JlucToBKa: l/lH(l)OpMalII/Ifl 3a MallMCHTAa

Oumuta 20 mg/S mg ¢puamMupaHu TadJaeTKH
Olmita 20 mg/5 mg film-coated tablets

Ouamura 40 mg/S mg ¢puamMupann TadaeTKH
Olmita 40 mg/5 mg film-coated tablets

Oamuta 40 mg/10 mg puamupanu TadJIeTKU
Olmita 40 mg/10 mg film-coated tablets
Onmecapran menpokcomun/ Amionunut (Olmesartan medoxomil/Amlodipine)

IIpoyeTeTe BHMMAaTeJIHO LsIJIaTa JUCTOBKA, IPeIH Aa 3all04HeTe 1a MpHeMaTe TOBA JeKapCcTBO,

TBH KaTO TS ChAbpPAa BaskHa 3a Bac undopmanus.

- 3ama3zere Ta3u JUCTOBKA. MOJKe J1a ce HaJ0XKHU J1a sl IPOYeTeTe OTHOBO.

- AX0 MMaTe HAKAaKBH TONBIHUTEIHH BBIIPOCH, IoNUTaiTe Bamms nexap unu gapmarnesT.

- ToBa nexapcTBO € npeanucano Ju4yHo Ha Bac. He ro npeorcrsnBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIy, HE3aBHCUMO Y€ MPU3HALUTE Ha TIXHOTO 3a00JIsIBaHe ca ChIIUTE KaTo BammTe.

- AKO MoNTyynTe HAKaKBU HEXEJIaHU Peakluy, yBegoMeTe Bamms nexap uinu papmanent. Toa
BKJIIOUBA M BCUUKU Bb3MOKHHU HEXKEJIaHU PEaKllMu, HEONMCAHU B Ta3H JIUCTOBKA. BuxTe
TouKa 4.

Kaxkso CbAbPpP:Ka Tadu JIJUCTOBKA

KakBo npencrasnsBa OnmuTa u 3a KaKBO CE U3ITOJI3BA
Kakso Tpsi0Ba na 3uaere, npeau Aa npuemere Onmura

Kak na npuemare Onmura

BBb3MOXHI HEXellaH! peaKuu

Kak na cexpansBare Onvura

ChappikaHne Ha OTIAKOBKaTa W IOMBITHUTETHA HH(OpMAITUS

SANNAIE o

1. Kakso npeacraBJisiBa OJmMuTa M 32 KAKBO ce U3M0JI3Ba

OnMuTa ChIbpiKa IBe aKTHBHU BEIECTBA, HAPEUYECHH OJIMECapTaH MEIOKCOMMII M aMJIOUIIHH (KaTo

amoaunuHoB 6e3unar). M nBeTe BelecTBa criomarar 3a KOHTPOJIa Ha BUCOKOTO KPBbBHO HaJIATaHE.

- OnmMecapTaH MEIOKCOMMII IIPUHAAIEKN KbM TPYIIa JIEKAPCTBA, HAPEUEHH ,,aHTHOTEH3HH [1-
PeLEeNTOPHU aHTarOHUCTU™, KOUTO IOHIKaBaT KPbBHOTO HaJIAraHe Ype3 OTIIyCKaHe Ha
KPBbBOHOCHHTE ChJIOBE.

- AMIIOIUTIVH IPUHAJUICKU KbM TpyIia BelecTBa, HApEe4YeHH ,,0JI0KepH Ha KaJIIMEBUTE KaHAIU .
AMJIOUNNH crMpa IPEMUHABAHETO HA KAJIMS B CTEHATa HA KPbBOHOCHHUS Ch, KOETO
MPEJOTBPATsIBA CBUBAHETO HA KPHBOHOCHUTE CHAOBE U 110 TO3U HAUWH, CHIIIO MOHMKABA
KPBBHOTO HaJIATaHe.

HeﬁCTBHeTO 1 Ha ABCTC BCIIECTBA AOIPHUHACS 3a CIIMPAHC HA CBUBAHETO HA KPBBOHOCHHUTE CH0BE,
TaKa Y€ KPbBOHOCHUTE CbAOBE CE€ OTIIYCKAT U KPBBHOTO HAJISAITaHE CE€ ITOHMKaBa.

OnmMuTa ce M3IMO0I3Ba 3a JICUSHUETO Ha BUCOKO KPBBHO HAJIATAHE MPU NMATUEHTHU, YUETO KPBBHO
HaJIITaHE HE C€ KOHTPOJIMPa JOCTATHYHO ITPU CaMOCTOSATEJICH ITPUEM MJIM Ha OJIMECAPTaH
MCIOKCOMMJI, WJIX HA aMJIOIUIIHNH.

2. KakBo TpsiOBa 1a 3HaeTe, npeau Aa npuemMere Qamura

He npuemaiite Qamura



- AKO cTe aJIepriuHu KbM OJIMecapTaH MeJOKCOMMII MJIH KbM aMIIOJTUITHH, M KbM OIpeesieHa
rpymna 6J0KepH Ha KaIIUCBATE KaHAIH - TUXUIPOIUPUINHATE, HIIH KBM HIKOSI OT OCTAaHAINTE
CHhCTaBKHM Ha TOBA JIEKapcTBO (M30pOEHU B TOUKA 6).

- AKko cTe OpeMeHHa ciie/l TpeTusl Mecel] OT OpeMeHHOCTTa (TI0-100pe € Ja ce u30srBa
ynoTpebaTa Ha OJIMUTA B paHHAa OPEMEHHOCT — BUXKTE TOYKa ,,0PEMEHHOCT M KbpMEeHe™.)

- Axo nmaTte 1uaber Wik HapyleHa 0b0peuHa GYHKIHS H Ce JIEKyBaTe C JIEKapCTBO 3a
HOHIDKaBaHe Ha KPBBHOTO HAJLSITaHE, ChIBPIKAIIO aTUCKUPEH.

