JUCTOBKA



JIncroBka: uHdpopMaLHs 32 NalUHEHTA

Oameaunun 20 mg/5 mg duamupaun TabaeTku
Olmedipin 20 mg/S mg film-coated tablets

Oameannun 40 mg/5 mg puamupanu TadbneTrku
Olmedipin 40 mg/5S mg film-coated tablets

OfMecapTaH MENOKCOMHI/aMITOAMITHH
(olmesartan medoxomil/amlodipine)

IlpoueTreTe BHHMATE/HO RAJ1ATA JIHCTOBKA, NPeaH 1A 3al0vHeTe A2 NPHEMATE TOBA JIEKAPCTBO,

Thil KaTO TH ChABPXKA BaxHa 3a Bac nudopmauusn.

- 3anazere Ta3u nucToska. Moske f1a ce HAIOXM fla g MPOYETETE OTHORO.

- AKO MMATe HAKAKBH AOMTBIHUTEHY BBNPOCU, nonuTainTe Bawina nekap unu papManeBT cecTpa.

- Toga nekapctBo € npeanucado avMuHo Ha Bac. He ro npeorcrhnBaiite Ha apyru xopa. To Moxe
13 UM HaBpeaH, HE3ABHCHUMO Y€ MPH3HALIMTE HAa TAXHOTO 3abongBaHe ca ¢hlMTe KaTo Bauiure.

- AKO NOJNYYHUTE HAKAKBM HEKE/NaHW NEKApCTBEHW peakuuu, yeeaometre Bamua nexkap wau
dapmauerT. ToBa BKMIOURA M BCHYKH BbL3IMOXHM HEKENAHW peaklMK, HEONMUCAaHH B TA3H
nuctoBka. Bukre Touka 4.

KakBo csabpia Ta34 JJRCTOBKA: TIICToBKa - FpuACHHUS

Kak aa npuemare OnNMeannuH
B13MOXKHH HEXXenaHW peakuuH

Kak aa cexpanasare OnMEIUNUH
ChabpaHve Ha ONAKOBKATA M AONBIIHUTENHA HHOPM:

Paspetuernie e
BG/MAMP - .oeeeeeevieiteevsineanraenes o ovirerramiaieraneens
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Dgafperue Ne

1. KaksBo npeacrapasipa OaMeHNHH H 32 KAKBO C€ H3MO0J13BA

OnMeaUNUH ChABbPKA ABE aKTHBHH BELIECTBA, HAPEUEHHW OIMECapTaH MEAOKCOMWI H aMAOAMITHH {NoJl
¢dopmara Ha amogunuHoB He3unar). M apeTe BelnecTsa cnoMaraT 3a KOHTPOJIa Ha BUCOKOTO KPBBHO
HaJ1AraHe.

- OnMecapTal MEOOKCOMHUI MNPHHAMICKH KBM rpyna JNEKapcTBa, HApPEUE€HH ,,aHTHOTEH3HUH-II
PELIENTOPHU AHTAIOHUCTH ™, KOMTO TMOHMIKABAT KPBBHOTO Ha/IAraHe NocpeNCTBOM pas3LIKpPsBaHE
H4 KPBBOHOCHHUTE CBAOBE.

- AMIOAWNUH NPUHALTEHKH KbM rpylia BeilleCTBa, HAPEYEHU ,,010KEepK Ha KaJILMEBUTE KaHamu™.
AMIOAMNUH CnMpa MNPEMHUHABAHETO HA KaJUWR B CTEHaTa Ha KPbBOHOCHHMA CbA, KOETO
MPENOTBpaATABA CBHBAHETO H& KPBBOHOCHHTE CBAOBE W NO TO3M HAYHH ChILO Taka NOHHXapa
KPBBHOTO HAJSIMaHe.

HEﬁCTBHeTD H Ha ABCTC AKTHBHH BCLICCTBA AOIpHHACH 3a IIpEYCTAHOBABAHC CBHUBAHCTO Ha
KPBBOHOCHHUTEC CBAOBEC, TaKd HC KPLBOHOCHHAT Cbll C€ OTIIYCKA H KPBHBHOTO HAJIATAHC CC NMTOHHW KaBA.

MCAOKCOMHMII HITH aMJIOAHIINH.

2. Kakso TpsibBa 1a 3HaeTe, npeau Aa npueMete OamMeannun

He npuemakite OnamMeIunuu:

“N3MIB/IHUTEHA ATEHLLUR NO NEKAPCTBATA

Kakpo TpsaOBa na 3Haete, npeau aAa npuemMete Onmeaunuit M AL NN e
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- dKO CTC a/iCpruidu KbM OonMECapTaH MEJOKCOMHKI HIH KbM aMNOAUIIHH, HIIH KbM ONpEAc/ICHA

rpyna 610Kepy Ha KallUMEBUTE KaHANU, AMXUAPONUPHANHUTE, UM KBM HAKOA OT OCTAHANMUTE
CbCTAaBKHK Ha TOBA JieKapcTBO (M3bpoeHu B Touka 6);

AKO cMmATare, 4e MOXE Ra CTe anepruvHu, obcwvaere ro ¢ Bawng nekap npeau na npuemere
OnMeaunuH;

- aKko cTe OpemMeHHa ciel Tperusa mecel oT OpemeHHoctTa (IlpenopbunTento e na ce w3bsarsa
ynotpedata Ha OnNMEaUIIUH U N0 BpeMe Ha paHHa OpPEeMEHHOCT — BUXKTe Touka ,,bpemMeHHOCT M
KbpMeHe®);

- ak0 umare aMabeT wiM HapylueHa ObOpeyHa ¢yHKUMA M cE€ JEXKYyBaTe ¢ NEKapCTBO 3a
NOHWKABAHE Ha KPbBHOTO HANSraHe, ChbAbIKALLO ANMUCKUPEH;

