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Oumecta A 20 mg/S mg puamupann Tabdaerkn ]
Olmesta A 20 mg/5 mg film-coated tablets - 6 ¥ 702 7 "J7 U U -Us- LULY

Oamecta A 40 mg/5 mg puamupanu TadjieTKH
Olmesta A 40 mg/5 mg film-coated tablets

oJimecapTaH Meaokcomuil/amnoaunul (olmesartan medoxomil/amlodipine)

[IpouyeTeTe BHHMATEIHO UAJIATA JIHCTOBKA, NPEAH 12 3aNI0YHETE /1a IPHEMATE TOBA JIEKAPCTBO,

ThbH KATO TH ChAbPKA BaxkHa 3a Bac unpopmanus.

- 3anasere Ta3u JIMCTOBKA. MoxKe /1a ce HaJIOXKH J1a s [poYeTeTe OTHOBO.

- AKO UMaTe HAKaKBH JIOMbJIHUTE/IHH BBITPOCH, rnonuraiTe Bawims nekap wim papmauesr.

- ToBa nekapcTBo € npeanycaHo Ju4Ho Ha Bac. He ro npeorcrbnBaiTe Ha Apyry xopa. 1o moxe
J1a UM HaBPEH, HE3aBUCUMO Y€ MPHU3HALMTE HA TAXHOTO 3adosBaHe ca chiuTe Kato Bawmure.

- AKO NnoJIyYuTe HAKAKBH HEKEJIaHH peakuuH, yseaomere Bawus nekap win ¢papmauest. Tosa
BKJIIOUBA M BCHUYKH Bb3MOYKHH HEKETaHW PeaKLIMi, HEOTTMCAHH B Ta3H JINCTOBKA. BukTe

TOoYykKa 4.

KakBo ¢cbaAbpAKa Ta3H JIHCTOBKA

KakBo npeacrasisgea OsmMecta A U 3a KaKBO Ce M3I10J13Ba
KakBo TpsOBa na 3Haere, npeaun aa npuemere Onmecra A
Kak na npuemare Onmecra A

Bb3MOXKHH HEKEJIAHU peaKLIMH

Kak na cpxpanssare Osimecta A

ChabpkaHHe Ha ONAKOBKATa W A0MbJIHUTEIHA HHpOpMaLIMA

S W N e

is Kakso npeacrasassa OamecTa A H 32 KAKBO e H3110/13B2

Onmecta A cbabpika /IB€ BELIECTBA, HAPEUYEHHU OJIMEcapTaH MEJIOKCOMHII U aMJIO/IMITHH (KaTo
amJioaunuH 6e3unar). M asere BewiecTsa nomarar /1a ¢€ KOHTPOJIMpPAT CTOMHOCTHTE HA BUCOKOTO

KPbBHO HAJIATAHC.

e OnMecapTaH MEAOKCOMMUII MPUHAUIEKH KbM IpyIia JIEKapcTBa, HApe4Y€eHH ,,aHrHOTEH3HH 1
peLENnTOPHH AHTArOHKUCTH ', KOUTO MOHW)KABaT KPbBHOTO HA/IAraHE KaTo pasliupsaBar

KPbBOHOCHHUTE CbJIOBE.

® AMNIOUITHH NPHUHA/IIIEIKH KbM IPyIa BELIeCTBA, HAPEUYEHH ..KaJlIMeBH aHTarOHHUCTH™ .
AMJIOJMITHH CIIMpa NMPeMHUHABAHETO HA KAJILMI Npe3 cTeHaTa Ha KPbBOHOCHUTE ChI0BE, KOETO
Bb3MNPENATCTBA CBUBAHETO HA KPbBOHOCHHUTE ChAOBE, KATO 10 TO3H HAYMH ChHIIIO HaMaslsBa

KPBBHOTO HaJjiraHe.

HEECTEHHTH HAa TE3H JABC BCLUCCTBA AONMPHHACAT 3a NpCcAOTBPaATABAHC HA CBUBAHCTO HA KPbBOHOCHHTC
Ch0BE, TaKa Y€ KPbBOHOCHHTC CBH/IOBC C€ OTINMYCKAT H KPbBHOTO HAJIAIaHC CC MOHHYKABA.

Onmecta A ce U3Mo0JI3Ba 3a JICYEHHETO Ha BUCOKO KPbBHO HAJIATAHE MPH MALIUEHTH, YHETO KPbBHO
HaJIiraHe He ce MOBJIMABA B JI0CTATbYHA CTEIEH IMPH JICYEHHUE MITH CaAMO C OJIMEcapTaH MEeJOKCOMMII,

HJIH CAMO C aMJIOJIHUTIHH.
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2, Kaxspo TpulBa na 3naere, npean na npuemere Oamecra A

He npreMa¥te Onmecra A:

- aKO CTe AJICPTHYHM KbM OJIMECAPTaH MeJOKCOMMII WIH KbM AMJIOAMIIHH WIH KbM CTICIHAIHA
rpyna KaniyueBy aHTATOHKHCTH (IHXHAPONHPHANHHE), WIH KbM HAKOA OT OCTAHAIHTE ChCTABKH
HA TOBA JIEKAPCTBO (H36pOeHH B TOuka 6).

AKO MHUCJIHTE, Ue € Bh3MOXKHO /1a CT€ allepridHH, roBopeTe ¢ Balus nexap npeaM aa npHemere
OnmecTa A.

- ako cte GpeMenns caea 3-TH Mecen (cr.mo Taxa ¢ no-a06pe ¢ na w3baraare npueMa Ha
OnMecTa A 10 BpeMe Ha PaHHA OPEMEHHOCT — BIDKTE TOUKA ,,BPEMEHHOCT H KbpMeHe™);.

