaTa BELWECTRA, HApeUeHH “aHruoTeHsuH-11 peuentophu
anTaroHucTH”. Anrnotensut 1l ce npouzsexna OT OpraHu3Ma M IPEAM3IBHKBA CBUBAHE HA
KPLBOHOCHKTE CBAOBE, KATO [0 TO3W HAUWH MOBHILABA KPBBHOTO HandraHe. Bancaprau
AelicTea upez O1okupaHe Ha edekTa Ha aHruoTensuH LL

Tora O3Ha4qaBa, e 4 ABETE cy6c"rauunn cnoMarar 3a CNIHPaHE Ha CBUBAHETO HA KPBhBOHOCHHUTE
CBOOBE. B pe3yiTaT Ha ToBa KPBEBOHOCHHTE CBAOBE C€ OTNYCKAT H KPBBHOTO HaJIATaHE

o
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2. Kakeo tpadea aa 3Haere, npedd Aa npuemere Bamaoke

He npuemaiite Bamaoke

s JHITE



- aKO CTe aNepruyHH KbM aMIOLHITHH MM ApYTH ONnokepH Ha KanuueBUTe KaHain. Tosa Moxke na
BKJIIOUBA ChPOex, 3aUepBABAHE Ha KOKATA WM 3aTPYJHEHO JUINaHE,

- 4KO0 CTe alepruuHH KbM BAJICAPFaH WK KbBM HAKOA OT OCTAHAJIMTE CHCTABKY HA TOBA JIEKAPCTBO
(436poeHH B TOUKA 6). AKO cMATaTE, Y€ CTe aNePrHyHH, KOHCYITupaiTe ce ¢ Bawina nexap
npeau aa npyHemere Bamiokc.

- AKO HMAaTe TOKKH YepHoApobHH apobnemn nan npobnemu ¢ TbyKkara, xaro Guikapha udposa
WK XOoRecTasa.

- axo cre OpeMeHna caen 3-ua Mecel (no-n00pe da w3bsAreare ynotpeGara Ha Bamnoke nipes
paiHaTa SpeMeHHOCT, BIKTE pasaen ,.bpemensoct™).

- 4KO MMATE MHOTO HHCKO KPBLBHO HandraHe (XMMOTOHHA).

- aKO MMAaTe CTECHEHHE Ha a0PTHATA Kiana (a0pTHA CTEHO3a) WK KapAHOreHeH WOK {ChCTOsAHHE,
NPH KOETO ChPLETO HE € B ChCTOAHHE Ja AOCTABH AOCTATHYHO KPBB Ha TAAOTO).

- aKO MMATE Chp/ieUHA HEAOCTATBYHOCT Cliell HHAPKT Ha MHOKApPIA.

- aKo MMaTe BHCOKM HHBa Ha 3axap B KpPbBTa H cTpaAare oT auaber Tunt 2 anaber (HapedeH cpimo
HEMHCYTMHO3aBHCHM 3aXapeH aHabeT) Hu Hapywena 6u6peuna GyHKLs v ce NeKyBare ¢
JIEKAPCTBO 34 MOHIKABAHE HAa KPBBHOTO HAJATaKe, ChIbPKALIO ATMCKUPEH.

AKo HEKOE 0T H30poennTe N0-rope ce oTHacH 3a Bac, He npHemaiiTe Bamioke u ce
KOHcy TTHpakTe ¢ Baninsg Jgexap.

Mpeayupexaenua 1 NpeINa3InH MEPKH

KoHcynrupaiite ce ¢ Bawus nekap npenu na npuemere Bamnoke:

- aKo cTe UK GoTHH (MOBPBILATH CTE MITH CTE HMATH RHAPHA).

- aK0 HMaTe YepHoapobHH wiH 6x0pevinn npobaemn,

- axo cte nperspnenu 650peyna TpaHcnIanTauus WK By e M0 Ka3aHo, 4e MMaTe CTECHEHHE
Ha 6x0peyHHTE apTepHu.

- axko umMare 3abofaBaHe, 3acaralio HanOpOpeuHaTa HKJ1e3a, HAPEUeHO “MILPBUHEH
XMIEPANIOCTEPOHHIBM .

- aKO CTe HMalH CbPASUHA HENOCTATLYHOCT WK HHbapkT. CheaBaiTe BUUMATEIHO YKA3aHHATA
Ha Bawms nekap 3a HawanHarta 103a. BeamMoxHo € obiio Taka Bawmusar nekap na m3cnensa
6pOpeuHata Bu dyHkums.

