JJUCTOBKA



JlacroBka: AHgopManus 3a NaNHAEATA

Amapuaron S0 mg TBbPAH KANCYJIH ¢ YALJIXKEHO OCBO00KAZBAHE
Amarhyton 50 mg prolonged-release capsules, hard

(dhNeKanHHOB aneTar
(flecainide acetate)

IIpoyeTeTe BRAHMATENHO ANATA JACTOBKA, NPEAH A 3aH0YHETE A2 IPHEMATE TOBA JEKAPCTRO.

- 3anaseTe Ta3d JTMCTOBKA. MoKe [1a Ce HAJIOXH JIa i NPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH JOMTBIHATEIHH BEIPOCH, MONMHTAliTe Baius nekap HitH papManeBT.:

- Tora nekapcTBO € NpeANUCaHo JHYHO Ha Bac. He ro npeorcTbnBaiite Ha Jpyrd xopa. To Moxke
Ja AM HaBpe[H, He3aBHCHMO Ye MPH3HALUTE Ha TAXHOTO 32001BaHE Ca CBhILHTE KaTo BalnTe.

- AKO NOJyuUTe HIKAKBU HEXXENIaHH JIEKAPCTBCHM PEaKLiH, yBeaoMeTe Baluus nexap uin
¢apmanesr. ToBa BkNOYBa H BCUYKU Bb3MOXKHU HEKENAHH PEaKl|uH, HEOTTHCAHH B Ta3u

JTUCTOBKA. BkTe Touka 4.
ANBAHUTEAHA ATEHLUA MO NEKAPCTBATA
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1. Kakgo npeacTaBasBa AMAPHTOH TRbPAH KAICY/IH ¢ YIBLJKEHO 0CBOOOKIABAHE H 32

KAKBG CE H3HON3BA

AMapHTOH TBBPAH KalCYJIH ¢ YABKEHO 0CBOO0XAaBaHe NPUHALICKH KbM IPpyIara JeKapcTea,

KOHTO AeHiCTBAT Cpelly ChpAcYHATa apHTMHEA (NMO3HATH KaTO AHTHAPHTMHYHH).
Tol moTHCKa NpOBOJUMOCTTAa HA CTHMYJIA B CHPLIETO M yAbJDKAaBa BPEMETO HA CBPLETO B MOKOH, KaTo
Kapa CbpLETO OTHOBO [a NOMIIa HOPMaJlHO.

AMapHTOH TRBPAM KaICYJIH C YABMKEHO 0CBOOOXKIaBaHe Ce H3MOI3Ba:

- 3a OTpeJieNIeHH CEPHO3HH ChPAEYHH APHTMHH, CBBP3aHH ChC CHIIHO ChplieOHEHE HITH

| TaxWKapAHs, KOraTo APYTOTO JISYEHHE Ce € 0Ka3ano HeeeKTHBHO.

- 3a CEPHO3HH KaAMEPHH apHTMHH, KOHTO HE CE NIORJIMABAT OT JIEYE€HUE C APYTH JICKApCTBA HIIH
KOTaTo APYTHTE JeUCHHS HE ¢a NOAXOIAILH,

- 334 CEPUO3HH NPEeNCHPAHH aPUTMHH IO [IpeleHKa Ha CMICHHANUCT, KOTATO APYIro JICUCHUE He €
e(heKTHBHO.

2. Kaxgo Tpa0Ba na 35aeTe, npeaH Aa npuemere AMapaToH 50 mg TBLpAH KANCYJIH ¢
YABJKEHO 0cBOOOKIABARE

He npuemalite AMapuTOH, TBEP/M KANCYIH ¢ YIBDKEHO OCBOOOXKJaBaHE:

- aKQ CTC aJIEPrHUHH KbM (PJIEKAHHKA aLeTaT HJIH KbM HAKOA OT OCTaHAMUTE ChCTABKH HA TOBA
JICKApCcTBO (M30pOeHH B TOYKA 6).

- aKo CTpajare ot Apyra OoJIeCT Ha ChPUETO, pa3iu4Ha oT DoJIecTTa, 3a KOATO NPHEMare ToBa
JIEKapcTBO. AKO HE CTe CHIYpHH WiH ako Bu Tpabsa ponbaHuTensHa uHpopManus,
KOHCYJITHpaliTe ce ¢ Baiung nekap uin dapMalesT.

- aKo cTpajiate oT CHHApoMa Ha bpyrana (reHeTHuna 60JI€CT Ha CBPLETO).

