JIucroBka: uHpopManHs 32 NOTpedHTE A

EPEJIAH 400 mg ¢uamupann 1adjieTkH
3a ynorpeba npu Bb3pacTHH
ERELAN 400mg film-coated tablets
For use in adults
mokcupnokcauus/ Moxifloxacin

IIpoyeTreTe BHHMATE/IHO USJIATA JIHCTOBKA, NPeAH A 3aM04YHETe a2 MPHEMAaTe TOBA JIeKapCcTBO,

ThH KaTO T CbAbPKa BakHa 3a Bac undopmanus.

- 3ana3sere Ta3H JUCTOBKA. MOXKe 1a ce HaJI0XKH Ja s npoYyeTeTe OTHOBO.

- AKO MMaTe HAKAKBM JOMbJIHUTENIHH BLIIPOCH, nonurainTe Bawms nekap wim papmauesr.

- Tosa nekapcTBO € npeanucaHo JM4Ho Ha Bac. He ro npeorcrenBaiTe Ha Apyru xopa. To Moxe ja
MM HaBpe/IH, HE3aBUCUMO Y€ MPU3HALMTE Ha TAXHOTO 3a00/1sBaHe ca ChlUTE KaTo Bawmure.

- AKO moJlyuyMTe HSKAKBH HEXKEJIaHW peakuuu, yseaomere Bawus nekap wiv ¢apmauest. Tosa
BKJIFOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHH peaKliMH, HEONMMCAHHU B Ta3H JIMCTOBKA. Buwkre Touka 4.

KakBo cbAbp’ka Ta3H JIHCTOBKA: ! M3MBARUTENHA ATEHUNS NO NEKAPCTBATA

1.  Kakso npeacrasnssa Epenan 1 3a KakBoO ce H3M0/13Ba | lucmotka - Mpusoxewue 2 ‘I

2. KakBo TpsaOBa na 3Haere, npeau aa npuemere Epenan :
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3 Kak /1a npYeMare EpenaH v A coomaenne DL AN LT LT eresasiinennans

4.  BB3MOXHM HEXeJIaHW peaKLuu Paspeweriue N

5. Kak na cexpansBare Epenan

6. CohbabprkaHHe Ha OMAKOBKaTa M J0MbJHUTEIHa HH(pOpMaLL Bescisnaicia &b

1. KakBo npeacrasiasasa EpeJian 1 3a KaKBo ce H310/13Ba

Epenan cbabpka AaKTHBHOTO BELIECTBO MOKCH(JIOKCALMH, KOWTO TMNpHUHALJIEKH KbM rIpyna
aHTHOMOTHULIM, HapeuyeHH (uyopoXHHONOHH. MokcudoKkcauMH aeicTBa kato ybouBa OakrepuuTe,
KOMTO NMPUYHUHABAT HHPEKLIMH.

Epenan ce u3nosn3ea npy nauMeHTH Haa |8-roauiiHa Bb3pacT 3a JIeUEHHE Ha ClIeAHUTE OaKTEepHaIHH

MH(PEKIIMK, KOrato Te ca NMPHYMHEHH OT OaKTepuH, cpelly KOMTO MOKCH(QUIOKCALMH € e(HUKaACEH.

Epenan tpsOBa na ce M3MoJ3Ba 3a Ji€YEHHE HA Te3W HMH(PEKLUMHM, KOrato aHTUOMOTHMULH, KOMTO

OOMKHOBEHO Ce€ NpenopbyBaT, HE MOraT Ja Ce M3MOJ3BaT WM KOrato JIEYEHHETO C TAX € Ouio

HEYCIEeLIHO:

- WHdekumu Ha CHHYCHTE, BHE3AIHO BJOLIABAHE HA MPOABL/DKUTEIHO Bb3MaJIeHUEe HAa AUXATeJIHUTE
MbTHIIA WIM HHOpeKuus Ha Oenure aApoOOBe (MHEBMOHMA), MNpuaoOMTa B 00LIECTBOTO (C
U3KJIFOYEHHUE Ha TEXKKHUTE CITydau).

- Jleku 10 ymepeHH HH(PEKLIMHU HA )KEHCKUS NOPEH NeHUTAJIeH TPAKT (Ta30Ba Bb3najauTenHa 6onecr),
BKJIFOUYMTETHO MH(peKIIMH Ha danonueBUTe TPHLOU U HHGEKLIMK HA JIMraByLIaTa HA MaTKaTa.

MokcudiokcaluH TableTKU He ca 10CTaThYHU KaTO CAMOCTOSATE/IHA TEPANMUs Ha TO3U B HHPEKLIMH.

3aroBa Bammst nekap Tpab6Ba na Bu npeanvme apyr aHTHOMOTHK B JOMbJAHEHHE KbM

MOKCH®}JIOKCALIMH 3a JiIeYeHHE Ha HH(PEKLIMK HA )KEHCKUSA NOPEH NEHUTAJIEH TPAKT (BHXKTE TOUKA 2).

Axko cnenHuTe OakTepHalHM MH(MEKUHMH ca MoKasalu noaoOpeHHe Mo BpeMe Ha NMbPBOHAYAIHOTO

nedyeHue ¢ MokcudokcaluuH WH(QY3HOHEH pa3TBop, MOKCH(IOKcauuH TabieTku moraT aa Obaar

npeanucady ot Baiuus nekap 3a 3aBbplIBaHE HAa Kypca Ha JICYEHHE:!

- HHdekuus Ha Genure apodoBe (MHEBMOHHSA), Npua0OUTa B OOLIECTBOTO, HHPEKLIMK HA KOXaTa U
MEKHUTE ThKaHH.

Epenan Tabnetku He TpaOBa 1a ce npuiara KaTo HayajlHa Teparnus 3a BCEKH THIT HHPEKLMA Ha

WJIM MEKHTE ThKaHH WJIM NPH TEXKKHU cllyyad Ha HHpeKUMH Ha benute npodose.




2,

Kaxso TpabBa 1a 3naere, npean aa npaemere Epenan

He npuemaiite Epenan:

AKO CTe aIepri4HH KbM MOKCH(JIOKCALIMH WIM HAKOS OT OCTaHAJIMTE ChCTABKH Ha TOBA EKAPCTBO

(u36poeHH B TOuKa 6).

AKoO cTe OpeMEHHA WIH KbpPMHTE.

Ako cre noj 18-roauiHa pp3pacr.

AKO ¥iMaTe BpOAECHO MITH MPHUAOOHTO:

-  ChCTOAHME, CBBP3aHO ¢ HapyIleH chpAcYeH pHTBM (perucrpupaHo Ha EKI, enexrpuuecku
3aIUC Ha ChpACYHATa ACHHOCT).

-  Hapyuienue Ha cosieBUa OanaHc Ha KpbBTa (0COOEHO HUCKM HMBA HA KaJIMH WIM MarHesWii B
KpPBHBTA).

- baBeH cBpAcUEH pUTEM (HapeueH ,.Opaavkapans’).

- Cnabo cwpue (copaevHa HEAOCTATBLYHOCT).

- AHaMHe€3a 3a HapyIllEH ChPAEUCH PUTHM.

- Ako npueMate ApYTY JIEKapCcTBa, KOUTO NpuYrHaBaT HapylieHus B EKI (Buwxre Touka ,, Jlpyru
nekapctea ¥ Epenan®). Tosa e Taka, 3a11010 MOKCH(IIOKCALIMH MOXKE Ia IPHYHHH NPOMEHH B
EKI', kouTO ce ¢heTosT B yab/bkaraHe Ha QT-HHTepBana, HanpruMep 3a0aBeHO NpoBEXIaHe Ha
€JIEKTPHUYECKMTE CUTHAITH.

AKO cTpajate OT TEXKKO 4epHOAPOoOHO yBpe)K1aHe HITM HMATE TIOBUIICHW HHBA Ha YepHOAPOOHHTE

€H3UMH (TpaHCAMHHHA3M ) [TOBEUYE OT 5 MBTH HAJl HOPMATHATa ropHa MPaHMLIA.

IpeaynpexneHHs H NpeANA3HA MEPKA

IIpean na npueMeTe TOBA JIEKAPCTBO

He tpabera na npuemare aHTUOaKTepHanHU NeKapcTBa, ChABPXKAMM (PITYOPOXHHONOHH/ XMHOJMOHH,
BKJIIOUMTENHO EpenaH, ako cTe UMany HAKaKBa CEpHO3HA HEXKEAaHA peaKLUA B MMHAIOTO, KOTaTo CTe
NpUeMajii XHHOJOHH WIH QIyopoXyHONOHH. B TakbB ciry4ai Tpabea aa undopmupare Baiuusa nexap
BB3MOXKHO HaR-CKOPO.

