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CnuponoaakToH Axopa 25 mg puJIMHpPaHH TaﬁJIETRH__N gyy = .J"O/fa -12- 00
Cuuponoaakron Axkopa S0 mg duamupann TabdlieTKH

Spironolactone Accord 25 mg film-coated tablets
Spironolactone Accord S0 mg film-coated tablets

CIMTUPOHOJIAKTOH
(spironolactone)

IIpoueTeTe BHHMATE/IHO UAJATA JHCTOBKA, NIPEAH Ja 3anM04YHeTe 1A NpHeMaTe TOBa JIEKAPCTBO,
Thil KAaTO T ChABPKA BakHa 32 Bac nudopmanus.

3anasere Ta3u JUCTOBKA. Moxke 1a Ce HaJI0XKH Ja s MPOYETETE OTHOBO.

AKO MUMaTe HAKAKBH JOIMBJIHUTENIHU BBIIPOCH, MONUTaiTe Baluus jiekap UM gapmauesT.

Tosa nexapcTBo e npeankcaHo Ju4HO Ha Bac. He ro npeorctenBaiite Ha apyru xopa. To moxe
1a UM HaBpeIH, HE3aBUCHMO Y€ NMPU3HALUTE Ha TAXHOTO 3a00/sBaHe ca ChlUTe Kato Bamure.
AKO MOJIy4yHTe HSKAKBH HEXXEJJaHW JIeKApCTBEHU peakuuH, yBeaoMere Bamusa sekap uiu

¢apmaneBT. ToBa BKJIWOYBA M BCUYKH BB3MOXKHH HEXKEJIAHH pEaKLMH, HEONMWCaHW B Ta3u
nucToBKa. Bvxre Touka 4.

KakBo cbabpKa Ta3H JIHCTOBKA:

KakBo npeacrasjisiBa CHHPOHOHHHTDH AHOP,D, H 3d KAKBO CC H3I10JI13Bd

KakBo TpsiOBa na 3Haere, npeau na npueMere CriupoOHONIAKTOH AKOP/L
Kak na npuemare CriupoHOIAaKTOH AKOPZ

Kak na cexpaHsBaTe CriipOHONMAKTOH AKOpZ

1
2
3
4, BB3MOXXHH HEXKEJIaHU peaKLUH
5
6

CbabpikaHHE Ha ONMaKOBKAaTa W JONBJIHUTE/IHA HHPOpMaLIM

1. Kakso npeacraBiasgsa CnHpOHOJAKTOH AKOP/ H 32 KAKBO ce H3M0J/I3Ba

AKTHBHaTa CbCTaBKa Ha TabONeTKUTE € CIMHUPOHOJAKTOH. CNUMPOHOJAKTOH MPUHAIJIEKH KbM rpyna
NeKapcTBa, M3BECTHH KaTO aJiIOCTEPOHOBH aHTAarOHHUCTH, KOUTO MHXHMOMpAT AEHCTBHETO HA XOPMOHA
angoctepoH. EaHa or ¢dyHKUMMTE HaA anJOCTEpOH € Ja OCHUrypsBa 3amna3BaHETO Ha HaTPUH B
opraHu3Ma. AJIIOCTEPOH € 4acT OT CHCTeMa, KOATO peryjupa OajnaHca Ha TEYHOCTH M COJIM B
opranusma (,,PAAC”, cucremara peHHH-aHI'HOTEH3UH-a0CTEPOH). CNHMPOHOJIAKTOH CTHMYJIMpa
OT/JEJISHETO Ha YpUHA IPU NALMEHTH, NPH KOUTO UMA HATPYINBaHE HA TEYHOCT B TbKAHUTE (OTOK) WM
B KOpeMHaTa KyXHHa (acLuT), ype3 yBeJIMYaBaHe Ha KOJIMUECTBOTO Ha HaTpHH (Con), OTAENAIIO CE B
ypHHaTa. 3arybara Ha KaJIMi, KaTo Bb3MOXKHA IMOC/EeAULa OT H3IOJA3BAHETO HA HAKOH JIHYPETHIIH, Ce
HamajsBa. AHTUXUITEPTEH3UBHUAT €(DEKT Ce OCHOBAaBa Ha OTAE/ISHETO Ha BOJAA U COJL.

