B. JUCTOBKA
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Oamesna mioc 20 mg/12,5 mg dpammpaadrabrerid ™ 1 ﬂ 03 Zﬂﬂi
Onameann Ilnoc 40 mg/12,5 mgiqm.lmnpann TabaeTkH PRt estves

Hamp B 2 sttt

Olmezide Plus 20 mg/12,5 mg ﬁlm-conted tablets
Olmezide Plus 40 mg/12,5 mg film-coated tablets

OJIMECAPTaH MEAOKCOMEI /XHAPOXJIOPOTHAZH]
olmesartan medoxomil /hydrochlorothiazide

IIpovereTe BHAMATEIRO NANATA JHCTOBKA, HPEAH A2 3AN0UHEETE AR NPHEMATE TOBA JIeKAPCTBO,
Tbil KATO TH CHALPXkA BaxHA 3a Bac nadopmanna,

- 3anazeTe Ta3H IMCTOBKa. MoXe Aa Ce HAMOXH Ja A IPOYETETE OTHOBO.

- AKO ¥MaTe HAKAKBH NOTBITHHATENHHA BRIPOCH, NonuTaiite Bamms nexap win dapMauesT.

- Topa nexaperso e npeanncato auuHO Ha Bac. He ro npeorcrengaiite Ha apyru xopa. To moxe
Ja BM HaBpEH, HE3aBHCHMO Y€ NPH3HALINTE HA TAXHOTO 3a00NssaHe ca ChilHTe KaTo BauuTe.

- AKO MOMyYHTE HIKAKBH HeXXellaHH JICKapCTBEHH PeaKiny, yBeaAoMeTe Bamma nekap win
¢apmaniert. ToRA BKTIOYBA M BCHYKH BR3MOMKHH HEXKE/IAHH PEaKiliH, HEONMCAHH B Ta3K THCTOBKA.
Bnkre Touka 4.

KakBo cLIbpxka TA3H JHCTOBKA

Kaxkso npeacrasnara OQnmesna ILTroc M 3a Kakeo ¢e H3M03Ba
Kaxgo Tps6Ba na 2Haere, npeau aa npuemete Onmesna Ilnoc
Kak na npaemare Onmeana [Tmoc

B13MOKHH HeXeTaHH peaKiHy

Kaxk na cepxpanssare Onmesng [Tnoc

ChabpikaHue Ha OTIAKOBKATA M JOITHITHUTEHA HH(OpMALHA

Sk L

1. Kaxkso npenctapnaea Oumesng [Lnoc 1 338 XaKBo ¢e H3TOJI3BA
Onmeaun I[Lmoc CBABpXKA NBe aKTHEHM BEINECTRA, OIMECAPTAH MEACKCOMMII H XHAPOXIOPOTHAIHA,
KOHTO C€ H3TO0/3BaT 38 ACYEHHE Ha BHCOKO KPHBHO HAAATaHE (XHIIEPTOHHUA).

*  OnMecapTal MEAOKCOMII IPHHAZIGKH KbM IPYIIa JISKApCTRA, HAPEYEHH aHrHOTeH3HH 1
PELENTOPHH RHTArCHHCTH, KOHTO NOHMXKABAT KPBBHOTO HANSraHe 9pes PasiivpaBaHe Ha
KPBBOHOCHHTE CHAOBE,

*  XuapoxnopoTnasHJ NDHHAANEKH KbM IPYNa 1eKapcTBa, HAPEYCHH THA3HAHH JHYPETHIH
("oreogHaBamy Tabnerku"). Toil NoHIKABA KPHBHOTO HANAraHE KAaTO NOMara Ha OpraHu3Ma fia
OTENH MATHITHOTO KONHYCCTBO TEHOCT, CTHMYJIHpaiiku 6L0peHTe Aa OTAE/AT NO-roaMo
KONHYECTBO YpHHA.

Onmesun Ilnoc € nomxonsm npu NAUMEHTH, YHETO KPHEHO HANATAHE HE ¢€ KOHTPOIHpa ONTHMAIHO
NpH JICYEHHE CAMO C OIMecapTaH MenokcoMmu. [IpHoKeHH 3aeIHO, ABeTe AKTHEHHM BEIIECTBA B TOBA
NeKapcTBO NMOMATAT 32 N0-A00Ep KOHTPO Ha KPBBHOTO HANISrase.

BHCOKOTO KPBBHO HAIraHe MOXKE /2 CE& KOHTPONHPpa ¢ AekapcTsa KaTo OnmMesua [zoc. Bamusr
JieKap e NpelicHA JANH TOBA JEKApCTRO € NOAXO0Iqiuo 3a Bac B BeposTHO IIe Npenoprya IIPOMEHH B
HauyMHa BH Ha sxxHBoT {HanpuMep oTcnabeaHe, CNHpaNe Ha MyIEHeTO, HAMAIABAHE HA KOJTHYECTBOTO
Ha MPHEMAHHA ATKOXOI H COJITA B XpaHaTa), 3a Aa ce noAo0pH KOHTPO/Ia Ha KPbBHOTO HAJLTaHe.

BawwsT nekap MOxe 1a npenopbya Aa NOBHIUHTE (HH3HHECKaTa CH AKTHBHOCT C
YIpaXKHEHHS KaTo XOJIeHe WM ITyBare. Baxkuo e na cnenpare To3H chperT Ha B

2, Kaxgo TpaGpa 1a 3uaere, npenu Aa npuemete Oamesnn [Luroc



He npremaiite Oamesua Ilmoc

- &Ko CTe alepriYHH KbM OIMECAPTAH MEJOKCOMMIT HIIH XHIPOXNOPOTHAZH], HIIK KBM HAKOS OT
OCTaHAJIHTe CHCTABKH Ha TORA JieKapeTBo (M30poeHn B Touka 6). He npHemaiite Tosa
JEKapCTBO AKO CTE ANEPrHYHN KbM BeLIECTBa, NOAOOHH HAa XHAPOXIOPOTHAIH],
(cyndonamuan);

- ako cte Gpemenna cien 3-Tus Mecenl (mo-xobpe He npuemaiire Onmesun ILnoc Cruio ¥ npw
paHHa GPEMEHHOCT - BIXKTE pasziena “ BpeMennocT, KbpMeHe H PepTRIATET™);

