
I 

t 

3&HPEH H3BEWTAJ 3A OCO&HHHTE HA flEKOT 

1. VIME HA flEKOT 

PAHV1Tli1,0,111H I RANITIDIN 
ranitidine 

2. KBAflVITATVIBEH VI KBAHTVITATVIBEH COCTAB 

1 cp1 .. 1nM-0611o>KeHa Ta611eTa conp>K111 150 mg paHIIITIIIAIIIH 80 cpopMa Ha paHIIITIIIAIIIH 
XIIIAPOXIlOPIIIll. 

3. <I>APMAUEBTCKH <I>OPMVI 

cpii111M-06110>K9HIII Ta6119TIII 

4. Kfllf1HVI~KVI nOAATOUif1 
4.1. TepaneBTCK~ lr1HA~Kau,~~ 
PaHIIITIIIAIIIH e IIIHlllllll,VIpaH 3a TpeTMaH Ha llYOAeHa11eH Y11KYC, raCTp11149H Y11Kyc, 
930cparea119H pecp11yKC 111 3011111Hrep-E11111COH CIIIHAPOM. 
XpoHIII4Ha eniii30AHa racTpV14Ha AIIICnenclllja Koja ce KapaKTep1113111pa co 6011Ka 
(enlllracTpiii4Ha 11111111 peTpocTepHa11Ha). 
CocToj6111 Kane e nmK.e11Ha penyKu,lllja Ha ceKpeu,llljaTa Ha >K911YA94Ha KlllceniiiHa: 
npocp111naKca Ha racTpOIIIHTeCTIIIHanHa xeMoparlllja npeAIII38111KaHa on ynu,epau,111ja 
Koja ce ja8y8a KaKo nocnen111u.a Ha cTpec, npocp111naKca Ha xeMoparllllll KOIII ce 
no8Topy8aaT Kaj nau,1r1eHTV1 co Kp8ape4KIII nenTIII4KIII ynKyclll; npen onwTa 
aH9CT93VIja Kaj nau,llleHTIII Kaj KOIII nOCTOVI OnaCHOCT Oll aCnlllplllpat-be Ha 
KVIC9J1111HaTa- M9Hll9J1COH CVIHllPOM, OC06eHO Kaj 6peM9HIII >K9HIII 3a 8p9M9 Ha 
nopOA11111HII1 TPYA08111. 

4.2. Ao3~patbe ~ Ha4~H Ha ynoTpe6a 
AyoneHaneH 111 racTpV149H ynt<yc 111 e3ocbareaneH pe¢nyKc 
Boo61114aeHa A03a e 150 mg A8a naTII1 AH98HO, HayTpo 111 Ha8e4ep. 3a neKy8at-be Ha 
nyoneHaneH 111 racTpV149H ym<.yc, KaKo 111 Ha e3ocpareaneH pecpnyKc, ce 
npenopa4y8a no 300 mg KaKo 9lliiiH94Ha no3a npen cnlllet-be. Haj4eCTO Taa 
Tepan111ja ce np111MeHy8a 6-8 Hene11111. Tepan111jaTa 3a onp>Ky8at-be Kaj 08VIe 
IIIHA111KaU.111111 ce cnpo8el].y8a co penyu,111paHa A03a on 150 mg npen cnlllet-be, 2-3 
M9CeU,111, AO 1 rOAIIIHa. 

3onHrep-En111COH CIIIHAPOM 
Kaj nau,111eHTIII co 3011111Hrep-En111COH CIIIHAPOM, no4eTHaTa no3a e 
llH98HO, a 8KO e nOTpe6HO, MO>Ke A8 ce 3rOJl9MIII AO 600 11111111 90 
80 3 n09lliiiH94HIII ll03111. 

