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JIncToBKka: HHGOpPMANHSA 33 NANHEHTA

Cnupononaxron-Yaiikajgapma 25 mg dpunamapann TabneTKn
Cnupononaxron-Yaiixagapma 50 mg paamapann tabarerkn
Cuanpononaxron-Yaiikagapma 100 mg pramMupann TabneTkn

Spironolacton-Tchaikapharma 25 mg film-coated tablets
Spironolacton-Tchaikapharma 50 mg film-coated tablets
Spironolacton-Tchaikapharma 100 mg film-coated tablets

(cnupononaxmon/spironolactone)

IIpouereTe BHHMATE/IHO IIA1ATA JHCTOBKA, NPEAH AA 3alI0YHETE 13 MPHEMATE TOBA JIEKAPCTBO,
ThH KaTO TA CBHALPXKA BaXHa 3a Bac nadopmanus,

- 3anasere Ta3M JHCTOBKA. MOXe Ja c€ HANOKKU Ja A TPOYETETE OTHORBO.

- AKO WMaTe HAKaKBH JOMbJIHUTEIHH BBIIPOCH, nonuTadTe Bawus nekap unu papMaLesT.

- ToBa nekapcTBO € npeanucaHo aM4HoO Ha Bac. He ro npeorcTeneaiite Ha ApyrH xopa. To Moxe
A4 UM HaBpelH, He3aBUCHMO Y€ MPH3HALIMTE Ha TAXHOTO 3abossBaHe ca chiiTe Karo Baumuyre.

- AKO NOJYYHTE HAKAKBH HEXE/aHW JIEKApCTBEHHM peakiluy, yBeaoMetre Baluusg nekap HIH
¢apMauesT. ToBa BKIOYBA W BCHYKH BB3MOXHH HEXEJIAHW PEaKLMH, HEONHCaHH B Tas3H
nuctoBka. BuxTe ToYKa 4.

Kaxkpo ¢hALpXA Ta3H JJHCTOBKA
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: aKkpo npeacrasaasa Cnapononakron-Uadikagapma u 3a xakBo ce u3noi3sa
Cnupononakroy-Uaiixapapma € Kanni-cbxpaHsBall JUYPeTHK — JIEKapCcTBO, YBENH4aBalilo

KOJHUYECTBOTO Ha OTAensiHara ypuHa. OcbluecTBABa CBOf eeKT KaTO NPOTHROACHCTBA HAa XOPMOHA
ANOOCTEPOH, OTAendml ce oT HaaOuOpeuHHTe AHUE3d. YBenuuaBa OTIECISHETO HA HW3BBHPEINHO
HATpPYNaHHUTe TEYHOCTH B THKAHHTE NpH padIMuHM 3a00nsBaHUA Ha ChpUETO, OBnOpeLuTe, uepHUSA
Apob u ApyrA.

[ToHukaBa BUCOKOTO KPbBHO HaNATaHE U KOPUIrHpa ChALPXKAHHETO HA KNl npH CbCTOAHUA, NPH
KOHUTO KOHLEHTPAUUATA Ha Kanuii B OpraHu3Ma € HaMaJeHa.

Cnupononakron-Yakikadhapma ce H3M0/3Ba 33 KOMIUJIEKCHO JIEYEHHE HA OTOLH, ChITHbTCTBALIH
cneaHUuTe 3abonsaBaHus:

. 3acToiiHa CbhpleYHa HeA0CTATBYHOCT — ChbpAEYHO 3a00naBaHe, KOETO MOXE Aa AOBEAE A0 JeCHa
YMOPAEMOCT, 3a1yX, MOAYBAHE HA IME3CHHUTE,;

¢ YeproapoOHa uMpo3a, ChUYETAHA € OTOLM W/MNH acLMT — XpOHH4YHO 3abonsBaxe /J:lﬂ;"{ep'ﬂm
Apo0; 2R ‘

¢ Hedpotuvuen cunapom — 6u6peuHo 3abongBaHe, CbNPOBOAHO C YBPEXAaHE
PyHKLMA H pa3BUTHE Ha OTOLIH.
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H3NMLAKUTETHA ATEHLIRA NO NEKAPCTBATA




[pu Te3u 3abonaBaHKs NPOAYKTHT C€ MPWiara CaMoOCTOSTENHO, HO NO-4ECTO EAHOBPEMEHHO C APYTH
NeKapcTBa ¥ AMypeTHIM, 0cobeHo KoraTo € HeoOxoauM HeroBusT Kanmi-chbXxpaHssaul edexkT U B
CJIy4auTe, KOraTo He € OCTHIHAT AOCTaTh4eH eeKT C APYruTe H3MN0J3BaHH CpeICTBa.

CrnupoHonakToH-UaitkadapMma ce npuiara 3a AMarHo3a ¥ JieYeHHe Ha MbpBHYEH aNAOCTEPOHUIBM —
CbCTOAHME, MPH KOETO Ce NMOBHILABA OTACNAHETO HA HAAOBLOpeMHHA XOPMOH anjoCTEPOH.

Ielata TpaOBa Na ce NeKYBaT caMo Moj pPbKOBOACTBOTO HA NEANATHP.

