JIncroBka: HHGOPMALHA 33 NAKHEHTA

Oamecta A 20 mg/5 mg duamMuapann TabaeTKH
Olmesta A 20 mg/5 mg film-coated tablets

Oamecta A 40 mg/5 mg puamMupanu Tabnerxku
Olmesta A 40 mg/5 mg film-coated tablets

OJIMECAPTaH MeJIOKCOMWT/amnoaunuH (olmesartan medoxomil/amlodipine)

IpouereTe BHHMATE/IHO LIAJIATA JJHCTOBKA, NPeH A2 3aN0YHETE A4 NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TH CLALPKA BaxXHA 34 Bac nHpopManua.

- 3anaszere Ta3M NHCTOBKA. MoXe na ce HAMOXKH Aa A IPOUYETETE OTHOBO.

- AKO ¥MaTe HAKAKBH JOMbJIHUTENHH BLIPOCH, nonuTaite Bawug nekap wiv ¢papmMaLesT.

- ToBa nekapcTBO € npeanucaHo TMdHo Ha Bac. He ro npeorcrbnsaiite Ha ApyryH xopa. To Moxke
1138 UM HaBpeIH, HE3aBUCHMO Y€ MPUIHALIMTE Ha TAXHOTO 3aDoNaBaHe ca ChIIMTE KaTo Baiure.

- AKO MOJNYYHTE HAKAKBH HeXeNlaHU peakuuH, yeeaoMere Batuus nekap wnu gapmauest. Topa
BKJTIOYBA H BCHYKH BB3MOXKHH HEKeJIAHU PEaKUMK, HEONHCAHHU B Ta3H JIMCTOBKA. Brxre

TOYKa 4.

KakBo ¢ChLALPXKA TA3A JHCTOBKA
Kakso npeacrasnsaa Onmecta A M 3a KaKBO €€ H3ION3BA

H3MbAHKTENHA AT 7H
Kakpo TpabBa Aa 3HaeTe, npeau Aa npuemere OnMecra LMK N0 NEKAPCTBATA

Rucmobtia - Npuronconus 2
Kak na npuemare Onmecta A | 1
B1b3MOXHH HekKelaHH peakLnH Kais Pos. e ... "?2 ----- ‘{8 QHOBQJ'B?) ...........
Kak jga ¢cbxpandsBate Onmecta A |
CrabpkaHKBe Ha OTIAKOBKATA W AOMBLIHUTENHA HHDOPMA
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1. Kakso npeacrapiasasa OimMecta A B 3a KAKBO C€ H3NO0J13BA

OnmMecta A ChIBPXa Be BELIECTBA, HAPEYCHHU OJIMeCapTaH MEAOKCOMHII H aMJIOZMIHH (KaTo
amaoaMnuHe Oe3wnar). U aBeTe BelecTBa noMarar ja c€ KOHTPOJIHpaT CTOMHOCTUTE Ha BUCOKOTO

KPBbBHO HaJIATraHC.

. OnMecapTaH MEAOKCOMIIT MPHHALIEXKU KbM Fpyna JIeKapcTsa, HapeUueHH ,,aHrHoTeH3uH 1
pelUenTOPHY aHTarOHUCTH', KOUTO HOHWXXAaBAT KPBbBHOTO HANATAHE KaTO pasllvpaBar

KPbBOHOCHHTE CHAOBE.
* AMNOAUNHH NMPHHAIIEKH KbM IpyNa BELIECTBA, HAPEUEHH , KATLHMEBH AaHTArOHHCTH.

AMJIOAUIIHH CINHpa NPpEMHHABAHCTO HA KaTLHH Nnpe€3 CTCHaTa Ha KPbBOHOCHHUTE CHO0BE, KOCTO
BL3NPENATCTBA CBHBAHETO HA KPBBOHOCHHTE CHA0BC, KATO IO TO3XM Ha4HH CHIOC HaMaliABa

KpPbBHOTO HaIATaHe.

HEﬁCTBHHTa HA TE3H ABC BCINECTBA NONMPHHACAT 3a& NPCAOTBPATABAHC HA CBHBAHCTO Ha KPbBOHOCHHTC
CbhAOBE, TAKa Y€ KPbBOHOCHUTE CHAOBE €€ OTNYCKAT H KPBbBHOTO HANATaHC CC NMNOHHXKaBA.

OnMecTta A ce U3MmoJ3Ba 3a JEYEHHETO HAa BUCOKO KPbBHO HAJIATAHE N1PH NMAUUCHTH, YHETO KPBHBHO
HANAraHe He ¢e NOBJIMABa B JOCTATbYHA CTCINEH NPH JICHCHHE HUiIK caMO C OIMECapTaH MCOOKCOMHIL,

HJIH CaMO C aMJIOJIHITHH.
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2. Kaxso TpafBa aa 3naeTte, npegH Aa NpHeMeTe Onmecta A

He npuemaiite OnMmecTa A:

- AKO CTE aJIEPTHYHH KbM OJIMECAPTaH MEJOKCOMH HIH KbM aMJIOJIMMHH WK KbM CTNICLIHATHA
rpyna KajJlHeBH aHTaroHMCTH (IWXHUAPONUAPHAHHH), WIH KbM HAKOA OT OCTAHAIMTE ChCTABKH
Ha TOBa JIEKapCTRO (U30POEHH B TOUKa 6). .

AKO MHCIINTE, Y€ € Bb3MOIKHO JAa CTE aJlepruyiHU, ropopete ¢ Baiuusg nekap npenu ja npueMeTe
Onmecra A.

