
3EUPEH U3BEmTAJ 3A OCOEUHUTE HA JIEKOT 

1.MME HA JIEKOT 
LANSOR-SANOYEL 
fl A H CO P-CA HOB EJ1 30mg , Kan CYJIH co MllKpOneJICTH. 

2.KBAJIMTATMBEH M KBAHTMTATMBEH COCTAB 
Emra xancyrra COP;P>KH 30 mg JIaHCOnpa30JI. 
EKCl.I,HnHeHTH 
Caxaposa 59.8 mg 
Illexepna 06BHBKa (caxaposa) 88.0 mg 
Llenocuaiua nuciiia na etccuuiiueucii e oaoeHa 80 oen 6.1. 

3.<I>APMAQEBTCKM <l>OPMM 
Kancyrnr co MHKpOneJIeTH.
 
TBPP;H, 3aMaTeHH )l(eJIaTMH03HH xancynn KOH conpacar 6eJIH no 6eJIlfl-:laCTH 06JIO>KeHH
 
MHKpOneJIeTH.
 

4.KJIMHMqKM OCOEMHM 
4.1.TEPAnEBTCKM MH)l,MKAQMM 
ITaHconpa30JI ce ynorpcoysa aa 6P30 orrecayaaa,e aa CHMnTOMHTe aa ropno 
raCTpOHHTeCTHHaJIHH aapyruysau.a KOH ce aCOl.l,MpaHH co 3rOJIeMeH auamrrer na 
>KeJIyp;HHKOT. Flpn ynorperia BO KOM6HHHpaHa repannja co aHTH6HOTHl.I,H JIaHCOnpa30JI e 
erpnxacen M sa epanaxaunja na Helicobacter pylori (H. pylori). 
TpeTMaH H nonrorpajna TepanHja na racrpo-eaocpareanen pe¢JIYKc (rOPLI,»
 
TpeTMaH H 'repannja na onpacynaa,e xaj nauaenrn co nyoneaanen YJIKYC.
 
Onecnysan,e na CHMnTOMHTe aa mrcncncaja acounpaaa co 3rOJIeMeH auannrer:
 
CHMnTOMM CJIlfl-:IHH aa perpnyxc (xcparanana) H/HJIH CHMnTOMH CJIHqml na ynxycna 60JIeCT
 
(ua np. 60JIKa BO ropeH erntracrpnyxr).
 
TpeTMaH na 6eHHreH raCTpWIeH YJIKYC.
 
TpeTMaH H nporpnnaxca na HCAl1fl-acol.l,MpaHH 6eHHrHH raCTpHqHH M nyoneaanau
 
yJIKyCI1 11 onecnyaan.e na CHMnTOMHTe xaj namrenru xaj KOM e norpetiaa nonrorpajna
 
repannja co HCAI1IT.
 
.D:OJIrOTpajHa repannja na naTOJIOIlIKM cocrojon aa xanepcexpennja BKJIyqHTeJIHO
 
30JIJIMHrep-EJIJIHCOH-OB CHHp;pOM.
 
Jlanconpasone e erpnxacen H npa ynorpetia xaj nauaerrra co 6eHHrHH nerrnoma JIe3HH
 
BKJIyqMTeJIHO perpnyxcen e30eparHTHC KOH He pearl1paaT na TpeTMaH co aHTarOHHCTH aa
 
H2 peuerrropnre.
 
Ilpa ynorpetia BO KOM6HHal.l,Hja co coonnerna aHTH6HOTHl.I,H JIaHCOnpa30JI ce KOpHCTM sa
 
epannxaunja na H. pylori xaj nauaenrn co racTpHTHC HJIH nyonenanen yJIKyC npH Toa
 
nosenyaajru no noanexysan,e na CI1MnTOMMTe na ynxyc Mnpesemmja na perranc.
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4.2.L(03IIPAILE II HAqlIH HA YllOTPEfiA 

L(03HpalhC
 

I'acrpo-eaorpareanen pC<jJJIyKC:
 

Ilperropa-raaara ~03a e 30 mg ennatu na nen BO TeKOT na -rerapa He~eJIH. ,IJ,oKOJIKy sa
 
OBOj BpeMeHcKH rrepnon He nojne ~O rronoripynan,e na CHMrrTOMHTe na rraIJ,HeHTOT,
 
~OKTOPOT MO)l(e na ro rrpO~OJI)KH TpeTMaHOT YIl1Te -rernpa He~eJIH.
 