- ako HMaTte mHMaber Wau HapymieHa 6u0pevHa QyHKIHS U Ce JIEKYBATe C JIOKapCTBO 38
NOHIKABAHE HA KPHBHOTO HANSTAHE, ChABPKALIIO0 ATHCKHPEH; _

- aKo UMaTe TeXKH YepHOAPOOHH npobeMu, aK0 € HAPYIIEHA HKTHIHATA CEKPELHS HIH
APEHHPAHETO HA AUTHUKA OT HOTHYHHA MEXYp € OOKHpaHO (HanmpUMep IPH KaMbHH B
JUTHIKATAR) HIIH aKO MMATe XKhITeHH1A (TTOXBITABaHE Ha KOXKATa K. OUMTE);

- aKO HMATEe MHOTO HHCKO KPBBHO HANATaHE; .

- aKo CTPAJIaTe OT HEJOCTATHYHO KPHBOCHA014BAHE HA THKAHMTE CBC CHMITTOMH K&TO HAIIpHMED
HMCKO KPBBHO HallArase, ciad mync, yCKOpeH ChbpAedeH PHTHM (IIOK, BKIIOTHTENHO
KapaHoreHeH mok). KapauoreHeH mok 03Ha4aBa MOK, HACTHITHII BCIICACTBHE HA TEXKKH

chpACHHH MpobieMu.
-.  8KO MIIM3AHETO HA KPHBTA OT CHPLETO BH € BLInpenaTcTBaHo (HanpuMep Nopaay CTeCHIBaHe

Ha aopTara (AOPTHA CTEHO34));
- aKo CTpajaTe or cnaba crpacyHa AeHHOCT (KOSTO BOAM A0 HEOCTHUI HR BB3AYX HITH nepudepHEn
OTOLIH) CJIEA CEPACYEH YAap (OCTHp MHOKApACH HHPApPKT).

lipeayupeaxaeHES R BpeANAIRE MEPKR
I'oBopeTe ¢ Bamns Jiexap BaB apManesT npeas aa npaemere Oamecra A.

YeeaomeTe Bamnsg jJexap, 8K0 NpUEMaTe HAKOE OT CJIEHUTE JICKAPCTBA, H3MOI3BAHH 34 JICUCHHE HA

BHCOKO KPbBHO HA/AraHe:

. ACE vmxuburop (Hanmpumep enanarrpm JIM3HHONPHIL, PAMHUIIPHIT), 0COOEHO aKk0O HMare
6n6peunn npoﬁner.m, CBBp3aHH ¢ auabera. .

. AJIHCKMPCH,

Bamusr nei:ap MO€e TIEPHOJHYHO A& nMposepsBa Op0OpeunHara By pyHkijis, KpbBHOTO HANATaHe H
KOTM4ECTBOTO Ha CJICKTPO/IHTHTE (HANP. Kanuit) B kpsBTa Bh.

Bipkre cpmo nadopManuaTa o3arnasena “He npuemaiite Onmecra A ™.

I'osopeTe ¢ Bamus Jexap, ako HMATE HAKOH OT CIEHHTE 3APABOCTIOBHH IPoBIeMH:

. npobaemu ¢ Ox6penure WM 6b0peyna TPARHCILIAHTALHA;

° yepHOAPoOHO 3aoNsBaHe;

®  CHPACYHA HEAOCTATHYHOCT HITH NpobeMH ChC ChPCYHHTE KIAMH HIH CHPACYHHA MYCKYJT,
®  CWIHO NOBPHIIAHE, AMAPHA, JICUCHHE C BUCOKH JAO03H ,,OTBOAHABAINM TabneTxku* (Juyperuim)
WM aKo cHaspare Oe3conHa auera; :
NOBHIIICHH HYBA HA KATUA B KPHBTA;

npobiieMH ¢ Hanﬁ'bﬁpemime »ie3n (Kie3u Ha Bpxa Ha 6B6perTe, KOUTO npomnex,ua'r
XOPMOHH ).

Ceupxere ce c Bamws jiekap, ako rmnque nnapm KOSATO € TeXKA, NPOAB/IDKHTEIHA H BOIK
JHAUMTETHA 3aryGa Ha Terno. BamuaT nexap Moxe /13 OLieHH CHMITTOMHTE H A pellH
MPOAL/DKH JICYEHHMETO HA KPBBHOTO BH Hasnsrase.

T'oeopere ¢ Bammns nexap, ako noydure kopeMHa 6oika, rajieHe, OBpHINAHE HIH
npueM Ha Onivecta A, Baumir nekap e B3eMe pelieHHe 3a N0-HATATHUIHO JICUCHHE
npHeMare JiekapcTBoTo OnMecta A CAMOCTORTENHO.
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Kaxro npu BCAKO IEKAPCTBO, KOETO HAMANABA KPBHOTO HAJIATAHE, TPEKOMEPHOTO CIIA/IaHe Ha
KPBHBHOTO HAJIATAHE NPH NALMEHTH ¢ HAPYLIEHHA B IPHTOKA HA KPBB KbM ChPLIETO WM MO3bKA MOXe
Aa aoseae Ao HRGApKT WK HHCYIIT. BamuarT nekap me nposepasa xpi.nnom Bu Hansrane ¢
NOBHIIEHO BHUMAaHHE.

Tpabna na crobmmre Ha Bams nekap, K0 MHCIIHTE Ye CTe (WIH € BL3MOXHO Aa CT¢) OpeMeHHa.
OnmecTta A He ce NpenophiBRa 3a ynorpeba npes paHHa 6peMEeHHOCT H He TpabBa 1a ce npHema, ako
cTe OpeMenHa cred 3-TH MeceR, Thil KaTO MOXKE A IIPeAH3BHKA CEPHO3HO YBpEKkaane Ha Bamero
Gebe, aKo0 ce H3NOM3BA MTPE3 TO3H NEpHO (BIDKTE TOUKA ,,BpeMenHOCT B KEpMEHe™),

Jlema u IOHOIA
OnmMecTa A He ce npenopbuea 3a ynorpeda npu Aetia ¥ wHomM nox 18 roguay.

