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Olmesta A 40 mg/5 mg film-coated tablets
o/iMecapTal MeJOKCOMHN/aMNoauNIHH (olmesartan medoxomil/amlodipine)

IIpoueTere BHEMATENHO HANATS JAHCTOBKA, NPEAH JA IANOUHETE /12 HPHEMATE TOBA JIeKapCTBO,

Thil KATO TH ChABLPHA BakRA 38 Bac nadopmannn.

- 3anasere Tasu THCTOBKA. MOXKe A2 ce HaNOKY 5a 5 TIPOLETETE OTHOBO.

- AKO HMaTe HAKAKBY JIOIBHUTEIHH BEIPOCH, IOHTalkTe Bamus nexap wiu (apManesT.

- Toea nexapcTso € npennucaHo ansHo Ha Bac. He ro npeotcrhiBaiire Ha Ipyry xopa. To Moxe
Zia EM HABpeay, He3aBHCHMO e IPU3HAIINTE Ha TAXHOTO 32607BaHe ca CHIHTE Kato Bamrre,

- AKO nosyuuTe HAKAKBH HEXENAHM PeakUiy, ysenomere Bamus nexap man tapmanest. Tora
BKJHOYBA ¥ BCHYKH BL3MOJKHH HEXKETAHN PeaKIHK, HEOTMCAHH B Tasu JIHCTOBKA. BuXre
TouKa 4.

KaxBo chaBpKA TAH THCTOBKA

Kakgo npeactasiasa OnMecTa A  3a K3KBO ce W3N0N2Ba
Kakeo Tpa6sa na 3uaere, npeau qa npuemere Onmecta A
Kak na upnemare Onmecra A

BL3MOXKHH HEXENAHM PeaKuHu

Kak ja crxpanspare Onmecra A

ChaBpikaHue Ha ONAKOBKATA M AOITKTHHTENHA HHBOPMALHA

R e

-

1.  Kakso npeacrarnssa OumecTa A H 32 KAKBO Ce H3NON3BA

Onmecta A ChABka JBe BEIRECTBR, HAPEUCHH OJMECAPTAH MENOKCOMHN B AMIOIHAHE (KATO
amnonunun Se3unar). H agere emecTsa OMAarar Aa ce KORTPOIMPAT CTORHOCTUTE HA BHCOKOTO
KPBBHO Ha/sATaHe.

. Onmecapran MEAOKCOMMA NPHHAILIEKH KbM rPYIIa TEKAPCTBA, HAPSYEHV ,,ANrHOTeH Mk I
PELICITTOPHH AHTATOBKCTH, KOUTO NOHIDKABAT KPHBHOTO HANATAHE KATO PASIIMPABAT
KPBBOHOCHHTE CHAORE.

L AMNOAKRME NIPHBAIIEKA KEM IPYIIa BeINECTBA, HAPEUSHHM , ,KATHHEBH aHTArOHMCTH™.
AMROAHTIHH CTIHPa NPEMUHABAHETO Ha KANIMIL [Pe3 CTEHATA HE KPLBOHOCHHTS CHIOBE, KOSTO
BB3NPENATCTBA CBHBAHETO Ha KPLBOHOCHHUTE CBHAOBE, KATO MO TO3H HAYHH CHILO HAMAIABa
KPBBHOTO HanAraHe.

JeficTBusTa Ha Te3d Be BEMICCTBE JOUPHHACAT 33 NPEIOTBPATABAHE HA CEMBAHETO Ha KYbBOHOCHHTE
CBHIORE, TAKA Y€ KPLBOHOCHHUTE CHAOBE C& OTMYCKAT H KPBBHOTO HANATAHE CE NOHMIKABA.

Onmecra A ce H3NON3RA 32 JIEYSHHETO HA BHCOKO KPYBBHO RHalAraHe npy NalneHdTH, YHETO KPRBHO
HaJAraHe He C¢ NOBJMABA B NOCTATHYHA CTelleH NIpH JICYCHUES WIH CaMO C OIMecapTa
HITH CaMO ¢ AMJIOONITNH,

B, -
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2.  Kakso TpaBa aa 3maere, npean na npuemere Oumecra A

He npuemaiite Oamecra A:

- aKO CTE anepruiHH KbM OJIMECAPTAH MEAOKCOMMN K KBM AMJIOHIINH HITH KBM CIICLHANIEA
rpyna KaJHeBM AHTArOHMCTH { AMXBIAPOITHPHIMHEY), WIH KbM HAKOA OT OCTAHATIMTE ChCTARKH
Ha TOBa NIeKapCcTBO (W36poenu B TouKa 6).

AKO MMCTIHTE, Y€ € Bh3MOXHO J1a CTE ANepriHy, roBopeTe ¢ Baums nexap npen fa npuemere
OnMecta A,

- axo cTe Gpemenna cies 3-Ta Mecen (CHUIO Taka e N0-Aobpe e As HIGATBATE IPHeMa Ha
Onmecra A no BpeMe Ha paHa GPeMEHHOCT — BIXKTe TOUKa , BpemerHocT I KbPMeHe");

- aKo umare auaber HIM Hapywena Gx6peuna hyHKIHS H Ce NEKyBaTe C JIEKAPCTRO 32
TIOHIKABAHE HA KPLBHOTO HANATAHE, CHABPKALIO ANHCKHPEH;

- 2KO HMaTe TeXKH 4epHONpobHH NpoGieMH, ako ¢ Hapylesa XKITbYHATA CEKPEIHA WK
APEHUPAHETO HA HUTBUKA OT HKARYHAA MEXYD € 6oKHpaHo (HanpHMep IIPH KAMBHH B
AIBUKATA) HITH 2KO MMATE XBITSHMLA (TIOXKBITABAHE Ha KOMKATA H OMHTE);

- aKO MMaTe MHOI'0 HHCKO KPBHBHO HANATaHe;

- 4KO CTPAjaTe OT HEAOCTATEYHO KPBBOCHAOA1BAHE HA TEKAHUTE CHC CHMITTOMH KaTO HanpHMep
HHCKO KPBBHO HAATAHE, c1ad Mync, yeKopeH CHPOEUeH PUTHM (LIOK, BKITIOUMTEITHO
KapaHoreHeH woK). KaprioreneH ok c3Hauaga WOK, HACTHLIWI BCNEACTRHE HA TEXKKH
CHPACYHH NPOOIeMH.