- axo Bawuat nexkap BH e ka3an, 4 UMaTe CTECHEHHE Ha KN2NHTE Ha ChPLETO BY (HApeUueHo
“20pTHA WM MHTpa/IHa CTEH032”) WK, Ye JeDenHHATA HA ChpAeYHHA MYCKY.l € YBETHYEHA HaL
HOpMaTa (HapeyeHo “obCTpYKTHBHA XunepTpoduiHa KapauoMHonaTes’™).

- aKO CTe HWMany OTOK, ocofeHo B 00/1acTTa Ha IMLETO WK MBPIOTO, JOKATO CTe IPHEMANTH APYTH
JIEKapCTRa ( BIUIIOYHTENHO HHXMOHUTOPY Ha aHTMOTEH3MH KOHBEPTHPALIMA eH3UM). AKO
pa3sBHeTe TAKMBA CHMITTOMM, ClipeTe Nprema Ha Bamitoke u ce cebpikere HezabasHO ¢ Bawus
nekap. He tpabea wukora noseue aa npuemare Bamnioke oTHOBO.

- aKO MPUEMATE HAKOE OT CACAHMTE NEKAPCTRA, U3MON3BAHN 32 TCUSHHE Ha BHCOKO KPBBHO
HanAraHe:

- ACE dtxuOutop (HanpHMEp eHaNanpu, TH3MHONPH, PAMHIPHIT), 0CODEHO AKO uMaTe
6B6peunHn npobnemu, cBbLp3avn ¢ nuabeTa.
- ATHCKHPEH.

Baiuuar nekap MOxe nepuoaHMyHO Aa nposepsea 6xOpeuHaTta Bu GyHxuUMs, KpbBHOTO HANATAHE U
KOMHYECTBOTO Ha ENIEKTPOJMTHTE (Hanp. Kaiuid) B KpLBTa Bu.

Buxkre cpito MHpopmMaumaTa o3arnasetia “He npuemaiite Bamnoxe™.

Axo Hemo OT H3GPOEHATE NO-rope ve OTHACA 38 Bae, KOHCYJTHPAliTe ce ¢ Bamns
aa apuemere Bamtoke,

Hdena u waoOIH
He ce npenopbuea ynorpebara Ha Bamiioke npH Aeila U iOHOWM (Ha Bb3pacT [0/



Apyrn nexapcersa 0 Bamnaoke

Hudopmnpaikite Bawus nexap i thapmMaLesT, ako NpueMare, HaCKOPO CTe NPHEMANH HITH €

BB3MOXKHO 12 NPHEMETe APYrH nekapcTea. Moxe Aa ce Hanoxu Bawmsar nekap na npoMeny go3ara

Bu w/vnn na B3eMe Apyry npeanasHu MepKu. B HakoH ciyuan Moske 0a ce HanoXH Aa crpeTe NpHema

Ha eaHo OT iekapeTeata. Tosa ce oTHACH ocobeHO 3a nekapeTeara, H3bpoeHn No-nony:

- JieKapcTsa 3a NOHWKABAKE HA apTEPHATHOTO Hajlsrane, HapeueHH ACE unxuGurop wian
ANHCKHPEH;

- OMYPETHUH (BHI IEKAPCTBA, HAPEUYSHH Ol “OTBOAHABAUIM TaBNeTKH ", KOWTO [1OBHILEBAT
KOJTH4ECTBOTO Ha OTAENEHATA YPHHA);

- THTHA (EKapCTBO, M3MOM3BAHO 33 JICYEHHE Ha HAKOH BHAOBE Aenpecus ),

- Ka/THi-ChbXPaHsaBaLIM JHYPETHLIH, KATHEBH 106aBKH, 3aMeCTHTENM HA CONTa, ChAbpKALIH Kanuk
H/TH APYTH BELECTBA, KOMTO MOFAT Ja NOBHUIAT CTOHHOCTHTE HAa KaJWii;

- HAKOH BHIOBE HONKOYCIIOKOABALIH, HAPEYEHH HECTEPOHAHHM NPOTHBOBB3NANHTEHH CPEACTRA
(HCTIBC) unu cenexTuBHA UMKI00OKCHTeHa3a 2 uHxuoutopu (COX-2 unxuburopu). Bamusr
nexap MoKe Aa npoeepd 6p0peunara Bu qyHKLuA;

- AHTHKOHBY/CAHTH (Hanp. kapbamasenun, denobapburan, peHurouH, gocdenurount,
NPUMHAOH);

- HWBIAT KAHTAPHOH;

