
Rupurut® / Pynypyt® Ta6sleTu 3a uBakame Summary ofProduct Characteristics

3BMPEH M3BEIIITAJ 3A OCOBHHHTE HA JIEKOT

1. MME HA JIEKOT

Pynypyt® 500 mg Ta6seTu 3a yBakarbe

2. KBAJIMTATHBEH U KBAHTUTATHBEH COCTAB

1 Ta6neTa 3a yBakame coxpxu 500 mg XMApOTaNyAT (EKBHBANIEHTHO Ha HEYTPANHSHPAIKHOT
Ha HajMarky 13 mval HCL).

3a NEIIOCHATA JIMCTQ Ha EKCIHHTIHEHCH, BHJÈTE BO HCJIOT 6.1.

3. DAPMAIIEBTCKA JO3HPAHA @®OPMA

TaGnera 3a

4. KJIHHHIKH HONATOHH

41 TepaneBTckH HHAMK2IIMM
OBoj Jek ce KOpHcTM Kaj Bospachu H Mema Han 12 TOHHIIIH2 BO3pACT. 3a CHMIITOMQTCKO

JIEKYBalbe Ha TETOÖH Kou GapaaT HeyTpaH3allmja Ha >KeJIYNOUHATA KNCEJIMHA:

HpeBH Ha 3KEJIYIIHHKOT H ABAHACCETIIAIAUHOTO IIPeBO
KHCEIHHH (ropyummija) 4 TETOÖH HOBP3AHH CO Ke11youHaTa AUH/HOCT.

4.2 Aosnpame u HAHMH Ha ynoTpeba

o3Apame

Adonecyenmu nocmapu où 12 200uHu u 803pacru:
1 - 2 TaOneTH 3a LBAKAIRE HCKOJIKY NATH Ha ACH (ekBasarenTHo Ha 500 -1000 mg XHAPOTAILUT)
no noTpeba.
Alnesnara n03a He Tpe6a na Ha1mmHe 12 TaGmeTH 3a uBaKaïbe, ITO € CKBMBAJICHTHO Ha 6 g
XHAPOTANIMT.
PynypyT Ta6NeTuTe 3a WBakawe ce 3eMaaT HeKOJKy NATH AHEBHO TIoMefy o6pomn M npen
crHere.

Hfeya u adonecyenmu do 12 zoduuna eo3pacm:
Bes6enuocra u ebukacHocra Ha PynypyT TaOmeTuTe 3a UBaKalbe Kaj eva no 12 roxAmHa
BO3paCT He € HcHMTaHa. PynypyT Ta6neTuTe 3a IBQK2HC He TpeOaa ce KOPHCTAT 3a TPETMAH Kaj
neta nog 12 rOHAIIHA BO3PACT.

Hauux Haa axMuHACTpaumja
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Rupurut® / Pynypyt® Taöneru 3a uBakame Summary ofProduct Characteristics

AKO CHMIITOMHTE IIOCTOjaT IIOHOJITO ON 2 ceMMHIM H IOKpaj Tepar1mjara, Tpe6a Ja ce rouxe
KIHHHUKO HCIIHTYBArbE, 3a 1a Ce CJIMMHHHP2 OII2CHOCTQ ON MQJIMTHA cocTojOa.

4.3 KoHrtpauuankaunn

- XHTIePCeH3HTHBHOCT Ha AKTHBHATA CYIICTAHIMja XHAPOTAUHA, HA MEHTON, WIM Ha ÖHIO Koja OF
HOMOIHATE COCTOjKH BO CJIOT 6.1.
Tlanwentu co TCIIIKO Hapy11yBame Ha OyOpexHata DyHKIIMja He CMeaT Wa KopuctaT PynypyT
TaONeTH 3a Bakabe.
Tlaquentu co Hapymexa 6y6pexHa pyHKuMja ce H310KEHA Ha PH3HK Of HHTOKCHKAIIMjAa nopa1u
MarHe3HyM (xHnepMarHe3eMHja) 4 allyMHHHyM NPA AONTOTPA)HA TPHMEHà Ha BHCOKH AO3H.

CO MODKC Ja AoBeye HO OCTeoManalnja H eHnebaronarTyja. OBue

HAHHEHTH Tpe6a ma Kopuctat PynypyT Ta6neTH 3a IBQKQHC CAMO HOKOJIKY HMBHHTE CCPYMCKM

KOHIIEHTPAIIHH Ha MQTHC3HYM H ANYMHHAYM Ce CJIENAT pexoBHo. He cmee Ja ce HaxxmuHe HHBOTO

Ha Hay 40ug/L. Pynypyr raGnerure 3a He CMCQT Ja Ce KOPHCTAT BO

Ha xurobocharemuja WIM MocToeuka MHACTEHHjA PABHC.

4.4 Tloce6un MepKH Ha NpeTNa3JIHBOCT AH NOCeÖHH NpenynpenyBalsa

Tpe6a na ce us6erHyBaar BMCOKM 103M MH AONTOTpajHa ynorpe6a kaj MAHHEHTH CO Hapyulena
PCHAJIHQ bynkumja, kaj naumeutn co An1xajmepoBa 6onecr wim apyra POpMH Ha neMeHunja u

kaj TAUHEHTH Ha HuckobocdaTtna Hera.
Jlokonky no4yBcTByBaTe NeP3ACTHPAUKA H/HIH 110 PPEKBEHTHH PeKypeHTHH CHMIITOMN, Tpe6a
na noGapate MeJMIMACKH COBET, CO He Ha ce OTPPIIAT CepHO3HH 3a00J1YBAHA KQKO IICIITHHCH

y1kyc WM MAJIUTHHTET. Kaj naumenTu co >Ke1ynoyeH HIN Ayouenasen y1lkyc, TecT 3a H.pylori u
-BO C/Iyyaj Ha Hej3HHO OTKPHBQHC - OMO6peHa TeparHja 3a epa1nkannja TpeOa na ce pasr11ena,

Önnejku yskycHuTe 3a60J1yBarba 3A311paByBaaT MCTOBPeMEHO CO yenemHa
epannkaunja.

e a H a OJIOCIICHTH

PynypyT TaGxerure 3a IIBaKarbe He Tpe6a Ja ce KOPHCTQT Kaj xeua Ha BO3pacT IIOMQJIQ on 12

TOAHHH, 3QTO2 LITO He IIOCTOM AOBOJIHO HCKYCTBO 3a OBAQ BO3P2CH2 TpyIa.