- @Ko MMaTe npobnem ¢ Gulpenure;

- aKo uMare auabet win HapyureHa 6E6peuna GyHKIHA | ce EKyBaTe C IIEKApCTBO 33
MOHMKABAHE HA KPHLBHOTO HANATAHE, ChIBPIKAMIO ANHCKHPEH;

- Axo MMaTe HHCKH HHBA HA KA, HATpHI HIH BUCOKH HHBA HA KATLHI WIH MHKOYHA
KHCelTMHA B KPBBTA (KOeTo MOXKe J1a € PHIHHA 32 NoABa Ha [OAAarpa AiH KaMbHH B
616pewTe), KOMTO He ce NORITHABAT OT JIEYEHHE ;

- AKO HMATe TeXKO YepHOAPOGHO 3a00nABaHe WK MOKBLITABAHE HA KOXKATA M GATOTO HA OUKTE
(AbTeHHNA), WIH AKO OTAENSHETO Ha HTHYKa € HApYLICHO HIH NPEMMHABAHETO HA XITHYKA B
AITBYHHA MEXYD € 3aTpy/HeHo (GHiHapHa o0CTpYKL, HANp. NPH KAMBHH B AUTBYKATA).

Axo HMaTe yMepeHo HIH TexKo YepHoapobuo 3a60/mBaRe WM NOXLATABAHE HA KOXaTa W 641010
Ha OYHTE (KBATEHHIIA), HITH AKO OTENAHETO Ha MITHUKA € HAPYLICHO WIH NPEMHHABAHETO HA JUTBYKA
B AUTHHHUS MEXYP e 3aTpyaHeHo (OHIHapHa 00CTPYKIHA, HANP. IPH KaMBHH B HTh4KaTa) He Tpabsa
Aa npreMare Onmesua Tlmoc 40 mg/12,5 mg $punmupann Tabnerxu.

Ako MHCIHTE, Ye HAKOE OT H30poeHHTE CHLCTOAHHA C€ OTHACA 3a Bac HiH He CTe CHIYPHH 3a Helllo, He
npremaiite ToBa exapcTeo. I'oBopere WHpBo ¢ Ballia nekap u cneiBaiire HETOBUA CBEET.

Ipeaynpexenns B npeAnasHE MepKh
T'osopere ¢ Bamus nexap unu ¢papmaneer, npeu ga npuemere Omvesun Ilmoc. Tlpean xa npuemere
TOBA NIEKApCTBO, HHOPMHpaiiTe Baius nexkap ako npueMaTe HAKOE OT CIGHHUTE JISKApCTBa 3
NeyeHHe Ha BHCOKO KPBBHO HATaHE:
*  ACE unxubutop (HanpuMep eHananpe, IH3HHOMPHI, PAMHIIPHI), 0cO0EHO aKO HMaTe
6%6peunn npobaemn, cEbp3aHHy ¢ AHabera;
*  AJHCKMpeH.
BamusT nexap Moxke nepHoau«HO Aa nposepapa Gu6peyunara Bu dyHKuus, KPHBHOTO HajlAraHe v
KOJIHYECTBOTO Ha CEKTPONHTHTE (Hanp. kKanyii) B KpheTa BH.

Biokre chmo madopmaimsTa osarnasena “He npuemaiire Onmesun [Tmoc™.

IIpenu na nmpremere TOBa JNlekapcTBO, HEGOpMEpaliTe Bammus Nexap, aKO HMaTe HAKOE OT CNeJHUTE
3abongBanm:

* Jlexo no ymepenn npobnemn ¢ 6sOpeHTe WIH ckopomHa 6E6pedHa TpaHCTUIAHTALIAS,

*  YepHoapobuo 3abonasane;

*  Chpaeuna HEAOCTATEYHOCT HIH NIPOGIIEMH C KITAIMTE HE CHPUETO WM CHPACUHHS MYCKYJT;

*  Texxo noBphlaHe HIH JUAPHS, KOMTO NPOABLDKABAT HAKOIKO AHH;

* Jleuense ¢ BHCOKH 1031 OTBOAHABALIN TabeTKH (AMypeTHIM) HiK aKo CriasgaTe GeaHa Ha con
AneTa,

* mpobaemu ¢ BanOBEOpeunyTe XU1e3H (HANPUMED THPBHYEH XHTICPATICCTEPOHHIBM);

*  JluaGer;

+ Jlynyc epuremaTosyc (aBToMMyHHO 3a0014Bane);
*  AJeprus WiH acTMa;

*  AKO CTe HMAJIH PaK Ha KO/KATA WM aKo pa3BHeTe HeOuyaKBaHa KOXKHA JIe3Hd 1o B
NieyeHHeTo. JleyeHHeTo ¢ XUAPOXIOPOTHAZHA, 0COOEHO IPONBKHTETHATA YIIOTpeD
MOKE /12 NOBMILIA PHCKA OT HAKOH BAOBE PAK HA KOXKATA M YCTHHTE (HEMeIaHOMEH

3aImuTeTe KOXKATA CH OT M3AraHe Ha CIIBHIIE H YATPABHONETOBHTE JIHUH, JOKATO Mip
Imoc.




*  AKO cTe HMAIH NpobnemH ¢ auinaHeTo Hin Genure ApoGoBe (BKIIOYMTENHO BH3NATEHHUE HITH
TeuHocT B GemiTe ApoGoBe) cleA NpHeM HA XMAPOXJIOPOTHA3MI B MUHANOTO. AKO NOTYYHTE TEXBK
3aiyX WIH 3aTpyAHEHO JMilaHe ciiell npuem Ha Onmesna moc, He3a6aRHO NOTHPCETe MeAHNLIHHCKA
HOMOIIL.