Hpyra aexaperes B OnMmecTa A
Tpabea na kaxkere Ha Baimia nekap win papMatiesT, aKO PHEMATE WM HACKOPO ¢T¢ NPHEMaIH
HAKOE OT C/IEAHATE JIEKAPCTBA: |

- APYTH JEKAPCTEA 3% HOHEKABARE HA KPLBROTO HAANTABE, Thii KaTo edexThT Ha OnMecTa A
Moxe Aa Obae younen. Moxe a ce Hanoxky Bammsar exap ga npoMeHH ao3ara By w/im aa
B3EMe APYTH NPeana3sHH MEepPKH:

Axo npuemare ACE urxubrTop riM anuckupeH (BIDKTe Chillo HHPOPMALHATS 03ar/iaBeHa “He
npueMaitre Onvecra A” B “IIpegynpexcienus H NPeANa3HH MEPKH™).

o KaaHeBH N06ABKH, 39 MECTHTETH HA COJITA, ChHABKAMNA Kaanl, ,0TBOAHSBAIH
TabureTkr (auypeTsHig) WK xenapan (H3NO0M3BAH 34 paspexkgaHe HA KPHBTA H NpeAna3BaHe
OT KPbBHH CheHpei). Ynorpefara Ha Te3un ekapeTsa 3aeaHo ¢ OnMecra A MOXKE 18 TOBUIIH
HHBATA HA KAIHHA B KpBBTa.

. anTHil (1eKapcTBO, M3NOM3BAHO 34 JIEeYeHHE HA NIPOMEHH B HACTPOCHHETO H HAKOU BHIOBE |
Jenpecus), H3N0r38aH MO €AHO H CHIIO BpeMe ¢ OnMecTa A MOXKe J1a DOBMILIM JIUTHEBATA
TOKCHUYHOCT. AKO CT€ HA JIeUeHHe ¢ IMTHI1, BalumsT nexap e u3MepBa HUBOTO HA JIHTHIA B
xpbBTa Ba.

o HeCTePOHIHN npo'nmomummunn cpeacrsa (HCIIBC - - JIeKapCTBa, KOHTO C& H3MOT3BAT
3a IeueHHe Ha 00JIKa, OTOK H JPYTH CHMITTOMH Ha BL3NANCHHE, BKIIIOYATETHO APTPHT),
H3N0II3BAHM eAHOBpeMeHHO ¢ OnMecTa A, MOXE Jia NOBUIIAT pHUcKa oT 6x0peyuHa
HepocTaTeaHOCT, EdexTsT HAa OnMecra A Moxe aa ce orcnabu or HCIIBC.

¢  KOJNeCeBEAAM XHAPOXAOPAA (JICKApPCTBO, KOETO HaManaBa HHBOTO HA XOJIECTEPON B KPbBTa
Bu), Toii xaTo edexTsT Ha OnMecTa A Moxe aa 6bae orcnaben. Bamuar nekap moxe na Bu
nochbBeTRA Aa NpHeMare OnMecra A NoHe 4 4aca NPEH KoJleceBesiaM XHAPOXIIOPHL.

o onpeaeaecHE AHTHANEAR (JIeKAPCTBA MPOTHB JIOINO XPaAHOCMIWIAHE WM KHCeJTHHH), THH KaTo
edextT HAa OnMecTa A Moxe aa OpJie 1exo oTcnaben.

¢  JEKAPCTEA, B3003BAHY 33 JeucHue Ha HIV undexnna/CITHH (Hanpumep pHTOHABHD,

HHAWHABUD, HeGHHABHP) HJIH 34 JieeHHe Ha ruoOnunn addexnun (Hanplmep KETOKOHA3O/N,

HTPaKOHA30);

ABJITHAIEM, BEPANRMEI (CPEACTBA, M3NOM3BAHH NPH NPObIeMH CHC CHPACHHHS PHTHM H [TPH

'BHCOKO KPBBHO HAJISMIaHe).

padaMNHNEH, ePHTPOMANANA, lmapn'rpounnnn (aHTHOMOTHLM).

#*uJaT KaaTapaons (Hypericum perforatum) - OMIKOBO 1€KAPCTBO;

AAHTPOMEH (38 BIHBAHE ITPH TEXKKH HaPYIIEHUA Ha TEIECHATA TeMNepaTypa).

CHMBRCTATHH - CPEICTBO, KOETO C€ M3IIOJI3BA 38 NTOHIDKABAHE HA HHBATA Ha XOJIeCTepoJia H

Ma3HHHUTE (TPUIVIHLEPHANTE) B KPHBTA.

TakpOJHEMYC, CHPOJIRMYC, TEMCHPOJIHMYC, enepounuyc H DEKJIOCNOPHH - Hano.u!‘s ALCe 38

KOHTPOJIMPAHE HA HMYHHMS OTTOBOP, KOETO NO3BOJIABA HA OpraHM3Ma Bu aa nmpHe)

TPAHCIVIAHTHPAHHA OPTaH.

Hugopmupaiire Bamus sekap wan papMalieBT, ako IpHeMaTe, HACKOPO CTe IMPHEMNIIH,
BB3MOXKHO JIa IIPHEMETE APYTH NEKapCTBa.
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OaMecTa A ¢ XpaHA H HANHTKH
OnMecTa A MOXKe 1a ce mpHeMa ChC HIH 6e3 xpaua [Tormbimaiire TabneTkara ¢ MaNKO TEIHOCT (KATO

HanNpHMEp Yaina Boja). AKO € Bb3MOXKHO, NpHEMAiiTe IHEBHATA CH J103a 110 €IHO H CHI0 BPEME BCEKH
JIeH, HATIPHMED Ha 3aKYCKa (BHACTe TOYKa 3).

Cok ot rpetingpyT 1 rpeiindpyT He TpaOBa fa ce KOHCYMHPAT OT X0Opa, KOHTO npHemat OnMecTa A.
ToBa e HeoGxoauMo, T KaTo rpefindpyTET ¥ COKBT OT rpeindpyT MOXe Aa AOBEAAT AO
(IOBHINABAHE Ha KPLBHHTE HHBA HA AKTHBHATA CHCTABKA AMJIOJIMITHH, KOETO MOXe Na Npe/IH3BHKa
HEMPEACKA3YEMO YCHIBAHE HA AHTHXHIICPTeH3HBHHUA edekT Ha OnMecTa A (3a NOHHXKaBaHe Ha
KPBBHOTO HALATAHE).