- AXO MMaTe TeXXKH IPOOJIEMH ¢ YepHUs P00, aKO OTACNISTHETO Ha JKIIbUKA € HApyIIeHO WK
NpEeMUHABAHETO Ha JKITBUKA B XKIIBYHUS MEXYp € 3aTpyJHEHO (HalpuMep Ipu KaMbHU B
JKITPUKATA) WM aKO MMaTe KBJITEHHIA (MOKBIATSIBAHE HA KOXKATa U OUUTe).

- AKO MMaTe MHOTO HUCKO KPBBHO HaJIsiTaHe.

- AKO cTpagare OT HeIOCTaThYHO KPbBOCHAOASBaHE HAa ThKAHUTE ChC CUMIITOMU KaTO HHUCKO
KPBBHO HaJITaHe, c1ad MyJic, y4ecTeHa ChpAedHa AeHHOCT (IIOK, BKITIOYHTEIHO KapIHOTCHEH
moK). KapauoreHen mox o3HauaBa MIOK, ABJDKAL C€ HAa TEKKH ChPACYHH HAPYIICHUS.

- AXO OTTHYaHETO Ha KPBBTA OT CHPILIETO € HapyIIeHO (HalpuMep, MOpaan CTECHsIBaHE Ha
aopTara (aopTHa CTEHO03a)).

- AX0 MMaTe HaMaJIeH ChpJedeH IeOHuT (KOeTo BOIH JI0 33/yX WIN MepUPEPHU OTOLH) CIIET
cbpaedeH HH(PapKT (OCThp MUOKapAeH UH(APKT).

IIpenynpesxneHns U NpeANasHA MePKH
loBopere ¢ Bamms nexap wnu papmaneBT, npeau aa npuemere OnMura.

YBenomere Bamus jekap, ako npreMaTe HIKO€ OT CIeIHUTE JIEKapCTBa, U3MOJI3BaHHU 32 JIeUeHHEe Ha
BHCOKO KPBBHO HaJISTaHE:

- ACE-unxuburop (HanpuMep eHajlanpuil, JU3HHOMPHI, PAMUTIPHII), 0COOEHO aKo UMaTe
O0B0peyHn pobIIeMH, CBBP3aHU C IUA0ET,

- ANMCKUPEH.

Banmst nekap Moke 1a npopepsiBa Ob0pedHara GyHKIUS, KPbBHOTO By HansiraHe U KOJMYECTBOTO
SNEKTPOIUTH (HApUMep KaJiiii) B KpbBTa B mpe3 peloBHH UHTEPBAIH.
Bmxre cpiio u nadopMammsiTa o 3ariaBueTo ,,He npuemaiite Onmura“.

YBenomere Bauus jekap, ako UMaTe HIKOM OT CIIEIHUTE 3APABOCIOBHH MPOOIeMH:

- npobiemu ¢ OpOpenTe WK TPaHCIUTAHTHPaH ObOpeK,

- 4epHOIPOOHO 3a00JIsIBaHE,

- CBbpJIeYHA HEJOCTATHYHOCT UIIH MPOOIEMH ChC CHPACYHHUTE KIIAH WIIM ChPASYHHS MYCKYIL,

- TEKKO TIOBPBIAHE, TUAPHS, JICUCHUE C BUCOKH JTO3H ,,0TBOTHABAIIY TaOIETKH  (IMyPETHIIN)
WM aKO CIIa3BaTe JaueTa, OenHa Ha coll,

- NOBUIICHU HUBA Ha KA B KPBBTA,

- npobieMu ¢ HanOBOpeUHNTE XKJIe3H (3KIe3H, KOUTO 00pa3yBaT XOPMOHH, HAMUPALIH CE HaJ
OoBOpenure).

Cebpxere ce ¢ Bamms nekap, ako ©Marte Juapusi, KOSTO € TeXKKa, yIIopuTa U IPUYNHSABA 3HAUUTETHA
3ary6a Ha Terio. Bamusat nexap Moxke 1a npeneHu Bamure ciMOITOMU U 1a pelly Kak Jja IPOABIDKUTE
npuema Ha Barero nekapcTBo 3a KpbBHO HaJITaHe.

KakTo npu Bcsiko 1ekapcTBO, KOETO MOHMKaBa KPbBHOTO HAJISITAHE, IPEKOMEPHOTO CIIaJjaHe Ha
KPBBHOTO HaJIAraHe IIPY NAllMEHTH C HapyILEeHO KPbBOCHA0AsIBAHE HA CHPLIETO WM MO3bKa MOXeE Ja
JIOBeJIe 10 ChpaeueH HHPapKT win yaap (uHcynt). [lopagu ToBa BamusT gekap BHUMATEIHO LIe
IpocieasiBa KpbBHOTO By HamsiraHe.

TpsdBa na nadopmupate Bamms iexap, ako cMsATaTe, 4e cte OpeMeHHa (WIH IUIAaHApaTe
opemenHocT). OnMuTa HE ce IPernophyYBa B paHHA OPEMEHHOCT U He Tps0Ba J1a ce mpremMa ciex
TpeTHsI Mecell OT OPEeMEHHOCTTa, ThI KaTo MOKe CEpHO3HO J1a yBpeau Bamero 6ebe, ako ce mpuema
Ipe3 TO3U MEePHOJ 0T OpEeMEHHOCTTa (BHXKTE TOYKa ,,BpeMeHHOCT 1 KbpMeHe™).



Jlena u roHomIH
OnmuTa He ce IpenopbuBa MPHU Jella U FOHOLIM Ha Bb3pacT noj 18 roguHu.

Apyrn nexkapcra u Onamura
Wndopmupaiire Bamms nexap nim papmaneBT, ako mpuemare, HACKOPO CTE IPHEMAH K €
BB3MOXKHO J1a [IpUeMare ApyIy JeKapcTBa.

- Jpyru jiekapcTBa 3a MOHIGKABAaHE HA KPHBHOTO HaJsATaHe, THH Kato edekTsT Ha OnMura
MOXe Jia ce yerin. Moske J1a ce Halloxu BammsaT nekap n1a npoMeHu go3ata Bu u/mim 1a Bzeme
JIpYTH Mpeaa3sHi MEpKU:

Axo npuematre ACE-UHXHOUTOP WK aTUCKUPEH (BIDKTE ChLIO M MHPOPMAIHUATA 101
3arnaBusiTa ,,He npuemaiitre Onmura‘“ u ,,[Ipenynpexaenns u npeanasHt MEpKu‘).