- 2KO HMATH3AHETO HA KPBBTA OT CLpLieTo BH e pbanpenaTcTsano (HanpuMep NOPamH CTECHABAHE
Ha aopTaTa {(40pTHA CTEHO3a));

- ako cTpajare ot cnaba chpAeyHa JeHHOCT (KOATO BOMK 0 HENOCTHI HA BB3AYX HIH MepudepHH
OTOUM) CNeR ChPAEIEH yAap (OCTBP MMOKApASH MHPAPKT).

Hpenynpexnenns H NpeAnA3HA MEPKH

ToBopere c Bamug exap ik papmaneBr npesn a2 npuemere OimecTa A,

YBegomere Bamus nexap, ako npHeMare HIKOE OT CIICAHHTE JICKAPCTBA, HIMOM3EAHH 33 IEUCHHE Ha

BHCOKO KPBRHO Haldrade:

. ACE nuxu6utop (HanpuMep eHalalpwi, TH3HHONPH, paMunphi), 0coBeHo ako uMaTe
6u0peqrm npoGneMu, cebp3adk ¢ qHaGera.

. ITHCKHpPEH.

Bauwvist nexap Moxke nepHomMHO Aa nposepsisa Gx6peunara By dynkius, KPbBHOTO HaIATaHe U
KOJTHYECTBOTO Ha €NEKTPONHTHTE (Hanp, Kanwii) B KpeETa Bu.

Buxcre cpmio nHbOpManmaTa o3arnasena “He npuemaiite Onmecra A .

T'onopere ¢ Bamms sexap, ako umate HAKOM OT CIEAHATeE 3APaBOCIOBHH MPOGAEMH;

. npobnemn ¢ 650penuTe win 616peuna TPaHCIUTAHTALHAS;

. YepHOAPOOHO 3a00mBaHe;

. ChpACHUHA HEAOCTATHYHOCT WM NPOGIIeMH CBhC CHPACTHNTE KIANN WIH CHPASYHHA MYCKYT;

» CHIHO NOBPBLIAHE, IHAPHA, ICYEHNE ¢ BHCOKH JO3H ,,OTBOJHABAIIM TabneTku® (nuypeTriw)
HWIH aKO cnassare 6e3conHa Juera;
NOBHUICHY HUBA HA KaIIWil B KPbBTA;

. npobaemu ¢ HaabsOpedniTe X1esH (KNNe3H Ha BbpXa Ha OBLOPEITHTE, KOWTO NPOM3BEIKAAT
XOPMOHH).

Ceopixere ce ¢ Bamun siekap, ako nomyuuTe ZHapua, KOATO € TEXKA, NMpol
3HauMTe/HA 3aryba Ha Terno. Bamuar JieKap MOXKe Ja OUSHH CHMITTOMHTE B 1
TPONBIOKH TEYEHHETO Ha KPLBHOTO BH Hanarase.

Kakto npy Besko nexapeTso, KOSTO HAMAIABA KPBBHOTO HATATAHe, IPEKOM
KPBBHOTO HAllAraHe NP NALHEHTH ¢ HAPYLIEHHs B NPUTOKA HA KPHB KBM CB
Aa noBefe 10 UHbapKT WK MHCYnT. Bamuar sekap wle npoBepsBa KPBEHOTO
TIOBRUIEHO BHEMAHKE.
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Tpubea na crobumre Ha Baunms JieKkap, AKO MHCIHTE He CTe (WIH € BESMOXKHO Ja cTe) GpeMeHHa.
Ounmecta A He ce nperniopruBa 3a ynoTpe6a npe3 pasHa GpeMeHHOCT ¥ He TPSGBa 1a ce npHeMa, ako
cTe GpeMenNa cJiex 3-TH Mecel, ThH XaTO MOXe /1 IPEIH3BAKA CEPHO3HO YBpeXxiare Ha Bawero
Gebe, axo ce H3MON3Ba Npe3 TO3H Nepuos (BIDKT TOUKE 1»DPEMEHHOCT M KbpMeHe™),

HAena B oHOmMRA
OnMecra A He ce npenopbusa 3a ynorpeta NpH Aelia M IOHOH oA 18 roauun.

Apyra aexkapersa m Oamecta A
Tpsab6ra na xaxere va Baumsa nexap win ¢apMauest, ako IpHeMaTe HIH HAaCKOPO cTe TPHEMATH
HAKOE OT CJIETHHTE NIEKAPCTBA:

BB3IMOXKHO A3 NIPHEMETE OPYIH JEKapcTRa.

OamecTa A ¢ XpaHa 1 HAATKH

Onwmecra A MOKe 13 ce IpHeMa CBC HmH O3 Xpara. [TorTsumaiite Tabn
HalpUMep Yama Boja). AKO € Bh3MOXHO, TIpHeMaiiTe THEBHATA CH 1034
JAcH, HapHMEP HAa 3aKYCKa (BHXKTe TouKa 3).
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APYTH JeKapeTEA 32 NOHIKABAHE HA KPLBHOTO HAJATAHE, Thil KaTo edexTsT Ha Onimecta A
Moxe aa Onzie ycunen. Moxke j1a ce Hanoxu Bauiuar nexap aa npomenn nosara Bu w/unu fa
B3EM€ JPYTH NPEATA3HH MEPKH:

Axo npremare ACE uHXMOGHTOp MM anmMcKipeH (BEDKTE Cho MHGOpMaLMaTa o3ariasesa “He
npuemaiite Onmecta A” 1 “TIpeaynpesxaeHus u npeanasAy MepKu™).