- ako cTe GpemenHa ciea 3-TH Mecell (CHLIO Taka € No-aodpe € Na U3dArBaTe nNpuema Ha
Onmecta A 1o BpeMe Ha paHHa OpeMEHHOCT — BUXKTE TOUKa ,,bpEMEHHOCT U KbpMEHE™),

- aKo UMate auabeT WM HapylleHa ObOpeuHa QyHKLUMA U C€ NEeKyBaTe € JIEKapCTBO 3a
NOHHKABAHE HA KPBbBHOTO HaNIATaHE, ChABPXKALIO ANTHCKHPEH,

- aKO MMAaTe TEXKKH YepHoApoOHH fpobieMH, ako € HapyLICHa XKIIb4YHATa CEKPELIMA HITH

. APEHHUPAHETO Ha MUTHYKA OT HUTBYHHUA MEXYp € OnokupaHo (HanpuMep Npy KaMbHH B
KTHYKATA) WIH aKO HMATE XKhATEHHLA (MOXBJITABAHE HA KOXKATA H OYHTE),

-  aKO MMarte MHOrO HHCKO KPBLBHO HAJIATAHE;

- aKo CTpajiaTe OT HEAOCTATHYHO KPbBOCHA0AABaHE HA TBKAHWTE ChC CHMNTOMH KaTO HanmpyuMep
HHCKO KpPBbBHO HansAraHe, cab mysic, ycKOpeH CbhpAe¥eH PUTHM (10K, BKIIIOYHTENHO
kapaMoreHeH 1ok). KapayoreHex Lok 03Ha4yaBa 10K, HACTBIKJ BCICACTBYE HA TEXKKH
ChpACYHH NpodieMH.

- aKo M3IU3aHETO Ha KPBLBTA OT ChpLETO BH € Bb3anpensaTcTBaHo (HaNnpHMEDP MopaaH CTECHABAHE
Ha aopraTa {(a0pTHa CTEHO03a));

- aKko cTpajate oT cnafa cbpaeuHa AeiHOCT (KOSTO BOJHW A0 HEAOCTHI HA BL3AYX WIH NepudepHU
OTOLIH) Ciell CbpAeYdeH yaap (OCTbp MHOKapAeH UH(apKT).

[IpeaynpexaeHnd H Npeana3’HA MEPKH
opopeTe ¢ Bamua Jexkap uan papmanesT npean aa npuemere Oamecta A,
YBeaomere Bamua Jiekap, ako npyueMate HRKoe OT CIEHUTE NIEKapCTBa, U3MOA3BaHU 3a JICUSCHHE Ha

BHCOKO KPBBHO Ha/IAraHe:

. ACE nHxubutop (HanpuMep eHananpui, TU3HHOINPWI, PAMHUIIPHIT), 0COOEHO aKo uMmare
6nOpeuHH npobnemu, CBLP3aHU ¢ AuaderTa.
. aANUCKHPEH.

BawmaT Nekap Moxe NepHOAUHHO Aa npoBepaBa 6b0peunarta By (pyHKUMA, KPHBHOTO HaJlsiraHe U
KOAMUYECTBOTO Ha eJIEKTponuTHTe (Hanp. Kanwvi) B KpuBTa Bu,

Buxre cbuio HHdopMaumaTa o3arnaseHa “He npuemaiite Onmecta A ™.

loBopete ¢ Bamusg aexkap, ako UMaTe HAKOH OT CJIEAHHTE 3APABOCIOBHH NpodAeMH:

. npobiemu ¢ 6pOpeluTe WK OBLOpeUHa TpaHCIUTAHTALIKA;

. yepHOApPOOHO 3abonaBaHe; |

. Chp/leHHa HEAOCTATHYHOCT WX NPOONEMH CbC CHPICUHHTE KJIAMH WIK CbPACYHHA MYCKYT;
. CWIHO TNOBPBLIAHE, JHAPHA, ICUCHUE C BUCOKH J03U ,,0TBOAHABALIH TAONETKH" (AHYPETHLIH)

WIIH aKo cria3Bate Oe3cosiHa QHeTa;
NOBULUCHU HHBA HA KAJIHH B KPLBTA,
- npodyiieMu ¢ HandBLOpeuHUTE MHuUTe3H (KNIE3H Ha BbpXa Ha ﬁbﬁpeume KOWTO NpPOU3BEKAAT

XOPMOHH).

Ceobpxere ce ¢ Baumus nekap, ako nony4uTe AMapHsa, KORTO € TEXKA, NMPOAbKUTENIHA H BOAM 10
3HaYMTENHA 3aryba Ha Terio. BaluusaTt nekap Mo)<e 1a OLIEHH CHMITTOMMTE H J1a PELIM KaK aa ] |
NPOALIKH JEUSHHETO HA KpbBHOTO BH Hansirawe. L B

npueM Ha Onmecra A. Bawnar aekap wie B3eme pemeHHe 3a MO-HaTaTbLIHO JieyeHue. He ¢
npuemare JekapcTeoTo OnMecta A CaMOCTOATENTHO.
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KakTo npH BCAKO IEKAPCTBO, KOETO HAMANABA KPbBHOTO HaNAraHe, NPEKOMEepPHOTO CnajaHe Ha
KPBbBHOTO HAJIAraHE NMPH NALMEHTH C HAPYWEHHS B IPHTOKA HA KPBB KbM CHPLETO HIH MO3BKa MOJXKE
na noseae A0 HHGAPKT WK UHCYAT. BawuaT nexap we nposepasa KpuBHOTO By HansraHe ¢
MOBHILEHO BHUMAaHHKE.

Tpabsa na cbobnTe Ha Bawug nekap, ako MHCAHTE ye CTe (MK € BhIMOKHO J1a CTe) OpeMeHHa.
OnMecTta A He ce npenophuBa 3a ynorpeba npe3 paHHa OpEMEHHOCT M He TPADBA 1a ce npHema, ako
cTe GpemeHHA cjeA 3-TH Mecell, Thil KATO MOXKE A4 NPeAN3BHKa CEPHO3HO yBpexkaAaHe Ha Bawero
Gebe, aKo ce H3MON3Ba Npe3 TO3K nepuox (BIWKTE TOYKA ,, BpeMEHHOCT H KbpPMEHE*).

Jleia B 1I0HOWIA
-OnmecTta A He ce npenopbyBa 3a ynotpeba npy AeLa H KOHOLIH Noa 18 roauku.