- aKo vMaTe TeXKH NpobnemMu ¢ uepHUA ApoD, aKO OTAENAHETO Ha XJbYKA € HAPYIIEHO MJIH
MPEMHHABAHETO HA XJIbYKa B ACTbUHMA Mexyp € OnokupaHo (Hanp. nopaaM KaMbHH B

XNBbUYKATa), KM aKO UMATE XXBATEHHULA (MOXKBJATABAHE HA KOXKATA U OUYHUTE);
- aKO HMaTe MHOIO HUCKO KPBbBHO HajIAraHe;

- aKo cTpajare OT HEAOCTATBHYHOCT HAa KPBBOCHaOAABaHEe Ha BallHMTe TbKAHHTE CBC CUMITOMH
KaTO Hanp. HUCKO KpPBBHO HaasraHe, cna® nync, yvecreHa cbpaevyHa AeHHoOCT (1LoK,
BKJIFOUMTENIHO KapAMOreHeH WIOK). KapMOreHeH WOK O3HauyaBa LIOK, BCIIEACTBHE HA TEXKH
CbpPACYHH HapyLIEHHS,;

- aK0 OTHMHAHETO Ha KPLBTA OT CBPUETO € HapylleHo (Hanp. nopajM CTeCHRBAHE Ha aopTarta
(aopTHa CTEHO3a));

- aK0 MMare HaMaleH cbpiaeded AeOUT (KOeTO BOAM A0 3aAyX MNW nepudepHU OTOUM) cnen
chpaeueH HHQapKT (OCTbp MHOKap/JieH HH(APKT).

Ilpeaynpexkgenus U npeanainu MepKH
['oBopete c Bamus nekap vny ¢papMaueBT npead aa npueMere OnMeaMnuUH.

I'oBopeTte ¢ Bamus jJexap, ako NpUEMaTe HAKOE OT CICAHUTE JIEKapCTBa, U3MOM3BAHU 3a JIEYEeHHE Ha

BUCOKO KPBLBHO HaNsraHe:

- UHXUOUTOP HA AHTMOTEH3WH KoHRepTUpawHns €Hium (ACE uuxuburtop; Hamp. eHamanpun,
H3MHONPKA, paMuIipun), ocobeHo ako umare 6b0pedHU npobiemMu, cBbp3aHU ¢ auader.

- ATHUCKUPEH

Bawiuar nexkap mMoxe rnepydoauuHo aa npopepsBa 0b0peunata Bu dyHkuus, KpbBHOTO HansAraHe M

KOITMYECTBOTO Ha €eKTPOAMTUTE (Hanp. Kanuit) B KpbBTa BH.
Buxre cbpino mHpopmaunaTa ozarnaeesa ,,He npuemaiite Onmeanunun®,

losopere ¢ Bamnga exap, ako UMaTe HAKOH OT CA€AHUTE 3APABOCTIOBHH MPOOAEMH:

- npobnemu ¢ 6bOpELNTE UK UMATE TPaHCIUIaHTHPpaH HBOpek;

- yepHoapodbHo 3abonapate;

- CbPAEYHA HEAOCTATHYHOCT WK NMPOOAEMHU CbC ChPACHHHUTE KA WIH ChPACHHHUA MYCKY;

- TEXKKO NOBpbLUAHE, AHAPUA, NE€UYEHHE ¢ BUCOKHU J03M ,,0TBOJAHABALIM TaOneTKU" (AUYypeTHLIM)
WIH aKO cna3BaTte AMeTa, beHa Ha con;

- NOBULLIEHH HABA Ha KaJlMik B KpbBTa B,

- npobieMn ¢ HaabbvOpeuHuTe xne3u (oOpa3lyBallld XOPMOHH XKA€3M, KOUTO C€ HaMMpaT Haj
OvOpenute).

CeopxkeTe ce ¢ Baiuuvs nekap, ako MOAYYHTE AUAPHA, KOATO € TeKKa, NMPOABLDKHTEIHA U NPHYHHABA
3HAUKTENHHU 3arybu Ha Terno. Bawuar nekap Moxke aa oueHW Bamurte cHMNTOMU KW Aa NpPELEeHN Kak
A4 NMPOABIDKH J€UeHHETO Ha BallleTo BUCOKOTO KPBBHO HaIAraHe.

KakTo npu BcAko JIeKapcTBO, KOETO MOHMKABa KPbBHOTO HANATaHE, PA3KOTO CMafaHe Ha, KRbBHOTO
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OpeMeHHOCTTa, Thil KaTO TOBA MOXE CEPUO3HO aa yepeadn Bauiero 6ebe, ako ce M3nonsea B TO3u
nepuoa Ha OpeMEHHOCTTA (BUXKTE TOUYKA ,,bpeMEeHHOCT H KbpMeHe™).

Heua u wHouH (noa 18-roauina Bb3pacr)
OnMeaunuH He ce NPenopbuBa NpM Aelia U KHOLWK Noj | 8-roauiiHa Bb3pacT.

Jdpyrn aexapcrea n OnMeaHnuH

HUndopmupaiite Bawing nexap .mnu ¢apMaueRT, ako NpHEMaTe, HACKOPO CTE MPHEMATH W €
BB3MOXHO Ja MPHEMETE KOETO H 1a € OT CIEAHHUTE IEKapCTRa;

Jpyru nekapcTBa, NOHHKABAUIH KPLBHOTO HAJNATaHe, Thil KATO MOXe Aa yCHWIAT edbekTa Ha
OnmeunuH.

