b. JHCTOBKA




JlucroBka: nHGOpMALMS 32 NANHCHTA
Kopabeiic-Ko 10 mg/12,5 mg ¢uamupann tadnerka

Corabace-Co 10 mg/12,5 mg film-coated tablets

(KeUHAMPUA/XUOPOXAOPOMUAZUO)
(quinapril/hydrochlorothiazide)

HpoueTere BHHMATEHO OAIATA JIACTOBKA, [IPEH 1A 3am0YHeTe 4a IPHEMATE TOBA JIEKAPCTBO,
THH KaT0 T4 ChAbpKA BaxHa 32 Bac undopmanus.

- 3anazere Ta3d AUCTOBKA. MOKe Ja ce HaJI0KH [a S IPOYETETE OTHOBO.

- AKO BMaTe HIKAKBU AOITBIHUTEIHA BRIPOCH, NoNMTaiiTe Baling nekap Win hapMalesT.

- Topa nekapcTBO € npeAnKHcaHo JUYHO Ha Bac. He ro npeoTcrhnpaiite Ha ApyrH xopa. To Moxe
Ia UM HaBpeIu, HE3aBUCHMO Y€ NMPH3HALIMTE Ha TAXHOTO 3a00/MBaHE Ca ChIUIMTE KaTo Baumure.

- AKO NONy4YHTe HAKAKBH HEKCNAHH JIEKAPCTBEHH PpeakluHH, yBeaoMeTe Bawusg nekap WM
(papmanieBT. Topa BKMIOYBA H BCHYKM BB3MOXKHH HEXENaHH PEakUMM, HEONHCAaHH B Ta3H
JIHCTOBKA. Bioxre Touka 4.
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KaxBo cbaAbPKA TA3H NHCTOBKA:

1. Kaxso npencraensea Kopabeiic-Ko H 3a kakeo ce u3noniea ,27// of 70

3 Kakeo TpﬂﬁBa Na 3HAETE, MPEM 12 MPHEMETE Kopaﬁei‘ic- i Pan Ne o fevninerassaa CsuravaSEraREEEReBEsERAS .IE].:.}...:..;......

3. Kak aa npuemare Kopabeiic-Ko e y-330 f{ L g _____ ﬂﬁl
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5. Kak ga cexpansasate Kopabehc-Ko | 0BDEHUE MO rcmpemmessessisssspssssosdnssssssssssssmssssssasase i

6. CeabpxaHMe Ha ONAKOBKATA W AOTTBIIHHTENHA HHpopMall eI

1. Kaxkso npeacraBassa Kopabeiic-Ko n 3a kaxBo ce H3non3pa

KopaGeiic-Ko € npeaHasHaveH 3a IeUeHHE Ha XMNIEPTOHHMA.
Kopa6eiic-Ko chabpika ABe pa3sny4HH JICKAPCTBEHH BEILIECTBA — KBAHANPHI H XHAPOXIOPOTHAZHA.

KBuHaripun ce oTHacs KbM [pyna JI€KapcTBa, HAPEUYE€HW WHXWOHTOpH HA AHIMOTCH3HMH-
xoupepTHpaius en3um {ACE wunxuburopu). ACE wnxuburopure Haii-oblo aelicTBaT, KaTo
pasiTHpsBaAT KPBBOHOCHHMTE CBAOBE H 1O TO3d HAYHMH HaMaudBaT KpPBBHOTO HANATAHE.
XHAPOXIJIOPOTHAZKA C€ OTHACA KBbM Ipyna JIEKapCcTBa, HapeueHH AuypeTHLM. JHypeTHlnTe Hai-o6wwo
[moMarar Ha TAIO0TO Ja ce€ 0cBOOOAH OT M3/IMLIHATA TEIeCHA TEYHOCT W C€ M3II0JI3BAT H NPH MALHEHTH
C BUCOKO KPBBHO HaJIAraHE.

2. Kaxkso Tpa0Ba ga 3Haere, npean a1a npaemere Kopaoeiic-Ko

He upaemaiite Kopa6eiic-Ko: / AT :H

- 4KO CT€ alIEPrHYHH (CBBPPBEXYYBCTBHTE/HH) KbM KBAHAIIPUI WIH xnnpoxnﬁpQTﬂM_ ;l}\
HAKOS OT OCTAHANMTE CHCTABKM HA TOBA JIEKAPCTBO, M3OPOCHH B Touka 6; & ;’f P, *fg‘ ~\

- 4KO CTe ajJlepruYyH| KbM APYTH JICKapcTBa, nonodun Ha Kopabeiic-Ko; i-‘"-* ;" ‘“fr. "” - 1:..-'_;_1_5- R
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aKo ¢Te OpeMCHHA BB BTOPH WIH TPETH TPUMECTEP Ha OpeMEHHOCTTa;

aKo ¥Mate NpoOJieMH CBC CBPLETO — CTECHEHHE HA U3XO0Ja Ha JIABaTa Kamepa;

ako uMare aMaber uian 6L6peuro 3abonsasane;

aK0 UMaTe NpodiieM ¢ YpPHHUpaHETO (aHypMs) WK CTe ¢ Texka 0b0peuHa auchyHKLUMA;

ak0 HMMare auaber wiH HapywieHa ObOpeuHa (QYHKIMA W e JIEKyBaTeé € IJICKapCTBO 3a

NOHWXABAHE Ha KPbEHOTO HAATAHE, ChABPXKALNO AJTHCKHUPCH.