L(YO~CHaJICH yJIKyC:
 

Ilpenopa-ranara ~03a e 30 mg ep;H3W na ~eH BO TeKOT na nse He~eJIH. Ilpenopaxaaa ~03a
 

sa cnpe-ryaarse na npaxan.e na CHMnTOMHTe e 15 mg, ennaui na .QeH ce nonexa .QOKTOpOT
 
He O.QJIY'-IH nounaxy.
 

faCTpHqCH yJIKyC:
 

Ilpenopa-ranara .Q03a e 30 mg ennaru na nen BO TeKOT na xernpa He~eJIH.
 

YJIKyC na )l(CJIYAHHK H AyoACHaJICH yJIKyC H onecnyaan.e aa CHMDTOMHTC DpCAH3BHKaHH 

oAHCAIIJI 
Ilpenopananara ~03a aa TpeTMaH na OBHe cocrojrin e 30 mg, ennaru na nea BO TeKOT na 
l.reTHpH He~eJIH. 

3rOJICMCHa DPoAyHKQHja na racrpasna KHCCJIHHa (H.D. Zollinger-Elison-on CHHAPOM) 

Ilpenopa-ranara HHHIJ,HjaJIHa ~03a e 60 mg (2 x 30 mg ), ennaur na ~eH ce nonexa 
~OKTOPOT He O~JIyqH nOHHaKy. ,IJ,03HpalheTO 'rpefia HH~HBH~yaJIHOna ce npanaronn. Ilpn 
arrJIHKaIJ,Hja na ~03H Ha~ 90 mg JIeKOT MO)l(e na ce arrJIHIJ,Hpa naa nartr na ne a, 

Tpernparse na HH<jJcKQHja DpCAH3BHKaHa OA Helicobacter pylori 
Ilpenopa-ranara ~03a e 30 mg, nna narn na nen BO TeKOT na 10-14 nena BO KOM6HHaIJ,Hja 
co aHnr6HOTHIJ,H (1 g aMOKCHIJ,HJIHH H 500 mg KJIapHTpOMHIJ,HH). Bo cay-raj na 6HHapHa 
TeparrHja KOM6HHaIJ,ajaTa Jlancop on 30 mg (na ceKOH 8 xaca) + Ig aMOKCHIJ,HJIHH ce 
a~MHHHcTpHpaaT 3ae~HO BO TeK na 14 nena. 

L(03HpalhC xaj DCAHjaTpHcKH DaQHCHTH 

JJ.el((LHO BQ3p-CLciILQ(LL:1LioOJJHll: 

Ilpenopa-rana ~03a on Jlancop aa xparxorpaerr TpeTMaH na CI1MIITOMaTCKH 

racrpoeaotpareanen perpnyxc H ep30HBeH eaoqiaracrnc xaj neua ~30 kg e 15 mg, ennaru 
na nen, BO TeK na 12 He~eJIH. 

Ilpenopa-rana ~03a xaj neua co TeJIeCHa Te)KHHa >30 kg e30 mg, ennaur na nen, BO TeK na 
12 He~eJIH. 



-xancynara ce orsapa. MIIKpOneJIeTlITe rperia p;a ce pacnpcxaar BO 60 ml COK on
 
ja60JIKO, nOpTOKaJI IIJIII p;OMaTeH COK II noroa cxreca'ra 'rpefia sennaur p;a ce npOrOJITa.
 
3a pasrnoxrepna P;IICTPII6Y~lIja, noaara rperia na ce nposreura co nyrron BOJIyMeH na
 
osonren COK a noroa COp;p)KIIHaTa BepHalli na ce acnae.
 
He ce 1I3Bep;eHII KJIIIH.lI'-IKII CTYP;1I1I co npnsreaa na npyr TlIn na xpana IIJIII nlIjaJIO~1I II
 
sapana Toa TIle He ce npenopa-rysar nplI anJIIIKa~IIJa na JIeKOT.
 

Ileua HG eospaciii 0012-17 200UHU 
-racrpoeaorpareanen perpnyxc: npcnopa-rana noaa on JIeKOT e 15 mg, enaaru aa nen, co
 
aepverpaen,e na TpeTMaHoT no 8 Hep;eJIII.
 
-ep30lIBeH esorparm-ac: npcnopaxaaa noaa on JIeKOT e 30 mg, ennaur na p;eH, co
 
BepMeTpaelbe na TpeTMaHoT no 8 Hep;eJIII.
 

nOCTapH naQHeHTH 
Kaj osaa nonynauaja na na~lIeHTII KJIlIpeHOCT aa JIeKOT II aaxrarren II aapaun Toa MO)Ke 
na lIMa norpeoa on npanaronysan,e na nosara. Ce npenOpal.JYBa npmaena na nnesna nosa 
no MaKclIMyM 30 mg, OCBen BO CJIy'-IalI xane IlITO KJIMHIIl.JKaTa cocrojtia na na~lIeHTOT 

HaJIO)J(yBa nOIIHaKy. 

