JIMCTOBKA



JIncToBKa: HHPOpMANHA 32 NANHEHTA

Kooacapr 40 mg/12,S mg puamuapann 1adjeTKn
Coolsart 40 mg/12,5 mg film-coated tablets

OnMmecapTaH MeIOKCOMHY/ XHAPOXJIOPOTHA3H]L
(Olmesartan medoxomil/Hydrochlorothiazide)

IIpoyereTe BHEMATE/IHO NAJIATA JJHCTOBKA, IPE/1H 14 304 HeTe 1A IpHemMaTe TOBA J1eKapcTBo,

Thil KATO TH ChABbPXKA BaxkHa 3a Bac undopmanus.

- 3anasere Ta3u JMCTOBKA. MOXe 1a c€ HAJIOXKH 1a A pOoYeTeETE OTHOBO.

- AKO UMare HAKaKBU AOIMBJIHUTEIHH BBIIPOCH, Nonuraire Bawmus nexkap wiv gpapmauesBT.

- Tosa nekapcTBO € npeanucaHo Mu4HO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. 1o Moxe aa
MM HaBpeJH, HE3aBMCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00/sBaHe ca chlumTe Karo Bawmwure.

- AKO nony4uTe HAKAKBU HEXXEJIaHH JIEKAPCTBEHH peaklLMu, yBeaoMeTe Bauius nexap uiu
dapmauesT. ToBa BK/IHOYBA U BCHYKH Bb3MOXKHH HEXEJIAHH peaKLMK, HEOIIMCaHH B Ta3H JIMCTOBKA.

Bwxre Touka 4.
KakBo chaABbpKa Ta3H JHCTOBKA

Kakso npencrasissa Koosicapr 1 3a KakBo ce H3110J13Ba LV el V4
KakBo Tpsa6Ba na 3Haere, npeau aa npuemere Koosncapr
Kak na npuemare Koosncapr

Bb3MOXHHM HEXEJIaHH peaKkLUH

Kak na cexpanssare Koosncapr

ChbabpiKaHHE HA OMAKOBKATa M JOMbJIHUTEIHA HHPOpMaLMUs
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1. Kakso npeacrasisBa KooJsicapr H 3a KAKBO ce H310.13Ba

Kooncapr chabpika 1Be aKTUBHHU BELLECTBA: OJIMECAPTAH MEOKCOMMII M XHPOXJIOPOTHA3H /L, KOUTO Ce
M3I10/13BaT 32 JIeYEHHE HAa BUCOKO KPbBHO HaJIAraHe (XMnepToHUs ):

@ OnMecapTaH MEAOKCOMMJI PHHAJIENKHU KbM IPyIa JIEKapCTBa, HAPEYEHH aHruoTeH3uH 11
peLenTOpHU aHTaroHUCTH. Tol MOHWXKaBa KPBbBHOTO HaJIAraHe, KaTo pasiiupABa KPbBOHOCHHUTE
CbIOBE.

® XuapoXJIOPOTHA3K/L IPHHAJIEXKH KbM IpyIa JIEKapCTBa, HapeueHH THA3HIHH XY PETULH

(,,00e3BoausaBaiuu Tabnerku”). Toi noHUKaBa KPBBHOTO HAJIAraHe, KaTo rojarnomara opraHasma a
OT/IEJIM U3JIHIIHOTO KOJIMYECTBO TEYHOCT, Ype3 CTUMYJIMpaHe Ha ObOpelnTe 1a OTAENAT [0-roJIssMO

KOJIMYECTBO YpHHA.

[1le Bu npeanuwar Koosicapt, ako caMOCTOATEIHOTO JIEYEHHUE C OJIMECAPTAH MEJOKCOMMII HE
KOHTPOJIMpa a/IeKBaTHO KPbBHOTO HasiArade. Koraro ce npuiarar 3aeiHO, IB€TE€ aKTUBHU BELLECTBA B
TOBA JIEKAPCTBO MOAMNOMArar MOHW)XaBaHETO HA KPbBHOTO HAJIAraHE B MO-ro/isMa CTENEeH, OTKOJIKOTO aKo
C€ MPUeMAaT CaAMOCTOATEIHO.

Bue moxe O Beue npuemMare JieKapcTsa 3a JieyeHHe Ha Baiero BUCOKO KPbBHO HaJAraHe, Ho €
Bb3MOXKHO JiekapaT Bu aa npeueHu, ye Kooscapr wie ro noHH>XH B 1o-rojiiMa CTerneH.

TIOTIOHOITYLIEHETO, 1a HAMAJIUTE KOJIMYECTBOTO aJIKOXO0JI, KOETO HPHBMHTE M 1a H dm;rr
con B xpaHara). OcBeH ToBa BaluusaT iekap MOxe 1a HaCTOsBa J1a MOBULIMTE (H3 lﬁiﬂ‘ﬂ.
¢ peloBHH (PHU3HUYECKH YIIPAXXHEHHUS KaTO XOJEHE WM IutyBaHe. BaxHo e na cna:sﬂ@{d“resq
Bawus nekap.



2. Kaxso Tpa6sa na 3naere, npean 2a npaemere Kooscapr

He npuemaiire KooJscapr:

. aKO CTe AJIepri4YH KbM aKTMBHUTE BELLIECTBA HJIK KbM HAKOA OT OCTAHANKTE CHCTABKH Ha TOBA
nexapctBo (M30poeHH B TOMKa 6) WIM KbM BEUIECTBA MOJ0OHH Ha XMAPOXJIOPOTHAZHA
(cyndboHamMuan);

. ako cre OpemeHHa cnep 3-tus Mecen, (mo-gobpe € aa ve npuemare Kooncaprt no speMe Ha paHHa
OpeMEHHOCT — BHXXTE YacTTa 33 OPEMEHHOCT);

° aKo HMaTe TeXKO 0bOpeuno 3abonseaHe;

. aKo CTeé ¢ HUCKO HHBO Ha KanHH, HAaTpUH, BUCOKO HHBO HAa KaJILMH WM NMHKOYHA KHCelMHa B
KpBBTa (KOETO MOXeE Ja € MNPHYKHA 32 M04Ba Ha [MOAArpa Wik KAMBHH B ObOpeELIMTE), KOUTO HE Ce
MOBJIMABAT OT JICYCHUE;

° aKO MMaTe YMEPEeHO KIH TeXKO YepHoapoOHO 3abonaBaHe WM [OACBITABAHE HAa KOXAaTa U OA10TO

Ha O4MTe (KBITEHHLA) UAH npodeMH ¢ ApeHaXa Ha AUTHUKATA OT XKIBHHHUTE THTHINA H KNBUHUA
mexyp (OunuapHa oOCTpYKLMA, HATIP. XUTHYHH KAMBHH ),

. aKo umate anabeT WM HapyuieHa Ob0peyuHa QyHKUMA U Ce JIEKYBATE C JICKAPCTBO 3a [MOHHXKABAHE
Ha KPLBHOTO HAIAraHe, ChbAbPXKAILO aIMCKHPEH.

