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.JIHcT0BKa: HH4rnpMauns1 3a na'*HeHTa 	 )3 
FAMOTHILHH AJIKAJIOH® 20 mg 4IIUIMHPaHH Ta6.J1eTIn 

(/ia.nomuOun) 	 13 -09- 70 
FAMOTIDINE ALKALOIDS  20 mg film-coated tablets 

(famotidine) 

llpo'leTere BHHMTJIHO iuijiaa JIHCTOBNa HpCLIH oaa 3anoxiHeTega npneae TOBa JJeIapcTBo, 
mu KTO TH ciaipwa BaWHa 3a Bac 11H4)opMauniI. 
BHHaFH npneMaiTe TOBa .JIeKapcTBO TO4HO KKTO e OflHCHO B T314 .J1MCTOBKa HJIH KKTO Bil e K3JT 
BaWM5I JieKap, capMaLteBT  HJ1H  MC.LHUHHCKa  cecTpa. 
- 	3ana3eTe TB311 JIHcT0BKa. Moe ,ra cc HJIO)KH ra si npoeee OTHOBO. 

AKO cc HyxcAaeTe OT on1J1HHTeJ1Ha HHcfopMauHsI,  nonHTaiiTe BauiHsi 4apMaUeBT. 
- 	AKO noiyue H5IKKBH HeeKeJIaHH JIKPCTBHH peaKuHil, YBLOMCT Baurnsi JieKap, 
4apMaueBT HJTh meqtiUHHCKa cecTpa. ToBa BKJIIOIIBa H BCHKH Wb3MO)KHII He)KeJIaHH peaKHH, 
HCOHHCHH B T3H JlHcToBKa. BHMcre TOqKa 4. 
- 	AKO ciiea 14 LWH He cc qyBCTBaTe no-,rLo6pe HJ1H c1CT0sIHHCT0 BH ce BJIOIIIH, rpJI6Ba ra 
nompcHTe jieKapCKa nOMOW. 

KaKB0 c1'bpKa Ta311 JLHcToBKa 
1. KaKB0 npe.LcTaBJT5IBa cbaMoTH.LuIH AJIKaJ1oILL H 3a KKBO cc H3flOJ13B 
2. KaKBO Tpsl6Ba a 3HaeTe, npe,iH 4a UPHCMT 	MOTHHH AJ1KaJIoH 
3. KaK )a npeae aMOTMIHH AJ1KaJIOHL 
4. BiiMOKHH He)KeJIaHH peaKu14I1 
5. KaK 4a CbXPHMBT 	MOTHHH AJIKaJ1OH 
6. Ha onaKOBKaTa H ,ron1JIHHTeJIHa I4H4opMauWI 

1. ICaKB0 HpeILcTaBJIHBa aMoTnIIHH AnicaijoHa H 3a KaKBO cc H3flOJI3B 

(Z)aMomHH AJ1KaJIOItL cWbp)Ka 4)aMoTHLHH- Hail- CHJIHHqT H2 peuenTOpeH 6JIoKep, KOilTO flOTHCK 
nOBHweHaTa KHcejiHHHa cepewsi Ha CT0MIIJHHTC )KJ1e311. 
ctaMomLHH AJIKaJ1OH,L cc H3nOJ]3Ba 3a o611eKaBaHe Ha CIIMHTOMHTe OT KHCCJ1HH11$IT pe4J1yKc 
(Bp'hIuaHe Ha CT0MHJH COK B xpaHonpoBo.La) KaTo: napeHe, KHCCJIHHH H 60JIKa 3B4 rpiaa KOCT. 
HapeHe, KI4CCJIIIHH H 60JIKa 3aq rp1,.LHaTa KocT, MoraT ga cc fl0B$IT cneA xpal-IeHe HJIH B nerano 
nojlo)KeHue, KKTO H ciiei T)KK H3HeCKa pa6OTa. CHMFITOMHTC M0fT Aa cc K0HTP0JIMT 'Jpe3 
KPTKOCOHO iieee c JieapcTBo 6e3 .rleKapcKo npe.LrIHcaHHe. AKO ciie.ri 14 HH He cc 14YBCTBaTe  
no-LLo6pe HJIH C1CTOMHHCT0 BH cc BJIOIIIH, 'rpsI6Ba .ia nompcwre .JleKapcKa HoMow. 