Mosxe aa ce HanoxH Balwmat nexap ga npoMesnH ao3ara Bu u/unn ga B3eMe Apyrd npeanasHd
MEPKH:

Axo npuemate ACE HHXHOUTOP MNK anuckupeH (BrxTe cbhulo UHPOpMauuaTa o3arnaseHa ,,He
npueMaite OnMmeaunue® u , JlpeaynpexaeHna ¥ npeanasHu MepkH™).

Hob6aBKkH, KOHTO CbABLPKAT Kaauil, 3aMeCTHTEJH HA COJITA, KOHTO CBABLPKAT KAJHiA,
»OTBOAHABAIIH TadjeTkn* (aMypeTMuM) WA XenapuH (33 pa3pexaaHe Ha KpbBTa H
MNPeaOTBpaTABaHE CHCHPBAHETO HA KPBBTa). YMoTpedara HAa Te3W jeKapcTBa €IHOBPEMEHHO ¢
OnMenunyH MOXe Ja A0BeAE 10 NOBUILIABAHE HA HMBATa HA KAIKA B KpbBTa BH.

JInTH# (nexkapcTBO, KOETO ce NMpUiara 3a NEeYeHUe HAa pasCTPOMCTBA B MOBEASHUETO MW HAKOM
TUMOBE AENpecud), Korato ce npuiara €aHospeMeHHO ¢ OnmeauMnuH, MOXe aAa MOBWUIH
TOKCHUMHOCTTA Ha JINTHA. AKo TpsabBa aa npuemare JuTUH, BaluuAaT nekap e uamepu HHBaTa Ha
JINTUH B KpbBTa BH.

HecTepouanu nporuBoBb3inanuTenuu cpeacrsa (HCIIBC, nekapctBa, u3nonsBaHu 3a
obnekuaBaHe Ha Dosika, NOAYBaHe W APYrH CUMITOMK HA Bb3NaleHHWE, BKIIOUHUTENHO apTPHT),
MpUIOKEHH eaAHOoBpeMeHHo ¢ OnmenunuH, Morar jga nosdwiaT pucka ot OwvbpeuHa
HepocTaTbuHOCT. EdexrsT Ha OnMeannuH moxe na 6vae nonnxkex ot HCIIBC.

KonecepeaM XHAPOXJOPHA, JIEKAPCTBO, KOETO HaMa/IABa HUBATa Ha X0JIeCTepos B KpbBTa By,
TbH KaTo epekThT Ha ONIMEAUNHH MOXe 13 Hamanee. Bawuar nexkap Moxe na Bu nocwBeTsa aa
npuemMarte OMeaunMH MoHe 4 yaca npeliu KonecesenaM XHApoxXIopu.

OnpeneneHn aHTHANKAN (JIEKAPCTBA 32 HAPYLICHO XPAHOCMMIIAHE WK KHCETHHM), Thbil KaTO
MOKE JIEKO J1a NOHWKAT edexra Ha OnmMeannuH.

Jexapersa, npuniaaranu 3a Jedenne Ha HIV/CIIMH (nHanp. pUTOHaBUpP, HHAUHABMP,
HelHHABUD) MM 3a NeueHHe Ha MEOMYHH HHpEKUNHK (HANp. KETOKOHA30J, HTPAKOHA30.).
AnnTuazem, BepanaMuJ (BellecTBa, KOUTOCE NpHarar npu npobyieMm ¢bc CbpAEUHKA PUTHM U
BUCOKO KPBBHO HANATaHE).

Pudamnurumn (BellecTBO, KOETO ce Npuilara 3a JeveHWe Ha TyDepkKynosza MIH ApYrH
HHpEeKUHH).

EpuTpOMHINH, KIAPHTPOMHUIHH (32 MHPEKUUHU, IPUUMHEHU OT DakTepuu).

Kuiar kaurapuon (Hypericum perforatum), bunka.

HanrponaeH (MHPY3IHR 3a TEXKKH OTKTOHEHUS B TEMIIEpaTypaTa Ha TANOTO).

CumBacTaTHH, BELIECTBO, KOETO C€ MNpHSara 3a HaMmalliBaHE HAa HUBATA Ha XONECTEPOS H
Ma3HUHUTE (TPUrIHLEPUHN) B KPBBTA.

TakpoauMye, CHPOJIHMYC, TEMCHPOJIHMYC, €BEPOJIHMYC U IHKJIOCHOPHH (M3NON3BAHW 3a
KOHTpon Ha Bawara uMyHHa cdcTema, no3songBaild Ha Bawero Tano aa npueme
TPaHCINAHTHPAHUTE OpraHM).

UHdopmupaiite Baliva siekap uiad (apMaueBT, ako NnpUeMare, HAcKOpO CTe TPUEMANHd WA €
BbL3MOXHO Ja MpHeMare ApYyry JeKapcTaa.

OaMeaHNHH ¢ XpaHa H HANTHTKH
OnmeaunuH Moxke na ce npuema ¢ uinu 6e3 xpana. [lorvadere Tabnerkara c Mamco TEYHOCT

(HanpuMep ¢ yauia BoJa). AKO € Bb3MOXHO, MPHEMalTe JHEBHATa CH [03a MO €OHO

BCEKH JIEH, HAMPHUMEP Ha 3aKyCKa. Z. _ E( TS b
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Cok ot rpeindpyT U rpeundpyt He TpadBa na ce NpUeMaT OT XOpa, KOUTO aneM
Tora e Taka, 3awoTO rpedndpyTsT U COKBT OT rpedindpyT MOXKE Aa AoBedaT A0 }
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HHUBOTO B OpraHU3Ma Ha aKTHBHOTO BCLUCCTBO aMJIOAHMHH, KOCTO MOXKE Na NMPHYHHH HENMPCABUIUMO
YCWIBAHC Ha NNOHHAKABAULHUA KPBLBHOTO HaJIATrdaHE ECIJEKT Ha TOBaA JIEKAPCTRO.