2. Kaxso TpabBa xa 3maere, npeau aa npuemere Cnnporonakron-Yakkajgapma

He npuemaiite Cnrpononakron-Haitkadapma, ako:

- CTeé alepruyHU KbM CINUPOHONAKTOH MIIM KbM HAKOA OT OCTAHAJMTE CLCTAaBKW Ha TOBa
nexapcTso (M30poeHu B Touka 6);

- cTpajzare OT ocTpa ObOpeuHa HEROCTATBYHOCT, BKAIOYHUTENHO CHyYaHUTe, B KOMTO He C€
[IPOM3BEXK/iA MU CE OTJENA MHOIO MaJKO KOJIMYECTBO ypHHA (aHYPHS ),

- cTpaaarte ot &bp3o nporpecupalllo WM Texko 6u6peuno 3abonsapaue;

- UMare XHnepkanuemus (NOBHLIEHH HUBA HA KAITHHA B KpbBTA),

- crpaaare ot bonect Ha AanucoH (HaaObOpeyHHTE XKIE3U He MPON3BEXKIAT AOCTATBYHO XOPMOH
KOPTH30/1 U B HAKOH C/Iy4yaH XOpMOHA anaocTepoH);

- MpUeMare ApPYyrH Kalul-ChbXpaHaBaillld JWYPETHUHM (OT Chllara rpyna, Kato CNHUPOHOJAKTOH,
BKJIFOMHTENHO e€miepeHoH), unu aBofiHara Oigokana PAAC ¢ komOnHauus oT MHXHOMTOp Ha
aHTHOTEH3HH-KOHBepTHpalling eH3uM (ACE) n anrnorensuH-peuentopeH Onokep (APb);

- cTe OpeMeHHa UJIH KbPMUTE;

- npUeMaTe kanuesH n00aBKH.

Hena
Heua ¢ yMepeHo A0 Texko OwOpevHo 3abonsBaHe He TpaAbBa Aa npHeMar CrHUAPOHONAKTOH-

Yaiikadapma.
IpeaynpexaeHuna A Apeana3sHu MEPKH
["oBopere ¢ Baiuus nexap wnu dapmaiert, npeau fa npuemere CnupoHonakToH-Yakadapma.

- AKO UMaTe YNOPHUTO NOBpPLLIAHE HAH YITOpHUTA JHaApuUs;

- AKO npoBexJare Ne4YeHHe C BJIMBAHHUA Npe3 BEHaTa;

- AKO CTe Ha Bb3pacT Ha 63 roaAuHH U NOBEYE;

- Ako cTpanare oT gepHoapodHY niau 61Opeynn 3abongasanns;

- AKO NIPHEMATE JIEKAPCTBEHH MPOAYKTH, 33 KOUTO € H3BECTHO, Y€ YBEJIHYaBaT KOMHYECTBOTO Ha
KalHil B KpbBTa — Hanp. OTBOAHABALM NekapcTBa (Auyperuun), ACE unxuburopu (enananpmn,
OeHasenpu/, KanToMpua, paMUIIPHI) B aHFMOTEH3UH Il peuenTopHH aHTaroHHWCTH (BajicapTaH,
jgocapTaH, TeIMHcapTaH, upbecaptal 1 Op.), KOUTO Ce€ M3MO0JI3BAT 34 JIEYEHHE HAa BUCOKO KPbRHO
HanArane, HeCTEePOMAHM TNPOTUBOBBLINAIUTEIHH CcpeacrBa (mOynpodeH, medeHaMUHOBA
KHCENHHA, AMKIodeHaK H Ap.), KanueBH A00aBKH, KAJIUEBY 3aMEeCTHTENIM Ha CONTAa;

- AKO CBCTOSAHHETO BH e TeXKKO M OTIE/IAHETO HA YPYHA € HAMAJICHO KT JIMIICBA;

- AKO UMare HUCKH HIBA Ha HaTpHil B KPbBTA (XUNOHATPHEMH );

- AKO HEKOra CT€ MMal¥ WJIH MMAare HATpynBaHE Ha KHCeNN OPOAYKTH B opraHusMa (T.Hap
aiu103a), 0cobeHOo ako ChLIEBPEeMEHHO CTpaJaTe OT YEPHOAPOOHA LMPO3a;

- Axo cTpajgate ot nopdupna (BHJ HapyILUEHHE HA XxeMornobuHa); e

- AKO CTe XeHa M UMaTe MEHCTPYAITHH HAPYILIEHHS; P "

- AKO C€T€ MBX ¥ HMATE YBEJIMYEHH MJIEYHH XJe3H. AKO MO BpEeMe Ha JIGHEH){CI/Q.;I
CIIMPOHOJIAKTOH MpAauTe BH ce yroneMaT (€AHOCTPAHKO HIIH JBYCTPAHHO), IEHEHH :
Ce MpPEKpaTH;




- [Ipy NPOABL/IKHTENHO JeueHHe TpPH MIAAH MAUMEeHTH CbC CMUPOHONAKTOH JEKapAT TpAOBa
BHUMATE/THO 14 MpELEHH NpeUMCTBATa CPELy AbArOCPOUYHUTE HEONATONPUATHH TOCISANULH.

