KPATKA XAPAKTEPHCTHKA HA INNIPOAYKTA,
JAHHH BBPXY OITAKOBKATA U JINCTOBKA




KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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1. UME HA JIEKAPCTBEHUA ITPOAYKT e —
Yakamen 120 mg ¢punmMupanu tadiieTku | Kbm Pez. Ne /\7 /7‘0,5}3 -

Ulcamed 120 mg film-coated tablets r

somane. 62432 13018

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

-

Besika dunmupana tabnetka cbabpka 120 mg 6ucmyToB okcua (bismuth oxide) (kato TpUKaiWeB
auuuTparooucmyTart (OucmyToB cyouurpar) (bismuth subcitrate)).

[IoOMOLIIHO BELIECTBO C U3BECTHO J1€HCTBHE:
Besika ¢puamupana tabnerka cbabpika 46,58 mg Kauu.

34 NMbJIHUS CINTUCHK HA NMOMOILIHUTE BELLIECTBA BHKTE Touka 6. 1.

3. JJEKAPCTBEHA ®OPMA

dunmupaHa Tabnerka (Tadbserka)

beau 10 noutu 6eau, kpbrau (auamersp: 10 mm) puamupanu TabneTku, 1€KO ABOHHOU3ITbKHAIIH,
CbC ckoceHHW pbOoBe. [10 NnoBbpXHOCTTA Ha TADJIETKHTE CE JOIMYyCKa HAJIMUMUE Ha MEeTHA.

4, KJUHUYHU JAHHU
4.1 TepaneBTHYHH NOKA3AHHUA

YKkamea € nokasaH npyv Bb3pacTHH 3a:
- JleyeHne Ha CTOMALLUHHU H OYO/E€HATHH A3BH.
- CounbTCTBAL JIEKAPCTBEH NPOAYKT Npu epaaukauus Ha Helicobacter pylori, B koMOHHaUM$ C

APYIH JIeKapcTBa.
- ['acTpuT, CBBbP3aH C AUCNENTUYHO HAPYLUEHHUE, KOraTo € KejlaTejiHa epajuKaLMs Ha

Helicobacter pylori.

4.2 J1o3HpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
[lpenopbuBar ce CjIeAHUTE CXEMH Ha JICHYEHHE:
- | TabneTka, YETHPH IMBTH JHEBHO HA Mpa3eH CTOMaXx (MOJJOBHH Yac Mpead OCHOBHHUTE XpaHEHHUS

U Npeau JisiraHe),

WK
. 2 TabneTKu, 1Ba MbTH AHEBHO HA NMpa3eH CTOMAX, MOJIOBHH Yac NMpe/aM 3aKyCKa M MOJIOBHH 4ac

Npeau BeYeps WK NpeaH JsraHe.

MakcumaiHaTa NpoOABb/KMTEIHOCT Ha €1MH KypcC Ha JieueHHe € 2 meceua. TpsaOBa 1a U3MUHAT HaM-
MaJIKO JIBa MeceLla Npe/y 3arno4yBaHeTo Ha HOB KYypC Ha JIeYeHHUE C NMPOJAYKTH, ChAbpKallli OUCMYT.

[Ipu neyeHue Ha AyOAE€HAIHU UM CTOMALLHH S3BU MNPOABIKHTEIHOCTTA HA €/IMH KYPC HA Je4eHUE :{1
N0 8 CeAMMLIN.

[lpu epanukaums Ha H. pylori n300pbT Ha KOMOMHHMpaHaTa Tepanus U NPOAbIKHUTE
neuyeHueto (7 no 14 nuun) TpsadOBa a2 OTYKMTAT HHAUBH/IYAJIHATA MOHOCHMOCT Ha rna
JeKapcTBaTa U 1a C€ U3BbPLUBAT B CbOTBETCTBHE C PErHOHAJIHUTE MOJIE/IH Ha PE3MC

HACOKHTEC 34 JICHCHHC.



Heouampuuna nonyrayus
BezonacHoctTTa 1 epHKacHOCTTA HA YkaMea npu aeua Ha Bb3pact ot 0 go 18 roounu He ca
yCTaHOBEHH. JIMNCBAT AaHHH..