Apyru aexaperBa n Onmecra A

TpsabBa na kakeTe Ha Bamuus nexap win ¢dapmaLeBT, aKo MPUEMATE WIH HACKOPO CTC MpHeMaTy

HAKOE OT CIACAHHTE JIEKAPCTBA:

° APYFH JIEKapCcTBa 32 NOHIKABAHE HA KPbBHOTO HAJATAHE, Thil KaTo edekThT Ha OnMecTa A
Moke 1a 6bae ycuieH. Moxe aa ce Hanoxky Bawmst nekap Aa npoMeHn ao3ata Bu w/unu na
B3€ME OPYrU Npeana3Hy MEpKH:

Ako npuemare ACE uHxubuTOp WK aTHCKUpeH (BHXKTe ChINO HH(popMaumaTa ozarnaseHa “He
npuemaiite Onmecta A” u “[lpenynpexacHus U NpeaAnasHi MEPKH ).

° KaJ1IHeBH N00ABKH, 3aMECTHTE/IH HA CONTA, ChABPKAIILH KAJIHH, ,OTBOAHIBALIH
TabJeTKH% (AMypeTHLH) WK XenapaH (M3N0JI3BaH 3a paspeXaaHe Ha KpbBTa H npeana3BaHe
OT KPbBHH ChCHpeLH). YnoTpebaTa Ha Te3u ieKapceTea 3ae¢aHo ¢ OnMecTta A MOXKe 1a NOBULLIH
HHBATa Ha KaJuii B KPbBTA.

° JHTHH (J1eKapcTBO, H3MOM3BAHO 32 JIeYEHUE Ha NTPOMEHH B HACTPOCHHETO H HAKOH BHOBE
Ienpecus), H3NON3BaK Mo €AHO M CbiIo BpeMe ¢ OnMecTa A MOXE 11a MOBHLIY IUTHEBATA
TOKCHYHOCT. AKO CT€ Ha JieUeHHe ¢ JINTHH, Bawmsat nekap we uamMepsa HHBOTO Ha JINTHH B
KpbBTa Bu.

. HecTepOUAHH NpoTHBOBL3NaAuTeaHH cpeacTtsa (HCIIBC - nekapcTsa, kouto ce n3nonssar
3a neyenue Ha 60J1Ka, OTOK M IPYTH CHMITTOMY Ha BB3MAJICHHE, BKIIOYHTENHO apTPHT),
H3NOA3BaHU eqHOBpeMeHHO ¢ OnMecTa A, MOXe Aa MOBHLLAT pHcKa oT Oubpeuna
HeaocTaTb4HOCT. EdekThT Ha Onmecta A Moxe aa ce orcnadu ot HCTIBC.

. KoJeceBesIaM XHAPOXJIOPH/ (J1EKapCTBO, KOETO HAMAIABA HUBOTO HA XOJIECTEPO. B KPBBTA
Bu), Toit kaTo edexTsT Ha OamecTa A Moxe fa 6bae orcnabeH. Bawmsar nekap moxe aa Bu
nockBeTBa Aa npueMare Onmecta A noHe 4 4aca npeay KojecepesiaM XHAPOXJIOpUA.

. onpeaeJeHH AHTHAIMIH (ICKapCTBA NPOTUB JOWO XPaHOCMWIaHE WIH KHCEJIMHH), ThH KaTo
edexThT Ha OnMecTa A Moxe aa 6bae nexo oTcnabeH.

. JMEKAPCTBA, A3NOA3BAaHH 33 JeyeHHe Ha HIV nndpexuns/CIIAH (Hanpumep puTroHaBup,
WHAWHABHUP, HEMPHHABHP) HJIH 32 JiedeHHe Ha rLOHYHN HHpEeKUNH (HaNnpUMEp KETOKOHA30/1,
HUTPaKOHA30M);

. ANJITHA3EM, BEPANaMHJ (CPEACTBA, H3NION3BAHHU NpH NpobreMH CbC CHLPACYHHA PUTEM H NPH

BUCOKO KPBbBHO HAJIATAHE).

pudaAMNHUHH, ePHTPOMHIHH, KJIAPHTPOMHIKRH (aHTHOHOTHUH).

#baAT KaHTapHon (Hypericum perforatum) - SUnkoBO J1€KapCTBO;

AANTPOJIEH (32 BIMBAHE MPH TEXKH HAPYLICHUA Ha TEJIECHATA TeMNepaTypa).

CHMBACTATHH - CPECTBO, KOETO C€ M3M0J13BA 3a NOHW)XaBaHe Ha HUBAaTa Ha XOJleCTepona U

MAa3HHUHHTE (TPHINMHLIEPHANTE) B KPHBTA.

o TAKPOJHMYC, CHPOJIHMYC, TEMCHPOJIHMYC, €BEPOJIRMYC H NHKIOCNOPHH - H3MOJI3BAT CE 33
KOHTPOJIMpAHE HA HMYHHHA OTIOBOpP, KOETO NO3BOJIABA Ha opraHniMa Bu na npreme
TPaHCIUIAHTHP@HHUA OPraH.

HUndopmupaiite Bawuna nekap unu gapmaueBT, ako MpUEMaTe, HACKOPO CTe NpHeMali Wi
BbL3MOXKHO J1a NPUEMETE APYTIH JIEKapCTBa.
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OamecTa A ¢ XpaHA H HANTHTKH

Onmecta A MOXe Ja ce pHeMa ¢be Wi Oe3 xpaua. [lornblaiite Tabaerkara ¢ Maiko TEYHOCT (KaTo
HaNpHUMep Yalla BoAa). AKO € Bb3MOXKHO, NPUEMaiTe JHEBHATA CH 1032 MO €1HO M ChILO BpPeMe BCEKH
JICH, HATIPUMEP Ha 3aKYyCKa (BHXKTE TOUKa 3).

Cok ot rpeiindpyT 4 rpefindpyT He TpAGBa Aa ce KOHCYMHUPAT OT Xopa, KOMTO npHeMat Onmecra A,
ToBa € He06X0AUMO, Thil KATO rpeindPyTHLT U COKBT OT IPEeHNGpyT MOXKE Aa A0BEAAT A0
MOBULLIGBaHE HA KPbBHUTE HHBA HA AKTUBHATA CHCTABKA AMJIOAMIIHH, KOETO MOXKE /1a NPEAH3BUKa
HenpeAcKa3syeMo YCHIBaHE Ha aHTUXHNEPTEH3NBHHUA eekT Ha OnmecTa A (3a NMOHWKABaHE Ha

KPBLBHOTO HaAraHe).