Hpeaynpexaenna n npeina3sHu MEPKHA



['oBopete c Bauiug nekap, mpeau aa npuemare AMapHTOH.

- aKo CTpazaTe OT HaMaleHa 4epHOAPoOHa GyHKIHA B/HITH HaMaieHa Os0peuna QyHKUHMSA, Thi
KaTO KOHLUCHTpaluATa HAa AMapHTOH B KPbBTa MOXE Ja ce NoBHInu. B To3H ciayvail Bamuar
JEKApP MOXKeE PEIOBHO J1a IIpoBEPsABa KOHIEHTpAaIMATa HA AMApUTOH B KPBbBTa BH.

- aK0 CTE Bb3PACTEH, ThH KaT0 KOHUCHTPALNATa HAa AMAPHTOH B KPBBTa MOXKE d C€ ITOBHUILH,

- aKO0 MMATe [IOCTOSHEH NEeHCMeKhp WK BpEMEHHH TeiC eNeKTPOIH,

- aKo CTE CTpafalid OT ChPASYHA apPUTMHUSA CJie]l ONepalus Ha ChpLeTo,

- aKo CTpajiaTe OT Texka Opanukapaua WaM SCHO H3pa3eHO HUCKO KpBEBHO Hajlarane. Tesn
ChCTOAHUSA TpAOBa Aa ObAAT KOPUTHpPAHH, MPEIH JIa H3MOA3BATe AMAPHUTOH TBHPIH KAICYJIH C
YIBJDKEHO OCBOOOKAABAHE,

- aKo cTe IIPEKUBENH HH(PAPKT Ha MHOKap/a.

[10-HHCKOTO HIIH NO-BHCOKOTO PABHHUILE HA KAJIMid B KPBBTA MOXKE J1a IIOBJIKAC Ha AeHCTBHETO HA

AMapHTOH TBBPJM Kancyiu ¢ yabxkeno oceoboxiagane. JluypeTHuuTe, MEAHKAMEHTHTE, KOHTO

CTHMYJIMPAT YPEBHATA MEPHCTAITHKA (JIAKCATHBHHTE JIEKAPCTBA) H KOPTHKOCTEPOHIHHTE XOPMOHH

(KOPTHKOCTEPOHAH) MOKE Aa HAMANAT PAaBHHIICTO HA Kajiui B KpbBTa. B To3u ciydali BalnusaT nekap

MOJXK€E Ja H3CNIeIBa KOJIHYSCTBOTO Kanuit B KpuBTa BH.

Hena noa 12 ronnHn

AMapHTOH TRBPAH KaNcCyJH ¢ YIb/KEHO 0CBOOOXKAaBaHe He € ofoOpeH 3a ynotpeda npu Jena mog, 12
roJHILIHA Bb3pacT, BLIPEKH TOBA ce ChOOIIaBa 3a TOKCHYHOCT Ha (PieKayHy IIpH JCUCHHE Ha JICHa,
KOHTO Ca HaMaJIH/IH NpHeMa Ha MAKO0, KaKTo H NPH KbpPMAYeTa, YHITO OHETA € NPEMHHAIIA OT MIIIKO
Ha JSKCTPO3HH MPOLYKTH.

JApyra jJjexkapcersa H AMapuTOH, TBLPAH KaNCYJH ¢ YIBIKEHO 0CBOGOKIABAHE,

AKO npueMarte OnpeacicHH JPYTH JIEKapCcTBa 3aeIHO ¢ AMApHTOH TBBP/H KalCyJH ¢ YABDKCHO
0cBODOKAaBaHE, IEKAPCTBATA MOHIKOTa MOXKE B3aMMHO J1a NOBIHAAT Ha HauKHA HA ACHCTBHETO CH
H/HIA CTPaHWYHOTO CH JielicTBHE (T.€. MOXKE J1a HMa B3auMO/IciiCTBHE).

BianmoaelCTBHs MOXE Ja ¢€ [IOABAT KOTaTo H3MON3BaTe TOBA IEKapCTBO, HAPHMED 3a€THO ChC!