I'opopere ¢ Bamusa nexkap nin papManesT, npean aa npremete Epenan:

Ako cre anabeTHK, Tbil KaTO MOKE a Bb3HUKHE PHCK OT NPOMAHA B CTOWHOCTHTE HA KPbBHATA
3axap NpH JICHCHUE ¢ MOKCH(IOKCALIMH.

AKO HAKOTra CT€ pa3BUBANIM TEXBK KOXEH 0OpHUB MK OeneHe Ha KoxXaTa, MeXypH H/WIH paHH B
ycTaTta cliell NpHeM Ha MOKCH(DJIOKCaIIHH.

MokcudnokcaurH moxe aa npomend Bamero EKI', ocobeHo ako cre >keHa MM ako CTE B
cTapyecxa Bb3pacT. AKO KbM MOMEHTA MPHEMATE HAKAKBH JIEKAPCTBA, KOWTO MOHMXKABAT HHBOTO
Ha KanHii B KpbBTa Bu, yBenomere Bawmus nexap, npeau aAa npieMere Epenas (BKTe CEHIO TOYKH
,He npuemaiite” u ,,J{pyru nexapcrsa v Epenan®).

AKO cTe OWIM AHATHOCTHUMpaHW ¢ YroJeMABAaHE WIIH ,,NIOJYBaHe” Ha rOJSAM KPbBOHOCEH CbA
(aneBpH3Ma Ha aopTaTa WIH aHEBPH3MAa HA TOJAM NEpPHPEPEH Ch).

AKO cTe MMaNH NpeauLlIeH €ENU30] Ha AUCEKAUMA Ha aopTaTa (pa3KkbCcBaHe Ha CTEHAaTa Ha aopTara).
AKO cTe OMNIM IMarHOCTHLHPAHH C HPOJIANC HAa CbPACYHHUTE KJIAMH (pErypruTalMa Ha ChbpACHHHTE
KJ1amn#).

AKoO uMare aMHITHa aHAMHe3a 33 AHEBpH3Ma Ha aOpTaTa WITH AHCEeKalHa Ha A0PTaTa WK BPOAEHO
3a0onsBaHe HAa CBHPACYHUTE KJANH, WJIH APYTH PHCKOBH ()akTOpH WIH MOAIEKAIUH CHLCTOAHHS
(Hanp. HapyLUE€HHE HA CLEAHHHTENHATA ThkaH kaTo CuHApoM Ha MapdaHn, wiu ¢saoB CHHIPOM Ha
Enepc-Haunoc, Cuugpom Ha TopHbp, CuHAapoM Ha ChOrpeH [BB3NAJIMTEHO ABTOHMYHHA
3abongBaHe] WK CbAOBO HapyLIEHUE KaTo apTepUHT Ha TakasCy, rHraHTO-KJIETBYEH apTEPHHMT,
bonectr Ha bexver, XMNEPTOHHR WIM YCTAHOBECHA AaTEPOCKIEpO3a, PEBMAaTOMAEH
[3a0019BaHe HA CTABUTE] WIK €HAOKAPAMT [BBL3NAJICHHE Ha BbTpelulHaTa OOBHBKA Ha Cb




- AKO C¢Tpajate OT EenWwierncHs WIH OT ChCTOSHHE, MNMOpaJH KOETO MNOJydaBaTe TIbpYOBE,
KOHCYITHpakTe ce ¢ Bawus nekap, npeau aa npuemere Epenan.

- AKO MMaTe HJIH HAKOra cTe HMaIn NCHXUYHHU npobiaemn, kKOHCynTHpakTe ce ¢ Baluma nekap, npeau
na npuemere Epenan.

- AKo cTpajaTe OT MHMacTeHMs rpaBHc (HeoOuualiHa MycKyliHa yMOpa, Boaelua A0 cnaboct M
NpUYMHSABAILA MApaIn3a MPH NO-TEXKKU CITy4aH), MPHEMBT Ha MOKCH(IIOKCALMH MOXe [1a BJIOILIH
cUMIITOMHTE Ha Baniero 3abonaBane. AKo cudTare, U€ TOBa C€ OTHACA 3a Bac, KOHcynTHpaiiTe ce
HezabaBHO ¢ Bamus nekap.

- Axko Bue wniH uneH Ha ceMmelicTeoro Bu HMare rmoko30-6-gochar aexuaporeHasHa
HeJAOCTaThYHOCT (pPAAKO HacneAcTBeHO 3alonssaHe), ypeaomere Bawnsa jekap, konro me Bu
nochBeTBa AanH Epenan ¢ noaxondi 3a Bac.

-  AKO HMaTe ycnoKHeHa HHQEKUHMS Ha ropHaTa 4acT Ha >KEHCKATa fiojioBa CHCTeMa (HampHmep
CBbp3aHa ¢ abuec Ha QanonuesuTe TPHOH M AHYHHLMTE WIH HA Ta3a), 3a Kogaro Baumar nekap
CUHTA, Y€ € HeoOXOMMMO UHTPABEHO3HO JICUCHHE, JIEHeHHETO C MOKCH(IOKCAUMH TableTKH He €
NOAXOAALLO.

- 3anedeHKe Ha JIEKH 0 YMepeHH HH(EKLMM Ha rOpPHATa YacT Ha )XCHCKATa NoioBa cucreMa Bawuar
nekap TpaOsa na By npeanuiue gpyr aHTHOMOTHK B JOMBIHEHHE KbM MOKCHPIOKCALMH. AKO HAMa
noaobpeHHe Ha CHMITTOMHTE cliel 3 THH JIeYeHUEe, MOJIA KOHCYJITUpaiTe ce ¢ Bawuug nekap.

HokaTo npaeMaTte Epenan

- Ako mouyBcTBaTe BHE3alHa, CHiHA 0oJika B Kopema, rbpOHTE WM rbpda, KOMTO Morar aa ca
CHMITTOMH Ha aHEBPHU3Ma H JUCCKALIMA Ha aopTaTa, He3abaBHO MOCETETE CNEWHO OTACCHHE. PUCKBT
MOXE Na Ce MOBHILH, aKO C¢ JIEKYBaTE ChC CHCTEMHH KOPTHKOCTEPOHIH,

- AKO BHe3amnHO MOAY4YMTe 3a4yX, oco0eHo Korato Jiexure no rpupd Ha nernoro, UK 3abenexure
MOAYBaHe HA ITIE3€HUTE, CTHIANIATA HIIM KOPEMa UM NI0ABa Ha ChpucOHeHe (ycelltaHe 3a YCKOpEeHa WU
HepaBHOMEPHA ChpJievyHa ACHHOCT), TpaOBa He3abaBHO Aa YBEAOMHTE JIeKap.

Koraro npuemate Epenan

- Axko nosyuaBaTe ChbpLeOMeHe WIM HEPHUTMHYHA CHpJACYHA AEeHHOCT MO BpPEME Ha JICUEHHETO,
He3abaBHO yeeaoMere Bammnsa nexap. Toid/Ta Mmoxe na Bu Haznauu EKI', 3a aa usMepu chpaeyHus
Bu putsMm.

- PuckbT OT ¢BplieyHH npobneMH MOXKe Ja ce NMOBMILUK ¢ yBeNMYaBaHe Ha ao3ara. [lopaau ToBa
TpaOBa Aa ce cieapa npenopr4aHaTa JO3UPOBKa.

- HMma paaxa BB3MOXKHOCT Ja NMOMYYHTE TEXKKA, BHE3ANHA aJleprHuHa peakumd (aHaQWIaKTHYHA
peakiHa/ 1OK) AOPH C TbpBaTa A03a. CUMIITOMHTE BKUTIOYBAT CTAraHE B IbpAHTE, OOJIKA B I'bPAMTE,
3ayX, 3amMaiiBaHe, MPUIOUIaBaHE WIH 3aryda Ha Cb3HAHHE, 3aMaHBAHE NPH H3MpPaBIHE. AKO TOBA
ce C/IyuH, cripere npueMa Ha Epenan u He3a0aBHO ce cBbpikeTe ¢ Balns nexkap Ham 3BeHOTO 3a
CNElHa NOMOoLLl,

-  MoxkcujdnokcauMH MoXe 1a NMPHYKUHH OBp30 MPOTHYALIO M TEXKKO BBL3MNAJICHHE Ha 4YEpHHA Opoo,
KOETO MOXe Ja JOBeAe A0 KMBOTO3acTpallaBailia 4epHoapoOHa HeZOCTATHYHOCT (BKJIKOYHTEIIHO
daTanHM cTyyaH, BIKTe Touka 4). AKO BHE3aNHO ce NOYYBCTBATE 31€¢ H/MIK Br ce raay # cpimo
HMaTe MOXBJITABAHE Ha OANOTO Ha OMHTE, ThbMHA YpHHA, ChpOeX Mo Koxara, CKIOHHOCT KbM
KbpBeHe WA 3a00NgBaHEe Ha MO3bKa, MPUYHHEHO OT YEepPHHA Apod (CHMITOMH Ha MOHHXEHA
yepHOApoOHa (YHKIHA WK OBpP30 MPOTHHAILO M TEKKO BBH3NAJICHHE HA 4YepHHA Apob), mond,
yBegoMere Baluua nekap, npeau aa npHeMeTe ApyrH Tabnerku.