Crapuyecka BB3pacT
AKo cTe Han 65-rommnHa Bh3pacT Bainuar nekap peAoBHO 1ite NpocieAsBa KpbBHOTO BH Hansrane
MPH BCAKO NMOBHINABAHE HA /103474, 34 Jia ¢€ YBEPH, Y€ KPbBHOTO BH HaJIAraHe HE € MHOrO HHCKO.

qepllﬂlm NANEEHTH
ITono6HO HAa APYTH TAKHBA JICKAPCTRA, AHTHXMIICPTCHIMBHAAT ed)exr Ha OnMecra A Moxe aa 6bae
MAaNKo no-cnab npn YEPHOKOXKH fIaLMeHTH.

BpeMeHHOCT H KhpMeEHe

Bpemennocm: Tpatea na undopmupare Bamus nexap, ako MUeIMTE 4e CTe (WIH € Bh3MOXHO J1a CTe)
6pemenHa. O6ukHoBeHO BamusT nexap me By npenoprua aa cnipere npiema Ha Onvecta A npenu
na 3a6peMeneeTe WIH Bh3MOXHO Hal-CKOPO CJIC[ KATO YCTAHOBHTE, Ye ¢Te OpeMeHHa H 1ie By
MOCHBETBA i MpHeMaTe pyro JiekapeTeo BMecTo Onmecta A, Yrorpe6ara na Onmecra A He ce
npenopsYBa Npe3 paHHaTa OpeMeHHOCT M He TpabBa Na ce npueMa, aKo CTe OpeMeRHA CJleA TPeTRA
Mecen, Thit KATO, KO Ce H3MOJI3BA CJIE/ TPETHA Mecell Ha GpeMEeHHOCTTa MOXKe CEPHO3HO A8 YBpeaH
Bamero 6ebe.

Axo no BpeMe Ha aedeHneTo ¢ Onmecta A 3abpemeneere, Mons ysenoMere peHara Bamus nexap u
10 rocerTere Hesaﬁanﬂo

Kupmene: JlokaszaHo e, ue aMAOUITHH NIPEMHUHABA B KbpMaTa B MAIKH konHuecTsa. Hudopmupaiite
Bamias jiekap, K0 KbPMHTE HWIH HMaTe HaMepeHHe Aa kppmute. ONMecTa A He ce Ipernophysa 3a
MalfKH, KOMTO KbpMAT K Bammsar nexap Moxe za n3bepe apyro JieyeHne 3a Bac, ako xenaere aa
KppMHTe, 0c0GeHO ako 6eGero Bu € HOBOPOIEHO HIH € NPEXKIECBPEMEHHO POAEHO.

AKo cre GpeMeHHA WIH KbPMHTE, CMATATE, Y€ MOXe Jia cTe OpeMeHHa WM fUiaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamnug nexap win papManesT npeaH ynorpedbara Ha TOBA JIEKAPCTRO.

IHognupane 1 pabora ¢ MAMIHHA
TTokaTo cTe Ha JleueHMe 38 BUCOKO KPBEBHO HAJIATAHE MOXKE Ja C€ YyBCTBATE CHH/IMBH HIH 3aManHH

WIH a noJy4Mre rinasobonne. AKO TOBA ¢e CTydH, Be modHpaiite 1 He paforeTe ¢ MAlTHHK, JOKATO
caMIrroMuTe H3uesHat. [TocnseTBaliTe ce ¢ Bamma nekap. _

OamMecTa A CHALPAKA JAKTO3A
Axo Bampsat nekap Bu e kasas, ue uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBPXETE ce C Hero -

npeaq Aa 3aN0YHETE A NPHEMATE TO3H JIEKapCTBEH NMPOAYKT.

OamecTa A cbaABPXA HATpRE
ToBa JeKAPCTBO CHABPXKA NMO-MANKO OT | mmol Hatpuii (23 mg) Ha ¢punMHpaHa TabeTka, T.c. Moxe

nace me, ye MPaKTHYECKH HE CHALPIKA HATPHH.
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3. Kak aa npaemMare Oamecta A

Buuaru npueMalite TOBa JIEKapCTBO TOMHO KAaKTO BH ¢ kasan Bawmsr niexap WiH (apMauesT. AKo He
CT€ CHI'YPHM B Helllo, nonuTaiire Batima nekap wiakn GapManesT.

° IpenopbunTenHaTa Ko3a Ha OiMecTa A e enHa TabneTxa THEBHO.

. Tabnerkure MOTAT &a ¢€ MPHEMAT Che WIH 6e3 xpaHa. IrbTHeTe TabneTKATA ¢ MATKO TEUHOCT
(Hanp. yama Boza). TabmeTkara He TpaGBa na ce abeye. He 1 npuemaiire cxe cox or
rpelingpyT.

- AXO € BBE3MOXKHO, pHEMaiiTe THEBHATE CH 1034 110 €/THO H CBILO BpeMe BCEKH [IEH, HAIIPHMEP
Ha 38KYyCKA.

Onmecta A dunmupanu TabreTk ot 20 mg/S mg ¥ 40 mg/5 mg: MenurenHara yepra € camo 34
yAecHABaHE HA CHYTMBAHETO C e/ TIO-IeCHO MOTTHIIAHE, 8 HE 33 pa3/ie/IAHE HA PABHH JIO3H.

AKo cre mpueaH noBeve oT Heolxonamata ao3a Oamecta A

Axo npuemeTe nopeue Tabnerku, oTkoNKoTO TPAOBA, MOXKE A8 NOTYYMTe HHCKO KPBBHO HAJIraHe ChC
CHMITTOMM KATO 3aMasgHOCT, OBp3 Wim 6aBeH CHPACYCH PUTEHM.

[ToBHILIEHO KOMHYECTBO TEYHOCT MOJXKeE Jia c€ HaTpyna B 6eauTe npobose (Genonpoﬁeﬂ OTQK),
npruMHABANKH 3a4yX, KOHTO MOXKeE /1a ce pasBue J0 24-48 yaca cnep rmpueMa. _

Axo npuemere nosede TaGNCTKH, OTKONKOTO TPSORa MMM aKo AeTe CIy4aiHo NOFKJIHE HAKAKBH
Ta6neTxu, BefHara oruaere o Bauus nexap wig 10 Haii-6nu3kara 60HMLIA C IEHTHD 33 CAEIIHA
NOMOII] M HOCETE ONMAKOBKATA HA NEKAPCTBOTO MM Ta3H JIMCTOBKA CHC cebe CH.