- HHTPOTHUEPHH M APYTH HUTPATH HWNM JPYTH BELIECTBA, HADEYSHH “Ba30IMNATATOPH;

- nexapcrea, W3no;3sany npd XHUB/CITMH (nanp. putoHarup, uHAHHABHD, HeNduHABUD);

- JIEKAPCTEA, U3M0I3BAHM 33 IEUEHHE HA MbOHYHM MHDeKLHM (Hallp. KeTOKOHA30J1, HTPAKOHA301);

- AHTHOHOTHIH (TeKapCTRa, H3TION3BAHH 33 JIeHeHHE Ha BaKkTepHATHH HHEKURH) KaTo
puaMiLHH, €PHTPOMHLIMH, KIAPHTPOMHIIHH, TATHTPOMHLIHH,;

- BEpanamu, JUNTHA3EM (IeKapCTBa 2a Chplie);

- CHMBACTATHH (N€KAPCTBO, HAMON3BAHO 32 KOHTPO. HA BHCOKHA XONIECTEPOST);

- JanTponeH (MHY3Hs NPH TEKKH aHOMATHY B TEJlECHATA TEMIIEPATYpPa);

- NEKApCTRa, H3MON3BAHH 3a NPEAOTEPATABAHE HA OTXBLP/SHE HA TPAHCIUIAHTAT (LMKITIOCTIOPHH,
TAKPOIIUMYC);

- CHPOTUMYC, TEMCHPOIHUMYC H €BEPOTTMMYC (JIEKAPCTBA, H3MONZBAHN 32 MPOMIHA HA HAYMHA HA
GOYHKLMOHHPaHe HA HMYHHATA CHCTEMA).

Bam.ioKc ¢ Xpana ¥ HANMTKH

Xopara, kouTo npueMat Bamnoke, He TpAGBa na KOHCYMHPAT rpeHnPyYT WM A4 THAT COK OT
rpeiindpyT. [lpuuunara 3a ToBa €, e rpeRndpPYTHT U COKBT OT rpelngpyT Morar 4a A0BEAAT A0
NOBHLIABAHE HA TIa3MEHHTE HHBA Ha AKTHBHOTO BELIECTBO AMJIOJAKITHH, KOETO OT CBOS CTPAHA MOKE
22 fnoseje 40 HeNPeABHANMO 3aCHIBAHE HA AHTHXHIEPTEH3HBHUA edekT Ha Bammoke.

BpeMeHROCT H KhpMete

bpementocT

Tpabra na kaxere Ha Bamns nekap, ako Mucaure, ue cte Gpemerne (MIH € BBIMOMXKHO 12
3aGpemeneete). ObnkHoBEHO Bamuar nekap we Bu nocwsersa aa cnperte npuema Ha Bamnoke npenu
na 3abpemeHeeTe 1ny BeHara HIoOM pazoepeTs, de cre Gpemerta H we BH nochBeTBa aa BieMeTe
Apyro nexapcTeo BMecTo Bamnoke. Bamnoke He ce npenopbya npes paHHata GPeMEHHOCT (TLPBKHTE
3 Mecela) W He TpabBa ga ce NpueMa npu GpeMeHHOCT ¢ien 3-ua Mecel, Thii KaTo MOKe Ja IPHUUHH
CEpHO3HO yBpexkaaHe Ha Bawero Gebe, ako ce n3non3ea cies TpeTus Mecew OT GPeMEHHOCTTA.

KnpMmene
JloxasaHo e, 4e aMAOANNIMH NPEMHHARA B KbPMaTa B MANKM KonuvecTBa, UHdopMupaiite Bawus

JieKap, ako KbPMHUTE HAH Bh3HAMESpABATE Ad KbPMHTE. BaMmiioke He ce npenopbuea Ha MaikH, KOHTO
KbpMAT W Baiuuar nexap Moxe 1a BH HasHauH Apyro JieveHve, ako MMATe JKenaHue aa
ocobeHo, ako 6eGeto Bu ¢ HOBOPOIEHO HIM € POAEHO NPeKASBPEMEHHO.

Koucyarupaiite ce ¢ Bawmsg nexap unu dapManesr npean ynorpebaTa Ha Koeto ¥

Illo¢gnpane u paboTa ¢ MAIIHHA



Toea nekapcTeo Moxke 1a Bu Hakapa na ce yyBcTeare 3aMasnu. ToBa Moke 1a MOBAMAE CIIOCOGHOCTTA
Bu 3a nobpa konuenTpanusa. CneqoearesiHo, ako HE CTE CATYPHH KaK LUe BH TIORNYAE TOBA NeKapCTBO,
He uiothupaiite M ne paboTere ¢ MAaUIMHNY, KAKTO H He M3BBPLIBAITE OPYTH AeHHOCTH, M3UCKBALIH
KOHLIEHTPALUHA.

