JUCTOBKA



JIncroBka: uaGopManug 3a NANHEHTA

Kooacapr 40 mg/25 mg dpnnmApanu TabneTkH
Coolsart 40 mg/25 mg film-coated tablets

OnmecapTaH MenOKCOMMWY X HAPOXJIOPOTHAZH]L
(Olmesartan medoxomil/Hydrochlorothiazide)

Hpouerere BHAMATENIHO ANATA JHCTOBKA, IPEIH A 3aN0YHETE A IPHEMATE TOBA AEKAPCTBO, THH

KATO T4 ChAbPXKa Baxna 332 Bac undopmanas.

- 3anazeTe Ta3H JHCTOBKA. Mojke [a ce HaJIOKH Ja s poYeTeTe OTHOBO.

- ' AKO UMaTe HAKAKBH JOITBIHHTENIHR BEIPOCH, NonHTaiiTe Bawms nekap wim gapMauesT.

- Toga nekapcTBO € NpeAnucalo Ju4Ho Ha Bac. He ro npeorcrbnBaiite Ha Apyrn xopa. To Moxe aa uMm
HaBpeIH, HE3aBHCHMO Y€ NPH3HALMTE Ha TAXHOTO 3a00nsBaHe ca chlIMTe KaTo Baumre.

- AKO MOJYMHTE HAKAKBH HEXEJIaHH TIEKAPCTBEHH peakuyy, yeeaomere Bawms nekap wina papManesr.
TOBa BKIIOYBA H BCHYKH BE3MOKHH HeXKeJJaHH PeakiyH, HEONHCaHH B TasH JIMCTOBKA. Brokre TOYKA
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KaxBo ¢bJbpKa TA3H JHCTOBKA A
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1. Kakeo npeacraBaasa KooscapT H 3a KAKBO ce H30/13Ba

Kooncapt 40 mg/25 mg dunmupanu TaONeTku ¢hABPKA ABEC AKTRBHY BEIECTRA: OAMECAPTAH MEIOKCOMUI H
XHAPOXJIOPOTHA3H/, KOUTO C€ H3MOJ3BAT 3a JISUeHHE HAa BHCOKO KPBBHO HANATAHE (XMIICPTOHMS).

. OnMecapTal MEJOKCOMKIT MMPHHANIEXKH KBM IPyIa JIEKApCTBa, HAPSYCHH aHTaroHHCTH Ha
aaruoTeHsuH 1. Toi noHMkaga KPBBHOTO HAAraHe, KATO PaslIHpABa KPBBOHOCHUTE CHAOBE.
* XAAPOXIOPOTHAZHA NPHHAICKH KbM IpyNna ICKapCTBa, HapeueHH THa3WAHYU JHYPETULIH

(,,o0e3BoaHABaIH TadneTku™). Toil moHIDKaBa KPHBHOTO HaNAraHe, Karo NoANOMara OpraHnusMa ja
OTJIEIH H3MIIHOTO KOMHUYECTBO TEYHOCT, YPE3 CTHMYJIHpaHe Ha Gn0peuuTe aa oTAENAT 0-roAaMo
KOJHUYECTBO YPHHA.

lile Bu npeanmamar Kooncapt 40 mg/25 mg ¢punMupaHH TadAETKY, aKO CAMOCTOATEIHOTO JIEYEHHE €
OnMecapTaH MeJOKCOMIUT He KOHTPOJIMpa afieKBaTHO KPbBHOTO Haiarane. Korato ce mpuiarar 3aeaHo,
ABETE AKTUBHH BEIECTBA B TOBA NEKAPCTBO NO/INOMAraT NMOHIKABAHETO HA KPHBHOTO HANAraHe B NO-ronsMa
cTereH, OTKOJIKOTO aKQ C€ NPUEMAT CaMOCTOATETHO. |

Bue Mmoxke OU Bede npueMaTe JekapeTBa 3a JieucHHe Ha BaieTo BUCOKO KPBEBHO HajndraHe, HO € Bb3MOXKHO
nexapsT Bu na npetienu, ue Kooncapr 40 mg/25 mg dunMupaHu TabneTkd Wi¢ ro MOHKWKH B TO-TO/IAMa
CTEIEH.

KaTO XOJleHE WIH TUTyBaHe. .
AKO He ce TouyycTpare no-ao6pe WiH cheToaHMeTO BH ce Baomu, Tpabea aa nmpcm‘e
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2. KaksBo TpaoOBa 1a 3HaeTe, npend Aa npaemere Kooacapr