Axo cTe mponycHa/R Aa npremere OaMecTa A
AKO ¢Te MPOMyCHAMH Aa [TpHeMeTe 1034, B3eMeTe oOHuaiiHaTa 1032 Ha CjieIBalUA NCH, KAKTO
obuxHopeHo. He B3eMaiite ABOHHA 1034, 38 18 KOMIICHCHPATE NMpOITyCHATATA J033.

AKko cTe cnpean npaema Ba Onmecra A

BaxHO € 1a MPOXBIDKHTE Aa npueMare OnMecta A, ocBeH ako Baunmsar nekap Bu e kasan sa cnpere.
AKO HMaTe HAKAKBH JOITHIHHTETHH BBIIPOCH CBLP3aHM ¢ YoTpebara Ha TOBA NIEKAPCTBO, MONHTaHTe
Bainua nekap in GapMaLeBT.

4. DBuIMOXKHE HeKeNAHH PeaknHB

KakTo BCHYKH JICKAPCTBA, TOBA JIEKAPCTBO MOXE [a NMPeH3IBHKA HOKEIAHN PeaKLMH, BBIIPEKH Y€ He
BCEKH T'H NOTy4aBa. AKO ¢e MOABSAT, T€ HeCTO Ca JISKH U HE ¢ Halara CliMpaHe Ha JICUSHHETO.

Buupexn, ue He MHOIO XOPA I'H BOJIY9ABAT, CJICIHHTE HeXe/IAHH PEAKIEE MOTAT 8 6BnaaT
CepHO3HN: |

I1o BpeMe Ha nedermero ¢ OnMecTa A MOIAT Aa ce Haﬁmonana'r ANEPrUIHH pPeaKHH, KOHTO MOraT Aa
38CErHAT WWIOTO TAIO ¢ NOAYBAHE HA JIMIIETO, YCTATA H/HIIH JIADHHKCA (TTIACHHTE CTPYHH), 38CAHO ChC
cupbex 1 06pHB. TeXKKH KOXKHHM PeaKLMH, BKIIOUMTETHO CHIEH KOXKEeH OOpHB, ypTHKapHd,
3auepBABaHE HA KOXKATA HA LAIOTO TANO, CHIIEH ChpOekK, MEXYPH, JIIOLICHE H NOAYBaHE HA KOXKaTa,

' Bh3AaJIeHHMe Ha THraBHuMTe (CHHAPOM HA CTHBBHC-JDKOHCHH, TOKCHYHA CTIHACPMANIHA HEKPOJIH3a)
WIH JPYTH ANEPriuHM PEaKkiMi, AKO TOBA ce CJIy9H, cupeTe npHemMa Ha OamMecra A n He3abaBHO
ce cBbpAeTe ¢ Bamus gekap.

OnmMecTa A MOXe Ja JOBEAE A0 MHOIO CHJTHO cnafaHe Ha KPLBHOTO HAJIATAHE NMPH YYBCTBHTEJIHE
NaifHeHTH WIK BCIICICTBHE HA ajleprudHa peakuud. ToBa MOXe Ja NpeANsBHKA CHIHA 3aMafr
NPHNAagbK. AKO TOBA c¢ CIy9H, cnpere npaeMa BHR OjimecTa A, He3a6aBHO ce cBLPH
NieKap H Jersere.

C HeW3BeCTHA YECTOTA: AKO HMATE MOXKLITABAHE HA OAN10TO HA OUuMTe, THhMHA YPHHAE, K \ ,: Ge

KOJKATa, JOPH aKo CTe 3anoyHany neuennero ¢ OnMecta A npeau aocta Bpeme, He3al uh e "’.;*
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caLpxeTe ¢ Bamng jexap, KOHTO 11e OLIEHH CHMIITOMHTE H L€ MPELCHH Kak a MPOXAL/DKUTE
JIEYEHHETO 38 KORTPON HAa KPBBHOTO HANIANaHe.

JIpYTH BL3IMOKHE HeXeNAHE peaxnEn ¢ OamecTa A:
YeeTn (Morat Aa 3acersar A0 1 na 10 woBeka): \
3amMastHOCT; rIaBoboNHe; OTOK Ha IMie3eHHTE, CThANATS, KPAaKaTa, NTAHWTE HIH PBIIETE; YMOpa.

HewecT (Morar aa 3acersar a0 1 na 100 woBexa):

3aMasHOCT NPH M3NpaBAHE; IWICa HA eHEePIrHA; HITPBIBAHE WIM MPaBYYKaHE Ha PBLIETe WK KpPaKaTa,
CBETOBBPTEX; yCelllaHe Ha CHPACUHHA PHTEM; YCKOPEH CHPACYEH PHTHM; HHCKO KPBBHO HAJIATAHE CBC
CHMITTOMH KATO 3aMasHOCT, MPUMAJISBaHe; 3aTpY AHEHO AMIlIaHe; KAULUTHIA, raficHe, NOBPBINAHE; JIOLIO
XpaHOCMHUIIAHE; IMAPHA; 34M€K; CYXOTa B YCTaTa, GOJIka B rOPHATA YACT HA KOPEMa; KOXKeH oGpHB;
kpami4; 60JIka B peLeTe U Kpakarta; Gonka B repba; ycelllaHe Ha 4eCTH MNO3HBH 32 YPHHHPAaHe, JIHICa
Ha CEKCYAIHO Ke/laHUE; HEBPB3MOXHOCT ia C¢ MOCTUIHE HITH J1a Ce NOAABpXKa epeKims; cnabocr.
HabmoaasanH ca B0 HAKOH MPOMEHH B PE3YJATATHTE OT KPBEBHHTE U3CISABAHHA, KOUTO Ca
cJICAHUTE: NOBHIIIABAHE, KAKTO H HAMAJISBAHE HA HUBATA HA KalHii B KPBBTA, MNOBHINCHW HHBA Ha
KpeaTMHKH B KPBHBTA, NOBHICHA HUBA Ha MUKOYHA KMCETHHA, NOBHINCHH CTOMHOCTH Ha

H3C/ICABAHMATA, OTpa3ABalH YepHoapoOHaTa PyHKIMA (HMBaTa Ha raMa-IiIyTaMuia TpaHcdepasara).