Ceupxete ce ¢ Balug nexap, ako nonyqHMTe HIKOE OT CJICIHHTE CHCTOAHHUL:

*  TEXKKa, NEPCHCTHpAllla AMapHA, KOATO NpPHYHHARA SHAYHTETHA 3ary6a Ba Terno. Bamuar JICKap
MOXKe Aa oueHH Bammire cumToMu B Ja peUIH KaK Ja NPpOaRDKH Bamnero nevyeHne Ha KpBBHOTO
Hangraue,

¢ TPOMAHA B 3peHHETO WM Oonka B 0koTo. ToBa MOXE /14 €4 CHMIITOMH HA TIOBHUIEHO BBTPEOUHO
HANATAHE W MOXKe Ja HACTBIM A0 HAKONKO yaca WIH [0 HAKOIKO CEAMHLH CJiel NpHEM Ha
Onmesua I[Imoc. Ako He ce NieKyBa, TOBA ChCTOSHHE MOXE Ja AOBEAE AO TPaHHO 3PHTENHO
YBpexKaane. Ako MOMyBCTBaTe, 4e 3peHHeTo Bu Hamanaea win Gonka B okoto. Tosa Morar Ja
OBAaT CHMITTIOMH Ha HAaTPYTIBaHE HA TEUHOCT B CHAOBHS GO HA OKOTO (XOPOHJA/IEH M3JIHB)
HIIH yBe/THYABAHE HA HaNAraHeTo BhB BallleTo oko M MOrar Ja ce nofBiT B paMKHTE Ha 4acoBe
10 ceaMuua ot npueMa sa Onmeznp ITmoc,

Bamuar sekap moxke []a Ha3HaYH JOIMBNHMTEIHH H3C/CABAHKA M KOHCY/TAIHH, aKO HMATE HAKOE OT
U3OPOESHHTE CHCTOAHMA.

Omveana Ilmoc MOxe N2 NpHYHHA [IOBALIABAHE HUBATA Ha JNHTHIHTE B KPLBETA H HAa HMBAaTa Ha
NHKOYHATE KHCENHHa (KOeTO MoXe Aa Obae nmpuynHa 3a nogarpa - Goe3HeHO TIOYBAHE Ha CTABHTE).
Bawwmar fiexap BepoATHO e MOHCKA TPE3 ONpENEieHH [EPHOAH OT BpeMe ja INpPOBEXKIA KPBHBHH
H3CICBAHHA, 32 {d POBEPABA T€3H ITOKA3ATEIIH.

Topa JICKAPCTBO MOXE Jla NPOMEHH HHBATA Ha ONpeENCNieHH BCHIECTBAZ B KPEETA Bu, HapedeHH
eJICKTpoauTH. BaiusT nexap BEPOATHO 1€ TIOHCKA Ha onpene/IieHH IIEPHOAH OT BpEME 1A NPOBEKIA
KPBBHH H3CIC/IBAHHA, 32 Ja IIpoBepABa TE3H NOKA3ATEH.

IIprsnamy 3a NpOMAHA B HHBATA HA €IEKTPOIMTHTE Ca: XKAXKAA, CYXOTa B YCTaTa, MYCKy/IHA Gonka wis
CnasMH, MyCKyITHA yMOpPa, HHCKO KPBBHO HAJIAraHE (XHMIIOTOHHA), YYBCTBO 3a cnaboct, OTNagHANOCT,
YMOpa, CHHJIMBOCT Wi 6e3nokolicTBo, raaeHe, NOBpHIMane, NO-PAAKO YPHHUPAHE, YUECTEHA ChPACYHA
AeHHOCT. AKo 3a6€NeKHTE TaKHBA CHMITTOMH, HHGOpMHUpaiite Bamma nekap.

Kakro u npu jpyrn nekapeTea, KOHTO NMOHMMKABAT KPBBHOTO HAJNATAHE, PH3KOTO MOHUXKABAHE HA
KPBBHOTO HAIATAHE NPH NALHEHTH ¢ HAPYLICHO KPBBOCHAOAABAHE Ha CHPLIETO FIIH MO3IBKA, MOXE A3
AoBee A0 MH(apKT WIH HECYIT. 3aT0Ba BAINMAT Nekap BHHMATETHO HIE e KPBBHOTO By Hansrane,

Axo TpabBa na HanpaeuTe m3cneABaHe 32 GyHKUHITA Ha NapaIIMTOBMIAKKTE Kiesd, Bue TpaGea na
cripete nprema Ha Omvesns Ilnoc npeau MpopeXXaaHe Ha H3CHEABAHETO.

AKO CTe CHOPTHCT, TOBA IEKAPCTBO MOXKE AA NPOMEHH Pesy/ITATHTE OT HICNIEABAHHATR 3a YIOTpeba Ha
DOTHHT ¥ A3 TH TO3HTHBHPA.

Bue Tpa6ea na ysenomure Baumis nexap, ako cre (1 Moske fa cte) GpemeHna,

Onmesun ITnioc Be ce npenoprusa npd  pasHa GPEMEHHOCT K He TpAOBa fa ce NpHEMa, AKO CTe
Gpemenna ces 3-THs Mecell, Thif KATO TOBA MOXe CEPHO3HO N1 yBpeau Bamero Gebe, ako ce
TIPHEMA B TO3H TepHOJ Ha OpeMeHHOCTTa (BHKTe pasnena “ BpemeHHoOCT, kKbpMene B (epTHiInTeT™).

Jlena B wHOmMA
Onmesun Ilmoc He e npenHasHaved 3a aeua H OHOmMY Nox 18 roaumm.

JApyra aexapersa & Oamesng Ilaoc
Hudopmupaiite Bammua nexap win dapmauesT, ako NpHEMaTe, HACKOPO CTe
BBE3MOXHO /12 IPHEMeTe APYTH JIEKApPCTBA.