He npuemaiiTe Kooscapr @
AKO MHCJIMTE, Y€ KOETO H Ja € OT MOCOYCHOTO MO-J0JTy € BANMAHO 3a Bac WM He CTe CHIYpHH B HEILLO, HE
npuemaiite Tabnerkure. I'oBopere ¢ Bailns nekap ¥ nocnensaiite naacHua Bu ceBeT. He mpuemaiiTe ToBa
JIEKapCTBO, OCODEHO ako:
. CTE IEPriYHH KbM aKTHBHHMTE BElllECTBA WIIH KbM HAKOS OT OCTAHAJIHTE ChCTABKH Ha TOBA JICKAPCTBO
(u30poenn B TOuKa 6);
CTe AJIEPrHYHH KbM BEIECTBA, NOAOOHH Ha XHAPOXJIopoTHasHA (CyndoHaMHIN);
cte 6pemeHna cnea 3-tus mecew, (ITo-nobpe e na ne npuemare Kooncapr 40 mg/25 mg punmupanu
TAONMETKH H 110 BpeMe Ha paHHAa OPEMEHHOCT — BHKTE HacTTa 33 OpeMeHHOCT);
MMare Texxko 0bopeuno 3abonsapane;

. CTE€ ¢ HUCKO HMBO Ha Kafuii, HaTpHi, BHCOKO HHBO Ha KaTlHH WIIH NHKOYHA KHCEIIHHA B KPBRBTA
(KOeTO MOXKe J1a € [TPHYHHA 3a M10ABA Ha MoAarpa), KOUTO He ce MOB/IHABAT OT JICUCHHE,

. MMAaTE TEXKO YepHOApobHO 3a6019BaHe WIH NOXBITABAHE HA KOXKATa M O4710TO HA OUHTE
(>KBJITCHHLIA);

. MMaTe NPOGIEMH ¢ APEHAXKA HA XKITHUYKATA OT HITBYHUTE ITBTUINA K SKTHYHUA MeXyp (OHIHapBa
oOCTpYyKIIMg, HAMP. JTHEYHH KAMBHH);

° axo umate auabet unH HapyueHa Op0pedHa QYHKIHA M ce JIEKYBaTe ¢ JICKAPCTBO 3a NOHKXKABaHe Ha

KPBBHOTO HAIATaHE, ChABPKALIO ATHCKHPCH.

peaynpexaeHns H NpeanaIan MEPKH

[Tpenn na npuemerte Tabnerkure, nadgopMupaiTe Bamng Jekap, ako HIKOE OT CJIEIHHTE CECTOAHUSA €
BaNUAHO 33 Bac. BampaT nekap Moxke a HACTOABA 3a NO-YECTH NpEriieaH M H3CICABAHHA, aKO HMATE HAKOE
OT CACOHUTE CHCTOAHHA:

Tpancruianrauus Ha 0u6pek;

YeproapobHo 3abonaBaHe;

ChbpaeuHa HeIOCTATHYHOCT HITH TIPOOIEMHA CBC ChPACYHATE KIJATTH, WIH CHPACYHHA MYCKYJI,
[Tospbimane WK AHapHs, KOUTO ca TEKKU WIH NPOABJDKABAT HAKOJIKO JHH,

JleueHne ¢ BUCOKH n03H 00e3B0AHABALM TAOIETKH (IHYPETHLIH);

AKO CT¢ Ha AUETA ¢ HUCKO ChIBPHKAHHE HA CO,

Hapymenns Ha HaaOBOpeYHHUTE XU1E3H (HANp. TbPBHYEH aJlZ0CTCPOHHIEM);

Huaber;

EpureMarozeH aymnyc (aBTOUMYHHO 3a00/1sBaHe);

Aneprds WIH acTMa.

Kooncapr 40 mg/25 mg ¢punmupaHu TablieTKH MOKe Ja € NIPHYMHA 33 NIOBHLIABAaHE HHBATA HA Ma3HHHHUTE U
NHKOYHATA KHCEJIHHA B KPBBTa (BOAM A0 nojarpa — 6ojle3HEHO MoAyBaHE Ha CTapHTe). BammdT nekap Moxe
na Bu HazHAvaBa KPBHBHH H3CIIEIBaHHs Ha ONpeJieSIeHH HHTEPBAIH OT BPEME, 3a 1a KOHTPOJIKpPa Te3H
NOKA3ATCAMN.

ToBa ekapcTBO MOXE a MPOMEHH HHBATA HA ONIPEACIICHH BEILECTBa B KpbBTA BH, H3BECTHH KaTO
eNeKTPOJIMTH. BamuAT nekap Moke Aa MOKWCKA Aa I'M KOHTPONMPA Ha OMPELNIICHH BPEMEBH HHTESPBANM.
ITpu3HaUH 3a IPOMEHH B €JICKTPOJIHTHTE €a: JKakAa, CyX0Ta B yCTaTa, MyCKy/IHa Oo/ika MJIH Cria3sMH, yMopa
Ha MYCKYJIHTE, HHCKO KPBLBHO HaiaraHe (XMImOTOHuUs), YyCTBO 34 ¢1abocCT, IEHOCT, yMOpa, ChbHITUBOCT HITH
6e3N0KOHCTRO, TajicHe, MOBPHLIIAHE, TIO-PSIKO YPHHHUpAHE, YCKOpeHa ChpAcYHa AeiHOCT. AKo 3abeieKuTe
TE3W CUMITTOMH, TOBOpeTe ¢ Bauins iekap. -