[Ipeaynpexaenns B OpeANa3ZHH MEPKH
['osopere ¢ Baung nexap wiu ¢papmarerr, npeau na npuemere Kopabeiic-Ko.

O0BpHeTe cnenBaIn0 BHUHMaHRe npH ynorpebara na Kopabeiic-Ko

aKo cte noA 18 roguHu;

aKo cTe OpeMeHHA B MBPBH TPUMECTBP Ha OpeMEHHOCTTa, CMATATE, e MOXKeE Aa cTe OpeMEHHa

MY [L1aHHpaTe OpeMEeHHOCT;

aKO KbPMHMTE;

ako uMare 6LE0peuno, 6p0peuHO-CHI0BO WK YePHOAPOOHO YBpeKIAaHe;

aKO CTpagaTe OT CHCTEMEH JYNYyC epUTEMaToeC;

AKO B3E€MATe APYrd JIEKAPCTBA, KATO HanNpuMep TETPAUMKIHHH (BHA aHTHOHOTHLM), JIHTHH

(aHTHZETIPECAHT), APYCH JIEKapcTBa 34 HAMANABAHE HA KPBBHOTO HanAraHe (BKIIOYHTEITHO

KIMiA-ChbXpaHABalld AMYpPETHLM), KOPTUKOCTEPOMAM (l€KapcTBa, KOMTO OOHMKHOBEHO €€

M3II0I3BaT 33 HaMaNdBaHE HAa PBEINAJICHHETO MHIH 3a TIOTHCKaHe HAa HWMYHHTETA),

aJIPEHOKOPTHKOTPONIEH XOPMOH, HECTepOMOHH TPOTHBOBL3MAIMTEIHM JeKapcTBa (KaTo

HanpuMep acnHpuH, HOynpodeH) MM MHOpelakcaHTH (JIEKapCTBa 3a OTHyCKaHe Ha

MYCKYNaTypaTa);

aKO B3cMaTe aHTUAMA0ETHU JIeKapCTBa, MOXKE Jla € HeoOXoaMMa KOpeklUMs Ha Jo3aTa Ha

aHTUAKAOETHOTO NIEKAPCTRO;

aKo TIpHeMaTe KaJlMii-ChIbpKaly 00aBKHA (HanpHMep 3aMECTHTE/IA HA TOTBApCKaTa COJ);

axo By npencron aeceHCHOMNM3MPALIO JIEUEHHE KbM OTPOBa OT LIMNOKPHIIM 3a HAMaJIaBaHe Ha

allepru4yHara peakiys NpH Y)KWIBAHE OT MMYEIa WIH 0ca;

axo Bu npeacrou oTcTpaHsBaHe Ha XoecTepona OT KPHBTA ¢ NOMOLLTA Ha anapat (adepesa Ha

JTHNONPOTEHHHTE € HUCKA IUTBTHOCT). AKO MNPOBEXKAATE APYro JICUCHHE 3a HAMANABAHE Ha

XOIeCTepOIa, HAlPUMEP € XONECTUPAMMH WKW KOJIECTUNO;

aKo MPOBEXKAATS XEMOAHA/IH3A;

axo Bu npencrou onepalus win aHecresna (obesbonaBane);

aKO MPHEMATE HAKOE OT CJICAHMUTE JIeKapcTBa, M3MNOM3BAHM 3a JIEYEHHE HAa BUCOKO KPBBHO

Ha/NAraHe:

- a”HrHoteHsun ll-penenropiHu OGnokepu (APB) (M3BeCTHM CBIIO KAaTO capTaHW - Hamp.
pajicapraH, TeIMHcapTaH, upbecaptaH), ocobeHo ako HMaTe OBOpeunn npodieMu, CBBp3aHH
¢ nuadera;

- ANTMCKUPEH.

BawmmaT nexap Moxke nepHoAHYHO jAa npoeepssBa ObOpeunata Bu QyHKUMA, KPBBHOTO HaniraHe H
KOJIHMECTBOTO HA EIIEKTPOJIMTUTE (HAIp. Kanui) B kpbeTa B,

Buxxre ¢pio nHpopManudra o3araseHa “He npuemaiite Kopabeiic-Ko™.

Kopabeiic-Ko He TpabBa ga ce ynorpebfBa OT mauMeHTH ¢b¢ 3a00nsABaHe HA CHPLETO, MPU KOETO

OTBapAHETO HA AOPTHATA KJara € 3aTpyAHeHO (aopTHA CTeHO3a).