Penxa (Morart aa 3acersar a0 1 na 1 000 J0BEKA):
CRpBEXYYBCTBHTEIHOCT KEM JIEKAPCTBA; NMPHIAbLH; 3a4epPBABAHE HA JIMLETO H TOIUTH BbIHH, YePBCHH

ChpOAIIH MOLYTHHH (YPTHKAPHA); OTOK Ha JIHLIETO.

HexxenanuTe peaknni, KORTO ¢a cHoOmenH NpR ynorpe6aTta caMo HA OAMECAPTAR MEJOKCOMA
HJ/IH CAMO HA AMJIOAHNHE, HO He H ¢ OMecTa A BAR ¢HO0IMEHN ¢ NO-BRCOKA 9ECTOTA:

Onmecapman MEOCOKCOMUN

Yectrn (MoraT aa 3acersar 10 1 na 10 vonexa):
BpOHXHT, BB3NANCHO IEPIIO; XPEMa WIH 3aMyLIeH HOC; KamuTHNa; Gosika B 061acTTa Ha KOpeMa;
CTOMAIIHO BL3NAaNlcHHE, JHAPHS; JIOLIO XPAHOCMHIIAHS; rafeHe; fonka B cTaBHTE WIH KOCTHTE; boska
B repba; KpbB B YpHHATA; HRQEKUMA HA MMKOMHHTE IThTHING; O0AKA B 'bPAMTE; IPUNIONONI00HH
cuMITroMu; Oonka. [IpoMeHH B pe3ynTaTHTe OT KPHBRHHUTE M3CICABAHNA, KATO YBEJIMYEHH HUBA Ha
MA3ZHMHHTE (XHNEPTPHITIMLIEPUACMHA), HA YPEATa B KPHBTA HIH NOBHINICHA MAKOYHA KHCEUHA H

YBEJIHYEHH CTONHOCTH Ha M3CJIeABAHHATA 38 YEPHOAPOOHA U MYCKYJTHa (pyHKIMA.

-~

HeuecTn (MoraTt Aa 3acerHaT 2o 1 1o 100 sosexa):

Hamanen Gpoii Ha BHA KPLBHH KJIETKH, H3BECTHM KaTO TPOMOOLIMTH, KOETO MOXKE /1a OBEAE A0 JIECHO
obpasyBaHe HA CHHHHH WIH MPOJB/DKHTEIHO KbPBEHE; ANIEPrHYHH PEaKLHH 0T OBP3 THN, KOKTO MOraT
4 3aCerHaT LIoTO TIO H Aa NPEIH3BHKAT NpobeMH ¢ JMIIAHETO, KAKTo H 6Bp30 crianaHe Ha
KPBBHOTO HA/IATAHE, KOETO AOPH MOXeE Aa A0BEC A0 MPHIALBK (aHadWIAKTHIHH PEAKIHH);
creHoKapaus (60JIKa HAH HENMPHUATHO YCellaHe B MbPAHTE, H3BECTHO KaTO aHI'MHA MEKTOPHC); CHpOex;
M3pHBaHe Ha KOXKATA; alnepruueH KoxkeH oOpHB; 0O6pHB ¢ KONPHBHA TPECKA; OTOK HA JIHLIETO;

MYCKYJiHa OONKa; Hepa3IoNoKEHHE,

Penxn (Morat aAa 3aceraar Ao 1 na 1 000 vopexa):

OToK Ha JIHLETO, YCTATA W/HIH NIapHHKCa (T/TIACOBHTE BPB3KH); ocTpa OB6peuHa HEMOCTATEYHOCT H

- OB0OpeuHAa HEAOCTATLMHOCT; eTaprius. UHTecTHHANCH aHIHOEIeM: TTOAYBAHE HA YEPBATA, NMPOIBABAIIO
ce CbC CHMITTOMHM KaTo KopeMHa 60J1ka, rajficHe, NOBpLLIAHE H AHAPHA |

Amnodunun
MBuoro JecTH (MOTaT A8 3acerHat noseue or 1 aa 10 woBexa):

Orok (3aApbXKa Ha TEHHOCTH)

Yeerr (MoraT aa 3acersar A0 1 na 10 woBexa):
Boska B 061acTTa Ha KOpEeMa; raicHe; OTOK Ha IJIe3CHUTE; yCellaHe 38 ChHIMBOCT;
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3aMBIJICHO 3pEHHE), YCEINaHe Ha YAAPHTE Ha ChPLICTO, AHAPH4, 3alIeK, JIOINO XPaHOCMHIIAHE, KPaMITH,
cnabocT, 3aTpyAHEHO AUIIAHE,

. Heaeern (Morart aa 3acernat xo 1 na 100 woBexa):

[IpoGnemMH cbC CHHA; HAPYIEHHA Ha CHHA; MPOMEHH B HACTPOSHHETO, BKIIIOYMHMTENHO YYBCTBO Ha
Ge3nokofcTRO; AenpecHs; pa3ApasHUTEHOCT; BTPUCAHE; MPOMEHH BLB BKYC8; NPHNaXbiH; 3BbHEHE B
ymuTe (THHHTYC); RIOMABAHE Ha CTeHOKapaua (60sKa WIH HEMPHATHO YCEIIaHe B I'bPIKTE);
HENpPaBHJICH ChPACYCH PHTHM; XPEMa WIH 381ylIEeH HOC; KOCONAN; JIWIABH NETHA WIH TOYKH [0
KOXKATa NOpaAnd MaJIKH KPBHBOM3IHEH (IypiTypa); MPOMAHA B LIBETA HA KOXATA, MPSKOMEPHO II0TEHE,
H3PHBAHE HA KOXKATA; Chplex; uepBeHH ChPOANIH MOy THHH (YPTHKapua); GONKa B craByTe WM
MYCKYJIHTE; MpobieMH ¢ YPUHHPaHETO; NO3UBH 38 YPHHMPAHE Npe3 HOLTa; YeCTH MO3HBH 32
ypUHHMpaHe; YTOJieMABaHe Ha I'bPAMTE NpH MbXeTe; Gonxa B rupauTe; Sonka, 00IIO HEPaMONTOKEHHE;
yBeTHYABAHE WM HAMAJIMBAHE HA TETJIOTO.