KakTo ¥ npH ApYrH JIEKapcTBa, KOUTO MOHKKABAT KPEBHOTO HASIaHE, PASKOTO MOHWKESHHE
HaJIAraHe Npy NALWEHTH C HAPYIHECHHS HA KPBBOOOPAIEHAETO HA CHPUETO HJIH MO3bKA MOJKE
i/
CBpACUEH [IPHCTHN WIKH HHCYIT. 3aT0Ba BallMAT eKap BHUMATETHO LUE KOHTPOJIHPa KPbHY

HaJljaraHe. ;



PezyaraTu oT H3cieABaHAA

Axo Bu npencron u3cnenpane Ha GyHKIMUTE Ha NapalliTOBHIHNATS XJIE3H, TPAOBA 1a CIIpETe NIPHEMA Ha
ONMeCapTaH MeAOKCHMMIL/ XMAPOXJIOPOTHA3KA NpeH ToBa uzciaeasaHe. [Ipeau na cnpere scueHHeTo,
nonuTaiTe Bawms nekap 3a ChBeT.

AKO CTe CTIOPTHCT, TOBA JIEKapCTBO MOMKE JIa MPOMEHH PE3YSITATHTE OT M3CICABAHHATA 34 yioTpeba Ha
JOTHHI" M A4 T'H NIO3WTHBUPA.

Bue Tpabea na kaxkere Ha Balms nexap, ako cte (WIH MOXe na c1e) OpeMeHHa.

Kooncapr 40 mg/25 mg ¢dunmupaHu TabneTku He ce Mpenopbusa 3a ynorpeda 1o BpeMe Ha paHHa
OpeMeHHOCT H He TpAOBa Aa ce mpueMa, ako cTe OpeMeHHa ciiefl 3-THA MECEL, Thii KaTo MOXke CEpHO3HO A
yBpeaH Banieto 6e6e, ako ro H3noM3BaTe Npes To3M Nepuod (BHKTE YacTTa 338 OPEMEHHOCT).

Jlena 1 10HOIMHA
Kooncapr 40 mg/25 mg ¢hpuiMupaHH TabETKH He ce Tpenoph4Ba MpH Jetia Y 10HowH nox 138-roauuna
BB3pacT.

YepHokoku NAUHEHTH
KakTo ¢ ApyrH CXOHH JE€KapcTBa, MOHKABALIMAT KpbBHOTO HanmsraHe edekt Ha Kooncapr 40 mg/25 mg
$bUIMHpaHH TablIeTKH € B H3BECTHA CTEMEH MO-MalTbK NPH YEPHOKOKHUTE NMallHEHTH.

Apyru nexapcersa 1 Kooscapr
Kaxkere na Bammsa nekap unu ¢apManeBT, ako NpHeMare, HaCKOpo CTe NpUEeMalli K € Bb3MOXKHO Aa

npueMare ApyrH JeKapcTBa.

Ocobeno BaxkHO € A2 MHopmupaTte Bamma nexap win gapManeBT 3a KOETO H 13 € OT CIICHHUTE:!
- JlekapcTBa, KOHTO MOraT Aa NMOBHILAT HUBATa HAa KaJIWi B KPBBTA, aKO CE€ U3TIOM3BAT 10 €IHO H CHLLIO
Bpeme ¢ Kooncapr 40 mg/25 mg dunmupann tabaerkn. Takusa ca:
- KaJIeBH 100aBKM {KaTO 3aMECTHTENH 3a COJITA, ChABbPXKAIIHN KallUii);
- obe3poanABALIN TAOIETKH (OHYPETULIH);
—  XxenapuH (3a paszpex/iaHe Ha KPbBTa);
— NaKCaTHBH;
— CTCPOHIY;
- aAPEHOKOPTHKOTpONiCH XOpMOH (AKTX);
- KapOEHOKCOIOH (JIEKAPCTRO, H3MO3BAHO 3a JIEYEHHE Ha A3BH HA YCTaTa H CTOMAXa);
- nenuuunuH G Hatpuii (H3BecTeH olie KaTo GEH3WINCHUIWINH HATPHiH, aHTHOHOTHK);
- HAKOH 00€300/BalY HAMMPUMED aACTIMPUH WU CATULWIATH.

. JIutuii (JlekapcTBO, HANOI3BAHO 32 JIEYeHHe Ha IPOMEHH B HACTPOEHHETO H HAKOH BHAOBE JICTIPECHH).

Korarto ce u3nonspa no eaHo H cbiio Bpeme ¢ Kooncapr 40 mg/25 mg panmupanu TabneTkH, MOXE Aa ce
YCHJIH TOKCHYHOCTTA Ha JHTHH. AKO TpabBa na npuemare nutHid, Baluuar nekap e KOHTpOAKpa HUBATa Ha
JIATHH B KPBLBTA.,

. Hectepouaau npotHsosw3nanutennu cpeactea (HCIIBC) (nekapersa 3a o6e36onsaBane, OTOK H IPYTH
CHMITTOMH HA BB3MAJEHHETO, BKIIIOYHTEIHO apTpHT), Korato ce usnonssar 3aeano ¢ Kooncapr 40
mg/25 mg ¢unMupann TabeTKy, MOXKe Ja MOBHILAT pucka oT 6u0peyHa HeNoCTaThYHOCT. OCBEH
ToBa Morar Ja orcnadbar edexra Ha Kooncapr 40 mg/25 mg ¢punmupanu TabneTkH.

o Jpyru nekapcTBa 3a NOHIWKABaHe Ha KPBBHOTO HansraHe {AHTHXHINEPTEH3WBHH). EQexTsT Ha
Kooncaprt 40 mg/25 mg ¢punmupanu TabneTku Moxe aa 6bae ycHiieH.