CnupoHoIakTOH AKOpa MOXKe f1a Obae npeanucad oT Bawusd siekap 3a JieYeHHUE Ha:

cbOMpaHe Ha TEYHOCT B THBKAHHUTE B Pe3yJITaT Ha ChbpJEYHH HAPYLUEHHS,
TexKka cbpaedyHa HegocrarbyHOCT (NYHA III-1V);

MOBUILEHO KPBBHO HaJIAraHe, KaTo AOMBJIHEHHE KbM JUYPETHLHM U auera 6e3 coll;
HAKOM 3a0onsiBaHUs Ha ObOpeuuTe;

HaTpynBaHE HA TCHHOCT B TbKAHUTEC B KOpEMHATa KYXHHA.

CnupoHONaKTOH AKOpA MOXKE CBHILO Ja C€ U3MOoJI3Ba:
NpyH MEAMUMHCKH M3CJ€JABaHMUA (QUarHOCTUKA) 3a MOTBBP)KAAaBaHE HAJIMYUETO Ha H g

KOMTO C€ NpOoM3BeKJa TBbPAE BHUCOKO HHMBO Ha allIOCTEPOH B KOpaTa Ha Haj
(u3BecTHH KaTo OosiecTt KOH) H TAXHOTO JieueHHe.

I[EL[HTEI TPHSEH Aa CC JICKYBAT CaMO oA pPbKOBOACTBOTO Ha II€AHATHP.




2. Kaxkso rpabea aa 3uaere, npeau Aa a3n0,13are CnHPOHOIAKTOH AKOPA

He npremaiite CoupoHOJAKTOH AKOPA:

e AKO CT€ aleprduyHH KbM CIIHPOHOJAKTOH WM KbM HAKOA OT OCTAHANIWTEe CBCTaBKM Ha TOBA
nexapcTBo (M36poeHH B TOUKa 6).

e  AKo cTpajaTe OT TeXKO yBpeneHa 6b0peuHa GyHKLMS HIH OT BHE3aITHO WIH OBp30 BIOLIABALIO
ce 6p6peuHo 3a6onaBaHe, BKIIOUHTETHO CTYYaHTE, B KOUTO HE C€ NPOU3BEKAA WIH CE IPOU3BEKA
MHOFO MAJIKO YPHHA.

e  AKO UMaTe HHCKM HMBA HA HATPHii B KPBBTA (XHIIOHATpUEMHUS).

e Axo umMare Gonect Ha AIHCHH (XOpMOHANeH OeHLMT, XapaKTEpU3Hpall ce ¢ H3K/IKOUUTENHA
cnaboct, 3aryba Ha Terno ¥ HUCKO KPbBHO HAJIATAHE).

e  AKO MMaTe XunepxkaiveMus (MOBHLICHH HHBA HA KAJIHH B KPBBTA) WIIH BCSIKO CHCTOAHUE, CBBP3aHO
C XMIICPKATTHEMHUAL.

e AKO npremare KanHi-ChXpaHABAllH JUYPETHUH (BITIOYMTENHO EIUICPCHOH) HWIH KalHeBH
noGaBkn, wnM ApoiiHa 6ao0kaga Ha PAAC ¢ koMOMHamus OT HHXHOMTOP HAa AHIMHOTEH3WH-
koHBepTHpawus eH3HM (ACE) U asrHoTeHs3uH peuentopeH onokep (APb).

Heua ¢ ymepeHo a0 TeKKo 6p0peuHo 3abonaBade He TpabBa Aa npueMaT CMPOHONAKTOH AXOpPA.

IIpeaynpexaeHHs H NMpeaNa3zaH MepPKH

TosopeTte ¢ Bawnsa nekap unu papmauesT npeau ynorpebara Ha CIIMPOHONAKTOH AKOpA:

e [lauueHTHTE, KOUTO C€ JIEKYBAT CHC CIMPOHOJIAKTOH, M3UCKBAT PEAOBHO MPOCICIABAHE C
MOHHTOPHpPAHE Ha HMBATA Ha TEUHOCTH H €JIEKTPONIHTH, 0COOEHO NpH MauMeHTH B crapyecka
BB3pacT W/HNH NPH MALMEHTH C NpeALIeCTBAllo yBpexnaHe Ha 6u0peuHara win 4yepHonpobHara
(QYHKUHUA.

AKO UMaTe 3aTpYJAHEHO YPHHHPaAHEC.

Ako umare YepHOAPoOHO HapyleHHe; Bawnar nekap Tpa6sa B niekyBa ¢ NOBHLIEHO BHHMAHME.
Axo umare 6B0peuHo HapyieHue; Bamuar nekap tpabsa By nexysa ¢ noBullIeHO BHUMaHHE.

AKO0 MMaTe MOBHIIIEHO HHBO Ha KW B KphBTa WM HapyineHa 6b6peuna QyHKIMA; NIPHIOKEHHE
Ha CnUpoHONAKTOH AKOpPA He ce mpenoppuBa (Bibkre cpulo "He mpuemalite CnupoHONaKTOH
AKkopJ.