- JWTOKCHH (JIEKAPCTBO 3a CTHMYJIMpaHe Ha CHPIETC); AMAPUTCH TRBPAH KANICYIH C YIBIKEHO
0CcBOOOAJaBAHE MOXKE /1a TOBHINAT HHBOTO Ha IHMMOKCHH B KpbBTa BH;

- NEeKapcTBa, KOUTO peAyLUpaT noMinenara QyHKiiHa Ha CBHPIIETO, KaTo OeTa BI0KepH;

- oTIpe/ICNICHH JICKAapCTRa cpeuly enunencus (Hanp. GeHuTouH, penobapbutan U kapbaMasenuH):
pasrpaXxaaHeTo Ha AMapPUTOH MOJKe A4 Obe YCKOPEHC OT TE3H CyOCTAHUHH,

- LAMETHANH (aHTALMA); MOXKe Aa YCUIH ACHCTBHETO HA AMApHTOH TBEPAM KalCyH ¢
YIOBIDKEHO OCBOOOXKAaBaHe;

- aMHOIAPOH (3a ChbpIAeYHY 3a0onaBaHHA); [03aTa Ha AMapUTOH TpadOBa Aa 6bae HaMalleHa TpH
HAKOHW NAlIUEHTH;

- neKapcTBarta cpelry aenpecus (mapokceTHH, GayoKCeTHH M HAKOM JIPYTH aHTHACTIPECAHTH);

- KJIO3aMHH (JICKApCTBO, U3MOJI3BAHO 32 IEHEHHETO HA LIU30QpeHnd);

- MH30JIACTHH, aCTEMH30JI U TepdeHaanH (JISKapCTRa CpeLly aJISPriH);

- XHHUH H XanodaHTpHH (ekapcTBa Cpelly Manaphs);

- BEpanaMui (3a HaManABaHe HA KPbBHOTO HAJIATAHE);

- XMHUJIHH (AHTHAPHTMHYHO JIEKAPCTBO);

- nexapctra 3a JedeHuero Ha CITMH undexiun (pHTOHARHD, JOMHHABHP W MHIHHABHD),

- THA3UH ¥ OPHMKOBHTE JHYPETHIIH;

- AU30NHpaMH] (RHTHAPHTMHYHO JIGKApCTBO); HE MpHEMaliTe AMapHTOH KallCyJIH ¢ YABIXEHO
ocBODOXKaBaHE, aKO CHLUIO TaKa M3NOJI3BATE AU3ONHPaME;

- TepOHHadHH (3a IeYeHNHe Ha FrEOMYHH HHQEKIHK);

- OynponHOH (1eKapCTBO Cpelly TIOTHOHOMYLIEHETO).

HudopMupaiite Bamns sekap unm dapMarieBsT, ako npHeMare, HaCKOpo ¢Te MpHEMaJIH
Bbh3MOXKHO [1a IPUEMETE JPYTH JISKAPCTBa.

AMApPHTOH TBBLPAH KANCYJH ¢ YIBMKEHO 0¢BO00KIaBAHE ¢ XPaHa, HAMMTKH H A1



AMapHTOH TBBP/H KaNCylH ¢ YIBIDKEHO 0cBoOOXKAapaHe Tp40OBa Aa ce IpHEMAT Ha NIpa3€H CTOMax
HITH TIOHE SIHH YHac NpeAH XpaHeSHe.

MIeuHM NpoAYKTH (MJISKO, CYXO MIISKO H €BEHTYAIHO KHCEI0 MIAKC) MOTaT Aa HaMalsAT
abcopOumiara Ha QreKaMHHI IIPH JeLa H KbpMadeTa. AMapHTOH TEBPAM KaNCYIH C YAB/DKEHO
ocBobokzaBane He € o/00peH 3a ynotpeba npu aena nox 12 ropumiya ep3pact. Chobiasa ce 3a
TOKCHUHOCT Ha (iekauHHA OpH NeUYeHAE Ha Jela, KOUTO ¢a HAMATUIIH IIpHEMa Ha MJIAKO, K&KTO U NPH
KbpMaueTa, YHATO IUETA € PEMHHEANA OT MIIAKO Ha ACKCTPO3HH MPOAYKTH.

bpeMeHHOCT, KbpMEHE H PEepPTHIHRTET

[To BpeMe Ha GpeMeHHOCT AMAPHTOH TEBPAM KAICYIH C YBKEHO 0cBOGOXKAaBaHe Tpsa6sa 1a ce
H3MI0I3BAT €WHCTBEHO aKO MOJI3UTE HAJAENABAT HAJ| PUCKOBETe, Thil KaTo € Ouil0 NOKa3aHo, e
AMapHTOH IpPEMHUHABA NIPe3 IVIALIeHTATa IIPH [TAMeHTH, KOHTO NpHeMaT QUIekauHH] aleTaT o Bpeme
Ha OPEMEHHOCT. AKO AMAPHTOH TBBPAH KallCY/H C YIBJDKEHO OCBOOOKIABAHE C€ H3IO3BAT 110
BpeMe Ha OpeMEeHHOCT, HHBOTO Ha (UieKaWHN] aleTaT B Ia3MaTa Ha MaHKkaTa Tpa0Ba MOCTOAHHO Aa
ce KoaTpoaupa. Tpadpa Ja yeenoMuTe Bamus nexap BefiHara oM 3anogo3pere, 4€ cTe OpeMeHHa,
HJIH aKO IUIAHUPATE A UMaTe Jera.