- XHHOJIOHOBHTE aHTHOHOTHLIH, BKJTFOUYHUTETHO MOKCH(UIOKCALIHH, MOTaT Aa MPHYHHAT I'bpUYOBE. AKO
TOBA C€ CITy4H CIpeTe npueMa Ha Epenan u ce cBppkere ¢ Baina nekap HezabaBHO. BL3MOXKHO €
B PEIKM CJy4aH [1a M3MIHTATE CUMITTOMM Ha YBPE)KAAHE Ha HEPBHUTE (HEBpOMNaTHA), kato OOIKa,
ycelllaHe 3a NapeHe, MpaBy4KaHe, U3TpBNBaHe WHIH cnaboct, 0cobeHo B Xoaunara ¥ Kkpakara, WiH
JJIAHHTE U pblLETe. AKO TOBA C€ CNYUM, cripeTe nmprueMa Ha Epenad u He3zabasHO uHopMUpaiiTe
Baiing nekap, 3a 1a NpeJoTBpaTHTE pa3BUTHETO Ha NMOTEHUHAIHO HeOOpaTHMO 320058

- Bwb3moxkHa € Mosea Ha NCHUXMYHH NpodACMHU TOPH ClIe NMBPBOTO MPHJIOKECHHE HA
aHTHOMOTHLH, BKJIIOYHTETHO MOXcUdnokcalluH. B MHOro pefiku cmydau aenpecus




npobneMHy ca JOBENH A0 CYMLMAHHW MHUCIY WM MOBEACHHE HAa CAaMOHAPDAHABAHE KaTO OMHTH 3a
caMoyOMiCTBO (BrDKTE TO4YKa 4). AKO pa3sBHETE TaKaBa peakuus, crpeTe npHeMma Ha EpenaH u
He3abaBHO HHpOpMHpailiTe Bawums nekap.

Moxe a nojiyuuTe AMapHd Mo BpeMe Ha WIM ClIeA NEeYEHHUETO ¢ aHTHOMOTHLM, BKJIFOUHMTEIHO
MoxcudokcalH. AKO TA CTaHe TexXKa WIM € NpoAb/DKHTENHa WiH 3abenexwure, ye Bamwure
H3NpaXHEHHS ChABPXKAT KPBB WM CITy3, TpaOBa Aa cnipere npHema Ha Epenan 4 HesabaBHO aa ce
KOHCYNTHpaTe ¢ Bawmsa nekap. He Tpabsa na npueMare nekapcTsa, KOMTO CIMpaT WIH 3a0aBAT
MePUCTAITUKATA Ha YepBaTa.

Pagko Moxe Aa ce nosasAT 00Jika M NOAYBAHE HA CTABMTE M BB3MAJIEHHE HWIH pa3KbCBaHe Ha
cyxoxwinaTra. Pucksr npu Bac e moBHileH, ako cTe¢ B CTap4ecka Bb3pacT (Haa 60-rogMiiHa
BH3PAcT), aKO CTE NPETHPIIEN TPaHCIUIAHTALIMA Ha OpraH, HMaTe npobnemu ¢ 6u0peunTe WK ako
CTE Ha JIeYEHHe ¢ KOPTHUKOCTEpOHAU. BbinaneHHe U pasKbhCcBAHMA HA CYXOXKWIHA MOrar Ja ce
MOABAT B paMKUTe Ha MBbpBUTEe 48 4aca OT JICUCHMETO W JAOPM 10 HAKOJKO Meceua cnen
npekpaTaBaHe Ha Tepanusara ¢ Epenan. Ilpy mbpBus nmpu3Hak Ha OONKa MM BB3N&ICHHE Ha
CYXOXKWiMe (HanpvMep Ha rie3eHa, KHTKaTa, JJaKbTa, paMOTO WIH KOJISHOTO) CIIpETE NpHEMa Ha
Epenan, cenpxkere ce ¢ Bamug nekap u ocraBere 6onezHeHata obsact B nokoil. M30arsaiire
HEHY>XHO HaTOBapBaHe, MOHEKE TOBA MOXKE J1a [NOBHIIIM PHCKA OT pa3sKbCBaHE HA CYXOXKHIHE,

AKO CcTe B CTapuecKa Bb3pacT U MMare npodnemu ¢ OBOpeLUTe, yBepeTe ce, e npueMare MHOro
TEYHOCTH M0 BPEME Ha JIeYeHHETO C MOKCH(pIIOKcaLH. AKO NOAy4HTe 00€3BOAHABAHE, TOBA MOXKE
Na MOBHIIM pUcKa or OpbpetHa HeaOCTaATBYHOCT.

Ako 3peHuero Bu ce yBpean wim ako cmsArtare, ye ouHTe BH ca 3acersatd no Apyr HauHH,
He3a0aBHO Ce KOHCYJTHpaiTe ChC CNELWANUCT MO O4HH OonectH (BukTe TOUKa ,,lllopupane u
paboTa ¢ MaLIKHH" H TOYKA 4).

(DnyopoXHHOMIOHOBUTE AHTHOMOTHLIM MOXKE Ja NMPHYHHAT YBEJIMYaBaHE HA HMBATA HA KPbBHATA
3axap HaJi HOPMAJIHHTE HHUBA (XHUMEPrIHKEMHA) WIH TIOHKABAHE HA HMBATA Ha KpbBHATa 3axap
MoJi HOPMAJIHUTE HUBA (XMMNOTJIMKEMHA), KOETO MOTCHLHAJIHO MOXE Ja AoBeae no 3aryba Ha
Ch3HAHHE (XHIMOTJIHKEMHYHA KOMa) NPH TEXKY CITy4aH (BibKTe ToOUKa 4). AKo cTpazare ot avader,
Bainara kpbBHa 3axap TpadBa aa ce npocneasBa BHUMATEITHO.

XHHONOHOBHTE aHTHOMOTHLIM MOXE Jla HaIpaBAT Koxkata BM Mo-4yBCTBHTE/IHA KbM CIIBHYERA
cBeTNHHA WM YB nbud. Tpabea na u3dAreate npoawibDKUTENHO H3NAraHe Ha CABbHLIE HNHM CHJIHA
CIbHYERA CBET/IMHA M He TpAOBa J1a ce M3J1araTe Ha CBETJAHHA B CONAPHYM WM HAKAKBa Apyra faMria
¢ VB npun, nokaro npuemare MOKCHGUIOKCAUMH (BHXTe Touxka 4 ,BB3MOXHHM HEXeNaHH
peaKLMH®).

EdnxacHocTTa Ha MOKCH()IOKCAIIMH NMPH JICUEHHE HA TEXKH H3rapsHHua, HHOEKLHMH Ha ThI00KHTE
ThKaHH H MHPEKUHH Ha AUA0ETHO CTBNAIO ¢ OCTeOMHENUT (HHGEKUMA Ha KOCTHHUA MO3bK) HE €
YCTaHOBEHA.

CepHO3BH KOXKHH peaKkIHH

Crob1iaBaHu ca CepHO3HH KOXXHH peaKUWH, BKIKOYHUTENHO CHHAPOM HAa CTUBBHC-/[PKOHCHH, TOKCHYHA
enuaepMaliHa HEKpOJIn3a, OCTpa reHepaIu3HpaHa CK3aHTEMAaTO3Ha My CTYN03a U ICKAPCTBEHA peaKLms
¢ eosnHodunua 1 cucteMud cumnroMu (Drug Reaction with Eosinophilia and Systemic Symptoms,

DRESS) npu ynorpebata Ha MOKCH(TIOKCaLIHH.

CusrapoMbT Ha CTUBBLHC-JDKOHCHH/TOKCHYHATA €NHAEPMAIHA HEKPOIH3a MOXE Ja C€ NpOABH
MbPBOHAYAJIHO KATO YEPBEHUKaBH NETHA, NMOAOOHH Ha MHIUEHA, WIH KPBIJIM METHA, YECTO C
MEXYPH B LICHTBpa, no Topca. CbUlo Taka MOraT [a C€ MOABAT A3BH B YCTaTa, I'bpJOTO, HOCA,
reHUTATHHUTE H OYHTE (3a4YECpPBEHH M MOAYTH OuM). Te3u CEpHO3HH KOXHH OOpPHBH 4eCTo ce
NpeALIeCTBAT OT TpeCKa WHIK rpunonogodHu cuMnToMu. OOpUBHTE MOrar Ja nporpecHpar Ao
LIKPOKO Pa3npoCTPaHEHO OelIEHEe Ha KOXKATa H KHBOTO3aCTpalliaBalliH YCIOKHEHHA WiIH na Obaar
daTanua.

