JIMCTOBKA



Jrcrosra: nopmMannsg 33 NANNEHTA

Onmepunun 20 mg/5 mg pusmupann Tabietkn
Olmedipin 20 mg/5 mg film-coated tablets

Onmeznnun 40 mg/5 mg puamupanu Tabnericn
Olmedipin 40 mg/S mg film-coated tablets

ONIMECAPTAH MEIOKCOMMI/ AMITOHNKH
(olmesartan medoxomil/amlodipine)

IIpouerere BHUMATEIHO LSNATA JHCTOBKA, UPEIHA Aa JANOHHETE A2 PHEMATE TOBA JIEKAPCTRO,

Thil K&T0 TA cHLABPXKA Bakua 33 Bac undopmanns.

- 3anazete Ta3n nuCcTOBKA. MOJKe 2 Ce HAMIOKY /14 7 IPOHETETE OTHOBO.

- AXO MMaTe HSKAKBU JONBIHUTENHM BLOPOCH, NonuTaiite Bamus nexap snu GapmaliesT cectpa.

- Tosa nexapcTeo e mpeanKcao MuaHo Ha Bac. He ro npeotcrenpaiite na npyru xopa. To Moxe
J1a UM HaBPEH, HEIABKCHMO Y€ (IPHIHALKTE HA TAXHOTO 3a00/ABaHe ca ChIIHTe Kato Baurure.,

- AKO NOJAYUUTE HAKAKBM HENKENaHH NEKAPCTBEHH DeaKuMH, yBenoMere Bamns mexap unu
dapmauest. ToBa BKMIOUBA M BCHMKH BHLIMOXHHM HEXENAHM PEAKLHW, HEOMMCAHW B TA3K
JIMcTOBKA. Brokre Touka 4.

Katcao chirupia Tak ARCTOBKA: USMLAKUTENHA ATEHUWR 1O REKAPCTBATA

JiiemoBia - MNpusoxenue 2

1. Kakeo npeacrasassa OIMEAMNHH ¥ 33 K2KEO C€ H3TION3B

2, Kakso tpa6Ba 1a 3HaeTe, npean na npueMere Onmennnuz}(m Pag. Ne 2\01‘6\03\9\& \AS

3. Kak ganpuemare Onmemunun [T e —
4. Bu3MOKHH HEXENAHN PeaKuuy Paspewerye NG L pAM T ELIFF ~F
5. Kak aga cexpanssare Onmempnnn | e B e
6. CoaBpKatHe Ha ONAKOBKATA W SOITLIHUTENHA BHOOPM Wonbpeuue M ............ /23'12'2022
1. Kaxso npeacrapianna O/MeMIUH 1 33 KAKBO ce H3110/13Ba

OnMeaHnHH CHABPXKA NIBE AKTUBHH BEUIECTBA, HAPEYEHH OIMECAPTAH MEJOKCOMMI M aMAOAMMMH (NoA
dopmara Ha amnonamanon Geswnar). H neere BetecTsa croMarar 3a KOHTPONa Ha BHCOKOTO KPbBHO
HajisraHe.

- OnmecapTan MESOKCOMHA NPHHARNEKH KbM IPYNa JeKapeTsa, HApeueHH ,,aHTMoTeH3uH-1I
PEUENTOPHU aHTATOHUCTH", KOMTO MOHIKABAT KPBLBHOTO HAMAraHe NOCPENCTROM pasiliHpABaHE
Ha KPBBOHOCHUTE ChAOBE.

- AMIOMMIYH NPUHAANEKH KBM IPYNa BEDleCTBA, HAPEueHY ,,6l0KePH HA KA/ILHEBHTE KAHATH".
AMIOAMNUH CHPA [PEMUHABAHETO HA KAJIMA B CTEHATA HA KPRBOHOCHHMA CbI, KOETO
NpefoTBpatiBa CBUBAHETO HA KPHBOHOCHUTE CBHIOBE W MO TO3M HAaYMH CHLIO Taka MOHMIKABA
KPBBHOTC Handrane,

HedcteeTc ¥ Ha ;seTe aKTMBHY BelleCTBA [OTIPWHACH 34 MPEYCTAHOBARAHE CBHBAHETO Ha
KPBBOHOCHUTE CBAOBE, TAKA Y€ KPBBOHOCHHAT CbJ] CE OTITYCKA K KPHBHOTO HAIATAHE Ce NOHIKABA.

Onmenunas ce npwiara 3a JICYCHWE Ha BUCOKCQ KPBBHO HANTAIGHE NPY NAUHEHTH, NPH KOKUTO KPEBHOTO
HaAraHe He C€ KOHTpONMpa NOCTATLYHO Mpy CcaMOCTOATENHO HNPHIOXKCHKEC HA ONMecapTaH
MEIOKCOMIN MITH aMJIOIUIINH.