OrnexkanHUA c€ €KCKpeTHPa B KbPMAaTa Ha MalKaTta. AMapUTOH TBLPAY KaICYJiM ¢ Y IBIDKEHO
ocBOOOXKIaRaHe TPsAOBa Aa ce H3MOA3BAT MO BPEME HA KbPMEHETO CAWHCTBEHO aKo MTOJIZHTC
HaIACNABAT HAJl PUCKOBETE,

AKO cTe OpeMEHHA HITH KbPMHTE, CMATaTe, Ye cTe OpeMeHHa WK IUTaHupare fa umate 0ebe,
nmonyTaiite Bawua nexap wiM ¢gapMaLeBT 3a ChHBET Npe/iH 1a NpHeMaTe TOBa 1EKapCTRO.

Hlojapane 7 padoTa ¢ MAIIHAH

AKO cTpazare OT CTPAHUYHH PEaKLHH KaTO CBETOBLPTENK, Pa3ABOsIBAHE HIIH 3aMBIVIMBaHE HA
3PEHHETO HJTH aKO MMATe CBETOBBPTEXK, 3HAUU CrlocoOHOCTTa BH 1a pearMpare MoXe Ja € HaMajleHa.
ToBa Moxke 1a Ob4¢ OnacHo B CUTYALMH, KOUTO H3UCKBAT KOHIIEHTPalUUs H BHHMaHHE, KaTo
Lo(KpaHe, H3NOI3BAaHE HA OMACHH MalllHHU MJM paboTa Ha BHCOKU MeCTa. AKO HE CTE€ CHTYPHH JajH
AMapUTOH TBBPIH KANICYIH € YIBIBKEHO 0CBOOOKAABAHE UMAT OTPHLIATENIEH ePEKT BBPXY
crnocobHoCTTa BU Ja mwoduparte, obcbaere ToBa ¢ ieKaps CH.

3. Kak na npaeMaTte AMaApHTOH TBLPIH KANCYJH ¢ YAbJIKEHO OCBODOKIaBAHE

Bunaru nmpuemMaiite ToBa ekapcTBO TOYHO KakTo BH e ka3zan Baummsar nekap. AKo He CT¢ CHTYPHH B
HEWo, nonuTaiTe Bainus nekap M ¢apmaneBt!

Jexapsar Bu me Bu w3nnme nepconanna nosa, npurozaesa 3a Bamoro cbcrognne. Jleuennero ¢
AMapHUTOH TBBPAH KAlCyJIH ¢ YABDKEHO 0CBOO0K1aBaHe HOPMAITHO C€ 3aM04Ba Mo/, JIEKapCcKo
Habmopenne (ako ¢ HeobxoauMo — B 6onHuna). CTporo cieaBaiite cbBeTa Ha Jiekaps Bu koraro
npreMaTe AMapUTOH TBBPAH KaNCYIH ¢ yABLKEHO 0CBOOOKIaBaHe. AKO HE CTE CHTYpPHH Ce
o0BbpHETE KM Bawug nekap uinu apMaliesT.

Kora H Kak Ja ce IpHEMAT KanCYIIHTE

[TpueMeTe Kancyaara KaTo A [IBTHETE ¢ A0CTATHUHO KOJHUECTBO TEYHOCT {HANpHMED BOJA).
OO6HKHOBEHO JHEBHATA J03a CE IPHEMA pa3jelieHa Npe3 AcHA, Ha MaJIcH CTOMAaxX WM MOHE €ANH 4ac
MpeAu XpaHCHeE.

Obmara 1032 € caMo 3a HACOYBAHE H € KaKTO Cle/Ba; e
obuuaiiHaTa HadanHa qo3a e Mexay 100 mg u 200 mg. Jlozata Moxe na 6b1€ yBETHY
Bu no maxcumym 400 mg Ha aeH. '

Ilo-ev3pacmuu nayuenmu



JlexapsaTt Moxe na Bu npennume no-maika aosa. Jlosara 3a Bp3pacTHH NALHEHTH HE TpAOBa Ja
HaaBHInasa 300 mg Ha AeH.

llayuenmu c Hamanena O6vOpeyna wiu yeprHodpobna Qyvukyus
Jekapat Mmoxe Ja Bu npeanuine nmo-HUcKa 103a.