OcTpa reHepaiu3vpaHa eK3aHTEMATO3HA ITyCTYJI03a C€ NPOSBABA B HAYAJIOTO HA JICYEHHETO KaTo
YyepBEH, JIIOCNECT LKUPOKO pasnipocTpaHeH cOpHB ¢ NOAYTHHH NOJ KOXKATa H MEXYPH, NPHAP




YEPHOAPOOHHUTE €H3KMH, YCTAHOBEHH MPH KPBBHH W3CNCABAHHA, KAKTO H MOBHillaBaHE Ha Opos Ha
onpeaencH BUA Oen KPbBHH KIIETKH (€03HHODIIH) M yBeNTHYEHH TUM(QHH BB,

AKO pa3zBHeTe cepHo3eH OOpPHB WIH JpYr OT Te3d KOXKHHM CHMIITOMHM, CIIPETE TNMPHIOKEHHETO Ha
MOKCH(JIOKCALIMH H Ce CBBpxeTe ¢ Baluua nexkap win He3abaBHO NOTbpCETe MEAHLIMHCKA [TIOMOLL.

IIpoabL/KATEIHH, HABAJIRH3HPAINH H NOTEHIHANHO HEOOPATHMH CEPHOZHH HEXKEJIAHH PEAKIIHH
[IpueMBT Ha aHTHOAKTEPUATTHA JIEKAPCTBA, ChABPIKAILIH (PITYOPOXHHONIOHH/ XMHOMTOHH, BKITIOUHTETHO
EpenaH ce cCBbp3Ba ¢ MOABATA HA MHOIO PEAKH, HO CEpHO3HH HEXKEIAHH PCaKUHH, HAKOH OT KOMTO Ca
NpoAbLJDKaBalld ABJIro BpeMe (Meceld WIM TOJWHM), HHBAIMAM3HpAIM WIH MOTEHLHATHO
HeoOpaTumu. ToBa BKIIOUBa OONKa B CYXOXHIIMATA, MYCKYJIUTE H CTaBHTE Ha FOPHHTE H AOJIHHTE
KpaiHHLH, TPYZHOCT NPH X0AcHE, HeoOHuualiHu ycellaHud KaTo OoukaHe, MpaBy4YKaHe, IrbICITHYKAHE,
H3TPBIIBAHE HWIIH YCELIAHE 3a napeHe (NapecTe3uH), CeH30pHH HapYLIEHHA, BKTIOYHTETHO HAPYLICHHSA
Ha 3PEHHETO, BKYCca, ODOHAHHETO H cliyXa, ACNpECHs, HapylUeHHe Ha MaMeTTa, TeXKa YMOPa H TeXKH
HapylUE€HHA Ha ChbHA.

AKO NMOJIY4YHTE HAKOA OT Te3W HexelaHH peakluu cien npyuem Ha EpenaH, He3abaBHO ce cBbpkeTe ¢
Bamuga nekap, npead Aa MPpOAL/DKMTE JedyeHHETO. Bue M Bamwust nekap we peluidte gand Aa
NPOABDKHTE JICHEHHETO, KaTO OOCHAMTE U Bb3MOXKHA yntoTpeda Ha aHTHOHMOTHK OT APYT KJac.

Jdena 7 I0HOIHA
ToBa nekapcTBo He TpabBa JAa ce jAaBa Ha Aeua M OHOWM noA 18-roaMinHa BBH3pacT, 3allOTO
e(dUKacHOCTTa U 0€30I1aCHOCTTA He ca YCTAHOBEHM 3a Ta3W BbH3pacToBa rpyna. (Bikre Touka ,He

npuemaiite Epenan).

Hpyra aekaperBa n Epeaan

HUndopmupaiite Bawms nexkap wnu ¢apmaueBT, ako NpHEMATE, HaCKOpO CTe NPHEMANH HJIH €

Bb3MOXKHO Jia NPHEMAaTe APYrH JICKapCTBa.

Tpabea aa 3naere cneaHoOTO OTHOCHO Epenan:

- AKO nprueMare MOKCH(JIOKCALMH W APYTH JICKAPCTBA, KOMUTO 3acAraT cbpuero By, uMa nosHiueH
PHCK OT TpoMsHa Ha Bammsa cwpraeved purbM. [lopagu ToBa He npueMadTe MOKCH(PIOKCALMH
3a€HO C HAKOE OT CNIEAHUTE NeKApCTBa:

- JlexapcTBa, KOMTO NPUHALNIEKAT KbM rpyrara Ha aHTHAPHTMHLMTE (HANpHMEpP XHHHIHH,
XHAPOXHHUIMUH, AH30TIHPAMH, aMHOOAPOH, COTANO0N, AO(ETUNUA, HOYTHNIUI).

- AHTHNCHXOTHUH (HanpuMep peHOTHA3HHH, MUMO3H], CEPTUHAO, XaNoNepHao, CyNTONpHa).

-  TPUUMKIHYHH AHTHACIIPECAHTH.

- Hsakxou aHTUMMKpOOHHM NpOAYKTH (HanpuMmep CakKBUHABHp, cCrap(uioKcal{H, HHTpaBeHO3€eH
€PUTPOMHLMH, MCHTAMHUIWH, aHTUMAJIApUHHM NpenapaTi, ocodeHo Xano(aHTpHH).

-  Hsaxou anTnxucramunm (HanpuMep tepdeHaaHH, aCTEMH30J1, MH30JIaCTHH).

- Jlpyru nexapcTea (HanpuMep LM3anpui, HHTpaBeHO3eH BUHKAMHH, OenpHaWI U qudeMaHm).

- Tpsabsa na ysenoMmure Bauiug nekap, ako npuemare Apyru JiekapcTsa, KOUTO MOraT Aa MOHWKAT
HHBaTa Ha KaJIHi B KpbBTa BH (HanpuMep HAKOH AMYypPETHLH, HAKOH JIAKCATHERH H KJIH3MH [BHCOKH
OO3H]| HWIM KOPTHKOCTEPOMAM [MPOTHBOBL3MNAJIMTENHK nckapcTBal, am¢porepHuHH B) wnu na
npHYKHAT 3a0aBeH ChbpAeYeH PHTHBM, ThH KaTO T€ MOXKE Jia MOBMILAT PHCKA OT CEPHO3HH
HapyLleHU HA CbPACYHHA PHTHM MO BPEME HA JICHEHHUE C MOKCH(IOKCALIHH.

- JlekapcTBa, CbLOABpPXKAILM MarHesu WIM adyMuHWA (kaTo aHTHALMAM 3a nOpobneMu C
XPaHOCMHNAHETO), JKENA30, UMHK WIH AWAAHO3MH WIM JICKapCTBa, ChAbpKalKd cykpandar (3a
cToMawsy nMpoOaeMH) MoraT Ja HaMaJlAT ACHCTBRETO Ha MOKcHIIOkcalHH TabneTku. Ilpuemaiire
Bainata rabnerka MoKCcU(daokcalUH 6 yaca nNpean Wik Clell IIPHEM Ha APYroTO JIEKAPCTBO.

- [IpneMbT Ha NeKapcTBa, ChABPAKALUHM aKTHBEH BBIVIEH, M0 €IHO Y CHUIO BpeMe ¢ Epenan Hamanssa
JCHCTBUETO HAa MOKCUNokcauMH. ENHOBPEMEHHOTO MNPHIOXKEHUE Ha TE3H JICKAPCTBA HE CE

npenopbyBsa.




- AKO npHeMaTe JIeKapcTBa 3a pa3pekiaHe Ha KpbBTa (NMEPOPAIHH AHTUKOAryJNaHTH KaTo
BapdapuH), Moxe [ia ce HanoxH BalmaT nekap Aa HabnionaBa BpEMETO 3a ChCHpBaHe Ha KPbBTa

Bu.

EpeJiaH ¢ Xpana, HANHTKH H AJ1K0X0
Epenan moxe na Obae npueMan cbe WM 6e3 xpaHa (BIUTHOYHTENHO MJIEYHH NPOOYKTH).

bpemMeRHOCT, KbpMeHe H PepTHIHTET
AKO cTe OpeMEHHA WIH KBPMHTE, CMATATE, Ye€ MOXe 1a cTe OpeMeHHa WM IUTIaHupaTe OpEeMEeHHOCT,

nochBeTBalTE ce ¢ Bawus nekap unu gapmauest npeay ynorpedara Ha TOBA JIEKAPCTBO.