Hndopmupaiire Balmsa nexap unu gapManesT, ako NpHEMaTe HAXOE OT Cle
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Jpyrd noHWXKAaBam| KPbBHOTO HAIMTAHE JiEKApCTBA {AHTHXHnepTeH3uBHM): Edexrsr Ha
Ommesun Ilmoc Moxe na 661 ycHiIeH.
Mosxe aa ce Hanoxxm Bawmst nekap na npoMenu no3ata By WK fa B3eMe APYTH OpenasHy
MEPKH.
Axo npuemare ACE naxuGHTOp WIH aJTHCKHPeH (BIDKTE CHIIC HH(OPMALMATA 03ariaBeHa
“He npremaiire Onmesnn Ilmoc™ n “TlpeaynpeskneHns ¥ npeanasHA Mepku™)”.
JlekapcTea, KOMTO MOME Ja TIOBHIUAT HHBATa HA Kaumii B KPBBTA, aKO C& M3IION3BAT
eaHoBpeMerHo ¢ Onmesng Ilmoc. Taxusa ca:

KaynHeBH A06aBKH (KATO 3aMECTHTEIH HA COJITA, KOMTO ChIBLPXKAT Kanuii);

OTBOAHABAIIH TabNeTKH (UMY peTHLH);

XeMapHH (3a paspexnaHe Ha KPhLBTR),

JIAKCATHBH;

CTepOMaN;

anpesokopTHKoTponeH xopMoH (AKTX);

KapOeHOKCOMIOH (JIEKAPCTBO H3MO3BAHO 33 IEYSHHE HA A3BH HA YCTATA H CTOMAXA);

nesuunIEH G paTpuli (M3BecTeH owe xaTo GeH3HINEeHHIIIMH HATPHH, aHTHOHOTHK); -

HAKOH 00e300n9BaM KATO ALETHICAIHIHIOBA KUCETMHAA (aCTApHH) KN CANMLIAIATH.

>

Jlutwii (nekapcTBoO, KOETO ce TpHIAara 3a Je4YeHHe Ha NPOMAHA HA HACTPOEHHMETO M HIAKOH
BH/I0Be nenpecHd). EaHoepemenHoTo mpunoxende ¢ OmMesnz ILmoc, MOXe fa NMOBHINHA
TOKCHYHOCTTA HA JIUTHIA.

Ako TpaOBa na mpHeMate niTHii, Bamuar nexap e TpAGBa 1a M3cienBa H NPOCEAsBa KPbBHHTE
HHBA HA JTATHIA,

»
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Hectepouauu npotupopssnanmarerun cpencrsa (HCIIBC) (nekapeTsa, W3NON3BaHH 3a
obnexvapare Ha 6oKa, OTOK ¥ APYIHM CHMITTOMH Ha BBL3NANCHUETO, BKIOYHTENHO apTPHT).
KoraTto ce npunarat enHoepemenno ¢ Onmesny [Lmioc, MOTaT Aa IOBHIAT pHCKa OT GL6pedHa
HepocTarpuHocT. EdiekTsT Ha OnMezng Ilnoc moxe Az Ovae Hamanen or HCIIBC.
TIPHCITHBATEIHH, YCIIOKOHTEIHH H aHTHAenpecanT: yrorpeGara Ha Te3H JIeKapcTRa 3a€IHO ¢
Onmesna [moc Moxe Aa A0BeAe 10 BHE3AMHO CNagaHe Ha KPBBHOTO HANATAHE NPH H3NpaBaHe.
Jlexapcrsa xato Haknohen H TyGOKypapHH (H3NON3BaHY 33 MYCKY/IHA peslaKcanys),
AMHAPOCTHH H HAKOH JIEKapCTBa KaTo muiio(ocdamull il METOTPEKCAT (H3MION3BAHH 3a PakK).
XonecTHpaMIH B KONECTHNION (34 MOHMKABAHE HWBATA Ha JTHIMIHTE B KPLBTA).
AHTHXONHHEPTHYHH JIEKAPCTEA KATO ATPOIHH H GUITepU/IeH.

JlekapcTBa KaTo THOPHAA3NH, XJIOPIIPOMA3HH, T€BOMEINPOMa3HH, TpuduTyonepasHH, Cy NP,
aMHCYINPHA, [TUHO3K, CYITONPHA, THATIPHT, APONEPRACI HIIH XanolepHaol (3a JeYeHHe Ha
NICHXHYHY HApyLIeHN ).

JIEKAPCTRA 34 JIEICHHE HA Chp/ieyHH npodaeMH KaTo XMHHAHH, XHAPOXHHHAKH, AR30MHpaMHUI,
aMHOAAPOH, COTAION WA JHTHTATHC,

JIeKapCTEa 32 JICYEHHE Ha Npo0seMH ChC CHPACYHYUA PHTBEM KaTO MH3OACTHH, [TEHTAMH/IHH,
TepdeHagun, sodeTrIHN, KOYTIIHI HIH EPHTPOMHLIHH HIGKEKLIHH.

Tepopanyy aHrHanabeTHH NEKAPCTBA KATO MeTQOPMHMH HWIH MHCY/IHH (33 MOHH)KaBaHE Ha
HHBATA HAa KPBBHATA 3aXap).

Bera-Omokeps 31 AMAZOKCHN: W3NOA3BAHH 34 JIEYEHHE HA HMCKA KPhBHA 3axap (Hamp.
AH&30KCHN) WIH BUCOKO KPEBHO HanaraHe (Geta-Gnokepn). Onmeznn Ilnoc Moke na noBiHse
Ha JIeHfiCTBHETO HA TE3H JAEKAPCTBA.

MeTHnz0Ma — JIEKapPCTBO 34 BHCOKO KPBBHO HAJIATAHE.

Hopazpenanun — nexkapcTBo, 3a Neuenue Ha 3abaBeHa chpaeyHa JGHHOCTH H 3a NOBHILABAHE
Ha KPBBHOTO HAJIATAHE.

Hydemarin, w3nomseay 3a JeucHHe Ha 3a6apeHa ChpASYHA JEHHOCT WIH 33 HAMANIABAHE HA
TIOTEHETO,

npobeHenxs, cyIQHHITHPA3ON H AIOTYPHHON —JIEKAPCTBA 33 JIEYEHHE Ha
Kamumern nobaBku.

AMAaHTauA (MPOTHBOBHPYCHO JIEKaPCTBO).

[uxnocnopyH (3a NpeAOTBpaTABAHE OTXBHPISHETO HA TPAHCIL
AHTHOHOTHIIH, HapeueHH TETPALHKITHHH.

AmboTepHImH (IexkapcTBO 3a nedeHue Ha re0uuna HHGEKUMs).

3 —



» HsakoM aHTHAUMAHM KATO XMJPATHPAH KOMILIEKC HA ATyMHHHMEB M MATHE3HER XHAPOKCHA (3a
NleYeHHe HA NOBHLICHATA CTOMaluHa kucennHHocT). EdextsT Ha Onmesua [Dioc Moxke na 6bae
TIEKO TIOHYVDKEH.

