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Ouamesna AM 20 mg/5 mg puamupann rabaerkn
Ouamesna AM 40 mg/5 mg puamupann Tabaerkn
Osmesnn AM 40 mg/10 mg puamupanu TabieTkn

JIucroBka: nudopmanus 3a nannenTa

Olmezide AM 20 mg/5 mg film-coated tablets
Olmezide AM 40 mg/5 mg film-coated tablets
Olmezide AM 40 mg/10 mg film-coated tablets

(o1mecapTan MeokcomMu /amiioaunun; olmesartan medoxomil /amlodipine)

ITpoueTreTe BHUMATE/IHO NAIATA JIHCTOBKA, IPEH A 3aM0YHETE A2 NpHeMAaTe TOBA JIEKAPCTBO,

ThH KaTO T ChbAbpKa BakHa 3a Bac undopmanus.

- 3anaserte Ta3M JIMCTOBKA. Mojke 1a ce HaJIOXkH /1 51 IPOYETETE OTHOBO.

- AKO HMare HAKaKBM JOMBbJIHUTEIHH BBIIPOCH, nonuTaiite Bamus NeKkap wiu papmarenr.

- Tosa nekapcTBo e npeanucano nuuHo Ha Bac. He ro NpeOoTCThIBAHTE Ha APYrH xopa. To Moxe n1a
UM HaBpEJ/IH, HE3aBHCHUMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a001gBaHe ca ChiMTe KaTto Bammure.

- AKO MoJIy4uTe HAKAKBH HEXKEJIaHH JIEKAPCTBEHH PEaKLHH, yBeiomere Baius nekap wim
¢apmanieBt. ToBa BKIIOYUBA M BCHYKH BB3MOXKHH HEXKEJIaHH peaKLMH, HEOINMUCAHM B Ta3M
JTUCTOBKA. BHxxTe Touka 4.

KakBo ¢babpka Ta3H JIHCTOBKA

Kako npezncrasnssa Onmesua AM M 3a KakBO ce U3M013Ba
Kakso TpsbBa na 3naere, npeau na npuemere Onmesun AM
Kak na npuemare Onmesng AM

BB3MOXKHU He)KeNlaHW peakLuu

Kak na cexpansBate Onmesun AM |

ChbabpkaHHe Ha ONIaKOBKATa M JIOMbJIHMTEIHA MH(OPMAaLHs

il R e

1. Kakso npeacraBiasiBa Oimesna AM u 3a KaKBO ce H3MO/13BAa

Onmesna AM chabpika 1Be aKTHBHH BEILECTBA, 0JIMECAPTAH MEIOKCOMMIT H aMJIOIHIHH (noa
(hopmara na amnoaunuHoB G6e3unar). U npere BemecTsa cromarar 3a KOHTpPOJ1a Ha BUCOKOTO KPbBHO
HajiAraHe (XMIrepToHUs ).

*  Onmecapran MENOKCOMHII IPHHAIEKH KBbM Ipyna JIEKapCTBa, HAPEYEHH =~ AHTArOHUCTH Ha
aHrHOTeH3HH 11 ”, KOWTO NOHMKABAT KPBEBHOTO HaAraHe ype3 paslIMpsABaHE Ha KPbBOHOCHHUTE
Cb0OBE.

. AMIIOMITHH NIPUHAJUIEKH KBM IPYIa JIEKapcTBa, HApeYeHN ,»,OJIOKEpH Ha KaJILIHEBUTE KAHAIH®.
AMJIOZIMITHH CITUpPa NPEMMHABAHETO Ha KaJIl[Hd B CTEHATA Ha KPBBOHOCHHSA ChJl, KOETO
NpeAOTBpaTsiBa CBUBAHETO HA KPbBOHOCHHTE CH/I0BE M MO TO3M HAYWH ChILO TaKa MOHWKABA
KPBBHOTO HAJIATaHE,

JIeHCTBHETO M Ha IBeTe aKTHBHM BELIECTBA JAONPHHACS 34 NpeyCcTaHOBsIBAHE CBHBAHETO HA
KPBbBOHOCHHUTE CHJI0BE, TaKa Y€ KPbBOHOCHHS CbJ C€ OTITYCKA H KPBbBHOTO HAJISITAHE CE MOHWKABRA.

Onmesnn AM ce npunara 3a jie4eHHe Ha BUCOKO KPBBHO HaJISraHe [MPH MaLUEHTH, NMPH KOUTO
KPBbBHOTO HaJIiraHe HE C€ KOHTPOJIHpPa ONTHMAJTHO MPH CAMOCTOATEITHO MPHIIOKEHHE
Ha OJIMecapTaM MEJOKCOMMJI WJIH aMJIOAUITHH.

2.  Kaxkso TpabBa 1a 3naere, npean aa npuemere Oumesnag AM

He npuemaiire Onmesnag AM



- KO CT¢ allCprH4HH KbM OJIMECAPTaH MEXOKCOMHN WIH KbM aMIOAUIIMH, WIH KBM
onpenereHa rpyna GIOKepH Ha KaMlHEBHTE KAHAITH, AMXMAPONHPHANHUTE, WIH KbM HAKOS OT
OCTaHAJIHTe CHCTABKH HA TOBA JIEKapCcTBO (M36pOcHH B TOUKa 6):;

- 8KO CMATATE, e MOXE 1a CTe anepra4tH, o0chaeTe ro ¢ Bamms nexap npeau na npHeMere
Onmesun AM;

- 8Ko cTe OpeMeHHa ciell 3-Tua Mecel] (N0-xo0pe u3bsaraalire npuema Ha Onmeana AM chiro u
NpH paHHa OPeMEHHOCT - BIDKTe pasfena “ BpeMEHHOCT, KppMeHe H depTHaMTeT);