Hapyureaa xenaranaa <l>yHKQHja 
Kaj naunerrnrre co HapyllieHa xenaranna rpyuxnnja nesra rrorpetia on npanaronysan,e na 
noaara on JIeKOT. 

Hapymena peuanaa <l>yHKu,Hja 
Kaj na~lIeHTIITe co Hapylliena penanna rpynxuaja nessa rrorperia on npanaronyaan,e na 
nosara on JIeKOT. 

MHTepaKu,HH co pe3yJITaTHTe on aHaJIH3HTe xaj nauaenra co TyMOpH na 
HeBpoeHp;OKpHHHOT CHCTeM: 3a BpeMe Ha TpeTMaHOT P;OKTOpOT Tpe6a p;a Ja CJIep;1I 
cocrojtiara na na~lIeHTOT. 

4.3.KOHTPAMHL(MKAU,MM 
•	 TIpeoCeTJIIIBOCT na aKTIIBHaTa cyncraanuja, na nexoja on nOMOIlIHIITe COCTOjKII na 

JIeKOT. 

4.4.MEPKM HA nPETnA3JIMBOCT M nPE):(ynPE):(YBAJ-LE 
KaKO II nplI npnsrena na OCTanaTIITe anTII-YJI~epOreHII JIeKOBII, npen ynorpeoa na JIeKOT 
xaj nanaerrrn co cycnexren racrpn-rea yJIKyC rpeoa p;a ce IICKJIyl.J1I MO)KHOCTa sa 
nOCTOel.JKII MaJIlIrnOM 61Ip;ejKII TpeTManOT co Jlancop MO)J(e na ra npnxpae CIIMnTOMIITe 
IIna ro OP;JIO)KII najamocrauoapan.ero na 60JIeCTa. 
Ilpen ynorpeoa na Jlancop sa TpeTMan na nncnencaja noce6HO xaj cpenose-ma IIJIII .	 .
nOCTaplI na~lIeHTII co n~aBa Ha HOBa enlI30p;a Ha p;lIcnenCMJa IIJIII co npOMeHa BO 
CIIMnTOMIITe na nOCToe'-IKaTa 60JIeCT, Tpe6a na ce IICKJIyl.J1I MO)KHOCTa on nOCToe'-IKO 
cepnoaaa 60JIeCT (KaKO MaJIlIrHIITeT). 
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TIpeA ynorpetia na Jlancop BO KOM6lmalJ,l1ja co aHT116110Tl1lJ,11 sa epanaxannja na H. Pylori 
AOKTOpOT rpeoa na rl1 3eMe BO npennan npenOpaKl1Te OA 3611PH110T Haseurraj aa 
OC0611Hl1Te na neKOT na COOABeTH110T aHT116110Tl1K. 
Jlancop rpeoa BHl1MaTeJIHO na ce npasrenyaa xaj rranaerrrn co TeWKa xerraranna 
Al1CepYHKlJ,l1ja. 3a spexre na TpeTMaHOT, OBl1e nanuerrra 'rpefia BHl1MaTeJIHO na ce CJIeAaT 
11 na ce 3ana311 na He ce HaAMl1He nnennara A03a OA 30 mg. 
HaMaJIeH110T alJ,l1Al1TeT na )KeJIYAHl1KOT OA 611JIO xoja eT110JIOrl1ja (BKJIYQl1TeJIHO TpeTMaH 
co lHx161TOP" na rtporoncxara rryxnra) pe3YJITl1pa co nopacT na HOpMaJIHaTa 
6aKTepl1CKa epJIopa npl1cyTHa BO Al1reCTl1BH110T Cl1CTeM. Tepannjara co JIeKOBl1 KOl1 ro 
HaMaJIyBaaT alJ,l1Al1TeTOT MO)Ke na AOBeAe AO cJIa60 3rOJIeMYBaI-be na P"31KOT OA 
raCTpOl1HTeCTl1HaJIHl1 l1HepeKlJ,l1l1 KaKO na np. l1HepeKlJ,l1ja co Salmonella 11 Campilobactyer. 