»  Llmsanpua- sekapcTBO 3a YCKOPABaHe Ha PHABIKBAHETO HA XPaHATA B CTOMAXE H MEPBaTa.

» XanodaHTpuH — IeKapcTBO 3a JEUSHHE Ha MANAPHAL.

Oamesnn ILuioc ¢ XpaRa, HANHTKH H ANKOX0]X

Onmesnun Ilmoc moxe fa ce npHeMa ¢ WK 6e3 xpaxa. [1o speme Ha puem Ha Oamezun [moc
BHHMaEaiTe ¢ ynotpebara Ha ankoxodn, Thil KATO HAKOH XOpa ¢e YyBCTBAT OTNIANHAIIH WIH 3aMAasHH.
AKo ToBa ce cyuBa 1 Ha Bac, He npuemaiite ankoxon,

IManmenTR 0T A pHKAHCKH NPOHIXOA
KaxTo 1 mpu ApyTH nonoGHU 1eKapeTBa, NOHIGKABALIMAT KPLBHOTO Hanarane edexr Ha Onmesnn [loc
€ IO M3BECTHA CTEMEH M0-¢J1ab NpH NaLMeHTH oT adpUKAHCKH MPOH3XON.

Bpemennoct, Knpmene B $epTRIATET

bpemennocm

Bue Tpatea na vagopmupate Bamms nekap, ako cre (1M Moxe Ja CTe) OpeMeHHa, WIM MIaHNpaTe
GpemenHocT. OOuKHOBeHO Bammar nekap me Ba npenoprua na cnpere npreMa Ha Onmesnn [hnroc
npex fa 3abpeMeHeeTe WM BE3MOXHO HaH-CKOPO CIIEA KAaTO YCTAHOBHTE, 4Ye cTe GpemeHHa H e Bu
MOCHBETEA /1A MpHEMaTe ApyTo fiekapeTeo BMecTo OumMesua [Imoc. YioTtpebara va Onmesun [nroc me
ce MpenopLYBAa MpH paHHA OpeMeHHocT W He TpaGBa fga ce mMpHeEMa, CIEl TPETHd MeECell Ha
6peMEHHOCTTA, Thit KaTO MOXKE CEPHO3HO 1a yBpeay Batero Gebe.

Knpmene

Hudopmupaiite Bausis nexap, ako KbpMHTe HIH HMaTe HaMepeHHe aa KbpMute. Onmesun [Lnoc He ce
NpenopbYBa NMPH Maiiky, KOMTO KepMAT 1 BammuaT nekap Mosxe ja H3bepe apyro neuenue 3a Bac, ako
X}eNaeTe Ja KbpMHTe, ocobeno ako 6e6eto Bu e HOBOpOAeHO WM € IpexXIeBpeMEHHO POAEHO.

Iomwuraiite Bamua nexap win dapMatesT npeau Ja NpHEMeETe KAKBOTO H [1a € JIEKapCTEO.

Axo cTe GpeMeHHa HWIM KbPMHTE, CMATATE, Y€ MOXE [1a CTe SpeMeHHA WM [UIaHMpaTe GpeMeHHOCT,
noceBeTBaiTe ce ¢ Bamua nexap wiw dapmaiuerT npeay ynorpefara Ha TOBA IEKAPCTEO.

Ilojgapane H pabora ¢ MAAAR

Korato ce nekysare 3a BUCOKO KPBBHO HALITaHE, MOKE Ja Ce MOYyBCTBATE CHHIHEH HITH 3aMasHH.
AKO TOBa Ce Ci1ysa, He mIo(HpaiiTe H He paboTeTe ¢ MAIMHHE, JOKATO CHMOTOMHTE He OTLIYMST,
IonwTaiite Bammsa nekap 3a cbBeT.

Oamezna ILnoe cLaBpxKA JAKTO3A
Axo Bainnar nekap Bu e ka3an, 4e HMaTe HEMOHOCHMOCT KbM HAKOM 3aXapH, CBBIKETE CE ¢
Hero, Npejii Aa MPHEMETE TO3H JIEKAPCTBEH MPOAYKT.

3 Kax na npaemate Onamesna Ilmoc
Bunaru npremaiite Tosa nekapeTBo TOMHO KakTo BH € kasan BammaT nekap WiH (apMalieBT. AKo He
CTe CHI'YPHH B HELIO, NonuTaiTe Bamuy nexap wnu dapMauesT.

HpenopruBanaTa ao3a e egHa puiMHpaHa TabneTka Ommesua Ilmoc 20 mg/12.
axo Bawero KpsBHO HanAraHe He Ce KOHTPONMPa aJeKBaTHO ¢ Ta3u no3a, Ba
TMPOMEHH A0 enHa ¢wimuapana Tabnerku Onmesun Ilmoc 40 mg/12,5 mg aHes
» Tlormewmaiite TabaeTkaTa ¢ JOCTATEYHO KOMHYECTBO TEUHOCT (HANPHMED
tabnerkara.
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» Ilpuemaiite Onmesun Imoc, noxato Baumaar nexap He B Npenopbya Aa cnpere npHeMa.

Axo cTe npEeJHE No-roaama go3a Onamesnn Ilmoc or BeoGxoauMaTa

AKo cTe npHenu noBeve TabneTkH 0T HeOGXOAMMOTO HIH JETE CIIyHaiHO € NOrBIHAJIO €1HA WIH
noBeye OT Te3u TabneTkn, obanere ce Beqnara Ha Bawuua nekap HIM OTHAETE A0 HAl-GITH3KHA crietueH
ueHTHP. Mona HoceTe ¢be cebe cH onakoBKaTa Ha Bamero nexapcTso.

AKo cTe nponycaanan as npaemere Oamesng Ilmioc
AKoO CTe NporycHany [ja npHeMeTe elHa 1033, B3eMeTe oGHUaliHATA CH 032 HA CJIENBAIHS JCH, KAKTO
obuxHOBeHO. He B3emaiite npoiina Jl03a, 33 4 KOMIICHCHPaTE NpOMyCHATATA.

AKko cTe cnpean nprema ua Oamesna Ilnoc

Baxuo e aa npoxwmkuTe na npuemare Onmesna Ilmoc, ocsel ako Banmar nekap He Bu ¢
Npenops4al ja cupeTe MpHEMa.