Peaxn (MoraT jaa 3acernat o 1 no 1 000 uosexa):
OOBpKAHOCT.

Muoro peaxd (Morat aa 3acersar A0 1 na 10 000 wosexa):

Hamanasane Ha 6pos Ha GenHTe KPBHBHH KNETKH B KPBBTA, KOSTO MOXKE 2a YBEJIHYH pucxa OT
nudeKLMH; HaMaIABaHe Ha 6pOA Ha BUJI KPSBHM KIETKH, H3BECTHH KATO TPOMGOLMTH, KOSTO MOXe /I
JoBeae A0 NecHo obpazyBaHe Ha CHHMHH HIIH NPOXB/DKHTEHO KbPBEHE; IOBHIIABAHE HA KPHBHATA
rIOKO3a; MOBHIICHA CTEIHATOCT HA MYCKYJIMTE WIH NMOBHIICHA PE3HCTCHTHOCT MPH MACHBHO
JABIKEeHHE (TIOBUINIEH MYCKYJICH TOHYC); H3TPBITBAHE WIH MPaBYYKaHE 110 PBLCTE HIH KPaKaTa;
chpAeHeH yaap (HHGAPKT); Bb3NaNeHHe HA KPbBOHOCHHTE CHAOBE; BL3MNAICHHE HA YCPHHA Apo0 HiIH
NaHKpeaca; Bh3NnajleHue Ha CTOMALITHATA JIAraBHLa; 3anebenspaHe HA BEHLMTE; OBHICHH
YepHOAPOOHH SH3HMM; NOXKBLJITABAHE HA KOXATA H OYHTE; NOBHINCHA YYBCTBHTEIHOCT HA KOXKATA KbM
CBETJIHHATA, aJlepruuHa peakia: copbex, o6pHB, NOXyBAHE Ha JIHLICTO, YCTATA W/IM JIapHHKCa

- (rmacoBUTE BPB3KH) 38€AHO CBC ChpOExK H OOPHB, TEKKH KOKHH PEAKIIHH, BKIIOYHTE/THO HHTCH3HBEH
KOXXeH oGpHB, ypTHKApHA, 3aUepBABAHE HA KOXKATa MO LWIOTO TWIO, CHIEH ChpOexk, obpasysane Ha
MEXYPH M0 KOXKATa, HMOHIBAHE H NOAYBAHE HA KOXKATA, Bh3NAJICHHE HA JIMTABHLNTE, ITOHAKOra

’XHBOTO3aCTPAUIABALIA.

C Hem3BecTHA 9eCTOTA (YECTOTATA He MOKe 1A Ce ONpeAe/IH OT HAJHYHHETE JAHHH)

Or naupenTn, npueMamu Onmecta A, ca choOIIEHH CBHINO CICAHHTE HEXKENAHH PeaKLHH:

KOMOMHHpPaHH HAPYIIEHHA MEXXY CKOBAHOCT, TPENepeHe WIIH ABHIaTe/IHH HAPYILEHHd,

NPYTpPENBaHe, BALpBeHa CTONKa, MACKOBHIHO Jaue, 3a0aBCHH JABIXKCHMA M BIIaYCHE HA KPAKATa,
HecTAOWIHE MOXO/KA. .

CrobmaBane Ha HeXxe/IAHH PeAKIHE

AKO NMOMy4HMTe HIKAKBH HEXKEJIaHH JIEKAPCTBEHH peakuMH, yBenomere Bamna nexap Wik papMaLIeRT.
Tosa BKTIOYBA BCHYKH BB3MOXKHH HEONMCAHH B Ta3H JIMCTOBKA HEXEIAHH peakiui. Moxere csino ga
cHrOOIIMTE HEXEIAHH peakLiMi AHPEKTHO upe3 U3nbiHuTeTHA areH1Ms 110 JIeKapcTBaTa, yii. ,JlaMaH
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo cbobiasare
HEXE/IAHH PEAKLIHH, MOXETe 1 AaJieTe CBOA PHHOC 38 MONTY1aBAHE HA nopeve uncbopuam OTHOCHO
6e30MacHOCTTa HA TOBA nelcapc'mo

5. Kak aa coxpanasare Oamecrta A

Jla ce cHXpaHABA Ha MACTO, KEJOCTHITHO 34 JIeLiA.

He usnoJrseaiire ToBa JIEKapCTBO CJIE[l CPOKA HA M'OJHOCT OTOCNA38H BLPXY KAPTOHE i
6yriikara H 6aucrepa. CpoksT HA FOAHOCT OTIOBapA Ha NOCTCAHMS ACH OT NOCOYUCH

ToBa JeXapCTBO HE H3HCKBA CTICLHATHH YC/IOBMA HA ChXPAHEHHE.

-
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He usxpppisiifTe IEKAPCTBATA B KAHAIH3AIHATA WIH B lcomﬁnepa 38 JOMAUIHM OTTIAbLIM.
Tlonuralite Bamua ¢apMauepT Kak a H3XBHPIIATE JICKAPCTBATA, KOUTO Bede He H3nossare. Tean
MEpKHU IIe CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpea. a

6. CoabpxaEne A ﬂli;lKBBﬂﬂ B JONWIHNTEIHA RHPOPMALBRS

Kaxpo.cuabpixa Onmecta A

o AKTHBHHTE BeLIECTBA C& OJIMECAPTAH MEJOKCOMKI M AMJIOJMITHH (xaTo Oe3nar).