BcHukn maipeHTH, NpueMatld JuypeTiuy, Tpabea xa Obaar HaOmoaaBaHK 3a NPOABH HA HapyllIEHUS
BBLB BOJHOTO /WM €1EKTPOXHUTHOTO PABHOBECHE YPE3 NEPHOAHYEH KOHTPON Ha HAKOW NabGopaTopHH
noxaszatend. HeoOXonuMo e Ja 3HaeTe, ye mpeaynpexkjaBallld Npu3HalH 3a BOJHO-ENEKTPONTHTHH
HapylUEeHHA ca. CYXOTa B YCTaTa, YyBCTBOTO Ha XKaxpaa, cnaboct, neraprud, o0bpKaHOCT, MYCKYJIHH
OONKH W CNa3My, CTOMAILHO-YPEBHH OMNNaxBaHHA (Hanp. raJeHe, MOBPBLILAHE), HUCKO KPbBHO
HANAraHe, HaMaJlleHO OTAeNAHE Ha YPHHa, ChpluedureHe, HApYLIEHNA Ha CbpREUYHUA PUTHM, POMEHH B
eNeKTpoKapAHOrpamMara.

[loBHlleHUTE KAJIMEBH HHMBA MOXeE Aa NPEAH3BUKAT HAPYLIEHHA B ChpAEUHHA PHTHEM, KOWTO B HAKOH
ciydau Morart ga Obaat patanHi.

ConbrcTBaniata ynorpeba Ha Cnmpononaxron-Yaiikagapma ¢ OnpeaeneHu ieKapcTBa, XpaHWTeIHH
n06aBKH, ChABPXKALIH KaTMil, H XpaHH C BUCOKO ChAbP)KAHHUE HA KaNUi MOXKe Ja A0BeAe A0 TeXKKa
XunepkanueMus (IOBHLUEHO HUBO HA KAJMH B KpbBTa). CUMNTOMUTE HA TEXKKA XHNEpKaTUEeMUs MOXe
Ja BKJIOUBAT MYCKYJHH CIMa3MH, HEPABHOMEpPEH CHPACYEH PUTLM, ANApHA, TaACHE, 3aMaiiBaHe WU
riasodonmue.

Huckure KOHUEHTPALUK Ha HaTpuil B KPbBTA (XUITIOHATPUEMUSA ) B PE3YIITAT HA paspexJaHe Ha KpbBTa
MOXe Na ¢¢ HabnmaaBa Npu NaLUMEHTH ¢ OTOLH B ropello BpeMe. T4 ce KOpUrupa ¢ orpaHHYeHHE Ha
npHeMa Ha TEHHOCTH U B HAKOK MO-peaKH ciyuad ¢ nodarka Ha COJ B XpaHara.

Apyru JekaperBa B Caupononakron-Yafikagapma
Hudopmupaiite Bawmmns nexap uad ¢dapmaleBT, aK0 NPHEMATE, HACKOPO CTE NpHEMald HMIU €
Bb3MOXCHO J1a TIPUEMATE JpyrH JIEKapCTBa.

BaxHo e BawiuaT nekap aa 3Hae, ako npueMare:

® JIUrOKCHUH (3& JEYCHHE Ha ChpACHHA HE,[[OCT&T!:‘-IHGGT) - CITHPOHOJNAKTOH MOXE Ja n0BCAC A0
[TOBHLIABAHEC Ha HHBATA Ha JUIFOKCHH B KPBBTA H A0 PHCK OT HHTOKCHKALINA,
® J]EKHPCTB&, H3MOJ3BaHH 3a JICHCHHC HA BHCOKO KPBBHO HalATaHE - CNHPOHOJAKTOH 3aCHIIBA

TexHus edext. [lpy enHOBpeMEHHO TIPWIOXKEHWE ¢ TMPOAYKTH OT Fpyrnara Ha T.Hap.
aHrHOTEeH3MH 1l aHTaroHUCTH (KaTO BalCcapTaH, J0CApTaH U Ap.) CE€ MOBHMILABRA PUCKA OT TEXKa
xunepkandemuss. ACE uHxuOutopure (eHamanpusi, HAWIHHONMPHA U Jp.) HaMajaaBaT
MPOAYKUMATA HA aJIOCTEPOH, Nopaay KOETO He TpADBa Aa ce W3MOoN3BaT €IHOBPEMEHHO ChC
CMUPOHONAKTOH;

® Hecreponanu npotueobinanutenHu cpeacrsa (HCIIBC) - Tte3w npoayktd (Hanp.
MHAOMETALIHH, JUKIOJeHAK, HANpoOKCeH, Me(peHaMWHOBA KUCEIIMHA), KAKTO M NeKapCcTBaTa,
ChAbPXKALIH aLEeTANCANHLIMIOBA KHCEMHA MOTaT Ja A0BeIaT A0 oTciabBaHe Ha HeroBua edexr
H 0 3HAYUTENHO MOBULIABAHE HA HABATA Ha Kallus B KPbBTA,

° AHYPETHLH (OTBOAHABALLH) - €IHOBPEMEHHOTO MPHIIOKEHHE € JIPYTd NPOAYKTH OT Ta3M rpymna
BOJAM A0 3aCHJIEH aHypeTHueH edekT, a ¢ Kauii-ChbXpaHABallH AUYPETHLIM € HAJTHLE ONacHOCT
OT pa3BHTHE Ha 3HAYMTETHO YBEHUYEHHE HA KaIMil B KPbBTa;