Crapuecka Bh3pact
AKo cTe Haj 65-roauinHa Be3pacT Baluar nekap peAoBHO LIE NMpocaeasea KpbBHOTO Bu Handrane
MPpH BCAKO MOBHILABAHE HA J103aTa, 3a [la Ce YBEPH, Y€ KPbBHOTO BH HansAraHe He € MHOIO HHCKO.

YepHOKOXKH NMANHEHTH
[TonoGHO Ha APYrH TAKWBA JIEKAPCTBA, AHTUXUNEPTEH3UBHHUAT edhekT Ha OnmecTa A moxe 1a Obae
MaJIKO No-cad NMpy YEPHOKOKH NMALIMEHTH. ‘

bpeMeHHOCT B KbPMEHE

Epemennocm: Tpabea na undopmupare Baiuus nekap, ako MUCIIHTE ue ¢Te (MM € Bh3MOXKHO Jia cTe)
6pemenHa. O6ukHOBeHO Baluugar nexap we Bu npenopbya aa cnpere npuema Ha Onmecta A npeau
Na 3abpeMeHeeTe MK Bb3MOKHO Hali-CKOPO ciiea KaTo YCTaHOBHTE, Y€ CT¢ OpeMeHHa H Lie Bu
NockLBETBA Aa MpHeMaTe apyro nexapcrso BMecto Onmecta A, Ynotpebara Ha OnMecta A He ce
rpenopbyBa rpe3 paHHata 6peMeHHOCT H He TPAGBA Ja ce npuema, ako cTe GpeMeHHa c/ie]l TPeTHS
Mecell, Thii KaTo, aKO C€ H3MO/3Ba /€] TPETHA Mecel Ha OpEMEHHOCTTa MOXe CEPHO3HO Aa YBpEIH
Bawero 6ebe.

Axo no BpeMe Ha neueHuero ¢ Onmecta A 3abpemeneere, MOJiA YBEIOMETE BeiHara Baluns nekap
ro nocerere He3abaBHO.

Kvpmene: JlokasaHo e, ue aMJIOQMIIHH NPpEMHHABa B KbpMaTa B MajKu konnuecTsa. Undopmupaiite
Baiug niexap, ako KbpMUTE WAW UMATE HaMEpEHHe fa KbpMHTe. OnMecTa A HE Ce MpenopbyBa 3a
Maliki, KOUTO KbpMAT K Bamuar nekap Moxe jaa u3bepe apyro nedeHHe 3a Bac, ako xenaete aa

KbPMHTE, 0coBeHO ako Gebero BH € HOBOPOAEHO MM € NPEXAEBPEMEHHO POACHO.
AKO cTe OpeMEHHA WM KbPMHTE, CMATATE, M€ MOXE Aa cTe OpeMeHHa WiH IL1aHHpaTe OpEMEHHOCT,
nocbeeTBaiiTe ce ¢ Bainua nekap win ¢apMauesT npead ynorpebata Ha TOBa JIEKAPCTBO.

[llodnpane u paboTa ¢ MAIIHHY ,

JIoKaTo cTe Ha NleUYeHHe 33 BHCOKO KPLBHO HAIATaHE MOXKE Aa €€ YyBCTBATE CHHIHWBH HIIH 3aMasHH
WIH J1a OJTy4YHTe TNaBoboane. AKO TOBa ce cnyuu, He WodHpaiTe W He paboTeTe ¢ MalUHK, JOKATO
cuMnToMuTe uzyesHar. [HocwBeTnaiiTe ce ¢ Bauwus nekap.

OuamecTa A CHABLPAKA TAKTO3A
Axko Bawusat nexap Bu € ka3an, ye UMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBbpPXKETE Ce € HETO
npeay aa 3ano4yHeTe 3 NPHEMATE TO3H JIeKapCTBEH NPOAYKT.

O.amecTa A chaABpxKa HATpHI
Tora nexapcTBo chabpxa no-Manko ot | mmol Hatpu# (23 mg) Ha (anMHpaHa Tabnerka, T.e. MOXE
la ¢e KaXKe, ye NPaKTHUECKH He ChIbpKa HATPHMA.
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3. Kak aa npuemate Onmecta A

Buuaru npremMaiite TORa JIEKapcTBO TOMHO KakTo By e kazan BawuaT nekap unn gapmauesT. AKO He
CTE CHI'YPHH B Helllo, nonuTalite Baiuua nekap wim apManesT.

[penopbunTenHata Ao3a Ha Onmecra A € eiHa TabneTKa JHEBHO,
TabneTkHTe MOraT Aa ce npHeMar cbe Wnu 6e3 xpaHa. [ abTHeTe TabneTkaTta ¢ Majko TEHUHOCT

(nanp. yawa eoaa). TabneTkarta He TpsOBa aa ce appue. He 1 npreMaiTe CbC COK OT

rpedndpyT.
- AKO € Bb3MOXHO, [TpUEMANTE JHEBHATA CH [103a 110 €IHO H ChIIlO BPEME BCEKH A€H, Hanpumep

Ha 3aKycKa.

OnmecTta A ¢punmupann Tabnerku ot 20 mg/S mg v 40 mg/5 mg: /lenurennara yepra € camo 3a
yJIeCHIBAHE HAa CHYMBAHETO ¢ LIEN NO-JIECHO NOMTBLLAHE, a HE 3a pa3fe/iaHe Ha paBHH JO3H.

AKO ¢Te mpHe/IN NoBede OT HeoGxoaumara n032 Oamecra A

AKo npueMeTe noeeue TabJIETKH, OTKOJIIKOTO TPA0Ba, MOXKE Aa MOJYYHTE HHCKO KPBBHO HaNAraHe Che
CHMIITOMH KaTO 3aMagHOCT, Obp3 MY OaBEH CbPAECYEH PHTHM.