Bamjokce cbabLpxa HaTpHii
Tosa nekapcTBo chabpxka mo-manko oT | mmol satpuit (23 mg) Ha Tabnerka, T.e. MOKeE a ce Kaxe,
e NPaKTUHECKH He ChbABPIKa HaTpuH.

3. Kak aa npnemare Bamioke

BuHard npueManTe TOBa A€KAPCTBO TOHHO KakTo Bu e kasan Bawmar nekap. Ako He CTE CHI'YpHM B
Hewwo, nonuraiite Baunsa nekap. Toea we By noMorxe na nocturHere Hali-qo6pure pezyntatd u e
NOHMXH PUCKA OT HEXKENAHU PEAKIIHM.

O6uuaiinaTa 103a Ha Baminokc e eana Tabnetka AHEBHO.

- 3a npeanoyuTake € 1a NpUeMare TaGNeTKATa 10 €AHO U ChUIO BPEME BCEKH QEH.

- Ipuemere Tabnerkara npes ycrara ¢ 4awma Boza.

- Moske na npuemare Bamioke ¢ nnu Ge3 xpana. He npuemaiite Bamioke 3aequo ¢ rpeiingpyr
HJIH COK OT rpefndpyT.

B 3aBHCHMOCT OT TOBA KaK C€ MOBNHMABATE OT JedeHHETO, BaluuaT nexap Moxke aa npeioKu
MOBHLIABAHE HIH NOHIHKABAHE HA J03aTa.
He naasumaraiite npeanucanara ao3a.

BaMoKc M TANHEHTH B CTAPYeCKa BL3pacT (Ha 65 rognHu B noBeye)
Bawnar nexap TpaGpa a BHAMaBa, korato BH moBuULUABa J03aTd.

AKO MMaTe HAKaKBM JOITh/IHMTENHH BBNPOCY, CEBP3aHK ¢ ynoTpebaTa Ha TOBA NeKAPCTBO, NOTUTANTE
Batma nekap unu QpapmManesT.

AKO cTe NpHe N noBeve oT HeoGxoqUMATA 7033 Bamaoke
AKO cTe npuenu npekaneHo MHoro Tabietku Bamnoxe, unu ako Hskol apyr e npuen Baunre
TabneTKH, KOHCY/ITHpaiTe ce ¢ lekap He3a0aBHo.

ToRuwWwEeHO KonM4ecTBO TEHHOCT MOXKE Ja ¢ HaTpyna B Genure apodose (Genonpoben oTok),
TIPHYHHABARKY 3ayX, KOHTO MOXKe Aa ce pa3Bue A0 24-48 yaca cien npuema.

AKo cTe nponycHaaH Aa npueMere Bamaoke

AKO ¢Te MpOoITyCHAaNH 1a NPHEMETE TOBA EKAPCTBO, NPHEMETE O BeJHAra, Korato ce cerute. Cren
TOBA NPHEMETE cheiBalliaTta 103a B 0bH4AKHOTO 33 TOBA BpEMeE. Axo obaue nouTH e nHabJKUNo
BPEMETO 3a CAEABAlLATA 1033, HE NPUEMANTE 03aTa, KOSTO cTe nponycHanu, He B3emaiite asoiina
71033, 32 J1a KOMINEHCUpaTe npofnycHaTaTa TabieTka.

AKo cTe cnpe.n npHema ua Bamiaoxe
CrnupaneTo Ha NedeHneTo ¢ BaMnoke Moxe Ja A0BeAe 0 BlowasaHe Ha Bawero 3a6onssane. He
crivpaiite Aa npuiemate Baueto nexapcTeo, oxaro Bawuar nekap He Bu kaxke [a ro Hanpabure.

nonuraiite Baluwng sekap uad gapmanesr.

4. BriMokHu HexeIaHH PEAKITHN




KakTo BcHuKk# NekapeTsa, TOBa JIEKapPCTEO MOXKE Aa NpeIH3BHKA HEKENAHH PEaKLMY, BBIIPEKH ue He
BCEKH I'H [10Ty4aBa.