He npuemaitre EpenaH, ako cte 6peMEeHHA WIH KbPMHTE.
[MpoyuBaHHATa NPH KHUBOTHH HE NOKA3BaT, Ye pepTUNHTETHT BH e 6bA€ HapyLueH OT NpyueMa Ha TOBa

JCKapCTRO.

Mod¢upane n paboTa ¢ MAIINHH
MokcugnokcaliH MOXE Ja NMPUUUHHM 3aMaliBaHe WIM CBETOBBPTEK, MOXKE Ja W3MMWTATE BHE3aMHa,
npexoaHa 3aryba Ha 3peHHeTO WK MOXKe Ja 3aryOuTe Ch3HAHHME 3a KpaTKO BpeMe. AKO UMATE TaKHBA

OIL1aKBaHHA, He WwodHpaiTe U He padoTeTe ¢ MALLHHH.

Epenas cbAbpiKa JJAKT032 MOHOXHIPAT.
Axko Bamuat nekap Bu € ka3pas, 4e UMaTe HENMOHOCUMOCT KbM HAKOH 3axXapH, CBbpKeTe ce ¢ Baiuus

aekap, Mpeau na NpUeMeTe ToBA IEKAPCTBO.
3. Kakx aa npuemate Epenan

BuHaru npuemaiite TOBa JICKapCTBO TOUHO KAakTO BH e ka3an Bawuar nekap. AKo He CTe CUTYpHU B
Hello, nonuTaire Bawus nekap win papMauesr.

[IpenopbunTEnHara 103a 33 Bb3PAaCcTHU € eaHa puiMHpaHa Tabnerka ot 400 mg BeAHBXK IHEBHO.

Epenan Tabnerxu ca 3a nepopanHo npuioxkeHue. Tabnerkara ce npuema usna (3a MacKMpaHe Ha
rOpuYMBHA BKYC) H ¢ MHOTO Te4HOCT. Moxe aa npueMmare Epenad cbe wiu 6e3 xpaHa. Onuraiite ce aa
npHemare Tabnerkara NpUONUIUTENHO IO €AHO K CBHLIO BPEME BCEKH ACH.

Cwoinara no3a Moxe na 6b1e npueMaHa OT NAUHEHTH B CTApYecKa Bb3pPacT, NALHEHTH C HUCKO TENIECHO
TErNI0 WIH nauueHTH ¢ 6u6peunn npobaemm.

[IpoankuTeNnHOCTTa Ha leyeHHeTo ¢ Epenan 3arucH OT TUNa Ha uHpekuuaTa Bu.

OcBeH ako BamuaTt nexkap He BM Kaxke Apyro, Bainetro nedenue tpsabsa na 6bae ¢uc caeanara

NPOAL/LKUTENHOCT:

-  BuesanHo BnoinasaHe {06ocTpAHe) Ha XpOHHYEH OpoHXHT 5-10 aHM.

- Hudekuua Ha Oenure apodoBe (MHEBMOHHKA), OCBEH MPH NHEBMOHMSA, KOATO € 3anoyHajia INpH
SosHHueH npecToH, 10 aHu.

- ObGoctpane Ha MHPeEKLMUs Ha CHHYCHTE (OCThp OaKkTepHaneH CUHYHWT) 7 OHHU.

- Jlekn no yMepeHu HH(pEKLMH Ha )KeHCKHs FOpeH EHHTaNeH TpakT (Ta30Ba Bb3najauTenHa donecr),
BKJIIOYMTENHO HHpekuH Ha danonvesutre TpubM W MHPEKLUMHM HA MYKO3HATa JIMraBHUA Ha
MaTkarta, 14 nHu.

Koraro Epenan ¢puimMupanu TabneTki ce H3NOA3BaT 3a 3aBbPLIBAHE HA Kypca Ha jleueHue, 3aMovHaT ¢
MOKCH(}NoKcauMH HHPY3HOHEH PazTBOP, NPENOPBLUHTENHATA NPOIAB/DKHTENHOCT Ha ynotpeba e:
-  Hudexuns Ha benure gpobore (NnHeBMOBMS ), npuaodbuTa B obulectBoro 7-14 AHM.




[ToBeueTo MALMEHTH ¢ MHEBMOHHA Ca MPEMUHAIM HAa MEpopanHo nedyeHue ¢ EpenaH dunmupaHu
Tabnerky B paMKHTE Ha 4 JHH.

-  Hudexuumn Ha KoXkaTa U MEKHTE TbKaHH 7-21 OHM.

[loBeueTo NManMeHTH ¢ UHPEKLIMY HA KOXKATA U MEKHTE THKaHH ca [PEMHHAIH Ha NMEPOPATHO JCHEHHE

c Epenan ¢punmMupanu TabneTkn B paMKHTE Ha 6 HU.

BaxHO ¢ na 3aBBLPILUMTE Kypca Ha NledyeHue, AOPH aKO 3alovyHeTe Aa ce YYBCTBaTe o-a00pe cnen
HAKOJIKO AHH. AKO clipeTe npueMa Ha EpenaH npexajcHo paHo, HHpeKUMATa B MOXeE 1a He € HaITbJIHO
H3NIEKYBaHZ U MOXKE Ja C€ NMOABU OTHOBO MM CBLCTOSHHETO BH MoOxe na ¢e rnomu. bakrepuwure,
npuYHHABAIK HHPeKLMATA BH, MOXe Aa cTaHAT PEe3UCTEHTHH KbM MOKCH(JIOKCALIHH.

[IpenopbuMTeHATA A03a H NPOAB/DKHTENHOCT Ha iIcUeHHE He Tpa0Ba Aa ce MPEeBUILABAT ( BHXKTE TOUKA
2).

AKO cTe HPpHEJAH NOBEYC OT HeOOXOAAMATA 4032 EPEJIHII
AKO cTe NMPpHEIH NMOBEYC OT IIpCAINIHCAHATa 1034 OT €lHa Tab/eTKka Ha ACH, INOTBPCCTE He3abaBHO
MCAULIHHCKA ITOMOLII. OnuTaiiTe ce 1a B3eMeTe ocTaRallHTe TadNneTKH , OIIAKOBKAaTa HJIA Tain JTUCTOBKaA

¢ Bac, 3a na nokaxkere Ha fiekaps WK ¢apMalieBTa KakBO CT€ NPUETH.

AKO cTe NMpONYCHAJIH A3 npaeMeTe Epenan

AKO cTe MpomycHaj M Aa npueMeTe Tabnerka, TpaOBa Aa 8 nNpMeMeTe BeAHara oM CH CIOMHHUTE Ha
ChliUa eH. AKO HE npHeMere TablieTKaTa B paMKHTE Ha ACHA, nNpueMere obuvaiiHata ao3a (eaHa
Tabnerka) Ha CNCABALIUS NEH.

He B3emaliTe ABOMHA 4034, 3a Ja KOMIEHCHpATe NMPOITYCHATaTa 2034.

AKO He CT¢ CUTYPHH Kak fa MOCTBIINTE, KOHCYATUpaiTe ce ¢ Baluus nekap unu gapMauesT.

AKo cTe cnpean npuema Ha Epeaan
AKO crnipere NMpHEMa Ha TOBA JIEKAPCTBO TBBLPAE paHoO, HHpekUHATa BH MOXe Aa He e HarbIHO
u3nexypaHa. Koncyntupaiite ce ¢ Bauma nekap, ako McKatTe fa cnpere npuema Ha tabneTtku npeau

Kpad Ha Kypca Ha JICUCHHE,

AKO HMaTe HAKAKBH JOMLIIHHTENHH BBIIPOCH, CBbP3aHH ¢ ynorpedara Ha TOBa JIEKapCTBO, NoNuTaiire
Bauins nekap uM ¢papMaLeBT.

4, BL3MOKHHE HEXKEJIAHH PEAKIHE

KaKkTo BCHUKH NeKapCTBa, TOBa JEKAPCTBO MOXKE 1A MPEAH3BHUKA HEXKCNAHH PEAKUMH, BBIPEKH Ye He
BCEKH ' MOMTy4ana.

Hajli-cepHO3HETE HEXKEJANH peaknrn, HaOmMONaBaHM NO BpPEME HA JIEYEHHETO ¢ MOKCHQUIOKCALIKH,

ca n30poeHH No-A0y.

Ako 3abenexure:

-  Heobnuaiino 61p3 chpaeuer puThM (PEIKH HEXKENAHH PEAKLIHH).

- bonka B rbpauTe, K0ATO MOXKE A4 € NPU3HAK HA CEPHO3HA ANE¢PruyHa peakuus, HapeyeHa CHHIpOM
Ha KyHuc¢ (4eCTOoTaTa Ha Ta3sH HEXENaHa peakuus € ,,C HCM3BECTHA YecToTa™).