KaJIHEBH 106aBKH, 3aMECTHTE/IN HA CONITA, ChABPRANNA KR, ,,0TBOAASBAIIN
TabeTKA (AMypETHLH) WM XenaAPHR (H3NOM3BAH 38 paspeXiaHe Ha KPLETA H MpEeNna3BaHe
OT KPBBHH ChCHpeL). YnoTpeSaTa Ha TesH JiekapcTea 3aeaHo ¢ OnMecta A MOKe A TIOBHIIH
HHBATA HA KAMHH B KPBBTA.

JIHTHH (JIekapCTBO, H3MON3BAHO 34 JIEYEHHE HA IPOMEHM B HACTPOCHHETO M HAKOH BHIOBE
JAeNpecHs), M3MON3BaH TI0 €/IHO H CBIIO BpeMe ¢ ONIMecTa A MOXe J1a TOBHIIH INTHEBATA
TOKCHYHOCT. AKO CTe Ha JIeYeHHe ¢ JIUTHIY, Baliuar exap me u3Mepsa HHBOTO Ha JIHTHEL B
KpBETa Bh.

HeCTEPOHIHA MPOTHBOBBL3NAANTe/IRE cpeacTBa (HCIIBC - nekapcTsa, KOHTO ce H3MOM3BAT
34 JIe4eHUe Ha GO/Ka, OTOK M APYTH CHMITTOMH Ha BB3NATCHHE, BRIIOUHTENHO apTpHT),
H3NON3BARH ¢THOBPeMeHHO ¢ OnMecTa A, MoXe [a IOBHLIAT PHCKa OT 6BOpeuHa
HeaocTaThuHocT. EdekrsT Ha OnMecta A Moxke aa ce otenabu or HCIIBC,

KOJIeCeBe/IaM XHIPOXAOPHA (JIEKAPCTBO, KOETO HaMaJIABA HHBOTO Ha XOJIECTEPOI B KPBHBTa
Bn), Tl ka0 edexrsT Ha OnmecTa A Moxe Ja Gbae orcnaben. Bamuar fexap mosxe ga Bu
nochBeTBa Ja rpreMare OmMecTa A noHe 4 yaca Npeau KoleceseaaM XHIAPOXIOPH,.
onmpee/ieHH AHTHATMAH (JICKapCTBa NPOTHB JIOIIO XPAHOCMHIAHE WIH KHCENMHK), THi KaTo
edexTsT Ha Onmecta A Moke 1a 6Bae neko orcnaben.

JIeKAPCTBA, HINOMIBAHM 32 Jiedenne Ha HIV nndexnun/CIIMH (HanpuMep pUTOHABHD,
HHJMHABUD, HedHARKD) KA 32 JleieHHe HA rE6HYHR HEdexHRA (HANPHMED KETOKOHA30M,
HTpPaKoHazom);

ABJITHA3EM, BepanaMu.t (CPEACTRA, H3TI0/13BaHH TIPY MPoGIeMU ChC ChPAEHHHA PHTLM M IPH
BHCOKO KPEBHO HAJISraKe).

padamuanan, ePATPOMENHN, KIAPHTPOMMNME (AHTHOMOTHIH).

xbaT kanTapron (Hypericum perforatum) - 6uikoso nekapcteo;

MaHTPOJIeH (33 BITMBAHE NPH TEXKKU HAPYIUCHMA HA TENIECHATA TEMIIEPATYpa).

CHMBACTATHH - CPEJICTRO, KOETO C& MU3MON3BA 3a MOHIDKABAaHE HA HABATA HA XONECTEPONA H
MasHHHHTE (TPUITIHUEPHINTE) B KPBETA.

TAKPOJIEMYC, CHPOJIHMYC, TEMCHPOJIAMYC, eBePOIHMYC H MHKAOCHOPHH - H3MON3BAT CE 3a
KOHTPOTHpaHe Ha HMYHHHS OTroBOp, KOETO T03BONSBA Ha OpraHusMa BH jia npueme
TPAHCIUTAHTHPAHHUA OPraH.




Cok ot rpelingpyT # rpeiindpyT He Tpa6Ba Ja ce KOHCYMBPAT OT XOpa, KOHTO TpremaT OnMecta A.
ToBa e neobxonumo, Thii KaTo rpelindPyTET M COKET OT rpeindpPyT MOKE fa KOBEAAT A0
MOBUINABAHE HA KPHBHHTE HHBAE HA AKTHEBHATA CHCTABKA AMIIOLMITHHE, KOETO MOXe 1 PeAU3ByKa
HeTIPEACKA3ZyeMO YCHIIBAHE HA aHTUXMNEPTCH3HBHIA edekT Ha OiiMecTa A (33 BoHWKaBaHe Ha
KPBEBHOTO HAJIATAHE).

Crapuecka Bh3pacTt
AKO ¢Te Hag 65-roguluna PE3pacT Baukar nexap peoBHO me Npocienssa KpbBHOTO By Hansraue
TPK BCAKO NOBHIIABAHE Ha JI03aTa, 34 14 C6 YBEPH, Ye KPHBHOTO Bu Hangrane He &€ MHOro HHCKO.

Yeproxoxkn BANHEHTH

[lono6GHo Ha ApyTH TaKHBA JIEKAPCTBA, AHTHXHICPTEHIHBHUAT edexT Ha Onmecta A Moxe 1a 6bae
MaJIKo No-cNab Npu YePHOKOXKH TAHEeHTH.