¢ CLHOTBOPHH, CEIaTHBHH K aHTHACTpecaHTH. YnoTpedara Ha Te3u ekapcTBa 3aeaHo ¢ Kooscapr 40
mg/25 mg puIMHEpaHy TabNETKH MOXKE Ja NOBEAE NOHWKABAHE HA KPbBHOTO HAIATAHG JIP
H3MpaBsHe.

o Hsaxou nekapcrsa karo 6aknogdeH ¥ TYOOKypapHH (M3NO0A3BaH 33 OTMYCKAaHE Ha M}

e  AMH(OCTHH U HAKOM JICKAPCTBA KaTo 1uKkIodocaMun WiH MeToTpekcar (H3n00f
Ha paK)}.

XonecTupaMuH M KOJIECTHIION (32 NOHIDKABaHe HUBATa HA MA3HHHUTE B KPLBTA). \
. AHTHXONHHEPrHYHH JIEKAPCTBa KAaTO ATPONHH U OUNEpHIEH. |




. JlekapcTBa KaTo THOPHIA3HH, XJIOPIPOMA3HH, JICBOMENPOMAa3HH, TPU(PIYyOnepasyH, CYJINAPK,
aMMCYANpPUA, TTHMO3M, CY/ITONPHJ, THANPHA, IPONEepHAOI HIIM XATONEPHAON (3a ieYyeHHe Ha
MCHXHYHH HapyLICHHS ).

L Hsakou sexapcTBa KaTo XWHHANWH, XHAPOXHHHNHH, NH30IIHPaMH, aMHOJAPOH, COTAIO0N HIH
AUrUTATHC (3a JIeYeHHe Ha ChbPACYHH NpodneMH).

. JlexapcTpa KATO MH30/1aCTaH, NEHTAMHARH, TepdeHanud, aodeTwiua, HOYTHIMA HIIH €PUTPOMHLMH
HHXKEKIIMH, KOHTO MOXeE Ja MTPOMEHAT CHPACYHHA PHTEM.

. [lepopanny anTHaHaGeTHH JIEKAPCTBa, KATO METMOP(HH, HIH HHCYNHH (32 NOHWKABAHE Ha HHBATa Ha
KPBBHATA 3aXap).
. Bera-050kepH H AHA30KCHA (M3MTON3BAHH 3a JIeYeHHe Ha BHCOKO KPBBHO HAIATAHE W HHCKA KPBBHA

zaxap). Kooncapt 40 mg/25 mg dbnamupany TabneTkn Moxke Aa MPOMEHH HaYHHa, 10 KOHTO AEHCTBAT
Te3H JICKapCTha.
» JlekapcTBa KaTO HOPAAPEHATHH (M3MOJI3BaHH 3a MOBHULIABAHE HA KPBBHOTO HAJIAraHe 1 OaBHaTa
ChpAevHa ACHHOCT).
JlekapcTea KaTo npobenenna, CyIPHHNHPA30H H ANOITYPHHON (34 IeUSHHE HA NoJarpa).
Kanuueru nodaeku
AMaHTaiHH (TIPOTHBOBUPYCHO NIEKAPCTBO).
[uknocnophH (3a npeaoTBapaTiBaHe OTXBBPIISHE HAa MPHCAIKa Cllefl OpraHHa TPaHCIUIAHTALA).
HsaxoM aHTHOMOTHLK, HAPEYEHH TETPALMKIIHHH.
AmdborepurmH (3a NedyeHHe Ha re0HyHAa HHPEKLHA).
Hsixou aHTHALMIH, KATO ATYMHHHEB MarHe3ues XWJpoKCH] (3a JCUCHHE HA MOBHILICHA CTOMAMIHA
kucennHHocT). EdextnT Ha Kooncapr 40 mg/25 mg puaMupany TabieTKH MOXKE JIEKO Ja € HaMaJlH.
. AKo npuemare HAKOE OT CACOHHUTE JIEKAPCTBA, H3TOA3BaHH 34 JIEYEHHE Ha BHCOKO KPbBHO HaNATaHe:
— ACE unxubuTop (HanpuMmep eHananpul, JTH3HHONPHKI, paMrOpun), ocodeHo ako uMare ObOpedHH
npobneMH, CBbp3aHHu ¢ AHabeT.
— AJTACKMPEH.
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Bammar nexap moxe nepHoaH4HO 1a npoeepasa 0u0pednara By GyHkLuMs, KPHBHOTO HangraHe v
KOJHYECTRBOTO Ha €eKTPOJUTUTE (Hanp. Kanuil) 8 Kpueta By.