2.  Kakso TpuOsa ja 3uaeTe, npead aa npuemere OnMeannuy

He npuemaiite Onmeaunum:




- KO CTEe aNePruyHK KM ONMECAPTaH MEAOKCOMHI MITH KbM aMJIOAMIIMH, WIH KbM ONpeneseHa
Tpyna Gioxepy A KATLMEBHTE KAHATH, JHXHAPONHPHOMENTE, WIH KbM HAKOS OT OCTAHAIMTE
CBCTaBKH Ha ToBA eKapcTBO (M30poeHy B Touka 6);

Ako cmATaTe, Ye MOKe A cTe aneprhyHy, ofchhete ro ¢ Bauma nexap mpean aa npHemere
Onmeaunun;

- aKo cre GpemeHna cnex TpeTHs Mecel OT Spemennoctra (ITpenophudTesnto € na ce widarsa
ynotpeGata Ha OnMenunmH U N0 Bpeme Ha paHHa GPEMEHHOCT — BIUKTE TOUKA ,,BpeMenHocT U
XBpMEHE™);

- aKo umare AuaGeT WnH Hapyweda Gnlpeuna QyHKUHA M Ce NeKyBare C JIEKAPCTBO 3a
MOHIKABAHE Ha KPBLBHOTO HA/IATaHE, ChABAALIO ATHCKUPEX,

- aKO HUMaTe TeKKH npobremy ¢ uepHud Apof, aKo OTAENAHETO HA MTBYKA € HAPYIIEHO HIH
NPEeMHHABAHETO HA JKIbYKA B HUThUHHS Mexyp € Onokupaso (Hamp. nopagd KaMBHR B
MTBUKATA), WK aKO MMATE XKKBITeHHUA (IOXKBATABAHE HA KOXKATA H OUHTE);

- aKO MMATE MHOIG HUCKO KPBBHO HANArAHE;

- aK0 CTPajgaTe OT HEAOCTaTLYHOCT HA kpBBocHAOAdRaHE Ha BamuTe THKAHMTE CHC CHMITOMH
KaTo Hanp. HHCKO KPBBHO Hansrane, cia@ mync, yuecteHa cChpledHa aeiirocT (IOK,
BKJIIOUHTENIHO KapauoreHeH oK), KapayoreHeH WIOK 03HAYAB& LIOK, BCAEACTBUE HA TEKKH
CHPAEYHH HApPYIICHHS;

- dKO OTHYAHETO HAa KPBBT2 OT CLPUETO € HAPYIeHO (Hamp. nopaaM CTeCHsBaHe Ha AOPTATd
{aoprHa cTeHo3a));

- 8KO HMMATe HamajieH CbpACUeH AeOMT (KOeTO BOAM A0 3afyX MM mepHEpHH OTOLHM) caen
chpaeveH nHdapkT (OCTEP MUOKAPAEH HH(pApKT),

Hpeaynpexaennn 1 BPeANAIHA MEPKA
Tosoperte ¢ Bawnsg nexap unu dapManest npenu 1a npuemete OnMeaunHH.

lopopere ¢ Bamus jexap, axo npueMarte HEKOe OT CHEIHWUTE JIEKAPCTBA, HIMOMIBAHY 3a TeYeHHe Ha

BHCOKO KPBBHO HANAraHe:

- HHXMONTOP Ha aHTHOTEW3MH komBepTMpamus etsuM (ACE HHXMOHMTOp; Hanp. eHananpw,
NU3HHONPWI, PAMANTPUIT), 0cobero ako uMate 6B6peuny npobiiemy, CBEp2any ¢ auatder.

- AMUCKUpeH

Bawmar nexap MOXe TEPHONMYHO Ja MpoBepssa GbOpeunaTta Bu dyHKUHA, KPBBHOTO HAJSraHe M
KOJTHYECTROTO Ha efekTpoimMruTe (Hanp. kanuil) 8 kpsaTa BH,
Buxre cuito dEbopmanuaTa ozarnaseta ,,He npuemaiite Qnmeaunuu®.

T'opopere ¢ Bamnsa jgexap, ako HMate HAKOH OT c/leHUTE 3APABOCAOBHH NPOOIeMHU:

- npobnemMu ¢ GuOpeiure Win uMare TparcanaHTHpal 6s6pek;

- yepHoApobHo 3abonsBate; ,

- CHpAEYHA HENOCTATHYHOCT WK NPOGIIEMHU ChC ChPAEUHUTS KIAMH KK CHPASHHHA MYCKYJL,;

- TEKKO NMOBPHILIAHE, AHAPUS, NeYEHHE ¢ BMCOKH 103H ,,0TBOAHABANM Tabgerku“ (auypeTHuw)
WK aKo cra3pate guerta, Oeada Ha con,

- HOBULICHH HHBA Ha KAJIHH B KPBBTA By,

- tpobremu ¢ HanbBEpeunnTe Hiean (0OpasyBAINN XOPMOHH HIE3H, KOMTO CE HAMHpAaT Haj
OpOpenuTe).

Ceupixere ce ¢ Bawina nekap, ako nonyuure nnapus, KoaTo € TeXKa, TIPOALILKHTEIHA U NPHUHHABA
3HaUHTENHHA 3aTy0H Ha Terno. BauwsT nerap Moxe fa ouCHH Balmure CHMITOMH ¥ Ja NPELEHH Kak
Ja NpoaBIDKY JieHeHKeTo Ha Bauleto BUCOKOTO KPBBHO HAJAraHe.

HaylaraHe NpH NaUMeHTH C HAPYLISHO KpbBocHAONABAHE HA CHPUETO HiTH MOIBKA, MO
chpaeveH nHGApKT W Ao uHeynt, [lopapu ToBa BauwimaT jexkap BHHMATENHQ
KpPEBHOTO By Handrane.