- aKo uMare nualeT WK HapymeHa 6r6pedHa QyHKIMA U Ce JIEKYBaTe C IEKAPCTEO 34
NOHKDKABAHE HA KPEBHOTO HAAraHE, ChABPXKAIIO aTHCKHPEH;

- 8KO HMATe TeXKKO J€pHOAPOOHO 3a00N19BaHE MIH 8KO OTAENAHETO Ha JKITHYKA € HAPYIIEHO WIN
NPEMAHABAHETO HA JITHYKA B ATHYHHMA MEXYP € 3aTPYIIHeHO (Hanp. MpH KAMBHH B XTHYKATA)
HITH KO HMaTe XBIITeHHIIA (NOXKBITABAHE HA KOXKATA H HPHCA KA OUMTE);

- AKO HMaTe MHOTO HHCKO KPBBHO HAJIATAHE,

- 8KO CTpajiaTe OT HEAOCTATHYHOCT Ha KPBBOCHA0IABAHE HA THKAHMTE CBC CHMIITOMH KaTO HUCKO
KPBBHO Ha/drane, cinab mysnc, yaecteHa crpaeuHa aeitoct. ToBa ca CHMITTOMH Ha IIOK,
BK/TIOYHTENHO IIOK, AB/DKALN Ce HA TeXKM ChpACHHH NpoGieMu (KApAHOreHEH IoK);

- 8KO OTTHYaHETO HA KPHBTA OT CHPUETO € HApYyLIeHO (Hanp. nopaay CTecHABaHe Ha A0PTaTa
(aoprHa cTeHo3a);

- 8K0 MMATe HAMAaNCH ChpAeveH NeOnT (KOeTo BOAM A0 3aAyX HIH nepudepHH oToiM) clie]]
ChbpAeueH HHOAPKT (OCTHP MMOKapaeH HHGAPKT).

IIpeaynpexaecHns B NpeANa3HE MEPKH
I'osopete ¢ Baimug nexap Hnn apmaitest, npeny na npHemere Onmesng AM.

I'oBopere ¢ Bammsa nekap, ako NpHeMaTe HAKOE OT CJIEHMTE JIEKAPCTBA, M3NOM3BAHH 38 JIeHeHHe Ha
BHCOKO KPbBHO HajIAraHe:

~ ACE nHx#OHTOp (Hanp. eHananpw, TH3HHONPH, PAMHMIIPUI), 0cOGEHO aKo HMaTe 6B6peunn
npobnemu, ceup3anu ¢ quabera;
— ATHCKHPEH.

BawmnsT nexap Moxe NEpHOAMYHO Aa npoBepaBa Gxpeunata By dyHiame, kpsBHOTO Hansrane |
. KOIMIECTBOTO Ha €JICKTPONHTHTE (HAIND. Kanuii) B KpbBTa Bu.

Bikre chino MHpopMaimaTa o3arnasexa “He npuemaitre Onmesnn AM?.

I'oBopere ¢ Bamrna nexap, ako HMaTe HAKOM OT CI/IEAHATE 3APABOCIOBHH MPOGIEMH:

— npoGnemu ¢ 6s6peware WK HMaTe TPaHCIUTAHTHPaH 6L.6pex;

- yepHOApoOHO 3abongapaHe;

= CBPACYHA HENOCTATHYHOCT WIH NPOOJIEMH ¢ KIIANHTE Ha CHPLIETO WIM ChPACYHHA MYCKYI;

— TEXKO NOBPHUIAHE WIH QHAPHS, JIEYEHHE ¢ BHCOKH JO3M ,,0TBOJHABAIIH TabmeTKu" "
(AHypeTHiM) WIH aKo CrasBaTe AMeTa, GeqHa Ha COJ;

— MOBHILICHH HHBA HA KANIHH B KPBHBTA;

— mpobnemu ¢ HanOBOPeuHHTe XKNe3H (3KUIe3H, KOHTO 00pa3yBaT XOPMOHH, HAMHPALIH CE HAJL
Oxbpewure).

Crupixere ce ¢ Bammg nekap, ako moiydure JHApHS, KOSTO € TEXKA, NPOIB/DKHTENHA M MPpUYHHABA
3HAYHTE/THH 3ary6H Ha Terio. Bamust nexap Moxe Z1a oLeHy Baurure cMMITTOMH M /1 NpenieHy
APOABIDKH JICYEHHETO HA BHCOKOTO KPBBHO HATIATAHE,

I'oBopere ¢ Bammus nexap, ako nonyuuTe kopeMHa 6oi1ka, rageHe, NOBPHLIAHE AIH Map
Ha Onmesun AM. Bammar nekap me B3eMe pelleHHE 32 NO-HATATHINHO JICYEHME.

npueMare JiekapcTeoTo OnMesun AM caMocTosTeNHo.



Kakro mpH BCSKO J€KAPCTBO, KOETO MOHIKABA KPHBHOTO HANATAHE, PAZKOTO CHagaHe Ha KPBLBHOTO
HAJIAraHE NPH NALMCHTH ¢ HAaPYILICHO KPHBOCHA0AABAHE Ha ChPLIETO WIH MO3LKa, MOXE Aa JOBEAE [0
cbpacucH HHpapkT Mam a0 uHcynr. IMopanm Topa Bammsr nexap BHMMaTenHo me MPOC/IeqABA
KpBBHOTO B Hangraxe. |

Tpabea na unpopmupare Bamus nexap, ako cMmaTare , ue cre GpeMeHHa (HH ILIAHKpaTe HpeMeHHOCT).
Onmesun AM He ce npenopr4Ba B paHHa GPEMEHHOCT M He Tps6Ba na ce MpHEMA CJIe] TPETH Mecel]
OT OpPeMEeHHOCTTa, Thit KATO TOBA MOXKE CepHO3HO A2 yBpenu Bamero 6ebe, axko ce m3MoON3Ba B TO3H
EPHOJ HA OpeMEHHOCTTa (BHDKTE TO'IKa ,,BpeMeHHOCT, KbpMeHe H depramiTer™).