Broxte cuiuo HHpOpMauuaTa ozarnasena “He npuemaiite Kooncapr 40 mg/ 25 mg punmupanu Tabnerk.

KooJicapr ¢ xpaHa, HATUTKH H AJK0X0.1

Kooncapt 40 mg/25 mg dpuamupany TabneTkn MOXe J1a ce nprueMa che Wi 6€3 xpaHa. BHiMaBaiite, koraro
npHeMare alkoxoJ, A0KaTo cTe Ha Jeuenne ¢ Kooncapr 40 mg/ 25 mg ¢punmmupanm TabieTku, ThH KaTo
HAKOM XOPa C€ YYBCTBAT OTNAaJHANIM WIH 3aMasiHH. AkO Bu ce cilyun, He npueMaiite mopeye ajakoxon,
BKJIIOUHTENHO BHHO, 6Hpa WIH aJIKOXOJI-ChABPHKALIH HAITUTKH.

DpeMeHHOCT, KbpMEHe H PepTHIHTET

bpemMennoct
Tpabsa aa undopMupare Bamms nekap, ako cre (uinu Moke J1a cTe) OpemeHHa. OOMKHOBEHO JiekapaT By uie

Bu npenopbua ja cnpere npuema Ha Kooncapr 40 mg/25 mg ¢punmupanu TabieTkd npeau Aa 3adbpemMeHeere
WIH BB3IMOXKHO Haif-CKOPO Clej| KATO YCTaHOBHTE, de cTe 6pemeHHa u e Bu mocsBeTBa Aa MpUeMaTe Apyro
nekaperso BMecto Kooncapr 40 mg/ 25 mg ¢punmupanu tabnerku. Ynorpebata Ha Kooncapr 40 mg/25 mg
duiMupann TabneTky He ce IPENopPbYBa Npe3 paHHaTa GpeMeHHOCT K He OHMBa fa Ce IpHemMa, aKko CTe
GpeMeHHa cien 3-THA Mecell, Thil KaTo MoXe CEpHO3HO Ja yBpean Bawero 6ebe.

KnpMmene
Hudopmupaiite Bainua nekap, ako KbpMHTE MJIH UMaTe HaMepeHue ga Kepmute. Kooscapy iﬁ g

dUIMHUpAHN TAONCTKH HE ce NpenopLuBRa 3a ynoTpeda 0T MalikH, KOUTO KbpMAT, U Bawmug & ka ,
wibepe Apyro JeyeHue 3a Bac, ako xkenaete na KbpMmure, ocodeHo ako 6ebeto Bu e Honcf Nl e e
NpeKIACBPEMEHHO POACHO.,

Koncynrupaiite ce ¢ Bamns nexap Wi $apMaLesT NpeaH yrnoTpedara Ha KoeTo U Aa € Ji i;




IHHodnpane u pabora c MAINHHHA

He ce ouaxsa Kooncapt 40 mg/25 mg ¢puamupani TabreTk Aa noBixAe Ha cnocobroctra BH aa modupare
1 paboTHTe ¢ MaIIHHA. Bee nak noHskora o BpeMe Ha JISYEHHETO MOKE Aa CE€ NOABAT 3aMaAHOCT MK
CBHHJIHBOCT. AKO MOJYYHTE NOACOHH HeXelaHH PeakUMH, He niogHpaiite 1 He paboTeTe ¢ MAlIHHH, ZOKATO
CUMNTOMHTE He H34Ye3HaT. KoHcynrupaiire ce ¢ Bammg nekap.

KooJicapT cuABLpKa 1aKTo3a (BHA 3axap)
ToBa ASKAPCTBO CHALPKA NAKTO3A (BHA 3aXap). Ako BamvsaT nexap By e kazan, ue nmare HENOHOCHMOCT
KBbM HAKOM 3aXapH, KOHCYJITHpAHTE Ce ¢ HETO, MPEAH [ 3al0YHETE J1a MPHEMATE TOBA JICKAPCTRO.

3. Kak pa npuemare Kooacapr

BuHarn npueMaiiTe TOBa JIEKApCTBO TOYHO KakTo BH ¢ kazan BammsaT nekap. AKo He CTe CUTYPHH B HEWIO,
nonMraiite Baming nexkap unu papmaresnT.

[TpenopwpunTenHara fo3a e eaHa puimupana Tabnerka Kooncapr 40 mg/12,5 mg anesHo. Bee nak, ako
BauieTo KpEBHOTO HaNATaHE HE ce KOHTPOJIAPA aIeKBaTHO ¢ Ta3d A03a, Bamnst nekap Moxe Aa 9 MpOMEHH
no enHa ¢punMupana tabnerka Kooncapr 40 mg/25 mg nHesHo.

. Ilornsmaiite Tabaerkara ¢ Boga.
IlpuemaiiTe A03aTa MO €4HO H CBILIO BPpEME BCEKH JCH, HallpHMEP N0 BPpEME HA 3aKyCKa.