- Job0aBKH, KOUTO CHAbPKAT KAJIMii, 3aMeCTUTE/H HA COJITA, KOUTO ChABPKAT KaJIMId,
»OTBOTHSIBAIIM Ta0JIeTKU® (IUypETUIN) WIN XeNMapuH (32 pa3pek/iaHe Ha KPbBTA U
IpeAoTBpaTsBaHe 00pa3yBaHETO HA KPBBHU ChCHpeEL). YTIoTpedaTa Ha Te3H JIeKapcTBa
eHOBpeMeHHO ¢ OnMuTa MOJKe Jja [IOBUIIM HUBATa Ha KaJlus B KpbBTa Bu.

- Jlutuii (JlekapcTBO, HU3MOJI3BAHO 32 JISYSHHE Ha MPOMEHU B HACTPOSHHUETO U HAKOHM BUIOBE
Jernpecus), IpueMaH eTHOBpeMeHHO ¢ OIIMUTa, MOXKE J1a TIOBUILY TOKCHYHOCTTA Ha JINTHA. AKO
TpsiOBa J1a mpueMare JIMTHI, Bammar jiekap 1ie u3Mepu HUBaTa Ha JIMTHS B KpbBTa Bu.

- Hecrepouanu npotuBoBb3nanauteaHu cpeacrsa (HCIIBC — nekapcTBa, M3MOI3BaHU 32
oOrnexyaBaHe Ha 00JIKa, IOyBaHE U APYI'H CUMIITOMH Ha Bb3MaJE€HUE, BKIIOUUTETHO apTPUT),
npUeMaHu eqHOBpeMeHHO ¢ OMuUTa, MOTaT Ja MOBUIIAT PUCKa OT OBOpEYHa HENOCTATHYHOCT.
EdexrsT Ha OnvuTa moxe 1a 0bae Hamanen ot HCIIBC.

- KoneceBesiaMm XHIPOXJI0pPU] - JIEKapCTBO, KOETO MOHMKaBa HUBOTO HA XOJIECTepoJia B KPBbBTa
Bu, Tbi1 kaTo edexThT Ha OnMHUTa MOXKeE J1a ce Hamanu. Bamusr nexkap Moxke na Bu nocbserBa
na B3emete OnMuUTa Hal-MalKo 4 "aca Mpean KoJieceBeIaM XUAPOXIOPHI.

- Hsixou anTnanmau (JiekapcTBa POTUB JIOLIO XPAaHOCMUIIAHE WM KUCEIIMHHU), ThH KaTo
edekTsT Ha OJIMHUTA MOKE JIEKO J]a CC HaMaTH.

- JlekapcTBa, n3noJ3Banu 3a Jieuenne Ha HIV/CITUH (nanpumMep puToHaBUpP, UHAWHABUD,
HenuHaBHp) MIIH 32 JiedeHre HA rbONYHN nHGeKIun (HarpuMep KETOKOHA30JI,
UTPAKOHA30II).

- JAuaruaszeM, BepanaMmuJ (JISKapCTBa, U3IOJI3BAHU MPH MPOOJIEMHU ChC ChPACYHUS PUTHM U
BHCOKO KPBBHO HaJIsITaHe).

- PudaMnunmH, epuTPOMHINH, KIAPUTPOMHIMH (32 HHPEKIUH, IPHINHEHH OT OAKTEPHH).

- Kbar kanrapuon (Hypericum perforatum) - Ouika.

- JlaHTpoJieH (BJIMBaH 3a TEKKU OTKJIOHEHUs B TeMIIepaTypaTa Ha TSJIOTO).

- CuMBacTaTHH (JEKapCcTBO, M3MOJI3BAHO 32 HAMAJSIBAHE HUBATa Ha XOJECTEpoJia U Ma3HUHHUTE
(TpurnuuepuanTe) B KPHBTA).

- Takpoumyc, CHPOJIUMYC, TEMCHPOJIMMYC U €BEPOJIUMYC (JIEKapCcTBa, KOUTO MOBIIUSABAT
(hyHKUUATA HA UMYHHATa CHCTEMA).

- Huxjaocnopun (MMyHOCYIIPECOD).

OJiMuTa ¢ XpaHa M HANTUTKH

OnMuTta MOXe 1a ce Impuema cbe win 0e3 xpana. [lornpinaiite TabneTkara ¢ ManKko T€YHOCT
(Hanpumep ¢ vama Boja). AKO € Bb3MOXHO, ITPUEMaiiTe THEBHATA CH J103a IO €IHO U CHILO BpeMe
BCEKH JIEH, HaIlpUMep Ha 3aKycKa.

Cok ot rpefndpyT u rpedndpyT He TPsAOBA 1a ce KOHCYMHpAT OT Xopa, kKonuTo npuemat Onmura. Toa
€ Taka, 3al10TO IPeUnpPyThT U COKBT OT rpednPpyT MOXKe Aa AOBEAAT 1O NOBUILIABaHE HA HUBATA B
KpBBTa Ha aKTUBHATa ChCTaBKa aMJIOAUIIMH, KOETO MOXeE Ja IPUUYMHHU HENPEABUIMMO yCUIBAHE Ha
MIOHM)KABAIUA KPBBHOTO Hajsirane eexr Ha OaMura.

CTapqecKa Bb3pacTt



AKo cTe Ha BB3pacT HaJ 65 ronuHu, BamusaT nekap penoBHO 1€ MpocieasiBa KpbBHOTO Bu Hansirane
IIPY BCSIKO IIOBUILIABaHE Ha J103aTa, 3a Jla ce YBEpH, u€ KpbBHOTO Bu Handrane He e cTaHaio
MIpEKaJIEHO HUCKO.

MauuenTH ot YyepHaTa paca
Kakro Ipu Apyru HOI[O6HI/I JICKApCTBa, IOHMXXAaBAIUAT KPbBHOTO HAJIAraHE eq)eKT Ha OnMuTa MOXKe
Ja 6'{:,[[6 10 U3BCCTHA CTCIICH mo-ciad IpU IMalfMCHTH OT Y€pHAaTa paca.