[ToBulileHO KOJHYECTBO TEYHOCT MOXE Ja ¢c€ HaTtpyna B 6enure apobdose (ObenoapobeH oTok),
NPUYHHABANKHY 3a0yX, KOUTO MOXKeE Aa ce pa3sue 10 24-48 yaca cnen npuema.

~ AKO npHeMeTe NoBeye TadNeTKH, OTKOAKOTO TPAOBa WIH aKO JETE CIYyYaiHHO NOrbiHe HIKAKBH
TabneTky, BeaHara oTuaere Ao Bawna nexap niu a0 Hal-Onu3kara GONMHKMLA ¢ LIEHTDLP 34 CMCUIHA
NOMOLIl H HOCETE ONAKOBKATa Ha JIEKapCTBOTO WM Ta3H JIMCTOBKA CbC cede cH.

AKo cTe nponycHaad aa npuemere OamMecra A
AKO CTe NpOoNyCHAIM 1a NIPUEMETE 034, B3eMeTe 00HualHaTa 103a Ha CleBalug AeH, KakTo
oOnkHoBeHo. He B3eMaliTe nBOHHA 1034, 3a A2 KOMIICHCHPATE NpoMmycHaTara A03a.

AKo cTe cnpesin npHemMa Ha OamecTa A

BaxxHo e aa npoabmxkuTe na npuemarte Onmecta A, ocseH ako Bawinat nekap Bu e kaszan na cnpere.
AKO MMaTe HAKaKBH JONBbIHUTEIHH BLNPOCH CBbP3aHu ¢ ynorpebara Ha TOBa JiekapcTBO, NONUTANTE
Baiwus nekap win ¢papmMaueBT.

4, BL3IMOXKHH BeKeIaHH pPeaKiHH

KakTo BCHUKH JICKApPCTBA, TOBA JICKApPCTBO MOXC Na NPCAH3BHKa HEXKCE/1AaHH PEAKLHH, BBIIPCKH HY€ HC
BCCKHM I'M rnoJjiyHaea. AKO ¢ce NOABAT, T€ YeCTO Ca JIEKH H HE ¢CE€ Hanara CIIHPAHC Ha NCHEHHCTO.

B’I:Ilpelﬂl, ye He MHOTO XOPa I'H NOJYYABAT, CICAHATE HEXKEJAHH PeaKIHH MOTAT aAa ObaaTt
CepPHO3HH:

[1o Bpeme Ha NEYEHHETO C OsnmecTa A MOraT Ja ce HaGI0AaBaT aNepruyHK PeakiUMH, KOUTO MOraT Ja
3aCErHaT UUIOTO TAJIO ¢ MOAYBAaHE Ha JHUETO, YCTaTa H/WIH IApHHKCA (INIACHHTE CTPYHH), 38€IHO ChC
cbpbex H 0bpus. TeKKH KOKHHM peakLMH, BKZTIOYHTENHO CHIIEH KOXKEH OOpUB, YpPTHKapH9,
3a4yepBABAHE HA KOXKAaTa Ha LUIOTO TAJIO, CHJIEH ChPOEXK, MEXYPH, NIOLIEHE H NOXYBaHE Ha KOXara,
BBb3TNIaJIEHHE HA JIMraBUUMTE (CHHAPOM Ha CTUBBHC-JDKOHCHH, TOKCHYHA EMHACPMAJTHA HEKPO/IU3a)
WJIH JPYTH @JICPru4HH peaklvd. AKo TOBa C€ CJIY4H, cnpeTe npﬂema Ha OaMecTa A M ne3abasuo
ce cBbpikeTe ¢ Bamus nexap.

Onmecta A MOXe Aa JOBEE 1O MHOIO CHIIHO CNaJaHe Ha KPBBHOTO HAAraHe MPH YyBCTBHTE/HH .-
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CBBDKETE C Baminsa JeKap, KOHTO LUE OLEHH CHMIITOMHUTE H LLIE MPpCLICHH KAk J1a NPOADIIKHTE
JCHEHHUETO 34 KOHTPOA Ha f(p'bBHOTD HAJIAT'dHC.

JApyra BE3MOXKHH HexKe1aHH peaxkuun ¢ Oamecta A:
YecTn (Morar aa 3acernar 40 1 na 10 woBexa):
3amasgHocT; raarof0NKHe; OTOK Ha NIE3EHHUTE, CThIANIaTa, KpaKaTa, AJIAHUTE WK PELETE; yMOpa.

HeuecTn (Morar Aa 3acernat 2o 1 ua 100 wosexa):

3aMasHOCT [IPH HW3NPABAHE; JIUNCA HA EHEPTHA; H3TPBLIBAHE HIH MpaBY4YKaHe Ha pPbleTe WK KpaKaTa;
CBETOBBPTEXK; YCELIAHE HA CHPACYHHA PHTHM; YCKOPEH ChpACHEH PUTBLM; HHCKO KPBBHO HANIATAHE ChC
CHMIITOMH KAaTO 3aMasgHOCT, NPUMAIABAHE; 3aTPYAHEHO JHILIAHE, KALLTHIA; FaIcHE; MOBPBIUAHE; OO
XpaHOCMIIaHe; JHapPHU4; 3aTeK; CyXOoTa B yCTaTa, 00/Ika B rOpHATA YacT Ha KopeMa; KO)KeH oOpHB;
Kpamru; Oonka B pbLeTe M kpakara; Oonka B repda; yceulaHe Ha YECTH MO3HBH 32 YPHHUPAHE, JIMNCA
Ha CEKCYAJIHO XEeNaHUE; HEBB3MOXKHOCT [a Ce [TOCTUNHE W/IH Aa ce NOLIbpXKa epeKLuA; cn1abocrT.
HabnionaBanu ca ChIUO HAKOU MTPOMEHH B PEIYJITATHTE OT KPBBHHTE H3CIEABAHHS, KOHUTO Ca
ClIIHUTE: NOBHILABAHE, KAKTO H HaMaNlgBaHe Ha HUBATa HA KalWii B KPbBTA, MOBHILIEHHK HHBA HA
KpEaTHHHH B KPbBTA, [OBHLIEHH HMBA HA MMHKOYHA KHCEHHA, MOBHIICHHA CTOKHOCTH Ha
H3Cne/BaHHsTa, OTpasaBaiiy yepHoapobHaTa GyHKIMA (HUBaTa Ha rama-ryTaMu TpaHcdepasarta).