2. KaKBo Tp96aa ia 3HaeTe, npeiin ia npneMere ttaMOTH1*HH AJIKaJIOH) 

He npHeMaüre IaMoTH*nH Ajuca.riour* 
- 	aKo CTC aiepru K1M aMoTI4Lu1H HJIH K1M H$IKOC OT ocTaHaJlwre c1cTaBKH Ha TOB 
.neKapcTBo ( II36pOeHH B T04K 6). 
- 	aKo eTc aicprw.i K1M .rpyrI4 iieKaPCTBa OT T3H rpyna, KTO paHHTWUIH, UHMeTH.LHH 
- 	nPH AeLka noA 12 roJHHH. 
llpelyHpeeIc1(eunI Ii flLW3Hll MepKIl 
FoBope're B BaLUHSI .neKap Win (f)apMaILcBT npc.Lw .La flPHCMTC (I)aMOTHJLHH AJTKaJiOFJ 
- 	aKo MyBCTBaTC 60.rIKa 11p11 nperJrbllLaHeTo HJIH HMaTe tIBCTBO  Ha 3aceLHaJIa xp 
- 	3a BCH'IKH 3PBHH flpO611cMH, KOJ4TO HMTC HJIH eTc HM.J1H, 3a cbmeCTBYBaHIPX 
HJIH CBTpXyBCTBHTeJ1HOCT KbM .LLPYI'H aHTHaLH.rH. 	 (/ 
- 	aKo HmaTe HJ111 HCKOPO eTc HMa.JIH cne.1HnTe dHMnToMn: ccaa 3ary6a Ha 

I1OBTP$IUO cc riospivaue HnH HOBPbIH Ha KpbB, HJJH epn H3npa)KHeHH51. 



- 	BaLIIHIT .neKap ue BH H3HH LOH1MHHTeJIHH H3cJIeLBaHHg, 3a Aa ce nOCTaBH Lu1arH03a HJIH 
H3KJ1IOH 3J1OK4CTBHO 3a6oJIsIBaHe. 

- 	AKO HmaTe HJ1H CTe HMJ1H npo6JleMH C 'ICpHH$I pO6 HRH 6i6peuHTe. 
AKO nplleMa're HCflBC.Bauiwr .JIeKap MO)KC ga peLu, Lie HMTC HY>KAa OT OflbJ1HHTCJIHH 

H3CJIe.LBaHH$I. 
BaWHS1T iieKap we BH Ka)Ke Aa He npeKpaTABaTe BHC3HHO J1CqeHHCTO, aKo $I3BaTa BH e 

C'bweCTByBaJla OT L'bJIFO Bpeme H CJ1CL .ne4eHHeTo CHMHTOMHTC ca or3ByqaiiH. flpH fl0bJDKHTJ1HO 
ieee C BHCOKH 903H .neKapwr we BH H3HH 143CJIBH Ha KpbBHaTa KaPTHHa H H 

'IepHo.rpo6HaTa 4yHKW4Sl. 

3a Bb3paCTHH xopa KOFITO He ca HMJ1FI MHHBJ1H CTOMJ11HH 3a6o.II5IBaHHH ce npenopima nocewee 

npH .r!eKap npeu ynoTpe6aTa Ha 'rOBa .JleKapcTBo. 

)Jea 
He ce nponp'bBa ynoTpe6aTa Ha IaMOTn,rHH Ai1KaJ1oHj fIPH ,reua noA 12 FOLHHH nopa1u1 sinnca Ha 
LOCTaTh'IHO ,LaHHH 3a ecJeKTHBHOcT H 6e3ollacHocT. 