BpemeHHOCT M KbpMeHe

Bpemennoct
Tpsa6Ba na undopmupate Bamms nexap, ako cMsATare, uye cte OpeMeHHa (Wi NIaHUPAaTe

6pemennoct). ITo nmpasuio, Bamusat nexap e Bu nocsBerBa na cripere npuema Ha Onamura, Ipeau aa
3a0peMeHeeTe WU BeJHara ciej Kato pazoepere, ue cte OpeMeHHa u e Bu mockBeTBa Jja mpuemere
Ipyro JekapcTBo BMecto Onmura. OIMHTa He ce IpernophyBa B paHHa OPEMEHHOCT U He TpsIOBa j1a ce
IIpUeMa cliel TPeTHs Mecell OT OpeMEeHHOCTTa, Thil KaTO MOXKe CEpHO3HO Ja yBpenu Bamero 6e6e, ako
ce Ipuema ciej] TpeTust Mecell OT OpeMEeHHOCTTa.

Ako 3a0peMeHeeTe 1o BpeMe Ha JieueHuero ¢ Onmura, Mojisi, He3abaBHO MH(OpMUpaiTe 1 mocerere
Bammst nexap.

Kepmene
Nudopmupaiite Bamms nekap, ako kbpmute win Bu npeacton kbpmene. OnMuTa He ce nMpenopbyuBa

TIPH JKSHH, KOUTO KEPMAT U Bammst ekap Moske 1a m3bepe Apyro JedeHue, ako xKeaaeTe 1a KbpMUTe,
0co0eHo ako JieTeTo By e HOBOpo#eHO nnu € poJeHO IPEKIAEBPEMEHHO.

I[OKa?»aHO €, Y€ aMJIOJUIIUH MPpEMUHAaBa B KbpMaTa B MaJIKH KOJIMYECTBA.

Axo cre OpeMeHHa WM KbPMUTE, CMSITaTe, Ye MOXKeE J1a CTe OpeMeHHa WITH IUTaHupaTe OPEeMEHHOCT,
IoChBeTBaliTe ce ¢ Bamus nekap uinu apManeBT npeau ynorpedara Ha TOBa JIEKapCTBO.

lo¢upane u padoTa ¢ MAIIMHHA

Jlokato ce jiekyBaTe 3a BUCOKO KPBBHO HaJIsiTaHe, MOXKeE Jla Ce MOYYBCTBATE ChHIIMBHU, HEPA3IOJIOKEHU
WJIM 3aMasiHU, WJTH J1a TIOJTy4YHTe TiaBo0oiMe. AKO TOBa ce Cly4H, He modupaiite u He paboTeTre ¢
MalIiHH, TOKaTO CHMIITOMHUTE He 0T3By4ar. [locrBeTBaiite ce ¢ Bammst nekap.

OJyiMUTa CHABPIKA JIAKT032 MOHOXHIPAT U HATPUH
Axo Bammsar nexkap Bu e kazain, ye uMare HEMOHOCUMOCT KbM HSKOH 3aXapH, CBBPIKETE CE C HETO,
TIpey J1a IpUeMeTe TOBa JIEKapCTBO.

ToBa ilekapcTBO ChABPIKA MO-MaANKO oT 1 mmol Hatpwmii (23 mg) Ha TabneTka, T.e. MOXKe Ja Ce Kaxe,
Ye IPaKTHYECKH HE ChABPKA HATPH.

3. Kak 1a npuemare Oamura

Bunaru npuemaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan Bammst nexap winn papmaneBt. AKo He
CTe CUTYpHHM B Hello, nonuTaire Bamms nexkap niu ¢papmarenT.

- [Ipenoppunrennara no3a Ha OnMuTa € eqHa TabJIeTKa JHEBHO.

- TabnerkuTe Morar a ce mpuemar cbe win 0e3 xpana. [lormpiiaiite TabiaeTkaTa ¢ TEYHOCT
(manpumep ¢ varma Boza). TabmeTkara He TpsiOBa 1a ce cAbBKBa. He nmpuemaiite TabIeTKuTE ChC
COK OT TpeunpyT.

- AXO € BB3MOXXHO, IPUEMAiTe JTHEBHATA CH 71032 IO €HO H CHIIO BpeMe BCEKH JICH, HATIPHIMEP
Ha 3aKycKa.



AKo cTe npueJia nmoBe4ve oT HeoOxoaumMarta g03a Oamura
Axo cTe IpUuCiia IIOBEYEC TaOJIeTKU OT HeO6X0,I[I/IMOTO, MOXC 1a IMOYYBCTAaBTEC, Y€ KPBbBHOTO Bu
HaJIATaHE € HUCKO CbC CUMIITOMH KaTO 3aMassHOCT, Y4ECTCH UIIU 3a0aBeH ITyJc.

Axo cTe IPUCIIN TTIOBEYEC TabJICTKU OT HCO6XO[LI/IMOTO WK aKO HAKOC ACTEC cnyqaﬁﬁo IOI'bJIHC HAKOJIKO
Ta6J'IeTKI/I, He3a0aBHO OTHUACTE IIpH Bamms JICKap Uin B Hai-0JIU3KOTO CIEIIHO OTACIICHUEC U B3CMCTC
cbe cebe cH OImaKoBKaTa Ha JICKAPCTBOTO WJIM Ta3HW JIMCTOBKA.

AKko cTe nponycHajau aAa npuemere OJaMuTa
AKO cTe MponyCcHaJIM Ja MpUeMeTe eHa 1033, B3eMeTe oOMdaiiHaTa CH [103a Ha CIeJBAILUs JIeH KaKTo
obukHOBeHO. He B3emaiiTe nBOliHA 1032, 32 1a KOMIIEHCHpATe MPOITycHAaTaTa J03a.

AKko cTe cipesiu npuemMa Ha QamuTa
Baxno e na mponsmkure ga npueMare OnmuTa, ocBeH ako Bamust nexap He Bu xaxe na copere.