AKO HMaTe HAKaKBH JONKIHHTEIHH BHIPOCH CEBP3aHM ¢ ynoTpefara Ha TO3M NMPOMYKT, NONHTAlTE
Bamus nexap win gapmanesT.

4. BLIMOXKHE HEXKEJIAHE PeaKnHH
KaKTo BcHKH NIeKapcTBa, TOBA EKAPCTBO MOXE J1a IPEIH3BHKA HEXEIAHH PEaKLHH, BLIPEKH ue He
BCEKH ' OITyYapa.

AKO MOTY9HTE ClIeAHBTE HeXeIAHE PEAKIHH, capeTe npaema Ha Onmesna Ilnioc H ce oBazere

na Bamins nekap seanara:

*  AJepruuHa peakuus, KOATO MOKE fia 3aCeTHE LANOTO TAIO, ¢ OTOK Ha JIHLETO, YCTATa H/HIIM
NapHHKca (TIACHHTE BPB3KH) NPHAPYKeHa Cbe chpbek 4 06pus. Takasa peakums MOXKe Ja ce IIOABH
MHOI'O pAAKO. AKO TOBa ce CIyqH, cipeTe mpuema Ha Onmesnn Ilnoc M He3abaBHO ce CBBpKETE C
Bawmns nexap.

* Onmesun Ilmoc Moxe [a NPHYHHH CHIHO TOHMXABAHE HA KPLBHOTO HANAraHe mpH
NPEpasnonoKeHH MAIHEHTH WIH BCIESACTBHE Ha alneprHvHa peakumd. ToBa MOXKE [Ia mpHYHHH
TEKKO 3aMaMBAHE WIH NPHITAABIM. AKO TOBA ce CiydH, copere npuema Ha Onmesnn [Lmoc,
He3abarHO ce cRBpiKeTe ¢ Bamms siekap H eTHeTe.

OnMesna Tlmoc chbaspia ABe AKTMBHM CHCTABKM M TIPEACTABEHATA MO-JOMy MH(OPMAUHA 3a
HEXKETAHUTE JIEXapCTBEHH PEAKLHH C€ OTHACA MpeHMHO 3a KOMOHHalmarTa {ocBeH H20poeHnTe no-
rope), Ho MMa i HH(OpMAaLHA 32 ABeTe AKTHBHH BEIIECTBA MOOTACIHO.

Hesxemmanu nekapcTBeHH peakiyu npH ynotpeba Ba 0IMecapTaH/XHIPOXJIOPOTHAIH:

Yecru (3acarart or 1 ma 10 nannenTH)

- 3BamasHocT;

- Cnabocr;

- nasoGonue;

- VYmopa;

- bonka B repauTE, OTOK Ha [NI€3EHATE, CTHNAIATA, KPRKATA, PHLETE HWIH MHIIHAIHTE.

Heuecrn (3acarar or 1 ua 100 nannenTn)
Csopuebuene (manmuranuu), o6pHB, ek3eMa, CBCTOBBPTEXK, KANUIHIA, HapyIIeHo
KopeMHa §onka, raneHe, NOBpbLIANe, JHAPHS, MYCKYJIHH cNa3My, GoIka B Myc
CTaBHTE, PBLIETE H KpaKaTa, bonka B rep6a, HapyllieHa epeKTaaHa PyHKIHS np
ypHHaTa.

HabmonapaHu ca npoMeHN B KPbBHUTE H3CIIEIBAHHA, KOHTO BKMIOYBAT:



ITopuinapaHe Ha KHMBATA HA JIMIMAKMTE B KPBETA, OBMIIABAHE HA HHBATA HA YPeATa MM NHKOUHATA
KHCCITHHA B KPBETZ, IOBHIIABAHE HA HHBOTO HA KpeaTHHHHA, IOBHIIABAHE HJTH TIOHH)KaBaHe Ha
HHBOTO Ha KAJIHH B KPbBTa, MOBAINABAHE Ha HMBOTO HA KANILHIi B KPHBTA, IOBUIIABAHE HA HHBATA HA
KPBBHATa 3aXap, NOBHIIABAHE HA HHBATA HA MOKA3ATENHTE, OTPa3ABallM QGYHKUHMATA HA YEPHHA APOs.

Bammuar JICKap MOXC NEPHOAWYHO Na HA3HAYAEA KPBBHH H3CNICABAHHA K ¢ MNpeaIpHeMa ChOTBETHH
MCPKH O BpeME Ha TCYEHHETO.

Penxn (3acarat or 1 ma 100 nanuentn):

YyBCTBO HA HEPA3NONOKEHHE, HAPYIICHO Ch3HAHME, YUKW NOJ KOXkaTa, ocTpa 616peuna
HeOCTATHYHOCT. HAKOH NPOMEHH B KPBBHHTE M3CIIEBAHHA KATO: NIOBHIIEH YPeeH a30T B KPHETA,
TOBHIICHA MIHKOYHA KUCEHHA B KPBBTA, MOHWKEHH CTOHHOCTH Ha XeMOTTIO0HHA H XeMaTOKpHTA.

BaiuusT nexap Moke HepHOHHHO 2 HA3HAYABA KPbEHH H3CJ/IEBAHMA M Ille NIpepHEMa ChbOTBETHH
MEPKH IO BPEME Ha JIEYEHHETO.

,I[OII"I:JIHETQJ'IHH HEKC/IAHH AeKAPDCTBEHH PeaKlHH, NOKAAABAHH NPH OJAMECAPTAH MEAOKCOMHJ
H/AH XHAPOXJTOPOTHAZHA, OPHIAATAHHE CAMOCTORTEHD,

OuamecapTan MeIoKcOMAI

Yectu (3acarat 1 ma 10 nanaenTn)

BpOHXHT, KauuiHla, 3aNyIleH WA Teval| HOC, BBR3NAIEHO I'bPNo, GONKA B CTOMAXA, HAPYLICHO
XpaHOCMHIaHe, rajeHe, racTPOeHTepHT, Oonka B rbpaure, rspba, KOCTHTE WIH CT2BUTS, KPBB B
YPHHATA, HH(EKITHA Ha IHKOYHHTE ITHTHLIA, CIA6OCT, MPHIONOROOHH CHMITTOMH, GOJKA.
HabmogapaHH ca IPOMEHH B KPhBHHTE H3C/ICABAHHA, KOHTO BKITIOYBAT:

Horvmapane Ha HEBATA HA JINNIHAMTE B KPHBTA, HA YPEATa B KPBBTA, HA THKOYHATA KHCETHHA B
KPBETa, IOBHINABAHE HA HHBATA HA NOKA3aTeMTe 3a MYCKYJIHATA B YepHOApoOHa GyHKIMA.