pyrn .JleIcapcTBa H 4DamOTHAHH A.rlKaJloIvI 

HnopMupaürne Bawuii iieap wiu ç/apMayeem, ao npueame wzu nacopo cme npuaiiaiw wiu e 
6b3MO3ICUO ôa npueerne ôpyu )ieicapcmea. 
Heo6xo,wMo e BHHMaHHe, aKo 3ae,IHo C aMOTH,Lu4H iipneae aTa3aHaBHp flopaH npe.rH3HBHKBaHe 
Ha HamajieHa KOHLHTPLU1$I Ha aTa3aHaBHp, K0T0 mowe ra AOBege AO 3ary6a Ha 'repaneBTHqeH 
e4eKT H P3BHTHC Ha pe3HcTeHTHocT. KeToKoHa3oJI FL FITpaKoHa3o.n (H3H0JI3BaHH 3a JIC'IeHHe Ha 

HH4CKUHH fIHHHHH OT rL6H4KH) H npo6eHeUu,1  (113H0JI3BaH 3a .neqeHHe Ha noLarpa) MOFT )a 
3aCerHaT FIJ1H ,ra 61aT 3aCCF'HaTH OT .neMeHI4eTo C DaM0TH,414H AJ1KaJ1OH,L. HopaH ToBa, jieiapirr 

'rp316Ba Aa 6iae YBCOMCH OTHOCHO ynoTpe6aTa Ha TOBa c1n1TcTBawo .FICKapCTBO. flpn He6xorHMocT 

OT [IPHCM Ha KeToKoHa3o,n, Pa3JIHKaTa Me)K,Ly .LBaTa npiea Tpsl6Ba ,ra 6ie Hai-MaJIKo 2 Liaca. 
AKO npueae aHTHaUI4LH (H3rIoJI3BaHH 3a HMJ1BHC Ha KHCCJIHHHTC B c'roMaxa), 6H 'rpsI6BaJlo ,ra 

H3KTC 1-2 qaca cneA flI4CM Ha aMOTH,rwH AJ1KaJIOH,L, a ao npneae CyKpaJ!4x1T (w3rion3BaH 
npn J1e4eHIie Ha sI3Ba), 611 TP5I6BaJIO Aa H3qaKaTe 2 qaca npeAI4  H.flH CJ1e.L flPHCM Ha cDaMOTWHH 
AJ1KaJ1OH. 

taMOTHL*HH AJIKHJIOHE* C xpann, HIIHTKH H aJIKOXOJI 
UpOMSlHa B CTHJ1 Ha )KHBOT B riOCOKa K'bM HMJ1$IBHC Ha CTpeCa, npeyCTaHOBABaHe Ha 

'rlo'rloHonylueHeTo, oL'paHwlaBaHe npuea Ha aJlKOXOJI Ft I1POMCHH B gHeTaTa (Hanp. w365IrBaHe Ha 

KocfdHH Ft H$LKOH no,rnpaBKI4) MO)K La yCHJIH e4)CKTHBHOCTFa Ha TOBa JIeKapCTBO. 
flpn e.LwoBpeMeHHa  yno'rpe6a C BJ1KOXOJ1 4aMOTHHH HC I1POMCHS1 KOHIeHTpaLu1HTe  Ha ajiKOxojia B 
Kp1BTa. 

3a ia UIpe.LLOTBPaTHTC  napeeo H ApyrtiTe CIIMHTOMH Ha nOBHiiieHa KHCCJIHHHOCT, Ta6JIeTKHTC rps16Ba 
,La fH ripeae C,LWH Liac npeui HPHCM Ha xpaa H HaHHTKH. 

BpeMeHHocT, wipMene H 4CPTHJIHTCT 
AKO c're 6peMet-n-la FIftH K'bpMHTe, csrrae 'te MO)KC Aa c're 6peMeHHa 1tJIn ruiapae 6peMeHHocT, 
nocbBeTBaiTe ce c Bauiust .JleKap FIftH apmaum npeiw yno'rpe6a Ha TOBa JleKapcTBo. 
baMOTH,LHH He ce npwiara I1PH 6peMeHHocT OCBCH aKO He e onpe.LeHo OT J1KYBIUH$1  .rIeKap. 

aMOTHLHH ilpeMliHaBa B Ma1HHOTO MJISIKO. He CC npenopl4Ba iieqeHlie C T03H npo,lyicr flH 
K'bpMeHe. 