AKo nMaTe HAKaKBH JOIIBJIHUTEIHU BBIIPOCH, CBBP3aHU C yIIOTpebdara Ha TOBA JIEKApCTBO, IOIUTalTEe
Bammms exap wim papmarieBr.

4. Bb3MOKHU HeKeTaHU pPeakiuu

KakTro Bcuuku JICKAapCTBa, TOBA JICKAPCTBO MOXKE [1d MPEAN3BUKA HEIKCIIAaHU PCAKIINU, BBIIPEKHU Y€ HE
BCCKHU I'M TTI0JTy4aBa.

Bbrnpexkn ye MoraT ia HACTBIIAT MPH MAJIKO XOPa, CJIeTHUTE JBA BU/IA HeKeJaHU peaknnu
Morar Ja 0bAaT CEpHO3HU:

AJIepTUYHH pPeaKIii, KOUTO MOTAT J1a 3aCeTHAT ISUI0TO TSUIO, C IIOIyBaHe Ha JIUIETO, yCcTaTa W/ i
JapuHKca (TJIACHUTE BPB3KH), 3a€THO ChC CHPOEK U OOPHB MOTAT Ja HACTBILIT B X0J1a Ha JICYEHHETO C
Onmura (cuaapom Ha Stevens-Johnson, TokcuuHa enuiepManHa HEKPoau3a). AKO TOBa ce CJIYYH,
cnpere npuema Ha OJIMUTA U He3a0aBHO ce cCBbP:KeTe ¢ Bamms jekap.

OnMuTa MOXe Ja MPUYMHHU CUITHO MOHM)KaBaHe Ha KPBBHOTO HAJIATaHE MPH MIPEAPa3oI0KeHH JTUIa
WM BCIIEACTBHE Ha aleprudHa peakuus. ToBa MOXke 1a IPUYMHHU CUITHO 3aMaiiBaHe Wi

IpUnagbk. AKO TOBa ce CJIy4M, clpeTe npuema Ha OMuTa, He3a0aBHO ce cBbpakeTe ¢ Bammus
JieKap M JierHeTe.

Ilpyl“l/l BB3MOKHHA HEKECJIAHU PEAKIUH C Oamura:

Yectu (Mo:xe 1a 3acerHar a0 1 Ha 10 qymm):
3aMasiHOCT; IN1aBO0OIIKE; OJyBaHE Ha TIC3CHUTE, XOIUJIaTa, KpaKara, JIJIAHUTE WK PBIETE; yMopa.

Heuectn (Moxke 1a 3acernar a0 1 na 100 qymm):

3aMastHOCT TIPH M3IIPaBsIHE; JIUTICA HA €HEPTHUsT; U3TPBIIBAHE MJIM MpaByYKaHEe Ha PBIIETE WM KPaKaTa,
CBETOBBPTEK; yCEIaHe Ha ChP/IEYHUS] PUTHM; YUECTEH IyJIC; HUICKO KPBBHO HaJSITAaHE ChC CHMITTOMH
KaTo 3aMassHOCT, CBETOBBPTEXK; 3aTPYAHEHO JUINIAHE; KAIUINIIA; Ta/IeHe; TOBPBIIAaHe; JOIIO0
XpaHOCMUJIAHE; JUAPUS; 3aIIeK; CyX0Ta B ycTara, 00JIka B TOPHATA YaCT Ha KOPEeMa; KOXEH 00pHB;
Kpamnu; 0oJika B phIETe U KpakaTa; 0oika B rpp0a; HE0OXOUMOCT OT TO-4€CTO YPUHUPAHE;
MMOHMXEHA CEKCYyallHa aKTUBHOCT; HEBB3MOXKHOCT 32 MOCTUTAHE WU MOAIbPKaHe Ha PeKITHs;
ciabocr.

Ha6J'I}O,Z[aBaHI/I Ca U HAKOH IMNPOMEHU B PE3YJIITATUTEC OT KPbBHUTEC U3CIICABAHNA, KOUTO BKJIHOYBAT
CIICOIHOTO:



MOBHIIIaBaHe, KAaKTO U MOHMWKABaHE HA HUBATa Ha KaJlis B KPHBTA, NOBHUIICHU HUBA HAa KPEaTHHUHA B
KPBBTa, IOBHIIICHN HHUBA Ha ITUKOYHATA KHUCEIMHA, TOBUIICHH [TOKA3aTeNH! 38 YepHOIPOOHATA
¢yHKUus (HUBa Ha raMa-TIIyTaMuII TpaHchepasaTa).

Penxu (Mo:xe na 3acerHar a0 1 na 1 000 qymm):
CBpBX4yBCTBUTEIHOCT KbM JIEKAPCTBA; MPUIAIBK; 3a4epBIBAHE U YCEIIaHe 3a 3aTOIUIsTHE Ha JIUIETO;
3a4epBEHU CHPOSAIIN TOAYTHHH (KOTIPHBHA TPECKA); MIOyBaHE HA JIUIETO.

He:xxenanu peakuuu, cho0IIaBaHU PH CAMOCTOSITEJHA YIOTPeda HA 0JIMECAPTaH MeTOKCOMHJI
¥ aMJIOINIINH, HO He U NPH ynoTpeda Ha OJIMHUTA, WM € TI0- BUCOKA 4eCTOTA:

OJ'lMecapTaH MEAOKCOMMJI

Yectu (Mo:xe 1a 3acerHar a0 1 Ha 10 qymm):

Bponxwut; Bp3MajgeHo Ibpiio; XpeMa WiTd 3alylleH HOC; Kalluihia; 00JIKa B KOPpEMa; CTOMAIIECH IPUTl
(TacTpoeHTepHT); AUAPYSI; JIOMIO XpPaHOCMUIIaHe; TajieHe; 00JIKa B CTABUTE MIIM KOCTUTE; 0OJIKa B
repba; KpbB B ypuHATA; HHPEKIMS HA MMKOYHKUTE MMHTHIIA; OOJIKA B TBPMTE; TPUNIONO00HH
cumnromu; Ooska. [TpoMeHu B pe3ynTaTuTe OT KPbBHU M3CJIEIBAHUS KATO MOBUILECHN CTOMHOCTU Ha
JIUMUNTE (XUIIEPTPUTTUIICPUICMYS); TIOBHUIIICHH HUBA HA ypes U MMKOYHA KMCEJINHA B KPHBTA U
MOBUINABAHE HA MOKA3ATEIUTE 32 YSPHOIPOOHA U MYCKYJTHA (DYyHKIHSI.