Tpnabsa na uropmupare Baums nexap, ako cMaTate, de ¢Te GpeMenHa (WM maa
Oameannyn He ce npenoppypa B pauda GpeMeHHOCT M He Tpabaa fa ce npuema ¢




OpemeHHOCTTa, THif KaTO TOB2 MOXE CEPHO3HO na yBpenu Bauleto Gefe, aKko Ce W3NON3Ba B TOIM
neproz Ha OpeMeHHOCTTa (BHKTE TOYKa ,,BpEMEHHOCT M KbpMeHe™),

Jdeua u fodomn (noa 18-rogumna swipacr)
Onmeuimiy He ce IpertopsvBa NPy Jela ¥ IOHOLH nox 1 8-rogunrHa BB3IPACT,

Apyra nexapersa u Onmeannun
Hudopmupaiire Bawmns nekap Jmd $apMaLesT, ako OpueMare, HACKOPO CTE NPHEMATH WIH €
BB3MOKHO & IPHEMETE KOETO H 113 € OT CIIeHUTE JeKapCTBa:;

ApYra flekapcTBa, DORMKABANIH KPLBHOTO HAINIAHE, Thil KATO MOXE la YCHNAT ehekTa Ha
Onmenunyn.

Mosxe na ce nanoxn Bawwst nekap aa nposeru gosara Bu w/unn aa sieme apyry npeanashu
MEpPKH:

Axo npremate ACE naxuburop Wil anHcKMpeH (BuxTe cpiio nHbOpMALMITA O3arnapena , He
npuemaire Oamenumua” u  JIpeaynpexacuus u upeaastn Mepru™).

Jo6aBKkn, KOMTO CLALPKAT Kaanil, 3IAMECTHTE/IN HA CONTA, KOMTO CLIBPKRAT KajnMii,
»OTBOAHABAWE TaGaeTku™ (AHypeTul) wip Xenaphm (32 paspeXxnaHe Ha KPEBTA M
NpEAOTBPATABAHE CHCHPBAHETO Ha KPBBTA). YnoTpebarta Ha Ty jleKapcTba JHOBPEMEHHO C
OnMeunuH MOKe 14 IOBEAE KO NOBHINABAHE HA HUBATA HA KalMi B KpLETa By,

JIntuii (nexapcTso, KOETO Ce MpHEra 3a NEYEeHMe HA PascTPOiCTBA B MOBENEHHETO W HAKOU
TUNOBE ACTIPECHA), KOTATO C€ IIpHiara SRHOBpeMeHHO ¢ ONMERMNUH, MOXKE A4 TOBMUIH
TOKCHYHOCTTA HA HTKA. Ako TpAGBa aa npyeMare nivmuil, Bawmar nekap wie u3mepu HUBATE Ha
IUTHH B KpbETA BH.

Hecreponarn npotusesb3nanutesuy cpeacrsa (HCIIBC, nekapersa, ws3nonseann 3a
obnexuapane Ha 6onka, nogyBake W APYTH CHMITOMY HA BL3Nalletie, BKIIOUHTENHO aPTPHT),
MPUACKEHH eaHOBpeMeHHO ¢ OnMequnuH, Morar ja nNOBHIIAT pucka OT bGbbpevna
HenocTaTeHoCT. Edextrt Ha OnMenunuu Moxe aa 6bvae momwken or HCIIBC.

KoJiecenesiam XHIPOXAOPKI, IEKAapCTRO, KOSTO HAMA/IABA HKBATA HA XONECTEPON B KpbBTa By,
ThH KaTo eekTT Ha ONMEAUITME MOYe Na Hamanee. Bauuar iexap Moxe aa Bu nocseersa na
npuemare OnmMenynus noHe 4 yaca MpeAy Koseceneqam XHAPOXAOPHA.

Onpenesenn anTHANNAN (NeKapCTBA 32 HAPYINEHO XPAHOCMHAHE MM KMCENMHH), Thi KaTo
MOJKE JIEKO A NOHwKaT edexta Ha OIMeaunuH.

Jlexapersa, npuaaraund 3a gevense wa HIV/CIIMH (sanp. puroHaBup, HHIMHABHD,
HendUHABUP) UAK 33 NeueHne Ha MEGHYHI HHQEKIMH (HAanD. KETOKOHA30MA, MTPAKOHA301),
JAnntuazem, Bepanamun (BeimecTaa, KOWTO Ce NPHIAraT NP NPoBIeM Che ChPIEUHUA PUTHM H
BHCOKO KPBBHO HaNAraHe),

Pudpamnuung (Bewtectso, Koero ce npwiara 3a JedeHue Ha TyGepKyNoza uaM apyrd
HH(eKLHH).

EpurpomMunas, KIAPATPOMHEIHE (32 HHDEKIMY, TPUYHHEHU OT GaKTepru).

Abar xaarapuon (Hypericum perforatum), 6unka,

Hanrposen (nudysHa 32 TEKKH OTKIOHEHMS B TEMIIEpaTypaTa Ha TAIOTO).

CuMBacTATHH, BEWECTBO, KOETO CE MPUNTAra 3a HaMansdBaHe HA HHBATA M& XONECTEpon M
MasHHHUTE (TPHTIHLEPWIH) B KPBHETA,

Takpoanmye, cHPOIMMYC, TEMCHPOIMMYC, CBEPOIMMYC H HHKAOCHODHA (MINOMIBAHK 34
KOHTpon Ha Bawara umysHa cucTema, nossonssalid Ha Bauieto Tano aa mnpueme
TPAHCHIAHTHPAHKTE OPraHy).

Hngopmupaiite Bamma nexap w1y (apMauesT, ako OpHeMaTe, HACKOPO CTe NpDHEMANM WnH e
BBEIMOMKHO A2 NPUEMATe JPYTH IEKapeTRa.