»  Ako uMaTe Texka OnOpeuna qUchHYHKLHA, KOATOE AHOBPEMEHHO JICKYBaHa ¢ KalueBH N00aBKH,
Tbi KaTO MOX€E [1a Bb3HHKHE TE)KKa XUIlepKalIMeMud, KOATO Aa A0BEAS J0 CIIHpaHe Ha ChpleyvHaTa
JerHocT (noHsKora GaTaiHo).

e [Ipy Npoab/DKUTENHO A€YCHHE HA MIIaAH NalHeHTH ¢b¢ CNHpPOHONakTOH AKOpA, Baliuar nexkap

Tps0Ba BHHMATEIHO JAa INpPELEHH NpPeOUMCTBATa CpeIly ABArOCPOUHHTE HEeQNaronpHUATHH

MOCNSAULIH,

* Axo umare 3a0ossBaHe, KOETO MOXxe Ja AOBelEe [0 HapyllaBaHe Ha ejeKTpoaMTHua OanaHc
(MHHepanH KaTo Kajimid 4 HaTpui) B KpbBaTa BH.

e AKO cTpaJaTe OT MNOBHIIABAHE WIW HAMANBaHE HA EJEKTPOJIMTUTE B KPBBTa, KATO KanHA WM
HaTpHH.

e  AKO MMAaTe TexKa CbpAeYHa HeJOCTaTbYHOCT.

¢  AKo npHemare Jpyrd TabNeTKH 3a OTBOAHABAHE (IMYPETHIH) B KOMOHHAIMS Ch¢ CTIMPOHONIAKTOH
AKOpA, KOHTO MOTAT Jia NPHYHHAT HACKM HHMBA Ha HATPUH (XMITOHATPUEMHA) B KPBBTA.

e ConbrcrBamiaTta ynorpeba Ha CnHpOHONAKTOH AKOpPA € OMPEACNIEHH JNIEKapCTBa, XPaHHUTENHH
A06aBKH, CBABPKALIH KAJTHH, ¥ XpaHH C BUCOKO ChABPXKAHHE Ha KATHH MOXKe Ja NOBEE A0 TEXKA
XunepkanueMus (MOBUIIEHO HUBO Ha KanuH B KpbBTa). CHMIITOMHTE HA TEXKATA XHIICPKATUEMHA

MOXKE Ja BKJIIOYBAT MYCKY/JHH Cria3MH, HEPaBHOMEPEH CBPACHUSH pUTHbM, IMapHsA, raleHe,
3aMaliBaHe WM rnarodonue. '

Hudopmupaiite Baiua nekap, ako HAKOe OT TOPHHTE NPEeAYyNPEeXKAECHHA CE OTHACH £
3a Bac B npeauucH nepuoa.

Hena



CrniupoHonakToH TpAGBa Ja ce M3MOoN3Ba ¢ OBMIIEHO BHUMAaHKe NPH Jield ¢ BUCOKO KPhBHO HajAraHe
u nexo 6u6peyHo 3aGonasaHe. Bamuar nekap uie U3BBpIBa pYTHHHH nperieau. (Jleua ¢ ymepeno 1o
Teskko OrOpeuHo 3abonasaHe He TpAOBa 1a MPUEMAT CITHPOHOJIAKTOH).

Hpyru sexapcTBa B CNHPOHOJAKTOH AKOPA

HUudopmupaiite Bawns jiekap snu GpapMaLesT, aKo MPHEMATE, HACKOPO CTE MPHEMAITH HITH € Bh3MOXKHO
13 IPHEMETE APYIH JIEKApCTBa, BKJIKOUKTENHO M TAKWBA, OTIycKaHH 0¢3 peuenra. BaluuaT nekap Moxe
Aa pellld a npoMeHH Jo3ata Ha CIIMpOHOMAKTOH AKOpI, aKO NpHEMaTte HAKOE OT CICAHMTE:

JlekapcTBa, H3MOA3BAHM 3a JieUeHHe HAa BHMCOKO KPBBHO Hansgrawe, BKmoumwtenHo ACE
MHXHOWTOPH, raHTIHIi-0/TOKKpallH JIEKapCTBa.

Apyru AHypeTHLA.
Hectepouauu nporHpoBn3nanurenHu cpeactea (HCIIBC), karo acnupun, ubynpodeH wnm
MedeHAMUHOBA KHCEJTHHA.

Kanuesu nobaBkm.

XenapdH WIM HHUCKOMOJEKYNEH XeMapHH (JIeKapCTBa, H3MOJ3BaHH 3a MPENOTBPATABAHE Ha
obpasyBaHeTO Ha KPbBHH ChCHPELH).