Hakon HexxeNaHM PeaKNH MOTAT A3 O34T CEPHO3HH H 14 H3IHCKBAT He3A0aBHA MeTHOHKECKA
noMOmI:

Manko Ha Gpoii maUHMeHTH ca U3INUTAIIH CIIEAHHTE CEPHO3ZHN HEXETAHH PEakLMH (Mozam Oa 3acesHam
00 I na 1 000 yosexa). AkO HACTHAM ANKOH OT CACAHNTE HEKENAHM 1EKAPCTBEHH PEAKIMH,
nHpopmupaiire Bamna nexap nezaéasuo:

AJlepravna peakuma CbC CHMITTOMH KaTo 06pHB, chplesx, NoayBaHe Ha JHUETO WIH YCTHHTE U €3MKA,
3aTPYAHEHO AMLIAHE, HUCKO KPBLBHO HanaraHe (ycellaHe 3a MPHMAIABAHE U CBETOBLPTEXK).

JApyrun Bb3MOKHM HexeaHH peaknyd ua Bamaokc:

Hecmu (mocam oa sacecwam 0o 1 na 10 wosexq): I'pun; 3anyinen Hoc, 3aUepPREHO rbPJIO H
JUCKOMGOPT MPH NperiblulaHe; NaBoGo/IHe; NoayBaHe Ha pbLeTe, ATAHKTE , KPaKkaTa, [IE3eHUTE WK
CTBLIANATA; YMOPAEMOCT; acTeHHA (C1abocT); 3auepBABAHE M yCelllaHe 3a 3aTOILISHE Ha JIMUETO W/HIH
spara.

Hevecmu (mozam oa zaceznam oo 1 na 100 wosexa): 3aMaanocT; rageHe W GoaKa B KOpeMa; CyxoTa B
YCTaTa; CHHIMBOCT, TPRITHEHE UM MpaByyKaHE MO ANAHMTE WK XOIHNATA; CBETOBLPTENK; YCKOPEHa
CbpieyHa AeHHOCT, BITIOUHTETHO ChpluebueHe; 3aMasHOCT MPH H3NPaBAHe; KAUUTHLIA, AMAPHS; 3anek;
KO3KeH 00pHB, 3a4epBABAHE HA KOKATA; (I0OZYBAHE Ha CTaBUTe, HOJIKY B rbpba; Gonka B cTaBHTE.

Peoxu (mozam oa 3acezram 0o 1 na 1 000 vosexa): Ycewane 3a 6e3n0KoiicTBO; LIyM B ylUHTE
(THHHTYC); MPUMANABAHE; OTAE/AHE HA TIOBEYE YPHHA OT HOPMATHOTO WM YCELIAHE Ha MOBEYe
NIO3MBH 34 YPHHUPAHE; HEBB3MOXKHOCT 34 MOJy4aBaHe i NOAIBPACHE Ha EpPeKUHATA; YCelllate 3a
TEHKECT; MOHMKABAHE HA KPBBHOTO HANATAHE CHC CHMITTOMH KATO 3aMasHOCT, MPUMANSIBaHe,
MNOBULIEHO H3MOTABAHE, KOXHU OOPHBH MO LANOTO TANO; CHPOEK; MyCKYTHH CMAIMH.

AKO RAKOA 0T Te3H HeXKeAAHH peallNH cTaHe CePHOIHA, MOJIA YBeAOMeTe Bamuaa Jexkap.

Hexenans peakuun, ChoSNIABAHA NPH CaMOCTONTEIHO NPUIOKEHHE HA AMIOIHIIHA HIH
BAJICAPTAH, KOHTO Be ce HAGnoAaABAT Hpi BaMnoke, Hin ¢e HAOII0AABAT ¢ MO-BHCOKA 1eCTOTA,
OTRONKOTO NpH Bamnoke:

AMIIOAHIHH

Koncyarupaiire ce ¢ Baning nexap se3abaBno, K0 HOAy4INTe HAKOH OT C/1¢ABAIIHTE MAOTO

PeaKH, HO CEPHOIAE HEKENAHN PeaKNUH cjiea ynoTpefara Ha TOBA JEKAPCTBO:

- Bresanxo xpunTene, 60i1Ka B rbpaMTe, 3aAyX HIM 3aTPYIHEHO AHINAHE,

- ITonyBaHe Ha KIENAYHTE, TMLETO WY YCTHHTE.

- [TonyBaHe Ha €31KA H FbPAOTO, KOETO MPHUMHABA 3aTPYAHEHO JUIIaHE,

- Texkn KOMKHH peakunH, BKITIOUHTENHO CUIIEH KOXeH OOpHUB, YPTHKAPHA, 3a4epssapaHe HA
KOKATA Ha LAJI0TO TANO, CHICH Chpbek, MEXYPH, JHOMIEHE H NOAYBAHE HA KOXATa, Bh3NaicHHe
Ha IMT3BULIMTE (CHHAPOM Ha Stevens-Johnson, TOKCWHHA eNMACPMAaHA HEKPOAH3a) WK APYTH
AIEPrHYHH PEakLMH.