BpeMeRunoCT B KLpMene

Bpemennocm: Tpabea na mudopMupate Bauus nexap, ako MHCIHTE He CT€ (H/IH & BEIMOXHO 13 CTE)
Opemenna. O6uinopero Bamuat nexap me By npenopua na cnpete npHema Ha Onvecta A npeau
Aa 3abpeMeHeeTe 1M BH3MOXKHO HAH-CKOPO G/l KAaTO YCTaHOBHTE, ve cTe Gpemenna u me B
MOCHBETRA /A MPHEMATe APYro AeKapcTeo sMecto Onmecta A, YnorpeGarta na OnMecra A He ce
[penopsyBa npe3 paHHaTa 6peMeHHOCT ¥ He TPAGBA na ce npreMa, ako cre Gpemenna corex TpeTan
Mecen, Thif KA1, aK0 Ce U3MON3RA Clie] TPETHS Mecel] Ha GPeMEHHOCTTa MOKE CEpHO3HO J1a YBPEIH
Baweto Gebe.

AKo o BpeMe Ha edenHeTo ¢ OmMecta A 3abpemeneere, MOIS yBenoMeTe BeaHara Bamms nexap v
TO nIocerere HezabaBHo,

Kvpmene: Jiokasano e, ve aMIouNMK NpeMHAHABA B KbPMATa B MasTku XonuuecTBa. Hudopmupatite
Bamwa nexap, ako KspMHTE KIH HMaTe HaMeperue fa kbpmute. OMecTa A ne ce IPenoprBa 3a
MaHKH, KOUTO KbpMAT ¥ BalmHaT nexap Modke Aa msbepe Apyro nedenue 3a Bac, axo xenaete xa
KBpPMHTe, 0cobeHo ako Gebero Bu € HOBOPOLEHO HIH € NPeKAEBPEMEHHO POLEHO.

Ako CTe OpeMEHHa Wi KbpPMHTE, CMATATE, 4€ MOXKe 1a cT¢ GpeMeHHa KTH IUIaHApaTe GpeMEHHOCT,
nockBeTsaliTe ce ¢ Batus nexap wnn dapmaniest npeayv ynorpe6ara Ha ToBa 1eKapCTRO.

MWodupane u pabora c MAMAR
HoKaTo cTe Ha neuenHHe 3a BUCOKO KPBBHO HAATAHE MOXKE Ja C& HYBCTBATE CHIINBY WM 3AMATHH

HIH Jia noly4HTe rnasobonne. AKo ToRa ce CTy4l, Re Wodupaiite U He paGoTeTe ¢ MAMEN, IOKATO
cuMITTOMHTe H34e3HaT. [TocereTBatiTe ce ¢ Bamud siexap.

OMecTa A cHILPAKA TAKTO3A
Axo Bawusr nekap Bu ¢ xasan, 4e uMaTe HEOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE C& C HEro
[IPENH 12 3aN0YHETE Na NPHEMATE TO3H NeKAPCTBEH NPOYKT.

Ouamecra A chIbpoka HATPHH

Tora nekapcTBo ChABPXkA NO-MaKo OT | mmol aTpuif (23 mg) Ha ¢unMupana tabnerka, T.e. MoXe
Aa ce Kaxe, ¥e MPaKTHHeCKH HE ChABbP/Ka HATPHIL

3.  Kaxk aa npuemate Oamecta A

Bunaru npuemalite ToBa JIeKapcTBO TOYHO KakTo By e kasan Bamuat nexap
CTe CHIYPHH B HEIUO, Nonuraiite Bamnsa nekap vwnu dapmauesr.

. IIpenoprunrennara nosa na OnMecra A e equa TabeTka JHEBHO.

. Tabnetkure Morat Ja ce Mpaemar cu¢ wid Hea xpara. IirbTheTe Tab,
(nanp. vama sona). Tabnerkara He TpaGsa xa ce nueue. He 1 npHem
rpefingpyt. ~
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° AKO € BE3MOXXHO, IpHeMaiiTe IHEBHATA CH 4034 [10 €/IHO K CHIIO BPEMe BCEKH JICH, HAIPHMED
Ha 3aKyCcKa.

Onmecta A ¢pummpany Tanersa or 20 mg/5 mg 1 40 mg/S mg;: enurennara Hepra € camo 3a
YTECHABAHE Ha CUYIBAHETO C LN NO-ECHO MNOTTBIAKE, A HE 32 PA3/IC/ISHE HA PABHE JIO3H.

AKo cTe npHeJIH noBe4Ye 0T HeobxogumaTa moza Oamecra A

Axo npuemere nosete TablIeTKH, OTKONKOTO TPAGBA, MOXKE Aa TIOTYUHTE HHCKO KPLBHO HANATAHE Che
CHMITTOMH KATO 3aMAAHOCT, OBp3 WIH GaseH copaeyeH PHTHM.

TioBHINEHO KONMYECTEBO TETHOCT MOJKE A1 ¢é HATPyNa B Genmure Apobose (Genoapoben oToK),
NpHYHHABANKY 381yX, KOHTO MOKE Ja ce pasBue 10 24-48 yaca cien mpuema.

AKko npueMeTe noseye TabNeTKH, OTKOMKOTO TPAGBA WIH AKO JeTe CAY4AiHO TOrbJIHe HAKAKBH
TabneTky, BefHara otunere ao Bamnd nexap wid 1o Kak-6raskara GoHHIA C HEHTRD 33 CHEIRHA
MOMOIN ¥ HOCETE CMAKOBKATA Ha JIEKAPCTBOTO HIH Ta3H JINCTOBKA CBC cefe CH.