ITayuenmu ¢ nocmosHen neiucMeuxsvp
JHeBHaTa J03a He TpaOBa Aa Haaxeepaa 200 mg Ha JeH.

Hayuenmu, xoumo eOHOBPEMEHHO CA AEKVBANU C YUMEMUOUH (TEKAPCMEO CPety CTOMAuinY
bonecmu) unu amMueOapor (IEKapcmeo cpetyy CoPOCUHA GPUMMUA)

JlexkapdT penoBHO llie MpocieasBa ChCTOTHHETO BH M Npy HAKOH maiMeHTH e Ob1e H3MHCAHA Mo~
HHCKA J03a.

[lo Bpeme na neuernero Bu ekapaT peAOBHO Lie onpeaena HHBOTO Ha QUieKauHK alleTaT B KPbBTa
Bw 1 we Bu 61ae nanparena enexrpokapasorpaMa (EKT). TTpocta EKI tpsa6Ba na ce npaBH BeIHBX
Ha Mecell 1 no-pasiurpena EKI™ BeAHbx Ha Tpu Mecena. B Ha4amoTo Ha JISYEHHETO H NIPH
MoBUINABaHe Ha fgo3ata ce npaBu EKI" Ha Bcexu 2 no 4 aun.

[Tpu nauueHTHTE, KOUTO IPHEMAT MO-MAJIKU A03H OT 00MyaiiHo npenucanute, EKI Tpsadsa na ce
mpaeH no-vecto. Jlekapar Bu moxe na peryaupa no3ute Bu Ha uTepsan ot 6 no 8 nuun. Ha 2-para u
3-aTa ceMHUIA CJIE/ 3arI0UBaHE HA JIEYEHHUETO NPH TE3H NanueHTH me Obae HanpaseHa EKT,

Ynorpeba npu gena
Te3n kancynn He TpaOBa Ja ce mpueMar oT Aenia noj 12 roJWHH.

AKO CTe npHeaHd NOBeve 0T Heo0X0ANMATA 1032 AMAPHTOH TRLPAH KAINICY/IH C YABJDKEHO
OCBODOKAABAHE
AKo nofiosupare CBpbxa03a, TPAOBa BeJHara Ja YBEJIOMHTE JICKaps CH.

AXo0 CTe MpoIyCHAJIH a2 NpHeMeTe AMAPATOH TBHLPAH KANCYJIH ¢ YILLKEHO OCBODOKIABAHE
[Tpuemete mosata, korato pasbepeTe, 4e cre 3a6paBHIH Aa 1 IPHEMETE, OCBEH aKko cTe pasOpaiH 3a
TOBA, KOI'aToO MOYTH € JIOLILTIO BpeME 3a NMpHeMaHe Ha ciepaiilara Bu noza. B mocieaHns ciryvai He
TpaA6Ba Na mpueMare 103ara, KOATO cTe 3a0pasHId AOMBAHMTEIHO, a TpA0Ba Aa MPONBIKHTE A
cra3Bare cxeMara cu. BaxkHo e kancynure Ja ce npuemar no cxema. KoHcynTapaiTe ce ¢ JeKaps CH
aKo UMAaTe CLMHEHUA.

He npuemalitTe npoiina fo03a, 3a Aa HapakcaTe 3a0paBeHa Kancyna,

AKO CTe CIpeJiH NPHEMAa HA AMAPHTOH TBHPAH KAINCYJH ¢ YALIKEHO 0CBODOXK/aBaHe
AKO BHE3aNHO MMpecTaHeTe /1a IPHeMaTe AMAapHTOH TEBPIH Kalcyii ¢ yAbKEHO 0CBOOOKaBane
HAMA JIa MOIyYMTe CHMITTOMH Ha OTHEMaHe, 0bave ChpleYyHaTa apuTMHA Bede HAMa aa Obae

KOHTPOJIHpaHa Taka, KaKTO € jeJlaHo. 3aTroBa HHKora He CTupaiTe mpueMaHeTo 0e3 3HaHHETO Ha
Bamusa nekap.

AKO MMAaTe HAKAKBH AOITBJIHUTE/IHU BBIPOCH, CBBP3aHH ¢ YNoTpebaTa Ha ToBa JICKapCTBO, MONKHTalTe
Baniua nexap unu ¢apmaneBT.