- Hudapkr, aGHOpMEH ChpaeveH PUTHM.

- Bru3nanen nankpeac, KOHTO MOxXe Ja IPHYUHK CHAHa KopemHa Gorka i Doska 8 rhpba,
APUAPYKEHH OT TEXKKO HEPAINOIMKEHHUE,

Cpob1arann ca cIEQHHTE HEKENAHH peakuuH. AKO HIKOH OT TAX Bu npuunussat npoGaemu uim
NpoAbIAKABAT NOBEYE OT €AHA CEAMHULA, TPSAOBA Aa ce cBbpieTe ¢ Bauind Jiexap.

Hecmu (mozam Oa 3aceznam 00 1 Ha 10 yogexu): 3aMagHOCT, CHHIMBOCT; ChpLel
OueHeTo Ha chpleTo BU); 3auepeaBate HA NULETO, NOAYBAHE HA [MIe3eHUTE (OTOK
HepanoenaokeHye (rageHe).



Hevecmu (mozam 9a 3aceznam 0o [ na 100 vosexa): IpomMenn B HACTPOSHHETO, TPEBOKHOCT,
Aenpecud, be3chHUE, TPEMOD, NPOMEHH BLB BKYCa, IpUMaaBase, 3aryba Ha yceiuaude 3a Gonka;
IPUTEITHA HAPYIIEHHS, yBPEKIAHE Ha 3PEHUETO, 3BbHEHE B YLIMTE, HHCKO KPLBHO HANAMAHE;
KHXaHe/xpema, PUUMHEHH OT BB3NANeHHE HAa TNraBULATa Ha HOCA (PHHKT); HApYLLIEHO
XPaHOCMMIAHE, NOBPBLIAHE; KOCONAA, YCHIEHO MOTEHE, KOKEH ChpOex, IPOMSHA B LIBETA HA KOXKATA,
HapYIeHO YPHHHPaHe, 4eCTH NO3HBH 34 YPHHHPAHE NPe3 HOLITA, YBETHHEHA YECTOTa HE YPHHHPAHE;
HEBLIMOMKHOCT 34 MONYYaBaHE HA epeKUHa; JHCKOMPOPT HAH HApaCTaBaHe HA MbPANTE NPH MEKETE,
Gonka, 0610 HEPa3NONOKEHHE, MYCKYTHA DONKa, MYCKYJTHH KPaMIi; YBENTHYABAHE WY HaMANABAHE
Ha TENECHOTO Terno.

Peoru (mozam 0a 3aceznam 0o 1 na I 000 yosera): O6bpKaHoCT.

Mhuozo pedxu (mozam oa sacezuam oo 1 ua 10 000 voeexa). Hamanen Gpoit 6eay KPEBHH KNETKH,
Hamaaer 6poil TPoMOOHUTH B KPBBT2, KOETO MOXKE 1a NoBeAe 10 HeobH4alHa [OSRA HA CHHMHM HMITH
MIECHO KbPBEHe (YBpPEXKIAHE HA YEPBEHNTE KPBBHH KICTKH); MOBHILEHA KPbLBHA 3aXap
(XHNepriHKeMHs); NnoJyBaHe Ha BEHLMTE, NOJYBAHE HAa KOpPeMa (racTpyT); HapyleHa yepHoapoGHa
(byHKLMSA, Bb3MaleHHe Ha YepHuA Apos (XenaTut), NOKLITABAHE HA KoXkKaTa (KBITEHHLA),
NOBHULICHHE HA YePHOAPOOHUTE EHINMH, KOBTO MOXKE Ja NOBIHAE HAKOH NaBOPATOPHH U3CICABAHHA;
MOBHIICHO HATPEXKEHHE B MYCKY/IHTE; BB3NAICHHE HE KDPBBOHOCHHTE CbIOBE, Y€CTO CHIPOBOAEHO C
KOMeH OOpUB, HyBCTBHTE/IHOCT KbM CBETIIHHA,

C neusgecmua wecmoma (vecmomama He Moxce 0a HvOe ORPedeNeHa oM HarUHUMEe OaHHY).
Tpenepexe, BAbPBEHA CTOHKA, Moa00eH Ha MacKa H3pa3 Ha THUETO (MaCKOBUAHO fHue), 3abaBeHu
IBHXEHMS ¥ BIAYEHE HA KpakaTa, HecTa0KTHA MOXOIKA.