AKO MHCJIHTE, Y€ HAKOE OT T€3H ChCTOSHHME CE€ OTHACA 32 Bac uny He cTe CUTypPHHU B HEUIO, HE IpHEMaMTe
tabnerkure. ['oBopere ¢ Bamusg nekap u nocneapaiite qaaeHus Bu cbBer.

Ilpeaynpexnenns B Opeina3HA MEPKH
[oropere ¢ Bainua nekap npeau aa npuemere Kooncapr.

[Ipenu na npueMere Tabnerkure, BHEGopmApaiite Bamua Jekap, ako NpHeMare HAKOE OT CIEAHHUTE

JIEKApCTBA 38 BUCOKO KPBHBHO HAJIATAHE:

- ACE nHxHOHTOp (HanpHMEp eHAIaNnpHL, JTM3UHOIIPWI, paMHNPHII), 0cOOEHO ako uMare Ob0OpedHn
npobnemu, cBBp3aHM ¢ Anabera);

- ANIKCKHPEH.

Bauiusar nexkap MOxe nepHogH4HO a npoBepsea 6b0Opeunata Bu QyHKUMA, KPBBHOTO HANIAMAHE H
KOJIMYECTBOTO HA €NEKTPONHTUTE (HAMNP. KalHil) B KpbBTa BMU.

Buxre chino ueopMauuaTa o3arnasexa ,.He npuemaitre Kooncapr®.

[Ipenu na npueMete TabieTkure, HagopmuapaiTe Bamas Jekap, ako UMaTe HIKOE OT CJIEAHUTE
3abonsaBaHuA:

o TPaHCILAaHTaLUMa Ha OBOpeK;

yepHOApPoOHO 3abonsasaune;

ChpACYHA HEAOCTATHYHOCT HAH NPOOIEMH CBC ChPAEHHHTE KIAIH, WIH ChPACYHHA MYCKYI;
MOBPBLUAHE WK JUAPKA, KOUTO Ca TEXKH WIH NMPOAR/DKABAT HAKONKO AHH;

JiedeHHe ¢ BECOKH HO3H 00e3BoaAHsABAIIH TAOICTKH (DY PeTHLIM) WIM aKo CTE Ha AUETa C HUCKO
CBABpXKAHME HA COJI;

HapyineHusa Ha HaaOvOpeunuTe xe3n (Hanp. MbPBUYCH XUNEPATIOCTEPOHHIBM);
aunaber;

€PHTEMATO3EH YIMyC (ABTOMMYHHO 3a00n9BaHe);

aJlepris WM acTMa,

aKO CTE€ MMaJIM PaK Ha KOXaTa WM aKO pa3sBHETE HEOYAKBAHA KOXKHA JIE3U 10 Bpe

JleueHHETO € XHUAPOXJIOPOTHA3KA, OCOOEHO MPOAL/DKUTENHATA ynoTpeda Ha BUC
MOBMIIK PUCKA OT HAKOM BU/OBE PaK HA KOXKATA WIH YCTHHTE (HEMEIAHOMEH P

3auTeTe KOXKATA CH OT U3/1araHe Ha CIBbHLE U YITPABHOJIETOBUTE JTHYM JOKA SRS NS - 'r'j'_;;'{;;j} Bl *
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[IochBeTBalfTe ce ¢ Bamius nekap, ako c€ nNposBAT HAKOU OT ClIEAHUATE CUMIITOMH:

. aKo MoJyuuTe KopeMua 6onka, rajeHe, NOBPBLIAHE WM AHapus cnea npuem Ha Koosncapt. Bawusar
JIeKap Ie B3eME PellieHHe 3a I10-HATAThLIHO Jie4eHHe. He crmpaiite na npremare nekapcTtBoTo
Kooncapt caMOCTOATENHO.

. HaMmaJleHO 3peHre Wik 0onka B okoTo. Topa morar ga Ob4aT CHMIITOMH Ha HATPYIBAHE HA TEYHOCT B

ChIOBHA CI0H HA OKOTO (XOpOUAAJIEH M3/IMB) WIHM YBE/IHYABAHE HA HAJIAraHETO BB Baiuero oko u
MOTAT [ja ce MPOABAT B PAMKHUTE Ha 4acOBe A0 CeAMHLA OT npueM Ha Kooncapr. AkO He ce JieKyea,
TOBA CBCTOSAHUE MOKE Aa AOBelie A0 TPAHHO YBpeXAaHEe Ha 3peHHETO. PHCKOBH (paKkTOpH 3a
Pa3sBUTHETO HA TOBA CHCTOSHHME MOTAT A2 BKIIOYBAT AHAMHECTUYHH NAHHHM 33 ANepPruia KuM
cynpoHaMHUAN WIH NEHHULIUIHUH.

Batuusar mekap Moxe Aa Ha3Ha4M JOMBJIHUTEIHH H3C/IECABAHHA M KOHCY/ITaUMM, aKO HMaTe HAKOE OT
H30pOeHHUTE CHCTOAHMA.

Kooncapr Moxe Aa € MpHYKHA 338 MOBUIUABAHE HUBATA HA MA3HHHUTE U [THKOYHATA KHCEJIHHA B KPBBTa
(Boau 00 nomarpa — 6one3HeHo NMoAysaHe Ha cTaBuTe). Bamuuar nexap moxe qa Bu HazHavaBa KpbBHH
M3C/I€ABAHKA HA CMIPEACNEHU UHTEPBAJIM OT BPEME, 32 1a KOHTPOIMPA T3 [IOKA3ATENH.