Heuectu (Mo:xe 1a 3acernar a0 1 Ha 100 qymmu):

Hawmanen 6poit Ha KpbBHUTE KJIETKH, U3BECTHU KaTO KPBBHH IUIOYUIH (TPOMOOIMTH), KOETO MOXKeE J1a
JIOBeJIe 110 JIECHO 00pa3yBaHe Ha CHHUHU/KPBBOHACSAAHHS WIH YIBIDKEHO BpeMe Ha KbPBCHE;
ANIEPrUYHH PEAKIUH OT OBP3 TUIL, KOUTO MOTAT J1a 3aCETHAT LSJIOTO TSUIO U J1a IPHYMHAT IPOOJIEMHU C
JUITaHEeTO, KAKTO M OBP30 ClaJaHe Ha KPHBHOTO HAIATAaHE, KOETO MOXKE J1a TOBEAE IOPH IO MPHUITaTBK
(aHaumaKTHYHM peaklun); aHTHHA (00JIKa WM HETIPUATHO yCelllaHe B I'bPAMUTE, H3BECTHO KAaTo
aHTHHA IEKTOPHC); CHPOEIK; KOKEH OOPHB; alepruieH KoKeH 00pHB; OOPHB ¢ KOIPHBHA TPECKa;
MOAyBaHe Ha JUIETO; MyCKYJHa O0JIKa; HEpa3IMOJIOKCHHUE.

Penxu (mo:xe 1a 3acernat a0 1 na 1 000 xymm):
[MogyBaHe Ha MULIETO, YCTaTa W/WIK JIApUHKCA (TIIACHUTE BPB3KHU); OCTPO OBOpEUHO HapyIIeHHE 1
O0pOpeYHa HeIOCTAThYHOCT; JIeTaprus (CHHIUBOCT).

AMJIOIMIINH

MmHoro yectu (Mo:ke 1a 3acerHat noseue ot 1 Ha 10 gymm):
OToK (3a1bpKaHe Ha TEYHOCTH)

Yectu (Mo:xe 1a 3acerHar a0 1 Ha 10 qymm):

Bonka B kopeMa; rajieHe; MoAyBaHe Ha TTIC3CHUTE; CHHIMBOCT; 3a4EpPBSIBAHE U YCEI[aHEe 3a 3aTOTIIHE
Ha JIMIETO, HAPYIICHHS Ha 3pEHUETO (BKIIFOYUTEIHO JBOWHO BIIKIAHE U 3aMbIJICHO BIDKIAHE),
yCelllaHe Ha ChPJCUHUSI PUTHM, IMapHsl, 3aIeK, JIOIIO XPAaHOCMIJIAHE, KpaMIIH, ¢i1abocT, 3aTpyIHEHO
JIATIaHE.

Heuectu (Mo:xe 1a 3acernar no 1 Ha 100 qymmu):

[IpobaeMu cbC CHHS; HAPYIICHUS HA CHHS; IPOMEHU B HACTPOCHUETO, BKIIOUUTEITHO TPEBOKHOCT;
JETIPECHsT; pa3Apa3sHUTEIHOCT; IOTPENiepBane; HapyIIeHHs Ha BKyca; MPUIIaAbK; IIyM B YIIUTE
(THHHTYC); BIOIIABAHE HA aHT'MHA MEKTOpHC (00JKa MM HENPHUSITHO yCElIaHe B IbPIUTe);
HEpPaBHOMEPEH CHPACUYCH PUTHM; XpeMa HITH 3aIlyIIeH HOC; KOCOIIA T JIMIABH NETHHIIA MITH MeTHA IO
KO)KaTa Mopajy MaJIKU KPbBOM3IUBY (IypIlypa); MPOMSHA B IBETA Ha KOXKaTa; MPEKOMEPHO
M3NIOTABAHE; KOXKECH 00pHB; ChpOek; 3aUuepBEHN CHPOSIIHN MOIYTHHH (KOPUBHA TpecKa); OoJKa B
CTaBUTE WIH MYCKYJIUTE; IPOOIEMH C YPHHUPAHETO; TO3HUBH 33 YPUHHUPAHE MPe3 HOIITA; TOBHIIICHA
HEOOXOIMMOCT OT YPHHHPAHE; YToJeMsIBaHEe Ha IbPANTE IPU MBXKeTe; O0NKa B TbpauUTe; OONKa,
HEepa3MNoJ0KeHNe; yBeInuaBaHe WM HaMaJlsiBaHe Ha TETNIOTO.



Penxu (Mo:xe na 3acerHar a0 1 na 1 000 qymm):
CscTosiHue Ha 00BPKAHOCT.

MHoro penku (Mo:ke aa 3acerHat 10 1 ma 10 000 xymmn):