4. Bu3MOXKHH HeXKeJIaHH PeAKIAH

Karo BCHYKH JIeKapCcTBa, TOBA JIEKAPCTBO MOXKE J1a PEAM3BUKA HEXKETaHH PEaKLMH, BBIID
BCEKH T'H NOJIy4aBa. AKO MOJYYHTE HIKOH OT CTpaHW4HUTE €EKTU OITHCAHH [o-10My ES
NOTHPCETE METHLMHCKA TOMOILIL /;

Yectu (3acarar 1 na 100 naiiueHTH):
o Ilpomenn B cepaeuHaTa BH aelinocT; chpuebueHe, yCHIBaHe WM 3a0aBsHe HY



HMmare GOJKH B rpbAHUA KOIII;

[MonyuyaBare 3a1yx WK APYTH NpoOIEMH ¢ AHIIAHETO UIH OenuTe qpodoBe;
HmMmare Tpecka, 3auepBiaBaHe UIIH H3NOTABAHE;

YyecTBaTe ce OTNAJHAIHN WM MMATe YyBCTBO 3a ¢J1abOoCT.

Penku (3acarart ot 1 na 10 000 naumenTn):

° HMMaTe 1IyM B YIOUTE;
. Koskarta 1 o4dTe 3an104BaT Aa MOXKbATABAT (GKBITEHHLA);
. HMMare npunagsuu (rspyoBe).

Jpyrd cTpaHHYHH eeKTH (KOJIKO YECTO Ce CIYYBaT € HEH3BECTHO):

e  CcLpAeHUeH yJap;

. ChpaeyHa HENOCTaTHUHOCT /apecT (CNHpaHe Ha AHUIAHETO, 3aryba Ha Ch3HaHHe H 3aryba Ha
ChpAe4YHa (PYHKLHA).

KakTo W ApyruTe aHTHAPHTMHYHH JIeKkapcTBa, AMapUTOH MOJKE Ja TIpeAH3BHKA apUTMHA.
ChiuecTByBaLIaTa APHTMHUA MOXKE J1a C€ BJIOLIH HIIH MOJXKE Jia ce TIOABH HOBAa apHUTMKA. PACKBT OT
NPOApUTMHYKRH PEeaKIMH € Hali-BeposTed NPH MALMEHTH ChC CTPYKTYpHA ChpleyHa 0oecT H/HITH ChC
3HAYUTENIHO HapyLOeHHe Ha chpAeyHara (pyHKIHA.

Hpyri HexenaHH peaklii, KOMTO MOraT ia Bb3HMKHAT, ¢a:

Muoro 2ecta (npu noseue otT 1 5a 10 nanaenTn):

- CBCTOBBPTEK,

- IpAMAandBaHe,

- npobiieMy ChC 3PEHHETO, KaTo JIBOKRHO BHAAHE, 3aMbIICHO 3peHHe W 3aTPyHCHO

dbokycupase.

Yectu (npu nosede ot 1 Ha 100 nannenTn, 5o no-manko ot 1 na 10):
- 3aXbXBaHE,

- cnadocrT,

- yMoOpa (U3TOLICHUE),

- TPECKa,

- oToLH (eaema) # guckomdopr,

- CllafiaHe Ha KPbBHOTO HANIATAHE (XUNOTOHHKS).

HeuvecTn (npH noseve or 1 Ha 1000 nanuenTH, Ho no-maako ot 1 ma 100):

- rajicHe,

- MOBPbIIAHE,

- KOHCTHIIAIMA,

- OonkH B KOpeMHaTa obnacr,

- aHOpeKCHS,

- JHAPHS,

- aucriencus (6onka B enHracTpaiHara 001acT, YyBCTBO 3a IBIHOTA),

- NOJ/lyBaHe,

- HaMaJlsBaHe Ha YePBCHUTE KPBBHH TeTla (KOETO MOXKE 1A HampaBu Koxara Onena u a
NPUHHHA cnabocT MK 38yX),

- HaMaJIABaHe Ha OeNnuTe KPBLBHH Tena (KOSTO BY MPABH N0JIaTTHBY HA HHGEKLIMH),

- HaMaJjlaBpaHe Ha TpoMOOLIMTH (KoeTo Moske Jia B Hakapa a KbpBHTE A0PH U NPH IIO-JIEKH
HAPaHABAHHA OT HOPMAJIHHUTE),

- aJleprH4Hy KOXHY peakilii Kato 0OpHBH H KOCOTIa,.