OnmMeanNAA ¢ XpaHa 1 HANHTKH
Onmeaunuy Mome na ce npuema ¢ wax Ges xpana. Ilorbnnere TaGnerkata
(Hanpumep ¢ vaina Bofa). AKO € BB3MOXNHO, ITpueMaliTe NHEBHATA CH 1033 1o gf
BCEKY JIeH, HanpuMep Ha 3aKycKa.

Cok ot rpeindpyT u rpeindpyr He Tpabsa Ja ce mpueMaT OT XOpa, KOUTO |
Tosa e Taka, 22010 rpelindpyTsT H COKLT OT rpeindpyT MOXe [a JOBeNd




HHBOTO B OPraHH3IMa Ha aKTHBHOTO BEIUECTBO aMAOAHIIHH, KOETO MOXeE Oa TIPHYUHH HEMPeBHAUMO
YCHNBaHE Ha TIOHIDKABAINMA KP'BBHOTO HAATAHE CCPCKT Ha TOBa NCKAapPTTRO.

Crapuecka BbIpacT

Axo cTe Ha BB3pAcT Hap 65 roguuy, BaliuaT nexap pesoBHO Lie NPOCAenABa KPRBHOTO By Hanaraue
MpH BCAKO MOBKUIABAHE HA RO3aTa, 32 Ja Ce YBEpH, Ye KPhBHOTO HANATaHe HE cNafa (peKaieHo
MHOTO.

YepokokH MailHeHTH

Kaxto m mpu apyru nogofuu nexkapersa, NOHIWKABAIMMAT KPBBHOTO HANIATAHE ediekT Ha TOBa
eKapeTBo MoXe fa 6B/ B M3BECTHA CTENeH N0-cal Npy UepHOKOKH MALMEHTH.

Bpemennoct # kKnpmene

bpemexHocT

Tpabsa na undopmupate Bamns nekap, ako cMmarate, 4e cre GpemerHa (ian nnaHHpaTe fpemMeHHOCT),
Ile npasuno Bawuar nexap me Bu nocvsetsa jna npeycranosmte mpuema Ha OJSMEIMITHH, aKO
nnanypare SPeMEHHOCT, Ny BeAHara crex kato pasfepere, ue cte Gpemenna u me Bu nocveeTsa na
ApuemaTe Opyro jekapeTso BMecTo OnmeaumuH. Tosa NEKapCTBO HE €& IPenopbuBa npu  paHHa
OpemennocT 1 He TpAGBa fla ce MpueMa Cliel TpeTHA Mecer, 0T GpeMeHHOCTTa, THH KaTO MOMKE
cepro3no na yspeau Bawero Gele, ako ce uznonssa cnex Tpetus Mecel oT 6PEMEHHOCTTA.

Axo 3abpemeHeeTe 0 BpeMe Ha JieYeHHE ¢ TOBA JIEKapCTBO, MONd, He3aGaBno MuGopMHpatite W
nocerere Bawug nexap.

Knpmene

YCTaHOBEHO €, 4e aMJIOUITH NPEMHHABA B KBPMATA B MANKW KonuvecTsa. Mudopmupaitre Bamus
mexap npeay Aa npHemere OIMEaNIHH, AKO KBPMUTE Uy BU ipeacTon kepMetie.

Tosa nexapcTBO He ce NMPenopBLYBa NPY JKEHH, KOWTO KBPMAT. Bamuat nexap Moxe a2 Bu Hasnaun
ApYTO JieueHHe, aKo JKeNaeTe A3 KbPMHTE, 0CO0eHO axo aeTeto By € HOBOpOAEHO WM € pPOJEeHO
HpexKaeBpEMEHHO.

Ako cte BpemeHHa WM KbPMHUTE, CMATATE, Ye MOXKe fa cTe GpeMenHa Mny niauuparte SpPeMEHHOCT,
noceeeTBaliTe ce ¢ Bawina nekap win dapMauesT npean ynotrpebara Ha TOBA JEKAPCTRO

Dlojgupane n paboTa ¢ Mamuuu

ITo Bpeme Ha feuenve Ha BUCOKO KPHBHO HAATAHE MOXKE Ja C& YYBCTBATE CHHJIMBHM, HEPA3MOTOKEHH
WY 3aMasHy, MM Ja odyyunTe riasobonue. AKO TOBA Ce Chyuu, He wodupaiTe M He H3NOn3BaiTe
MaiIMHH, A0KATO CHMINTOMHTE He oTuymsT, O6ppHeTe ce kbM Bamma sekap 3a chaer.

Onmepunun cbabpka HATPHH
Tosa nekapcTBo CuaBPsca No-Maako oT 1 mmol Hatpuii (23 mg) Ha TabeTka, TOECT NPAKTHHECKHM He
ChABPHKA HATPHIA.

3.  Kax ga npyemare Oameaunun

Brnaru npueMaiiTe Toba 1€KapCTBO TOUHO KakTo Bu e kasan Bawusr nexap uny dapMauert. AKo He
CTe CUFYpHY B Hellio, nonutaiite Baums aexap win dapmauest.

- [Mpenopbuurentara goza Ha OnMeAHTHH e eana TabneTka JHEBHO,

- Tabnerkure moraT ga ce npuemar ¢ unn Ges xpana. [TorbnHeTe TaGneTxkara ¢
{nanpumep ¢ vaina Boga). Tabaerkara xe Tpabea na ce nneue. He npuema
COK OT rpeHndpyT.