fflo(pHpaHe H pa6oTa C MWHHH 
flpH HKOFt flLUtCHTH ca Ha6Juo,LaBaHH HC)ICJ1H14 JICKPCTBHH peaKLLH}I, KTO 3aMaiBaHe H 
rrlaBo6o.nHe no BMC Ha I1PHCM Ha 4aMo'rH,HH. He mo4Hpa're FIftH paGOTeTe c MLUHHH ,LOK. q He 

ce yBepHTe KK BH ,relCTBa J1CKCTBOTO H AaJIH FIMTC H$1KOH OT TC3H CFIMHTOMH (Bwicre 
Bb3MOKHH HC)KCJ1HH peaKwlH). 

FaMOTHJHH AJIKa.rIou,L cbLbpKa Jlalcr03a. 
AKO BaIIIH$LT .rieKap Bit e KB3aJ1, 'IC HMTC HI1OHOCHMOCT ICbM HSIKOFI 3axapH, HOC1BCTCe 



npe.rw ia B3emeTe T0311 rIpOyKT. 

3. Kai ia npueae IaMOTHLUIH AJIICaJIOHL 

BHHarM npeae TOBa JIKPCTBO TOHO KKTO BH e K3J1 BaumlslT .JTeKap, 4apMaLeBT HJIH 

Me.LHUHHcKa cecTpa. AKO He CTe CHFYPHH B HCIUO, F1OrIHTa1Te BauJMsI .JIeKap HJIH cjapMaueBT. 

Bb3pacTHn 
flpenoplMHTeJlHaTa A03a e e.Ha Ta611e'rKa (20 mg) jBa F1bTH LweBHo,  cyTpnH H Be4ep nperH C&H, B 

nporncee Ha ABe ce.rMHLu4. 

YnoTpeöa HH Lieua 
/eqa Ha 6b3pacm oin 12 ôo 18 2OOUHU 

Ho ea 'ra6.rleTKa (20 mg) JLHeBH0. 

,L(eqa Ha epacm noô 12 oo6unu 

aMoTH.LwH AJ1KaJIOHL He ce npiuiara I1PH Aeua Ha sT3paCT flOL 12 ro.1U1HH nopagii jumca Ha AaHHH 

3a e4eKTHBHOCT 14 6e3onacHocT. 

YHoTpe6a HH HI*HHTH B capeca Bb3paCT 
flpH FII&HHTH B capeca Bb3pacT HC ce H314CKB npOMAHa B .r03HpOBKaTa. 

Ta6JCTKHTe baMOTH.rHH AJ1KaJIOHLL TpsI6Ba ja cc flOFJTbHjT C OCTTh4HO K0J1HCCTBO BOLa. 

AKO C14MnTOMHTe He ca I1PMHHJ1H ciieA npea Ha cbaMoTHrHH AJ1KaJIOFLI B Hp0L1KeHHe Ha JB 

cerMHLw, cBbp)KeTe cc c BauiHsI neKap, mi KTO CI4MHTOMHTC Bn MOfT Aa HMT Apyra Hp WIHHa. 

Ta6.TIe'rKaTa mowe ra 6ir&e pa3.Le.JIeHa Ha paBHH A03H. 

AKo CTe llHJ1H noee OT HeO6XOJLHMaTa ILo3a IaMoTHLuIH Ajiwajiont 
AKO cJIyMaHHo crc npHeJIH HaBc.LLHh)K TB1)pLe MHOI'O Ta6JIeTKH 1uIH aKo AeTeTo e riovjiaio TaG.rJeTKH, 

BeLHara ce cwbp)Ke're c BawtiA JieKap. 

AKo cTe ilpollyCHaJin ga nplleMere (I)aMOTH)*HH Ajiia.rionr* 
AKO nponycee A03a, B3CMCTe $1 BeLwara IUOM YCTH0BHTC rrponycKa. AKO e Ha6111I)KH.no BCMT0 3a 
CJ1erBauiHs1 npFIeM, nponycee 3a6paBeHaTa I03a H npobJI)KeTe no npericasi peMcuM. He 

B3eMaiiTe LBoi1Ha o3a, 3a La KOMneHCi4paTe nponycaaa 903a. 