Peaxn (nmpu noBeue ot 1 na 10 000 nanmenTn, o no-mManko ot 1 ga 1000):
- Bb3naleHue Ha Oenns 1pob (IIHeBMOHHS),

- cppOek Ha KoXKaTa (,,Mparydkane™),

- npofeMH ¢ KOOPIHHALMATA,

- HEBOIIHO U3BBPIIBAHH, MOBTAPALH CE ABHXKEHHA (THKOBE),

§




- HaMaJIABaHe Ha YYBCTBHTEIHOCTTA,

- YCHJIBAHE HA H3NOTABAHETO,

- BpPEMEHHA 3aryda Ha Ch3HaHHETO,

- TPEMOD,

- CBETOBBPTEK (BEPTHIO),

- PYMEHHHA NO JHLUETO {CHXU30Ma),

- CHLHJIHBOCT,

- TEXKKA Jerpecus,

- TPEBOXKHOCT,

- Oe3cnbHHe (3aTPyIHEHO 3aclivBaHe),

- riaBobone,

- HePBHH HapYWICHHs, HAIPHMED B PbLETE H KpakaTa,

- KOHBYJICHH,

- oOBpKBaHE,

- NPUBKHALAHE HA HEIIa, KOMTO He ca TaM (XaiOLHUHALIHHN ),

- 3ary0a Ha naMeT (aMHEe3HS ),

- ypTHKaApHS,

- NOBUIIABAHE HA YEPHOAPOOHUTE €H3UMU ¢ WM 6¢3 KBITeHHUIA (MOXKBITABAHE Ha OUHTE U
KOXaTa).

Muoro peakd (apyu ao-maiaxe or 1 na 10 000 nanuenTn):
- IIOBHILIEHO HUBO Ha OTNPENCICHHA aHTHTENA,

- POTrOBHYCH TIPECILIUIHTAT,

- CBETNOYYBCTBUTENHOCT.

C HeH3BeCcTHA 4ECTOTA (He MOraT [1a 05LaT olleHeHH cnope] HAJHYHATE JAHHHA)

- onpefieNeHH IPOMEHH B eNeKTpokapauorpamMarta (yeenndasane Ha PR 1 QRS unrepsanure),

- yBENM4YaBAHE HA NPara Ha CTUMYJIHPAHETO NPH NallUEHTHTE ¢ MEHCMEHKbPH HITH BPEMEHHH
[IEHC €NEeKTPOIH,

- HapyLleHHE Ha IPOBOAMMOCTTA MEXIY NPEACHPAHETO M KaMepaTa Ha CbpLETO (BTOpa M TPeTa
CTEINICH HA ATPHOBSHTPUKYJIAPEH 0110K),

- cnupase Ha OMEHETO Ha CHPUETO,

- ycellane Ha OMeHeTo Ha ChpLETO (NATNUTAIIHA ),

- nay3a B HOpPMaJIHHA Chp/IeUeH PHTHM (TIPEKpaTaBaHe HA AeifHOCTTa Ha CHHYCOBHA Bb3€),

- no-0bp30 HIH No-6apHO BHEHE Ha CHPLETO, 3aryba Ha clioCOOHOCTTA Ha CHPLIETO Ja U3NoMIIBa
JHOCTaTBYMHO KPbB B TBKAHUTE HA TAJIOTO,

- IIpOsBa HA OTIpeAeeHa npeauiEa 6oect Ha chpiieto (curapoM Ha bpyrana), koaro He e OHia
HabmoaBaHa Npeay JEUCHHETO ¢ AMAPHTOH KalCYJIH € YABIKEHO 0CBoOOKIaBaHE,

- ~CAHKA” Ha Oenmte apobose unu OenoapobHu Gonectn (MHEBMOPHOPO3a U MHTEPCTHI[HANHA
6oaecT Ha 6enud npoeb),

- HapyLIaBaHE Ha (YHKIHATA Ha YepHUS Opoo.

AKO MOJIyUHTE HAKAKBY HEeXENaHU JICKAPCTBEHH peakLuy, yBenoMeTe Bamus nexap wii gapMalleBT.
Toea BKJIIOYBA BCMYKH, HEONIHCAHM B Ta3H JHCTOBKA HEXKEIAHH PeaKLHH.