HamansBane Ha 6post Ha OenuTe KPbBHH KIETKH, KOSTO MOXKE J1a TIOBUILY PHCKa 0T HH(peKIuH;
HaMaJsiBaHe Ha Opos Ha KPbBHUTE KJIETKU, U3BECTHU KAaTO KPBBHU IJIOYHULH (TPOMOOLIMTH), KOETO
MOJKE JIa JIOBeJIe 10 JIECHO 00pa3yBaHe Ha CHHUHH/KPBBOHACSIAHHS WU yIBDKCHO BpeMe Ha
KbPBEHE; IOBUILIABAHE HAa HUBOTO HAa KpbBHATA 3aXap; HOBUIIEHO HANIPSTaHe Ha MyCKYJIUTE WX
[IOBUUIEHO CHIIPOTUBJIEHNE HA IIACUBHO ABMXEHUE (XUIIEPTOHYC); MpPAaBYUKaHE WM U3TPBIIBAHE Ha
pBLETE WK KpakaTa; cbpAedYeH HH(ApKT; Bh3NaJIeHHe Ha KPbBOHOCHUTE ChJI0BE; Bh3MaJICHUE Ha
YepHHs ApoO WM NaHKpeaca; Bb3MaleHHe Ha CTOMAIIIHATA JINTaBUIa; yieOessiBaHe Ha BEHILIUTE;
MOBHIIEHH YePHOAPOOHH €H3UMU; TIOKBIITSABAHE HA KOXKATa U OYHTE; MOBHUILEHA YyBCTBUTEITHOCT Ha
KO’KaTa KbM CBETIIMHA; aJICPTUYHH PEaKkIu: cbpOek, 00puB, HOAyBaHE Ha JIUIETO, yCTaTa H/WIN
JapuHKca (TJIaCHUTE BPB3KH), 3a€IHO ChC CHPOESK M 0OPHB, TEIKKH KOXKHU PEAKIHH, BKIFOUYUTEIHO
HMHTEH3UBEH KOXKEH 00pHB, KOIPUBHA TPECKa, 3aUepBsIBaHE HA KOXKaTa 110 LSJIOTO TsUI0, CUJIEH
cbpOesk, oOpa3yBaHe Ha MEXYPH, JIIOIICHE U TIOAyBaHEe Ha KOXKaTa, Bh3MAJICHNE Ha JIUTABUIINTE,
MIOHSAKOTa KMBOTO3aCTpalllaBallly.

C Hen3BecTHA 4ecTOTA (0T HAJMYHHUTE JAHHU He MOsKe 1a 0b/Je HAPaBeHa OLIEHKA 3a
YyecToTara):

Tpenepene, BAbpBEHA CTOWKA, MACKOMOAO0HO JIMIIE, 3a0aBEHU BIDKEHUS M ITPOBJIaYcHa,
HEypaBHOBECEHA IMOXOKa

Cho0maBane Ha He)KeJIaHU peaKkIuu

AKO MoTyunTe HIKaKBU HEXENaHH JEKapCTBEHHU PeaKluu, yBenoMeTe Bamms iekap win gpapmanesT.
ToBa BKIII0OYBa BCHYKH BH3MOXKHU HEOIMCAHU B Ta3H JINCTOBKA HEXEJIaHH peakInu. MoskeTe ChIo 1a
CHOOILINTE HEXKETAHN PEaKIHU AUPEKTHO Ypes3:

V3menHUTETHA areHIus 1o JIeKapcTBaTa

yi. ,Jlamsia 'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

Kato cpoOmiaBate HexxenaHu peaklny, MOXKeTe J1a 1ajeTe CBOSI PUHOC 3a MOJyYaBaHe Ha IOBeYe
HHPOPMAKI OTHOCHO O€30IIaCHOCTTA Ha TOBA JIGKAPCTBO.

5. Kak na cexpansiBate Oamura

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

He u3non3BaiiTe ToBa JIGKAPCTBO CIIE]] CPOKA HA TOJHOCT, OTOENA3aH BhPXY KaPTOHEHATa OMaKOBKa
cnen ,,l'omen 10:“. CpoKbT Ha TOMHOCT OTTrOBaps HA MOCJEIHUS JIEH OT MTOCOYCHUS MeCell.

I[a CC CbXpaHsBa B OpUI'MHAJIHATA OIIAKOBKA, 3a 1a C€ NMPCAIasu OT CBCTJIIMHA U BJlara.
Tozu JICKApCTBCH MNPOAYKT HEC U3HMCKBA CIICIUAJIHU TEMIICPATYPHHU YCJIOBHUS HAa CbXPAaHCHUC.

He usxBbpuisiiTe iekapcTBaTa B KaHAIN3ALMATA UM B KOHTEHHEpa 3a JIOMAIllHU OTHaIbIIH.
[Nonuraiite Bamms ¢apmaleBT Kak 1a U3XBbPIIATE JIEKapCTBAaTa, KOUTO Bedye He u3rnoi3Bare. Te3u
MEpKH 1€ CTIOMOTHAT 32 Olla3BaHe Ha OKOJIHATA CPEeAa.

6. Chabp:kaHHe HA OTMIAKOBKATA M JONMBJIHUTEHA HH(OpMaHs
Kaxkso cpabp:ka Osimura

- AKTHBHHTE BEIIECTBA Ca OJIMECapTaH METOKCOMHUI (olmesartan medoxomil) v aMIIOAUTTHH
(amlodipine).



- Ounmura 20 mg/5 mg ¢punmupanu TabneTku: Beska punmupana Tabnerka cpabpxa 20 mg
oJIMEecapTaH MeJIOKCOMMUI U 5 mg aMJIOAUIHH (KaTo aMJIOAUIIMHOB Oe3uar).

Onmuta 40 mg/5 mg punmupanu Tabnetku: Beska punmupana Tabnerka cpabpxa 40 mg
olMecapTaH MEJIOKCOMUI 1 5 mg aMJIOAUNHUH (KaTo aMJIOAUITUHOB Oe3uiar).

Onmura 40 mg/10 mg dunmupanu taduetku: Beska punmupana tabnetka chabpxa 40 mg
oJiMecapTaH MegokcoMun U 10 mg aminoaunuH (KaTo aMIIOAUITMHOB Oe3nar).

- JpyruTe CbCTaBKU ca CHITMIM(UINPAHa MEKPOKPUCTAITHA IIETYI03a, TPEKETaTHHU3HPAHO
LIApEBUYHO HUIIECTE, JIAKTO3a MOHOXUIPAT, KPOCKapMes03a HaTpUil U MarHe3ueB cTeapar
(E470b) B smpoTo Ha TabneTkaTa ¥ MOJU(BHHUIIOB aIKOX0J), TUTaHOB auokcun (E171),
makporodn 3350, Tank, bt xxenezeH okcun (E172) — camo 3a 40 mg/5 mg hunMupanu
tabnetku 1 40 mg/10 mg dunmupanu TabneTku, u yepBeH xene3eH okcua (E172) — camo 3a
40 mg/10 mg ¢unmupanu TabaeTku BbB PHIMOBOTO MOKpHUTHE. Brkre Touka 2 ,,Onmura
ChABPKA JIAKTO3a MOHOXHUPAT U HAaTPUL‘“.