Aico zusialne H5IKOK6U ôonbJlnumeJlnu ei,npocu, C6b3HU C ynompe6ama Ha moea JleKapcmeo, MO)lii 

nonumaürne Baww lieKap wiu çbapMaiceem. 

4. BiMOKHH neeaann peawunn 

KaKTO BCHMKH .neKaperBa, TOBa JleKapCTBo MO)KC ia npeu13BHKa HC)KJ1HH peaKuHil, BT)npeKH qe He 
BCKH I'll rIoJIyqaBa. 

CCTH HC)KJ1HH peaiw (Moe ia 3acerHaT ro 1 Ha 10 LyuJH): 
- 	rJlaBo60JlHe, cBeToBbpre)K, 3aneK, .LHapH$l; 

Heqecrn HKCJ1HH peaKillin (toe ra 3aceFHaT Ao 1 Ha 100 .1lyInH): 
- 	ra,LeHe, rIOBplilhjaHe, CYXOCT B yCTaTa, H0MHH BKYC, 4HcKoM4opT B o6jiacrra 

HJIH O6pa3yBaHe Ha ra30Be, 3ary6a Ha aneTHT, 4YBCTBO Ha yMOpa, O6pHB, Cl 	W4$1 
ypTHKapIIM. 	 It 

Mfloro peglCH HKJ1HH peaicitnn (MoIce .ra 3acerl-Ia'r .10 1 Ha 10 000 ymH): 

a 

Cz 

I 



BJIWIHMe Ha 6p0$l Ha KPbBHHTC KJ1TKH H qepHoapo6HHTe eH3HMH, )KbnTeHHua, xena'rwr, 
PCKUHH Ha CB'bpXyBCTBHTeJIHOcT KTO OTOK, F-bpqOBe Ha MycKyJIaTypaTa Ha .LU4XaTCJ1HHTe 
flbTH[IB (6poHxocrla3bM), a.JlepFH'IeH WOK, CTBHH 60J1KH, MYCKYJ1HH rbp'loBe, KoconaJ, 
rpoe (Kowro mowe Aa HMHTHPT enHiienTl4qHH VbpoBe), yMopa, CbHJIHBOCT, CTHBHH 
HapyuleHHsi, Bl3flaJIeHHe Ha 6enin'e Lpo60Be, 4YBCTBO Ha cTnr'aHe B rbp.LLwre,  O6PaTHMH 
flCHXHHI4 HWHH$I KTO AenpecHA, B136yLa, 6e3dnoKoiic'rBo, .Le30pHeHTaUHsI, 
o61pKaHoc'r H XaJI1OUHHaLHH, 6e3CbHHe, TC)KKH KO)KHH npO611eMI1, HOHH)KHO IIOJIOBO 
)Ke.rlaHHe, HMrlo'reHTHoc'r. AV-6noK C HHTPBCH03HO !1HJ1O)KHH H2- PUHTOPHH 
aHTarol-lHcni, YL1JDKH  QT HHTepBaJ1, oco6eHo HH flUHCHTH c HapyweHa 616peHa 
4yHKLHH. 

Heaiceiianu iieKapcm6euu peKaifuu, 3a icoumo ue e ycmauoeeuo cic cuypnocm lie ce ôb)lalcam Ha 
wioinuôuu: B PCKH cjiyqaii e Ha6nIo,raBaHo YBCJ1HBH Ha rbpLHTe HH Mb)Ke. 

Cbo6utaBaHe Ha HCCJIaHH peaun 
AKO flOJ1Y4MTC H$IKKBH He)Ke.naHH .ITeKapCTBeHH peaKLu1H, yeoee BaiiiMsl JieKap, 4apMaueBT HHH 
Me.LHuHHcKa CCCTpa. TOM BKJItOqBa BCHKH Bb3MO)KHH HO[IHCHH B T3H JIMCTOBKa He)KeJIaHM 
peaKuHM. MoeTe ciuo Aa clo6LUHTe  H)KJ1HH  peaKLU4H  LnpeKTHO pe3: 

H3H1J1HHTCJIHa AreHuMsI no JleKapc'rsaTa 
yJi. ,JaMsIH ['pyeB" N2 8 
1303 Co4wi 
Ten.: +35 928903417 
ye6caiT: www.bda.bg  

KaTo cbo6WaBaTe  HeenaHH peaKuliB, MO)KTC La AaAeTe CBO$I npHHOC 3a noiiyMaBaHe Ha noee 
HH4OPMaUHM OTHOCHO 6e3orlacHocrra Ha 'mBa neapc'ro. 