- AKO € BE3MOXKHO, npuemaiire Bawara aHesHaTa f103a 1o €AHO U Ch
HAPpHMEP HA 3aKYCKa.

AKo cTe MpHedk noBede oT neobxoaumara fo3a Omenunus



AKo ¢Te npHenH noseye TabneTkH 0T HeOOXOANMOTO, MOXE 1A YCETHTE, 4e KPBBHOTO By Hansrane €
HHCKO CBC CHMITTOMH KATO 3aMasHOCT, YHecTeH 1K 3abasen mync.

[losHweno KOMHMYECTBO TEYHOCT MOKE AA C& HATPYNa B Gemurte apobose (Genonpoben oToOK),
ApHYHHABAHKN 3a1yX, KOATO MO J1a ce pasBue 10 24-48 uaca ¢ien npueMa.

Axo ¢Te npueny noeeve TaGNeTKM OT HEOGXOMMMOTO MM KO AETE cayvaiiHo norense TabneTku,
He3abagHo oThieTe npy Bauius nekap #nu B Hali-6lIH3KOTO CHELIHO OTAENEHIE ¥ BIEMETE ONMAKORKATA
Ha JIeKapcTBOTO CH WK Ta3u AMCTOERKA ¢ Bac,

AKo cTe nponycaans xa npuemere Oameanmun

AKO CTe NPOIycHANK Jia IPHEMETE eHA 4038, HA ClleiBAIMA AEH B3eMeTe ofwyaiinaTa cu no3a. He
B3uMaiiTe ABOMHA 1034, 34 ]a KOMICHCUPATE MPOIMYCHATATA 0034,

AKO cTe enpesnd npuema Ha OaMeanuun

BaxkHo ¢ na nponemkuTe fa npuemare TOBA NIEKAPCTBO, OCBEH AKO Baluuar nexkap He Bo kaxe ga
cnperve.

AKO HMaTe HAKAKBH JAOTLIHHTENHH BBIIPOCH, CBBPIANM ¢ ynoTpebaTa HA TOBA NEKAPCTBO, OMKTaItTe
Bauvs nekap winu gapmauest.

4. BBIMOXHH HeXeJaHH Peakuuy

KaKTo BCHUKM J1€XapcTBa, TOBA NEKAPCTBO MOXKE A NPE/IM3BHKA HEKEAHH PERKILHY, BLIPEKH He HE
BCCKM T TOMydyaBa. B cnyvalh ue HacTBNAT, Te O0MMARHO C& /IEKO H3Pa3ICHH M He H3IHCKBAT
NpeyCTaHOBABAHE Ha JIEUEHUETO.

Bhiipexn ve Morar a BACTBIAT NPK MAIIKO X0pa, CICARHTE REMETaHR PeAKIHN MOraT Aa ObaaT
CepHO3HH:

Anepruyny peakuiu, KOWTO MOTAT [id 3aCerHaT UAAOTO TAIO, C MOAyBaHe Ha JMUETO, YCTaTa Wunu
Aapunkca (FNACHHTE BPEIKM), EAHOBPEMEHHO ChC cbpbexk H OBPUB, MOTAT Na HACTBOST B X044 HA
nevenne ¢ OnMeaMNHH. AKO TOBA Ce CIyYH, cipere mpuema na OnmelunuH u ue3aGaBHO ce
cpLpxere ¢ Bamun nexap.

Onmeaumnyn MoKke a IPYUYMHYE CHTHO MOHIDKABAHE Ha KPHBHOTO HANATAHE TIDH MPeIpasnoRoKeHH
NMUa WK BCIGNCTBME HA anepruuua peakis. ToBa MOXe 18 NPUUMHKM TEKKO 3aMaiiBaHe WM
npunanbliy. AKO TOBA ce CayuM, cnpere npuema ma Onmenunun, HesalasHo ce cebpkere ¢
Bawun nexap u Jgernere.

C HeH3BECTHA 4eCTOTA: aKO MMATE NMOXBLITABAHE HA GWIOTO HA OMMTE, TbMHA YpHHA, ChpOeX Ha
KOXKaTa, AOPH aKo CTe 3anounany neuenvero ¢ OnMEIMNUH TpeaM Jocta apeMe, Hezabasno ce
cebpikete ¢ Bamnn nexap, KoHTO lie OlGHW CHMNTOMMTE ¥ I€ NPELEHM KAK A3 TPOTBIDKATE
JICHEHHETO 33 KOHTPOI Ha KPLBROTO HajlsraHe.

JApyra sp3MoRHE HexeIans peakuun ¢ Qameannun:

Yecru (morar aa 3acernat no 1 #a 10 nnua):

- 3aMasHOCT

- rnagofonue

- NOQYBAHe Ha rie3eHuTe, XOAWIaTa, KpaKarTa, KHTKHTE HNH PhueTe
- yMopa,

Hewectu (MoraT Aa 3acernat 4o 1 ua 100 anna):

- 3aMASHOCT NPH H3NpPaBsHe

- JMIICA HA EHEPTHA

- M3TPENBAHE HITK MPABYYKAHE Ha PEUETE WIM KpakaTa




- CBETOBBPTEK

. yeetase 3a capuedueHe

- VHECTEHA ChPUeYHA AeiHOCT

- HHCKO KPBBHO HAJIAraHe CbC CHMITOMH KATO 38MasHOCT, IPUMAIIABAHE
- 3aTPYAHEHO AMIIAHE

- Kalljuna

- rajene

- NIOBPbLIAHE

- HapymeHo XpaHOCMHIAHE

- Anapus

- 3arex

- CyXOTa B ycTata

- Gornka B ropHara HacT Ha KOpeMa

- koxkeH ofpun

- KpaMny

- fonka B prueTe M Kpakara

- Honxa B repba

- HEObXOAHMOCT OT NO-YeCTO YpPUHHpaHe
- NOKHKEHE CEKCYANTHA AKTUBHOCT

- HERB3IMOKHOCT 33 [IOCTHIAHE MM NOANBPKEHE HA epeKLKA
- cnaboct.