Cpobuiere HezabaBHO Ha Bamusa nekap, axo no BpeMe Ha JICUEHHETO ¢ Kopaﬁeuc
NOAYBaHe HA JIMLIETO, KPAHHUIIHTE, OYHTE, YCTHUTE, €3MKa, 3aTPYAHEHHA B I'bIITAHETO, rb@
[IpH HalMuKe HA TAKMBA OIUIAKBAHMA CIipeTe seueHHeTo ¢ KopaGeiic-Ko, nokaro He g ge(aéy T - 1§
¢ Bamus nexap. -1& 0 2
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[Ipu nosiBa Ha BMeHe Ha CBAT, 0cOOEHO Npe3 IMBPBHTE HAKOJIKO OHH oT JieueHneTo ¢ Kopabeiic-Ko,
HHbopMupaiite He3abarHo Baturs nexap.

HenocTaTEYHHUAT MPHEM HAa TEYHOCTH, NPEKANIEHOTO NMOTEHE WIH 00¢3BOAHABAHETO MOTaT J1a IOBEJAT
A0 TMPEKOMEPHO CMajaHe Ha KPHBHOTO HANAraHe MOpajH HaMalgBaHE Ha obemMa HA TSYHOCTH B
oprasu3ma. IloBpblLIAHETO WIM JHapHATAa CBHIIO MOraT Aa NpeJU3BHKAT chajaHe Ha KPBBHOTO
Hanarane. KoHcyaTHpaiire ce ¢ Bawng nekap, ako Baluuar ciy4aii € Takes.

Kaxere na Bamma nekap, ako no BpeMme Ha neuenHero ¢ KopaGeiic-Ko ce nosasar 6enesu 3a
HHPeKLMA, KaTo HaTpuMep OOJIKH B IbPJIOTO WM BTPHUCAHE.

[Ipu ynorpeba Ha jJekapcTBa 3a JieueHHe Ha XMNEpTOHHA, HapeueHH ACE mHXxubuTopH, ce cpodbiasa
3a MOSBa HAa KauUIHLA. XapakTepHaTa KallllMlia € HENpOAYKTHBHA, YMOPHTAa M OT3BYyYaBa Clie[
CIIMpaHe Ha JICYCHHETO.

CroOwere neza®aerHo Ha Bammma nexap, ako ycraHOBHTE BHE3allHO HAMAJNCHHE HA 3PHTEIHATA
OCTpoTa WK HOIKU B OUHTE.

Hndopmupaiite Bawina nekap, ako no BpemMe Ha JISUEHHETO ¢ TOBA JIEKAPCTBO MOMy4HTE OOJKH B
KOpeMa.

Apyrn aekapersa H Kopabeiic-Ko '
Mons, undopmupaiite Bamua nekap, ako mpHeMaTe, HACKOPO ¢T€ MpHUEMANM HIIH € Bb3MOXHO 1A
npHeMare JpyrH JIEKapCTBa, BKIIKOUATEITHO B TAKHBA, OTITYCKaHH 6e3 peuenTa.

He npuemaiite Kopabeiic-Ko eaHoppemenno ¢ terpaumknvau (BMA aHTHOHOTHUM) W OpYTH
JIEKApCTBA, KOMTO B3aUMOAEHCTBAT ¢ MarHe3ud, nutuii (Opmnara ce NpH HAKOHM TNCHXHWYHH
3abonsBaHuA) ¥ BaphapuH (NEKAPCTBO 3a MOTHCKAaHE Ha KPHBOCBCHPBAHETO),

Kopabeiic-Ko cnabpxa quypeTdk (J1ekapcTBO 3a MOHWKABaHE HA KPHBHOTO HanaraHe). ETo 3awo Toi
TpadBa na ce mpmjiara nmoj JEKapcKd KOHTPON TMPH €AHOBPEMEHEH NpHeM C ApYrH AHYPETHLUH WK
JIEKAPCTRAa, NOBULHABALIM ChABP/KAHHETO Ha KayTHii B KPBBTA (HANp. KATHH-ChXpaHABALLH AHYPETHULIH).

EnnospeMeHHoTo npunokeHne Ha Kopabeiic-KO ¢ HecTeponZHHM NPOTHBOBL3NAIHTEIHH CPeACTBa
(HCIIBC), kato Hanpumep acnMpHH, HOynpodeH, Moxke Aa JoBeJe OO HapylleHHe Ha OBOpedHaTa
byHkIM, BKTOYATENHO ObOpevyHa HeAoCTaThUHOCT. Axko npHemate kBuHanpun H HCIIBC,
On0peunara Bu ¢pyakuus Tpsadsa aa ce nmpocieaspa nepuogH4YHo.

Hudopmupaiite Bawua nekap, ako ca Bu npeamucanu Kopabeiic-Ko v amickupeH (fiexkapcTso 3a
MOHH)KABAHE HA KPLBHOTO HANgraHe) M wMarte nuaber unM OnOpeuHo yppexnaHe. Kopabeiic-ko He
OHBa Aa ce mpHeMa CbBMECTHO ¢ AIMCKUPEH, aKO CTpajaTe OT Te3H 3abonsBaHu.