Ilocetiaa npeAynpeAyB31h3 BO BpCK3 co nOMOIIIHlITe cynCT3HI.J,1I11 H3 JleKOT 

Jlexor LANSOR-SANOVEL, xarrcynn COAP)Kl1 caxaposa. 3apaAl1 roa, JIeKOT He ce 

rrperropa-rysa aa ynorpeoa xaj naWIeHTl1 co BpOAeHa HenO.LJ.HOCJll1BOCT na eppyKT03a, 
Cl1HAPOM na xranancoprruaja na rJIl1K03a/raJIaKT03a l1JIl1 nerpmraenuaja aa caxaposa 
1130MaJITa3a. 
(/JpaKi71ypu ua KOCKU: ny6JIl1KyBaHl1Te 113BeWTal1 OA CTYAl1l1 cnposeneaa co JIaHCOnpa30JI 
yKa)KyBaaT AeKa TpeTMaHOT co JIaHOnpa30JI e aCOlJ,l1paH co nopaCT Ha P"31KOT OA 
eppaKTypa aa KOCKI1Te 11 rrojasa na ocreonoposa xaj p6eTHI1lJ,11. Ce npenopa-rysa 
KpaTKOTpaJHa npl1MeHa na JIeKOT. 
J)e¢Wluemluja na AW2He3uYM: nojaaara na HeCaKaHI1 eepKTl1 KaKO: napyuryaaa,a na 
cplJ,eB110T parai« 11 MyCKyJIHI1 Cna3Ml1 MO)Ke na pe3YJITl1pa co nojasa na I1HepapKT_ 3apaAl1 
Toa, xaj rOJIeM 6poj na nalJ,l1eHTI1 rrorpeoen e npeKI1H na TpeTMaHOT co MarHe311yM 11 
JIaHCOnpa30JI. 

Xeiiaiiiannu napyucyean.a 
Hexra norperia OA rrpnnaronnan,c na A03aTa xaj nauaerrra co XenaTaJIHO ourreryaan,e. 

Peuannu HapYUtY6afba 
HeMa rtorpetia OA npanaronsaa,e na A03aTa xaj nanaenrn co peHaJIHO ourrc'ryaan,e. 

4.5.MHTEPAKQMM CO j:(PYfM JIEKOBM M j:(PYfM MHTEPAKQMH 
Jlaacorrpason ce MeTa60JIl1311pa npexy lJ,PH110T AP06. TIoAaTOlJ,I1Te OA 113BeAeHl1Te CTYAl1l1 
yxascyaaar nexa JIaHCOnpa30JI e cJIa6 l1HAyKTOp na eH3l1Ml1Te aa lJ,l1TOXpOM P450 lliTO 
MO)l(e na pe3YJITl1pa co nojasa na l1HTepaKIJ;l1l1 co JIeKOBI1 KOI1 ce MeTa60JIl1311paaT npeKY 
xenapor, TIPl1 l1CTOBpeMeHa annmcaunja na nepopanan KOHTpalJ,enTl1Bl1 H JIeKOBH KaKO 
epeHI1TOI1H, xapoaeraserraa, Teoepl1JIl1H HJIl1 naprpapan, Tpe6a na ce npesaeuar 3rOJIeMeHl1 
MepKH na npeTna3JII1BOcT. 
He ce AOKa)KaHl1 KJIHHl1QKH cHrHHepl1KaHTHl1 I1HTepaKlJ,1111 co HCAVIJI l1JIl1 nnjasenaa. 
TIPI1 l1CTOBpeMeHa annnxaunja co JIeKOBH BO '-Il1j MeTa60JIl13aM ynecrnynaar 
XenaTaJIHI1Te lJ,l1TOXpOM P450 eH3HMl1 (xaxo epeHI1TOHH) nOTpe6HH ce 3rOJIeMeHH MepKH 
na rrpernaannaocr. 
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TIo~aTOl.JJ1Te O~ epapMaKOKlmeTCKH CTY~HH H3Be~eHH xaj nyre co KOHKOMHTaHTHa 
arrJIHKaI.J;Hja aa JIaHCOrrpa30JI H aHTH6HOTHI.J;HTe a:-'WKCI1I.J; IIJ1IlH H KJIapHTpOMHI.J;HH He 

yxaacysar aa nojasa na KJIHHWIKH peJIeBaHTHH HHTepaKI.J;HH. 
TIPH HCTOBpeMeHa arrJIHKaI.J;~a Ha aMOKCHI.J;HJIHH H KJIapHTpOMHI.J;HH co J1aHCOrrpa30JI 
perncrpapano e 3rOJIeMYBafbe na AUC na JIaHCOrrpa30JI aa 30% . OBOj nopacr aa AUC 
HeMa HeraTHBeH erpexr Bp3 epanaxau njara na Helicobacter pylori. 
MeTpoHH~a30JI e HHXH6HTOp na I.J;HTOXpOM P4503A4. Jlanconpasorr e cyrrcrpar na osoj 
113oeH3HM H npn KOHKOMHTaHTHa arrJIHKaI.J;Hja co MeTpoHH~a30JI MO>Ke ~a nojne no rropacT 
na rrJIaMaTCKaTa KOHI.J;eHTpaI.J;Hja na JIaHCOrrpa30JI. 
Hexra ~OBOJIHO npnjaaemr rro~aTOI.J;H aa HHTepaKI.J;HH noxrery JIaHCOrrpa30J1 H 
MeTpoHH~a30JI. 