Peaxn (Morar aa 3acernar Ao 1 na 1 000 yoseka):
CBpBXUYBCTBHTENHOCT KbM JIEKAapCTBa; MPHNAAbLUK; 3a4UEPBABAHE HA JIMLIETO U TOIUIM BhJIHU, YEPBEHH
CbpOALLM NOAYTHHH (YPTHKAPHA); OTOK HA NHLETO.

HexenanuTe peakuHs, KOUTO ca ¢bobiieHn npu ynoTpebaTa caMo Ha oJiMecapTaH MEAOKCOMHJT
H/TH CAMO HA AMJIOAHNHH, HO He B ¢ OaMecTa A BN CBHODIIEHH C NO-BHCOKA YECTOTA:

Oamecapman medokcomun

Yecrn (MoraT aa 3acernar a0 1 Ha 10 qyoBeka):

BpoHXHT; Bb3NaNeHOo rbpITo; XpeMa WAK 3anyuleH HOC; Kauukua; 6onka B 06J1acTTa Ha KOpeMma;
CTOMALIIHO Bb3NAJIEHUe; AMapust; OO XpaHOCMHIaHe; rajaeHe; 00JKa B CTaBUTE WIH KOCTHUTE, DoMka
B rbp0a; KpBB B YPHHATA; HHAEKIIHA HAa MUKOYHMTE MbTHINA; 00JIKAa B bPANTE; FPUNONOAOCOHH
cuMnTOMH; Oonka. [IpoMeHu B pe3ynTaTHTE OT KPLBHHUTE M3CNIENBAHMA, KATO YBEJIHYEHH HUBA HA
Ma3HMHHTE (XUNEPTPHIIHLIEPHAEMHA), HA YPEATA B KPBBTA HJIK NOBHIIEHA MMKOYHA KHCEITHHA H
YBEJIHYEHU CTOHHOCTH Ha H3CJIEIBAHHATA 32 YePHOAPOOHA ¥ MYCKYNHA YHKLMA.

Heuectn (Morar aa 3acernar ao 1 no 100 woBexka): .
HamaneH 6poi Ha BHA KPBBHH KJIETKH, H3BECTHH KATO TPOMOOLIMTH, KOETO MOXeE JIa AOBeAE A0 JECHO

oOpa3syBaHe Ha CHHHHH WM NMPOABJDKUTENIHO KbPBEHE; AJIEPrUYHH PEAKLHH OT Obp3 THAH, KOUTO MOTAT
Na 3aCerHaT LIOTO TANIO W Aa NMpEAU3BHKAT NpobNeMH ¢ IMILIAHETO, KAKTO Y OLp30 cnaaanHe Ha
KPBbBHOTO HAIAraHe, KOETO AOPH MOX€E Aa A0BEAE A0 Npunagbk (aHAQUNAKTHYHH peaKLHH);
cTreHokapaus (boka WKW HENPHUATHO yCelaHe B IbpPANTE, U3BECTHO KATO aHTHHA NEKTOPHC); Chplex;
H3PHBaHe Ha KOXaTa; aJiepruueH KokeH oOpHus; 0OpHB C KOTIPHBHA TPECKa; OTOK Ha JIMLETO;
MYCKYJ/Ha 00AKa; HEPA3NOIOKEHHUE.

Peaxku (Morar aa 3acernart 10 1 na 1 000 uoBexa):

OTOK Ha IHUETO, YCTAaTa W/KIIH NapHHKCca (r1acoBUTe BPBb3IKH); ocTpa 6b0peuHa HEAOCTATBYHOCT M
ObOpeuna HeROCTAaTBUHOCT; NeTaprua. MHTECTHHANECH aHTHOSAEM: NOAYBaHe Ha 4eppaTa, NpoOsBABALIO
C€ CbC CUMIITOMHM KaToO KOpeMHa 60nKa, rajieHe, NOBpbiLaHe W HApHUa

Amnoounun

Mnoro yectn (MoraT xa 3acerfar mopedue ot 1 Ha 10 woBexa): o
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3aMbIJIEHO 3pE€HKE), ycelllaHe Ha YAapHTe Ha ChPUETO, AUapHs, 3aNeK, JIOLHO XPaHOCMHUIIaHe, KpaMIiH,
c1abocCT, 3aTpyAHEHO JMILAHE.

HeuecTn (Morar aa 3acernar a0 1 ua 100 yosexa):

[TpoGneMH CbC ChHA; HApYLIEHHUS Ha CbHA; MPOMEHH B HACTPOEHHETO, BKIIOUHUTENIHO YYBCTBO Ha
0e3N0KOHCTRO; ACTIPECHS; pa3dpa3HUTEIHOCT; BTPUCAHE; NPOMEHHU BbB BKYCa; NPHNAAbUH; 3BLHEHE B
yIIHTE (THHUTYC); BIOLIARaHE Ha CTeHOKapaus (00n1ka WIH HENPHUATHO YCELaHe B IbPAUTE);
HEMPaBHWIEH CbpACUEH PUTDHM; XpeMa HJIH 3aITyli€H HOC; KOCOMan; THIABH NETHA WK TOYKH 110
KOXKATa MOpayd MaJIKK KPbLBOW3NMBH ([Typriypa); NPOMAHA B LUBETA HA KOXKATA; NPEKOMEPHO NOTEHE;
H3PHBAHE HA KOXKAaTa; CbpOEX; YepBEHHU CHPOALIHY NOAYTUHH (YPTHKapHs); O0/Ka B CTABUTE UITH
MYCKYJIHTE; NPOoONEMH ¢ YPHHHPAHETO; MO3MBH 33 YPHHUPAHE [IPEe3 HOLITA; YECTH MO3HBH 34
YPUHHpPaHE, yrojeMaBaHe Ha I'bpAUTE NPH MBXKeTe; O0nKa B repaute; Oonka, oOLK0 Hepa3NoONOKEHHE;
YBENWYaBAHE WIIH HAMAJIABaHE Ha TEroTo.