HauyuH Ha npuagkeHue
Tabnerxure TpabBa Aa ce NOrABLLUAT UENH, ¢ AOCTATHLYHO KOIHYECTBO BOAA.

4.3 IlpoTuBonoka3zanug

CBP’I:-K‘-I}’BCTBHTEJ]HOCT KbM dKTHBHOTO BCLICCTBO HJIH KbM HAKOEC OT [NOMOLUHHATE BCLLUECTBA,

u3bpoenu B Touka 6.1,
Texxko 6vOpeuHo yBpexaaHe.

4.4 CpoeunajHHd NpeyNpexIAeHNs H NPEANA3ZHH MEPKR NpH ynoTpeda

He ce npenopbusa npoabskuTennara ynorpeda Ha BUCOKH 1034 OUCMYTHH CheaAHHEHUS, Thil KaTo
MOHAKOra ToBa BoAH Ao oOparnma eHuedanonatia. AKo Ynkamea ce U3non3pa, KakTo €
[penopb4YaHO, BEPOSTHOCTTA 32 TOBA € MHOIO Maika. BbnpekH ToBa, He ce npernopbyBa
eAHOBpeMeHHaTa ynorpeba Ha Apyru CbeIMHEHH, ChAbPXKALIH OMCMYT.

Kanuii
Toea nekapcTeo chAbpKa KatWid. Toa TpabBa Aa ce UMa NPEABHA NMPU NAUUEHTH C HAMAJIEHA
dbyHKUHA Ha OBOpeLrTe WK NPH NALHEHTH HA AHETA C KOHTPOJIUPAaH NpHEM Ha KalHH.

4.5 BianMoaeHcTBHE ¢ ZPYrM JJEKAPCTBEHH NPOAYKTH H APYrd GpopMH HA B3aHMOAeAiCTBHE

Hukaksu apyru J1eKaperea, No-creuanHo aHTHALMANW, XPaHU WIH HAIUTKH, MJISKO, MJ10A0BE HIH
MNI0A0BU COKOBE, HE TPAOBa 1a C€ KOHCYMHPAT B PAMKHTE Ha NOAOBHH 4ac NPEaH Y ClIEA A03aTa
YakaMmen, Thi KaTO T€ MOTaT Aa NMOBIUAAT Ha €eKTa My.

TeopeTHYHO € Bb3MOXHO HamanapaHe Ha abcopOuusaTa Ha TeTpaUMKIWHH, KOraTo C€ H3NoJI3BaT
€ JHOBPEMEHHO.

4.6 Pepraanrer, 6peMeHHOCT H KbpMeHe

bpeMeHHOCT
Hsama aocTaThuyHO JaHHH 3a ynoTpedara Ha TPHKAJIHEB AULMTPATOOHCMYTAT MO BpeMe Ha OpEMEHHOCT

NPy XOpa, 3a Ja CE OLUCHAT NOTEHLUHATHUTE MY BpeaHH edekTu. Jlocera npu TecToBeTe € XXUBOTHH He
ca OTKPUTH HUKAKBH MPU3HALM 32 BpeAHH edexTH.
[Topany nunca Ha AaHHH, ynoTpedaTa no BpeMe Ha OPEMEHHOCT He Ce MNMpenopbUBa.

KbpmeHe
Hama poctaTsuHO AaHHH 32 ynoTpedaTa Ha AMUMTPAaTOOUCMYTAT 110 BpEME Ha KbPMEHE TIPH Xopa, 3a
J1a C€ OLCHAT NOTCHLUMANMHUTE MY BPEAHH e(eKTh.

4.7 EdexrTa BupXy cnocodnocrra 3a modpupane H padora ¢ MAIIHAH

Hama n3BecTHY naHHU 3a edeKTa Ha TO3M NPOAYKT BbPXY CNocoOHOCTTA 3a wodupane. Bunpeku
TOBA, BEPOSATHOCTTA 32 eeKT BbPXY cnocobHOCTTA 3a WodHpaHe WITH padoTa ¢ MallHHU € MallKa.