Hena & ioR0omEA
Onmesnn AM He ce npenopsYBa NpH Aena | HOmHM noj 18 romuiHa BB3PACT.

Apyra nexapersa 1 Oamesnny AM
Hrdopmupaiite Bamnusd siexap win dapMaliest, ako npHemaTe, HACKOPO CTe PHEMATH WIH €
BB3MOKHO /1A [IPHEMETE APYTH JICKAPCTBA, 0COOEHO:

— /JipyrH eKkapCTBa, NOHIDKABAIIH KPHBHOTO HAJATAHE, THH KATO MOXeE 112 YCWIAT edieKTa Ha
Onmesnn AM H z1a ce yBeJTHYH YeCTOTATA Ha HEXeIaHHTe peakiny. Moxe 1a ce HaoXKH
BammaT nexap aa npoMeHu fo3ata B WHITH fa B3eMe APYTH NpeAnasHu MEpKH:

Ako npremare ACE HHXHOHTOp WiIH a/IMCKHpeH (BIKTE CHIIO HHPOPMALMATA O34r IaBeHA
»fHe npuematire Onmesnn AM* u ,, Hipeqynpexienus u npeanasEy MepKu®);

— Kanmnepn no6aBku, KaTO 3aMeCTHTENIH Ha COMTA, KOHTO CHIBPKAT KANHMH, OTBOIHABAIIH
TabNeTKH (AMypPETHLIM) WIH XenapHH (3a paspexaane Ha KPBHBTA M NPeAOTBPATABAHE HA
CHCHPBRHETO Ha KPBBTa). Ynorpebara Ha Te3H NeKapcTsa eqHOBpeMeHHO ¢ OnMesun AM
MOX€E Zg OBEAE A0 NMOBHINABAHE HA HUBATA HA KANMA B KPbHBTA,

— JIvrHii (1exapcTBO, KOETO Ce Npilara 3a NeUeHHE Ha IPOMAHA HA HACTPOSHHUETO H HAKOHU

‘BujoBe aenpecis). EmHospemennoTo npwioxenne ¢ OmMesun AM, Moxe 1a TIORMIIH
TOKCHYHOCTTA Ha JIMTHA. Axo TpaOBa na NpreMare JATHH, BamuaT mexap me H3MEPH HUBATA
Ha THTHA B KpBBTa BH; |

— Hecreporamu npotHBoBB3nanuTentn cpeacrea (HCIIBC) (rekapcTpa, H3NOM3BAHM 32
obnex4aBaHe Ha 60NKa, OTOX H APYTH CHMIITOMH Ha BL3NAIEHHETO, BKIIOYHTETHO ApTPHT).
Koraro ce npunarar eqnoBpeMeHHO ¢ Onmezns AM, MOTAT f1a NOBMINAT pHcka ot 6s6peuma
HenocTaTbHOCT. EdexTiT Ha OnMesna AM Moxke aa 6b1e Hamanen or HCTIBC:

— Konecesenam XuIpoxJIOpHA, IEKAPCTBO, KOSTO HAMA/IABA HHBATA HA XOJECTEPO/ B KpbBTa Bh,
Thi KaTo edpekTsT Ha Onmesun AM Moxe fa Hamanee. Baumnar nexap Moxe aa Bu nocspersa
aa npueMare Onmesna AM noHe 4 waca npeau KomeceBeiaM XHAPOXJIOPH, |

— OmnpenenieHy aHTHALHIH (NEKAPCTBA 32 HAPYIICHO XpaHOCMHJIAHE HIH KHCE/IHHH), Thif KaTO
MO’Ke JIEKO Ja NOHKAT edexra Ha OnaMmesnn AM; |

— JlexapcTsa, npunaranu 3a nevenne Ha HIV/CITMH (wanp. puToHaewup, HHAWHABHD,

HelpHHABHP) WM 38 JiedeHHe Ha M’EOHIHN HH(EKIHM (HATIP. KETOKOHA30M, HTPAKOHA301);

— HunTHasemM, BepanaMm (BelECTBA, KOHTO C€ MPAJIAraT NPH MPOGIEMH CHC CHPACTHHA PHYTBHM H
BHCOKO KPBbBHO HAIATAHE);

~ PadaMIonpiH, epUTPOMHIMH, KNAPHTPOMHLMH (BELIECTBA, KOMTO Ce H3II0JI3BAT 34 JIeYeHHe Ha
TyOepKy 032 W ApYTH HhdeKxumm); | |

— Xt xanrapuoH (Hypericum perforatum), 6unxa;

— HanTponen (MHGy3ns 3a TEXKH OTKIOHEHUS B TEMTIEPATYPa Ha TAIOTO);

— CHMBACTaTHH, BEIECTBO, KOSTO C€ MPIIAra 33 HAMAIBAHE HA HUBATA HA XOJIECTePOI
MA3HHHHTE (TPHITHLIEPUAN) B KPHBTA.

— Taxponumyc, LIKIOCTIOpMH (H3MOJ3BAT CE 38 KOHTPOJ HA HMYHHHS OTIOBOP
[I03BOJIABAIIM Ha TAIOTO BH 1a mpHeMe TpaHCINAHTHPAH OpraH).