- Ye u3Beannxk ce nouyscTBate e WiH 3abesexute noxKeaTABaHe Ha O40TO Ha oudMTE, ThbMHA
YPHHE, CBpOek MO KOXKATA, CKJIOHHOCT KbM KbPBEHE WM HapylU€eHHd Ha MHCBITA WIH
OoabpcTBaHe (TOBa MOXKE Aa ca MPH3HALM H CHMITTOMH Ha QyJIMHHAHTHO Bb3NalieHHe Ha YepHHUs
Apo0, MOTEHUHATHO BOJCIIO OO »KMBOTO3acTpallaBallia 4YepHOApoOHa HEAOCTATLUYHOCT (MHOIO
peAKH HeXENaHH peakuMH, HabmoaaBaHu ca aTalHH Clyvau)).

-  CepHo3HM KOXHH 0OpuBH, BKIIOUMTENHO CHHIApOM Ha CTUBBHC-JKOHCBH H T
enUaepMaiHa HEKpou3a. Te MoratT aa ce NposABAT KaTO YePBEHUKABH NETHA, NOAOOHH
WIH KpBIJIM NEeTHa, YeCTO C MeXYpHd B LIEHTbpa, 1O Topca, OeneHe Ha KoXara, 93




rep/loOTO, HOCA, FEHHWTAJIMMTE M OuMTe, W MOrar Aa ObAaT MpeAlleCTBaHH OT Tpecka o
rpunonofobH  CHMITOMH  (MHOrO  peAKH  HEXEJaHH  peakuWd,  MOTEHUHMANHO
KUBOTO3aCTPALLIABALIH ).

- YeppeH, MOCNECT WMPOKO pa3NpoCcTpaHeH 0OpHB ¢ NMOMYTHHH NOA KOXKaTa H MEXYPH, MPHIAPYKEH
OT TpeckKa [IPH 3aMn04BaHE Ha JCHSHUETO (O0CTpa NeHepaH3HPaHa €K3aHTEMATO3Ha NYCTY1032)
(2ecTOTATa Ha Ta3d HeXKeJlaHa peakLiMi € HEU3BECTHA).

- [Iupoxo pasnpocTpaHeH o©OpHB, BHCOKa TENECHa TeMIeparypa, NOBULIEHA HHBAa Ha
YyepHOAPOOHUTE €H3UMH, HAPYLUEHUA HA KPBBTA (€O3MHOODUNHA), YBENHUYEHH THM(PHH BBH3IH H
3aCAraHe Ha APYTrH TEJECHH OPraHu (JIEKapCTBEHA PeaKlMA ¢ €03HHOPHUIHA U CHCTEMHH CHMIITOMH,
KOATO € M3BecTHa ¢blo H Kato DRESS MnM CHHAPOM Ha JIeKapCTBEHA CBPBLXYYBCTBUTEIHOCT)
(4ecToTaTa Ha Ta3H HEXXEIaHa PEaKLMA € HEU3BECTHA).

- CuHpoMm, CBBp3aH ¢ HapyIlIeHO OT/e/ISHe Ha BOJa Y HUCKM HYBa Ha HATPpHH (CHHIAPOM Ha
HeaJeKBaTHa CeKpelivs Ha aHTHAMYPETHYEH XOPMOH) (MHOrO pAaKa HeXXeTaHa peakLimA ).

- 3aryba Ha CB3HaHHE, AWDKALIO €€ Ha CWIHO MOHIKABAHE Ha HHMBATa Ha KPbBHATA 3axap
(XMMoriHkeMu4Ha koMa) (MHOTO pAJKa HEXKeJaHa peakuus). Bu3naneHwe Ha KPbBOHOCHHTE
cb70Be (MPHM3HALIMTE BKJIOYBAT YepBEHH METHA MO KoXarTa, OOMKHOBEHO B AOJHAaTa 4acT Ha
KpaKaTa WiH e(eKTH KaTo OOJIKH B CTABUTE) (MHOTO PEAKH HEKENAHH PEaKLIHH).

- Texka, BHe3anHa TreHEpaIM3MpaHa AaNepruvyHa peaKuus, BKIIOYHTENHO MHOr0 Ppaako
XKHBOTO3ACTpallaBalll [OK (HAMpUMEP 3aTPYAHECHO AUILIAHE, CMajl Ha KPbBHOTO HAJIATaHE, YCKOPEH
nmyJjic) (peAKH HEXeNIaHH peakLiiH).

- OTOK, BKIIOYHTEJIHO OTOK HAa AMXATE/IHWTE IMBTHLLA (PEAKH HEXENIaHH peakLHH, NOTEHUHKAIHO
AKHBOTO3ACTpalllaBalla).

- I'bpuose (peaxkH HEXKeNaHH peaklHH).

-  IIpobnemu, CBbp3aHH ¢ HEPBHATA CHCTEMA KATO OO0NKa, MapeHe, U3TPBIIBAHE, CKOBAHOCT HW/WIH
cJ1ab0oCT B KpalHULMTE (peIKH HEXXEJIAHH PCAKLIMH).

- Jlenpecua (B MHOTO peKH CTY4aH BOACLIA A0 CAaMOHApaHABaHe KaTo CYHLIMAHH HaAMEPEHHA/MUCIIH
WIH OfIMTH 33 caMOYOHHCTBO) (peaKH HeKeNaHH PEaKLIMH ).

- VYMonompaueHue (MOTSHLMANHO BOACIIO JO CAMOHAPAHABAHE KaTO CYMLMIHH HAMEPCHUA/MUCITH
WIM OIIHTH 33 CaMOYOHIiCTBO) (MHOTO PEIKH HEXENaHH PEaKLIHH).

- Texxa pguapHa ¢ KpbB WHIH CiIy3 (CBbp3aH ¢ AHTMOMOTHULM KOJIMT, BIITIOYUTEIHO
NICEBAOMEMOPAHO3€H KOJIMT), KOSTO TIPH MHOTO peAKH oOCTOATeNICTBA MOXE A3 NMPEMHHE B
KHBOTO3aCTPALLABALIO YCIIOKHEHHE (PEAKH HEXKETaHH peakLiuu).

- bonka # oTOK Ha CYXOKMIHATA (TEHAMHHT) (pPEAKH HEXEIAHH peakLHH) WIH CKbCBAHE Ha
CYXOMuIMEe (MHOTO pelKH HEXKeJIaHHU peaKiliK).

- MyckynHa cnabocT, YyBCTBHTENHOCT WK 60/1Ka, 0CODEHO ako B CHILOTO BPEME CE YYBCTBATE
HEPa3NOM0KEHH, HMATe BUCOKA TEMIIEPATYpa WIHM ThbMHA YpHHa. Te Moxe Aa ObaaT npuyHHEHH
oT HeoOHUaeH pa3nan Ha MyCKYJ/MTe, KOeTo MoxXe Ja Obae )KHMBOTO3aCTpalliaBalliO ¥ ga JOBEAE A0
npobnemu ¢ 6pbpeLirre (CLCTOAHHE, HapeueHo pabaoMHONIM3a) (YeCTOTaTa Ha Ta3H HEXENaHa
peaKLH1sa € HEH3BECTHA).

Cupere npHeMa Ha TOBA JIeKAPCTBO H He3abaBHO yBeaoMeTe Bamns nexap, Thil KaTo MOXKeE Aa ce

HYXAa€eTe OT CNeliHA MeANIHHCKA NOMOII.

B gonbiaHeHMe, ako 3adbenexure
- npexoaHa 3aryba Ha 3peHMeTo (MHOTO PEeIKH HEXEJAHH PeaKluH), CBbpkKeTe ce He3abaBHO ¢

O4YeH Jexap.

AKO CTe HMali XMBOTO3acTpalllaBailla HEPHTMH4YHAa CbpAcdHa AeHHOCT (nonuMopdHa KamepHa
taxukapaus, Torsade de Pointes) unu cnupane Ha ChpLETO AOKATO NpUEMATE MOKCHGIOKCALIMH (MHOTO
peIKH HeXKeTaHH peakLWH), KaxkeTe He3abapro Ha Bamusa JlekyBam Jiekap, 9e c¢Te NpHeJH ToBa
NEeKAPCTBO H He Bh300HOBABAjTE JIeIeHHETO,

HaGmionasaHo e BlolllaBaHe HA CHMITTOMHTE Ha MHACTEHHUA IPaBHC B MHOTQ PEAKH ClTyd
Ce CJIydH, He3a0aBHO ce KOHCYJTHpaliTe ¢ Bamna nexap.



Ako cTpanare ot aguaber M 3abenexure, ye KppBHaTa BH 3axap € noBHIUEHA MJIM NOHWXKEHA (pEIKH
WIH MHOTO PEIKH HeXeNaHu peakiiyn), aanpopMupaiite He3abapano Bamnas sexap.