Oxoj JICK COAPIKH IIOManky ox Immol Hatpuym (23mg) no Ta6neTa 3a 1Bakarke, WTO TO IIPaBu

TpakTH4HO ,,6e3 HATPAYM".

45 Hurtepak1mn co apyTu JleKoBH H APyTH dopMu HA uHTepakumn

Ucroppemena anMuHHCTpaumja Ha aHTammmm CO APyTu JIEKOBH MOXE Ma ja IIPOMCHH HHBHATA

ar1copr1umja. 3HayajHn HaMallyBalba Ha aNCOPNAjATA ce ONALIAHH 3a KapIHOTOHHYHH
TIIHKO3UIA, TETPAUHKIIHHN, KMHOJIOHCKH AepuBaTH (uMpodsoKcauMH, odsoKcal{uH,
HOPPIOKCALHH), AHTQTOHMCTH Ha H, penenTopH, KYMAPHHCKH HEPABATH, IPOH3BOHH CO HATPHYM

0J1YOPHA u XEHONEOKCHXONATH.
Bo IIOTJICA Ha IOTEHIMjanoT 3a HapyuieHa ancopnumja, cekoram1 Tpe6a a ce CHEM HHTÉPBATIOT

OA eJeH NO ABa daca IIoMef'y 3eMalbeTo Ha Pyr1ypyT TaOmeTuTe 3a IIBaKarbe A yroTpebara Ha

ApyTu JIEKOBN.
AJIKANHHH3AN

a MoBene no nananyouse
jaractig sa Bpeme Ha TpeTMaHOT Moxe a BJIHjae eKckpelmjara Ha

HEKOH JICKOB
Be MORE RON pumep, aa MO HAMAJNYBAIRE Ha KOHIEHTPAIMATE

a HHBOaTa Ha KHHHAHHH
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Rupurut® / Pynypyt® ra6zeru 3a uBakame Summary ofProduct Characteristics

HcrogpeMeHoTo 3eMarbe Ha AHTALIMIH KOM COHPXKAT AIYMAHAYM CO KHCeJIN HQIIMTOII (OBOIIHH
COKOBH, BHHO H CII.) ja 3TOJIeMyBA HHTCCTHHAJIHQT8 ANCOPIILA)A Ha ANYMHHAYM. Opa ce oxHeCyBa
H Ha ePepBeCIEHTHATE TaONETH KOM COHPKAT IATPHUHA WIM BWHCKQ KHCEJHHA.

4.6 IIn0gHocT, ÖpeMeHocT x 10eHe

Ynotpe6ata Ha Pynypyr Ta6neruTe 3a IIBaKarbe 3a BpeMe Ha OpeMeHOCT M Oele Tpeba
BHHMQTCJIHO Na Ce pasrIea On CTPAHA Ha 3a0JDKeHHOT JIEKAP.
PynypyT TaOneTuTe 3a uBaKaHe TpeOa Ma Ce KOPMCTQT CAMO KPaTOK TepHoy 3a BpeMe Ha

Gpemenocr 3a 1a ce u36erHe H3OxKyBatbe Ha DeTyCOT Ha alIyMHHHYM. Kaj cryquuTe H3BeneHH
Ha 3KHBOTHH, ANMMHHACTPAUHJATA Ha AJYMMHAYMOBH COJIM AoBeJIa WO WITeTHH €PEKTH Bp3

HOBOPOAEHYHrBATA (BHAH 5.3 Ilpetks1nanuku nonaToun 3a 6e36exxocr).
Hema n03HaTH npujaBu 3a IIITOTHO BrHjaHHE Ha XHAPOTANUUT 3a BpeMe Ha OpeMeHOCT H

Cenlak, HeMa CTyAAA kaj YH MajKH KOPHCTEIE XHAPOTANIHT 3a BpeMe Ha

6peMeHOCT HJIM NOCH.
l'exeparxo, CYIICTAHAHHTE LITO COAPXAT AyMUHHYM Ce CKCKPCTHP2QT BO MAjUHHOTO MIIEKO.

Hema pacnonoxIMBH IIOHQTOIM 3a EKCKpeIMjaTa HA XHAPOTANIMT BO MAjUHHOTO MJIEKO. Cerlak,
TOpaJH HACKATA alcopn1mja, He ce OHEKYBAAT PH3HIIM Mo 3HPABjETO Ha HOBOPOCHOTO.