Kopabeiic-Ko ¢H B3aumopacicTBa ¢ JIEKapcTBa, HaMalfBalllk pacTeka Ha TyMopa H
KpbBoCHaOAABaHeTO Ha pakoBuTe KieTku (MHxuOuTop Ha MTOR, Hanmp. TeMcHpPOIHMYC) H C
npotuBogHabeTHU NpoxykTH (MHXUOHTOP Ha DPP-IV, Hanp. BUNJarIHOTHH).

He npuemaiire Kopabeiic-Ko eAHOBpeMeHHO ¢ JieKapcTBa 3a JICHEHHE Ha nmoaarpa (anoimypaHo).

Moske na ce HanoxH Baiust nekap Aa npoMeHu no3ata Bu u/unu ga s3eme npyru 111:13,1:19,51311171~ Mep]{ﬂ\
ako mpueMare aHruoreHsuH ll-peuenropen Onokep (ARB) MaAM  anMCKHpEH {ﬁm o‘aﬁ;o \
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Bpemennoct, KbpMeHe 4 QEPTHARTET

bpemennocm

Kopabetic-Ko He Tpabea na ce npHeMa 1o BpeMe HA BTOPHSA WIH TPEeTHA TPHMECTHP Ha OpeMeHHOCTTA.
Ynorpebara My He ce penopbyBa M Ipe3 ITbPBHS TPHMECTEP Ha OpeMEHHOCTTa, OCBEH ako Bamnuar
nexap ve Bu € nocweBeTBaN APYro.

Kvpmene:
Kopabeiic-Ko He ce mpenopbuBa npu »eHH, KOUTO KbpMAT. [lochBeTBaiiTe ce ¢ Bamma nekap wiu
¢dapmaueBT npeau ynotpebara Ha KOETO H 14 € JICKAPCTRO.

AKO cTe OpeMEHHA WA KBPMHTE, CMATATE, Y€ MOXKETE Ja cTe OpeMeHHa WM IUIaHMpaTe OpEeMEHHOCT,
NochBETBANTE ce ¢ Baluug nekap unM gapmanest npean ynorpedara Ha TOBA JIEKapCTBO.

Ilopupane n padora c MAIIHHA
CnocobHocTTa 33 H3BBPIIBAHE Ha NeHHOCTH kaTo paboTa ¢ MallMHM MW WodHpaHe Moxe Aa ObAe
HapyllleHa, oco0eHO B HavanoTo Ha JieueHHero ¢ Kopabeiic-Ko.

Kopabeiic-Ko ebabpxa 1axkTo3a
[TanyieHTH ¢ peaku HACIEACTBEHH MpOOJIEMH, KaTO HEMOHOCUMOCT KBM ranakrosa, Lapp-nakraszeH
AeDHLMT WM [MOKO30-TaiakTo3Ha ManaGcopOuus, He TpAOBa 1a HW3MOM3BAT TO3H JIEKAPCTBEH

MIPOIYKT.

3. Kak na npuemarte Kopabeiic-Ko

Bunaru rpuematite Kopabeiic-Ko TouHo kakro Bu e xazan Bammsar nekap uie dapmaieBr. AKO He
CT¢ CHI'YPHH B HEILIO, NoTMTaiiTe Baiuusa nexap Hid (papMareBT.

Bamuar nekap 1ie npeLeHd KakBa JO3HPOBKA 1A U3MO0A3BaTe U e Bu gane ykazaHMd Kak Ja B3emaTe
tabnetkure Kopabeiic-Ko. Ako Hemmo He BH e AcHO MM HMaTte AOIIBEAHHTEIIHH BBIPOCH, HE Ce
konebaiite Aa ce KOHCYATHpaTe ¢ Baiuug nekap.

[IpM nanMeHTH, KONTO B MOMEHTAa He NOJIy4aBaT AMYPETHK, HE3aBUCUMO OT TOBa Aaid H30010 €
NPOBEXKAAHO CAMOCTOATENHO JIEYEHHE C KBUHANPWI, NPEeNnopbUYMTENHATA HayalHa A03a € edHa
rabnerka Kopabefic-Ko 10 mg/12,5 mg (mosata kBHHanpu1 /XHApOXJIIOPOTHa3HA € ChOTBETHO 10
mg/12,5 mg). Cnen HayaiHUS NEpHOX HA JICUSHUE JO3aTa MOXe J1a Obje yBelnyeHa B 3aBHCHMOCT OT
NOKA3aHMUATA.

PaznuuHHTE KOHLUCHTpaUMH, B KOHTO ce IMpealara TO3HM KOMOMHMpaH JICKapCTBEH TPOAYKT
(KBHHANpUWI/XUAPOXIOPOTHAZH), MO3BOJIABAT MBKABOCT MPH AO3HPAHETO HA OTACHHHMTE ChCTABKH
cnopen KIMHUMHUTE NMOKA3aHUA.