JlexapcTBa, KOMTO MOTHCKAT KPEBOCHCHPBAHETO (AHTHKOATYJIaHTH, "pa3peAMTENH Ha KPLBTA"),
JIuTnii (M3nonN3BaH 3a JIeYeHHe Ha JeNpPeCHs ).

JurokcHH (M3NO3BaH NpY JieueHHe Ha pasiIuYHK ChPACYHH 3abonsaBanHnA).

Asnkoxon, 6apOHTYpaTH WIH HAPKOTHLIH.

JlexapcTha, 38 KOHTO Ce 3Hae, Y€ NpeJH3BHUKBAT XUMNEpKaIHeMHs (IIOBMIIEHH HHMBA HA KaJiMil B
KPbBTA).

XonecTHpaMKH (M3NOJI3BaH 32 HAMAJIIBAHE HA HUBATA HA XOJIECTEPOIIa B KPHBTA).

KoptukocreponaH, apeHokopTHKoTrponeH XopMoH (AKTX) (mpeanmdcBaH 3a pasiauyHH
ETIHIETITHYHH 3a00NABaHHA).

AMOHHEB XJIOpHA (CBOBPIKALL C€ HANPHUMEP B CIAIKOTO KOpPEeHue).

LIMKNOCIOpHH.

Kap6eHoKkco0H, H3MOM3BaH 3a JIe4eHHe Ha racrpoesodarcanqa pedurykcHa bonecr.,
HopanapeHanuH, U3M0/3BaH 34 JISUeHHe Ha OCTPO HHCKO KPBBHO HaliAraHe.
CrpaeuHy NTHKO3UIH, U3TION3BAHM 34 JIEUEHHE HA ChpJeYHa HEJOCTAThYHOCT.
JlekapcTBO, M3MO3BAHO 334 PErHOHANIHA UK 001118 aHECTEe3HA.

TpumeTonpum ¥ TPUMETONPUN-CYAPAMETOKCA3OIL.

Axo u3non3eare abHpaTepoH 3a IeYeHHE Ha PaK Ha MpocTaTara.

TpabBa na kaxeTe Ha Bauivs nekap, ako W3NOA3BAaTe MUTOTAH 32 JICUCHHE Ha 3/IOKAYECTBEHH TYMOPH
Ha Ha10p0peuHHTe Ke3d. ToBa JlekapcTBO He TpAOBa Ja ce M3MOo3Ba 3aCAHO ¢ MHTOTAH.

Axo Bu npeacrou onepauws, npy kosto we Bu 6b11e npuinoxeHa ynoika, KaKeTe Ha IEKyBallMA JieKap,
ye npuemare CrIHpOHONAKTOH AKOpA.

CnHponosakToH AKOpA ¢ XpaHa
Tora nekapcTBo TpsAGBa Na c€ MpHEMA ¢ XpaHa.

bpeMeHHOCT, KbpMene H PepPTHIHTET:
AKo cTe GpeMeHHa HAH KbPMHTE, CMATATE, Y€ MOXKE Ja cTe GpeMeHHa WIH IU1aHHpate Aa uMmare 6ebe,
nocuBeTBakiTe ce ¢ Bawua nekap win ¢apMaueBT npeau ynorpebara Ha TOBa JICKapCTBO.

CridpoHONakTOH He TpAOBa Aa ce M3MOa3Ba MO BpeMe Ha OpeMEeHHOCT, OCBEH ako Bawiusar nekap He
CYMTA TOBA 33 HEOOXOAHUMO.

xpaHeHe Ha OebeTo, ZI0KATO MPUEMATE TOBA JIEKAPCTBO.

CHHpOHONMAKTOH MOXE Na MPHUYMHU HapylIEeHUd Ha (QepTHWIHTETa, HMIIOTE
MEHCTPYaJeH LHKBIIL.




Ilodnpane n pabora ¢ MALIHHH

Tokarto u3nonssare CITMPOHONAKTOH AKOp/, MOHAKOra MOraT 1a Bb3HHKHAT HEXE/TaHH PEaKilMH, KaTo
samatiBahe, rnasobonue u 06ppkBaHe. B To3u caydal, He wWodupadTe MPEBO3HO CPCACTBO WIH HE
paboTeTe ¢ MALLHHH,

CnupoHONAKTOH AKOPA CHABPAKA JAKTO32
To3n nexapcTBeH NPOXYKT ChAbpXKA JakTo3a. AKO Bu e kasaHo or Bawmusa nexap, 4¢ MMare
HEMOHOCHMOCT KbM HSKOM 3aXapH, CBhpKeTe c¢ ¢ Bamud nekap npead Aa NpueMeTe TO3H JIEKapCTBCH

MPOAYKT.