Onmesana AM ¢ xpana, HADHTKEH H JIKOX0J



Onmesnn AM moxe aa ce npreMa ¢ win Ge3 xpana. ITorsiHeTe TaGNeTKATA ¢ MAJIKO TEYHOCT (nanp. ¢
"Jalla BOAA). AKO € BB3MOXKHO, pueMalite JHEBHATa CH 1038 N0 €IHO M CHINO BPeMe BCEKH JIEH,
HalpUMEp Ha 3aKYCKA.

Coxk oT rpefinpyT M rpeiindpyT He TpAGBa Ka ce MpUeMAaT OT Xopa, KOHTO npreMat Onmesna AM.
Toga e Taka, 3amoTo rpelingpyTsT H COKBT OT rpelindpyT MoXe 1a JOBENAT 0 YBeMYABAHE Ha
HHBOTO B OPraHH3Ma Ha AKTHBHOTO BeLIeCTBO AMIIOMITHH, KOSTO MOXE /18 PKUMHH HeMPHABHIHMO
YCHWIBAHC HA NOHIDKABAINA KPBBHOTO HajsraHe edekt Ha OmMesun AM.

Crapuecka Br3pacr .

Axo cTe Ha BBE3pacT Haj 65 roaunm, Bauar nekap peaoBHoO Ine NpociieAsBa KPBBHOTO BH Hanarake
[IpH BCAKO NMOBHIABAHE HA N034TA, 34 A C€ YBEPH, 4e KPHPBHOTO HAIMTAHE HE CNAZA MPEKAIEHO
MHOTO.

Yepnokoxn NanNHeHTH
KakTo u npH apyr# noxoSHu JiekapcTsa, MOHIDKABAIMAT KPBBHOTO HaAraHe edekT Ha Onmesnn AM
€ O H3BECTHA CTEMNEH MO-CNab NMpH YepHOKOXKH NALMEHTH.

BpemernocT, KbpMeHe H PePTRIAHTET

bpemennocm

Tpa6Ba na wdopmupare Bamnsg sexap, ako cmarare, e cre GpemeHHa (Wi IU1aHUpare GpemMeHHOCT).
ITo npaswno Bamusar sexap me Bu mockeerBa Aa npeycraHosuTe npuema Ha Onmesun AM, ako
InaHupare OpPEMEHHOCT, WM BeJHara chel Kato pasbepere, 4e cre GpemeHHa 1 me Bu nochbsersa na
fpueMeTe Apyro jekapcTeo sMecto Onmesun AM. Onmesnn AM He ce mpemopb4Ba MM paHHA
OpemeHHOCT H He TpAGBa Aa ce MpHeMa e/l TPETHA Mecell OT GPEMEHHOCTTA, Thil KATO MOXE CEpPHO3HO
~ Aa yspenu Bamero 6ebe, ako ce H3non3Ba ciiel TpeTHA Mecel 0T 6peMeHHOCTTA.

Ako 3abpemeHeeTe 110 Bpeme Ha JieacHHe ¢ OnMesun AM, mons He3abasHo uH(opMupaiite 1 noceTeTe
Bamusg nexap.

Knpmene

Joka3aHo € ,9¢ aM/IONUIIHH, eTHA OT JABETEe AKTMBHM CHCTaBKH Ha OnMeang AM NpeMHHABA B
KBPMATa B MAJIKH KOJIHTIeCTBA. AKO KbPMMTE HITH NIPEACTOU Aa 3aN04YHETE Ja KEPMHTE, TpA6Ba fa
uHGopMupare Bamus nexap, npexu na npuemere Onmesua AM. Omvesun AM He ce NpenopuL4Ba
ITPH XEeHH, KOHTO KbpMAT. Balmmar iexap Moxe na usbepe apyro nedeHue 3a Bac, axo skenaere na
KbpMHTe, 0CO0eHO ako Hebero Bu € HOBOPOAEHO WM € MPeKAEBPEMEHHO POACHO.

Axko cre GpeMeHHa WIH KhPMHTe, aKO CMATATE, e cTe SpeMeHHa Wik IUTaHHUpaTe OpeMEeHHOCT,
NOCHBETBAKTE Ce ¢ Bamma nexap wim QapmanesT npesy ynotpeara Ha ToBa JIGKAPCTBO.

llo¢gprpane m pabora ¢ MAMEENR

Korato ce nexyBaTe 3a BACOKO KPBBHO HAMATaHe, MOXKE A Ce MOYYBCTBATE CHEIMBH WIH 3aMasHH.
AKO TOBa ce ClTyysa, He modupaiite u He paboTeTe ¢ MAINHH, JOKATO CHMITTOMMTE HE OTLIYMST.
[Toruratite Bammms sexap 3a cuBer.

- Oamesna AM cpaBpxa JAKTO34.
Axo Bammvsar niexap B e ka3an, ye AMaTe HENOHOCHMOCT KbM HAKOH 38XapH, CBBPIKETE Ce C

Hero, MpeaM Ja MpPHEMETe TO3H JIEKapCTBEH MIPOIYKT.

3. Kax aa npremate Oamesng AM
Bynaru npuemaiite TOBa NEKapCTBO TOYHO KAKTO BH e ka3an Bamusr nexap wiu ¢
CTe CHTYPHM B HELIO, NonHTalite Baumms nexap unu papMauesT.

Ho3rpoBka



[IpenopryBaHata fno3a e eqHa TabneTka JHEBHO.