° LluxnocnopuH (nMpeaoTspaTiBa OTXBLPAAHETO HA TPaHCINAHTHpaHH OPraHM) - Bb3MOXKHO €
Pa3BUTHE HA XUIIEPKATTUEMUSA TIPH €AHOBPEMEHHO NPHIOKEHHUE CBC CMHPOHOJAKTOH;

o Koptrokocteporau (MpOTHBOBB3NANIKTEHH JIEKEGPCTBA) - Bb3MOXHO € YCHJIBAHE HA OTALNAHETO
Ha KaJliil ¢ ypHHara;

. AHTHKOAryNaHTH (1exapcTBa, KOUTO NMOTHCKAT KPbBOChCUPBAHETO) - CITHPOHOIAKTOH HAMAJIABRA

TeXHUA edeKT, Bb3MOXKHO € Ja Ce HaJIOKKM KOPeKLHsA Ha J03aTa Ha TE3H NpoaykTu. [lpy - -
eIHOBPEMEHHOTO MPWIOKEHHE ChC CTHPOHOJAKTOH € HEeOOX0AUMO NEeKapAT NepUo
KOHTpOJIUPA NPOTPOMOHHOBOTO BpEME;




® JIMTHEBH NPOAYKTH (3a eUcHHE Ha ACPECHA) - CHUPOHOIAKTOH, NOAOOHO Ha ApYruTe
IUYPETHYHH MPOAYKTH HAaMaNfABa OTACNAHETO Ha IUTHA Ype3 ObOpenure, koeTo Moxe aa

JDOBele A0 JINTHEBA HHTOKCUKALIUS;
. Kanuif-cbbpkalld JI€KapcTBa, XpaHHTENHH nAo00aBkuM - HalMLe € PUCK OT  TeXKa

XHNEPKATUEMNS;

KapOeRokco0H (3a NeueHue Ha A3Ba) - MOXKe Jla HaMajii e)eKTHBHOCTTa Ha CIIMPOHOAKTOH;

Hopanpanpesanun (M3non3Ba C€ 3a NMOBHLIABAHE HA KPBLBHOTO HansraHe) — CIIMPOHONAKTOH
[IOTHCKA HOPMAJTHHS OTIOBOP HA ChJOBETE KbM ACHCTBHETO HA HOPAAPEHANIHH;

° Takpoaumyc (3a NOTHCKAHE HA UMYHHATa CUCTEMA) - HATHUE € NMOBHILEH PHCK OT
XUNEPKAIHUEMHS NIPH €IHOBPEMEHHO NPHIIOXKEHHUE;

. XnopriponaMuz (3a KOHTPO/ Ha KPbBHATa 3axap) - MOXKE Jla OBUILIH PHCKA OT XHITOHATPHEMHUS;

. AHTUNHPUR - CTHPOHONAKTOH YCKOPABRA pasrpaXAaHETO HA aHTUITHPHH;

. TpuMetTonpuM U KOMOHHAUMNATA TPUMETONPHM/CYNPaMeTOKCa301I.

Tpabsa na xaxere Ha Bauins nexap, ako U3noa3Bare abuparepoH 3a ieYeHHe Ha pak Ha
mpocTarara.

Axo Bu npeacrou onepauus ¢ npunaradHe Ha oblua ymodka, aHecTe3HoNoroT TpsOBa Ja 3Hae, 4e
pHeMarte ClIHPOHOJIAKTOH.

[Ipy neyeHwe ¢ MNPOAYKTA € BL3MOXKHA MPOMAHA B pe3yNTaTUTE MNpH NpPOBEXKAAHE HA HAKOH
nabopaTopHU M AUACHOCTHYHW TECTOBES — BPEMEHHO INOBHILABAHE HA CTOMHOCTHTE HAa ypesTa B
KpbBT4, KOETO € NOo-4ecT0 NpH Halnuue Ha OwOpeyHo 3abonsBaHe, (aniIMBO NOBHUIIEHHE Ha
MJIa3MEHHTE HUBA HA JHTOKCHH, MOBUIUEHH IJIA3MEHHM HHBA HA KOPTHU30/I.

Conporoaakron-Hadkadapma ¢ xpana, HAHHTKH H aJAK0X0J1

Hsama naHHH 33 HeOOX0AUMOCT OT CNelUaneH XPpaHHUTENEH PEXHUM UK OrpaHMMEHHs Ha ONpeaeneHU
BH/IOBE XpaHU U HANHTKH [0 BPEME HA JIeYeHHe ¢ NPoAyKTa.

[To BpeMe Ha neveHHe ¢ NpoAYKTa € HeobxoauMo J1a ce K304area npHeM Ha ajIkoXon, nopaaHy NoBULIeH
PHCK OT Pa3BHTHE HA T.HAP. OPTOCTATHYHA XMIMOTOHHUA (PA3KO H 3HAYMMO MOHMIKEHHE Ha KPBLBHOTO
HaJIAraHe npyu U3NpaBsHe).

bpeMeHHOCT, KbpMEHE M PepTHIAHTET
AKo cTe OpeMeHHa WY KEPMHTE, CMATaTe, 4e MOXE Ja cTe OpeMeHHa waM niaHupate OpeMeHHOCT,
nockBeTBRaliTe ce ¢ Baiuua nexap uny ¢gapMauesT npean ynorpedarta Ha ToBa NEKAPCTRO.