Axo cTe mponycHann ga npueMere Ouamecra A
Ako cTe NPOIyCHANH Na NPHeMeTe 10348, B3eMeTe 00MualiaTa 1033 Ha CIIEABALIMSA AEH, KAKTO
o6uxaoBeHo. He B3eMaiiTe ABoiiHA 1032, 32 12 KOMIIGHCHpATE TIPOITYCHATATA 1034,

AKo cTe capesiu npaemMa Ba Oamecra A

Baxuo e na mpopsipxure fa npuemare OnvecTa A, ocseH axo Baummrr nekap Bu e kasan a cripere.
AKO HMaTe HAKAKBY JOITBIHUTE/IHH BRIIPOCH CBBP3aHY ¢ YNIOTpeBaTa Ha TORa NIEKapCTBO, RONATANTE
Bamma nexap vnu gapmanesr.

4. BB3MOXKHH HexeJAHH PeaAKURH

Kakro BCHUKH JIEKapCTBa, TOBA NEKAPCTBO MOIKE 1a MMPEeAH3BUKE HEXKSARHH PCaKIHH, BBIIPEKY Y€ HE
BCCKM T'H ITOJIyYaBa. Ako ce NOABST, TE YECTO Ca NEKH H HE C€ HAIATa CITHpaHe Ha JIeYeHHeTo.

Burpekn, 4e He MROTO X0Pa ' BOJIY4ABAT, CACAHATE HEKEIRHH PEaKIBH MOTaT A2 6baaT
CepHO3HM:

Io Bpeme Ha nesenuero ¢ OnMecta A MOTAT Aa ce HaGMIOIABAT ANEPrHYHN PEAKLIMH, KOWTO MOTAT A4
3acerHat UAIOTO TAIO ¢ MOAYBAHE HA JIMIETO, YCTATa W/ JapHHKCa (TIACHMTE CTPYHH), 3361HO ChC
cbpbesx u 06puB. TexKy KOAHY Peaxiliy, BRIOUHTETHO CHIeH KOXEH 06pUB, YPTHKApHS,
3a4epBiABaHe HA KOXKATA Ha LILIOTO TANO, CHIIEH ChpOek, MEXYDH, JIOIIEHe H OSYBAHE Ha KOJXKATa,
BEINATCHKE Ha THrAaBHIHTe (CHHAPOM Ha CTHBBHC-JDKOHCEH, TOKCHYHA eITMIEPMATHA HEKPO3a)
HIH JPYTH anepryiHy peakiii, AKO TOBA ce ¢JIywH, cnpeTe npAema ga Ouamecra A B Bezabasno
ce cBBpKkeTe ¢ Bamns nexap.

Onmecta A MOe Ia nOBeNE 1O MHOTO CHITHO CllafiaHe Ha KPBBHOTO HAMATAHE IPY HyBCTBHTENHE
TALMEHTH WK BCICICTRHE Ha aJICPrHYHa peakis. Tora MOXKeE JIa NMPeu3BHKA CHITHA 3aMAasHOCT WK
NPHTIAABK. AKO TOBA Ce CTy'H, capere npreMa aa Oumecta A, ne3abaBHO ce cabpxete ¢ Bamus
JIEKAP R JierneTe.

C HeuW3BeCTHa YeCTOTa: aKO UMATe NOXKBATABAHE Ha BATOTO Ha OUYMTE, ThMHA YDPHHa, ChpOek Ha
KOKaTa, IOPH aKO CTE 3aN04HATH NeyeneTo ¢ OiMecTa A MpelH 10CTa BpeMe, HedabaBHo ce
cBEpaxere ¢ Bamms nexap, KOHTO 1lie OLEHN CUMITTOMETE | INe NpelieHH KaK aa MPONBIKUTE
JICUEHHETO 38 KOHTPOA HAa KPHLBHOTO HATAraHe,

JApyra Bb3IMOKHA HexenanH peaxnun ¢ Onvecra A:
Yectr (Morar aa 3acersar a0 1 pa 10 yoneka):
3aMaaHOCT; TaBO0ONHE; OTOK HA TIIE3EHHTE, CTHIIANATA, KpakaTa, A1aH
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Hewgecrn (Morar aa 3acersat 30 1 Ha 100 wopexa):

3aMasHOCT NpU M3NPaBAHE; TANCA HA EHEPTHA; HITPHIBAHE W MPABYIKAHe HA PHIETE WK Kpakara;
CBETORBPTENK; YCCILAHE HA CPACYHHUA PHTEM; YCKODEH CBPACYEH PHTHM; HECKO XPLBHO HATIATAHE ChC
CHMNTOMH KaTo 3aMASHOCT, PUMalABaHE; 3aTPYAHEHO JHIIAHE; KALNLA, rafeHe; OBPHIIAHE; KOO
XPAHOCMUNIAHE; IMADHA; 38IIeK; CYXOTa B ycTara, Gonka B ropHaTa 4acT Ha kOPEMa; KOJKEH o0pHB;
Kpamnu; Gonka B ppuETe K KpakaTa; Gojixa B rbp0a; yoelane Ha HeCTy [O3UBH 34 YpUHHpaHe; JHca
HA CEKCYATHO JEMaHHe; HeBBIMOKHOCT /13 C€ NOCTHIHE MIH Jia ce IONIBPKA epeKims; clabocT.
Habmonasauu ca chillo HAKOH NPOMEHA B Pe3yNTaTHIE OT KPHBHUTE M3CNEABAHMA, KOHTO ¢4
CSICIHUTE: TIOBHINABAHE, KAKTO H HAMA/IABAHE HA HMBATA HA KANTHH B KPbETA, TOBHIICHH HMBA Ha
KPCaTHHHH B KPBETA, NOBHIUSHH HHBA HA MTHKOYHA KMCENUHA, MOBHIIEHH CTOMHOCTH Ha
M3C/Ie/IBaHHATA, OTPA3ABAIIH YEPHORPOOHATA dyHKIMA (HUBATA HA raMa-TTyTaMui Tpaucdepaara).