He ce perncrpapamr HHTepaKI.J;HH nossery JIaHCOrrpa30JI H TeoepHJIHH. Kaj HeKOH JIHI.J;a, aa 
BpeMe na TpeTMaHoT co JIaHCOrrpa30JI, perncrpnpan e rOJIeM nopacr rra KJ1HpeHCOT na 
TeoepHJIHH. OBOj nonarox Tpe6a na ce 3eMe BO rrpenann. 
TIo~aTOI.J;HTe H3Be~eHH co HCToBpeMeHa ynorpefia na saprpapaa (KyMapHHcKH 
aHTHKoaryJIaHT) He yxaxcyaar na nojasa na KJIHHHqKH CHrHHepHKaHTHH HHTepaKI.J;HH. 
Kaj 3~paBH ~06POBOJII.J;H JIaHCOrrpa30JI He BJIHjae Bp3 epapMaKOKHHeTHKaTa na ~Hja3erraM _ 

TIPH KOHKOMHTaHTHa ynorpeoa co aHTaI.J;H~H perncrpapaaa e HaMaJIeHa 
6HOpaCrrOJIO)l(HBOCT na JIaHCOrrpa30JI; sapana roa npn HCTOBpeMeHa ynorpetia ira 
JIaHCOrrpa30JI H aHTaI.J;H~H ce npenopa-rysa na HMa BpeMeHCKH HHTepBaJI O~ HajMaJIKy 1 
-rac nonery arrJIHKaI.J;HjaTa rra naa-ra J1eKa. 

4.6.EPEMEHOCT ML(OEIhE : 
Bpesreaocr 
Hexia ~OBOJIHO rrO~aTOI.J;H sa ynorperia na JIaHCOrrpa30JI sa spexre na 6peMeHocT. BP3 
OCHOBa na pe3yJITaTHTe ~o6HeHH on eKcrrepHMeHTaJIHHTe CTY~HH H3Be~eHH xaj >KHBOTHH, 
JIeKOT He rroxazcyaa reparoren erpexr. TIo~aTOI.J;HTe O~ CTY~HHTe sa perrpO~YKTHBHOCT co 
ynorpetia na MHory BHCOKH ~03H JIaHCOrrpa30JI xaj CTaopU;H H sajann yKa>KYBaaT na MaJIO 
naxsanynau,e na Te>KHHaTa aa TpeTHpaHHTe )KHBOTHH. 
Jlaacorrpason He rpetia na ce ynorperiyaa sa apcve na 6peMeHOCT. 
L(oelhe 
CTY~HHTe H3Be~eHH xaj >KHBOTHH yxaacynaar nexa JIaHCOrrpa30J1 ce H3JIaqyBa BO 
Maj"-IHHoTO MJIeKO. Hesra rrO~aTOI.J;H aa cexpeunja rra JIeKOT BO xyuanoro MJIeKO. 
Jlanconpason He 'rpefia na ce ynorpeoyna aa apexre na noen,e OCBeH BO CJIy"-IaH xora HMa 
CHJIHa KJIHHHqKa HH~HKaI.J;Hja aa rrpnxrena na JIeKOT. 

4.7.BJIMJAHME HA JIEKOT BP3 CnOCOEHOCTA 3A B03ElhE M 
ynOTPEEA HA MAIDMHM 

Jlanconpason aexra BJIHjaHHe Bp3 cnocoonocra na rraI.J;HeHTOT aa aosen,e H yrrpaByBafbe 
na MaWHHH. 

4.8.HECAKAHM L(EJCTBA 
Jlanconpason BOrJIaBHO noopo ce nO~HeCYB <l H HecaKHHTe nejcrsa na JIeKOT 06HqHO ce
 
CJIa6H H TpaH3HTopHH.
 