4.7 Eqexru Bp3 cnoco6HocTa 34 BO3erbe H pakyBaHe CO MaAIIHHH
He ce 3a6eeskann ebekTu Bp3 CIOCOOHOCTA 3a BO3€H€ M pakyBalbe CO MAIIIMHN,

48 Hecakann aejctBa

EsanyanujaTa Ha HecakaHute ecpexTH ce 6asupa Ha crexHuTe hpekbennnn:
Muory yecra (21/10)
Yecru (71/100 ao <1/10)
Boo6nyaenn (>1/1,000 ao <1/100)
Perku (>1/10,000 ao <1/1,000)
Mnory perku (<1/10,000)
Henosnarn (dperbermmjara He Moxe Aa ce OHPCIM ON AOCTANHHTE HOHATONHA)

Cnequute Hecakauu edeKTu, Ha kon Ppexdbenuujata € HeIIO3HaTa, Ce IIPHJQBCHH 3a BpeMe Ha

ynotpeOa Ha JICKOT

Hapy11ysara Ha MMYHOOUIKHOT CHCTEM
MoxHn ce allepTHcKH PEeAKIHN.

T'acTpouHTECTUHaNHH IIODCMCTVB2H2

Tipu BHcOKM 10311, MOXKAT Wa Ce IIOjaBAT TACTPOHHTECTHHANHH CHMIITOMH KaKO KOHCTHNAUNMja

(Henosnara hpekbennuja); Mek dbetjec, 3roreMeHo Mpa3HeHbe Ha IIpeBaTa, HOBpaKAHE H AHjapea.

By6pexnn u YPMHAPHI HapyllyBarma
Bo c1ryuaj Ha OTKaXKYBAHE Ha (yHKUMjaTa Ha OyOpe3HTe A Mp 3eMarse Ha BHCOKH AO8H Ha

IIOHOJIT TIEPHON, MOKC Ja Ce jaBA XHTIEPMATHEZEMHja, ak Ha (0C06EHO BO

HCPBHOTO H KOCKCHOTO TKHBO) H ACHPIIYBARE Ha POCPaTy.

4 À

IIprjasara Ha cycneKTHu HecakaHH edbekTH 110 AO6HBarbe HYQHO nier 3 Jpomer
€ BAXHO

Toa oBo3MoxXYBa KOHTHHYHpaHo MOH4TOpHpaHe Ha Gexehyr/pask 6

Hau
HOT IEHTAPnpou3Box. Hecakanute peakUHH ON JIEKOBHTE MOxe a und
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Rupurut® / Pynypyr® taöneru 3a uBakame Summary ofProduct Characteristics

3a DapMaKOBATHJIAHUA NPA AreHHAjaTa 3a JICKOBM H MEXHTHHCKH cpeycTBa (yr.CB Kupun u

Meronuj 6p.54 xar 1) umm no exekTpoHCKH maT npeky BeO CTpaHa Ha Arenuujata
https://malmed.gov.mk/.

4.9 Ilpenosnpame
He ce npujaseHu cry4an Ha Hpelo3HpaHe CO XHAPOTANIIMT.

5. ®APMAKOJIOIIKH HOAATOHH

5.1 DapMakoxnHAMCKH CBOjCTBA
@apMakotepaliestcka rpyra: Jarecrasex TpakT H MeTaOomM3aM, HaMeHeTH 3a

Hapyll1yBalba IIOBP3aHH CO KACENHHA, ÄHTAIIMAN.
ATC Kox: A02AD04

AKTHBHOCTA Ha XHAPOTANIHTOT € BHCOKO JIHMATAPaHa JIOKQJIHO Ha XEJYAHAKOT M

IIPeNOMHHAHTHO € 6a3upaHa Ha HeyTpa1m3allmja Ha BHIIOKOT Ha DKCJIAOHH2 KACCIHHA. OcBeH

TO, 38BHCHO OA HO3ATA H ON PH, XHAPOTAJIUHTOT ce Bp3yBa Ha IIEIICHHOT, 3KOJIIHHTE KHCEJHHH H

3a JIH30JIEUHTHHOT, à HMA MH MYKOIPOTEKTABHH MH HHTOIPOTEKTHBHH CBOJCTBA.

HarparactpauxaTa pH BpexHocT ce nokauyBa 3a OKOJIy 2 4aCa JO HAEANHHOT oncer Ha pH 3 - 5.

5.2 DapMAKOKHHETCKH CBOjCTBA
CaoeBHTATA CTPYKTYPA Ha XHAIPOTQJIIIMTOT ce pacTBopa BO 3QBHCHOCT of pH, a joHuTe Ha

MarHe3HyM H AJIyMUHHYyM ce OCHO60HYBAAT BO KEJIYAHHAKOT. OBME JOHM noToa ce TAJIOXKAT BO

TCHKOTO IpeBo Kako KapOoHaTH u cocdatTu. Bo mpucycrBo Ha XpaHa, IIPOICCOT Ha

MOKC Na Ce BO XKEJIYAHHKOT.
Man yen of anyMuHuyMot (okony 1%) cogpxaH BO XMAPOTaNUMTOT ce ancopGupa,
npexA3BHKYBAj*H MHHJIHBO NOKAUYBAH€ Ha KOHHCHTPAUNH)ATA Ha AHYMAHAYM BO CepyM u

moBenyBa JO 3roNeMeHo OyOpexHO H3lauyBarbe Ha AllyMHHRyM. HupoTo Ha cepyMckaTa
BPCIHOCT Ha AJIyMHHHYMOT OCTQHYBA TIO, TOKCHAHHOT OIICCT H ce HopMannsmpa 3a 3 no 4
CHOBM IIO IIpeKHHOT Ha TepanHjaTa.

Man nen ox MarHesuyMoT ce alcop6upa (okony 10%). KoHmeHTpammjara Ha MarHesuyM BO

CepyMOT BOTJIQBHO OCTAHYBA KOHCTAHTHA, Nopayu Gy6pEXHATA ENAMAHANH)à.