Hpﬂ NanHeHTH, KOHTO B MOMCHTA MOJMYYABAT AHYPCTHUK, NPCNOPBUYHTENIHATA HaYa/THA N03a KBHHAITPHII
€S mg, 3a A4d C€ HaMaJIH 10 MHHHUMYM Bb3MOXKHOCTTA OT NPCKAJICHO I'OMAMO ITOHHKCHUC HA KPBBHOTO
HalldraHe. ﬂOBHpOBK&T& Tpﬂﬁﬁa Aaa G'LIIE YBCIHYaBRaHa MOCTCIICHHO 10 INOCTUIraHC Ha KEJJaHOTO
[TOHHXKECHHUE HA KPbBHOTO HaNATaHE. AKO NMOBHILIEHHETO Ha JO3HTE JOBEAE A0 AQ3HPOBKH, CXO,II,HH C

TE3W B KOMOMHMpaHus JekapeTBeH npoaykT Kopabeiic-Ko (xBHHanpmn /xu,upoxnopo*m
Jla Ce IPEMHHE KbM JICUSHHE C HETO,

Ynorpefa npn aena H IOHONIH T
KopabGeiic-Ko He ce npenoptura npu gena nog 18 roquHH. BN



Ho3upane npu 6v6peuno yepescoane:
Kopabeiic-Ko ne Tpabea na Obae U3mON3BaH KAaTo HAYaldHO JieYeHHE MpH MNALMEHTH ¢ OuOpevHo

yppexaaHe (KpeaTHHHHOR KIMPBHE < 60 mL/min).

[Ipy manMeHTH ¢ NeKa CTeneH Ha OBOpedHa HeAOCTATHUHOCT (KpeaTuHuHos kaupbHe 30-60 ml/min)
3ano4HeTe gedeHneTo ¢ > mg Kopabeiic-Ko v npu Hy»1a noBHIIETE A03aTa.

[Ipu naimeHTH, Hy)kaely ce oT A00aBAHE HAa JUYPETHK, HeoOXoauMaTa JO3HPOBKAa MOXe J1a Ob/e
NOCTUIHaTA ¢ KBHHaNpul /xuapoxnoporHaszug. Hauannara noza 3a jeuenwe € 10 mg/12,5 mg.
KOHTpOmBbT BBpPXY KPBBHOTO HaldAraHe Moxe Ja c€ Tnoiappxka ¢ oOHYaiiHH J03H
KBHHAMPWY/ XHAPOXJIOPOTHAZH,

[Tpn HeoOXoAWMOCT OT €JHOBPEMEHHO AWYPETHYHO JieUeHMe NpH NalpeHTH ¢ Texka O0BOpevuna
HEAOCTATHYHOCT (KpeaTHHUHOB KAMPBHC < 30 mL/min) ce npeano4uTa ripuiaraseTo Ha OpUMKOB, a
HE HA THA3WACH JUYPETHK B KOMOMHaUMA ¢ KBHHanpua, CIeA0BATe/HO NPH MALMEHTH C TEXKKA
6p0pedna HenocTaTeaHOCT Kopabeiic-Ko He ce npenopruba.

Yrorpeba npy nanKdeHTH B cTapYecka Bh3PacT:
TepanerTnunnTe edekTH MIrIEKAAT €AHAKBH IIPH JHLA B CTapuecka Bb3pacT (= 65 roauHn) H rpH

mo-MlaiH TIANUCHTH, KOHWTO MNOJy4dYaBaT €IHAKBH NHCBHH HO3H, Oe3 YBCJIIHYABAHE HA HCXKCIIAHHUTC
JCRAPCTBCHH pPCAKIHHA IIPH NMAIIHCHTHTC B CTAPYCCKA BB3pacT.

AKO cTe npHeaH nosede oT HeoOxoaumara g03a Kopabeiic-Ko

AKO cre npuenH TeepaAe MHoro Ttabmerku Kopabeiic-Ko, HezabaBHO ce koHCyaTHpaiite ¢ Bawnd
neKap WIH OTHAETE B CTICHIHOTO OTAEe/eHHE Ha Hali-0nn3kaTa OonHHUA.

Ako cre nponycHajaH Ja npuemere Kopabeiic-Ko

AKO IpPOILyCHETE 4033, B3EMETE I PE3MOXKHO Hali-CKOpO, HO HE M aKk0 € J0LUIO BpEME 3a ClieABallaTa
no3a. He B3emaiiTe neoiiHa 1o3a, 3a 7a KOMIIEHCHpaTe NPOITyCHaTaTa TadeTka.

BzeMerte cneppatiara 103a B 00uvaiinng Jac.

AKO MMAaTe HAKAKBY JOBIHUTENHI RLIIPOCH, CBBP3ann ¢ ynorpedara na TOBa NCKAPCTRO, MONMTaHTEe

Bawrws nexap unu ¢papMaleBT.

4. BB3MOXKHE HeKeIanH peaKklHn

Kakto BcHuky nekapcerBa, Kopabeiic-Ko MOxXe naa npean3BHKa HEKeNaHW peakliMM, BLNIPEKH 4Ye He
BCEKM ['H NONTyYaBa.