Pegicu (Morar 3a 3acermar 30 1 ga 1 000 qopexa):
CBpEXIYBCTBHTENHOCT KbM NEKaPCTRA; MPANATLIH; 324€PRABAHE Ha THUETO H TOIUTH BHIHH; YEPBEHH
CBPOALUY MOXYTHHH (YPTHKAPHA); OTOK Ha JHLETO.

Hexeadure peaKunn, KOHTO ca CLODIIEHH NPA yNOTPeGATA CAMO HA O0JIMECAPTAR MEAOKCOMEI
HJIE CAMO H3 AMJIOSRIEE, HO He B ¢ OaMecTa A HaA cLo0UIeHH ¢ HO-BHCOKA TECTOTA!

Onmecapman MedoKCoMun

Yecrn (Morar ia 3acersaT o 1 pa 10 woBexa):

BpOHXHT; BL3NANEHO MEP0; XPeMa HITH 3afylReH HOC; KalLtHLa; Goaka B o6nacTTa Ha KOpeMa;
CTOMAITHO BB3IIANCHRE; THAPHSA; JIOMO XPaHOCMMIIAHE; rajieHe; GOlKa B CTABATE HITH KOCTHTE; 60/IKA
B r5p0a; KpB8 B ypAHATa; HE(EKIHA Ha MMKOYHHTE THTHMA; GONKa B MbPANTE; FPHNONOAOGHM
cummrromy; Gomka. Iipomenn B pesysTraTHTe OT K)YbBHUTE W3CHEIBAHHA, KATO YBSIHYEHH HUEA HA
Ma3HHHUTE (XHICPTPUITTHIEPHIEMHA), Ha YPEATa B KPHBTA WIH NOBHINEHA IMKOYHS KHCENHEA 1
YBENMYEHH CTOHHOCTH Ha M3CIICIBAHMATA 38 YEPHOAPOOHA M MyCKy.1Ha GyHKIMA.

Hevectd (morat aa 3acernar no 1 g0 100 woBexa):

Hamanen 6poii Ha BI KPBBHY KJIETKH, W3BECTHH KaTO TPOMGOINTH, KOSTO MOMKE Jia I0BEMie [0 JECHO
ofpasyBane Ha CHHWHH HIH NPOJE/DKHTENHO KbpBEHE; AIEPIHYHH PeaKLuy OT 65p3 THIL, KOMTO MoTaT
A3 3aCETHAT LAI0TO TANO H Ja NPEAH3BHKAT MPoG/ieMH ¢ HIIAHETO, KAKTO ¥ Gbp30 criafaHe Ha
KPBBHOTO HAJIATaHe, KOSTO IOPH MOXKE A2 ROBEAE A0 NPHNANEK (aHADUNAKTHIHH Peakiym);
CTeHoKapAHA (Gonka WM HEMPUATHO YCEMAHe B MP/MTE, H3BECTHO KATO AHTMHA MEKTOPHC); Chpbex;
H3PHBAHE Ha KOKATa; anepriveH koxen obpus; oOpHB ¢ KONPHBHA TPECKa; OTOK Ha JIMLIETO,
MyCKyNHa 60nKa; HepasMoONOXKEHHUE,

Pexxu (MoraT aa 3acernar ao 1 na 1 000 sopexa):
OtoK Ha THIIETO, yeTaTa W/ILIA NapHHKCA (TIaCOBHTE BPL3KK); 0CTpa GBGpeuHa HEAOCTATRYHOCT 1
O10peyna HEXOCTATEYHOCT; IETAPIHA.

Ampodunun
Muoro 9ecta (MoraT aa 3acernar yosede ot 1 na 10 yoBeka):
Orok (3aapBKKa Ha TEYHOCTH )

Yectn (MoraT Aa 3acernar 40 1 na 10 wosexa):
Bonka B ofnacTra Ha kopeMa; raneHe; 0TOK Ha [IE3eHHTE; YCeIllaHe 3a CHHIIMROCT, 3auepEABaHE Ha
JIALETO 4 YeellaHe Ha TOIUTH BB/IHH, 3pHTE/IHH HapYWieHHA {BKIOYHTEIHO ABOWHO BIDKIAHE WK

3aMBLICHO 3peHKe), yeelliaHe Ha yIapHTe Ha CHPLETO, AMAPHi, 3aNeK, OO Xp
¢nabocT, 3aTpyAHEHO qUIUAKe,

Hewectu (Morar aa 3acernat ao 1 sa 100 yosexa):

Ilpo6nemu cbe CHEA; HAPYIIEHNS HA CHHS; IPOMEHHA B HACTPOESHHETO, B
Ge3noKoNeTBO; ASIPECHs; PasAPASHHTENHOCT; BTPHCRHE; IIPOMEHH BBB B
yumTe (THHUTYC); BAOIIABAKE Ha CTCHOKAPAHNA (GONKA WM HENPAATHO YO
HEMpPaBWIeH CHPACHEH PHTEM; XpeMa HiH 3allyHIeH HOC; kOCOTa; JHIaBH 51
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KOXATa 10pajii MANKH KPBBOMUTHBH (Typriypa); IPOMAHA B [BETA HA KOXKATA; PEKOMEPHO OTEHE;
H3pHBaHe Ha KOXKaTa; ¢bpbex; uepsenu chHpOMON noxyTHiu (ypTuKapus); Golka B CTaRHTE WIH
MyYCKyJIUTe; ripoGiieMH ¢ YPHHHPAHETO; HO3HBH 33 YPUHHPAHE NPe3 HOUITA; HeCTH NO3HBH 3a
YPHHHpAHE; YTONeMABAHE HA IBPIWTe NPH MEXeTe; GoNka B repanTe; 6olTka, 0610 HEpasnooKeHHE;
yBelHYaBaHe HIH HaMalaBaHe Ha TEINIoTo.