AKO CTe B CTapuecKa Bb3PacCT CbC ChUlecTBYBAIY O6b0peunn npobaeMu u 3adesexxure NOHWKABaHE Ha
KOJTWYECTBOTO OTAEJNEHAa YpHUHA, OTOK Ha XOJWwiara, IJIE3CHHMTE WJIH KpakKara, yMopa, raiese,
CHHJINBOCT, 3aJyX HNH o0bpkBaHe (TOBa MOrar jAa ca IpH3HAUK M CHMINTOMH Ha ObbpeuHa
HEAOCTATBYHOCT, PEAKH HeXKeNaHH peaKkLiuH ), KOHCYATHpaHTe ce He3abaBao ¢ Baman Jexap.

JApyrn nexe/IaHH peaKIHH, KOUTO ca HalMoAaBaHKW MO BPEME Ha JICYEHHETO ¢ MOKCH(IIOKCALIMH, ca
H30poeHH No-A0JTy CIIOPe] YeCTOTaTa UM.
YecTn (Morar aa 3acersar go | va 10 ayumm)

["anene.

HAunapus.

3aMadgHOCT.

CroMmalliHa ¥ KopeMHa 00JiKa.

[TospniiaHe.

['nasoGonue.

[ToBHiICHKHE HA ONpEaEICHH YEPHOAPOOHH €H3MMH B KPBBTA (TPAHCAMUHA3MN).

Hudexkuun, MpHYHHEHH OT pe3UCTEHTHH OakTepuu wiM rbOWYKH, HanpHMEpP OpPAJHU WIH
BarMHaJHH HHQeKUMH, npHuKHeHHu ot Candida.

[Mpomsana B cepaeuHus pureM (EKI) npu nallueHTH ¢ HUCKH HHBA HA KATHH B KPBLBTA.

HeuecTn (Morar aa 3acernar ao |1 #Ha 100 gymm)

O6pue.

Pa3cTpoen cromax (nomo XpaHocMumiaHe/ KUCEJTMHHU).
[IpoMeHu BBB BKyca (B MHOTO PEOKH CTy4ad H 3aryda Ha BKyc).
[TIpobneMH cbe ChHA (MpeauMHO He3ChbHHE).

[loBuiIeHO HUBO Ha ONpPEAENICHH YEPHOAPOOHH €H3MMH B KpbBTa (raMa-riiyTaMHJI-TpaHc(epasa
u/vnH ankanuH ¢ocdarasa).

[Tonnxen Opoii onpeaeneny OeM KPLBHH KIETKH (JIEBKOLIUTH, HEYTPOHIN).

3anek.

Copbex.

YcemaHe 3a 3aMaiBaHe (CBETOBbPTEK WIH NAJaHe).

CBHIIHBOCT.

OtaensHe Ha rasobe.

[IpoMsana B cepaeunus putoeM (EKI).

YepeneHa 4epHoapoOHa (QYHKUHS (BKJIIOYMTESIHO MOBHULIEHWE HA HHBaTa Ha oOIpeAeneH
yepHoapobeH eH3uM B KpbpeTa (LDH)).

HamaneH aneTuT ¥ nNpHeM Ha XpaHa.

[ToHnkeH Opoi Ha OeTuTe KPBBHH KIETKH.

bonku kato Honku B repda, repaUTe, Ta3a U KpaHHULIUTE.

[TosuiieHHe Ha Opoa Ha onpeaeneHd KPbBHH KIETKH, HeoOX0UMH 3a ChCUPBAHETO HA KPBLBTA.
HanotsaBane.

[TosuineH 6poii cnenpanu3npaHu 6enu KPbBHH KIETKH (€03HHOQUNUA).
TpeBOXKHOCT.

Obw0 HepasnoaokeHHe (MpeAUMHO ¢nadoCT UK yMOopa).

Tpenepene.

Cragna fonka.

Cupuebuene.

HepaBHOMEPEH H YCKOPEH CHpAEUYEH PHTHM.

3aTpyAHEHO AHLIAHE, BKJIIOYMTEIHO aCTMATHYHH ChCTOAHMA.
[loBHileHHE HAa HUBATA HA ONpeAeNieH XpaHOCMUIATENEH €H3UM B KpbBTa (amMusiasa).




- besnokoicTBo/BB30YAA.

-  YcemaHe 3a U3TPbNBaHe (MITIHYKHM) WHIH CKOBAHOCT.

- YpTukapHi.

- PaswmpsBaHe Ha KpbBOHOCHHTE CbIOBE.

-  ObbpkBaHe ¥ Ac30pHEHTALMA.

- TloHukeHHe Ha cneUUANHHA KPhBHH KICTKH, HEOOXO0AMMH 3a ChbCHPBAHETO Ha KPbBTA.
- Hapywenus B 3peHHETO, BKIIOUHUTENHO ABOHHO H 3aMBIJICHO BIXKAAHE.
- TloHKEHO CHCHpPBAHE HA KPHBTA.

- IloBuiieHH HMBA Ha JIMMTUAKUTE B KPbBTA (MAa3HUHH),

- TlonwxkeH 6poi Ha YepBeHUTE KPBBHH KIIETKH.

- MyckynHu 605ku.

- AnepruuHa peakuus.

- TloBuuieHHe Ha HUBaTa Ha OUNUPYOHH B KPBBTA.

- Bmw3nanenue Ha cToMaxa.

- Ob6e3ponHsABaHE.

- Texkmn HapyIlIEHUS Ha CbPACYHHS PHUTHM.

- Cyxa koxa.

- Hecrabunua creHokapaus.

Penxu (Morar aa 3acerHat a0 1 Ha 1 000 pyuiu)

-  HoTpenBaHe Ha MYCKYJIHTE.

-  MyckynHH KpaMmIu.

-  XamoLMHaLUH.

- Bucoko KpbBHO Handrase.

- Orok (Ha pbiieTe, Kpakara, rfe3eHHTe, YCTHHUTE, YCTATa, MbploTo).

-  Hwncko xpbBHO Hansraxe.

- VYppexxpaHe Ha ObOpeuure (BKIIOUMTENHO MOBHUIEHHE Ha peE3yJTATHUTE OT CHNELMAIHH
nabopaTopHu U3cneaABaHKUa Ha OBLOpELUTE KAaTO ypes U KPEaTHHHH).

-  Bwn3nanenue Ha yepHHs apod.

- Bw3nanenue Ha ycTaTa.

-  3BBHTEHe/ WYM B YUIHTE.

-  JXXbnreHuua (MOXLATABAHE Ha OANOTO HA OUMTE WITH KOXKATA).

- HapylueHue Ha KOXKHAaTa YYBCTBUTEJIHOCT.

-  Heobwnuaiinu cuHULIA.

- Hapyluena KOHUSHTpaLMS.

- 3arpyAHEHO NMpernbLate.

- [IpoMeHn B 0O0OHAHHETO {BINTHOUUTENHO 3aryba Ha 0OOHAHHE).

- Hapywen 6anaHc u noma koopAMHalLua (TIopaay 3aMaiBaHe).

- YacTHyHa UM TOTANHa 3aryba Ha namer.

- Hapywenne Ha cnyxa, BILIIOMMTENHO rimyxorta (oOu4aitHo oOpaTHMma).

- JloBHileHM HHBA Ha NHKOYHA KHCENHHA B KPbBTA.

-  EmoumoBanHa HecTabWIHOCT.

- YBpeaeH roeop.

- Ilpunagsim,

-  Myckynna cnabocr.

Mnuoro peaxkn (MoraT aa 3acersar ao 1 Ha 10 000 aywn)
- Bwp3nanenMe Ha cTaByTe.

-  HeofuuaeH cohpaeveH pUTHM.

- [loBMlleHa KOXHA YYBCTBHUTEJIHOCT.

- Ycewane 3a oTAensHe ot cedbe cu.

- YCKOpeHO KpbBOCHCHPBaHE.

-  MycKynHa pUrMaHOCT.

10




- 3Ha4yMTeNHO NOHWXXEeHHE Ha HUBATA HA OMpEHENcHH OeNi KPBEBHH KIETKH (arpaHyJoLMTO3a).
-  CunHo HamaneHHe Ha Opos Ha uepBeHHTe M OelIuTe KPLBHH KJIETKH B Ha TpPOMOOLIUTHTE

(MaHUXATONCHHA ).

C HeH3BeCTHA T€CTOTA (OT HAAMYHWTE JaHHH HE MOXE Za Obae HanmpaBeHa OLCHKA)

- [ToBHilIeHA YYBCTBHTEIHOCT Ha KOXKATA KbM CITbHYEBA CBETAMHa WX YB N1buM (BiKTE CHINO
Toyka 2 ,, [IpexynpexaeHus U npeana3sHd MEPKH™).