3. Kax ga npuemare CHHpPOHONAKTOH AKODA

Bunary npHemaiiTe TOBa JIEKapCTBO TOYHO KakTo Bu e kasan Bamuar nexkap Wid (apMaueBT.
KoHcynTHpaiiTe ce ¢ Balung JeKap Wid ¢apMalesT, ako He CTe CHIyPHH.

[TpenopsuyuTENHATA HO34 €:

Bn3pacTHH

I[IpenopbunTennara Ao3a € 100 mg aAnesHO, NpUIOXKEHA B ¢AHOKPATCH WJIK HEKOJIKOPATCH NPHEM.
Ilo3aTa 3a BB3pacTHH Bapupa ot 25 mg 2o 400 mg CrIMPOHONAKTOH HA IeH. AKO HE CT€ CHUI'YPHH KOJIKO
Tpa6Ba 1a npuemeTe, NonuTaiTe Bamua nekap WK GapmaLeBT.

Tpsa6sa aa npHemare TableTKHTe MO Bpeme Ha XxpaHeHe. Ako obwara no3a ¢ noeeue ot 100 mg Ha 1en,
T4 TpAOBa Ja ce NpWiara B pa3ieiCHH A03H, pasnpeAesiCHH Npe3 LETHA ACH.

Ynootpeba npu aeua
ITpenopbuMTeNHAaTa 1034 € 3 mg Ha Kg TenecHO Terao AHEBHO, B HAKOMIKO pasfenenu aosu. C uen na

ce y/NeCHH npHemMa NpH Aeua, TableTkuTe MOraT rbpso Aa OBAAT CMJICHH WM HATPOLLUSHH H C/IE] TOBA,
ype3 paz0bPKBaHE, pa3TBOPEHH B Hallla BOJA.

Crapuecka Bb3pacT
[IpenopbYMTENHO € NPH NMALUMEHTUTE B CTAPYECKa BH3PAacT A4 CC 3aMoYHe C Bb3MOXKHO HaH-HHCKaTa
1033, PY NMOCTENEHHO YBENHYaBaHe, NOKATO Ce NMOCTHTHE XKeJaHHAT edekT. IIpenopbusa ce aa ce

MOAX0XIa ¢ BHHMAHME M C€ M3BBDPLIBAT PENOBHM JIEKapCKH nperienH, ocobeHo B cayvait Ha
61OpedHo yBpeXKIaHe.

He 3a6passiite aa ripueMate JiekapeTBoTo. [IpHeMBT Ha TabneTkuTe 10 €4HO U CHLIO BpeMe BCEKH ICH
nasa Hai-no6bp edext. ToBa chio Taka Bu moMara ja NOMHHTE Kora TpabBa a npHemMare TadneTkure.

AKo0 cTe NpHeJH NOBeYe OoT HeobOxonnmara 1032 CIHPOHONAKTOR AKOPA
AKO cTe npHenH npekaneHo MHoro CrHpoHoONakTOH Akopl, He3abaBHO ce CBbpxkeTe ¢ Bammna nexap
win apmauenT. ITazere onakoBkara, Taka 4e JeKapaT MOXKE Ja BHAH KaKBO JICKAPCTBO CTE MPHEIIH.
CUMNTOMHTE Ha Mpeno3upaHe MOraT Ja BK/IIOUBAT rafeHe M MOBpBIAHE, H (NO-PAAKO) CHHIHBOCT,
o0BpKAHOCT, AMApHUS WM KoxeH oOpHuB, KOHTO H3rnmexJa KaTo IUIOCKH 3a4CPBEHH YYacTBLUH H
3aCTBIBALIHK CE C MAKH NMOXYTHHH MoxXe Zia ce Bb3HHKHE HapylIeHHe Ha BOAHO-CO/MEBHA OanaHC
AexXuapararus.

[IpoMeHuWTe B HHBAaTa Ha HaTpuil W kanuid B KppBTa BH MOXe jJa NpeaH3BHKAT OTNAAHANOCT M
AOTUTAKBaHHA KaTo MpaByukaHe, 60LKaHe WIH HU3TPBIIBAHE Ha KOXKATA H/WIH MYCKYJIHH CIIa3MH, HO €
MAaJIKO BEPOSATHO TE3H CHMITTOMH J1a Ca CBBP3&HH C TEXKKO NpPEAO3HpaHe.