IlauuenTute co Hapy1ena 6y6pexHa (byHKIINja, KOM 3eMaaT BHCOKH 103M BO TeKOT Ha IIOHOJIT

BPOMCHCKM IePHOX, MODKC Ja Pa3BHjar XHIEPMATHE3HEMAjA yp M HHTOKCHKANHjA CO

MarHesHyM, a MOKC Ja CTPaJaAT H OX IIOCTCIICHQ akyMyJaluja Ha AIYMHHHYM, OCO66HO BO

HCPBHOTO H KOCKCHOTO TKHBO.

5.3 IIpeTKAHHHUKH nogaToun 3a Ge36eqnocTa

AKVTHA TOKCHHHOCT

AKYTHa TOKCHYHOCT He MOxKe Ja ce ONPENENH MopayM HUCKaTa CTanka Ha ancoprumja (10% 3a

MarHesHyM u 1% 3a alyMMHMyM ON aHTALMAA) 14 pesaTHBHo Opsata 6y6pemHa enumunayyja.

XDOHMHHA TOKCHHHOCT

Kaj mative CQ Ha MODKC ce 3TOJICMCH2

BO 11143ssh

Aa ce a npexosapaxocr (BuneTe u BO 4.8 "HecakaHu nejcrBa").
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Rupurut® / Pynypyr® taGueTu 3a usarame Summary ofProduct Characteristics

Hacnpotu HHCKATA cTanka Ha allcopmuuja, NONTOTPajHOTO KOPMCTCHC Ha AHTAUHAA KOHIIITO

COHPKQT ATIYMAHHYM H MarHe3HyM, MODKC Ja NpeqM3BuKa Hapyl1lyBama Ha TEJIECHATA

paMHoTexa Ha u KaTINAYM.

Myrarex u KaPLHHOTEH noTeHUMjas
MyrareHHOT NOTEHLMjar1 Ha XAAPOTAJIIHTOT CeVILITE He € COOABETHO ACTIATAH.

Hema peJleBaHTHH TIOKa3aTe11m 32 IIOCTOCHCTO Ha MyTareH MOTeHIMjasl Kaj ATYMAHHYMCKHTE
coctojku. He ce usBeneHñ CTYAMH 3a TYMOPOTCHHOT NOTeHIMjal Ha ANÿYMAHAYMOT H

al1yMHHHyYM MATHE3HYM XHJIPOKCHJIOT.

PerporyKTHBHa TOKCHHHOCT

XHAPOTQJILIHTOT € HCHOBOJIHO HCIMTAH BO IIOTJICH Ha HCTOBMTC CBOJCTB2 3a PCIIPOHVKTHBH8T8
TOKCHUHOCT. Equa cTyanja 3a EMÔPHOTOKCHUHOCT Kaj cTaopuy, He IIOKQ3KQJIQ IIOCTOCHC Ha

OITeTyBalbe Ha eMÖpHoHoT/berycor npu OPaJIHH xosn 110 1.000 mg/kg/na nen. Mefytoa,
epekTATE Ha H3JIODKCHOCT BO TCKOT Ha DeTanHaTa pasa H ACIIEKTH CEYIITE He

ce ucnMTanu. IIoct-HaTaNHATE edekTH ON H3JIODKCHOCTQ Ha allyMHHUyM ONaKaaT 3roeMeHa
cTalika Ha MPTBOpOAeHH, HEPHHATATHA U IIOCTHQTQJIHQ CMPTHOCT, PETAPAAPAH PACT, MpOMeHH BO

oAHeCyBAHETO 141 ÖHOXEMHCKH IIPOMCHM BO MO3OKOT (NOTOpo4eH EekT).

CTyaun co pa3HH BHIOBH Ha DKHBOTHH (3ajak, HOKaKAJIe HCKQ AIYMHHAYMOT ja
TPEMHHYBA IJIANCHTATA H ce akyMy1npa BO (eTAHATE TKHBa, OcobeHO BO KocKuTe. Bo

CTYAHATE CO KHBOTHH, HMAJIO 3a0eJIEKUTENHO IIOTOJICMM HACJIATH Ha aJIyMUHHYM BO KOCKeHaTa

CYIICTAHIIMja Kaj PeTyCOT, OTKOJIKY Kaj BO3P2CHHTC KABOTHH. CTVHHHTC CO Myfe ce H3BENYBAHH

Bp3 NPeABPEMEHO POIEHA HOBOPOAECHUHEBA, Kaj KOH Oma 3a6erexaHa akyMyJaumja Ha

AJIyMHHHYM BO KOCKHTE, Cauaau COCTOjOH ce BepojaTHH H Kaj 9CTYCOT BO MATKATA.

Kako nocexuIa ON H310XYBaH€ BO TCKOT Ha OpeMeHOCTA, H3JIQHVBQHCTO Ha AJIYMHHHYM BO

Maj4HHOTO MJICKO € IIPHBPEMEHO 3TOJIEMEHO.

6. DAPMAIIEBTCKH IIOIIATOIIM

6.1 JIncra Ha eKCUHIIHEHCH
Manuton, IYeHKapeH CKPO6, MATHE3HYM CTEAPAT, CAXAPHH HATPAYM, apoMa Ha HaHe (cozpxu
MEHTON) H apoMa Ha GaHaHa.