XpoHV14Ha eniii30AHa racTp1114Ha AV1Cnenc111ja 

.-



Kaj nau,111eHn1 co xpoHII14Ha enii130AHa racrp1114Ha A111cnenc111ja ce npenopa4y8a 
TpeTMaH CO 150 mg ABa nan.11 AHe8HO BO rpaeH>e OA 6 HeAe11111. 

noocbll111aKca Ha xeMoparll1ja npeA1113BII1KaHa og y11u.epau,111ja Koja e noc11eg111u,a Ha 
crpec Kaj reWK111 6011HII1 11111111 npocP11111aKca Ha xeMoparll1111 KOII1 ce no8ropy8aar Kaj 
nau,111eHTII1 KOII1 Kp8apar og nenTII14Ka y11u.eQau.111ja • 
Ce npenopa4y8a 2 nar111 AHeBHO no 150 mg paHII1T111A111H. 

nau111eHTII1 Kaj KOII1 nOCTOII1 onaCHOCT OA nojasa Ha Cll1t!.APOM Ha aCn111QaU111ja Ha 
>K911yAe49H COK 
Ce npenopa4ysa A03a OA 150 mg 2·4 4aca npeA onwrara aHecre3111ja 111 150 mg 
nperxoAHara 8e4ep. 

oy6Q9)KHa 111HGYcb111U.1119Hb1,111ja 
80 C11y4aj Ha 111Hcycpii1U,II19HU111ja Ha 6y6pe3111T9 np111 KOja KpeaTII1HII1HOT 80 cepyMOT e 
noro11eM OA 252 ).!mol/lit ce Aa8a no 75 mg A8a nar111 Ha AeH 80 rpaeH>e OA 4·8 
H9Ae11111. 

np111 eAH08peMeHa ynorpe6a Ha aHTaU111A111 111 paHII1T111AII1H rpe6a Aa ce Hanpas111 
nay3a OA eAeH AO A8a 4aca noMety npii1MaH>ero Ha A8aTa 11eKa. 

4.3. KoHrpa111HA111KaU.111111 
AnC011YTHII1 KOHTpa111HA111KaU,111111 3a npii1M9Ha Ha paHII1TII1A111H He ce Onii1WaH111, HO 
cenaK Tpe6a Aa ce 8HII1Ma8a np111 6peMeHOCT 111 AOel-be, AOK011KY H9r080TO 
AasaH>e, np111 OAPeAeHII1 111HA111KaU111111, e anco11yrHO HeonxoAHO. He ce Aa8a Ha Aeua 
noMa11111 OA 8 roA111HII1 111 11111u,a npeocemll18111 Ha aKTII18Hara cyncraHu,a 11111111 Ha 
eKCL.J,II1nll1eHTII1Te. 

4.4. MepK111 Ha nperna3n111eocr 111 noce6HII1 npeAynpeAyBal-ba 
npeA npii1MeHa Ha paHII1TII1A111H, rpe6a Aa ce 111CKnY4111 nocroeH>e Ha Ma11111rHo 
3a6o11y8al-be Ha )Ke11YAH111KOT. PaH111TII1A111H ja npeMII1Hy8a n11au,eHrapHara 6ap111epa, 
aCe 111311a4y8a 111 npeKY M119KOTO. PaHII1T111A111H npii1MeHeT npe8eHTII1BHO, KOra nOCT0111 
onacHocr OA acn111pau,111ja Ha >Ke11yAe4eH coK 3a 8peMe Ha nopoAy8aH>e, e 6e3 
Heno>Ke11HII1 ecpeKTII1 no MajKara 111 H080POAeH4ero. norpe6Ho e Aa ce 8HII1Ma8a Ha 
A03111paH>ero Ha paHII1TII1A111H Kaj 6011HII1 co owrerysal-be Ha u,pHL.IIOT AP06, 
6y6pe3111Te, 111 Kaj Aeu.a noMa11111 OA 14 rOA111HII1. 