Peaxn (morar aa 3acerdar 2o 1 xo 1 000 uosexa):
ObbpxaHoCT.

Muoro peaxun (Morar aa 3acernar 10 1 na 10 000 uosexa):

HamangasaHe Ha Opost Ha OenTe KPbBHH KJIETKH B KPBBTA, KOETO MOXE 113 YBEIHYMK PUCKA OT
HHPEKLUHH; HaMalgBaHe Ha Opos Ha BUA KPLBHH KNETKHK, H3BECTHH KATO TPOMOOLIMTH, KOETO MOXKE A1a
noBeae 4o JieCHo oOpa3yBaHe Ha CHHUHH WIH TIPOAB/DKHTENIHO KbPBEHE, MOBUILABAHE HA KPbBHATA
r0KO3a; NOBHLLIEHAa CTETHATOCT Ha MYCKYJIUTE WY NOBHILEHA PE3UCTEHTHOCT MPH NACHBHO
NBHKeHHe (MOBHIIEH MYCKYJIEH TOHYC); M3TPbIIBAHE WK MpaByvKaHe Mo pbLEeTe Wi KpakaTa,
cbhpaeueH yaap (HH(apKT); Bb3NAJECHHE HA KPbBOHOCHUTE Ch0BE; Bb3MANICHUE HA YepHUs Apod Hau
NaHKpeaca; Bb3NaJICHHE HAa CTOMALLIHATA JIMraBULA; 3ane0esiABaHe Ha BEHLUUTE; IOBHUICHH
YepHOAPOOHHM €H3UMHU; NOXKBLATABAHE Ha KOXKATa U OYMTE; MOBHLLECHE YYBCTBHTEIHOCT HA KOXKATA KbM
CBET/IMHATA; aNepruyHa peakums: cbpbex, oOpHB, NMOXYBaHE HA JTMUETO, YCTATa H/HIM JIAPHHKCA
(r1acoBUTE BPB3KH) 3a€AHO CbC CHPOEK H ODPUB, TEXKKH KOXKHHU PEaKUMH, BKIIIOYHTENHO HHTEH3UBEH
KOXEH 0OpHB, YPTHKapHA, 3aUepBABaHE Ha KOXKAaTa Mo LAIOTO TANI0, CHIIEH cbpOexk, oOpasyBaHe Ha
MEXYPH MO KOXKaTa, WATIOLLBAHE MU NOAYBAHE Ha KOXKATa, Bb3MAJCHHE HA JIMTABHLUMTE, MOHAKOTA
KMBOTO3aCcTpallaBaLly.

C Hen3BecTHA 4eCTOTA ('EIGCTOTHTII HE MOXKE 1A €€ ONIPpCAC/IH OT HAJIHMHHTE ,IIHHIIH)
Ot NatHCHTH, NMpHCMaLlH OnmecTa A, ca ChOOIIEHH CHLIO CECAHHUTE HEXKeNaHH PCaKLBH.

KOMOWHHPAaHH HapYLIEHUA MEXIY CKOBAHOCT, TPENEPEHE W/ HWIH ABHIaTENHY HApPYLLIECHHA,
NpUTpenBaHe, BAbPBEHA CTOMKa, MACKOBHMAHO JIHLIE, 3a0aBEHH ABHXEHHUA M RIIaYEHE Ha KpaKara,

HecTaOWIHa NoOXoaKa.

CrofmaBane Ha HEXKENAHH PeaAKIHH

AKO NOJIYYUTE HAKAKBU HEXKEJIAHW JISKAaPCTBEHU peakUMH, YBeAoOMeTe Balua nekap wiaH gapmaliesr.
Tosa BKIIOYBa BCHUKH Bb3MOXKHHA HEONHUCAHHU B Ta3H JIMCTOBKA HEXKeNaHH peakuvH. Moxere cbllo Aa
CbOOLINTE HEXENAHU peakUHK AMPEKTHO Ypes U3nbiaHuTeHa areHuHa no ekapcereara, yi. ,.Jlaman
['pyes” Ne 8, 1303 Cobwua, Ten.: +359 2 8903417, yebecaitT: www.bda.bg. Karo chobiiasare
HeXXeNaHW peakLiMK, MOJKETE 1a AAACTE CBOSA MPUHOC 3a NOJyyaBaHe Ha noseye HHGOpMaLHA OTHOCHO

0e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpanaBate Oamecra A

Ha ce cbxpansBa Ha MACTO, HEAOCTBITHO 3a J€la. . N
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He u3xanpndiiTe nekapcTBara B KaHAJIH3ALMATA WIH B KOHTEHHEpA 33 AOMALLHK OTNAAbLH.
[TonuTaitte Bawys ¢apMaleBT Kak a H3XBLPASTE J€KapCTBATA, KOMTO BeUe HE HinonsBare. Tesu
MEPKH llle CTOMOTHAT 33 ONa3BaHe Ha OKOJIHATA cpela.

6. CohabpAxaHHe HA ONAKOBKATA H JONBJIRHTEIHA HHPOpMANKHA

Kakso cnabpxa Onmecta A

* AKTHBHHTE BELIECTBA €A OIMECAPTAH MEOKCOMMIII U aMJIOJUNHKH (kaTo Oe3unar).

Bcsika Tabnetka chabpxa 20 mg oMecapTaH MEJOKCOMA M 5 mg aMNoRHIHH (xaTo De3unar).
Besika Tabnerka chabpaxka 40 mg onmecapTaH MEAOKCOMMUI M 5 mg aMa0AHNHH (KaTo Oe3unar).

Jlpyrume ¢hCTaBKM ca: MHUKPOKPHCTANHA ey 1034, JIJAKT03a MOHOXHAPAT, KPOCTIOBH/IOH, NOBHAOH,.
HATPHEB HULIECTEH IMKonaT (kaprodeH), KONOHAEH XHAPaTHPaH CUTHLHEB NHOKCH], MATHE3HEB
cTeapar.