ToBa nexapcTBO MOe Aa IPOMEHM HUBATA Ha ONpeAeiieHd BellecTBa B KpbBTa By, H3BeCTHU KaTo
eIEKTPOJIMTH. BamusT nexap Moxe a NoHcKa npes Onpeac/ieHd HHTEPBA/IM OT BPEME Aa NPOBEKAA
KPBBHH H3CIEABaHMA, 33 1a MPOBEPABa Te3H nokazarenu. [Ipu3nany 3a npoOMEHH B €NCKTPOJIMTHTE Ca:
A4, CYXOTA B YCTATA, MYCKYJIHA 00/KA WM CNIa3MH, YMOpa Ha MyCKYJTUTe, HUCKO KPBBHO HAIATaHE
(XHMIMOTOHHA ), YYCTBO 3a cnabocT, NeHOCT, yMOpa, CbHJIMBOCT MM 0€3MOKOMCTBO, raicHe, NOBPHILEHE,
NO-p#AKO YPUHHpaHE, YCKOpPEHa ChpAciHa ACHHOCT. A0 3abenekaTe T€3H CHMITOMH, FrOBOPeTE C

Bamug aexkap.

KakTo ¥ npu Apyry A€KapCTBa, KOMTO NOHWKABAT KPEBHOTO HANATAHE, PA3KOTO MOHHXKABAHE HA
KPBLBHOTO HAJIMraHe NPH NALMEHTH ¢ HapYLEHO Ha KPbBOOOPALIEHUE HA CHPLICTO HIIM MO3BKa MOKe Ja
NoBeie 10 ChpAeueH MPUCTRN WIKM HHCYNT. JaToBa BamMAT nekap BHUMATENHO LIE IIPOBEPARA KPBBHOTO

Bu qansaraue.

Axo Bu npencron HacaensaHe Ha QyHKIMMTE HA NAPAlIHTOBHAHHUTE *U1e3H, TpAOBa fa cripeTe npUeMa Ha
Kooncapt npeaM Toa H3CIE/{BAHE.

AKO CTe COpPTHCT, TOBA JIEKAPCTBO MOXKE [1a IPOMEHH PE3YJITATHTE OT M3CISABAHHATA 32 ynoTpeba Ha
JAOIMHT M Ja ' MO3HTHBHPA.

Bue TpafBa na xaxere Ha Bamua nexap, ako cre (M MOXe f1a cre) OpeMeHHa.

Kooncaprt punMupann TabaeTku He ce npenopbyea 3a ynorpeda no speme Ha paHHa OpeMEHHOCT U He
TpAGBa Ja ce npHeMa, ako cre 6peMeHHa cne 3-Tus Mecel, Thil KATO MOJXKe [la PUHMMHKU CePUO3HO
yBpexaaHe Ha Bamero 6ebe, axo ro uznonisare npes To3u nepuos (BiDKTe yacTra 3a OpeMeHHocT).

Jdeua B 10HOIA
Kooncapr He ce npenopbuBa NpH AeLa M IOHOUIM 004 18-roauniHa ss3pacr.

YepHOKOKA NAIHEHETH
KaxTo 1 Apyry ¢XoaHH MEeKapCTBa, MOHWKABALIUAT KPBBHOTO HanAraHe egext Ha Kooncapr e B m3BecTHa

CTCIICH NMO~-MAaJThK NMPH YCPDHOKOXHWTC NALUCHTH.

Apyra gekapersa m Kooacapr
TpaGsa na kaxkere Ha Bamua nekap wiu ¢papMauesT, aKO NpHeMare, HaCKOpO CTe MpUEM
BH3MOXKHO Ja NMPUEMAaTe APYrd J1€KapCcTha.

OcobeHo BaxxHO e aa nHpopMupaTe Bainus nexap win dapMaLesT, 3a KOSTO 4 J1a €
. Jpyry nexapcTsa 3a MOHWKABaHe HA KPbBHOTO HalsraHe (AHTHXHIIEPTEH3NB

Kooacapt punmupanu tabaeTku Moxe na 0bae yCHIeH. %
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Moxe na ce Hanoxu Bawuar nexap na nmpomeHu go3zara Bu w/nnm na B3eMe Apyru rpeanasHu
MEPKH.

Axo npuemate ACE HHXHOHTOpH WM anucKHpeH (BDKTE ChINO HHGOPMALIHATA O3ariaBeHa ,, He
npuemaiite Kooncapr* u , IlpenynpexxaeHus u npeanasHu MEpru’).

JlekapcTBa, KOMTO MOTaT 0a [MOBHILAT HUBAT2 HA KAJIMH B KPBBTA, aKO C€ M3MO3BAT MO €HO U
cuirio Bpeme ¢ Kooncapr dunmupann rabnerku. Taxkusa ca:

- KajdeBH J00aBKM (KAKTO H 3aMECTHTEIIH 34 COJITa, KOMTO ChAbPXAT KAIHH);

- obe3poaHABalIM TadneTKH (IHYpPETHLIH);

- XeMmapHH (3a pa3pexIaHe Ha KpbBTa),

- JIaKCATHBH;

- CTEpOHIH;

- aapeHOKopTHKOTponeH xopMoH (AKTX);

- kapOeHOKCOJIOH (1eKkapcTBO, H3MOJI3BAHO 3a JICYCHUE HA 93BH HA YCTATa U CTOMAaxa),

- neHuumauH G HaTpuii (M3BeCTeH owle KaTo OeH3WINEHUWINH HaTpui, aHTHOHOTHK);

- HSKOM 00e30OoNABallM, KATO aLICTHICATHLIMNOBA KMCEIHHA WIH CATHLMIIATH.

JIuTuii (JiIeKapcTBO, H3NOA3BAHO 32 NEeYeHHE Ha NPOMEHH B HACTPOSHHETO M HAKOH BHIOBE
nenpecun). Koraro ce u3nonzsa no egHo H cbiio Bpeme ¢ Koosicapr, Moxe Aa ce YCHIH
TOKCHMYHOCTTA Ha JMTHH. Ako Tpabsa aa npueMare JUTHI, Bamusar exap e KOHTpoMpa HHUBATa
Ha JIHTMH B XpbBTA.