Besxa Tabnerka chaspxa 20 mg onMecapTaH MEAOKCOMH H § mg aMToquIIMH (kato Ge3unar).
Bcsaxa TabiieTka cpaspxa 40 mg oMecapTaH MEAOKCOMMIII H 5 mg amnoaumuH (kato Ge3nnar).

JIpyrvre CLCTaBKH Ca: MHKPOKPHCTATHS LETYI03a, NIAKTO38 MOHOXH/IPAT, KPOCTIOBHAOH, ITOBHJIOH, |
HATpHEB HHINECTEH ruKonat (xkaprodeH), XoIouaeH xu.upa'mpaﬂ CWIMITHEB THOKCHI, MAIHE3HEB

creapart.

JlpyriTe CHhCTaBKH BHB PWIMOBOTO MOKPHTHE €4 YACTHYHO XHAPOIM3UPAH NOJHBHHIIIOB &JIKOXOJI
(E1203), makporan (E1521, nomueriwienrmxon), Tank (E553b), Turanos anokcHa (E171), xwar
xesneseH okcua (E172) (camo 3a Onmecta A 40 mg/5 mg dunmupanu Tabnerxn).

Kax marnemsaa OniMecTa A H XAKBO ChABPAKA ONAKOBKATA
dunmupannte TabnaeTkn Onmecta A or 20 mg/5 mg ca 6e/mm, KPLIK, CTAHAAPTHO H3ITHKHANH

drmvupanu TabneTky ¢ BATHOHATO penedHo o3HaYeHHe "S" OT eAHATA CTPaHA; IPYTraTa CTPAHA HA
Ta0JIeTKATA € C JIeTHTEIIHA YepTa M ¢ BATLOHATO penedHO o3Ha4ueHHe "2" OT JIABaTa CTpaHa Ha

nenuresnHara yepta 1 "0" or gacHaTa CTpaHa.

OuvupannTe Tabnerku Onuecta ot A 40 mg/5 mg ca XKWITCHHKABH, KPBIJIH, CTRHIAPTHO
H3ITHKHAH GUIMHpaHH TabneTku ¢ BTHOHATO penedHO o3HaveHHe "5" OT eHaTa CTpPaHa; Apyrara
cTpaHa Ha TalJieTxaTa e C JeNMTeNHa YepTa i ¢ BuThOHaTo penedHO o3nadecHue "4" OT MBaTa CTpaHa
Ha neaureaHara vepra M "0" ot gacHaTa cTpana.

Hanuauu ca ciefHHTE BHAOBE ONMAKOBKH:

- OPA/ANW/PE+ cymmaren — Alu 61McTepHH ONaKOBKH

Bincrepn 20 mg/S mg: Buaose onakosks ¢ no 14, 14(14x1), 28, 28(28x1), 30, 30(30x1), 56, 90, 98,

98(98x1), 120 pumvmpann Tabnerxu
Bmucrepu 40 mg/S mg: BuxoBe onakoBkH ¢ no 14(14x1), 28, 28(28x1), 30, 30(30x1), 56, 90, 98,

98(98x1),.120 d)wmupa}m rabneTku

IBy'mJnm
o 100 dpunmupanu Tabrerkn B 6yTuaku or HDPE. Beska 6yTHiKa ChIBPXA KyTHIKA ChC CYLIHNTEN,
38 JIa C¢ ChXpansBaT rabnerkure cyxu.

He BCHUKK BUOOBE ONAKOBKH MOTaT a GBIAT IfyCHATH B IpoAaKGa.
MprrexaTe]a HA pajpemeHneTo 3a ynorpeba H NpoH3BOAHTEN

IIpETe:xaTen HA pajpemenHeTo 3a ynorpeba
Teva B.V.

Swensweg S5

2031 GA Haarlem

Hunepnanaus

IIpom3BOARTE/IN:

Merckle GmbH
Ludwig-Merckle-Strasse 3,
Blaubeuren 89143
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Badcn-Wuerttembérg
I'epmanug

Bankangapma-lymoma A/l
ya. “CaMOKOBCKO moce” Ne 3
2600 Qymvna,

brarapus

ToBa AeKAPCTBO € pazpemieHo 3a ynorpeba B Abpaxapnre - wienkn Aa Epponeiicxoro
HEKOEOMBYIECKO NPOCTPARCTBO HOA CICAHATE HMEHA:

Benrns = Olmesartan/Amlodipine Teva 20 mg/5 mg filmomhulde tabletten/comprimés
pelliculés/Filmtabletten
~ Olmesartan/Amlodipine Teva 40 mg/5 mg filmomhulde tablettenfcompnmés
pelliculés/Filmtabletten
brarapus Onmecra A 20 mg/5 mg ¢prwivmparn rabneriu
| -~ Onmecra A 40 mg/5 mg punMupanu Tabnerxu
lepmanns . Olmesartan/Amlodipin AbZ 20 mg/5 mg Filmtabletten
| Olmesartan/Amlodipin AbZ 40 mg/$ mg Filmtabletten
Ecronus Olmesartan medoxomil/Amlodipine Teva
Hcenanus Olmesartan/Amlodipino Teva 20 mg/5 mg comprimidos recublertos con pelicula EFG
' Olmesartan/Amlodipino Teva 40 mg/S mg comprimidos recubiertos con pelicula EFG

Uranus Olmesartan medoxomil e Amlodipina besilato Teva

Jlurea Olmesartan medoxomil/Amlodipine Teva 20 mg/5 mg plévele dengtus tabletés
Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg plévele dengtos tabletés

JlaTBus . Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg apvalkotis tablets Olmesartan

medoxomil/Amlodipine Teva 20 mg/S mg apvalkotas tablets
Hunepnauaua Olmesartan medoxomil/Amlodipine Teva 20 mg/5 mg, filmombulde tabletten
Olmesartan medoxomil/Amlodipine Teva 40 mg/5 mg, ﬁlmomhulde tabletten
[lopryramua  Olmesartan medoxomil/amlodipine beatlatc Teva

JIaTa HA NOC/EARO HpepairAekIsEe Ha JHCTOBKATA 01/202S
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