6.2 HnkoMnNaTHÖHJIHOCT
He e no3HarTa.

6.3 Pox Ha ynoTpe6a
TOAHHH.

6.4 Hayun Ha uyBarbe
He ce noTpe6HH roce6HH MepKH 3a YyBalbe Ha JIEKOT.

6.5 TIpupoga n COHPDMHA Ha TaKyBalbeTo
KpyxHu, 6emu TaGJIeTH 3a IIBakarbe.

OpHTHHaNHHTe ÖnucTep nakyBakHa CoNpKar 20 Ta6JIeTH da Bakar
s Vet

+ DHE Py YEN

D
D

NG
onse 5



Rupurut® / PynypyT® ra6reru 3a uBakame Summary ofProduct Characteristics

6.6 Hnctpykuun 3a OTCTpanyBarbe
Hema.

7. HOCHTEJI HA OAOBPEHHETO 3A CTABABbE HA JIEKOT BO IIPOMET
Bayer doo, IIpercrasammrBo Core,
Yu. Anton Tlonos 6p. 1, nox. 4/me3./nam.2, 1000 Cxonje

8. BPOJHA PEDIEHHETO 3A CTABABDE HA JIEKOT BO IIPOMET
15-3782/08

9, BPOJ HA IIPBOTO OJOBPEHHE 3A CTABABbE HA JEKOT BO UPOMET H
IATYM HA IIOCJIEIIHOTO OBHOBEHO OAOBPEHHE

31.08.2009

10. AATYM HA HOCJIEAHA PEBH3HJA HA TEKCTOT
10.2024
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Rupurut® / Pynypyt® Ta6JIeTH 3a UBAKAHE

IIpen ynotpe6a Ha JIeKOT BHMMATOJIHO mpowntajre TO YHATCTBOTO, OnnejkH MODKO JA COAp2KH
BAKHH HHbopMauuu 3a Bac.
OBoj ce u3naBa 6e3 penenT 3a TpeTMaH (yOsaxkyBalbe) Ha MOJIECHH 3XPABCTBEHH IIPOÖNEMA, 3a

KOM He € noTpeGen coBeT ox Nekap. M rokpaj Toa, Tpe6a a ro ynotpeOyBaTe BHHMQTCJIHO 3a 1A
Bu Guxe ITo noBeke Of KOPHCT.

e Uyeajme eo ynamcmeomo. Moocebu ke mpeba da 20 npouumame noemopno.
e Cosemysajme ce co Bawuom @apmayeem axo Bu ce nompebnu Oononnumennu

unqbopmayuu.
/oxonky sabenencume Guno Kaxeu necakanu ed@exmu, paszoeapajme co Bawuom nekap
unu dapmayeem. Osa eu exnyuyea Buno KOU MODICHU HECAKAHU eqbexmu Kou He ce
Hasedenu 60 oa ynamcmeo. Budeme zo den 4.

Axo cumnmomume na Bawama Gonecm ne ce nodobpam eo mexom na 14 denoeu, mozau
Mopa Oa nojdeme na nekap.

BHATPeIHOTO yHATCTBO COAp KH:

1.

2.
3.
4,
5.

npemcmaeyea Pynypym u sa wmo ce ynompebyea
IIImo mpeba da 3Haeme npeo Oa 20 sememe Pynypym
Kaxo 0a 20 3ememe Pynypym
Moorcnu necaxanu dejcmea (epekmu)
Uysarve upor na ynompeba na Pynypym

Rupurut® / PynypyT" 500 mg TAOJIETH 3a uBakame
Hydrotalcite

e AKTHBHM cyncTanuuu: 1 Ta61eTa 3a YBakatbe compxu 500 mg XHAPOTANNUT, WTO

oArOBapa Ha HEYTPANH3HPAUKHOT KaTIALHATET Ha Hajman1ky 13 mval HCL.
e IIOMOIIIHM CYIICTAHIAH: MAHHTON, IYeHKapeH cKpo6, MATHE3HYM cTeapaT, CAXQPHH

HATPHyM, apoMa Ha H2HC (CONPKH MEHTON) H apoma Ha OaHaHa.

Hme u anpeca Ha HOCHTEJIOT Ha ONOÖPEHHETO 3a CTABAHO BO IIPOMET:
Bayer doo, [IpercrasHuwitBo CKonje,
Yn. Anton [lonos 66, sox. 4/me3./mam.2, 1000 Cronje

me u anpeca Ha NPOH3BOAHTENOT!
Bayer Bitterfeld GmbH, Salegaster Chaussee, D-06803 Bitterfeld-Wolfen, Tepmannja

1. LITO IIPETCTABYBA PYITYPYT U 3A INTO CE YIOTPEBYBA

PynypyT Ta6neTute 3a UBakarse IipunafaaT Ha rpynata AHTANAAU. Toa ce cpeycTBa 3a Bp3yBarbe
Ha IIpekyMepHaTa XKEJIYAOUHA KHC€EJIHHA, Tue ce KOPMCTQT 38 CHMIITOMQTCKO JIeKyBarbe Ha

Hapyl11yBarba KOH 6apaaT HeyTpann3allnja Ha KH
- YHPEBH Ha KEJIYAHAKOT M MBAHAECETIANAYHOTO IpeBo
- KHCEJIHHH (TOPyIUHAHA) H TETOÖH HOBP3AHH CO KEJIYAOUHA
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Rupurut® / Pynypyr® Ta6IeTH 3a UBaKarbe

2. WTO TPEBA AA 3HAETE TIPE JA TO 3EMETE PYIIYPYT

PynypyT TAÖJIETHTE 3a IIB2K2HO He TpeGa 1a ce 3eMaaT:
ako cTe NPeUyBCTBHTeNHH (ANePrHAHH) Ha AKTHBHATA COCTOjka XHNPOTANIAT MIM Ha

Hekoja ON APYTHTE COCTOjKH Ha OBOj JICK (HaBeeHH BO CJIOT 6)
akO HMATE CEPAO3HO HapyllyBabe Ha 6y6pexHaTa hyHKHUja