. ITpuemaiire Kooncapr 40 mg/25 mg ¢unmupanu Tabnerxu, fokaTo Bamuar ekap He Bu npenopbua
Ra cnpere npueMa.

Ynorpeba npu aella H IOHOIIH
Hama HanruHa urgpopManma.

AK0 cTe IpHEIN MoBeYe OT Heobxoaumarta ao3a Kooacapr

Axo cTe npuenu nopeye ot npeanHcandTe B TabneTky wiy aere caywanHo € NMOrbAHAN0 HAKaKBH
Tabnerku, obanere ce BenHara Ha Bamms nekap wiu oTraeTe 10 Hai-01IM3KHA cnemeH neHTsp. Mons,
HoceTe Che cebe cH OMaKoBKara Ha Bainero JiekapcTio.

Axo ¢Te nponycsanu na npaemere Kooacapr
AKO ¢Te NponycHaJTH 1033, B3eMeTe S KOMKOTO € Bh3MOXKHO nmo-ckopo. He B3emaiite ABoiina 103a, 32 Aa
KOMIICHCHPATE NpOoIyCHaTaTa A03a.

AKo cTe cnpeyH npEeMa na Kooscapr |
Baxno e na npoanmxkure npriema Ha Kooncapr 40 mg/25 mg dpunmupanu rabnetku, ocseH ako Bawnar
nexkap He Bu ¢ mpenopryan ga cripete npHeMa.

AKO MMAaTe HIKAKBH JOIBIHHTENHH BLIPOCH, CBBP3aHH ¢ ynoTpe6ara Ha TO3M NPOAYKT, nonuTalTe Baius
nexap wiM ¢gapMaLeBT.

4, BE3MOXKEH HEKEIARH PEAKIEH

KakT0 BCHUKH JICKApCTBAa, TOBA JIEKAPCTBO MOXKE J1a IIPEAN3BHKA HEXKC/IaHH PCAKIIMY, BBIIPCKHA HEC HE BCCKH
K 110J1y4aea.

* AKO NOJyIHTE CAEAHOTO, cnpere npuema na KoosicapT u Beanara ce obanere na Bamn

- OTOK Ha JIMUETO, YCTaTa WHIM JapHHKCa (TTIACHHTE BPB3KH) 33€AHO ChC Chpbexk H o0p
MOABRAT MHOTO PAIKO.

- CHIIEH CBETOBLPTEXK WIH MPHNAIEK. AKO NMOMy4YUTe TaKMBa CHMITTOMHY, JerHere. Bby,
KPBHBHOTO Bl Hanfrate na ce € NOHWKMIO TBLPAE MHOTO. [




HUndopmupaiite Bamuna nexap, axo 3adenexkure:

. XKaKJa, CyXoTa B ycTaTa, MycKyJIHa O0JIka WK Cia3MH, yMOpa B MYCKYJIWTe, HHCKO KPBBHO HaJIAraHe
(XMNOTOHHA), 9YBCTBO 38 ¢1abOCT, JIGHOCT, YMOPa, CEHIMBOCT WM 0€3NOKOICTBO, rajicHe,
MOBpbIiaHe, MO-PAAKO YPHHHpAHE, yCKkopeHo OMeHe Ha chpuero. ToBa MOXKE Aa ca NpH3HAallK 33
NpoMAHA B HUBATa Ha CNEKTPOTHTHUTE.

OGHKHOBEHO NpH MOABATA CH TE3HW HEXCIAHK €(EKTH ca JIEKH H He ce HAJIara NPeKpATsIBAHE HA
JICYEeHHETO,

Uecmu: 3acazam 1 0o 10 nompebumenu na 100

- 3aMAsHOCT (TIO-YECTO TIPH Xopa HaA 75 roauHRn);

- rinapodorne;

- YMOPAEMOCT;

- cmadbocT;

- 60JIKa B rbpAHTE;

- OTOK OKOJIO ITIE3EHNTE, CTHIANATA, KpaKaTa, A/TaHUTE UM PBLETE.

Hevecmu: 3acazam 1 0o 10 nompebumenu na 1000

- ceplebueHe, 0GpuB, ek3eMa, CBETORBPTEX (BEPTHrO0), KAlIUTHLA, Bh3NAICHO Ibp/o, KopeMHa Gonka,
rajicHe, HOBPBLINAHE, AMAPHA, MYCKYJIHH cia3MU U GONKH B MyCKYJIHTE, 00/Ka B CTABUTE, pAMEHETE U
KpakaTa, 00/Kka B rop0a, 3aTpyJHEHO NOCTHraHe Ha €PEeKLHA MpH MBbXKe, KPLB B YPHHATA.

Peoxu: 3acrzam 1 oo 10 nompebumenu na 10 000
- HapYIIEHHA B CH3HAHHUETO.

C neuzgsecmud vecmoma.
- Oyuxu noa koxarta, octpa OL0peUHa HEAOCTATBYHOCT.