4.8 Hexenanu jekapcTBeHH peaKuHH

Cucremo-opranen Kiac MHOro 4ecTn HeuecTn
(z 1/10) (= 1/1 000 no < 1/100)




Hapyluenus Ha UMyHHaTa aHapUNaAKTHYHA
cucTeMa peakius
CTomaluHO-4peBHH MOYEPHABAHE Ha rajeHe, MospbLIaHeE,

HApYLUCHUS dexannure KOHCTHITALHA, JHADUS

Hapyuienus Ha koxara oOpuB, NpypHTYC

NOJKOMXHATA ThKaH

CrnobujapaHe Ha NOAO3APAHN HEXKENAHU PEAKLIHH

CpobuiaBaHeTo Ha NOAO3HPAHHU HEXKENAHH PEakLMH CNel pa3pellaBaHe 3a ynotpeda Ha neKapcTBeHHUs
NPOAYKT € BaxHO. ToBa Mo3so/ssa Aa NPOALKH HAONIOREHUETO HA CLOTHOLIEHHETO T10J13a/PHCK 32
nexapcTaeHus nNpoaykT. OT MEAKLIMHCKUTE CMELMATUCTH CE M3WCKBA 1a choOluaBaT BCAkKa
0A03UPpaHa HeXenaHa peakuus vpes:

H3nbiHHTENHA areHLUKR No eKapcTBaTa

ya. ,Jamsu I'pyeB” Ne 8

1303 Codns

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

4.9 Ilpenozupane

CUMNTOMH
OcTpo cepro3HO NMpeao3upaHe Moxe 1a aoBele 10 OrdpeuHa HeAOCTaTbYHOCT C IATEHTEH NMEPHOA 10

10 nuw.

[lopeaeHWe NpU Npero3upaHe

EaHokpaTHaTa ekcno3yuMa Ha MHOMO BUCOKA 103a TpA0Ba fa ¢€ neKyBa Cbe CTOMalliHa NMPOMHBKA,
[ocneAsaHa OT MHOTOKPATHO NPUNOKEHHE HA aKTHBEH BbIJIEH W OCMOTHYHU nakcaTuBH. Ilo
NPUHLIMN, TOBA LIE MpenoTepaty abcopOuusaTa Ha OUCMYT OO0 TaKaBa CTENEH, Y€ Jla HE Ce Hanara
AOTNBNMHUTENHO JICHEHHE.

Heob6xoaumo € onpesesisHe Ha KOHUCHTPALMUTE Ha OUCMYT B KPbBTA H YPHHATA KaKTO NpH OCTpa,
TaKa ¥ NPY NOTEHUHAJTHO XPOHUYHA HHTOKCHUKALMA, 33 Ja MOTaT Aa 6bAAT NPHUNMCAHH CUMIITOMUTE Ha
MOBHILUEHA €KCIO3HLUHMA Ha OUCMYT. AKO CHMIITOMHTE C€ ABJXKAT Ha OCTPO HWIH XPOHHUHO
npenosxpane ¢ 6ucMyT, TpabBa na ce OOMHUCIU NPUNIOKEHHE HA XEIATOPHA TEPAITHA C
AuMepKanTocykLHHOBa KucennHa (DMSA) nnu aumepkanronponad cyyigoHosa kucennta (DMPS).
AKO MMa ¥ AaHHU 3a Texxkka 6bOpeuna aucdyHkuus, xenauusaTa Tpadea na Obae nocneapaHa oT
XeMoHanu3a.

5. ©OAPMAKOJIOTHYHHA CBOHCTBA
5.1 dapmakogrHAMHYHH CBOHCTBA

dapmakoTepanesTy4Ha rpyna: JlekapcTaa 3a HapyLUE€HHS, CBLP3aHU C KUCENUHHOCTTA, APYTH
NeKapcTea 3a NenTHYHA A3Ba U racrpoesodareanta pednykcHa donect (I'EPB), ATC koa: A02BX05.