Hecrepounuu nporusopsinanurentu cpeacrsa (HCIIBC) (nexapctsa 3a obezbonapane, oTok U
ApYrd CUMIITOMH Ha Bh3MAJICHHETO, BKIIIOUUTENHO apTpHT). Koraro ce H3noa3sar 3aeiHO C
Kooacapr, Moxe Aa noBHILIAT pucka OT ObOpeuHa HegocTaThYHOCT. OCBEH TOBA MOrar Ja
orcaabar egpexra na Kooncapr.

CBhHOTBOPHH, CEAaTHBHM M aHTHACMpPEecaHTH. Ynorpedara Ha Te3u jiekapeTpa 3aeqHo ¢ Koosncapr
MOJXK€E Aa JOBEAE A PA3KO NMOHMDKABAHE HA KPbBHOTO HAIArAHE NPH H3NpaBsHeE.

Hskou nekapcTea kato Oaknogen U Ty00KypapHH (M3003BaHH 33 OTIyCKaHE HA MYCKYJIUTE).
AMHGOCTHH M HAKOH JICKapCTBA KaTo LMKNOQPochaMu WiIH METOTPEKCAT (M3MOA3BaHH [1PH
JICYCHHE HA paK).

XonecTHpaMHH H KOJIECTHNOI (32 MOHKABAHE HUBATA HA MA3HUHHTE B KPHBTA).

KonecesenaMm XxuapoxXiopua, J€KApCTBO, KOETO MOHHXABA HUBOTO HA XOJNIECTEPOJI B KPBBTA, Thi
kato edekTsbT HA Kooncapr moxke na Obae Hamanen. Bawuvar nexkap moxe na BH nocbBeTBa aa
npuemate Kooncapr Hafi-Mmanko 4 yaca npeau npueMa Ha KOJjeceBe/iaM XUIpOXJIOpH]L.
AHTHXOIUMHEPrUYHH JIEKAPCTBE KAaTO aTPONMH H ODUnepuaeH.

JlexapcTBa KaTO THOPHIA3MH, XJIOPNPOMa3HH, JEBOMENPOMa3vuH, TpH(IyonepasHH, LIMaMEMasHH,
CYANUPHUI, AMUCYANIPHA, MHMO3H/, CYJITONPH, THAIIPHA, JPOMEPUIOI WK XATIONepuaon (3a
JIeYEHHE HA NCHXUYHH HAPYLUCHHA).

Hsaxou nekapcrea KaTo XMHHAWH, XHAPOXHHHANH, AH3ONUPAMHL, aMHOAApPOH, COTAJION WIK
NUTHTANHC (32 JIeUeHHe Ha ChPACHHH NpobieMu).

JlexapcTBa KaTO MH301aCTHH, NEHTAMUAMH, TepdeHanuH, noPeTrana, HOyTHIMI Wi
CPUTPOMHULIMH HHXEKIIHH, KOHTO MOXe 1a POMCHAT ChPACYHUA PUTHM.

[Mepopantu aHTHAMAOETHH IEKAPCTBA KATO METMOP(UH WIH HHCYJHH (3a MOHW)KaBAHE HA HUBATA
Ha KpbBHATA 3axap).

Bera-06okepH M AHA30KCHA (M3MONI3BAHM 32 JIeYEHHE HA BHCOKO KPBBHO HANATAHE HIIM HHCKA
KpBbBHa 3axap), Thil kato Kooncapr Moxe Aa NpoMEHH HaYHHA, 10 KOHTO AeHCTBAT TE3H
NEeKapcTrRa.

Metunaona, 1eKapCTBO U3NOI3BAHO 34 JICUCHUE HA BUCOKO KPBBHO HalAraHe.

JlekapcTBa KaTO HOpaApeHATHH (M3MON3BaHH 3a NOBHIIIABAHE HA KPHBHOTO HalraHe ¥ OaBHaTa
chpAe4Ha AeHHOCT).

HudemaHnn, M3n0/13BaH 32 NeyeHHe Ha 3a0aBeH IyJIC WITH 38 HAMA/UIBAHE Ha M3IOTABaHETO.

Kanuuesu nobasku.

AMaHTaaHH (IPOTHBOBUPYCHO JIEKAPCTEO).
ILuknocmopuH (3a NpejlOTBpaTABaHe OTXBHPJISHE HA NPUCAAKA CNe OPraHHA TR
Hsakou aHTHOHOTHIM, HADEYESHH TETPALMKIMHHA HIH crapQuioKcalyH.
AmboTepuupH (3a JJe4eHHE Ha rbOHYHa HHPEKI U ).
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o Hskoy aHTHAUKUAH KATO ATYMHHHUEB MarHe3ueB XMAPOKCHI (3a JIEUCHHE Ha NOBHIlIEHA CTOMAIIHA
kucenuHHocT). EdexrsT Ha Kooncapr Moxe nexo aa ce HaMalH.

. Lissanpua (M3Mon3Ban 32 yBeNMUYaBaHe Ha ABMKCHHUETO HAa XpaHaTa B CTOMAxa M 4epBara).
. XanodauTpus (M3MOJI3BAH 34 JICYEHHE HE MaJlapus).

Kooacapr ¢ xpana, RanETKH H AJIK0X0J
Kooncapt ¢uamupanu Tabnerku Moxe Aa ce npHeMa cbe HiaM 6e3 xpaHa. BuumasaiiTe, korato npuemMare

aJIKOXO0J1 AOKATO CTE Ha JevyeHue ¢ Koosncapr, Thit KATO HAKOH XOpa C€ YyBCTBAT OTNAAHAINA HIH
3aMagsHi. AKo Bu ce Cl1y4yH, He npHeMaifTe nopeyde alKoxo/, BIJIFOYMTEIHO BUHO, DUpa HIH aJIKOXO0J1-

ChABPXKALLM HAMMUTKH.
BpemMeBRHOCT, KbpMeHe H PEepTHIRTET

bpeMennoct
Tpa6ea aa urdopmupare Bawmns nekap, ako cre (WiH Moxe n1a cre) OpemenHa. O0HKHOBEHO ieKkapaT Bu

wie Bu npenopnua aa cnpere npHema Ha Kooncapr ¢punmupanu tabnerky, npeau aa 3abpeMeHeere Wil
Bb3MOXKHO HaM-CKOPO €€k KATO YCTAHOBHTE, 4e cTe OpemeHHa H e Bu nochBeTBa 1a npHeMare Apyro
nexapcrso BMecTo Kooncapr dpuimupanu Tabnerku. Ynorpebara Ha Kooncapr dunmupanu tabnerku ne
ce npenopbuBa npe3 paHHara OpemMeHHOCT 4 He OMBa 1 ce NpUeMa, ako cTe OpeMeHHa cien 3-THa Mecel,
TBH KaTO MOXeE Jia MPHYMHHN CEPMO3HO YBpexaaHe Ha Bauero Oebe.