Crapuecka Bp3pact

AKO cTe Ha BB3pacT Haa 635 roauHu, Baluvar nekap penNoBHO Lue npocneassa KpbBHOTO BH Handrade
MpH BCAKO MOBHWILABAHE HA N03aTa, 3a Ja C€ YBEPWU, Y€ KPBBHOTO HANAraHE HE CNaja MNpekaJieHo
MHOT0.

HepHOKOXU NalMEHTH
Kakto u npu apyri nogoOHM nekapcrsa, MOHWKABALUMAT KPBBHOTO HajisraHe edekT Ha TOBa
JIEKapCTBO MOXKe Aa ObAE B U3BECTHA CTENEH NO-~-cNab npyu YePHOKOXKH NaLHEHTH.

bpeMeHHOCT H KbpMeHe
AKo cTe OpeMEHHA MM KBPMUTE, CMATATE, 4e MOXKe Aa ¢Te OpeMeHHa UM nnaHupare OpemMeHHOCT,
nOoCchBETBAHTE ce ¢ Balwuns nexkap unu gapMmaleBT npeay ynotpedara Ha TOBa N1eKapCcTBO.

bpeMeHHOCT

Tpsabea na ungopmupate Ballins nexap, ako cmaTare, ye cTe OpeMeHHa (WM niaHupaTe OpeMeHHOCT).
[lo npaBuno Bawnar nexkap we Bu nocubBeTBa na fipeycTaHOBHTE npueMa Ha ONMeAMITMH, ako
[Ut1aHuparTe OpeMEHHOCT, WM BEAHara cnej Kato pazdepere, ue cte OpeMeHHa W uie By nocbhaeTra Aa
[PUEMATE APYro JekapcTBo BMecTo OnMeaunuH. ToBa N€KaApCTBO HE CE NPENOPHUBA [ipH  paHHa
OpeMEHHOCT U He TpADBA f1a ce npuema ciael TpeTus Mecell OT OpeMEHHOCTTAa, ThH KaTo MOXe
cepuo3Ho aa yepenu Bauero 6ebe, ako ce u3non3ea cnea TpeTHa Mecell oT OpeMeHHOCTTa.

Axo 3abpeMeHeeTe MO BpeME Ha JIEYEHHE ¢ TOBA JICKAPCTBO, MOJA, HezabaBHO HHOpMHpaliTe U
noceTeTe Baluus nekap.

KupMmeHe

YcTaHOBEHO €, e aMJIOAMITHH NpeMUHAaBa B KbpMata B Manku konuuectsa. Mndopmupaiite Bauus
nekap npeau aa npuemere OnameaunuH, ako KbpMHUTE nu Bu npeacTon KkbpMeHe.

ToBa nekapcTBO HE C€ MPENOPBLUYRA NMPH KEHH, KOUTO KbpMAT. BawuaTt nekap Moxe ga Bu HazHauu
ApYro NeYeHHe, ako XeNaeTe Aa KbpMUTE, OCOOEHO aKo AeTeTO B € HOBOPOAEHO HIM € pOAeHO
[pexXaeBpeMEHHO.

Hlojpupane u pabora ¢ MALIHHA

[lo BpeMe Ha JieUeHHME HAa BUCOKO KPHBHO HAIATAHE MOXKE [ia C€ UYBCTBATE CHHIWBY, HEPA3NOI0KEHH
WJIH 3aMasHH, WIH A NOJYYHTE riasofonue. AKO TOBa ce CNy4d, He modhupalTe U HE HU3MON3BaNTE
MalllIMHH, JOKATO cuMmmromMure He oTmymaT. O6bpHeTe ce kbM Bawus nekap 3a cbBer.

OaMeaHNHH CbALPIKA HATPHH
ToBa nekapeTBo CbabpKa Mo-mManko ot 1 mmol HaTtpuit (23 mg) Ha TabneTka, TOECT NPAKTHUECKH HE

ChALPKAE HATPHUH.

3. Kaxk na npuemarte Qameannux

BuHaru npuemaiite ToBa NEKAPCTBO TOYHO KakTo Bu e kazan Bawuusat nekap unu ¢papmauesT. AKO He
CT€ CUTYPHH B Hewo, nonuraTe Baliua nekap uny gapMauesT.

- [ipenopwuuTenHara no3a Ha OnMenunuH e eiHa tablieTka AHEBHO.
- Tabnerxure Morar na ce npuemar ¢ WM 6e3 xpaHa. [lorbsaHere TabneTkaTa ¢ Majko TEHHOCT
(HanmpuMep ¢ yalua Boga). Tabnerkara He TpsabBa aa ce abBye. He npuemaiite TabneTkure Cbe

r : A
COK OT rpeindpyT. o

L .j N "4.:::-" -
. AKO e Bb3MOJKHO, TNpUeMaiTe Baliara aHeBHaTa 1033 MO €4HO W CbLIO BP B _ H, % \
HanmpUMeEp Ha 3aKycKa. " RSy Wk A :__:.; \
il o e .
| |IIﬁ hE e o 5-.___;] ‘”
AKO CTe NpHeH NoBeue 0T HeoOxoaumara no3a OMeIHNHH AN L S
\<{:;) I\\.H L {:“*.' .-l'r"
LY o T ~
N O K




AKO cTe [TPUCITH TIOBEHE TabJIETKH OT HEOﬁXGﬂHMOTD, MOXC da YCETHTE, 1€ KPBbBHOTO By Hansrane e
HHUCKO CbhC CHMIITOMH KATO 3aMAaAHOCT, YYECTEH WIH 3abaBeH [mync.