AKo cTe NPONYCHAJIH A npHeMeTe CnnpoOHOIAKTOH AKOPA




koMIeHcupare npomnycHarara. [Tocseersaiite ce ¢ Bamma nekap WK GapMauUeBT, ako HE CT€ CUTYPHU.

AKO HMaTe HAKAKBY JOIMBJIHUTEIHH BBIPOCH, CRBP3aHU ¢ yrorpedara Ha TOBa IEKapCTBO, MTONMKTAHTE
Bamusa nexap unu papmManest.

4. Bpb3MOXHH HeXeJaHH peaklHH

Kakro BCHUKM JIeKapCTBa, TORA JICKAPCTBO MOXKE Aa NPEAM3BUKA HEXeJIaHH PeaKIlHH, BLIIPEKH Ye He
BCEKH ' IOTy4aea.

Veeoomere HezabasHO Ballna aekap, ako roIyYuTe HAKOH OT CIEAHUTE CHMITTOMH CJIEN IIPHEM Ha TOBa
nekapcTeo. Brrpeky 4e ca MHOFO PeikH, CHMITTOMHTE MOXeE /ia ObaaT TeXKH.

e (Cwpbex u oOpazyBaHe Ha MEXyPH IO KOXaTa OKOJIO YCTHHTE H OCTaHasaTa 4acT OT TANOTO,
yepBeH WIH JIHIAB IypIypeH 00puB, KOKHTO ce pa3npocTpaHsea U oOpasyBa MeXypH (CHHAPOM Ha
CtuBbHC-J[PKOHCEH)

¢ (OrtnenBaHe Ha FrOPHUA CJIOA HA KOXKATa OT AOJIHUTE CIOEBE HA KOXKATA, [10 UANIOTO TAJIO
(TOKCHYHAa enHaepManHa HeKponuia - TEN)

¢ Koxen o6pus, Tpecka H nogyBaHe (KOHTO MOTaT Ja 650aT CHMITTOMH Ha HeLO NO-CePHO3HO,
fleKapcTBeHa peakuus ¢ eosuHodpWwMsA U cucTeMHH cHMITTOMH (DRESS))

¢ [loxbnTABaHE HA KOXKATA H OMHTE (GKBJITEHHLA; CIUPOHOIAKTOH MOXE A3 NPHYHHH YBpEXKIaHe
Ha YyepHoapoOHaTa GyHKIMUA)

e HepaBHOMepeH ChpAEUEH PHTEM, KOHTO MOXe Aa Ope daTaieH, yCellaHe 3a H3TPLIIBaHe,

napanusa (3aryfa Ha MycKyJiHa (pyHKUMSA) MITH 3aTPYAHEHO QHILIAHE; KOUTO MOraT Aa Ouaar
CUMITTOMH Ha NOBHIIIEHH HMBa Ha Kamu#t B KppeTa BU. BaluuaT nekap we nposexaa peAoBHH

KPBBHH H3C/I€OBAHUA, 32 [a CJICAH HUBATA Ha KaTHit M APYTH eIEKTpOaUTH. Balnar nekap Moxe
na cnpe neueHneTo By, ako e HeobxoauMo.

gE!I‘H HEKC/IAHH DEAKIIHH

MHOro 4ecTH: MOrar Aa sacersar noeede ot 1 Ha 10 gymn
¢ [loBHileHH HHBa Ha KANHH B KPBBTA.

YecTu: MmoraT aa 3acerdar A0 1 na 10 xymn
ObbpkaHocT;

3aMagHOCT;

I"'aneHe;

Cbpbex nmo Koxara;

O6pus;

Kpamnu Ha MyCKYJIHTE WIHM HA Kpakara;
BrOpeuHa HeNOCTATEYHOCT WK HapyleHa ObopeuHa GyHKLK;
YronemsapaHe Ha I'bpAHTE MPH MBXKE;
bosika B repavTe (nMpH MBbXKe);

00110 Hepas3nonoXXeHHe.

HeuecTH: Morar aa 3acersar A0 1 na 100 aymn
HN3meHeHHs B repauTe, KaTO HanpuMep nossa Ha OyuKkH;
HapyiieHus B €IEKTPO/IMTUTE B TAIOTO, KATO HANPHMEP BUCOKO HHBO HA KAJILMHA B KPbBTa,
HapyuieHa ¢pyHKLHS Ha YepHHA Hpod;

KoxxHa aneprus ¢ pa3BUTHE Ha ChpOSK H YpTHKapud, oOpHB, noaobeH Ha KONIPHBHA TPECKa,;
MencTpyanHu npoOieMH NPH JKEHHUTE;
Bonka B repauTe (NpH XXEHU);