Haj-recro npajasen« necaxann nejcraa ce rJIaBo6oJIKa , H
 
MaJ1aKCaHOCT.
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[aCTpOHHTeCTHHaJIHHTe HeCaKaHH ecpexrx BKJIyl.JyBaaT: nnjapea, KOHCTHnal.l,Hja, 
a6AOMHHaJIHa 60JIKa, nayaea, noupaxan,e, epJIaTyJIeHTHOCT, cyna ycra, BOCllClJIeHHe Ret 
rpno, 
KaKO H npa npavena na OCTaHaTHTe HHXH6HTOpH na npOTOHCKaTa nysrna sa apexre na 
TpeTMaHOT CO JIaHCOnpa30JI npajaaenn ce MHory peTKM CJIyl.JaH na KOJIHTHC. Bo cny-raj H 
nojasa na .reunca H/HJIH AOJIrOTpajHa nnjapea, rperia na ce pa3MHCJIH aa npexna na 
TpeTMaHOT. Bo nOrOJIeMHOT AeJI na CJIyl.JaH, CHMnTOMHTe ce nOBJIeKyBaaT 6e3 Aa HMa 
norpetia OA npexnn na TpeTMaHOT. 
ITpHjaBeHH ce H3MeHeTH pe3yJITaTH na XenaTaJIHHTe epyHKl.I,HOHaJIHH TeCTOBH H peTKO, 
nojasa na )l(OJITHl.I,a HJIH xenaTHTHC. 
UepMaTOJIOllIKHTe necaxann erpexrn BKJIY~BaaT: HCHn no KO){(aTa, ypruxapaja H 
npypHTYC. 06Hl.JHO OBHe CHMnTOMH cnOHTaHO ce nOBJIeKyBaaT 6e3 na HMa norpetia OA 
npeKHH na TpeTMaHOT. PeTKO ce jaayaaar cepH03HH KO)l(HH peaxuna KaKO CTeBeH
JOXHCOH-OB CHHApOM, TOKCHl.JHa emrnepxranna HeKpOJIH3a H epHTOMaT03eH HJIH 6yJI03eH 
HCHn BKJIyl.JHTeJIHO H MyJITHepopMeH eprrrev. ITpHjaBeHH ce H CJIyl.JaH aa HCTeHl.JYBalbe na 
BJIaKHaTa OA rnaaara H epOToceH3HTHBHOCT. 
Ilpyrn rrpajaaemr peaxnna aa npeOCeTJIHBOCT ce aarnoenesr, CBHpelbe BO rpanrrre H 
xnrory peTKO aHaepHJIaKTHl.JHa peaxunja. 
ITpHjaBeHH ce H CJIyl.JaH na HHTepCTHl.I,HjCKH HeeppHTHC KOj BO HeKOH CJIyl.JaH nporpennpan 
AO peHaJIHO aarajysan,e. 
PeTKO ce jasysaa-r XeMaTOJIOllIITKH necaxana eepeKTH: TpOM60l.l,HTOneHHja, 
arpaHYJIOl.l,HT03a, e03HHoepHJIHja, neyxoncaaja H nannaroncnaja. Tlpajaneua e nojasa na 
MOApHl.I,H, nypnypa 11 neTeXI1I1. 
Ilpyrn necaxaaa nejcrna aa JIeKOT ce: aprparrrirja, MHjaJIrHja, nenpecnja, nepncpepeu 
eAeM H peTKO, rrapecreanja, 3aMaTeH BHA, napynrea BKyC, aepraro, xoarpysnja H 
xanyunnauaa.
 
PeTKO ce rrpnjaaemr rnnexouacraja H HMnOTeHl.I,Hja.
 

4.9. nPE):(03MPAILE CO JIEKOT 
ITo annnxarraja na JIaHConpa30JI BO A03H AO 5000 mg/kg KaJ rJIyBl.I,H II CTaOpl.l,H He ce
 
pcracrpnpaau KJIHHWIKH p;OKa3H sa TOKCHl.JHH eepeKTH.
 
DaHCOnpa30JI He ce oncrpanysa CO xeMoAHjaJIH3a. ITo ynorpetia aa 600 mg ce npHMeHyBa
 
CHMnTOMaTCKa 'repanaja.
 