[loBHIIEHO KOMHWYECTBO TEHHOCT MOXe Ja ce Hatpyna B Oeaute apofose (OenoapobeH o0TOK),
NPUYUHABANKH 3a0YX, KOKTO MOXe J1a ce pa3Bue 10 24-48 vaca cnep npuema.,

AKO cTe npuend ropeuye TabneTtku oT HeoOXOAMMOTO MM ako JeTe CAydyaiHo norbijHe TabmaeTky,
He3za0aBHO oTHAETE NMpH Batuua nexap Uan B HaR-0TM3KOTO CNELIHO OTAEIEHKE U B3EMETE OMaKOBKAaTa
Ha JIEKApCTBOTO CH WM Ta3M JIMCTOBKA ¢ Bac.

AKO CTe IponycHAJIH Aa npHemeTe OaMenunun
AKO cTe MpOonycHaIM Ja NpUeMeTe ¢AHa N03a, Ha cIeABalLHA IeH B3eMere obuuaiiHaTa cd no3a. He
B3UMaNTE JBOIHA 1034, 32 1a KOMIIEHCUpaTe NponycHaraTa 203a.

AKoO cTe cnpenu npuema HAa OnMeaUNHUH
BaxHO € Za NPOAB/KHTE /la NpUEMaTe TOBa JIEKapcTBO, OCBEH ako BawnsaTt nekap He Bu kake na
CripeTe.

AKO UMaTe HAKAKBHU JOMbJHHUTEIHA BEAPOCH, CBbP3aHH C ynoTpebara Ha TOBA JEKapCTBO, NONUTANTE
Bawua nexkap wiM papmaleBT.

4, B13MOKHH HeXKeNaHH peakiuH

KakTo BCHYKM NekapcTBa, TOBA JE€KapCTBO MOXKE Aa NMPEeAU3BUKA HEXENaHW peakuUMH, BbNPEKH Y€ HE
BCEKM M Tony4yaBa. B Ciay4dal 4ye HacTenaT, T€ OOMYAMHO Cca JIEKO M3pazeHH M HE H3UCKBAT
NpeycTaHOBABAHE Ha JICHECHHETO.

Bbnpexks ye MOraT Aa HACTBIAT NPH MAJKO X0Pa, CITHHTE HEKEJAHN PEeakKUHH MOraT aa ésaar
CEePHO3HU:

AJIEPrUYHHA peaxiiii, KOMTO MOraT [aa 3acerHar uajloTo TAI0, ¢ NMojJysaHe Ha JMiEeTO, yCTaTa WWiu
napuHkca (r1acHHTE BPB3KH), EAHOBPEMEHHO ChC CbpOexX M OOpuB, MOraT Aa HacTHNAT B X0Ja Ha
neygHde ¢ OnMeauMnuH. AKO TOBa ¢e CAYUH, cnpeTe npHema Ha OJMeaunHH M He3abaBHO ce
cBLpKeTe ¢ Bamna nexap.

OJ'IME,.E[HHHH MOXC Na MIPHYHHH CHIIHO NMOHHWXAaBaHE HA KPBBHOTO HanAraHE [IpH NpCApa3noOJIONKEHHK
JIHULa KWK BCARCACTBHUC HA dJICPIrUiHA PCaKLHA. Tosa MoOXe na NpHUYUHUHH TCXKKO 3aMalBaHe HIM
NMpHIadblH. AKO TOBa ce CyYy4dH, CNpETEe npHemMa Ha OJ'IME,[IHHHH, He3abaBHO ce CBHPKETE C

Bamun JIEKAD H JIETHETCE.

C Heus3BeCTHA YeCcTOTa; aKo MMaTe NOXKbATABaHE Ha ORA0TO Ha OuYWTe, TbMHA YPHWHa, CbhbpOex Ha
KOXKaTa, JOpPH aKo cTe 3anodHanyd nedeHuero ¢ OnMeadnuH Tpead AocTa BpeMe, He3abaBHo ce
cBbpKeTe ¢ Bamns nekap, KOHTO lle OUEHM CUMIITOMHUTE M LHE MPELEHH KaK A3 TNMPOABIKHTE
JIEUEHHMETO 3a KOHTPOJ Ha KPBBHOTO HaNATaHE.

ApYrH Bb3MOXHH HexXelaHH peakuuu ¢ OJIMeaAHRNHH:

Yect (MoraTt aa 3acerdar a0 1 Ha 10 nuua):
- 3aMasHOCT

- rinarobosnue |
- NOAYBAHE Ha NE3EHUTE, XOAWUNATA, KPAKATA, KUTKHTE WK PbLETE A Yy,
- ymupa- P . : -

Heuwectn (Morar aa 3acerdar A0 1 na 100 1una):

- 3aMasHOCT NPH U3NPABIHE

- JIKTICA HA eHeprug

- U3TPBIBAHE WM MpAaByYKaHe Ha PbLETE WIMK KpakaTa




- CBETORBPTEX
- ycelllaHe 3a cbpleduete

- yuecTeHa CbpAeHHa ZeHHOCT

- HHCKO KPbBHO HalAraHe cbC CUMITOMM KaTO 3aMasHOCT, NPHMAansABaHe
- 3aTPYAHEHO AHLLAHE

- Kallauna

- rajieHe

- [MOBPbIIAHE

- HapyLUIeHO XpaHOCMHUNaHe

- nuapus

- 3areK

- CyXOTa B ycTaTa

- O0JiKa B ropHaTa 4acT Ha Kopema

- KOXKEH 0OpHE

- Kpamin

- OoJsika B pBUETE M KpakaTa

- 6onxa B repba

- HeOOXOAMMOCT OT MO-YECTO YPUHHUPAHE

- [MOHHXKEHA CEKCYalHa aKTUBHOCT

- HEBB3MOKHOCT 3a MOCTUIAHE WIAW NOAABbPXKAKE HA €PEeKLIMA
- cnabocr.