Couto Taxa ca nanionasaly HAKOH MPOMEHH B PE3YTATHTE HA KPHBHHUTE TECTORE, KOHTO BRIIKOMBAT
CEAHOTO:

NOBHUIABAHE, KAKTO H NOHIWKABAHE HA HUBATA HA KA/IMH B KPBRT2, HOBHIIEHH HUBA HA KPEaTHHHH B
KPBbBET&, NOBHILIEHH BUBA Ha MUKOYHA KHCE/HHA, TIOBKIICHH YepHOAPOOHH 1oKasaTeny (HUBA Ha raMa-
TIyTaMHA Tpahcdepasa).

Penicn (Morat aa 3acersar go 1 ga 1 000 anna):

- CBPBXYYBCTBHTENHOCT KBM JIeKapCTBa

- NPHAaAbLK

- 3aUePBABAHE U YCELUAHE 34 38TOIUISHE HA JMLETO
- uepBeH ChpOsil o6puB (KONpUBHA TPECKa)

- fI0NyBaHE Ha JTHLIETO.

Hexenann peakuun, chofmeny upn ynorpefara Ha 0JMecapTas MeAOKCOMEI WSIM AMITOAMIME
[HOOTHAEANO, RO HE NpH ynoTpebaTa na OaMegunua uin nalnregasany c No-BHCOKA YecToTA!

O.amecapran MeIoKCOMHEN

Yectn (Morar aa 3acernar o 1 sa 10 anna):
- 6poHXHT

- BB3NANEHO [BPI0

- Tevalll HiIY 3aMyled HoC

- Kalnua

- KopeMHa bonka

- CTOMAUIHO PAICTPOHCTRO

- LHBDHA

- HAPYLIEHO XPaHOCMENAHE

- ragene

- fonka B CTABHTE KAM KOCTHTS

- Gonka B repba

- KpbB B ypHHATA

- vHQEKUKA Ha TUKOYHKTE THTHLIA
- Gonka B repautre

- rpHROTIOAO0HNA CHMITTOMMU

- Bonxa.




Iipomenn B peaynraTHTe Ha KPBBHMTE M3CHENBAHMA KATO TIOBMIUEHK CTOMHOCTH HA JIHIIMAHTE
(xuneprpurnHUEpHAEMHT), TIOBYIIIEHM HUBA HA YPes W NHKOYHA KUCEHNA B KPHBTA H NOBUIIABAHE HA
TI0Ka3aTeANTE 38 YepHOAPOOHA H MyCKYNHA hyHKuMA.

Heyectw (Morar na 3acernar 20 1 na 100 suna):

noHwkeH Gpol Ha B KPBBHH K/ISTKH, T.Hap. TPOMBGOLMTH, KOETO MOXE Aa JOBEAE [0 MECHO
NOABABANE HA CHHHMHHK HIIH YABDKABAHE Ha BPEMETO HA KLPBEHE

Gbp3ut anepriiiy PeaKuM, KOHTO MOTaT A3 38CETHAT NSIOTO TANO M A2 AOBEAAT 0 3aTPYAHEHO
AMUIAHE, KAKTO H 20 OBp30 Chajake Ha KPLBHOTO HANATAHE, KOETO MOXE [a AOBEAE AOPH 1O
[pHNagEK (aHAQUNAKTUYHY PEAKIUHH)

axruta (Gonka wim JuckoMPopT B FbPIKTE, MIBECTHO KATO AHTMHA IEKTOPHC)

crpbex

xoxes ofpus

ANEPIrUYEH KOKEH 00pUB

YpTHKapHs

NOAYBaHe Ha THLETO

MyckynHa Gonka

4YBCTBO Ha HEPA3NOIOKEHHE.

Pexaxn (morat aa 3acernar no 1 na 1 060 anna):

NojiyBaHe Ha JIMUETO, yCTaTa WHIH NapHHKCa (TaCHUTE BPBIKH)
ocTpo 6LOpeuno Hapyllenue  GBOpeuHa HEROCTATEHHOCT
CBHIHBOCT.

AMJIOAHIHE

Mrore yecta (MoraT aa 3aceruat noseue ot 1 ma 10 awua):

OTOK (380BPXKaHe HA TEHHOCTH)

Yeern (MoraT na 3acersar o 1 ua 10 auns):

-

kopeMHa Gonka

rasieHe

MOAYB&HE HA [JIe3CHUTE

CHLHIHBOCT

3a4YepBABAHE Y YCRLIAHE 32 3ATOTUIAHE HA IHLETO
3pHTENHY HapYLEHHs (BKMOYMTENHO ABOHHO BIDKAAHE M 38MBTJIEHO BioknaHe)
ycelane 3a chplLebuene

IHapHs

3aneK

HAPYIIEHO XPaHOCMUIaHe

KpaMit

cnaboct

3aTpyIHEHO QUllaHe.