Peaxn (moraT na 3acersar ao 1 no 1 000 gosexa):
ObGupkaHoCT,

Mpuoro peaxn (moraT aa 3aceraar go 1 na 10 000 wopexa):

Hamanapane Ha 6pod na GelTuTe KPBBHU KIIETKH B KPBBTA, KOSTO MOXE A2 YBETHYH PHCKA OT
HHeKuMH; Hamansipare Ha GPOS HA BHII KPhBHH KIETKH, M3BECTHH KAaTO TPOMGOLMTH, KOETO MOWKE 18
AOBEJE 0 NieCHO 00pa3yBaHe Ha CHHUHH WIH TIPOIBDKMTENIHO KhDPBEHE; NOBMLIABAKE HA KPhBHATA
FJOK033,; TOBHIICHA CTErHATOCT HA MYCKY/IMTE HJIH NMOBHIICHA PE3UCTEHTHOCT [PH MACHBHO
ABIDKeHHE (OBHIICH MyCKyJIEH TOHYC); M3TPHIIBAHE HITH MPABYUKaHe 110 PHUETE WA KPaKaTa;
ChpAcdeH yaap (WHGApKT), Bb3nalieHHe Ha KPBBOHOCHHTE CHAOBE; Bh3NANEHHE Ha YePHHA Jpob Hin
NMaHKpeaca; BB3MaeHHe Ha CTOMALHATA JIMTAaBUIa; 3agebendBane Ha BEHIIHTE; MOBHIICHH
4epHOAPOOHH eHINMH; TIONCHIITABAHE HA KOMKATA M 0YMTE; TIOBHLIEHA 1yBCTBHTENHOCT HA KOXATa KBM
CBETIIMHATA; aJlepIHIHA peakiys: Chpbex, o6pHE, oyRaHe Ha TMLETO, YCTATa W/WIH TapHHKCA
(rnacosHTe BPB3KH) 33€HO CBC ChPGEXK 1 OGPHB, TEXKKH KOXKHA PeaKuHH, BITIOUMTETHO HHTCHIHEEH
KOXeH 0OpHB, YPTHKADHA, 3a4CPBABAHE Ha KOXKATA 110 LI0TO TAIO, CHIEH ChLpOex, ofpasypane Ha
MeXypu NO KOXKaTa, HIMOUIBAHE U MOIYBAHE Ha KOMATA, BL3[ANeHHE Ha THTRBHIIHTE, TOHAKOTA
KHMBOTO3aCTPALIABALIH,

C HeH3BECTHA YeCTOTA (JECTOTATA HE MOXKE /1A C¢ ONPeAe/n 0T HATHIHATE AAHHH)

Or nanuestx, npreMaitn OnMecta A, ca croGIIEHN CHIIC CNEIHNTE HEKeTaHuM peakiiy;
KOMOMHMPAHH HapyIEeHHA MeXITy CKOBAHOCT, TPENiepeHe H/HIH JBHTATENHH HapYIIEHHH,
TIpHTPEnBaHe, BALPBEHA CTOAKA, MACKOBHIHO NHIiE, 3a0aBeHU NBHKCHMA ¥ BIAYEHE Ha KPakara,
HecTabHNHA OXO0nKa.

CrobmaBaHe Ha HEXeJAHH PeAKNHR

AKO [ONTy4HTe HAKAKBH HEKeNaHu NeKapCTBEHH peakuuy, yreaoMere Bamns nexap win dapMalesr,
Tona BIOYBa BCHUKH BBIMOKHH HEOITHCAHM B TA3H JMCTOBKA HEKETAHH peakinid. Moxere csmo aa
CHOSIMUTE HeXENaHK peaKIkK JUPEKTHO upe3 WambiavTenna arennys no JeKapeTsara, yi. Jiamas
I'pyes” Ne 8, 1303 Codwua, Ten.: +359 2 8903417, yeGeaitt: www.bda.bg. Karo crofmanare
HEMKENaHH Peax1ny, MOXETE 1a JafieTe CBOS MPMHOC 3a NOJTy4aBaHe HA TIOBede KHGOPMALHA OTHOCHO
Ge301acHOCTTa HA TOBA TEKAPCTBO.

5. Kak na coxpanssare Onmecra A

Ha ce cpxpaHaBa Ha MACTO, HEAOCTEIIHO 33 JelA.

He u3nonssaiite ToBa NIeKapcTRO ClIEN CPOKA HA TOAHOCT OTGENA3IAH BEPXY KAPTOHEHATA ONBKOBKA,
Bymunkara u Gnpcrepa. CpOKBT Ha FOAHOCT OTIOBApA HA NOCTIEHAS ASH OT IOCOYEHHS MeCelL,

Toba lexapcTBO He H3HCKBA CTICLMATHY YCIOBHS HA CEXPAHEHHE.
He usxBuprisiite nexapcTsaTa B KAHANW3AUMATA WM B KOHTEHHEpa 33 IOMAIIHY

Honuraiite Baina dhapMauesT kak Aa W3XBBPIATE JEKapCTRATA, KOHTO Bede
MEpKH IIe CIOMOTHAT 33 ONa3BaHe Ha OKOJIHATA Cpefa.
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6.  Coaupaagse H2 ONAKOBKATS M A0ULIBUTE HS HROOPMATES

Kaxpo coanpaxa Onmecta A

. AKTHBHHTE BELLIECTER €4 OFIMECAPTAH MEJOKCOMM ¥ AMITOAMIHH (KaTo Geawnar).