Hokonky e Hapy1ueHa Bamata 6yOpexHa byHklmja, HMaTe IOrOïeM PH3HK Of 3TONeMEHA

aKyMyJTa1lmja Ha MATHE3HYM U AJIVMMHIYM BO KPBTA JOKOJIKY 3EMATE BHCOKH J03H Ha Pynypyt
TaONeTH 3a Ha IIOHOJIT nepwog. [pu noxonra ynotpeba, 3romemeHata Ha

alYMAHHYM MOXe Ja HoBere MO GoxHo OMeKHyBalbe Ha KOCKHTC (OCTEOMAJIANH)A) HM
NATOJIOLIKH, HE-BOCHANHTEIHH IIPOMCHE BO MO3OKOT (eHHeDaJIonaTHja). 3aToa, HOKOJIKY HMATC

Hapyulena 6y6pexHa yHKuHja, MOKC a TH KOpACTATe PynypyT TaOmeTuTe 3a [Bakalbe
HOKOJKY Ce peZOBHO CHÈAÈRE Ha CepyMCKHTe HHBOA Ha MATHE3HYM H ATYMAHHYM OX

cTpaHa Ha Jekap. HuBoTo Ha ATYMAHAYM He cMeea HanmnHe 40ug/L.
He Tpe6a na Kopucrute PynypyT Ta6neTu 3a uBakaHe OKONKy MMare nebmumennmja Ha

pocharu (xunodochatemuja) Iopanm HHCKO-bochaTHa AHeTa, Ha HPHMEP, WIM ako HMaTe

naTouowka MYCKJJIH2 CJI26OCT MIM MCTOWITeHOCT (MHACTEHHA TPABHC).

IIpenynpenyBatsa H MepKH HA NPeTNA3HBOCT
Pasrosapajre co Banmor nekap uu apMaueBT npex na ru 3emete Pynypyt Ta6neruTe 3a

Hokonky uMare Hapymena 6y6pexHa DyHKHHja, MOKonky AMaTe AnmxajmepoBa GOJeCT HIM

APYrH DopMu Ha HeMeHHHja HJIM HOKOJIKY CHENHTE HUCKOocdatHa AueTA Tpe6a na H36erHyBaTe
BHCOKH JO3H H HONrOTPajHa ynotpe6a Ha PynypyT TaOuleTH 3a JBakarse.
Hokonky NOUyBCTByBaTe IeP3HCTEHTHH H/HNM IIOBTOPYBQHK npo6neMmH, HOTpeGHO € Ja
I06apaTe MeHHLHHCKA IIOMOIII 3a Ma CE HCKJYAAT CEPHO3HH 6onectu KQKO XKEJYIOUEH uup WIM

up Ha NBAHaeceTnanauno upeBo. TpermMaoT co PynypyT Ta61eTu 3a IBaKarbe BO TO) CAyuaj
Tpe6a na Tpaar He nononro on 14 neHa 6e3 MequIMHCKU Mperney. Kaj nanuexTu co xerynouex
ynp PJIM JAP Ha JBAHACCETIIANAUHO UpeBo IIPE TecTHpalbe 3a »kenyno4nHa Gakrepuja H.pylori - u
BO c1y4aj Ha OTKpHBARE - HOTpe6HO e Ja ce pasriiena ofoOpena AHTAGAKTEPHCKA TepanHja,
Ganejku u ynuepHutTe 3a60nyBalsa TCHCP2JIHO 3a31paByBaaT YCICIIHO Kora Ce KOPHCTH TakBa

Tepannja.
Hokonky saGenexuTe TeMHa cTONMUa, KpB BO CTONMMaTa WIM AOKONKy MoBpakaTe KpB, Be
MOJIHME BEAHAII a Ce KOHCYsITUpaTe co Mekap, OudejkH oBHe nojaBH MoXe Ja GAxaT 3Ha1m Ha

cepHO3HO 3a601yBälbe.

Jeua n anos1ecuentu
PynypyT TaGreruTe 3a He Tpe6a Ja ce KOpACTAT kaj Dena non 12 ronuxu, Önnejkn Hema

JOBONHO HCKYCTBO BO Taa BO3PACHA Tpyrla.

Kopucreize Ha PynypyT Ta6nerH 3a CO PIPYTM JIOKOBM
Be Momume Na TO H3BeCTHTE CBOjOT Nekap HM dapMalleBT ako 3eMATE/KOPACTHTE H ApyTu
JIEKOBH WIM AKO HCOHQMHA CTC TH 3Malle/KOPACTEJIE.
Ancopnunjara GOuT@a. T6(PAKACHOCTA Ha OCTQHQTHTC JICKOBH MO3ICC Aa CE HAMANH TOPAAH

PynypyT T e. Opa e ocoOeHo BaxKHO 34 ONPeAEeHH AHTHGHOTHUM (MP.

TETPaumKy] IHM BaTH Kako uHTpobrokcauHH, u HOPONOKCAUNN)

My T CPLICBQTQ aM 3a (KapaHOTOHH4HH TJ1HKO3H1H
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Rupurut® / PynypyT° TaOJIeTH 3a IBAKArbe

paspenysarse Ha KpBTA, HQTPHYM pryopua WIM XCHOJ1C3OKCHXOJ1QTH 3a TPETMAH, Mery APYTOTO
Ha DK0J1UHH KaMerba.

Mopa na ce o6pHe BHHMAaHHe Ha TIOTEHUNjANIHOTO BAHjAHHE Ha PACTBOPNHBOCTA Ha JEKOBHTE KOU

ce H31a4yBaaT BO YPHHATA, KQKO CAJIMIIHJIATH HIM KHHHIHHH,

Tlopa1n oBaa npnunka, ocTaHaTaTe nekoBn TpeGa cekorau na rn 3emare 1-2 4aca npex nam no

Ha PynypyT TaGneTuTe 3a 11BaKarbe.