Heuvectu (Morat aa 3acernar a0 1 #a 100 auna):

npodneMn ¢he ChHs

HAPYUIEHUS HA CLHA

NPOMEHH B HACTPOEHHETO, BRIVOMMTENHO ¥ Ge3noKOHCTEO
aeftpecHs

PasapasHUTENHOCT

TPECKA

NPOMEHH BBB BKyCa

NpUnagbLU

IIYM B YIOUTE (THHHTYC)

(BnotuaBane Ra) aHrHHa nekTopuc (Goska uiny quckoMdOpT B FEPAKTE)
HETIPaBUITHA ChpASYHA AEHOCT




- TeYanm HiM 3anyLueH Hoc

- Koconan,

- NyPIYPHH TOUKH WK ETHA 1O KOKATA BCASACTBHE HA MAJIKH KPBROMIMBH (Iyprypa)
- HPOMAHA B IBETA HA KOMXKATa

- TIOBMIUEHO M3NOTABAHE

- KOXeH o0pus

- coplex

- yepBer Chpbaw oSpue (XonpHBHa Tpecka)

- fonka B cTaBuTe M MyCKYyIMTE

- npoBneMu IpH YpHHHpPaHe

- CIEINHY [IO3HBK 34 YPUHHpAHE Npes HOUlTa

- HEOBX0AHMOCT OT NO-HECTO ypHHupaHe (OTAEAAHE HA ypUHA)
- yBEIMYaBAKE HA FEPAMTE NP MBXKE

- GosKa B I'epANTE

- Go.1Ka; YYBCTBO Ha HEPA3NOA0NEHHE

- YBE/IMHMABAHE WM HAMANABAHE HA TENECHOTO TEINO.

Peaxu (Morar aa 3acernar a0 1 aa 1 000 smna):
- ofBpKBaHe

Mauoro penkn (morat ga 3acernat o 1 na 10 600 anma):

- noHwxasaxe Ha 6pos Ha Geure KPbBHH KISTKH, KOETO MOXE A3 TOBHLUM PACKA OT HHbeXLMs

- noHwkasase 6posa Ha eMH BHA KPBBHH KIETKH, HAPEYEHH TPOMOOLMTH, KOETO BOAH A0 NECHO
[IOCHHABAHE MM YBEJIMYEHO BPEME HA KbpPBEHE

- NOBYINABAHE HA KPHBHATA 38Xap

- MOBUIIEHA CTETHATOCT HE MYCKYNWTe H JNOBHLIEHA PE3HCTEHTHOCT KEBM MACHBHH JBMIKEHUS
(xuniepronyc)

- H3TPBIIBaHE WM MPABYUKAHE Ha PbLETE WIK KpaKaTa

- ChpIeYEH yuap

- Bb3NaJIEHHE Ha KPBBOHOCHHUTE CHAORE

- BB3IIANIEHHE HA WePHHA ApOG MNK DaHkpeaca

- BB3NAICHHE HA CTOMALIHATA JIMraBKLIA

- YNNBTHABAHE HA BEHUUTE

- MOBULLIEHH YEPHOAPOOHH CHIHMH

- MOXBITABAHE HA KOXKATA M OUHTE

- NOBHILIEHA YYBCTBUTENHOCT Ha KOMATa KbM CBETAHHA

- anepruyHY peakuuu: cxpbex, oOpus, NoayBaHe Ha JMUETO, YCTATa WK JapHHKCA (FlacHuTe
BPB3KM) €AHOBPEMEHHO CBC CHpOex ¥ oOpHB, TEXKKH KOKHM PEAKIMH, BIIKOUMTENHO H3paseH
KOieH 06pHn, KONPHBHA TPecKa, 3a4ePBABAHE HA KOXATA Ha LANOTO THI0, CHIEH chpberx, noasa
Ha MEXypH, M3TIOUIBAHE M MNOAYBAHE HA KOXA&T4, BB3MaNeHHE HA JHMraBHLHTEe, NOHAKOrA
AKHUBOTOIACTPAILIABALIH,

€ nen3BecTHA MecTOTA (OT HANHIHKTE JAHHY He MOJKe 1A Ce OTIPENEIH eCTOTATA)
- Tpenepeila, CKOBaHa Mo3a, OeamspasHo nmuue, GaBHd ABHMKEMMA W NpoBJaueHa, BecTabHnHa
NIOXOKA

- TCKKH KOKHH peakuHy, BIIOYHTENHO CHIEH KOokeH oOpus (TOKCHUHA erHAepManHa
HEKPO.TH3).

CroOuiaBane Ha HeKeNAHH PEAKIHA
AKO MONY4YHTe HAKAKBH HENEIAHH JIEKAPCTBECHU PeakiuH, yBenoMeTe Balllus nexap unu (apMatiesT.

Hanbiauurenna areHuus no aexaperea (MAJI)
yn. Jaman Ipyes Ne 8

1303, rp. Codus

P. buarapus




Ten.: +359 2 8903 417
Qaxc: +359 2 8903 434
e-mail: bda@bda.bg
yebcaiit: www.bda.bg

Karo cpobuiasare nexcenaHu peakuyi, MOxeTe Ja JAAeTe CBOS NPUHOC 34 MOMYHABAHE HA NOBEHE
HH(popMAaIHA OTHOCHO GE30MACHOCTTa Ha TOBA JIEKAPCTRO,

5. Kak xa ewxpanneare Qavenunnn

Jla ce cuXpaHsBa Ha MACTO, HEJOCTBIHO 34 [elia.