Knpmene

Undopmupaiire Bawua iexap, ak0 KbPMHUTE WM HMaTe HamepeHue 1a kspMuTe. Kooncapr punmupanu
TabNeTKH He ce NpenophyBa 3a ynorpeda or MaiKH, KOHTO KbPMAT U Baluar nekap moxe aa u3depe
Apyro je4yeHue 3a Bac, ako xkenaere Ja KbPMHTE.

Axo cTe OpeMeHHa WIH KbPMHTE, CMATATE, 4e MOXe Jia cTe OpeMEeHHA WM IU1aHHpaTe OpeMEHHOCT,
nocsBeTBaiiTe ce ¢ Baiys nekap wiM ¢apMalerT npeau ynorpebarta Ha ToBa JIEKapCTBO.

Illo¢papane u pabora c MAIMAHA

Koraro ce NekyBare 3a BUCOKO KPbBHO HsUlaraHe, MOXKe /1a Ce MOYyBCTBATE CHHIHBH WIH 3aMastHH, AKO
MoNy4uTe MOAOOHH HEXeNaH! peakuu, He wodHpaiire 1 He paboTeTe ¢ MaLIIMHMA AOKATO CHMIITOMHUTE
He u3de3nar. KoHcynrupatite ce ¢ Baiuus nekap.

Koo/icapT chanpika J1aKT038
Tosa nexkapcTBO ChABPKA NAKTO3a (BUA 3axap). Axo Bawuar nekap Bu e ka3an, ye HMaTe HENOHOCUMOCT

KbM HSKOH 3aXapH, KOHCYIT Hpaih‘e CC C HOIo MNMpEay Aa 3ao4HCTE na NpHEMaTe ToBa ICKApCTRO.

3. Kak pa npaemate Kooacapr

BuHard npueMaiiTe TOBa JEKapCTBO TOYHO KakTo BH e xazan Bamuar nexap. AKo He CTe CHIYPHH B
Hewlo, nonurakire Bawusa nexap wiu ¢papMaLesnT.

[IpenopbunTenHara qo3a € eaHa guimupana tabnerka Kooncapr 40 mg/12,5 mg nuesHo. Bee nak, ako
BaileTo KpBBHOTO HAJIATAHE HE C€ KOHTPOIMpa aJleKBaTHO C Ta3y 1034, Baluuar nexap Moxe Ja 1
[IPOMEHH.

[Tornbinaifte Tabnerkara ¢ Boaa. AKO € BE3MOXHO, TpAOBa a npueMarte A03aTa CH N0 €AHO H ChI0
BpeMe BCEKH JeH, HAPUMEP 110 BpEME Ha 3aKycka. BaxXHO € Aa NpOOBDKHTE Aa IpHemare Kooncapr
nokato Bamus nekap He Bu Kaxe aa cripere.

AKO cTe npHeJR nose4de oT HeoOxoammara n03a Kooacapr

AKo cTe npHenn noseve TabJeTKH 0T HeoOXO0AMMOTO WIH 8KO JeTe CIyYalHO € Mo
noseue tabnerkn, obagere ce Beauara Ha Bauma nekap unu ornaere A0 Haf-6nus
Mons, HoceTe cbe cebe CH onakoBkaTa Ha BameTo nexkapcTBo.




AKo cTe nponycHaan aa npuemere Kooacapr
AKO CT€ NpoMmyCHAIM A03a, B3EMETE 1 KOJIKOTO € Bb3MOXHO N0-CKopo. He B3emaliTe 1BoiHa no3a, 3a na

KOMIIEHCHpAaTe IIPOIyCHATATa A034.

Axo cTe cupeas npaema na Kooacapr
Baxno e ga npoawbxute npHeMa Ha Kooncapr, oceeH ako Bamusr nexap He By € npenopbyan aa

CIIPCTC [IPHCMA.

AKO UMaTe HAKAKBH JONBJIHUTEIHH BBIIPOCH, CBBP3aHH C yNoTpedara Ha TO3H NPOAYKT, MonHTalTe
Bamus nexap wim papmauesrT.

4. BB3MOXKHH HEKEJAHH PEaKIHH

KakTo BCHUKH NIEKapCcTBa, TOBa JIEKAPCTBO MOKE [a NPEAW3BHUKA HEIKEIaHH PeaKUMH, BLIIPEKH Y€ HE
BCEKH I'M TOJTY4aBa.

Bnipeks TOBA, CIeABALIMTE HEXEIAHU PEeaKLHK MOraT Ja ObAaT CEpHO3HH:

. AneprudHH peaKkunH, KOMTO MOTaT Jia 3aCerHaT WsUIOTO TAI0, C OTOK Ha JIMLETO, yCTATa WK
napuHKca (TacHMTE BPB3KH) 3aeHO ChC ChpOexk H 0OpHB MOXKeE [a € MOABAT MHOrO PAAKO. AKO
TOBA ce cJIy4H, cnpere npaeMa Ha Kooacaprt B ne3abasno ce cabppixkere ¢ Bamna aexap.

- Kooncapt MoxXe Ja Npu4HMHM MPEKOMEPHO MOHHXABaHE HA KPBBHOTO HAJIATAHE TIPH YyBCTBHTE/IHH
MHAMBHM WIH B PE3YJITAT HA aiepruyHa peakuus. Paako Moxe Aa ce NOABH OTNAAHAIOCT HITH
nNpUnaasK. AKO TOBa ce ¢JIyud, cnpere npaema na KooJicapr, nezabaBHo ce cBbpikeTe ¢
Bammns 1eKkap H JCTHETe.