Cblio Taka ca HaOMIOAABAHU HAKOW MPOMEHH B PE3YNTATUTE HA KPBBHHTE TECTOBE, KOUTO BKJIHOUBAT
CNEAHOTO:

[MOBKILABAHE, KAKTO U MOHWKABAHE HA HMBATa HA KATMW B KPBHBTA, [OBHIUEHW HUBA HA KPEATHHHH B
KPbBTA, MOBHIUEHH HHBA HA MUKOYHA KHCETHHA, MOBUUIEHW YepHOAPOoOHH nokaszaTenH (HUBa Ha rama-
rnyraMmun tpascdepasa).

Peaku (morart na 3acernar ao 1 na 1 000 anua):

- CBPBXYYBCTBUTEAHOCT KbM JIEKAPCTBA

- NpHNaabLUY

- 3aUepBABAHE U yCELUAHE 3a 3aTOIJIAHE Ha NULIETO
- yepBeH cbpbaL oOpHB (KonpHBHA Tpecka)

- NMOIyBaHe Ha JIMLIETO.

Hexenann peakuny, chobuenn npn ynorpebara Ha onMecapTaH MeJOKCOMHJ HAH aMJIOAHIIHH
NOOTAENHO, HO He NpH ynoTpebara Ha OaMeaAUNHH UK HAGTIOIABAHH € NO-BHCOKA 4€CTOTA;

OnmecapTan MeI0OKCOMHI

YecTn (Morar aa 3acernar a0 1 na 10 auna):
- OpOHXUT

- Bb3NATEHO MbPIIO

- Te€YaL HIH 3arylleH HOC

- KallLTHLIAa

- KOpeMHa Donka

- CTOMAaIUHO Pa3CTPOUCTBO

- auapus

- HapyLUEeHO XpaHOCMMIIaHe

- rajicHe

- D0JIKa B CTABUTE WIH KOCTHTE

- 6osika B rupba

- KPBB B ypHHaTa

- HHDEKLMA HA NHKOYHHUTE NbTHLLIA

- O0JIKa B MbPAUTE
- rpunonoA00HN CUMITOMH

- bonka.




[[poMenn B pe3ynTaTUTE Ha KPbBHUTE H3CIEABAHUA KATO [TOBHUIUEHHM CTOMHOCTH HA JIMIMHOAUTE
(XUnepTpUrnMuUepyUAEMHs ), MOBULUIEHH HUBA HA ypes U MUKOYHA KHUCENMHA B KPbBTA M [IOBULIABAHE HA
MOKa3aTENIMTE 3a HEPHOAPOOHA U MYCKYJTHA PYHKLMA.

HeuecTHn (Morat aa 3acernar ao 1 na 100 nnua):

MOHW)KEH Opoi Ha BUJ KPBBHU KJIETKH, T.Hap. TPOMOOLMTH, KOETO MOXe Aa AOBEAE A0 JIECHO
MOABABAHE HA CHHHHH MJIH YABJ>KaBaHE HAa BPEMETO Ha KbPBEHE

Obp3u alepruyHy PEaKLIMK, KOMTO MOTaT J1a 3aCerHaT UAIOTO TAA0 M Aa A0BEAAT J0 3aTPYAHEHO
[HIIAHE, KaKTO H A0 OBbp30 cnajlaHe Ha KPbBHOTO HajlsraHe, KOETO MOME Aa J0BEE AOPH A0
npunaabk (aHaQUNAKTHYHH peakLHK)

aHrvuHa (00JIKa WK IWCKOMQOPT B I'bPAMTE, H3BECTHO KATO aHTHHA NEKTOPHC)

chpbex

KOXeH 0OpuB

anepruyeH koxkeH oOpus

ypTHKapHs

[MoJyBaHe Ha JTHLETO

MYCKYyaHa Donka

YYBCTBO Ha HEPA3MOJIOKEHHE.

Peaxu (Morar na 3acersat ao 1 ua 1 000 n1uua):

MOAYBAHE Ha NHLETO, YCTATa H/MNN TapyHKca (TNacHUTE BPb3KH)
ocTpo 61LOpeuHOo Hapywerne U 6bOpeyHa HEAOCTATBUHOCT
CBHHJMBOCT.

AMJIOAHNHH

Mmuoro yectn (Morat Ja 3acerHat mopede ot 1 Ha 10 anna):

OTOK (3abp>KaHe Ha TEYHOCTH)

Yectn (Morar aa 3acerdar no 1 va 10 anua):

KopemMHa D0/Ka

rafaeHe

[IOAYBAHE Ha [NE3CHUTE

CBHJIMBOCT

3a4YEPBABAHE U YCELUAHE 3a 3aTOIUIAHE Ha IULETO
3PUTENHY HAPYLUEHUSA {BKIIKOHHUTETHO ABOHHO BHXKIAHE U 3aMBIIEHO BHXK/IaHe)
yCellaHe 3a ChplLeduene

auapus

3aNeK

HapyLIEHO XPaHOCMHUJIaHe

Kpammu

cnabocTt

3aTPYAHEHO JIULLAHE.