5. Kaic ga CiXpaHHBaTC (I)aMOTHaHH AJiKaJ1OH 

,La ce clXpaHslBa Ha M$ICTO, HeLocmnHo 3a ieua. 
He FI3floJ13BaiTe TOM .J1eKapCTB0 ciieA CpOKa Ha rQLHoc'r, oT6eJls{3aH BbPXY KaPTOHeHaTa onaKOBKa H 
B'bpxy 6nHcTepa cjie,r" FojeH io:". CpoIaT Ha rOAHOCT OTfOB$l Ha nocneuisi LeH OT HOCO-IeHHsI 
MeceL. 
JTCKaPCTBaTa He Tps!6Ba Aa ce FI3XB'bpJl.9T B KaHaJIH3aUMATa HuH B KOHTe1Hepa 3a rOMamHH oTnaMH. 
flonHTaTe Baunisi 4apMaLeBT KK ,ia YHHLUO)KHTC  HeHY)KHHTe BH .rleKapc'rBa. Te3H MepKII we 
cnoMOrHaT 3a OI1a3BaHC Ha OKOJlHaTa cpeL1a. 

6. 0I1paHne Ha onaKOBKaTa H L*OHbJIHHTeJIHa HH$OpMauHa 

KaKB0 c1a'bpKa FaMOTHIHH AaIauoHL 
- 	AKTHBHOTO BCWCTBO e aMoTH)HH; 
BcslKa 4HJIMHPaHa Ta611e'rKa ci1pica 20 mg 4aMoTH,LHH. 
- 	LpyrH're CbCTBBKH Ca: UPCBHHO HHWeCTe; MaFHC3HeB cTeapaT; .JIaKT03a MoHOxH,LpaT; 
ueJ'yJI03a, MHKpoKpHcTaJIHa; CMJIHUHB LHOKCHL, KOJIOHH 6e3BoLeH; xFrnpoMeJlo3a; maKporoji 4000; 
THraHOB )HOKCH E 171; icene3eH OKCHLL '-iepBe £ 172; )Keiie3eH OKCHA )ICbJIT E 172. 

KaK H3riiewga aMOTH.LwH A.rlKa.rIona H KKBO CbIp)Ka onaoaa 
Ta6MeTKHTe cc prnw, ,LBOiHO H3111KHBJ1H, po3oBo-Ka4sIBH 4IIIJ1MHPaHH Ta61IeTKH C AejimTeJ]Ha xiepTa 
OT eaia c'rpaHa. 
Ta61IeTKHTC ca flKCTHPHFI B 6JwcTepH OT anymHHHeBO H PVC-cjoJTHo. KYTHH, crrpa 
fHJIMHPaHH Ta61IeTKI4 H .JHIcToBKa. 

HpHTeeKaTeJI na papewenneo 3a YHoTPe6a  H 11POH3BOLUITCJI 
Hpumedlcalneu Ha papewenuemo 3a ynompe6a 



AJIKAJIOHA EOOL 

W.K. "MoTonHcTa" 2, 

yn."PHKapLo BaKapnHu" N2 2, eT.3, an. 10 

rp.Co41151 1404, P. B1nrapnil 

tel. +35928081 081 

fax. +359 2 95 89 367 

e-mail: officeaIkaloid.bg  

Hpou36o6urne,7 

ALKALOID-INT d.o.o. 

landrova ulica 4, 

1231 Ljubljana - rnue 

P. CJOBeHHSi 

L1aTa Ha IIOCJIeLHO npepa3r.rIeKJIane  Ha Jli1CTOBKT 