Haumn na npuaoxenne

Ta6nerxure MOTar Aia ce MpHeMaT ¢ WiH 6e3 xpaHa. [lornsiatire Tabnerkara ¢ AOCTATHYHO KOJIMYECTBO
TEMHOCT (HanpuMmep Yama Bona). He apuere Tabnerkara. He npuemaitre Tabnerkara enuonpeMeHHo

CHC COK OT rpendpyrT.
[IprematiTe 1o BH3MOKHOCT TAGNETKATA NO €IHO U CHINO BPEME BCEKH JIeH, HATIPUME TIO BpeMe Ha

3aKYyCKA.

AKO CTe npHean no-roasMa 103a Oimesna AM or BeobxoaEMaTa

AKO CTe NIpHeNH noseye TabeTky oT HeOGXOAUMMOTO, MOJXKE [1a YCeTHTe, Ue KPBBHOTO BH Hansrane e
HHCKO CBC CHMITTOMH HA 3aMagHOCT, YYeCTeH WM 3a6aBen myic,

AKO cre npHesH noBeye TableTKH OT HeOGXOAMMOTO HiH Jere CITy4al{HO € MOI'KIHAO C/{HA HIIK
roBeye OT Te3u Tabnerxu, obagere ce Beanara Ha Bainns NICKAp WIH OTHACTE OO0 HAH-ONMM3IKUY crneleH
eHTEP. Mons Hocete cbe cebe ch omakoBKaTa WIH THCTOBKATa Ha Bamero nekapcTso.

[ToBMIIEHO KOMHYECTBO TEYHOCT MOXe Ja Ce HaTpyna B GeuTte apoGoBe (&nonpo&eu OTOK),
NpHYHHABAHKH 3aAyX, KOHTO MOXe Zia ce paseue 1o 24-48 uaca cnej npHema.

Axo cTe nponycaans Aa npaeMete Oamesng AM

AKO CTe IPONYCHAIH ia NPHEMETE €IHa 1033, B3eMeTe O0UuaiiHaTa CH 1033 HA CJIEIBAIINAS JICH, KAKTO
obukHoBeHo. He B3emaiite aBoifHa No3a, 3 N8 KOMNEHCHPATE MPOITYCHATATA.

AKo cTe cnpen apaeMa BEa Onmesng AM

Baxao e na npoawmkuTe na npremate OnMesun AM, ocseH ako Bamusr nexap e Bu e npenopLya
Ja CIIpeTe NpHeMa.

AKO MMaTe HAKAKRH JOITLIHMTEIHH BBIPOCH CBBP3AHM C yno'rpeﬁam Ha TO3H NPOAYKT, IONMTAlTE
Bamwus nexap wiH dapmanesr.

4. Bou3MOXEN HEXCJIRHH peaknHB
KakTo BCHUKH JiekapcTBa, TOBA JIEKAPCTBO MOXE 1a rrpenﬂanm HEXKENIAHH PeaKLlii, BHIPEKH Ye He
BCEKH I' OJTy4AaBa.

Buopeks, 9e MOFaT 8 HACTHIST HPHE MAJIKO XOPA, C/IeJHATE ABe HEKCAAHNE PCAKIHA MOTAT N2
6naaT cepro3nn:

* AnepruusM peaxuuu (chpbex, oGpHB, NofyBane Ha JTHLIETO, YCTATE W/HIH napuHkca (rjlacHuTe
BPB3KH), NPHAPYXEHH CBC ChpOex M OGPHB, TEXKH KOXKHM PeakiMy, BKIIOYHTENHO CHIEH KOXeH
OOpHB, YPTUKApMi, 3a4E€PBABAHEC HA KOXATA HA LAJOTO TANO, CHIEH ChpOex, MEXYpPH, JIOIMEHEe H
MOAYBAHC HA KOXATA, BE3NAJCHHE HA JuTaBuuMTe (CHMHApOM Ha CTHBBHC-JKOHCHH, TOKCHYHA

eIMACPMATHA HEKPOJIH3&) HIKOH, OT KOMTO XXHBOTO3ACTPALIABAIM H APYTH aNCPrHYHH peakiLd MOraT
Aa BE3HMKHAT 110 BpeMe Ha iederHe ¢ Onmesna AM. Ako ToBa ce cayum, cipere npueMa Ha QamMesun

AM u HesabanHO ce cabpkeTe ¢ Bamusg siekap.
* Omveznn AM MOXe Ja NPHIMHM CHIHO INOHIKABAHE HA KPBBHOTO HAIATAHE npn

NpSAPa3NoNOXKeHH NALHEHTH HIH BCICACTBHE Ha aIePritiHa PeaKius. Tosa Mosxe i ] TR

3aMaiBaHe WM MPHNATBLIHM. AKO TOBA Ceé CAYYHW, cmpere mpueMa Ha Onmesnn AMZ &AL
J" R
¢BBpKeTe ¢ Bawuus n H aervere. C HeM3BecTHA 4 : 8KO MMaTe NOKBITIRIHEA QARGEQ B8 "0,
Q4HTEe, ThMHA YPHHA, CHPOEkK HA KOXKATA, IOPH KO CTE 3ATIOYHAIIH JIeTe llﬂ”l#’ hie) <
15

"*’,.n:

mg, Onmesnn AM 40 mg/5 me. Onmesnn AM 40 mg/10 me npeau mocra u!ﬁ "”"%"?“u



cBLpxeTe ¢ Bamiws Jexap. xoifTo ime oleHH CHMOTOMMIE H [l NPEleHH KAK Ra NDOXbIIKHTE

JICYCHHETO 33 KOHTPOA Ha KPBBHOTO HAJIATAHE.
Jpyrn Bp3MOKHH HexelaHH peakimu ¢ Onmesna AM:

YecTn (Moxe ja 3acernar or 1 na 10 nansenTn)
-~ 3aMagHOCT;
- rnasobonue;
- HNOAYBAHC Ha IJIC3CHHTE, XOAWIaTa, KPaKaTa, KHTKHTE HIH pblIeTe;
- YMOpa,

HeqecTn (Moxe g2 3acersat or 1 na 100 nanuenTn)
- 3aMafHOCT NpH H3NPABAHE;
- JIAIICR HA CHepPTHY;
- H3TPBHIIBAHE WM MPABYUKAHE HA PLLETE HIIH KPaKaTa,
- CBETOBBPTEXK;
- CWIHO ChplieOHeHe;
- y4eCTeHa ChpAevHa NeHHOCT;
- HHCKO KPBBHO HA/MIT2HE CHC CHMITTOMH KATO 3aMAsHOCT, BUEHE HA CBAT,
- 3aTPYAHEHO JHINAHE,
- KALLIHIIA;
- rajfiene;
- MOBPBILAHE;
- HApYIIEHO XPpaHOCMILIaHE;
- OHADHS,
- 34IeK;
- CYXOTA B YCTara,
- Oonka B ropHaTa 4acT Ha KOpeMa,;
- KOXeH oOpHB;
- MYCKYJIHH CHa3MH;
- Oonka B prnlieTe H KpaKkaTa;
- Gonxa B repba;
- HEeODXOAMMOCT OT NO-YECTO YpHHHpAHE;
- TNOHHXXEHA CEKCYATHA AKTHBHOCT,

- HEBB3MOXHOCT 33 NIOCTUTAHE HITH NTOATBP/KAHE HA ePEKLIHS;
- cnadocr.,

CaIno Taka ca HabmoAaBaANM IPOMEHH B KDHBHUTE M3CIICBAHHA, KOMTO BKIIOYBAT:
[loBumaBaHe WM NOHIDKABAHE HA HHBOTO Ha KAIHY B KPbBTA, IOBUIIEHH HMBA HA KPEATHHHH B
KpBbBTa, NOBUIICHA HHBA HA IHKOYHA KHCEJIHHA B KPBBTA, NOBUILIABAHE HA HUBATA HA NOKA3ATENHTE,

OTpasABay GyHKLMATA Ha YepHHS Apo6 (HMUBa Ha raMa-TTyTaMui TpaHcdepasa).

Bamuar Jiekap MOXKe NEepHOAHMHO I HA3HAYABA KPBBHH M3CIIeZIBAHKA U L€ NPEANPHEMA CHOTBETHH
MEPKH MO BpeMe Ha NEYCHHETO. -

Peaxn (moxe na 3acersar or 1 aa 100 nannenTn):
— CBPBXYYBCTBHTETHOCT KbM JIEKAPCTBA;
— IPHNATHLM;
— 3a4YepBABAHE H yCeINaHe 3a 3aTOIVIAHE HA JIHLIETO;
— YpPTHKapus;
— MOAYBAHE Ha JIMLETO;

/ONBbIHATE/IHH HEXKEJIAHH JIEKAPCTBCHE PeAKNHE, NOK/IAABAHE OpH OJIMeCap
HJIA AMJIOAHINE, OIPHJATRHH CAMOCTOSTETHO, HO He npHE ynorpebara ma Onam
HAGTI0aBAHA ¢ I0-BHCOKA Y€CTOTA

OJMecADPTAH MEIOKCOMR.T




-

YecTn (moxe aa 3acernar 1 na 10 nanaenTn)
— OpoHxHT;
— BB3NAIEHO I'bpPJIo;
— 3ANymIeH WIK Teqall HOC;
— KallUTHIIA,
— 6onxa B cToMaxa;
— CTOMAIIHO pasCTPoRCTBO;
— BRMapus,;
— HapyLIEeHO XPaHOCMWIAHE,
~ rajieHe;
— GONIKa B KOCTHTE WIH CTABMTE;
— 6onka B rep0a;
— KPBB B YpHHATA,;
~ HHQEKUHA HA MHKOYHMTE IThbTHING;
— OoJKa B repIOHTE;
~ TPHNONONOOHH CHMITTOMM;
— GofKa;
— NMPOMEHH B KPBBHHMTE H3CICABAHHA, KOHTO BKJIIOYBAT MOBHINABAHE HA HHBATA HA JIMITMOMTE B

KPBBTA (XMIEPTPUITIMLICPHACMHS), HA YPESTa B KPBETA, HA MIMKOYHATA KHCEIHHA B KPBETAS,
NOBHINIABAHE HA HHBATA HA NOKA3ATEIMTE 38 MYCKY/IHATA M UepHOAPOSHA (HyHKLIMA.

HewuecTn (Moxe aa 3aceruat a0 1 na 100 nanmenTn)
— MOHIDKeH Opoii KPBLBHHM KIIETKH, H3BECTHM KATO TPOMOOIIMTH, KOETO MOXE N4 IOBeNe JI0 JIECHO
~ NIOABSBAHE HA CHHUHHM WM YIAB/DKABAHE HA BPEMETO HA KbPBEHE; |

~ ICPrHYHH PeakiH OT 65p3 THII, KOKTO MOTAT /12 38CETHAT LAJIOTO TANIO H 18 IIPHIMHAT
npoblieMHA ¢ AMITAHETO, KAKTO H PA3KO NOHIDKABAHE Ha KPBBHOTO HajsAraHe, KOSTO Aa JoBee
10 NPHNATEK (aHA(PHNAKTHYHA peaKia);

— IpbaHa bonka (AHCKkoM(OpT B 061ACTTa Ha IBPANTE, H3BECTHO KATO AHTHHA NIEKTOPHC);

~ coppbex;

— KOXeH o0pHE;

— aJieprudeH KoxeH obpus;

— MOAYBAHE HA JIHLIETO;

— MyckyiHa bonka;

— YYBCTBO Ha HEPAa3NOJIOKEHHE.