HeuecTn (Morar aa 3acersar 10 1 na 100 auua):

NpobnNeMHU ChC ChHA

HApYUWIEHUA Ha CBbHA

MPOMEHH B HACTPOECHHUETO, BIJIIOUMTENHO U 0€3MOKOHCTBO
aenpecus

pazapasHHUTENHOCT

Tpecka

[IPOMEHH BbB BKYyCa

NnpuNaabUM

IIYM B YIUHTE (THHUTYC)

(BnoLLIaBaHe HA) aHrMHa nNekTopuc (bosika UK AUCKOMMOPT B rbpANTE)
HEMpaBHUJIHA CbpAEYHA NEHHOCT




- Te4all MK 3aMyLeH HOC
- Koconaa

- MyprnypHHA TOUKH UM TIETHA MO KOXAaTa BC/IEACTBUME HA MAJIKW KPbBOU3IUBH (Nyprypa)
- MPOMsHA B LIBETA HAa KOXKaTa

- MOBULICHO U3TIOTABAHE

- KO»XEH 00pUB

- ChpOeXK

- yepBeH ¢bPOAL OOpUB (KONPHBHA TPECKA)

- O0JIKa B CTABUTE U MYCKYJTUTE

- npobiaeMM Npy ypuHHpaHe

- CNELUHK NO3WBH 33 YPUHHPAHE Npe3 HOLLTA

- He0OXO0ANMOCT OT {10-4E€CTO YPHHHUpaHe (OTAENAHE Ha ypHHA)

- yBE/IHHABaHE HA FbPAMTE MPH MBXKE

- Oonka B ropauTe

- 60nKa; YyBCTBO Ha HEPA3IMONOXKEHHE

- YBE/IWYABAHE WK HaMajiABaHEe HA TEIECHOTO TEerno,

Peaku (morar aa 3acerdar ao 1 ua 1 000 anua):
- o0bpKRaHe

Mnoro peaku (Morart aAa 3acertat Ao 1 ua 10 000 aunua):

- MOHMWXKaBaHe Ha Opos Ha OenuTe KpbBHU KNETKH, KOETO MOXKE J1a MOBUILIY PUCKA OT MH(EKLINS

- MOHMXKaBaHe Opoa HA €AWH BUA KPbBHU KJIETKH, HApEUEHU TPOMOOUUTH, KOETO BOAMU 10 JIECHO
[MOCHHABAHE WIH YBE/UYEHO BpeMe Ha KbpBEHE

- NOBUILIABAHE H& KPBLBHATA 3aXap

- MOBHMILIEHA CTErHATOCT HA MYCKYJWTE M MOBHLIEHA PE3UCTEHTHOCT KbM NAaCHBHHU ABHIKCHMHSA
(X*EepTOHYC)

- U3TPBIIBAHE WIH MPABYUKAHE Ha PBUETE WK KpaKaTa

- CBhPACUEH yaap

- BB3NAJICHUE HA KPbBOHOCHUTE CHJOBE

- Bb3najieHHe Ha YepHusa Apod MK maHkpeaca

- Bb3lAJIEHHE Ha CTOMallHaTa JIMrasuua

- YILU1BTHABAHE HAa BEHLUTE

- MOBULIEHH YEPHOAPOOHH €H3UMMU

- MOXKBJTABAHE HA KOXKATa U OYHUTE

- MOBHLIEHA YYBCTBUTENIHOCT HAa KOXKaTa KbM CBET/IMHA

- anepruvHy peakudu: cbpbex, oOpuB, NoayBaHe Ha JIMLETO, YCTAaTa W/ MM JapUHKca (rnacHUTe
BPb3KH) €QHOBPEMEHHO CBLC ChpOex U OOpUB, TEXKH KOXHW peakuuH, BKIIIOUMTENHO HU3pa3eH
koxeH 0OpHB, KOMIPUBHA TPECKa, 3a4€pPBABAHE Ha KOYKATA HA UANIOTO TAN0, CHIIEH cbpbex, nosea
HA MEXYpH, MINOLLBAHE W NOAYyBaHE HA KOXaTa, BB3MaNCHAE HA NUIraBUIIATE, IMOHAKOra
XXMUBOTO3AaCTpalllaRalllM.

C Hen3BecTHA 4ecTOTA (OT HAJTHYHHTE JAHHH He MOXe /1a ce onpeaeHd 4eCcToTaTa)

- Tpenepeila, ckoBaHa Mo3a, Oe3uspa3Ho nuue, OaBHUM ABHKEHHWS M MNpoBiauveHa, HecTabDMNHa
NOXOJKa

- TCHKKH KOXXHM peakUHMH, BKIOUUTENHO CHNEH KOXEH OOpuB (TOKCHMYHA enuaepManHa
HEKPOJIU3a).

Cho0maBaHne HA HEXKEJIAHN PeaKIHH

AKO MONYMHTE HAKAKBM HEXENAaHH JIEKAPCTBEHW peakluH, yBeaoMeTe Bawua nekap uny papmMaueBT.
ToBa BKIIOYBA BCHUKH BBIMOMKHHK HEONMUCAHMW B TA3H JIMCTOBKA HEXEJIaHW peakund. Moxere Cbliuo aa
ChODIINMTE HEXENIAHW peaKLiMi AMPEKTHO 4pe3 HaLMOHANHATa CHCTEeMa 3a crobliapaHe: -

H3nbauuTenna areduus no nexkapctea (MAJI)
yn. Jlamsaud ['pyes Ne 8

1303, rp. Codus

P. bvarapus




Ten.: +359 2 8903 417
(axc: +359 2 8903 434
¢-mail: bda@bda.bg
yebcalT: www.bda.bg

Karo cpobulaBaTe HEXenaHW peakUMH, MOXETe Aa AJajeTe CBOSf NMPHMHOC 3a MoayyasaHe Ha fOBEYE
MHQOPMaUMA OTHOCHO 0e30nacHOCTTa Ha TOBa JIEKApCTBO.

S. Kak pa cbsxpanasate OaMeaunHH

Ha ce ¢cbXpaHaBa HA MACTO, HEAOCTBLITHO 3a Jela.