4.5. lf1HrepaKU.111111 co APYrll1 neKOBII1 111 APYrll1 cpopM111 Ha 111HTepaKU.111111 
PaHII1TII1A111H, 3a pa311111Ka OA U111M9TII1A111H, 111Ma noMa11 acpii1HII1T9T KOH 8p3yBal-be 3a 
U111ToxpoM P450, a co roa He B11111jae 8p3 e11111M111Hau,111jara Ha Apyrll1 11eK08111 KOII1 ce 
Mera60111113111paar co·oKC111AaTII1BHII1 npou,ec111 so u,pH1110T AP06. 
• AnKoxo11: paHII1T111A111H ja 3r011eMy8a KOHL.J,eHrpau,ll1jara Ha a11Koxo11 80 Kp8Ta 
AOK011Ky Ce np111MaaT 9AH08peMeHO. 
· AHTaL.J,111A111: ja HaMa11y8aaT 61110110WKaTa 111CKOp111CT1111180CT Ha pat;i H . 
. Meronpo11011: KOHu,eHrpau,ll1jara Ha Meronpono11 ce 3ro11eM - 'G_;i ~I)Y -~ o 
eAH08peMeHO ce AaBa CO paHII1T111AII1H. Co Apyr111re 6era 611~~\~P~~Eit~<;, " 
yrspAeHII1 8aKBII1 111HrepaKU.II1111 . 1: !-;: .§.'~ ~ o 
• H111cpeAII1nii1H: paHII1T111A111H fll1 3f011eMy8a cepyMCKII1T9 KOH e ~a~'>'-· ~~a ~ : 
H111cp9A111nii1H 3a 13-48 %, aHa HII1TpeHAII1nii1H 3a 50%. o. ~R- . o.$ (.. 
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- KeToKoHa3on: paH111TII1A111H ja noJJ,o6pyea pecopnu,111jaTa Ha K9TOKOHa3on 111 ro 
nOT9HU,111pa H9f081110T ecpeKT. 

4.6. YnoTpe6a 3a speMe Ha 6peMeHOCT ~ naKTau,~ja 
PaHII1T111AII1H ja npeM111Hysa nnau,eHTapHaTa 6ap111epa, a ce 1113Jla4yea 111 npeKy 
MJleKoTo. PaHII1T111A111H npii1MeHeT npeseHTitlBHO, Kora nocTOitl onacHOCT CA 
acn111pau,111ja Ha )K9JlyAe4eH coK 3a epeMe Ha nopoAyBaH>e, e 6e3 Heno)KeflHitl 
ecpeKTitl no MajKaTa 111 HOBOpOJ],9H49TO. 

4.7. Bn~jaH~e sp3 cnoco6HOCTa 3a so3etbe ~ paKysatbe co Maw~H~ 
PaHit1Tit1JJ.II1H He BJlltljae Ha cnoco6HocTa 3a so3eH>e lt1Jllt1 paKysaH>e co MaW111Hit1. 

4.8. HecaKaH~ AejcTsa 
HecaKaHit1Te JJ,ejcTsa ce MHory peTKitl . Title ce MaH111cpecTII1paaT KaKo lt1Cit1n no 
KO)KaTa, nypnypa; maso6onKa, spTornas111u,a, KOH¢Y3HOCT 111 arlt1Tau,lt1ja; 
6paJJ.It1KapJJ.It1ja. 

4.9. npeA03~patbe 
Cli1MnTOMit1Te Ha npeJJ.031!1paH>e co paHit1Tit1A111H BKJly4yeaaT raJJ.eH>e, noepaK:aH>e, 
JJ,Itljapea, 3f0Jl9M9HO Jla491-b9 Ha nJlyHKa, T9WKOTI!11!1 np111 Alt1W91-b9TO 111 3a6p3aHO 
6111eH>e Ha cpu,eTo. 