- Pa3ko pasrpaHHyeHH, €pHTEMATO3HHW MNakH Chc/6e3 obpasyBaHe Ha MeXypH, KOMTO c€
pPa3sBHBAT B PAMKMTE Ha YacCOBE CJIE] MTPUIOKEHHETO HA MOKCHGIOKCALIMH H 3a3APaBaBaAT C OCTATbYHA
XMIIEPIMIMEHTALMSA ¢l Bb3naieHHeTo. OOHKHOBEHO C€ NOABABAT OTHOBO HA €IHO U ChLUO MACTO Ha
KOXAaTa WIH JIMTABHLIATA NPH NMOCIEABAILO MPHIaraHe Ha MOKCH(QJIOKCALIHH.

- Bonka B repauTe, KOSTO MOXE Aa € MPH3HAK HA CEPHO3HA ajlepriyHa peakiMi, Hape4yeHa

Cunapom Ha KyHuc.

OcBeH ToBa ca cbOoOLIABAHY MHOIrO PelKH CIIY4aH Ha CICOHUTE HEXKEJIAHH PEaKLHH Clieq JIEYEHHE C

JAPYFrH XWHOJIOHOBH AHTHOMOTHMLM, KOMTO BEpPOATHO MOKEe fAa ce MOABAT MO BpeMe Ha JICYECHHE C

MOKCH(TOKCALIMH:

- IloBHLIEHO HANAraHe B Yepena (CHMITTOMUTE BKNIOYBAT rf1aBobonue, 3pHTeNIHH npodiieMH,
BKJIIOUMTENHO 3aMBbIJIEHO 3peHHe, ,,CNIeNU" NeTHa, ABOHHO BibKAAHE, 3aryba Ha 3peHue).

- IloBMilieHH HHBa Ha HATPUH B KPBHBTA.

- TloBHilleHH HUBA Ha KaNLUH B KPHBTA.

-  Cpeunduryno noHWKeHHe Ha 6posA Ha YEPBEHUTE KPBBHM KJIETKH (XEMOJIHTHYHE AHEMHA ).

MHoro peaky cy4a Ha NpoaBb/KABALLH ABJIrO BpeMe (10 MECEM WK FOAWHN ) WIIH TpaiHH HexXelaHH
NIEKaApCTBEHH PEAaKLIHH, KaTO Bb3lIaliCcHHE Ha CYXOXHIIHE, pasKbCBaHE HA CYXOXKMIHE, 00JIKA B CTABHUTE,
bonka B KpaHHHUHMTE, TPYAHOCT NPH XOAcHe, HeOOMUalHH ycellaHWsa KaTo OolkaHe, MpaBYy4KaHe,
rpAeJIHYKaHe, ycellaHe 3a MapeHe, M3TpbnBaHe waM Oonka (HEBponaTHA), yMOpa, HapylleHHE Ha
naMeTTa H KOHUEHTpauuaATa, edekTH BbPXY MNCHMXMHMHOTO 37pape (KOMTO MOrat na BKJIKOYBAT
HapYLUEHHA Ha CbHA, TPEBOKHOCT, MAHHYECKH aTAKH, ACTIPECHA H MHCIIH 3a CaMOYOHHCTBO), KAKTO H
YBpeKJaHe Ha CIyXa, 3peHHeTO, BKyca H OOOHAHHETO Ce CBBP3BAT C MPWIOKEHHETO HAa aHTHOHOTHLIM,
ChAbPHKALIM XHMHOJIOHH K (PJIYOPOXHHOJIOHH, B HAKOH CYYaH HE3aBUCHMO OT BEUY¢ ChIUCCTBYBAILIUTE

PUCKOBH (PaKTOPH.

[Tpu naiMeHTH, NpHeMallH (IYOPOXHHONIOHH, ¢a ¢hOOLUEHH CAy4YaHd Ha pa3llHpABaHe H oTciabBaHe
Ha aOpTHATA CTCHA MJIM oOpasyBaHe Ha MyKHATHHA B aOpTHAaTa cTeHa (aHEBPU3MH M JHUCEKALHH ), KOKTO
MOJKE [1a C€ Pa3KhCa KaTO TOBA MOXKE Aa € GaTaIHO, KAKTO H CIIy4aH Ha MPOJIanc Ha ChpAEHHHTE KIIAIH,

BikTe ¢BbILIO TOUKA 2.

Cro0maBaHe HA HEXKEIAHH PEAKIHM

AKO MONY4YHTE HEXENaHH JICKApPCTBEHH peakind, ysenoMmere Bawmsa nekap wnn ¢dapmaueBt. Tosa
BIUTIOYBA BCHYKH BB3MOXKHH HEOMMCAHHM B Ta3W JIMCTOBKA HEXKEIAaHM peakumu. Moxere cblio Aa
ChOOLABATE HEXKEAAHN peaKLIMH JHPEKTHO 4YPe3 HAUMOHAIHATA CHCTEMA 34 CboOILaBaHe:
H3mbpaHUTEIHA areHUMA NO JIeKapcTBaTa

yn. ,,JdamsaH I'pyes” Ne 8

1303 Cogus

Ten.: +359 28903417

yebcaiiT: www.bda.bg
Karo cpobumaBare HexenaHH peaklWd MOXXETE Oa JaJETe CBOA NPHHOC 3a MNOJMy4YaBaHE Ha MNOBEYe

HHPOopMaLMs OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKapCTBO.
5. Kak aa coxpanspate Epenan

Jla ce cbXpaHfBa Ha MACTO, HEAOCTHIHO 3a Aeua.
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He u3nonsBaiite TOBa NeKapCcTBO ClIed CpOKa HA FOAHOCT, oTOeNns3aH BbPXY KapTOHEHATa ONakKoOBKa
cnea ,JoneH 70:“. CpoxbT Ha rOAHOCT OTroBaps Ha MOCIEAHUA AEH OT MOCOYCHHUSE MECEH.

ToBa neKapcTBRO HE U3HCKBA CIIELMANIHH YCIIOBHA Ha ChXpaHEHHeE.

He usxempnsiiTe nekapcTeara B KAHAJIM3ALUATA HIIM B KOHTEHHepa 3a AoMallHy oTnaabsuy. [lonuraifre
Bamna ¢dapmanieBT Kak na H3XBLPJATE JICKApCTBaTa, KOMTO Be4Ye HE HM3MON3BaTe. Te€3M MEpKH Lue
CMOMOrHAT 3a Olla3BaHE Ha OKOJIHATA Cpeaa.

6. CoabpxaHHe HA ONAKOBKATA H AONBJIHATEIHA HAQOPMANNST

Kakpo cbabppixa Epeaan

-  AKTHBHOTO BelLIeCTBO € MOKCH¢nokcauuH. Bcska ¢unmupaHa Ttabnerka cbabpxka 400 mg
MOKCH(AOKCALMH (KaTO XMAPOXNOpU).

- JIpyrute cbcTaBKHM ca: sApo Ha TabneTkara — MHUKpOKpUcTanHa uemynosa (E 460), nakrosa
moHoxuapat 230, kpockapmenosa Harpud (E 468), marHesues creapar (E 470b),; ¢unmoso
nokputHe — xunpomenosa (E 464), makporon (E 1521), Turasos anokcun (171), yepBeH xkeneseH
okcua (E172).

Kax nariiexaa EpeiaH B KAKBO CbAbPXKAa ONAKOBKATA
UepBeHH, OBAJIHH, ABOMHOW3ITHKHANH PHIMHpPaHH TabneTkH ¢ penedHo obo3Hayenue ,MC™ H pasmepu

Ha aaporto 17,6 mm x 8 mm.
Tabnerxure ca onaxkoBaHd B Al/Al 6amcrepu. OnakoBku, ¢wpaspxaiu 5, 7, 10, 50, 70, 80 u 100

TabIeTKH.
He BcHuky BHAOBE OMAKOBKH Morat Aa ObaaT mycHaTtu B npogaxda.

IIpaTexkaTes HA pa3pemeHneTo 32 ynorpeba
Medochemie Ltd, Konstantinoupoleos 1-10, 3011 Limassol, Kumsp

IIpon3BoanTeN
Medochemie Ltd, Konstantinoupoleos 1-10, 3011 Limassol, Knmsp

3a JONBJIHHTENHA HH[l)OpMauHH OTHOCHO TOBa JE€KAPCTBO, MOJIA, CBBHPKECTE €€ C JIOKANHHA
NpECACTABHUTEIl HA NMPHUTCXKATC1A Ha Pa3pCliCHHUCTO 3a ynm*peﬁa.

JaTa Ha MocaeqHO NPEPA3IAeKAaAHe HA JHCTOBKATA: Mai 2026.
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