. C Heu3BECTHA YECTOTA: aKO HMATe MOXKKITABAHE Ha OUT0TO HA OYMTE, TBMHA YPHHA, Chpbexk Ha
KOXaTa, 0pH aKko cTe 3anounany neyeHuero ¢ Kooncapt npeam nocra speme, Hesabasno ce
cBhpxKere ¢ Bampa nekap, KOHTO e OLIEHH CHMITTOMHTE H Lile NPELEHU KaK Aa NPOAb/DKHTE
JIEYEHHETO 3@ KOHTPOJ Ha KPHbBHOTO HAIATAHE.

Kooncapt € koMOMHALMA OT IB€ aKTHBHH BELUECTBA, KATO HHQOPMALIMATA NPEICTaBCHA M0-101y Hal-
Hanpes € 33 ApYrd HeXeNaHH peakuuu cbo0lIaBaHl 10 MOMEHTA NpK ynotpeba Ha koMOHHALMATa
OJIMECAPTAH MEAOKCOMHY XHAPOXJIOPOTHA3H (OCBEH CIOMEHATHTE MO-rope) H Ha BTOPO MACTO € 32
peakLMUTe, KOUTO ca H3BECTHHM MPH ynorpedara Ha OTAC/IHUTE aKTHUBHH BEilleCTBa.

ToBa ca APYrATE HEXKENAHH PeaAKnHH, 38 KOHTO € HIBECTHO, 1€ ¢ CBbP3aHH ¢ KombraannuTa
OJMECaApTaH MEJOKCOMBJL/XHAPOXJIOPOTHAH],

AKO Ce MOSBAT T€3H HEXKEJAHH peakUMH, T YECTO €a JIEKH H He Ce HAJIAara npeKpaTaBaHe HA
J1eY1eHHEeTO.

YecTH HEXXeJAHR peaknun (Morat aa 3acersar 10 1 Ha 10 soBeka):

- 3aMasHOCT;

- OTIIAAHAJIOCT;

- rnasoboinue;

- ymopa,

- 0o/Ka B I'bpaAMTE;

- NOAYBaHE HA IJle3€HHTEe, XOAWIaTa, KPAKaTa, JUIAHUTE HIIH PbIETE.

Hegecrn nexenann peaknan (Morar Aa 3acerdat Ao 1 na 100 qoseka):
- cbpliebreHe (NanHTaLHK);

- obpus;

- €K3eMa;

- CBETOBBPTEX;

- KaIILTHLIA;

- HapyHMEeHO XpaHOCMWIAHE;

- 00/1ka B KOpeMa,;




- raacee;

- [OBPBLIAHE;

- ouapus,

- MYCKYJIHY ClIa3MH U MYCKYJIHa Oonka;
- 6oNKa B CTABUTE, PHLIETE U KpaKaTa;

- Oonka B rep0a;

- 3aTPyAHEHA epeKLHA [IPH MbXKETE;

- KPBHB B YPHHATA.

Hsaxou npoMeHH B pe3yJITATATE OT KPHBHHUTE H3C/EJBAHUSA ChLIO ca HAOMOAaBaHM HEYECTO U BKJIKOYBAT:
- MOBMIIABAHE HUBATA HA MA3HHHHTE B KPBBTA,

- MOBHINABAHE HA YPEATa B KPBBTA WM MMKOYHATA KHCETHHA;

- MIOBHIIABAHE HA KpeaTUHUHA,;

- MOBHLUIABAHE WM MOHIDXABAHE HHBATa Ha KAJIMH B KPbBTA;

- NOBUILIABAHE HUBATA HA KAJILIMH B KPHBTA,

- MOBHIIIABAHE HA KPbBHATA 3axap;

- NOBMIIABAHE HHBATA HA MOKA3aTe/IUTe, OTPa3ABally YepHOAPOOHaTa dyHKuuS.

Bauiuar nexap me pasbepe 3a ToBa OT pe3yJITATHTE OT U3CJIEABAHUATA Ha KPHBTA 4 wie Bu kaxe, ako e
HeoOXoauMO Ja ¢e mpaBH HEWIO ACITBIHHTEIHO.

Penkn nexkenaHn peaknnn (Morat aa 3acernat 40 1 na 1 000 qoseka):
- 001110 Hepa3NOJOKECHHE,

- HAPYIICHHUA B Ch3HAHHETO;

- KOXEH 0OpuUB (ypTHKapHA );

- ocTpa OB0pedHa HEXOCTATBUYHOCT.

Haxou npoMeHH B pe3yNTaTUTE OT KPbBHUTE H3CIEABaHUA CBLIO ¢4 HA0MIOAABAHH PAKO H BKIKOYBAT:

- NOBHUIABAHE HA YPEUHUA a30T B KPbBTA,
- NMOHWXESHH CTOMHOCTH Ha XeMOrno0uHa M XeMAaTOKPUTA.

BamusT nexap me pazbepe 34 ToBa OT pe3yJITaTUTE OT H3CI€BaHUATA Ha KpbBRTA M e Bu kaxe, axo ¢
HeoOX0JHMO Na Ce MPaBH HELO AOITLJIHKTENHO.

JonbAHHTEIHH HEXKEIAHHE JIEKAPDCTBEHH PeaKNHE, JOKNAABAHA NPH CAMOCTOSTENHATA ynoTpeda
HA OJMECAPTAH MEJOKCOMHAJ H/IH XAJPOXJIOPTHA3H/, HO He H NIPH ynorpeda Ha KoMOHHaORATA
0JIMECAPTAH MEXOKCOMEL/XRAPOXJIOPOTHA3H/] HJIH C KO-BHECOKA 4eCTOTA:

OnmecapTal MENOKCOMHBJ:

YecTr HexeaanH peaknnd (Morar ga 3acersar fo 1 sa 10 gyoseka):

BpoHxwuT, Kalnuyia, BE3NaIEHO IbPJIO, 3aMylleH WK Tevall Hoc, 0osika 8 KopeMa, HapyHIeHO
XpaHOCMWIaHE, THApHA, FrafeHe, racTpoeHTepHT, 60Kka B rbp0a, KOCTUTE MM CTaBHTE, KPbB B YPUHATA,
HHGbEKIHE Ha MHKOYHUTE ITbTULIA, ciabocT, rpunonoaobHU CHMIITOMH, D0JKa.