He u3nonspa#ite TOBA JIEKApCTBO Clied CpOKa HA FOAHOCT, OTOENA3aH BBPXY KApPTOHEHATa OMNaKOBKa,
Onuctepa unum 6yTwikaTta. CpoKLT HAa FOAHOCT OTrOBapd Ha NMOCAEAHUSA AEH OT NMOCOYEHHU MECeLl,

bancTepH Chbe CYLINUTE
To3u nexkapcTBeH NPOAYKT HE W3HCKRBA CIIELHANIHH YC/I0BHUA HA CbXPaHEHHE.,

bauncrepu 6¢3 cylinTen
Ha ce cbxpansasa nog 30°C.

byTHiKH
To3u nekapcTBeH NPOAYKT HE KIUCKBA CNECUKATHH YCITOBUA HA ChXPaHEHUE.,

Cnen oreapsaHe aa ce nanossea 40 100 aHu.

He wu3xpbpasiiTe mexapcTBaTa B KaHAMM3aUMATA MWIW B KOHTEHHEpa 3a JOMAalllHKM OTNAABLM.
[lonutaiite Bawmua ¢papmaleBT Xak Ja U3XBBPJIATE NEKapcTBaTa, KOMTO BEYe He M3Mon3pare. Tesu
MEPKM L€ CMOMOrHAT 3a Ora3BaHe Ha OKONHaTa cpeaa.

6. CbabpkatHe Ha OTAKOBKATA K JOMNBJIHHTE/THA HHpOpManun

Kaxso cuabpxka OnMeannun

AKTHBHUTE BelllecTBa ¢a: OJIMecapTaH MeJOKCOMWI U aMToAUNHH (KaTo Oe3uar).

Beaka durnmupana tabnerka Onmeannud 20 mg/5 mg cbabpka 20 mg onmecapradH MeJOKCOMMIT 4 5
mg amMJIOaUITKH (kato be3unar).

Bcaka punmupana tabnerka Onmeannud 40 mg/S mg ceaspxka 40 mg onMecapTaH MeAOKCOMMI U S
Mg amMAOAUNKH (kato 6e3unar).

Hpyrute cbcTaBKM B CbpuUeBHHATa Ha TableTkata ca: MMUKPOKPHMCTA/IHA LUE/y/03a, HATPUEB
naypuiacyndar, JUMOHEHAa KHCEIWHAa MOHOXMKApAT, XMWAPOKCHUIIPOMUILENYN03a, KpOocKapmenosa
HATpUWi, MANITO3a, MAHHTON, XWAPOKCHITPONHALENY/103a, HACTUYHO 3aMECTEHAa U MAarHe3HEB cTeapar.
Ob6puBkaTa Ha Tabnerkara ot 20 mg/5 mg cbabpka MONU(BHHUIOB aNKOXo0/), TUTAHOB AHOKCHA
(E171), Mmakporon u Tajk.

O6euekara Ha Tabnerkarta oT 40 mg/5 mg ¢cbAbP#Ka NOJAH(BUHHIOB AJIKOX0J1), TATAHOR AUOKCHA
(E171), makporoJ, Tajk, xefne3en okcua, wbuiaT (E172) v xenezeH okcua, yepseH (E172).

Kak uirnexna OnmMeaunHH H KAKBO ¢bAbPKA ONAKOBKATA
Onmeaunud 20 mg/S mg: 6enu, Kpbriy, ABOKHOU3MBKHANH, PUIMUpaHy TabneTku, ¢ Haanuc “M” ot
enHara ctpaHa v “OAl” ot npyrara,

OT efHaTa cTpaHa ¥ “OA2” ot apyrara. B2

Onakosku ¢ 6nucrepu ot 14, 28, 56 u 98 dunMupanu tabnetku Ha Onmeaunuu 20
mg ¢UnMHpaHH TabIeTKH.
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OnakoBKHM ¢ nuactmacoBa Oytuika ot 28, 56 u 98 dunmupanu tabaerku Ha Oameaunul 20 mg/S mg,
40 mg/5 mg bunmMupaHu TabNETKH.

He BcHuku BUIOBE OMAaKOBKK MOrar aa Obaat rnycHaTH B npoaaxoa.
IIpuTexaren HA pazpemieHHETO 32 ynoTpeda H NPOH3IBOAHTE.

[IpuTexares Ha pa3pelIeHUETO 3a ynoTpeoda:
Viatris Limited

Damastown Industrial Park

Mulhuddart, Dublin 15

DUBLIN, Upnanaus

I Ipoussoauren:
Mylan Hungary Kft., Mylan utca 1, Komarom, 2900, Yurapus.

Mylan Germany GmbH, Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1,
Bad Homburg v. d. Hoehe, Hessen, 61352, ['epmaHus.

Tosa JexkapcTBO € paspemieHO 3a ynorpeda B AbpKaBHTe 4WIeHKH Ha Esponeickoro
NUxonomuuecko IlpocTpaHcTBO N0 CJI€JHHTE HMEHA!

ABCTpHS: Olmesartanmedoxomil /Amlodipin Viatris 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Filmtabletten

bbarapus: OnmenunuH 20 mg/5 mg, 40 mg/5 mg dbunmupanu TabneTku

['epmanus: Olmesartanmedoxomil/Amlodipin Mylan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Filmtabletten

bpuns: Olmedipin 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg

Hpaanaun: Olmesartan /Amlodipine Viatris 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg film-
coated tablets

Hranun: Olmampid 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg

[MopTyraaus: Olmesartan Medoxomilo / Amlodipina Mylan 20 mg/5 mg, 40 mg/5 mg,
40 mg/10 mg

Jdara Ha nocjieaHO npepasriek/iaHe HA JIHCTOBKaTa
mau 2024
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