Crobuiere He3abaeHO Ha Bawmms jiekap, ako HOJYyYHTE KOKEH OOpHUB ¢ OTOLM 1O JIMLIETO, LIHATA H
TAOTO, CBHPKAINO AHULIAHE WIH XPHIIOBE, 3aMaiiBane WK cHA KopeMHa O0nka cbC WiIH Oe3 rajieHe u
NOBPBIIAHE.

AKO HAKOA OT HEXKENaHWTE JIEKAPCTBEHH peaklMH CTaHe cepHosna ik 3abenexwre apyry,
HEOMKMCAHH B Ta3H JIMCTOBKA, HEXKEIaHH peaKLdH, Mo, yeeaoMere Bamms nekap uiu ¢apmalienT.

YecTH HeXkeIaNA PeaKIHHA (MOTAT Ja 3aCernaT no-mMaakoe ot 1 Ha 10 nannenrn): o
° Br3nanenne Ha OpoHxure (OpOHXHT), Bb3nalicHHe Ha I'bpaoTo ((apHHIHT), ufﬁ{)e!

FOPHUTE AUXATE/IHH TBTULLA, Bb3NANCHHE HA HOCHATA JIMraBnLia (PUHHT); /,;,_. e |
. BHcoko HHBO Ha KanWil B KPbBTA (XMIICpKanMeMua), IIOAArpa, yBeJIUuCHH HHBa‘
KMCEIIHHA B KPbBTA (XWTIEpYPHUKEMEAA ), oE AT s
beacbhue; g . ¥ Pt
° 3amaiiBane, rnapodonue, CHHIHBOCT, L AeE e

I'ppana Honka (CTeHOKapAHA), YCKOPEH ChPACYEH PHTBM (TaxHKapaus), cbpueﬁneug;\& |
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PasmxpspaHe Ha KPbBOHOCHUTE CHAOBE (Ba3OMIaTALHA ),

Kamumua;

[ToBpeluane, Auapui, HapyLIEHO XPaHOCMIIaHe (QHCTIENICHs ), KOpeMHa O0/Ka, rajeHe;
bonku B repba, 60IKH B MYCKYJIUTE {MHAITHA ),

YMopa, oTnaaHanocT (acTeHHA ), O0NKH B CBPAMTE;

[TopuiieHWe Ha HAKOW KPBBHH NOKA3aTelH (KpeaTHHHH, yped).

HeueceTn HexeJ1aHH peaknHn (MOraT A2 3aceraar no-mMayiko ot 1 aa 100 nanuenTn):

BupycHa HHeKUMA, HHPeKLMS Ha TIMKOYHWUTE ITETHILA, Bh3NAaleHHE Ha CHHYCHTE (CHHY3HT);
HapymieHo ycBosiBaHe Ha rNiok03aTa (HapyLUIEeH FMOKO3€H TONepaHc);

ObbpKkaHOCT, ACTIPECUSA, HEPBHOCT;

[IpexoaHo HapyllleHHE Ha MO3BYHOTO KpbBOOOpalneHHe (TPaH3HTOPHH HCXEMHUYHH ATAKH),
BPEMEHHA 3aryda Ha Ch3HaHHE (CHHKOMN), H3TPBIBAHE HA KpalHHULWTE (NapacTesus);

[Ipomenen Bkyc; |

Hamarneno 3penne (amOnuonna);

CBeTOBBPTEXK (BEPTHIO), LIIYM B YIIUTE;

CrpacucH yaap (MUOKapaeH UHDapKT);

[TonmwxeHO KPBEBHO HANATaHe (XUIMIOTOHHA );

3aTpyAHeHO AUIIaHe (AMCITHES ), CYX0Ta B I'BPJIOTO;

Obpa3yBaHe Ha ra3oBe B XpaHOCMH/IATENHATA CHCTEMAa (METEOpH3BM), CYXOTa B YCTaTa;

3aryba nHa koca (anoneuus), 4YYBCTBHTEJIHOCT Ha KOXKATa KbM CITBHYEBA CBETJIMHA
(poTouyBCTBHTENHOCT), ChpOex (Mpypuryc), oOpHB, MOAYBAaHE HA JIMLETO WIH [BPJIOTO
(arvoezieM), IOBHIIIEHO H3MOTIBAHE,

bonka B craBute (apTpanrus);

bv0peyno HapylIeHHE, TIOBHIIEHO HHBO Ha O€ATBK B YPUHATA (MPOTEHHYPHA );

Epexrrnna aucyHkUns;

HarpynepaHe Ha Te4YHOCT MO NMLETO M KpaHULUMTe (reHepajW3HpaH OTOK), MOBMINEHA
TEMIIEpaTypa, HATPYNBAHE Ha TEYHOCT B JONHMTE KpaHHULH (nepHudepeH OTOoK).