C HensBecTHa YecToTa (He Moxke Ja Ob/ie OeRena OT HAJIHYHHTE JAHHH)
¢ Hamansapane Ha OenuTe KPBHBHU KNETKY;




¢ Hamanseane Ha 6pod Ha KIETKHTe, KOUTO ce 6opsaT ¢ HHekuuuTe — OennTe KPBEBHH KIIETKH,
KOETO TIOBHILIABA PHCKA OT HHEKLHH,

e HamansaBane Ha 6pos Ha KJIETKHTE, IPEHACALUM KHCIIOPOA (aHEMHA);

e Hamanspane Ha Opod Ha KIETKHTE, KOUTO NTOMArar 3a ChCHpBaHeTO Ha KPBBTa WIH MOBHIICH
6poit eosnHOGHUIH B KPBBTA (€O3HHOQHITHA), KOETO YBEJIHYaBa PHCKA OT KbPBEHE WIIH M10ABA Ha
CHHHMHM WIH TIPHUYMHABA MYTyPRH METHA No koxara (fyprypa);

[IpoMaHa B CEKCYAITHOTO >KEMaHKE KAKTO TIPH MBbXe, TAKa H MNPH XKEHH;
BpeMeHHa UMIIOTEHTHOCT IIPH MBIKETE;

[Tpo6seMH ¢ XpaHOCMUWIIAHETO, CTOMAILTHO Pa3cTPOHCTBO;

KoxHo 3a60/sBaHe, MPOABABALLO CE C MEXYPH, IThJIHH € TEYHOCT (MeMpUrona),
Koconan,;

[IpexoMepHO OKOCMSIBAHE,

[nasobonue;

CBHIHBOCT;

Of1ma oTNagHANIOCT WM JeTaprua U mpobfeMy ¢ KOOpAHHALHATA HA MYCKYJIHHTE IBH)KCHHA
(aTaxkcus);

e Bucoka TeMneparypa.

CrobmaBane HA HEXKEJIAHH PCAKNHH

AKO TIONy4HTe HAKAKBY HEXKEaHH JIEKAPCTBEHH peakuyH, yBeaoMere Baluvs jiekap wiM gapMaLesT.
ToBa BKMIOYBA BCHUKH BE3MOXKHM HEOMMCAHH B TA3H JIACTOBKA HexXENaHy peakiu. MoxkeTe Chiilo aa
cHOOIUTE HEXENAaHK PEAKUIMH TUPEKTHO Ypes:

HanuaHuTeIHa areHLys no JieKkapcTBara
yi. ,,Jdamsan [pyes” Ne 8
1303 Codpus

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

Karo crobumasare HexxenaHy peaklyd, MOXKETE A4 JaJeTe CBOA NMPHHOC 3a NOJy4YaBaHe Ha MoBeve
HHGOPMALIHA OTHOCHO 0€30MacCHOCTTA Ha TOBA JICKapCTBO.

5. Kax aa cuxpanssate CnuponosiakTon Axopa 10 mg/ml HHKeKUHOHEH PA3TBOP

e Jlace cpxpansea Ha MACTO, HEAOCTBIHO 3a AcLA.

To3u NeKapcTBEH NPOAYKT HE H3UCKBA CTIEL[MAITHH TEMIIEPATYPHH YCJIOBHA 3a chxpaHeHue. [la ce
CHEXPAHsABA B OPHIMHAJIHATA OMAKOBKA, 3a Ja €€ Npe/nasy OT CBET/IHHA.

e He wu3nomsBaiire TOBa JIEKAPCTBO Ccliel] CpOKa Ha TOAHOCT, oTOENg3aH BBPXY KapTOHEHaTa
orniakoBka ¥ 6nuctepa cnexn ,,J'oaeH no:/EXP”. CpoKsT Ha rogHOCT OTTOBaps Ha MOCJEAHHS [ACH
OT TIOCO4YECHHUA MECELL.

e He usxBbpnaTe NeKapcTBaTa B KaHAJIW3aUMATa MM B KOHTEHHEpa 3a AOMAlIHH OTHMaXbUM.

[TonuTaitre Bamusa ¢apMaueBT Kak fa U3XBBPIATE JICKAPCTBATA, KOWTO BEUe HE H3non3pare. Te3n
MEPKH Lile CTOMOIHAT 3a ONa3BaHe Ha OKOJIHATA cpena.

6. ChabpKaHHe HA ONAKOBKATA H AONBAHUATEIHA HHPOpPMANHA

Kakso ¢babpxka CIHPOHOJIAKTOR AKOPA
AKTHBHOTO BELIECTBO € CMHPOHONAKTOH. CNUPOHOMAKTOH AKOpA CbABpXKA 25
CIIHPOHONAKTOH.