HakxoH NpoMeHHd B KPbLBHHTE H3C/I¢ABAHHA:

BawumsT nexap mie pa3bepe 3a ToBa OT PE3yATaTHTE OT M3CACABAHHATA HA KPbBTa # iie BH xake, ako ¢
He0oOX0AHUMO 1A Ce HaMpaBH Helllo AOMBJAHHTENHO. BB3MOXKHO € MOBHINABaHE HHBATA HA MA3HHHHUTE B
KPBBTA, HA THKOYHATA KHUCENHHA, YpeaTa B KPbBTA, NOBHIIEHHE WK HAMAJICHUE Ha Kallks, [IOBHLIEHHE Ha
KaJIL{Hd B KPBBTA, JIEKO MIOBHILIEHHE HA CEPYMHHS KPEaTHH M YpeATa, HOHHKCHHE Ha XeMOIIoOHHa 1
XeMaTOKpHTA.

JONBLIHHTE/IHA HEKSJJAHH PEAKIHH NPH Aelia H IOHOIIH
Hama undopmalims.

TIobIHUTETHH HEXKENAHH JIEKAPCTBEHH PEeaKIMK, NOKIAIBAHHU MPH CaMOCTOATENIHATA ynoTpeba Ha
OJIMECApPTaH MEAOKCOMMI MK XHAPOXJIOPTHAIHAL

OaMecapTan MeIoKCOMM.I:

Yecmu. 3acazam 1 00 10 nompe6umenu na 100
BpOHXUT, 3aNyHICH Wik Teual] Hoc, 50/iKa B CTOMAaXa, TaCTPOCHTEPAT, MH(EKIIAA HA MUKOYHHTE ITHTHLIA,
rpUNONOAcOHH CUMITTOMH.

Hevecmu: 3acazam 1 00 10 nompebumenu na 1000
Bonku win auckoM@opr B repanTe (RHCHHA NIEKTOPYUC).

C Heuzgecmna wvecmoma. |
Coplesx, koxxHH 00pHBH, yBpexkaaHe Ha Or0peunata ¢yHkums, 6p0peuHa HEAOCTATHYHOC
EHEPruA.




Haxou npomenu 6 uscnedsanuama na xkpvéma.
ITopHIIEHH HHBA HA HAKOH BEIIECTBA, KOUTO OMPEAENAT MycKyaHaTa i 6bOpeuHaTa QpyHKUMA, HamaneH 6poii
HA ONPEAEIICHA KPBBHH KIIETKH KATO TPOMOOUHTH (TpOMOOLMTONCHHA). |

XHAPOXJIOPDTHAZHA:

Uecmu: 3acazam 1 0o 10 nompebumenu na 100
CBeTOBRBpTENkK, CHCTOAHHE Ha OOBPKAHOCT, 00JIKa B CTOMAaxa, CTOMAIIHO Pa3sCTPOHCTBO, TyBCTBO 38
MOAYTOCT, KOHCTHTIALIHS.

Heuwecmu: 3acazam I 0o 10 nompebumenu na 1000
HamaieH HiH JIMIICBALL ANIETHT, YYBCTBHTEIHOCT KBM CBETJIHHA.

Peoru: 3acazam 1 0o 10 nompebumenu na 10 000

OTOK H Bb3NATIEHHE Ha CIIOHYEHHTE HJITE3H.

Hamasnen 6poii 1eBKOLIMTH, HamaneH 6poH TpoMOOLIUTH, aHEMHA, YBPC/KIAHE HA KOCTHHA MO3BK.
bes3nokoiicTeo, 4yBCTBO 32 IIOTUCHATOCT, ACMPECHA, MPOGIEMH CBC 3aCITHBAHETO, ANaTHA, MpaBYyYKaHe H
H3TPBIBaHEe, NPHOATBIH.

[TosBa Ha XXBITO OLBETABAHE, 3AMBIJICHO BIDKAAHE, CYXH OYH.

HepaeromepHo OHeHe Ha CBPLETO, BE3Na/IEeHHE HA KPHBOHOCHHTE ChAOBE, CHCHPCIM B pronocnme
cba0Be (TpoMO03a WIH eMOonHA), 3aTpyOHEHO AMIIAHE.

Br3naneHHe Ha 33ACTOMALIHATA XJ1e3a, IOKCBITIBAHE Ha Ko)KaTa H 04710TO Ha ounTe (KBATEHHLA),
BB3IAJICHHE Ha AThYHHA MEXY)P.

CaMIITOMM Ha €pHTOMATO3EH AYNYC KaTo OOpHE, OONKA B CTABHTE W CTYAEHHN AJIaHU U NPHCTH,
aHa(pHNIAKTHYHH peaKLMH (peakuiH Ha CBPBEXYYBCTBHTENHOCT).

OO0pa3syrane Ha MeXypH U H3MIOIBaHE HA KO3KaTa, MYCKYJTHH CnasMH H cnabocTt (MOHAKOra BoZiema 1o
HCBB3MOXHOCT 33 ABHIKCHHE). |
VepeneHa 6s0peuna pyHkuusa, 6x0peuna HEAOCTATEYHOCT, 3aTPYAHECHO MOCTHIAHE HA SPEKIHA NIPH MEBIKETE,
TpecKa.