CnupoHonaxkroH-Ualikagapma Moxe aa Oble H3NOA3BaH NO BpeMe Ha OpeMEHHOCT caMo cnen
BHUMATEJIHA OLIEHKA OT JIEKYBallyg JieKap 3a CbOTHOLIEHHETO NON3a/pUCK.

bpemeHHOCT

[lIpoaykTsT He TpabBa Aa ce npunara nNo BpeMe HAa OPEeMEHHOCT, MOpagd PUCK OT yBpeXJaHe Ha
miaoaa. Ilpy OpeMeHHH >XEHM COMPOHONAKTOH C€ MpUaara ¢amMo Mo NpelieHKa Ha Jiekaps B
H3KJIFOMUTENHU ClIy4au.

KbpMmeHe

Hsxou OT NPOAYKTHTE OT pasrpaXJaHeTO Ha CIHPOHOIAKTOH B YEPHUS Ap00 ce OTAENAT ¢ MAYMHOTO
MJIAKO, MMOPaJN KOETO MPOAYKTHLT He Tpa0Ba fa ce Mpuiara no BpeMe Ha KbpPMEHE, 3a Aa ce u3lerHe
€BEHTYaNIHO YBpeXAaaHe Ha KbpMayeTo. [Ipn HeobxoauMoCT OT NpoBeXAaHe Ha JIeYEeHHe ¢ MPOAYKTa
ciiefBa a ce 00ChAH NMPEKpATABAHE HA KbPMEHETO.

DepTUIHTET
CnMpOHOAAKTOH MOXKE Aa NIPEeAN3BAKA HMIOTEHTHOCT H HAPYLIEHHS B MEHCTPYANHHA UKD,

[Llogrpane u paboTa ¢ MALLIHHA




[pn HAKOM MauueHTH, 0CobeHO B HAYANOTO Ha NEYEHHETO, MOXE Aa ce Habnionasa ChbHIMBOCT MpH
paboTa ¢ MalmnHKn. He wodmupaiite, 10KkaTo HE YCTAHOBHTE Kak BH BiHse nekapCcTBOTO.

Baxxna un¢opManns OTHOCHO HEKOH OT ¢beTaBKATE HA CnuporoaakTon-Yalkadapma

To3n nekapcTBeH MNPOAYKT ChAbLpXa Jnakto3a. Ako Bu e kazaHo or Bammug nekap, 4Ye uUMare
HENMOHOCHMOCT KbM HAKOH 3axapu, CBbpXeTe ce ¢ Baluua Jekap, npeam Ja NpHEMETe TO3K
NEeKapCTBEH NMPOAYKT.

3. Kak aa npaemare Cnaponroaakron-Uaiixadapma

Buuary npuemaitte TOBa J€KApCTBO TOYHO kKakTo Bu e ka3an BaumimaT nekap. AKO He CTe CHTYPHM B
Helllo, nonuradte Bawns nekap uny dapmatiepr.

B 3aBMCHMOCT OT OIJIaKBaHHATA JEKapAT lue onpeaenn Heo0xoxumara 3a JeueHHeTro Ha Bawerto
3a004BaHe 4034, KAKTO H MPOAB/KUTENHOCTTA Ha JIEYEHHME.

Bon3pacTHH
[TpenopbuurenHata po3a ¢ 100 mg nHEeBHO, NMPHNOXKEHA B €IHOKPATEH MANW MHOIOKPATEH IPHEM.

HozaTta Moxe aa Bapupa oT 25 mg a0 400 mg cnupoOHOIAKTOH JHEBHO. AKO HE CT€ CHTYPHH KOJKO
TpabRa Aa npueMere, nonuTaiite Bawus nekap UK QapMaueBT.

Tpsdsa na npuemMare TabnerkutTe NO BpeMe Ha xpaHeHe. Axo obmara nosa e nosede ot 100 mg Ha
NeH, TA TpAOBa fa ce npunara B pasfiefleHd 103U, pa3npeaeNeHU Npe3 LENUs AeH.

Crapyecka Bb3pacT
[IpenopbuYKUTENHO € NMPH NAUUEHTHTE B CTAPYECKA BB3PACT Aa CE 3alnovHe ¢ Bb3MOXKHO Hali-HHCKaTa

1034, NPY MOCTENEHHO YBElIMYaBaHe, AOKATO Ce MMOCTUrHe xenaHuat edexr. [Ipenopbusa ce aa ce
MOAXOXKJA ¢ BHHMaHHMe W Ja C€ M3BLPLIBAT PEAOBHH JIEKAPCKKH MNpernead, ocobeHo B caydyal Ha
OBOpeUHO yBpeKAaHE.

He 3alpagsiite na npuemare ToBa NekapcTso. [IpHeMBT Ha TabNeTKUTE MO €HO U CBHLIO BPEME BCEKH
nen naea Haif-noovp edext. Tora cwhio Taka Bu nomara pna noMmHute xora TpabBa na npuemare
TabneTkuTe.

Ynorpeba npu aeua
[IpenopbunTenHata go3a € 1-3 mg Ha kg TenecHO Terno AHEBHO, B HAKOJIKO pazacneHH ao3u. C uen

Na ce yJNeCHU MPHEMBbT APH Acla, TabneTkuTe MOraT Mbpeo Aa ObAaT CMJICHH MM HaTPOLUEHU M CER
TOBRQ, Upe3 pa3zdbpkaBaHe, pa3TBOPEHHU B Halla BOJA.