Jpyrure CbCTaBKy ca:

Anpo Ha TabneTkara




JlakTO3a MOHOXHIpAT, TPEXKENATHHU3MPAHO LAPEBHYHO HHILIECTE, KajllMeB XWApPOreH ¢ocoar,
6e3BOEH, MOBHAOH K25, MEHTOBO Maciio, MPeYUCTeH TaJIK, CHIMLIMEB THOKCH/, KOJIOUIEH O€3BOEH,
marHe3ues creapat (E470D).

@OUIMOBO MOKPUTHE
Xunpomenosa, Makporos, TiTaHoB auokcuna (E171).

Kak n3ranexna CnHpoHOJAKTOH AKOPA H KAKBO CbAbP/Ka ONAKOBKATA

CnupoHonakToH Axopa 25 mg ¢uiMupanu TabneTkn ca Oend g0 OnenodenH, KpbIiw,
NBOMHOM3MBKHANM TabneTku ¢ Haanuc "AD" or enHara ctpaHa M 0e3 HaAMUMC OT Apyrara CTpaHa.
JluameTbpbT Ha TabneTkata ot 25 mg e npubausurento 8,1 mm.

CnupoHonaktoH Akopa 50 mg d¢unmupanu Ttabnetkn ca Oenn a0 Onenodenu, Kpwriw,
NBOMHOM3MbKHATM Tabsietku ¢ Haanuc "AE" or enHara ctpaHa M 0e3 HaJANKMC OT JApyrara CTpaHa.
JlnameTspbT Ha Tabnerkara ot 50 mg e npubimsurento 10,1 mm.

CnupoHOaaKTOH Akopa GpunmMupaHu TabneTku ca onakopaHH B OnucTepu ¢ 10 Tabnerku. KaproHeHara
onakoBka ceabpika 20, 28, 30, 50, 60, 90 uau 100 TabneTkH.

Tabnerkure ca onakosanH B 6aucTepu or PVC-Anymununit u 6ytunka or HDPE.

Buaose OMakoOBKH.
Onakoska ¢ 6nucrepu: 20, 28, 30, 50, 60, 90 u 100 Tabnerkw.
Bytunka or HDPE: 250, 500 u 1000 tabnerku (6onHHYHA ONaKoBKa).

He BcHYKM BHOBE OMAKOBKH MOrat Aa ObJaT MycHaTH B rpoaaxba.

IIpuTexares HA pa3pelieHHETO 3a ynorpeda
Accord Healthcare Polska Sp. z o0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tomua

IIpounssoauTe
Accord Healthcare Polska Sp.z o.0.,

ul. Lutomierska 50, 95-200 Pabianice,
[lomua

Accord Healthcare B.V.,
Winthontlaan 200,
3526 KV Utrecht,

Hupepaanaus

Accord Healthcare single member S.A.
64th Km National Road Athens, Lamia,

Schimatari, 32009,
["bpums

To3n NekapcTBeH NPOAYKT e pa3pelleH 3a ynorpeda B AbpxaBuTe WieHKH Ha EHII noa caenqnure
HMeHa:
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Hupepnannus Splronolacton Accord 25 m 0 mg/ o filmomhulde A
buarapus CninpoHonakToH Akopa 25 mg/S( dJHHMHpaHH TabJI ‘l-ﬁ .Y |
Kunbp Spironolactone Accord 25 mg/100 mg EmkoAvppévo. pelleg WOt




) Filmtabletten

Hiuuuf ﬁlm coated tablets

0/100 mg ﬁlm—coated tablets

|||||

1g filmdragerad tablet

—“'"Ir

filmom obalené tablety

['epmaHus Spironolacton Accord 25 mg ﬁ' n'i 0/ ?m*!ﬂ'
JHanus Spironolactone Accord 25 mg 1(
EcToHus Spironolactone Accord

Mcnanus Spironolactone Accord 25 mg

Wpnanaus Spironolactone 25 mg fa‘;(!‘*;i}}fr__

JIuTBa Spironolactone Accord 25 m

JlaTBus Spironolactone Accord 25 mg

Manra Spironolactone 25 mg

[Tonua [smian

[lIBenus Spironolactone Accord 25 mg

CnoBakusi Spironolactone Accord 25 m¢g [ ‘fu ﬂ**’”fﬂl‘* ”1.
O6GenuHeHo kpancTBo | Spironolactone 25 mg /

o film-coated tablets

JlaTa Ha nocJieAHo npepasrJiekaane Ha yucropkara 11/2025