5. <I>APMAKOJlOWKtll nOAATOUtll 

<DapMaKoTepaneeTCKa rpyna: aHTaroHocT Ha H2 peu,enTOpltl 

A TC KOJJ.: A028A02 

5.1. <l>apMaKOA~HaM~Ka 
PaHII1T111Ait1H e aHTitlyn~ceH neK. Ce sp3yea 3a xlt1cTaMit1HCKII1Te H2 peu.enTOpltl Ha 
naplt1eTaJ1Hit1T9 )KJ193AII1 Ha )K9JlYA94HaTa CJ1Y3Hit1U,a, np111 WTO KOMn9TII1Tit1BHO BpW111 
lt1HXI!16111U,It1ja Ha Xlt1CTaMit1HOT. Ha TOj Ha41!1H ja HaMaJlyBa 6a3aJ1HaTa 111 
CT1t1MYI11t1paHaTa C9Kp9U,It1ja Ha )K9JlYA94HaTa Klt1C9Jllt1Ha. HeMa JJ.1!1p9KTH1!1 ecpeKTitl 
ep3 lt13na4ysaH>eTo Ha nenclt1HOT, MefyToa co cManysaH>eTo Ha BKYnHI!10T sonyMeH 
Ha )K9JlYJJ.94Hit10T COK 3Ha4ajHO Ce CMaJlyBa 111 KOJllt14111HaTa Ha nenCitlHOT. 
Qsa aHTit1C9Kp9TOpHO JJ,9jCTBO npeTCTaByBa OCHOBa 3a ecplt1KaCHO JJ,ejCTBO Ha 
paHit1Tit1Ait1H Kaj CII1T9 3a6onyeaH>a KOI!l ce npOCJ19JJ,9HII1 CO )K9JlYA94Ha 
x111nepceKpeu,111ja. 
PaHit1TII1J],It1H JJ,eJlyBa JJ,OJlfOTpajHO, TaKa WTO 9JJ,Ha noeJJ,II1H94Ha JJ,03a OA 150 mg 
e¢1!1KacHo ja cynp1t1tit1111pa racTplt14HaTa ceKpeu,ltlja Ha Klt1C9Jllt1HaTa 3a 12 4aca. 

5.3. npeAKil~HW·fK~ noAaTOLI,~ 3a C~rypHOCTa 
npeJJ.KJ1111HII14Kit1Te noJJ.aTOU.111 He yKa~eaaT Ha cneu,ll1cp1114Hif1 w 
6a31!1paHO Ha KOHB9HU,It10HaJ1Hit1 CTyJJ,It11!1 3a 6e369JJ.HOCT BO cpa 



Xp0H1-14Ha TOKC1-14HOCT, reHOTOKC1-14HOCT, KaHLJ,eporeHOCT 1-1 penpOAYKT1-1BHa 
TOKCL-14HOCT. 

6. <DAPMAUEBTCK~ nO.QATOU~ 
6.1. JlliiCTa Ha eKCU,lllnllleHClll 
M1-1KPOKP1-1CTarlHa u.enyno3a 
KonoBL-1AOH 
Mar He3L-1YM creapar 
KonOL-1AeH CL-1DL-1U.L-1YM AL-10KCL-1A 
XL-1npoMeno3a 
non1-1erL-1neH rn1-1Kon 
J],1-16yT1-1n cpTanaT 
T1-1TaH AL-10KC1-1A 

6.2. ~HKOMnaTlll6lllnHOCT 
He e no3Hara. 

6.3. PoK Ha ynoTpe6a 
3 rOA1-1H1-1 

6.4. Ha'tliiH Ha 'tyeatbe 
,D,a ce 4ysa Ha TeMneparypa AO 25°C, 3aWTL-1TeHo OA cseTn1-1Ha. 
JlEKOT AA CE '-IYBA HA MECTA HE.QOCTAnH~ 3A AEUA! 

6.5. naKYBatbe 
KyrL-1ja co 20 cp1-1nM-o6nmKeHL-1 Ta6neTL-1 OA 150 mg. 
KyrL-1ja co 30 cp1-1nM-o6no)l(eHL-1 ra6neTL-1 OA 150 mg. 

6.6. YnaTcTeo aa ynoTpe6a 
He ce norpe6HL-1 noce6HL-1 ynarcrsa 3a ynorpe6a. 

6. 7. Ha'tliiH Ha lii3Aaeatbe 
neKOT ce 1-13Aasa so anTeKa caMo Ha neKapcKL-1 peu.enr. 

7. nO.QATOU~ 3A HOC~TEJlOT HA PEWEH~ETO 3A nPOMET 
A,D, JAKA 80 PaAOBL-1W 
npaoMajcKa 75 A, CKonje, Peny6nL-1Ka MaKeAOHL-1ja 

8. &POJ HA PEWEH~ETO 3A CTABAtbE BO nPOMET 
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9. AATYM HA nPBOTO PEWEH~E 3A CTABAtbE 8 JF~·E·~ ~ ~ 
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10. AATYM HA nOCJlEAHA PEB~3~JA HA TEKCOT 



<Deepyap 