5.<I>APMAKOJIOIDKM OCOEMHM 

5.1.<1>APMAKO):(MHAMMKA 
(])apMalwDuepaiie6UtClw zpylia: HHXH6HTOpH na nporoncxara nyxrrra. 
ATe K0Jl:: A02B C03 
DaHcOnpa30JI npnrtafa na rpynara JIeKOBH HapetIeHH HHXH6HTOpH na nporoucxara 
rrysma. MexaHH3aMoT na nejcrso My ce COCTOH BO cnenmpn-ma HHXH6Hl.I,Hja na I-I+/K+ 
ATP asara (npOTOHCKaTa rryxma) aa napHeTaJIHHTe raCTpWIHH KJIeTKH llITO e 
TepMHHaJIeH xexop BO npouecor na nponyxuaja na racrpa-nra KHCeJIHHa. Ha OBOj na llHH 
ce HaMaJIyBa al.l,HAHTeTOT aa )l(eJIYAHHKOT llITO rrpercraayaa xnyseu rpaxrop aa 
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aasnpaayaan,e aa aapyuryaan.ara acounpaaa co 3rOJIeMeH auanare aa )KeJIYAHHKOT KaKO: 
racrpasen yJIKyC, AyoAeHaJIeH yJIKyC H perpnyxcen e30eparHTHC. 
Ce CMeTa nexa so KHCeJIOTO onxpysxysau,e na napHeTaJIHHTe KJIeTKH na )KeJIYAHHKOT 
OCHOBHHOT JIeK ce MeTa60JIH3Hpa AO aKTHBeH MeTa60JIHT(H) KOj nOTOa pearHpa co 
CyJIepHAPHJIHaTa rpyna na H +/K+ A TP asa'ra WTO pe3YJITHpa co HHXH6HLI,Hja na 
nporoncxara nyxrna. J1H 8U~UPO , onaa HHXH6Hl.I,Hja e peBep3H6HJIHa nOA nnnjanae aa 
BHaTpewHH H aanaopeurnn penynapaxxa arencn. MexaHH3aMoT aa nejcrso rra 
JIaHCOnpa30JI CHrHHepHKaHTHo ce pa3JIHKyBa OA MexaHH3MHTe na nejcrso na X2 
aHTarOHHCTHTe KOH HHXH6HpaaT eAeH OA TpHTe MexaHH3MH HHBOJIBHpaHH so 
cTHMyJIal.l,Hja aa nponyxunja na racrpnvaa Kl1CeJIHHa. 110 annaxaunja na enane-nra A03a 
OA 30 mg JIaHCOnpa30JI perucrpapaaa e HHXH611l.1,Hja na neHTaracTpHH-CTl1MyJIHpaHaTa 
cexpeunja na racrpn-nra KHCeJIl1Ha sa 80% WTO yxaxcyna na erpaxacaocr yurre rrpn 
npSHOTAeH OA TpeTMaHOT. 
JIaHconpa30JI HMa npOAOJI)KeHO epapMaKOJIOWKO nejcrso H OS03MO)KYBa erpex'raaaa 
cynpecnja na cexpeunjara na racrpn-nra KHCeJIHHa BO TeKOT na 24 qaca a co Toa H 6P30 
sasnpaayaan,e 11 noancxyaaa,e na CHMnTOMHTe na OOJIeCTa. 
Co naxsanyaaa,e aa rCTpl1qHHOT al.l,HAHTeT JIaHCOnpa30JI 06e36eAyBa yCJIOBl1 33 
eepeKTHSHOCT OA ynorpeoa na COOAseTHHTe aHT116HOTHl.I,H npOTHS H Pylori. Bo HH BHTpO 
H3seAeHH acrnrryaaa,a 6ewe AOKa)KaHO nexa JIaHCOnpa30JI l1Ma AHpeKTeH aHTHMl1Kp06eH 
erpexr Sp3 H Pylori. 

~~$APMAKOKMHETMKA 

Aiicopiiuuja 
110 anmrxauaja na ennae-ma A03a OA JIeKOT perucrpnpaaa e Sl1COKa 6HOpaCnOJIO)KHSOCT
 
(OKOJIy 80-90%) WTO pe3YJITHpa co 6P3 etpexr so H3M3JIYBalhe aa 3l.I,HAl1TeTOT.
 
MaKCHMaJIHa nJIa3MaTCKa KOHl.I,eHTpaU;Hja ce AOCTHrHy 1-2 tiaCa no anJIHKaU;Hja aa
 
A03aTa.
 

110 anJIl1KaU;l1j3 na eAHHetIHl1 HJIH MyJITHnJIH A03H JIaHCOnpa30JI xaj 3ApaBH A06pOBOJIl.I,H
 
nonyspevero aa eJIHMHHal.l,l1ja na JIeKOT OA nJIa3MaTa ce ABH)KeWe BO oncer OA 1-2 xaca.
 
110 anmrxauaja na MyJITl1nJIH A03H xaj 3A3pSl1 CnHTaHl1l.1,l1 He ce perncrpapaaa AOKa3H aa
 
axyvynanaja H3 JIeKOT.
 
Bpsyaan.ero sa nJla3MaTCKHTe npOTeHHH e 97% .
 
110 pecopnunjara Jl aHCOnpa30JI nOAJIe)l(H na eKCTeH311SeH MeTa60m13aM H ce eJIl1MHHHpa
 
npexy 6y6pe311Te H 611JIHjapHHoT CHCTeM.
 
110AaTOl.l,HTe AO crynnja co npHMeHa aa 14C MapKHpaH JIaHCOnpa30JI yxaxyaaar nexa AO
 
50% OA an.mruapaua-ra A03a ce eJIl1MHHHpa npexy ypnnara. JIaHconpa30JI ce
 
MeTa60JI11311pa nperezcao npeKY xenapor.
 