Cho0maBane HR HEKCIAHA PEAKIMHA
Axo monyyHTe HAKaKBH HesKeIaHH JIEKapCTBEHH PeaKlHH, yBeAoMeTe Balug nekap uiH GpapMauesT.
ToBa BKIIOYBA BCUUKY ¥ BE3MOMHH HEOMUCAHY B Ta3U JUCTOBKA, HEXKEJIAHH peaKLHH.

MoxeTe ChINC Aa ChOOUHTE HEXENAHH PEakii JHPEKTHO Ype3 HalMOHATHA CHCTEMA 32
cpo0iaBane, Ha MznbanuTenna arennua o gekapersara. Kato cpofliiaBaTe HexenaHH peakiiy,
MOKETE Jia JaieTe CBOSA IIPHHOC 32 MONyyaBaHe Ha MoBede HHMOpMaLna OTHOCHO Oe30IacHOCTTA Ha
TOBa JIEKapCTRO.

KonrakTh:

H3menHUTENHA areHIuA 10 AeKapcTeara.
yi. ,,JJamMsaH I'pyeB” Ne 8

1303 Codms, buarapus




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

5. Kak na cexpansBaTe AMapHTOH TBHP/AH KAlCYJIH € YIRLIKEHO 0cB000KAaBaHE

Ha ce cexpaHiaBa HAa MACTO, HEJOCTHITHO 3a JCIa.
Ha ce cpxpaHaBa npu TeMnepatypa noj 30° C.

He npuemaiite T0Ba nekapcTBO clie CpOKa Ha MOAHOCT, OTOENA3aH Ha onakoBKara caeq ,,He mpuemai
caen’” uind ,,CpoK Ha rogHoct”. CpoKbT HA FOAHOCT ¢e OTHACA JI0 MOCISAHHS ISH Ha Mecella.

He w3xBbpisiiTe HUKaKBH J€KapCTBa B KAHAIM3ALMATA HIH JoMallHus Ooknyk. IfonuTaite
¢apMaLlieBTa CH KAK JJa U3XBBP/NTE JIEKAPCTBATA, KOMTO Beye HE npHemare. Te3d MepKH 1iie IOMOrHar
3a ONIa3BaHETO HAa OKOJIHATA CPEZa.

6. CoabpkaHHE Ha ONAKOBKATA H JONLIKATEIHA HEGOPMANHS

KakBo ¢bABPXAT TBHPAATE KANCYJIH AMAPHTOH ¢ YABLJOKEHO 0CBOGOXKAaABAHE

AKTHBHOTO BELIECTBO ¢ quiekauHHIOB aneTar.

AmapurtoH 50 mg, TRspAM Kancy/H ¢ YIBDKEHO OCBODOKAaBaHe: BCAKA Kancyina cpappxa 50 mg
(piexaHHUAOR ALCTAT.,

JApyruTe CbCTaBKH Ca:
[Tosunon (K25),
Mukpoxpucransa nenynosa,
Kpocnosuaou (Tum A),
KononaeHn Oe3BofeH CHIHIIUER TUOKCHA,
Maruesues creapar,
3a noxpusare Ha Munu-mabaemxume:
MeTakpHuioBa KHCENTHHA-METHII METAKpUJIaT Konoaumep (1:2),
Maxkporon 400,
Tank.

Kancynna o6BHBKa: xenaTHH H THTaHoB guokcu (E171).

Kak H3riexna AmMapuaton 50 mg TBbPAH KANCYJH ¢ YIL/DKeHO 0CB000KIABAHE H KAKBO
CBABPAKA OODAKOBKATA

AMapHTOH 50 mg TEBP/H KaNCyJH ¢ YABIKEHO 0CBOOOKAABAHE €A KEJTATHHOBH HEMpO3pauHH
kancysu Ne4 ¢ 65110 110 1 64010 Kanave, ChIBPXKALIM €U MM TOYTH OeMH KPBIIIH MUHU-TA0IETKY.

OnaxoBku oT: 28 umn 30 kamncyy.
He BcHYKHY BHAOBE OmakoBKHA Morat Jia &bAaT MycHaTH B mpoaaxoa.

IlpuTekaTen Ha paspelneHHeTO 32 yNoTpeda U NPOH3IBOAHTE]
“Uadikadapma BrucoxoxaduecTBenute nekaperea” AJl

Oya. ,,I". M. JluMuTpoB”Nel

rp. Copud, 1172, Bearapus

Tell.: 02/ 962 54 54

daxc: 02/ 960 37 03

e-mail: info@tchaikapharma.com

Hara Ha mocIeqHo npepasriexiane Ha gacroBkata Jekemppu, 2019