Bancaprau
C Heusgecmua vecmoma (0m HARUNHUME OQHHU HE MOXCE O Ce HaNPABU OUEHKA HA HeComamay):

INounkapare Ha Opos Ha YepBEHHUTE KPbBHH KICTKH, TEMIEpaTypa, BB3NANEHO Ibpo Wik o0pasysaHe
Ha A3BM B YCTATa B Pe3yNTaT HA HHPEKLMK; CIOHTAHHO KbPBEHE WITH NOJIy4aBaHe HA CHHWHH, BUCOKH
HYBa Ha KaJIHii B KPLBTA; OTKIOHEHHS B NOKA3ATENHTE (TP W3CACABAHHUA 38 YePHOAPOOHATA PYHKUNS,
HAMAIEHA WK CHITHO HaManeHa GrOpeuta dyHKUM, NOAYBAHE, NPEJHMHO B 001aCTTa Ha JIMLIETO U
FLP/IOTO; MycKynHa Gonka; 0OpHB, BUONETORO-YEPBEHH METHA; TEMNEPATypa; Chpbeix; anepruvHu
peakuuy; obpasyBande Ha MeXypH 10 koxkaTa (NpH3HaK Ha 3a0onaBaHe, HapeueHo OyNoseH JepMaTHT).

AKo pa3BueTe HEWo oT Tora, MONA HHopmHpalite Batuna 1ekap peaHara.

CrolimanaHe HA HeXeJAHA PeaKIRH

AKO NOJYYHTe HAKAKBY HEXKENIaHY IEKAPCTBEHH peakuu, yreaomeTe Banina nekap nan dhapmauest.
Topa BKITIOYBA BCHUKH BB3MOMKHH HEOTMCANM B TA3u TMCTOBKA HEKENAHH peakilii. MoxeTte ¢biuo aa
ChOOLUMTE 33 HEYKEAAHH PEaKLHKM AMPEKTHO upes

WanbanuTenna arexuus no Aekaperpara

ya. . Jdamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcait: www.bda.bg

KaTo crofiiapare Hexenauu peakiyu, MoXeTe 1a AafeTe CBOf [(PHHOC 33 MONyYaBaHe HA NoBeye
HHGOPMALKA OTHOCHO Ge30NacHOCTTa HA TOBA NIEKapPCTRO.

5. Kak 1a cexpanssate Bamaoxe

Jla ce chxpaHsiBa Ha MACTO, HEAOCTBITHO 33 fELa.




He u3nonseaiite TOBA jIKAPCTBO Cie/l CPOKA HA FOAHOCT, OTOENAZAH BLEPXY KAPTOHEHATA OMAKOBKA U
Bnucrepa cnen ,.lonen go:*. CPOKLT HA rOJHOCT OTTOBAPS HA HOCHEAHUSA AEH OT MOCOYCHHS
Mecell,

Ha ce cbxpanasa noa 30°C.

He u3xpupasiite nexapcTsara B KaHATH3AWHATA HIH B KOHTEHHEPa 32 JIOMAIHK OTHAIbLH,
[Tonuraiite Bawns dhapmalleBT Kak Ja H3XBLPIATE IEKAPCTRATA, KOUTO BEYE HE H3ITOM3BATE.
Te3u MepKH 1 CTIOMOTHAT 32 ONa3BaHe Ha OKONHATA cpena.

6. CopappKaHue Ha ONAKOBKATA H JONBLIRHTENHA NHPOpMALHS

Kaxso cbanpixa Bamaoxe
- AKTHBHHTE BEILECTBA Ca AMJIOTUNHH (KaTO aMIOIMOUHOB Ge3unaT) n saicapraH.

Bamjoke 5 mg/320 mg ¢puamupana Tabherka

Besxa grimmupana Tabnetka ceabpika 5 mg aMAOIMIIHH KATO AMIOJUITHHOB Ge3nnar

(amiodipine (as amlodipire besilare)) v 320 mg sancapran (valsartan).

Bamnoke 10 mg/320 mg duimupana Tabaetka

Beska dunmupana Tabnaetia cbhabpka |0 mg aMmoauiuy kaTo aMa0aMNyHOB Be3unaT

(amiodipine (as amlodipine besilate)) u 320 mg sancapran (valsartan).