Peaxu HekeNaHH peaknnaH (MOrar Aa sacersat no-mMaJjko or 1 na 1000 nanuenrtn):
° HapymeHo paBHOBecue;

* OmnpeneneH BUI BB3MNajeHue Ha Oenwrte apobose (€03UHODWIHA NMHEBMOHHA), 3aNyLIBaHEe Ha
TOPHHUTE AMXaTeNHHU ITbTHINA OT aHrHoeAeM (Moxe Aa Osae daranHo);
3anek, Bp3NaJICHHE HA €3HKa (ITI0CHT);
KoxHH nmpoMeHH — MOTAT Aa ca CEBP3aHM ¢ BHCOKAa TeMIEpaTrypa, MycKy/lHa W cTaBHa OOnka,
BE3MAJICHHE HaA CBAOBETe (Backynur), OOpHB, nNOAOCOEH HA TO3H TMPH MNCOPHA3HC
(ncopuasuopMeH aepMaTHT).

Mnoro peakH HexkellaHH peaknud (Morar aa 3acersar no-maiko or 1 na 10 000 nanunenTn)

. 3aMBIIICHO 3pECHHE;
o UYpeeHa HeMpoXOAUMOCT (MJIEYC), OTOK Ha THHKHTE YepBa (WHTECTUHAIICH aHTHOEAEM );
. KonpueHa Tpecka (ypTHkapus).

Hexenann peaklHH ¢ HEH3BeCTHA 4ecTora (He MOXe Aa Obje OnpeleeHA OT HAJIHIHHTE

AAHHH):

. [Ipomenu B 6pos 1 MopdoNIOTHATa HA HAKOM KPBBHH KIETKH (arpaHyaoLMTO3a, XEMOJIHTHYHA
aHeMua*, HEYTpOoNeHUs, TPOMOOLIMTONECHHS, €03HHODIIIUA); S

o BHeszanna Te)xka ajepriuyHa peakius (aHaduiakcu); '

KbcormencTeo (Muonus) U yBpexxAaHe Ha 3PUTEI/IHAS HEPB C OTMaJaHe Ha BPHTGJ'IHQTO '
TIOBHLIABAaHE Ha BETPEOYHOTO HaNsAraHe (rnaykoMay;

° MO3BYHO-CBIOB HHLHICHT, o SRR TR b

¢ HepuTMH4eH 1 yCKOpPEH nyJsic (apHTMEA); - 'i s S / ]
Cnanade Ha apTEpHATHOTO HanATaHe NPH W3NMPaBsHE, BOACLIO A0 3aMaiiBaHe: (oprg‘m‘arﬁﬁﬂax H..ii.?; y/
XHITOTOHHA ), R PR
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bpoHxocnaszbm;
Bo3nanenne Ha naskpeaca (MaHKpeaTHT);

° Bb3nanenHe Ha yepHMA ApoO (XeNarTWT), HAPYIIEHHA B HOPMAIHOTO OTTHYaHE Ha XKTbYKaTa
(xoMecTaTHYHA KBITEHULIA);
. CepHo3HH aIEprHYHi peakUuMH: OTAeNsHe HAa NOBbPXHOCTHHS CIOH Ha Ko)Kara Mo LANOTO TAJIO

(TOKCHYHA enHACpPMAaTHa HEKpOIM3a), 3aUuepBeHH OTOYHH YYaCThUH Ha KOXKaTa, H3IMTEKHANIHM Hal
OKOJIHATA MOBEPXHOCT (MyNTH(QOPMEH EPHTEM), BB3NAICHME Ha KOXKAaTa CbC 3a4EpPBABAHE H
momeHe (exconuaTHBEH AepMaTHT), aBTOMMYHHO 3aboJjigBaHe ¢ MOABaTa Ha MEXYPH NO
KO3KaTa U TAraBHUKTe (NeMQHUryc), TOUKOBHAHH KPbBOW3JIMEH (Myplypa), CEPHO3HA A€pPrHYHa
peakuMs, 3acArama HAJOTO TAIO, NposARABallla ¢¢ B OOpMBH MO KOXKATa WIH JIHraBULMTE H
MeXypH 1o koxara (CHHApoM Ha CTUBBHC-J[PDKOHCBH);

. 3abonseaHe, 3acArallo CheAMHMTENHATAa ThKaH B pPa3IMMHHA 4YacTH Ha TANOTO, NPEIUMHO
KOXarTa, CTaBHTE, Ob0pelTe H Cepo3HUTE MeMOpaHH (CHCTEMEH JIYTTYC €PUTEMATONEC);
. Hecneumdpuuuno uHpexkmosHo 3abomapaHe, koeTo 3acAra OBOpeYHHS HHTEPCTHLYHM H

KaHamgeTa (TyOyno-UHTepPCTHLKAJIEH HE(DPHT);

Brpsnanenune Ha cepo3HaTa ThKaH (Cepo3uT);

[TonwkaBpaHe HUBaTa HA HAKOM KPBBHM NOKA3ATEH; XONECTepoll U TPHITHLUEPHAY, NOHMKABaHe
HA X€MAaTOKPWTA, NOBUILIEHH 4€pHOAPOSHH EH3UMH H CepYMEH OWMpyOHH.