Penxcu (Moxe aa 3acernat 20 1 ma 1000 nanaenTn)
— NOAYBaHEe HA NHULICTO, YCTATA HIIH JIAPHHKCA (IJIACHUTE BPBL3KH);
— ocTpo 6p6peuHo HapyreHne ¥ 6L6pedHa HEAOCTATHUHOCT,
— CBHHIMBOCT; |
— MHTECTHHAJICH AHTHOSIIEM: NOJyBaHE Ha YepBaTa, MPOABABAINO Ce ChC CHMITTOMH KATO KOPEMHA
Oonka, rajieHe, NOBpPBHINAHE U XHAPHS.

AMIOARNEN

- Muoro gecTn (Moxe aa 3acermar o 1 5a 10 nanuenTn)
OTTOK (3aXbpXKAHE HA TETHOCTH).

YecTn (Moxe A2 3aceraT A0 1 Ha 10 nanuenTH)
— KopemHa 6onxa;
— IaJiCHe,
— NOAYBAHE HA I'VIC3EHHTE,;
— CBHHJIMBOCT;




— 38YCPBABAHC N YCCIIAHE 3a 3aTOIUVIAHE Ha JIMLIETO.

HegecTn (Moxe aa 3acernar Ao 1 Ba 100 nannenTH)
— npobnemMy CbC CHHA,
~ HAPYILICHWA HA CHHA,
— MNPOMEHH B HACTPOCHHUETO, BKITIOUHTETHO H 6e3noK0oHCTRO;
—~ Jerpecus;
—~ Pa3APA3HUTEITHOCT,
— TpecCKa,
— IPOMCHH BbB BKYCA;
~ TIpHNATBLH;
— 3PUTEIHH HapYLISHHA, BKIFOYMTENHO JBOHHO BIDKAAHE,
~ WIYM B YIIHTe (THHHTYC);
— BJIOINABAHE HA aHTHHA NekTopHrc (0onka wnH qUCKOMOPT B ILpAUTE);
— Tevalll MJIH 3aIYIIeH HOC;
— Koconaxu;
— NYPIyPHH TOYKH W/TH [IETHA 1O KOXKATA BCJIEACTBHE HA MAITKH KPBHBOHATHEH (Mypmypa);
— MPOMSAHA B LIBETA HA KOXKATA;
- MOBHINEHO H3MOTABAHE;
~ KOXeH o0puB,;
— Chpbex;
— GONKA B CTABMTE M MYCKYJIHTE,
— TpObNeMH NPH YPHHHpaHE;
— CNEIIHH NO3HBH 38 YPHHHPAHE Tpe3 HOINTA;
~ YBEJIAYABAHE HA I'bPAHMTE NPH MBXKE;
— Oonka B repaure;
— Bonka;
— YYBCTBO Ha HEPA3NOIOKEHHE,
— YBeJIHYaBaAHE WNH HAMAJIABAHE HA TEeJIECHOTO Terno.

Peaxn (Moxe 2 3acernaT a0 1 ga 1000 nanmenTn)
- OOBPKAHOCT.

Muoro peaxn (Moike Ja 3acernar no-majKko or 1 nanmenr na 10 000)
- MOHIKaBaHe Ha Opos Ha 6esiMTe KPBLBHH KIETKH, KOETO MOXE Aa MTOBHIIH PHCKA OT HHMEKLMS;
- TOHIKABAHE Ha 6pos Ha enHH BU 6€IH KPBBHM KNETKH, HAPEYEHH TPOMOOLMTH, KOSTO BOAH
A0 JIECHO MOCMHABAHE WIIH YBEHYEHO BPEME HA KbPBEHE;

- NOBHMINABAHE Ha KPbBHATA 3aXap;

- INOBHINCHA IUTBTHOCT HA MYCKYJIMTE H NOBMINIEHA PE3HCTEHTHOCT KbM MACHRHH JBIKCHHA
(xumepToHH#A);

- H3TpPBIIBAHE WIH MPABYUKAHE HA PBLETE HIH KPAKATA;

- CHPAEYEH YJAp H HENPaBWIHA CHPACYIHA JeHHOCT;

- BB3MAJICHHE HA YEpHHA Opod WM NAaHKpeaca;

-~ BB3MNAJICHHE HA CTOMAIIIHATA JINr'aBHIIA;

- YIUTETHABAHC HA BEHIIUTE;

- TOBHIIEHH YePHOAPOOHH eH3UMM;

- MOXBJITABAHE HA KOXKATA M OIHTE;

- TOBHINEHA TYBCTBHTEJHOCT Ha KOXATA KbM CBETJIHHA.