AKO cTe npHeaH noBede oT Beobxoammara no3a Cnapononakron-Yaiixagapma

AKO cTe Mpuenu noseye OT MpeanucaHata Ro3a, oObpHeTe ce Hes3abaBHO KbM Bawua Jekap wau
nocereTe Hait-Onu3koTo neuedHo 3aBeneune. Jlekapat Bu uie npeueHy KakBi ¢a BE3MOXXHHTE MEPKH,
axo ¥30010 ca HeoDXOAUMH, CIIOpeS TeXKECTTa Ha npeao3upaHero. 3a Aa nibernere npenosupase He
TpAOBa Aa ynorpedsBare 1EKapCTBOTO MO-UECTO HIIH 3a O-NPOABIKHTENHO BPEME OT NPEANUCAHOTO.

OcTpoTO nNpeno3dpaHe ce TpofiBIBAa CbC CHMIITOMH Karo CBETOBLPTEXK, OOBPKAHOCT, rajieHe,
MOBpPBIIAHE, 3AMATHOCT, AUAPHUA W Apyrd. Be3MOXHA € nosBa Ha CHMIITOMM, X4PAKTEPHU 34 BUCOKH
HUBA HAa KATWH B KPBLBTA, KaTO: U3TPBIIBAHE W MPABYUKAHE NQ KpaWHHULMUTE, cnabocT, CXBallaHUS U
CIa3MH Ha MYCKY/IUTE, MPOMEHHU B €NEeKTPOKapAUOrpamMara U Apyri.

AKO CTe HIPONYCHAJH Aa npueMere Cnrapononaxkron-YUalikadapma

BeaHara ioM CH CnNoOMHHTC H CIICA TOBA NMPOABJIKETE HOPMAJIHHA TIPUEM.

He B3emailitTe nBoiiHa n03a, 3a Ja KOMNEHCHpare MponycHarara Ao3a. BieMere obOuuaiiHata A ?_ ‘H fE*J
N "“
& B

AKO ce CbMHABAaTe, KOHCYNTHpaliTe ce Bawuns nekap uiu ¢gapmanenT.




AKo cTe cnpenu npuema Ha Couposonakron-Yaiikagapma

BaxHo e na npremare CnnpoHonakroH-Yafikadapma, nokato Bamuat nekap He Bu xaxe na cnpere,
IOPU aKQ 3anovHeTe Ja ce YyBCTBaTe nmo-nobpe. Ako cnpere npuveMa Ha TabNeTKMTE TBLPAE PaHo,
cbCTOAHKETO B MOXe aa ce BNOLLH.

AKO UMAaTe HAKAKBY JOMBLIHUTEIIHH BbAPOCH, CEbP3aHH ¢ ynoTpebara Ha TOBA IEKAPCTBO, NONHTANHTE
Baiius nekap wiH ¢papMaleBT.

4. B1L3MOXHA HEXKETAHH peakHA

KakTo BCHYKH JICKApPCTBA, TOBA JIEKAPCTBO MOXE Ja NPCIAU3BHKA HOXKCNAHH PCAKUHH, BRNIPCKH HE HC
BCCKH I'H IMOJ1Y4aBd.

HexenaHuTe nekapCTBEHM peakUn ce KIacH(puiUpar Mo 4eCcToTa Karo: MHOrQ 4eCTH (Morar aa
3acerHar nopeuve Ao 1 Ha 10 aywu), yectu (Morar aa 3acersar A0 | Ha 10 aywin), HeuecTh (MoraT aa
sacerHar go 1 Ha 100 gywn), peaku (Morat aa 3acersar Ao 1 Ha 1 000 nyww), MHoro peaku (Morar aa
sacerHat a0 1 Ha 10 000 nyumiu), ¢ HeusBecTHa yecToTa (OT HANMMHHUTE JaHHH YeCcTOoTara He MOXe Aa

ObJie onpenesneHa).

AKko 3a30e/leXXKHTE HAKOH OT CJAeAHHTE CEPHO3ZHH HEXEJAHH pPeaklHH, NpeKpaTeTre npHeMa Ha

Cnaponroaaxkron-YaiikadapMma n He3abaBHO ce CBBPAKETE C JeKkap.

- BHe3anHo 3aTpyAHSBaHE HAa AWIIAHETO, [1I04YyBaHe Ha YCTHHTE, NIMLETO WIH TANOTO, 0OpUB,
NPUOAABK WIKH TPYLHO MNperibillaHe (TexKa alepruyHa peakuud), xoia1o € HabmionapaHa B
MHOTO PEAKH CIIYYaH.

- 3ayepBABaHE HAa KOKaTa MU MEXypPH IO KO)KaTa, O4YMTe, yCTaTa WM TNOJOBHTE OpraHd HJIH
JIOLIEeHe, KOeTo MOoXe Aa ObAae ChbNbTCTBAHO C MOBUILIEHA TeMIepaTypa U Oofka B CTaBHTE —
TOBa Ca TEXKH, XKHBOTO3ACTpalUIaBailli KOXHM peakiii (cunapoM Ha CTUBBHAC-JDKOHCHH UJIN
TEXKAa TOKCHYHA enyjepMaliHa HeKpolu3a), JeKapCTBEH OOpUB ¢ €O3HHOQWINA U CHUCTEMHH

cumntoMHi (DRESS).
[1py NeyeHHe Che CNHPOHONAKTOH Ca HAOMIOAaBaHH OLIE CIEHUTE HEXENaHH JNEKAPCTBEHH PEaKLMu:

Heonnaamu-0obpoxayecmeenu, 310Ka4ecmeeru U Heonpeoeienu (6K, Kucmu 1 Roaunu)
HmMa MHOTO peliki cbOOLEeHH 3a paK Ha FbpAaTa.