- Jpyrure cbeTaBKH ca

- 8 Adpomo Ha MabremKkama: MAKPOKPUCTATHA Lenynosa (Tun 200), marue3ues creapar,
KpOCKapMeno3a HaTpHi, nosuaon K25, vatpuer naypuiacyndar, MAaHHTOR u KONOUAEH
Ge3BomeH CHIIMLMER THOKCHA,.

- 666 PUAMOSOMO NOKPUMUE: MOTHBHHWIOR &1KOX0J1 — YACTHYHO XHAPONU3UPAH, THTAHOB
avokeua (E171), Makporon 3 000, Tank, et xkeneseH okcra (E172) 1 uepBed keneseH
okcun (E172) - camo B 5 mg/320 mg Tabnetxu. Bukre Touxa 2 ,,BaMiioke cbrbpxa
HaTpHii“.

Kak miraexaa BamiIoke H KAKBO CLILKA 0NaKOBKATA

Bamnokc 5 mg/320 mg duamuparn Tabnetku (Tabnetku):

Kadsien, 1BofiHOM3NbKHANM, MPOALATOBATH Punmupanu TabneTku (pasMepH Ha TabneTkaTa: 16 mm x
8,5 mm, neGenuna 5,5 mm - 7,5 mm).

Bamnokc 10 mg/320 mg dunmupauu tabnaerku (Tabnerku):

Kadenukapo- bITH, IBOHHOM3IIEKHATIH, NPOILITOBATH QHIMupaHu TabneTku (paiMepu Ha
TabneTkaTa, Ha KOWTO € BB3MOXKHO A2 MMA ThMHM neTHa: 16 mm x 8,5 mm, nebenvna; 5,8 mm —

7,8 mm).

BaMmiiokc € HATHYEH B ONAKOBKH:

- 10, 14, 28, 30, 56, 60, 84, 90 v 100 dbunmupann TabneTku B SnucTepH.

- 0x1,14x1,28x1,30x1,56x1,60x1,84x1,90x1ul100x) purMupana Tabnerku B
nepdopHpaHn eIHONO30BH GIHCTEPU

He Bcyukm BroBe OMakoBKK MOTaT Ja 6bJaT MycHATH HA Nasapa.

IpuTexaren na paspeuiennero 3a ynotrpeba
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Cnosenus

IponiBoanTean

KRKA, d.d., Novo mesto, Smarjetka cesta 6, 8501 Novo mesto, Crosenus
TAD Pharma GmbH, Heinz-Lohmann-StraBe 5, 27472 Cuxhaven, ['epmatiua
KRKA —FARMA d.o.0,, V. Holjevca 20/E, 10450 Jastrebarsko, Xbpsatus




Tosa JEKAPCTBO € pajpeleHo 3a ym)Tpeﬁa B IbP/KABHTE — YWICHKH Ha EBponeﬁcKoro
HKOHOMHYECKO MPOCTPAHCTBO NOJX CJIC/IHHTE HMEHA:

Crpana-wieHka Hme Ha 1ekapcTBeHHs NPOAYKT
Yewrka Penydanka Wamlox
Buarapus Bamnoke 5 mg/320 mg duamupanu Tabnetku
Bamaoke 10 mg/320 mg ¢puamupanu Tabnetku
Ecrouus Wamlox
XbpBaTust Wamloset 5 mg/320 mg filmom oblozene tablete
Wamloset 10 mg/320 mg filmom obloZene tablete
JlaTBus Wamloset 5 mg/320 mg apvalkotas tabletes
Wamloset 10 mg/320 mg apvalkotas tabletes
Iosma Wamlox
PymbHuA Wamlox 5 mg/320 mg comprimate filmate
Wamlox 10 mg/320 mg comprimate filmate
CaoBenus Wamlox 5 mg/320 mg filmsko oblozene tablete
Wamlox 10 mg/320 mg filmsko oblozene tablete
ChoBakus Wamlox 5 mg/320 mg filmom obalené tablety
Wamlox 10 mg/320 mg filmom obalené tablety
ABeTpHs Amlodipin/Valsartan TAD 5 mg/320 mg Filmtabletten
Amlodipin/Valsartan TAD 10 mg/320 mg Filmtabletten
T'epmanusn Amlo-Valsacor 5 mg/320 mg Filmtabletten
Amlo-Valsacor 10 mg/320 mg Filmtabletten

JlaTa Ha noc/ieIHO npepasr/iekIaHe HA JHCTOBKATA
18 Apryct 2022

[Toapo6ua urdopmaims 3a TOBa IeKapcTBO € MpejocTaBeHa Ha yebGcaiita Ha UsmbnuuTensa AreHuus
no Jlekapcreara (MAJI) http://www.bda.bg