C Hen3BecTRA 9ecTOTA (OT HAJIMYMHATE NAHAH He MOXe Aa Onae BanpaBeHa one
- TPEMOp, CKOBAHA 11034, MACKOBHAHO JIHilE, 3a0aBeHH ABIDKEHHs, HecTaOHIHa
BIAYECHE Ha KpaKaTa. -




CrobmaBane HA HeXKeIRAHE PpeaAKNBH

AKO MOy IMTe HAKAKBY HEXXEJIAHM JIEKAPCTBEHH peakipiy, yBeaoMere Bammis JICKap WiH papMalesT,
Tosa BmoOYBa BCHYIKM BEIMOKHH HEONMHMCAHM B TA3M JINCTOBKA HEXKEIAHH peakigii. Moxere caimo aa

CHOOIUTE HeXENAHH PEAKIMY AHPEKTHO Upes:

HanmsIHATE/IHA ATeHNEY HO JICKRPCTBATA
ya. ,.JiamaH I'pye” Ne 8

1303 Codus
Te).: +359 2 8903417

yebcalit: www.bda.bg ~ -
Kato cro0masate HexenaHn peaxiym, MOXeTe fa TafeTe CBOS MPHHOC 38 NoJiy4yaBaHe Ha NOBeYe
HHpOpPMALMA OTHOCHO 6€30macHOCTTA HA TOBA NEKAPCTBO.

3. Kax aa cexpansaate Onmesng AM
Jla ce ChXpaHABa HA MACTO, HEXOCTBIIHO 38 ACHA.

Toan nexapcTbeH NPOIYKT He HIHCKBA CIICLIATAHH YCIOBHA HA CHXPAHEHHE.

He n3nonsaiite TOBa JIEKAPCTBO ClIE CPOKA HA FOJHOCT, OTOSNIA3aH BEPXY KapTOHEHATa ONAaKOBK4.,
CPpOXBT Ha FOAHOCT OTTOBAPA HA NMOC/ICAHAA JeH OT NIOCOYEHHA Mecell.

He m3xsbpusiiTe JiekapcTsara B KaHANH3ALMATA HWIH B KOHTEHHepa 38 JOMALIHH OTTIAXBI.
ITorvratire Bamms (apmaleBT Kax 1a M3XBHPASTE IEKAPCTBATA, KOKTO Bede He H3Nom3paTe. TesH
MEpKH 1me CTIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA Cpeja.

6. CLIBPRAHHE HA OHAKOBKATA M NONBIHHTENHA nEjopManmL

Kaxbo chabpxa Onmesnx AM |
- AKTHBHHTE BEIIECTBA CA: OIMECAPTAH MEAOKCOMMII H AMJIOHITHH (KATO Geannar).

Beaxa dumupana tabnerxka Onmesnn AM 20 mg/5 mg chappxa 20 mg OJIMECAPTAH MEROKCOMMI
(olmesartan medoxomil) v 5 mg amnomunun (amlodipine) xato Geaunar (as besilate).

Beaka ¢punmmupana tabnetka Omvesan AM 40 mg/S mg chabpka 40 mg OJIMECAPTAH MEIOKCOMHII
(olmesartan medoxomil) n 5 mg amnoavu (amlodipine) xato Gesnnar (as besilate).

Beaka ¢pnnmupana tabnetka Onmesnn AM 40 mg/10 mg chabpxa 40 mg OJIMECAPTAH MEIOKCOMMT
(oimesartan medoxomil) n 10 mg amnonvrun (amlodipine) xato Gesunar (as besilate).

ApyTHTe cherasky (IIOMOLIHH BEIIECTBA) Ca:

AHopo na mabnemxama | _

JlaxTo3a MOHOXUIPAT, MEKPOKPHCTATHA LIETY/1038, KPOCTIOBHIOH THII A, CHITMIIHER MOKCHIL
KOJIOMJIeH 6e3BO/IeH, MATHE3HEB CTeapar. |

Obsusxa na mabremxama
Opadry ® 11 32F280008 6sn (xumpomesiosa, IAKT038 MOHOXH/PAT, NONTUETHIICH FJHKOJ,

TUTRHOB JHOKCHA) (32 20 mg/S mg puimHpanyu TabneTk).

Opadry ® I 32F220004 st (xumpoMenosa, 1aKT03a MOHOXHPAT, NOANETHIEH IIHKOJ, THERHOF
AHOKCHJ, JBJIT XKeJieseH okcua)(3a 40 mg/5 mg dunmupann Tabnerkn).

Opadry ® 11 32F250011 gepren (xunpomenosa, 1aKTo3a MOHOXHIPAT, NONHETHIICH I} 'i»"‘.'# i

AHOKCHII, IEPBEH XKEJIC3€H OKCHJIL, YepeH XeJle3eH okcun) (3a 40 mg/10 mg dumvup I/ ST A0 3

Kaxk marnexna Oamesnn AM B KaKBO CHLALPER ONAKOBKATA
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Onmmesnn AM 20 mg/5 mg: Bana, xperaa, ABoiHOM3ITEKHANA TablieTka, onakosaHa B oPA/Alu-
PVC/Alu 6auctep.

Onmesna AM 40 mg/5 mg: JtiTeHHuKaBo-6a1a, KpoIia, ABOUHOM3MHKHANA Ta'ﬁnema, ONaKOBaHA B
oPA/Alu-PVC/Alu 6nucrep.

Onmezna AM 40 mg/10 mg: Ka:bennmo—qephena, KphIvia, ,ﬁaaﬁnouammana Tabnerka, onakopaHa
B OPA/Alu-PVC/Alu 6nmcrep.
Onaxoexu or 10, 14, 28, 30, 56, 60, 90, 98, 1001 112 ¢riMHpaHK Tabnerky.

He Bcuukn BHAOBE ONIAKOBKH MOTaT A2 6bJaT MycHATH Ha Masapa.

IIpETEXATEN HA pa3pelleHHETO 32 YHOTPeba
STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

I'epmannsa

IIpon3soaaTen
Hemopharm GmbH,
Theodor-Heuss Strasse 52
61118 Bad Vilbel

I'epmaHua

JIaTa Ha HOCAEAHO HPEPAITIeRASHE HA IACTOBKATA
SAuyapn 2025
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