Hapyvwenus na kpprema u rumpnama cucmema

Paako ca chofdllaBaHH: HaMaleHue 10 CHAHO HaManeHue Opos Ha onpeacncHu Oenu KpbBHH KIETKH,
KOETO YBeJIM4aBa BEPOATHOCTTA OT Bb3HHMKBAHE Ha HH(EKLKS; YBENHUYEHH €03HHO(PUIN B KPbBTA (BUJ
KpLBHH KJIETKH); HaMandgaHe Ha Opod Ha TPOMOOLIMTHTE, KOETO MOBHMILABA PHCKA OT KbpPBEHE MM
oOpa3yBaHe Ha CHHUHH.

HapyueHwn Ha uMysHama cucmemda

Psaaxo ce HaOniogaBa pa3BHTHE HaA aANepruyHu peakuuu {OOMKHOBEHO C YMEPEHa TEKeCT), HO B MHOTO
pelKH CIY4YaH T€ MOTAT Ja HMAT TEKKO NMPOTHYaHe C pa3sBUTHE Ha OTOLM, LIOK H Kojarnc. 3aTpyAHeH S
B AWILAHETO, KOXKHH 0OpHBH HAK cbpdex ca chodliaBaHu pAIKoO.

Hapyuwenua na eHOoKpurHama cucmema
Hma cro0leHtd ¢ HEM3BECTHA HEeCTOTA 3a JIeKH aHAPOreHHHU e(eKTH, BKIKUHTENHO XUP3YTHIbM.

Hapywenua na Mmemaboauzma u xpanenemo
HMMa yecTH choblieHHs 3a NoBHILIICHHE HA Kalug M HaMal€HUe Ha HaTpus B KpbBTA.

Hapywenua na nepgrama cucmema




MHoro 4ecTo ce ¢LoOLuaBa 3a riapoboiKe U CBETOBLPTEK, KAKTO M 3a HapYLUIEHUS B PpABHOBECHETO,
3aMmaiiBaHe, aTaKCHA, MaKap Y€ Te3M HEXENIaHU peakliH ca ¢ HEM3BECTHA YECTOTa.

Ilcuxuunu Hgpyuienus
C Heu3BeCTHAa 4ecTOTa: 0OBPKAHOCT.

Hrvuno-vepHodpobrnu Hapyuerus
MHuoro psaaxo ce HabnoaBa HapyLLeHa 4€PHOAPOOHA PyHKLUMA.

CmomMatuHo-4pesru HapyueH !
[CacTpHT, CTOMALIHO KbpBEHE W cna3MH, ANapyd, NOBpBLIAHE U 0Opa3yBaHE HA S3BH €A MO-YECTHTE

HEXCIIaHH pCakKllHN.

Hapywenyua nad xooxcama 4 NOOKOHCHAMA MBKAK

Yprukapua u xoconaj ce cboOuasar paako. HMma cpobiuenus 3a nogsa Ha koxuu oOpuBH. C
HEW3BECTHA 4YeCTOTa € chobliaBan nempurons (3abonssane, KOETO ce NpoABABA C MEXYPH MO KOXKaTa,
MBJIHH C TEYHOCT).

Hapyvwenus na 6vbpeyume u nuxounume nvmuiid
Texxo 6B6peyHo yBpexaaHe, 0co0eHO NpH NALMEHTH C NpeRXoJHN 6bOpeunn 3adonsaBaHus.

Hapyvuwenus na 8o3npou3gooumesnama CucmemMa u 2vpouine
BB3M0XkHO € Aa ce pa3BHE YBEJIHYEHHE HA IPhAHHUTE XKNEe3H (MTMHEKOMACTHS ) IPU MBbXE BbLB BPb3Ka C
npHema Ha cnHpononakToH. OOHKHOBEHO Ta3H HexellaHa peakuus ¢ obpaTnma cien npekpaTsaBaHe Ha

JEYCHHUCTO.
HUma cnobmeHus 3a Pa3sBUTHEC Ha CCKCYA/IHA cnabocT U HaManeHHe Ha I10JIOBOTO BJIEYEHHE, KOHTO

O0OUKHOBEHO ca OOpaTHMH Clle] NPeKpaTABAHE Ha ICUEHHUETO.
Mma cbobluenus 3a §0Je3HeHOCT Ha bPAUTE U YCUIIEH PACTEX Ha KOCaTa MPH JKEHH, KaKTO U TaKuBa

3a HApYWCHHA B MCHCTPYAJIHHA LHKDBJI H [TOABA Ha OTOLH.

Obuwu Hapyuienus u eghexmu Ha MACMOMO HA NPUROICCHUE
YMopa, CBHANBOCT, HEPA3NONOKEHHE Ca MO-YECTHTE HEXKENAHU PEaKLIMA.