*[I[pu naumenTn cbc 3abonaBaHe Ha oOMsHata (BpoaeHa TINMHOKO30-6-hocdaTaexHaporeHasHa
HENOCTATBYHOCT) ¢a CHOOLIABAHH OTAEITHH CTy4aH Ha ONpEAC/IcH B aHEMUS {XEMOIIUTHYHA).

Cno0maBane Ha HeKEJIAHH PEAKIHH
AKO nony4HTe HAKAKBH HEXKEJIAHH JIEKAPCTBEHH PEeakiyyH, yBenoMere Baius siekap, ¢gapmaneBT WiH

MEJMLIMHCKA cecTpa. ToBa BKJIFOMBA BCHUKM BB3MOXHH, HEONHCAHM B Ta3H JIACTOBKA, HEXeNaHH
peakiiud. Moxkere ¢biIo Ja cboOIUTE HEXENaHH peaKkiLMH JUPEKTHO Ype3 HAlMOHANHA CHCTEMA 3A
cbo0maBane Ha M3nenHuTeNHATa areHL}HA 1O JIEKapCTBaTa.

Konraxkrna:

HsnbiHuTenHa areHUHA [0 JieKapcTBaTa.
bearapud

yia1. ,,JlamsH ['pyes” Ne 8

1303 Cotpusa

Ten.: +35 928903417

yeOcaiT: www.bda.bg

Karto croOmaBaTe HexxenaHM peaxiMy, MOXKETE Ja AAJETE CBOA NPUHOC 3a NMOMYYABAHC HA TOBEUE
HH(OPMAUNA OTHOCHO 6€30MacHOCTTa HA TOBA JIEKAPCTEO.

S. Kax na cexpansBate Kopabeiic-Ko
CoxpaHgaBaiiTe HaA MACTO, HEAOCTBITHO 3a Aclia.

Ha ce cpxpaHsABa IIpd Temneparypa noa 25°C.

He n3nosnseaiite TOBa IeKapcTBO cleji CPOKa Ha TOAHOCT, OTOENA3aH BhPXY KapTOHEHATA ONAKOBKA.....
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CPOKT:T Ha rogHoCT OTroBapd Ha MOCJICAHHA ACH OT NMOCOMCHHUA MCCCLL. ;-'T-'J e

JlexapcrBata He TpAOBa Ja ce U3XBBPIAT B KAHAJIM3ALMATA MJTH B KOHTelHepa 3a ﬂOMﬂlIlH,H omaw
[lomvraiite Bamma ¢apmaieBT Kak Ja YHHIIOKUTE HeHYXHHTe Bu nekapcrsa. Te:m Meplqa m.e
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6. Coabpxanse HA ONAKOBKATA H AONBLJAHHTEIHA HHPOpMANHA

Kaxkso coappxa Kopabeiic-Ko

Besaka gpunmupana tabnetka ceaspaxa 10 mg xppranpua v 12,5 mg XuapoxIopoTHasH.

JIpyrure CbCTAaBKH ca: JIAKTO33 MOHOXHAPAT, MAarHe3HCB CTeapar, MarHe3ueB KapOoHaT, TOBHIOH,
KPOCMIOBHJIOH, XHIMPOMEN03a, TUTAHOB Auokcus (E171), xXuapOKCHUOpOMWILETY/I03a, Maxporon,
xKenezeH okcu yepepeH (E172), xxenezen okcng xwirr (E172).

Kak marnexna Kopabeiic-Ko i KaKBO CLABPXKA 0NAKOBKATA
Kopabtetic-Ko 10 mg /12,5 mg ¢punmupann TabneTku ca po3oBH, €JIMIICOBHIHH, 1BOLHOU3IEKHANH, C
JeNNTEIHA YepTa OT ¢AHAaTa cTpaHa H o6o3HaueHu ¢ “D” ot chinata cTpana a1 “18” ot apyrarta cTpaxa.

Beska kapToHeHa onakoBka chabpxka 30 Tabnerkm.

HpaTexkaTe 1 HA paspemeHHeTO 32 YIOTpeba H TPOH3BOARTE/
»Jdaikapapma BucokokauecTtBenure JlekapcTea® AJl

Oya. ,,I". M. Jumurpor® Ne 1, rp. Codusa 1172, bpnrapus

Ten.: +359 2 962 54 54

daxc: + 359 2 9603 703

e-mail: info@tchaikapharma.com

3a Oonvanumenna uH@OPMAayus OMHOCHO MO3U AEKAPCMEEH NPOOYKM, MOJA, C8bPICEme ce ¢
ROKQAHUS, NPEOCMABUMENR KA NPUMENCAMENT HA pa3pelenuemo 3a ynompeba:

»aiikaapma BucoxokauecTrenure Jlekapctpa® AJZ{
Oya. ,,I'. M. Qumutpos™ Ne 1, rp. Cogusa 1172, brarapus
TElN.: +359 2 962 54 54

dakc: + 359 2 9603 703

e-mail: info@tchaikapharma.com

JaTa Ha NOCJIeNHO pa3TyIeX ane HA JHCTOBKATA
Qepyapy, 2016
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