Hsxou npoMeHH B pe3YJNITATHTE OT KPbBHHTE W3CICABAHHA CHLUO ¢a HA0/HOAaBaHM YECTO U BKJIKOYBAT:
NOBHUIABAHE HHBATA HA Ma3sHUHHMTE B KPBbBTA, NOBHUIABAHE HA YpesTa WIK NMKOYHATA KHCEJIHHA B KPBBTA
M MOBHIIABAHE HUBATA Ha MOKA3ATEINTE OTpa3ssally yepHoApoOHATa H MYCKYNIHaTa QYHKUKA.

HeuecTn aexenann peaknnd (Morart aa 3acernar a0 1 na 100 wosexka):
ANeprudHy peakiuy oT Obp3 THII, KOUTO MOraT Aa 3aCerHaT LUIOTO TAJIO M Ja MPUYHHAT IIpodJIeMH ¢
IULIAHETO, KAKTO K PASKO MOHKIKABAHE HA KPHbBHOTO HAJIATAHE, KOETO MOXKE JOPH Ja A0BeAe
npunaaeK (aHapUIAKTUYHUA PpeaKUUK), NOAYBAHE HA JIMLETO, CTEHOKapAus (OONKH WiK
BPAMTE, KOETO € U3BECTHO KATO aHMHHA MEKTOPHC), 0010 HEPA3IIONOKEHKE, ANepruy
cerpbex, eksaureM (koxkeH 06puB), OyUKH MO KOXaTa (YpTHKApU4).

Hsxou npoMeHH B pe3yNTaTuTe OT KPbBHUTE H3CNEABaHHA CHLIO ca HAbmoaaBaHH H
HamaleH Opoii Ha onpe/ieNieHH KPbBHH KJIETKH, H3BECTHH KaTto Tpombouute (Tpombo



Peaxn nexenann peaknra (Morart aa 3acernar 10 1 na 1 000 soseka):
Hapymena 0L6pedHa QyHKUMS, TMIICA HA EHEPIHA.

Hsaxou npoMeHH B pe3yATaTUTE OT KPBBHUTE M3CIEIBAHUA ChINO ca HaO/MOAaBaHH PAIKO M BKIIOYBAT:

[ToBHilIEHY HMBA HA KANKH B KPBbBTA.
HHTecTUHANEeH aHMHOEAEM: NOAYBaHEe Ha YepBaTa, MPOABABAILIO Ce ChC CUMITTOMU KaTo KOpeMHa 00Jika,

rajieHe, NOBPBIIAHE W AUAPHA

XHApoXaopTHA3IAN:

Muoro uecTa HeXKeJ1aHH peakias (Morart aa 3acersat nosede or 1 sa 10 soseka):
[MpoMens B KPHBHHTE M3C/IEIBAHUA: NIOBUILIEHH HUBA HA MA3HHHU M NHKOYHA KUCETIHHA B KPBBTA.

YecTr HEeXeNaHH peaknan (Morar aa 3acersar 10 1 na 10 woBexa):

CrcTosHHe Ha 0OBEPKAaHOCT, 60JIKa B KOpeMa, CTOMAIIHO HEPA3NOAOKEHHE, YYBCTBO 33 MOAYTOCT, Fa/ICHE,
NOBpblLAHE, JUAPHA, KOHCTUNALKA, OTAEISHE Ha IIIOKO3a B YPHHATa.

Hakou npoMeHH B KPbBHUTE Pe3yJITaTU CHLIO ca Ounu HAOM0NaBaHH U BKIIIOYBAT:

[TosuineHy HUBA HA KPEATHHMH, Yped, KLU B KPbBTA, MOBULUEHA KPbBHA 3aXap, MOHWXEHH HUBA Ha
XJIOpMAY, KanHii, Marde3uii 1 HaTpuil B KPbBTa, MOBULICHH CTOHHOCTH Ha CEpYMHATa aMuiia3a

(XxunepaMmia3eMus ).

HeuecTH HeXXe1amn peaknan (Morar aa 3acernar A0 1 na 100 yoseka):

HamaneH WiH JIHICBAIL aNleTHT, CUIHO 3aTPYAHEHO AHULIAHE, aHA(PHIAKTHYHH KOXKHU peaKluy (peaxiivu

HA CBPhXUYYBCTBUTEIHOCT), RIIOUIABAHE HA Beye ChLUECTBYBALIO KbCOIIEACTBO, EPUTEM, KOXKHH peaKLidy

KbM CBETJIMHA, BHOJICTOBH IETHA MJIM IIETHA MO KOXKATR, ABJDKAIIM CE€ HA MANIKH KPbBOUIIMBH (Imypnypa),
OyukM no Koxara (YpTHKapHs).

Peakn nexenann peaknan (Morar aa zacersar 10 1 ua 1 000 gosexa):

OTOK M BB3MAJICHHE HA CIIIOHYEHUTE XKIIE3H.

Hamanen Gpoii nteBkouyTy, HaManeH 6poit TpoMOboLUTH, aHEMHS, YBpPEXKIaHe HAa KOCTHHA MO3bK.
Be3noxolicTBO, YYBCTBO 3a ,,IOTHCHATOCT  WIH JEMpECHS, Npo0NeMHU CbC ChHA, YyBCTBO Ha
He3aMHTEePeCcOBAHOCT (anaTus ), MpaByuKaHe H U3TPBHIIBAHE, NPUNAAbLUM (KOHBYIICHH).

[lIoaBa Ha XCBITO OLIBETABAHE, 3aMBIJICHO BIKAAHE, CYXOTa B OUMTE.