MexaHu3bM Ha AICHCTRHE
[Ton aeicTBHETO Ha CTOMALLHATA KHCEMHHA ce 00pa3yBa NpeuMnuTaT OT TPHKANUEB

aMUHTpaToOHCMYTaT, KOWTO NpUJIenBa NpeaHMHO B yauepupaHata ob1acT H HHXHOUpa aKTHBHOCTTA
Ha nencuHa. TpUKATHEBHAT AULMTPATOOUCMYTAT CHILO TAKA 3alUHTaBa MyKO3aTa 4pes C
Ha CHHTE3a M CeKpeLHATa Ha eHJIOTEHHH MPOCTArJIaHAUHY, KaTo MO TO3H HAYHH YBCEHAY
NPOU3BOACTBOTO Ha OMkapboHaT U MyuuH. B fonbiHeHHE, TPHKATHEBHAT ANLL '
aHTubakTepHanHa akTuerHocT cpewly Helicobacter pylori. EpanuxaunsTa Ha Ta
MOCNEABAHA OT NOAOOPEHHE HA XMCTOIONMYHATA KAPTHHA W CHMITTOMAaTHYHO N{YIQ




dapMakoAMHAMHUYHH eQEeKTH

TpuxkanueBUAT AMUKTPATOOUCMYTAT AOTIPHHACSA 34 3231PpaBABAHETO Ha BHCOK MPOLIEHT CTOMAlIHHA H
ayoneHanHu a38d. HerosusaT antubakrepunaneH edexr € CBbp3aH ¢ No-HUCKA Y€CTOTA HA NOBTOPHA
MosBa Ha 938a Mpe3 MbPBATa rOAHHA Cflie]l CNUPAHE HA NEUYEHHETO, B CPAaBHEHUE C HAKOU OPYTrH
AIrCHTH.

5.2 QPapMaKOKHHEeTHYHH CBOHCTBA

Abcopbuns
TpukanueBHAT AMLATPATOOHCMYTAT YIIPAXKHARA JIOKAIHO AeHCcTBHE. Bbnpeku ToBa, MaJikH
konuvecTsa OucmyT ce abcopbupar (no-manko ot 0,2% ot Ao3ara) nNo BpeMe Ha NEUYEHHUETO.

PasnpeaencHue
BucMyTHT ce pasnpenena ocHoBHO B ObOpeunTe. B Apyrure opraHu Morar [ja c€ OTKpUST CaMmo CIISIH.

buoTtpancdopmauus
TpHKanueBHAT AMLUTPATOOUCMYTAT NPELMITUTHPA JIOKATHO B CTOMaXxa MO BIMAHHE HA CTOMALLHATA

KHCENHHa, 00pa3yBailki HEpa3TBOPUMH CheAWHEHHS, BepOATHO OMCMYTOB OKCHXNOpUA ¥ OUCMYTOB
LMTparT.

EauMuHHpaHe

[To-rongmara 4acT OT NOrkIHATHA OHCMYT Ce eKCKpeTHpa C (peKanuuTe. Y pUHHHAT KIHPBHC Ha
MAKOTO KOJIHUYECTBO, KoeTo ce abcopbupa, e npubnuzurenHo S0 ml/min. 3a na ce onuwie
eKCKpeluaTa Ha OMCMYTa ¢ TEYEHHE HA BPEMETO, € HEOOXOAUM NOHE €AUH TPHKOMINIAPTHMEHTEH
moaen. [onyxuBoTsT € 5-11 aHs.