Kak m3rieskna OiMuTa H KaKBO CHABP:KA ONIAKOBKATA

Onmuta 20 mg/S mg GuaMupany TabIeTKH (TaOIeTKH): OeIH WK TOYTH OelTd, KPBIUIY,
JBOMHOM3ITBKHANN (PUIMHpaHU TabIeTKH ChC CKOCeHH phOoBe. Pasmepn Ha TabieTkara: THaMeTsp:
7 mm, nebenuna: 2,5 — 4,2 mm.

Onmuta 40 mg/5 mg Gunmupanu TabueTKy (TabIeTKH): 61en0 KadheHUKaBO-)KbIATH, KPBIJIH,
JIBOMHOM3ITBKHANM (DUIMUpPaHH TaOJNIETKH ChC CKOCEHU pBHOOBE, ¢ penedHO 03HaYCHHUE ,,5°° OT enHaTa
cTpana Ha Tabnerkata. Pa3mepn Ha Tabnerkara: muamersp: 9 mm, nebenuna: 3,6 — 5,3 mm.

Onmuta 40 mg/10 mg dunMupanu TabiaeTky (TabaeTkn): KaQeHUKABO-YEePBEHH, KPBIJIH,
JBOMHOM3IIBKHANM (DUIIMUpPaHH TaOJIETKH ChC CKOCEHU pBHOOBE U JENUTEIHA YepTa OT eHaTa CTpaHa
Ha TabjeTkara. Pasmepu Ha TabneTkara: fuamersp: 9 mm, aebenuna: 3,6 — 5,3 mm.

Tabnerkara Moxe Aa ObAe pa3esieHa Ha JIBE PaBHU J03H.

OnMuTa ce mpejyiara B ONakOBKH, ChABPIKAIIH:
- 14, 28, 30, 56, 60, 84, 90, 98 u 100 dbunmupanu TabIeTKH, B OIHCTEPH.
- 14, 28, 56 u 98 GunmupaHu TabIeTKH, B OJIUCTEPH C OTOCISI3aHN THU OT CEIMHIIATA.

He Bcuukn BUIOBE OITAKOBKU MOTaT Aa 6’I>,E[aT ITyCHAaTu B npo;:[a>K6a.

IpuTesxaTes Ha pa3pelieHHETo 32 ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CinoBenus

IMpousBogutean 5
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, ['epmanus

To3u JICKAPCTBEH MMPOAYKT € paspeuicH B CTPAHUTE-YJICHKHN Ha EMII nox ciieqHUTe HMeHA:

CTpaHa - yienka | Uma na JICKAPCTBCHUS MPOAYKT

YHrapust Olmiza 20 mg/5 mg filmtabletta
Olmiza 40 mg/5 mg filmtabletta
Olmiza 40 mg/10 mg filmtabletta

Bearapus Onmura 20 mg/5 mg GuamMupanu TabIeTKu
Onmuta 40 mg/5 mg punmMupanu TabIeTKH
Onmuta 40 mg/10 mg dbunMupanu TabIeTKU

ABctpust Olmesartan/Amlodipin Krka 20 mg/5 mg Filmtabletten
Olmesartan/Amlodipin Krka 40 mg/5 mg Filmtabletten
Olmesartan/Amlodipin Krka 40 mg/10 mg Filmtabletten

I'epmanus OlmeAmlo 20 mg/5 mg Filmtabletten
OlmeAmlo 40 mg/5 mg Filmtabletten
OlmeAmlo 40 mg/10 mg Filmtabletten

Ucnanus Olmesartan/Amlodipino TAD 20 mg/5 mg comprimidos recubiertos con pelicula
EFG




Olmesartan/Amlodipino TAD 40 mg/5 mg comprimidos recubiertos con pelicula
EFG

Olmesartan/Amlodipino TAD 40 mg/10 mg comprimidos recubiertos con pelicula
EFG

Ounnanus Olmesartan medoxomil/Amlodipine Krka 20 mg/5 mg tabletit, kalvopéaillysteiset
Olmesartan medoxomil/Amlodipine Krka 40 mg/5 mg tabletit, kalvopdillysteiset
Olmesartan medoxomil/Amlodipine Krka 40 mg/10 mg tabletit, kalvopééllysteiset

Wpnannus Olmesartan/Amlodipine Krka 20 mg/5 mg film-coated tablets
Olmesartan/Amlodipine Krka 40 mg/5 mg film-coated tablets
Olmesartan/Amlodipine Krka 40 mg/10 mg film-coated tablets

Uranus Olmesartan e Amlodipina HCS

[Topryranus Amlodipina + Olmesartan medoxomilo Krka

JlutBa Olmira 20 mg/5 mg plévele dengtos tabletés
Olmira 40 mg/5 mg plévele dengtos tabletés
Olmira 40 mg/10 mg plévele dengtos tabletés

[Tonmra Olmita

CrnoBenus Olmita 20 mg/5 mg filmsko oblozene tablete
Olmita 40 mg/5 mg filmsko oblozene tablete
Olmita 40 mg/10 mg filmsko obloZene tablete

CrnoBakust Olmita 20 mg/5 mg filmom obalené tablety
Olmita 40 mg/5 mg filmom obalené tablety
Olmita 40 mg/10 mg filmom obalené tablety

XbpBaThs Olmita 20 mg/5 mg filmom obloZene tablete
Olmita 40 mg/5 mg filmom obloZene tablete
Olmita 40 mg/10 mg filmom obloZene tablete

benrus Olmesartan/Amlodipine Krka 20 mg/5 mg filmomhulde tabletten
Olmesartan/Amlodipine Krka 40 mg/5 mg filmomhulde tabletten
Olmesartan/Amlodipine Krka 40 mg/10 mg filmomhulde tabletten

Ectonus Olmesartan medoxomil/Amlodipine Krka

JlarBust Olmesartan/Amlodipine Krka

PymbHUS Olmesartan medoxomil/Amlodipina Krka

I[aTa Ha MOCJICITHO Mpepasriie:KaaHe Ha JUCTOBKaTa:
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