3emame na PynypyT TaÖJeTu 3a IIB2K2HO 3a€)IH0 CO Apyra XPQHA H Tajasoun

3emamero Ha PynypyT TaGseTuTe 3a CO KHCEJIH HATATOUH (IP. OBOLIHH COKOBH, BHHO)

BOM JO HCIIOCAKYBQHO 3rOJNeMYBAHe Ha alicopmiwjara Ha AJNYMHHHYM BO HPeBATA.

EdepsecnenTHuTe TaOJTIeTH UCTO Taka COHPDKQT OBOIIIHM COKOBH, KOH MODKQT Ja ja 3rosleMaT

anCOPUAjATA Ha ANYMAHHAYM.

Bpemenoct, H IIJIOHHOCT

Hokonxy cre 6peMeHa WIM AOHTE, MHCJIMTC Jeka MoxeGu cTe GpeMeHa HIM IIJIQHHP2TO Ma

3a6pemeHuTe, KOHCyJITHpajre ce co BalHOT nekap WM PaPMALEBT Mpey Wa TO 36MCTC OBO) JIEK.

3a BpeMe Ha ÖpeMeHocT, OBOj JICK Tpe6a a ce 3eMa CaMO KpaTOK NEPHOA H camo TO IIPOTXOHHA

KoncyaTauyja co Bailmor Iekap, co We Ja ce H3ÖeTHe H310XyBake Ha GeGeTO Ha alÿMHHAYM.
l'exeparxo, anyMMHMyMOBHTe COJIM ce EKCPETHPAAT BO Maj4HHOTO MJIEKO. Cemak, HE IIOCTOJjaT

CTYAAH 3a eKCKpeumjara Ha XHHPOTQJIIIHT BO MAajUHHOT0 Myeko. Kako u Ja €, He ce O4eKyBa
PH3HK 3a HoBoporenuTe ÖeÖHtba, GunejKi CaMO MaJIH KOJIMHMHM Ce ancop6upaaT OU CTpaHa Ha

GeGero.
Hema no3HaTv MpujaBu Ha HecakaHu ecpeKTH Ha XHHPOTQJILIMT 3a BpeMe Ha OpeMeHOCT H A0eHE.
Cenak, HeMa CHeHMDHUHH CTYAHM kaj nena YAH MajKH KOPHCTEJE XHUAPOTAJILHT 3a BPEME Ha

GpeMeHoCT HIM Woere.

Bozewe u pakyBarbe CO M2IIIMHM
He ce ce 3a6erexanux ebekTH Bp3 CIIOCOÖHOCTA 3a BO3CHC H pakyBarbe CO MAIHHHH.

PynypyT Ta61eTuTe 3a IIB2K2HO COAPXKAT HATPHYM
OBoj mek coxpxu TIOMaJiky ox Immol Hatpuym (23mg) no Tab1leTa 3a Wpakakbe, IITO €

TpaKTHYHO ,,6e3 HATPAYM".

3. KAKO JIA T'O 3EMETE PYIIYPYT

Cekoram Kopuctete ro PynypyT TOHHO CIOpeX ynaTCTBaTa OX OBa yMaTCTBO WIM OHaKa KaKO

wo Bu KaXKAJI Bammmor nekap um cbapmatest. Ako He cre curypHu, Tpe6a Ja MpoBepute kaj
CBOjOT Nekap HM capMalleBT.

Bospacnu u xeua nocTapn oa 12 ronunn

Ilpemopayanara 103a € cneqHa:
OcBeH ako He € TIpenamlaHo nonnaky og BamorT nekap, yBaKajre nn mmykajre 1 -2 TaÖeTu
3a yBakaræe (onropapa Ha 500 - 1000 mg XHAPOTANUHT) no noTpeOa HeKonky NATH HIHCBHO

noMery 0GpouH H Mpey crete.
JnesxaTa 11038 He Tpe6a na HAJIMHHE 12 TaOmeTH 3a BaKate, WTO onroBapa Ha 6000 mg
XHAPOTANLAT.
Hpyrure rekoBx Tpe6a cekoral Ja ce 3eMaaT 1 -2 yaca npen u Ha PynypyT
TaOHeTATE 3a UBAKAHE. Ay x
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Ynorpe6a kaj ne1a H AAOJECHEHTH
PynypyT TaGrerure 3a uBakatbe He Tpe6a Ja ce KOPHCTQT kaj neia mon 12 TOAHIIHA BO3paCT,

Öunejku HEMa HOBOJIHO HCKYCTBA CO OBaa BO3pacHa Tpyua.

Tpaeme Ha
Tpaeæero Ha JICKYB2HCTO 3ABHCH OA BHAOT, TEKMHATA H TCKOT Ha HapyllyBatbeTo.
Ako CHMIITOMMTC OIICTOjyBaaT MoBeke Of 2 HCHCJIM ON JIEKYBAIbETO, IIOCOBETYBAjTe CE CO JIEKAP.

Be MOJHME Ja ce MocoBeTyBaTe CO CBOjOT J1eKap HM (bapMalleBT, aKO HMATE BIICHQTOK Neka

nenysaæero Ha PynypyT Ta6neruTe 3a IBaKarbe € IIPCMHOTY CHJIHO HM IIPCMHOTY CJIaÖ0.

Ako 3eMeTe npemuory PynypyT 3a IBaKarbe, Tpyeme Iopan1 PynypyT Ta6,Ieru 3a

UBaKarbe € HEBO3MOXHO IIOpa11m HACKATA ANCOPILAjA Ha ATIYMHHHYM H MATHE3HYM.