HepaBHoMepHO OHeHe Ha CHPLETO, BH3IIATICHHE HA KPbBOHOCHHTE CHJOBE, ChbCHPELIM B KPHBOHOCHHTE

csaoBe (Tpombo3a win eMOonH).
Br3naneuue Ha Genua apod, HaTpynBaHe HA Te4HOCT B Henute apodose, BL3NaleHHE HA 3aACTOMALIHATA

AU1€3a, KBITEHHLZ, Bb3MANICHHE HA AITBYHHA MEXYD.
CUMITTOMH Ha €pUTOMATO3EH JYITYC KATO 00pHB, H0NKM B CTaBUTE U CTYACHH JJIAHH U NPHCTH,
AJePrHYHM KOXKHHA PeaKLi.

OOfpasyBase HA MEXYPH M W3/TIOWBAHE HA KOXKATA.

HeunudexunosHo pp3naneHne Ha 6b0peurTe (MHTEpCTHIHAIEH HEQPHT), NOBHLIEHA TEMITEPATYPa,
MYCKYJIHa cnabocT (MOHAKOra NPUYMHABA HAPYIIEHHA B IBHXKEHHETO).

MHuoro peakn HexeJlaHH peaknul (Morart aa 3acerdar 10 1 va 10 000 sosexa):
EneKTponuTHH HapyllIeHHA, KOUTO BOAAT OO HEOOH4aliHO HHCKO HMBO HA XJIOPHIIH B KPBBTA
(XHnepXJIOpeMHYHA aNKaN03a), YPeBHA HENIPOXOAUMOCT (IIapaJIKTHYEH WIEYC).

C HeH3BecTHA 1€CTOTA (YECTOTATA HE MOKe 1a 0bAe YCTaHOBEHA 0T HAJTHIHHTE JAHHH):
Hamanasase Ha 3peHreTo Wik 605Kka B OKOTO MOPajayd BUCOKO HaNAraHe (BB3MOXKHHM NPH3HALIM Ca
HATPYIBaHE Ha TEYHOCT B CHAOBUA CNOH HAa OKOTO (XOPOUAANECH U3NUB) HIIK OCTPA 3aKp

r1ayKoma).
Pax Ha koXkaTa H YCTHHTE (HEMEMaHOMEH paK Ha KOXKaTa).

Cro0maBane HA HEKE/AHH PeAKIHH




AKO NONyuHTe HAKAKBY HEXENIaHHU SIEKAPCTBEHU peakuyH, yBegoMere Bauns nexkap win ¢gapMatienrt.
Topa BK/IFOMBa BCUMKU BB3MOMKHHM HEOMMCAHH B TA3H JIMCTOBKA HEXeNaHH peakuuu. Moxere cbiilo aa

chOOIUTE HEXKENTaHH PeaKLIMH JUPEKTHO 4pe3:

H3nenHuTeIHa areHUMA 110 JIEKapCTBaTa

ya. ,,Jlaman I'pyes” Ne 8
1303 Codua

Ten.: +35 928903417
yebcaiit: www.bda.bg

Karo crobuiaBaTe HexeNaHH peakiiydd, MOXKETE 1a AaJIeTe CBOA NPHHOC 33 NOJYyYaBaHe Ha NOBeYe
MHpOpMALIMA OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpaaaBare Kooncapr
Ita ce cexpanaBa npu remneparypa nog 30° C.
Ja ce cpXpaHABa Ha MACTO, HEAOCTBITHO 3a AcUa.

He m3nonasaitre TOBa NEKAPCTBO Clie]] CPOKa HAa FOAHOCT, OTOE/IA3aH BbpXY KapTOHEHATA ONAKOBKA M
baucrepa cnen ,,l'ogeH 00:”. CpoKbT Ha NOAHOCT OTrOBapA Ha MOCIeIRUA AEH OT NOCOYEHHS MECELl.

He u3xBBpnsiiTe 1€KApCTBATA B KAHAJIM3AMATA WIM B KOHTCHHEpa 3a JoMallHK otnagbiu. [Tonuraiire
Bamna ¢papmMaLeBT KaK Ja H3XBLPIAATE JIEKAPCTBATa, KOMTO Beye He M3non3ssare. Te3u MEepKH Lue
CIIOMOTHAT 3a Oa3BaHe Ha OKOJIHATA cpeaa.

6. CpappkaHHe HA ONAKOBKATA H AONbLJAHETE/IHA HHpOpManHa

Kakso chanpxa Koosacapr

- AKTHBHUTE BELLECTBA Ca: OJIMECapTaH MEJOKCOMMII H XHIPOXJIOPOTHA3MA.
Beaka punmupana rabnerka cpabppxa 40 mg onmecapran MegokcomMun M 12,5 mg
XHAPOXJIOPOTHAZHU.

- Hpyrute cpCTaBKH Ca:
Aopo na mabremxama: NakTOo3a MOHOXHAPAT, MUKPOKPHUCTATHA LIENYJ103a, YACTHYHO 3aMeCTEHA

XUAPOKCHITPOMWILICTYN03a, XMAPOKCHIIPOIIWILIENY103a, MArHE3UEB CTEapar
Obesuska na mabaemxama: XUIpoOMeNno3a, TUHTAHOB JUOKCH]], MAaKporos/ pONWIEHITHKOM, XKBbJIT

JKENE3CH OKCHJ.
Kak m3rnexaa Kooacapr B KAKBO ChAbLPKA ONAKOBKATA

Kooncapt 40 mg/12,5 mg ca xbiTy, NpoaABAroBaTH, ABOAHO U3MBbKHANK QUIMHUpaHH TabNETKH K ©
BITEOHAT peneded Haamnue "L347" oT eqHara CTpaHa M riafky OT Apyrarta CTpaHa.

Kooncapt punmupanm tabnerku ce npeanarat B Al/Al unu PVC/PVDC/AI 6nucrepu ot no 28 unu 30
TabureTkm.

He BcHuKH BHOOBE ONaKoBKM MOXe Aa OBaaT mycHaTH B npoaaxba.

[IpaTexxares HA pa3pemieHHETO 34 ynoTpeba B IpoOH3BOIHTE
,Jakkagapma Bucokoxauecteenure Jlekapcrea” AJ]

Oya. ,.[". M. Iumprpos” Ne 1, rp. Codus 1172, Briarapus

Ten.: + 359 2 962 54 54

daxc: + 359 2 9603 703

e-mail: info@tchaikapharma.com
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JaTa Ha mocaenHo Opepasriexiage Ha JJACTOBKATA: Anyapn, 2025
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