He usnonseaiite ToBa fleKapcTso CleR cpoxa Ha TOJHOCT, OTGENA3AH BLPXY KAPTOHEHATA OMAKOBKA,
Snucrepa wian OyTinxara. CpokbT Ha FOJHOCT OTTOBApS Ha TIOCAEAHMA AEH OT MOCOMEHUA MECell,

EnucTepy cue cyiwren
Toau NekapcTBed NPOAYKT HE H3HCKBa CRELHATHY YCIOBHA Ha ChXpaHeHHe.

Biuctepu Ges cymnren
Ja ce cpxpanspa nog 30°C.

ByTHiIkH

Tosn nexapcTsen NpORAYKT He MIHCKBA CNISLMATHA YCAOBHA Ha CHXPAHEHHE.
Cnen oTsapsase na ce wanon3ea go 100 nHu.

He waxewpisifre nekapcTsata B KEHAIMIALMATA WIM B KOHTefiHEpa 3a& JOMALIHH OTNATBLEH.
Tonyraitre Bawna dapmanepT kak Na H3XBLP/ATe NeKapCTBAaTa, KOMTO Bede He H3nonzsate. Tesn
MEPKH 1l CTIOMOTHAT 34 OMa3BAHE HA OKOJTHATA cpefa.

6. Chrappxauite Ha ORAKOBKATA ¥ AONBIAHATENHA HHBOPMANKR

Kaxpo cpabpxa OnMenunuu

AKTUBHNTE BEIIECTBA CA: O/IMECAPTAH MEJOKCOMII ¥ aMNIoknuH (kato Gesunar).

Beska dunmupana Tabnetka Onmennmin 20 mg/5 mg ceaspixa 20 mg oNMecapTas MEAOKCOMHT U 5
mg amoaunHH (kato Gezmnar).

Beska punmupana tabnerka Onmenunuy 40 mg/5 mg coabpxa 40 mg oaMecapTan MEJOKCOMMN U 3
mg amnoaumuy (kato Se3mnar).

Hpyrure cbcTaBKM B ChpUEBMHATA Ha TaGNeTKaTa Cal MUKDPOKPHCTASIHA UEAYA033, HATPHUEB
naypuiacynadaT, NMMOHEHA KWUCENMHA MOHOXHW/IPAT, XHAPOKCHMPOIHILENYNI038, KDPOCKAPMENo3a
HATPHH, MANTO3a, MAHWTON, XUAPOKCHITPOMWILENY032, HACTHYHO 3AMECTEHA M MATHEIMER CTEapar.
Ofpuexata Ha Talietxata oT 20 mg/5 mg cbabpxa NONW(BUHAIOB aNKOXON), TUTAHOB MHOKCHI
(E171), Makporon u Tanx.

O6BuBkata na TabneTxaTa 0T 40 mg/5 mg chbABPKA MOAH(BUHHITOB ZAKOXON), THTAHOB JHOKCU]
(E171), makporon, Tanx, xene3eH okekn, xoat (E172) u sxenesen oxcun, uepsen (E172).

Kax usraexaa OnMeaHnnn H KAKBO ChIbLPKA ONAKOBKATA
Onmenunun 20 mg/5 mg: Genu, KPBINH, ABORHO U3NBKHATH, QUIMHPaHH TabIeTKH, ¢ HAT
endara crpada u “OAl1” ot apyrara.

Onmemunun 40 mg/5 mg: XKbaTH, KPBIIM, ABOHHO M3MBKBEAIH, GHIMupany TaGneT
OT efiHaTa ¢TpaHa H “OA2” ot apyrara,

Onaxosxy ¢ 6nuctepu ot 14, 28, 56 u 98 dunmupanu Tabaetkn Ha Onmenunmy 2
mg punmupatin TabneTky.
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OnakoBku ¢ nuiactmacosa GyTwika ot 28, 56 u 98 dgunmupanu Tabnerkn na Onmeaunun 20 mg/5 mg,
40 mg/5 mg dunmupanu Tabierk.

He BcuukM BU0BE ONakoBKM Morat a Gbaat mycHatH B npojaxoa.
[IpureskaTen na paspelienuero 3a ynorpeba u npou3BoAHTEN

[IputexkaTen Ha paspeleHHeTo 3a ynorpeda:
Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN, Upnanaus

[IpousBoauren:
McDermott Laboratories Limited T/A Gerard Laboratories, Unit 35/36 Baldoyle Industrial Estate,
Grange Road, Dublin 13, Upnanaus.

Mylan Hungary Kft., Mylan utca 1, Koméarom, 2900, Yurapus.
Mylan Germany GmbH, Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1,
Bad Homburg v. d. Hoehe, Hessen, 61352, l'epmanus.

To3m nekapcrBen NpPoAYKT € paspemeH 3a ynorpeba B abpxaBute wienkn na EWIL mop
c/IeIHHTE HMeHa:

ABcTpusn: Olmesartanmedoxomil /Amlodipin Mylan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Filmtabletten

Buarapus: Onmeaunun 20 mg/5 mg, 40 mg/5 mg dwimupanu Tabnetku

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

I'bpuus: Olmesartan /Amlodipine Mylan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg

Hpnaupus: Olmesartan /Amlodipine Mylan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg film-
coated tablets

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

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

IlaTB Ha MOCJIeHO NpepasrjexaaHe Ha JIHCTOBKaTa
oKTOMBpH 2022
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