Mnoeco peoxu: 3acazam no-manko om 1 nompebumen na 10 000
bnokana Ha yepsaTa (TapalMTHYCH HIEYC).

Haxou npomenu e uscnedsanuama Ha Kpuema:
Enexrponuren aucbananc (mpoMeHH B HHBOTO Ha HATpHE, MarHe3Hi H XJIOPHIH B KPHBTA).
IloBneny HHUBA HA 3aXapTa B YPHHATA CHUIO ¢a HabmogapaHm.

CrobmaBane HA HEKEJIAHH PEAKIHA

AKO nonyynTe HAKAKBH HEXE/IaHH JIEKApCTBEHH PEaKUHH, yBeAoMeTe Bainua nekap. Tosa BKIIOYBa BCHUKH
BBH3MOXKHH HEOITHCAHH B Ta3H JIMCTOBKA HEXKEJIAHH peakUuu. Moxkere ¢hImo Aa cho0IHTe HEXKETaHH
peaki|y TUPEKTHO Ype3 HAllMOHANIHATA CHCTEMA 3a ChoOImasaHe Ha M3nmpIHMTENHATa areHUMA 0
nexapcreata. Karo choblmasare Hexenanmn peakiium, MOJKeTe [ja IAAETE CBOA NMPHHOC 34 MOJyYaBaHe Ha
noseye HHPpOpMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

KoBTaKTR:

N30bTHHTENHA areHLHs 10 IEKapCTBATa
ya. ,,Jdaman I'pyes” Ne 8

1303 Codusa, bearapus

Ten.: +35 928003417

yebcaiiT: www.bda.bg

5. Kak aa coxpanasare Kooncapr

Ja ce coxpansaBa npy Temneparypa noa 30° C.




Ha ce cpxpaHiaBa Ha MACTO, HEAOCTHITHO 3a Aella.

He W3nonspaiire TOBa NeKapcTBO CIEMA CPOKa HA NOJHOCT, OTOENA3aH BEPXY KAPTOHEHATa ONAaKOBKA H
Onuctepa, cien ,,l 'oneH go:”. CpoKBT Ha FOAHOCT OTrOBapA HA MOCNSAHMA ACH OT IIOCOYEHHUS MECELL.

He u3xpppigiiTe NeKapeTBaTa B KAHAIM3AUMATA WIH B KOMTeliHepa 3a gomamHy ornansiu. [Tonuraiite
Bamusa ¢apMaueBT Kak Aa MH3XBBPJIATE JEKapCTBATa, KOUTO BeYe He H3NoM3BarTe. Te3H MEpKH 1Xe CIIOMOTHAT
34 ONA3BAHE HA OKONHATA Cpeja.

6. Coabpkanne HA ONAKOBKATA M AONLJAHHTEIHA HRPOPMARHA
Kakgo ceabppxa Kooncapr

- AXTHBHATE BEU[SCTBA CA: OJIMECAPTaH MeIOKCOMHN (olmesartan medoxomil) v XuaPOXIOPOTHA3H
(hydrochlorothiazide).

Besaka dpunmupana tabnerka Kooncapr 40 mg/25 mg craspxka 40 mg onMecapTaH MEIOKCOMHEI M 25 mg
XHAPOXJIOPOTHA3H,

—  Jlpyrure ChCTaBKU ca:
Hopo na mebaemrama

o JlakT03a MOHOXMADAT;

° MHuKpOKpHCTaIHA LIeTy1034a;

¢ YacTuyHo 3aMecTeHa XHAPOKCHITPOITHI LIETY/1034,;
* XHAPOKCHNPOMHIILEITYI03a.

Obeusra na mabiemrxama
—  Onappait xpar 03F82788 (xumpoMenosa, THTaHOB AHUOKCHA, MAKPOTOI/IPONMHISHIJIHKOM,
XKBIIT KeNE3CH OKCHT).

Kak marnexaa Kooscapr  kakBo cLABPXKA ONAKOBKATA

Kooncapr 40 mg/25 mg ca *KbJITH NpOABATOBaTH, JBOHHO M3ITHBKHATH (HAMHpaH# TabneTkd ¢ peneden
Haanuc "L348" or enHaTa cTpaHa M rMaaKH OT APYrara CTpaHa.

Koosncapr 40 mg/25 mg ¢punmupann tabnetku ce npegnara B AVAl u PVC/PVDC/Al Gnucrepu ot no 28
uid 30 Tabnerku.

He Bcuuks BUAOBE ONAKOBKY MOXe Aa ObaaT mychaTi B npoaaxk0a.

IpaTexaren HA pa3’peHIeARETO 32 YHOTpe6a H NPOH3BOAATEN

,»dalkagapma BucokokadecTenure nekaperea” Al
Oya. ,JJ'. M. lumurpos™ Ne 1, rp. Codus 1172, Benrapus
Ten.: + 359 2 962 54 54

dakc: + 359 2 9603 703
e-mail: info@tchaikapharma.com

Jara Ha Noc/eARO NpepasriexkAane HA JIHCTOBKATA
Oxromeph, 2015