CrofilaBane HA HEXEIAHH peakiiHH

AKO NOJIYUHTE HAKAKBH HEXKENAHH JIEKApPCTBEHH PEaKLMH, yeeJoMere Bauius nexap uin ¢papMauesT.
ToBa BKIKOYBA BCHUKU BL3MOXHH HEONHCAHH B Ta3H AMCTOBKA HEXENaHHW peakuuu. Moxere cblulo aa
ChOOWMTE HEXENAHH PeaKIIui JTUPEKTHO upes:

HM3neaHMTENHA areHUA 1o JeKapcTBaTa
yi. ,,JdamMaH ['pyeB” Ne 8
1303 Coduis, bparapus

Ten.: +359 2 8903417
yeOcaiiT: www.bda.bg

Karo cpo0laBaTe HexxenaHd peakUMM, MOXETE Aa Aanere CBOSA NPUHOC 3a NOJy4aBaHEe Ha MoBede
HHpopMaLUs OTHOCHO §€3001aCHOCTTA Ha TOBa JIEKapCTBO.

5. Kak 1a chrxpanasate Cnupononakron-Haitkagapma

Jla ce cbXxpaHABa Ha MACTO, HEAOCTLNHO 33 Aela.

Ha ce chxpaHaBa npu Temnepatypa noa 25° C, Ha CyX0 MSCTO, B OpUTrHHa/IHaTa OllakOBKa.




He n3nonssaiite ToBa N€KapcTBO cliel CpOKa Ha rogHOCT, 0T0ens3aH RbpXy KapTOHEHaTa ONnakoBKa.
CpOKBT Ha rOAHOCT OTIOBapg Ha NOCNEAHUA OEH OT NOCOUEHUA Mecell.

He wu3sxebpiagiTe JexkapcTBara B KaHalu3aluMdTa WJIH B KOHTEHHEpa 3a AOMALIHH OTHOaAbLIH.
[MonuTtaiite Bauma dapmaneBT kak aa U3XBBLPIAATE JEKAPCTBATA, KOMTO Be4de He n3noa3sare. Tesu
MEpPKH LIIE CTIOMOrHAT 3a Ora3BaHe Ha OKOJHATa cpeaa.

6. Crabpxkanne Ha ONAKOBKATA H JONLJRATENRA RHPOPMANHA

Kaxso cxabpxa Cnrpononakron-Uaiikadapma

- AKTHBHOTO BEIUECTBO € CIIMPOHONAKTOH.

- JlpyruTe CbCTaBKH ca: NAKT03a, LAPEeBHYHO HULUIecTe, MOJMBUAOH, Kanuues gocdar auxuapar
NBYOCHOBEH, MPEYHCTEH TAIK, MATHE3UEB CTEApaT, CHIHLHEB QTUOKCHJ, JIIOTUBA MEHTA MAacCIo,
XHAPOKCHNPONIAI METHA Liefyno3a (XxurnpoMenosa), nonwetunen rukon 400 (makporon 400) u
THTaHOB AUoKcHA (E171).

Kax p3raexga Cnapononakron-Yaiikadapma ¥ KaKBO CHLALPXKA ONAKOBKATA
Cnupononakxmon-Yaiikagpapma 25 mg: 30 tabnetku B 6auctepHu onakoexu or AVPVC, onakoBanu B
KapTOHEHa KyTHs, Tabneriure ca 6enu Ha LBAT.

Crnupononraxmon-Yaixapapma 50 mg: 30 tabnetku B 6aucrepun onakosku ot Al/PVC, onakoBanu B
KapTOHEHa KyTHs, Tabnerkute ca 6enu Ha LBAT,

Cnupounonaxmon-Yaiixachapma 100 mg: 30 tabnetkn B bnucrepuu onaxosku ot Al/PVC, onakoanu
B KAPTOHEHA KyTH#, TabneTkure ca 6e/M Ha UBAT.

IIpaTexaTen HA pa3pelieHHETO 32 ynoTpeda H NPOH3IBOAHTE

»daiikapapma Bucoxokauectsenure Jlekapcrea” AJ]
Ooyn.” I'. M. Jumutpon” Ne ]

rp. Codusa 1172, bearapus

Ten.: +359 2 962 54 54

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

3a OonvaHumenHa uxH@opMayus OMHOCKO MO3U AeKapcmeeH NpooyKm, MONS, cebpiceme ce ¢
npumexCcamens Ha paspewieHuemo 3a ynompeba.

,daiikapapma Bucokokavectsenurte Jlekapcra” A/l
Oyn.” I'. M. iumuTtpos” Ne |

rp. Codusa 1172, bearapus

Ten.: +359 2 962 54 54

dakc: +359 2 9603 703

e-mail: info@tchaikapharma.com
JaTa Ha NocheAHOo Opepa3raexIane HA JHCTOBKATa: ABrycr, 2024

JIpyre H3TOUHHIA Ha HHpoOpMAHSA

I'lo,npoﬁﬂa H aKTyaJIH3HpaHa HHq)ﬂpM&l.lHH 3a TO3H NCKAPCTBCH MPOAYKT € HANMH4YHA YPC3 CKAHUPAHC

Cuinara undropMaius e Hannuna u Ha cneaHus URL aapec: tch.bg/spir,




Ha yeOcaiiTa Ha Yalikadapma BucokokauectBenure JlekapcTsa: www.tchaikapharma.com, kakro ¥ Ha
yebcalita Ha M3nbiHHTENHA areHuus no JekapereaTa: www.bda.bg.
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