53 JIlpeaknmmuauund AaHHH 34 0€30MaCHOCT

[lepopanHo npunoxeHarta eaHOKpaTHa 40332 OUCMYT HE yBelH4asa CMbPTHOCTTA MPH ILUTbXOBE B O3H
ao 2 000 mg/kg. B 28-aHeBHO nNpoyuBaHe 38 TOKCHYHOCT NPH MHOTOKPATHO NEPOPAHO NPHICKEHHUE
HAMa 3HAYHTETHH NPOMEHH, CBbP3aHH C JIEYEHHETO C OUCMYT BLPXY KNWHHUHHMTE MPHU3HALH,
TENECHOTO TErJI0, KOHCYMALMATA HA XpaHa, XeMATONoruaTa, OMOXMMHATA, aHANUK3A Ha YPUHATA,
TETJIOTO HA OPraHHUTE, ay TONCHOHHUTE MJIM XMCTONATONOrHYHU HaxoakH. HUBoTo Ha HeHabmoaaBaH
nebnaronpusTeH epekt (NOAEL) Ha 6ucmyTa € onpeaened Ha 1 000 mg/kg 3a MBIKKUTE Y IKEHCKHTE
*UBOTHHU. He ca HabroaapaHK NpU3HaLM Ha XENaToTOKCHUHOCT. HaMa ¥ HanuuMe Ha
XUCTONATONOTHYHH NTPOMEHH B KOCTHHUA MO3BK MU TUM(QHUTE OpraHu (TUMYC, AanakK, TUMQHH
B1L3/H).

MyTareHHOCTTa Ha OMCMyTa He MOXe Aa Obae OueHEHA NOPaay MHOTOTO HEAOCTATbLH HA
NPOYYBaHUATA.

He ca npoBexxgaHu OKOHUYATETHH MPOYUYBAHHUA 3a €PEKTHTE OT MPUNOKEHHETO Ha DUCMYTOB LIMTpAT
BbPXY MBKKATA WM )KEHCKAaTa PepTUIHOCT U paHHOTO emOproHanHo pa3suTHe. [1pu 3aiuu
MATEPHATa TOKCHUHOCT € fiBHa. He ca nabmonasanu obave nebnaronpuatum edekTy BbpXy Npea- Wi
NoCT-UMIIAHTALHOHHATA 3aryba, 6pos Ha xH3HecnocoOHNTE deTyCH WK GETanHOTO pa3BUTHE.
TpukanveBUAT AULUTPATOOHCMYTAT HE € cueTeH 3a (PeTOTOKCHYEH.

6. DPAPMAIEBTHYHH JAHHH

6.1 Cnachx H2R DOMOIIHKTE BelIeCcTBA

Anpo Ha TabnerkaTa
llapeBHUHO HUIHECTE

Iosunon K30
[lonakpunuH xanu




Makporon 6000
Maruesues creapar (E470b)

DUAMOBO NOKPUTHE
[Tonu(BUHHUIOB aNKOXO0J)

Makporon 4 000

Tank

Tutanos auoxkcua (E171)
6.2 HecbBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha roguocT
3 roanHH

6.4 CoeunajHH YC10BHA HA ChXpaHeHHe

Jla ce cbXpaHsABa B OPMrMHAJIHATA ONAaKOBKA, 34 Aa Ce npeanasd OT CBETIMHA U BJiara.
Toau nekapcTBEH NPOAYKT HE H3UCKBA CNELMATTHH TEMNEPATYPHH YCIOBHS HA CbXPAHCHHE.

6.5 Bua ncpABPKAHARE HA ONAKOBKATA
Baucrep (OPA/AVPVC donuo, Al donuo): 28, 30, 40, 42, 45, 56 v 60 dunmupaHH TaDAETKHU B KyTHS.
He BcHUKM BHAORE OMAKOBKKH MoraT Aa ObaaT rMycHaTH Ha nasapa.

6.6 CpoenHaJHH NpeaNa3sHH MEPKH NPH H3IXBLp.JIAHE

Hewsnon3isaHUAT JIEKAPCTBEH NIPOAYKT WIH OTNAAbYHUTE MaTEPHAIH OT HETO TPAOBA a C& U3XBLPJIAT
B ChOTBETCTBHE C MECTHUTE U3UCKBAHMUA.

7. ITIPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarjeﬁka cesta 6, 8501 Novo mesto, ChoBenus

8. HOMEP(A) HA PAPEIIEHMETO 3A YIIOTPEEBA

Per. Ne 20170379

9. JATA HA ITBPBO PAZPEHIABAHE/MTIOJHOBABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

IlaTa Ha mbpeo paspetuasane: 14.12.2017
Jlata Ha nocaeaHo noAHoBaBaHe: 22.12.2020

10. JATA HA AKTYA/TNIUPAHE HA TEKCTA

24 Nexemspu 2024