HewecTn (3acarar 1 ma 100 nanmenrn)

AnlepruvHM peakiiiy oT 6bp3 THII, KOMTO MOTAT Jia 3aCETHAT LIWIOTO TAIO M J1a MPHYHHAT NPoOieMH ¢©
AMIIAHETO, KAKTO M pA3KO MOHHXKABAHE HZ KPBHBHOTO HAlAraHe, KOETO Aa AOBEIE OO NpPHNATBK
(aHadmnaKTHYHA peaKilys), TOXYRAHE HA JIMLIETO, IpaHa Gonka (muckomdopT B 061acTTa Ha IEPAKTE,
H3BCCTHO KAaTO 4HTHHA NEKTOPHC), HEPA3MONOKEHHE, aleprideH KoxkeH oOpHB, cepbex, exk3aHTema
(xokeH oOpuB), Gyuku Mo Kokara.

[IpoMenn B KPBBHHTE H3CneABaHHS: HOHHKEH Opoli XPLBHM KIETKH, HIBECTHH KATO TPOMGOLMTH
(TpomMGoniTONE HEA).

Penxu (3acarat 1 na 1000 nannenTn)
Yepexnane Ha 6u0petHara GyHKIMA, UNicA Ha EHEPrHS.
IIpomenn B KPBBHHTE H3CNEABAHKUA; TTOBUINEHH HUBA HA KAJHI B KPLBTa

m,pomopormaa_ug

Mmuoro wecTn (3acarat noseue or 1 ga 10 nannenTn)
TIpoMeHH B KpBBHHTE H3C/ICIBAHHA: TOBULICHH HHBA HA ARTIAAH B MHKOYHA KHCEIAHA B KPBETA

Yectn (3acarar 1 va 10 panuenTn)
O61pKanocT, 601ka B cTOMaxa, CTOMAIIHO PascTPOCTBO, YYBCTBO 3a MOXYTOCT, I
AHapHA, KOHCTHNALMS, OTACAAHE Ha ITI0KO3a B YpHHATa ([IOKO3ypHA).

IlpoMeny B KpBBHHTE W3CJIe/|BAHMA: IOBUILIEHH HHBA HA KPEATHHHH, ypes, KAl
TIOBHIICHA KPBEHA 38Xap, MOHHKECHA HHBA HA XITOPHAH, KaAHii, MArHe3Hi 1 HATP
[TopHineHH CTORHOCTH HA cepyMHATa aMH/Ia3a (XHIEPAMHIA3ZEMH ).

Hewvecrn (3acarar 1 na 100 naguenTn)



Hamarnen uny iMNCBAL aTIeTHT, 3aTPyIHENO AMINaHE, aHADAIAKTHYHN KOXHH PeakiHH (peakinia Ha
CBPBLXYYBCTBHTE/IHOCT), BIOINABAHE HA CHINECTBYBAIA MMOTIHS, €PHTEMA, YyBCTBHTEIHOCT KEM
CBETJIHHA, CHPOEX, YePBEHUKABH METHA M [UTAKK N0 KOJKATA, TIOPAMIH JIEKH KPBOHITHBH (ITypiIypa),
NOAYTHHH MO KOXKATa.

Peaxn (3acaraT 1 na 1000 nanaenTn)

lonyeane 1 BrE3NANEHHE Ha CAIOHYEHUTE KIE3H (CHANOANEHUT), HaMasleH Gpoii 6eny KPBBHH KIIETKY,
HamaieH Gpoill TPOMOOLHTH, aHEMHs, YBpekaaHe Ha KOCTHHI MO3BK, 6e3noKoHCTBO, YYBCTBO 3a
NOTHCHATOCT, ACTIPECHH, NMPOOIeMH ChC 3aCTTHBAHETO, HE3AHHTEPECOBAHOCT (AmaTHs), MPaBy4KaHe H
H3TPBIBaHe, MPHNAABLY, BHXKJAHE HA NMPEAMETHTE B KBITO; 3aMBITIEHO 3pEHHE, CYXOTa B OUHTE,
HEPABHOMEpHA CbpAieyHa HEHHOCT, BE3NANCHHE HAa KPBBOHOCHHTE CBHAOBE, KPHEHH CBHCHPELH
(Tpom6o3a unu emBons), B3NANeHUE Ha GenuTe MpoGose, 3aTbpKAaHe HA TETHOCT B GenuTe IpotoBe,
BR3NANCHHE Ha 33ACTOMALIHATA JKIIE34, KBJITCHHIA, HHQEKIMA Ha THYHHA MeXyp, CHMIITOMH Ha
JYIYyC EpPHTEMATO3yC Kato oOpHB, GOJIKK B CTAaBUTE W CTYACHH IAHM M NPHCTH, AJIEPIHYHE KOXHH
PeaKIMH, JIOICHE M NOABa HA MEXYPH N0 KOKaTa; HEeHH(EKUHO3HO BhinaneHdHe Ha GnOpeumre
(nHTepcTHIMANeH HedpHT), Tpecka, MycKynHa ciabocT (HapymeHa IBUTATETHA dYHKIAS),

Muoro peakn (3acarar no-mManxo or 1 pannent na 10 000)

HapyineH enexTponuten Sanakc, KOHTO MOXe f1a AOBEIE 0 3ary0a Ha XJTOPHAH (XHIIOXJIOPEMHYIHA
aJIKan03a), HENPOXOAMMOCT HA YepBaTa (APATHTHYCH HIEYC).