S.3.llPETKJIMHMQKM llOJJ:ATOUM 3A 6E36EJJ:HOCTA HA JIEKOT 
33 apesrc na AOJIrOTpajHHTe CTYAl1H (l.I,eJI )Kl1BOT) cnpoBeAeHH xaj craopun 3a6eJIe)KaHa e 
nojana na TyMOpl1 na )l(eJlYAHHKOT. 3a BpeMe na AOJIrOTpajHHTe CTYAHl1 (l.I,eJI )Kl1BOT) 
cnpoaenena xaj craopun aatie.nexcana e 3rOJIeMeHa HHl.I,HAeHl.I,a na nojasa na cnOHT3H3 
peTl1HaJIHa arporpnja. OBHe JIe311H KOH tIeCTO ce perHCTpl1paHH xaj JIa6apaTOpl1CKHTe 
aJl6HHO craopun He ce saoenexcaaa sa BpeMe na ncmrryaan,a cnponeaena xaj MajMyHH 
l1JIH KytIHlba HHTy aa apexre na AOJIrOTpajHl1Te CTYAl1l1 (l.I,eJI )l<HSOT) xaj r JIVE 11 . 

~ tl- A l\t' 
~'\ CJ 80 ... "'1~ 
~ A..X; V'-<j '1-,:\ 

: f 'f~_ .. . ~ '6~~I :t.~~ '-G" ~ "'0 0 7 
0. S W;i: . " .. ::. 
"o~ .i;T:"" {J~ l 
~ ~ 
QnJ~ 

o~ 4~ " 



3a OBHe e¢eKTH ce MHCJIH nexa ce coeU;H¢WIHH sa CTaopU;HTe. OBHe necaxana nejcrsa He 

ce perncrpapana xaj oaU;HeHTH OpH AOJIrOTpajHa KOHTHHyHpaHa ynorpetia na 
JIaHCOnpa30JI. 

6.«bAPMAIJ;EBTCKII OCOJiIIHII HA JIEKOT 
6.1.EKCIJ;nnIIEHCII 

• Mame3HyM Kap60HaT 

• caxapoaa 
• CKp06 
• XHApOKCHOpOnHJI u;eJIyJI03a 

• KOnOJIHMep na MeTaKpHJIWIHa KHCeJIHHa 

• TaJIK 

• OOJIHeTHJIeHrJIHKOJI 

• nOJIHcop6aT 

• KOJIOHAHa CHJIHKa 

• AeCTHJIHpaHa BOAa 

• epHTp03HH (E127) 

• THTaHHYM AHOKCHA (E171) 

• )KOJIT )KJIeJIe3eH OKCHA (E172) 

~~IIHKOMnATIIJiIIJIHOCTII 

He e npHMeHJIHBo. 

6.3.POK HA TP AElbE 
3 rOAHHH. 

Jl etcoiii He cu ee oa ce yiioiupetiyea iiocne uciiietcoiii na oaiuyMmu na yiioiiipetia lUlUO e 
uaeeoeu ua iiatcyean.eiiio. 

6.4.HA qMH HA qYBAlbE 
Ila ce 1.£)'Ba aa C06Hi1 'rexmeparypa AO 2SC. 

6.5.nAKYBAlbE 
Ilaxyaan,e co 14 H 2R xancynn BO J lOPE unnuenue, co nOJUmpOflI1JIeHCKH ::HtTBap al.I, KOj 

COAp>KH LDPE perYJIClTOp co saumrren npcreir H CHJIHKa r en , 80 KapTOHCKa KyTI1ja. 

6.6.YnATCTBO 3A ynOTPEJiA 
Heynorperiena'ra KOJIWIHHa OA JIeKOT -rpefia na ce YHHIIITH BO COrJIaCHOCT co Ba)Kel.JKHTe 
nponacu. e e nOTpe6HO nocerino ynarcrso sa ynorperia. 

"POIl3BO,ll;IITCjI If H OCIfT CJl H3 O,ll;06P CIlIICTO 33 IIP Ol\l CT : 

npOIf3BO,ll;IIT e JI:	 SANOVEL ILAC SANVE TIC. A.S" 
34580 Silivri l1cTaH6YJI, T YPU;Hj a. 
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CA HOBEJI HJIAll, CA I-l. B E Tl1Ll. A .C. , 34460 Hcrnnse, I1cr aH6 yJI, T yp tnrja. 

Hocnr e,n ua onofipennero aa II p o ~1eT DO P enyfimnca Maxeunnuja: 
OpeTCTi:lI3HI11I1TBO: Ci:lH OI3eJI I1Jli:lt I C aHaj I1 13C T I1I,l .A. lIl . -Cxo nje 
yn .Flpaosrajcka 6 .6-CKo nje 

8.EPOJ HA O)J,OEPEHMETO 3A TIPOMET 

9.)J,ATYM HA TIPBOTO PEIDEHME/OEHOBA 3A PEIDEHMETO 

lO.)J,ATYM HA TIOCJIE)J,HATA PEBM3MJA TEKCTOT 
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