Ilpenosuparero Moxe Ja pe3yYITApa CO HPOMEHH BO HABHKHTE Ha HPEBATA, KAKO MEKa CTOJIHII2 M

3auecTeHa cronmma. Bo Toj c1yyaj TeHePanHo He ce HOTpe6HH HHKAKBH TepalleBTCKM MEpKH.

Axo cTe 3aÖ0paBu.e 1a 3eMeTe 2032 Ha PynypyT Ta6neTH 3a uBaKambe?
He 3emajte aBojHa x03a. IIponosuxere ja Tepanujata co HperHHINAHATA 1038.

Ako cTe npecTauase Ja KopucTute PynypyT 3a IIB2K2HO
Tpe6a cekoranr ma ce coBeTyBaTe CO CBOjOT NeKap IIpen Na peIIHTe a TO HPEKHHETE TeKOT HA

Tepamnjara mm Aa MpecraHete na 3eMare PynypyT Ta6eTH 3a UBaKatbe, 3apaqM MODKHE

HecakaHH NejCTBa.

Ako umate GuJo KaKBH IOBP3AHA co YHOTPEGATA Ha OBOj JIEK, Be MOJIHMS

KOHCyATApajTe ce co BamuoT JIEKap WH PapMauesT.

4, MOXHH HECAKAHH JEJCTBA (E®EKTH)

Kako u cHTe ApyrA ekosu u PynypyT Moxe na Mpequ3BuKa HeCAKAHH MejCTBa, HAKO He TH

AO6uBa CeKoj.

IIopemeryBarsa Ha HMYHOJIOIIIKWOT CHCTEM:

Moxau ce aneprACKH peaklIHH Ha XAAPOTAINAT HIM Ha Garo KOj OF EKCHAIIMEHCHTE.

T'acTpouHTecTHuHanHH TopeMeTyBama:
Tipu BACOKH HO3H, MOXe Ja ce IIOjaBH KOHCTATIAIINja, MCK2 CTOAMIA, 3TOJICMCHO TIpasHerbe HA

upesaran11m Jujapea u moppakame. Pasrosapajre co Bammor nekap MoKonky 3a6enexnTe

Anjapea 3a BpeMe Ha TpeTMaHOT co PynypyT Ta61ern 3a YBakatbe. l'exeparxo, HaMallyBalbe Ha

xo3aTa Ke ja COCTO)6aTa.

By6pexHu u ypHHapHH HapyllyBarma
Bo CJI a Ha TeIUKO Ha IIIVBQHC Ha 60 6 CKHATA HK a, 3EMALBETO Ha JICKOBH KOH co XKAT

MATHE3HVM H T MODKC

3TOJEMEHA KOHNEHTDAIH A Ha MarHe3HyMBO KDBTQ XHIIEDTMATHESEMMIA
AH Ha allyMunuyM. Bo c11yyaj Ha HeazekBaTHa paGora Ha GyGpesuTe

6v6 @KHA NECOVHRIMIa). PhKora Ce 3eMa BO BHCOKH O3M Ha NOON TEDMOA, ANYMAHHYMOT

Moke ac ak BO He BHOTO H KOCKCHOTO TKHBO H MOKC a Ce IIOIQBK

HC OCC aTHTE.<L
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Hoparn opaa IPHUHHA, KOHHEHTPAIHHTE Ha AJIyMUHHYM Tpe6a penoBHO Ja ce CJIEHAT BO CJIV4AH
Ha HCAIICKBATHA Gy6pexHa HKUH1a HW IDH 3€MAHE Ha JICKOT TONONTO BpeMe.

©pexdennmjaTa Ha OBHe HecakaHH ebekTH € HEIO3HATA.

Ilpujasa Ha necakann ehekTu
Hokonky 3a6erexute Ovo KQKBM HecakaHH edeKTH pasroBapajre co Bawmor Jekap um
apManesT. Opa Tu BKIIy4yBa Gao KOM HeCAKAHH e*eKTH KOH He Ce HABEJEHH BO OBA YIIATCTBO.
HecakanuTe peak1IHH ON JIeKOBHTE MOXE Ma TH NpHjaBATe Bo HAaHOHANHAOT WeHTap 3a
dapmakoBurusanya Ipu ATEHIHjaTa 3a JIEKOBH U MeAMAHCKAH cpeucrBa (yn.CB.Kapun u
Meronnj Gp.54 kar 1) wm no EJIeKTPOHCKH MAT npeky Be6 CTpaHaTa Ha Arenuujata
http://malmed.gov.mk/.

5. UVBABE U POK HA YITOTPEBA HA PYITYPYT

JlekoT yyBajTe ro Ha MecTa HeyOcTanHH 3a Jena!

JlekoT He CMee Ja ce ynoTpe6yBa 110 AaTyMOT Ha HCTEKOT Ha POKOT Ha ynoTpe6a IIITO € HaBeeH
Ha KYTHjaTa. POKOT Ha ynotpe6a ce oxHeCyBa Ha IIOCJICHIHHOT eH Of HABEJEHHOT Mecell.

YcAOBH 32
He ce norpeGxu noceGHn YCJIOBM 3a YyBälbe Ha OBOj JIEK.

Hane Ha HA JIOKOT
JlekoT MOxe Ja ce H31aBa x 6e3 Jekapcku penent (BP).

arym Ha nocenHa peBH3Hja Ha BHATPOIIIHOTO ynaT
M ME,

NE DHE Pa
10.2024 De

abpoj Ha ox06pexHeTo 3a cTaBalbe Ha JIOKOT BO npo
15-8459/13, on 06.10.2014
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