OcTep pecriHpaTopen aHcTpec (PU3HALMTE BKTOYBAT TEXKBK 3a/lyX, MOBHIEHA TEMITEPaTypa,
cnaboct 1 o6BpKaHOCT),

Cneasnre HexelaHH peakiMi MOrar Aa O1aaT CepHO3HH:
C BeH3BeCcTHA 9€CTOTA (OT HAIMYHWTE AAHHU He MOXxe 1a Onae HanpapgeHa OLeHKA):

Hamanseane Ha IPCHHETO HITH Gonka BLB OKOTO NMopany BHCOKO HajAraHe (B'B3M0)K.HH IIpA3HALIH 3a
HATPYTIBAHE HA TEYHOCT B CHAOBHSA CJIOH HA OKOTO (XOPOHIANIEH HANHE) WIH OCTPA 3aKPUTOBI'BIHA
rraykomay;

Pak Ha xokaTa M yCTHHTe (HEMETAaHOMEH paK Ha KOXKara).

AKO HMaTe NOXCBITABAHE Ha GANOTO HA OUMTE, ThMHA YpHHa, cbpbex Ha KooKaTa, IOPH KO CTe
3allOYHANH JieueHHeTo ¢ Onmesun Ilmoc npemu Aocta Bpeme, He3a6aBHO ce cBLpKeTe ¢ Bamus
JIeKAD, KOHTO 1ie ONCHH CHMITOMMTE H inie NPeLieny KaK Aa NPONLIDKHTE BEUEHHETO 32 KOHTPON Ha
KPBBHOTO HaJisrase.

Cro0mapane HA HeXKeNAHA PEAKIHY

AKO NOJTY4HTE HAKAKBH HEMKE/IAHH JIEKAPCTBEHH PEAKLHH, yBeaoMeTe Bamma sexap M (apmauesT.
Tora BxmOYBa BCHYKH RH3IMOKIM HEONHCAHA B TA3H JIHCTOBKa HEXENaHH peakimui, Mosxere CBIIO Aa
¢Ho01MTE HEXKeNAHH peaKiH AHPEKTHO pes:

M3nbIHATENHA ATCHIAS 00 JeKAPCTBATA
yi. ., Jlamsa I'pyes” Ne 8

1303 Codun

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo croGimapate nesenaHu peakupn, MoXeTe Ja 1afeTe CBOS IPHHOC 32 NONYJaRaHe H
uHGpopMaiEs 0THOCHO Ge30MacHOCTTa HA TOBA NEKAPCTRO.

5.  Kak na cexpanasarte Onmesnn ILtoc
Ha ce chbXpaHaBa Ha MACTO, HEIOCTBITHO 3a JEIIa.

To3n JICKAPCTBECH NPOAYKT HE H3HCKBA CITCITIAHH YC/IOBHA Ha CEXPaAHCHHE.
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He nsnossalite ToBa 1€XapcTBO €16 CPOKa Ha FOAHOCT, OTOENA3aH BEPXY KAPTOHEHATA ONAKOBKA.
CpoOKBT Ha roAHOCT OTIrOBAPS HA MOC/ENHHSA JEH 0T OCOYEHHS MECEIL,

He usxenpnsiite nekapcrBara B KAHANM3ALMATA HIH B KOHTEHHEPa 38 JOMALIHH OTNALBIA.
TTfonuraiite Banus GapMauesT kak a M3XBLPIAATE JIEKApCTBATa, KOHTO Beve He H3nonzearte. Teu
MEPKH LIe CTIOMOTHAT 33 Ona3BaHe Ha OKOJIHATA Cpeaa.

6. ChAbpxanBe H2 ODAKOBKATA H JONLJAHATENHA HEpOPMANHES

Kakso ceanp:xa Oamesan Ilnoc

- AKTHBHHTE BEINIECTBA CA: O/IMECAPTAH MEJOKCOMHET H XHPOXJIOPOTHASHA

Beaka dunmupana tabnerka Onmesun [hnoc 20 mg/12,5 mg cuaspsxa 20 mg onMecapTal MeIOKCOMUT
(olmesartan medoxomil) u 12,5 mg xunpoxnopotuasun (hydrochlorothiazide).

Beska ¢punmupana Tabnerka Onmesna Ilmoc 40 mg/12,5 mg chaspxka 40 mg onMecapTaH MEAOKCOMMHI
(o/mesartan medoxomil) u 12,5 mg xuppoxsoporaasan (hydrochlorothiazide).

HpyruTe cheTaBkH (ToMOlNEM BemecTsa) ca: JlakTosa MOHOXHPAT, UETYN03a, MHKPOKPHCTANIHE,
KPOCMIOBHAOH, CHITMUMEB THOKCH]] KOMOHNEH 6e3B0/IEH, MarHe3HeB CTeapar, XHIPOMEJI03a, MaKporod
4000, Turanos mHokcHa (E 171) , uepsen xenesen oxcun(E 172) , sewnr sxeneser okcrn (E 172).

Kak n3raexaa Oamesng ILioc B KaKBo ¢hIhpia ONAKOBKATA
Onmesnn Ilmoc 20 mg/12,5 mg: Bexxosa, xpbria, ABoHHOM3TEKHANA TabNeTka ¢ AHaMeTHp 8 mm.

Onmesun Ilmoc 40 mg/12,5 mg: Bexopa, oBanHa, ABOHHOM3ITEKHANA TablleTka ¢ ACNMTENHA YepTa OT
€IHATA CTPaHA H pa3sMEpH: AL/DKHHA 16,3 mm u mupwea 7,8 mm. Jlenutensara yepra He €
npeaHa3HaYeHa 3a pasfeNsaHe Ha paBHH ZO3H.

Tabnetkure ca HaTHUHH B GIHCTEPHM ONAKOBKH 0T OPA/Alu-PVC (onHo, 3anesaTano ¢ anyMHEHHEBO

donmuo.

Onakosku or 10, 14, 28, 30, 56, 60, 84, 90, 98, 100, 112, 156 u 168 ¢punMupans TabneTk.
He Bcvuku BHAOBE OMmakoBke Morar fa 644t mycHaTH B nponakba.

IIpATexaTen HA pa3pemenueTo 3a ynorpeba
STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

I'epmanus

Hpon3BoanTen
Hemopharm GmbH
Theodor-Heuss-Strasse 52
61118 Bad Vilbel
Fepmanns

Jara Ha NocAeRHO NpepasrexAaHe HA AHCTOBKATA
®eppyapn 2022
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