JIpyruTe CHCTABKH BLB (PWIMOBOTO NOKPHTHE €A YACTHYHO XMAPOIH3WPAH NOMIHBUHUWIOB allkOX0/
(E1203), makporon (E1521, nonuernenrnnkon), Tank (E553b), turanos anokenn (E171), xuat
xenezed okcua (E172) (camo 3a Onmecta A 40 mg/S mg dunmupann tabnerk).

Kax m3raexna OiMmecTa A H KaKBO CbAbPKA ONNAKOBKATA

dunMupanute Tabnetkn Onmecta A ot 20 mg/5 mg ca 6en, KPBIIH, CTAHAAPTHO H3ITbKHANK
¢brnmupany TabmeTky ¢ BIUTEOHATO penedHo o3HaueHHe "3" OT eiHaTa CTpaHa, Apyrara CTpaHa Ha
TabneTxkara € ¢ AeAMTENHA YepTa H ¢ BATBOHATO penedHO 03HaveHue "2" oT sigBara cTpaHa Ha
aenuTenHata yepra M '0" ot AscHaTa CTpaHa.

dunmupanure Tabnetkn Onmecta oT A 40 mg/S mg ca XKBbATEHHKABH, KPBITIH, CTAHAAPTHO
M3MBKHAIH GHAMHpPaHH TabneTky ¢ BATbOHATO penedHo o3HaueHde "5" OT eHaTa CTpaHa; Apyrara
cTpaHa Ha TablieTKaTa e ¢ Ae/IMTENHA YepTa K ¢ BATLOHATO penedHo o3HaYeHHe "4" OT NiABaTa CTpaHa
Ha nenuTenHarta uepta M "0" ot ascrata cTpaHa.

Hanxuuu ca ciegHHTE BHAOBE ONAKOBKH!
OPA/AIW/PE+ cyuiuren — Alu 61IHCTEpHH ONaKOBKH
Baucrepn 20 mg/5 mg: Bua0oBE onakoBky ¢ no 14, 14(14x1), 28, 28(28x1), 30, 30(30x1), 56, 90, 98,

98(98x1), 120 punmupanu TabieTkH
Baucrepn 40 mg/5 mg: BuaoBe onakoekw ¢ o 14(14x1), 28, 28(28x1), 30, 30(30x1), 36, 90, 98,

98(98x1), 120 dwimMupaHu TabneTku

byTunku

[To 100 ¢punmupanu tabnerku B Oythiaxu ot HDPE. Besaka 6yTunka chAbpiKa KyTUHKA CbC CyLIUTEN,
3a J1a ¢€ ChXPaHABaT TabNETKUTE CYXH.

He Bcuuxy BUAOBE ONAKOBKHM MoraT Aa ObaaT nycHaTu B npoaaxoa.

TNMpuaTexkaTes HA paspeuleHHETO 33 YNOTpeba H npomaﬂhnren

lpuTexaTes HA paspelllecHHETO 32 ynoTpeda
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Baden-Wuerttemberg
| epmanus

bankandapma-/lynuuua A/l
yi. “CamMoKkoBCKO woce’ Ne 3

2600 JIynHuua,
bbarapus

ToBa JiekapcTBO € pa3pelnieHo 3a ynorpeda B AbpRaBHTE - 4IeHKH HA EBponelckoTo
HKOHOMHYECKO MPOCTPAHCTBO MO/ CJICAHHTE HMEHA:

benrus Olmesartan/Amlodipine Teva 20 mg/5 mg filmomhulde tabletten/comprimés
pelliculés/Filmtabletten
Olmesartan/Amlodipine Teva 40 mg/5 mg filmomhulde tabletten/comprimeés
pelliculés/Filmtabletten

bbvarapus Onmecra A 20 mg/5 mg puamupanu TabNeTKH
Onmecta A 40 mg/5 mg duamupanu TadiieTkH

['epmanus Olmesartan/Amlodipin AbZ 20 mg/5 mg Filmtabletten
Olmesartan/Amlodipin AbZ 40 mg/5 mg Filmtabletten

EcToHus Olmesartan medoxomil/Amlodipine Teva

Ucnanus Olmesartan/Amlodipino Teva 20 mg/5 mg comprimidos recubiertos con pelicula EFG
Olmesartan/Amlodipino Teva 40 mg/5 mg comprimidos recubiertos con pelicula EFG

Hranus Olmesartan medoxomil ¢ Amlodipina besilato Teva

JIuTBa Olmesartan medoxomil/Amlodipine Teva 20 mg/5 mg plévele dengtos tabletés
Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg pléevele dengtos tabletés

JlaTBus Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg apvalkotas tablets Olmesartan

medoxomil/Amlodipine Teva 20 mg/5 mg apvalkotas tablets
Hunepaanaus Olmesartan medoxomil/Amlodipine Teva 20 mg/5 mg, filmomhulde tabletten
Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg, filmomhulde tabletten
[Topryranms  Olmesartan medoxomil/amlodipine besilate Teva

JlaTa Ha nocJjieHO npepasriexaane Ha aucroskarta 01/2025

OR ko0 u URL

</Ipyru u3TOYMHHIH HA HHPOpMAIHA>

<[Tocneano ogoOpeHaTa NpoAyKTOBa HHGOpPMaLMsA 3a TOBA JIEKAPCTBO € J0CThITHA Ype3 CKaHUpaHe Ha
<QR koaa> <apyr 2D 6ap koa> <NFC>, pxioueH B <JIuCTOBKaTa 3a nauMeHTa> <KapTroHeHarta
ornakoBka> cb¢ cmaptrhon/ycrpoitcTo. Chiliara mHdopmalms € Halu4yHa W Ha caeaHus auHk: {URL}
<u Ha yebOcalra Ha UAJI>>.

<{QR kon}> <{apyr 2D 6ap koa}> <{NFC}>

Cawo URL
<JIpyru H3TOYHHUH HA HHGoOpMaUHa>
<Ilocneano ogodpeHara npoayKkToBa HHPOpPMALHA 3a TOBA JIGKAPCTBO € I0CThITHA HA CJI/IHUSA JIMHK:

{URL} <u na yebcaita Ha UAJI>>,
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