Beaxa Tabnerxa chanpika 20 mg olMecapTal METOKCOMMWI M S mg aMIomarmiH (kato Gesunar).
Beaka Tabnerxa chaspxa 40 mg ofMecapTan MEIOKCOMIT K 5 mg aMaozuni (kato Gesmnar).

ApyruTe CHCTABKH Ca: MEXPOKPHCTATHA LENTYSI030, AKTO33 MOHOXHIPAT, KPOCTIOBH/OH, [IOBUIIOH,
HATPHEB HUIIECTEH IMUKONAT (KapToden), KONOUAEH XHAPATHPAH CHIHIIHEB JHOKCHE, MAFHE3HED
cTeapar.

AApYrHuTe CHCTABKH BHE (PHIMOBOTO TIOKPUTHE Ca YACTHUHO XHAPOTHIHPAH OTHBHHIIOB ATKOXOM
(E1203), maxporon (E1521, nonserunearnukon), tanx (E553b), THTanoB auoKcHn (E171), xBnr
weneaeH okeus (E172) (camo 33 Onmecra A 40 mg/5 mg dunmupany Tabnerxy).

Kax maraexaa OnmecTa A # KAKEO CLIBPAR OMAKOBKATS

Dunmupannre Tabnetkn Onmecta A of 20 mg/5 mg ca Senm, KPR, CTAHAAPTHO H3TLKHATH
buavupann Tabnerku ¢ BILGHATO penedHo O3HAUCHHE "S" OT eHATA CTPaHA; APYTATA CTpaHa Ha
TayieTkara e ¢ NenuTeNHa Yepra M ¢ BATsGHaTo penedHo o3Hayenye "2" ot IABaT2 CTpaHa Ha
nenurentara yepra K "0" ot A4cHaTa cTpana.

Puimnpanure Tabnerkn Onmecta ot A 40 mg/5 mg ca KEATEHWKABY, KPBLIK, CTAHAAPTHO
M3NBRHATH GUAMMPaHY TAGITETKH ¢ BATBGHATO peNedlo 0aHavetke "5" OT egnaTa cTpana; ApyraTa
CTpaHa Ha Tab/leTKaTa € C JeTHTENHa YepTa M ¢ BITE6HATO penedho o3HaueHue "4” ot nssara CTpaHa
Ha JenuTennarta yepra u "0" or gAcHara cTpana.

HanuuHy ca cneqHdTe BHAOBE ONAKOBKH:

OPA/AIWPE+ cymmren — Alu 611cTepHH ONMaKoOBKy

Bancrepu 20 mg/5 mg: sunose onaxkoekw ¢ no 14, 14(14x1), 28, 28(28x1), 30, 30(30x1), 56, 90, 9%,
98(98x1), 120 ¢punmupanu TabreTkH

Bancrepu 40 mg/5 mg: sunoee onakoeku c no 14(14x1), 28, 28(28x1), 30, 30(30x1), 56, 90, 98,
98(98x1), 120 dunmupanm Tabnerkn

Bytinxs
Tlo 100 gpurmupany TaGnerxn 8 Gyrrnku or HDPE. Beska 6yTiika chaspika KyTHIKa CC CYIIHTES,
33 Ja C& ChXpaHABaT TafNeTKHTe CyxXH.

He Bewmxy BUOBE OMIAKOBKU MOTaT Aa Gh/IaT IycHaTH B Npoaaksa.
IIprTekaTen HA pApemeHAETo 38 YROTpeba B HpoR3BOAATE ]

IlpwrexxaTen Ha pazpenenueTo 33 ynorpetGa
TevaB.V.

Swensweg 5

2031 GA Haarlem

Hunepnanana

HporsBogurenn:

Merckle GmbH
Ludwig-Merckle-Strasse 3,
Blaubeuren §9143
Baden-Wuerttemberg
T'epmanna

Bbankandapma-Hynuuia Al
yi1. “Camoxorcko woce™ Ne 3
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2600 Qynuuna,

Buarapus

Tosa JexapcTno e paspemeno 3a yroTpeSa B 1hpKapHTe - wienkn na Epponefickoro
HKOHOMRAYECKO HPOCTPARCYBO NOJ CIEAHHTe HMEHA:

Bearus Olmesartan/Amiodipine Teva 20 mg/5 mg filmomhbulde tabletten/comprimés
pelliculés/Filmtabletten
Olmesartan/Amiodipine Teva 40 mg/5 mg filmomhulde tabletten/comprimés
pelliculés/Filmtabletten

Brnrapua Onmecta A 20 mg/5 mg punmMHpasd Tabrerku

Onmecra A 40 mg/5 mg bwimMupanu Tabnetxu

lepmanus Olmesartan/ Amlodipin AbZ 20 mg/5 mg Filmtabletten
Olmesartan/Amlodipin AbZ 40 mg/5 mg Filmtabletten

Ecronus Olmesartan medoxomil/Amlodipine Teva

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

Hranns Olmesartan medoxomil e Amlodipina besilato Teva

Jlurea Olmesartan medoxomil/Amlodipine Teva 20 mg/S mg plévele dengtos tabletes
Olmesartan medoxomil/Amiodipine Teva 40 mg/5 mg plévele dengtos tabletés

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

medoxomil/Amlodipine Teva 20 mg/5 mg apvalkotas tablets
Hugepnanaua Olmesartan medoxomil/Amlodipine Teva 20 mg/S mg, filmomhulde tabletten
Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg, filmomhulde tabletten
Hopryranus  Olmesartan medoxomil/amlodipine besilate Teva

AaTa ga nocJeRHO APepa3TIeKIAnEe HA JIHCTORKATA
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