36UPEH U3BENTAJ 3A OCOBUHUTE HA JEKOT
ENTEROFURYL® 200 mg Kancynu ,Tpau

1.UME HA JIEKOT
ENTEROFURYL® 200 mg Kacnymu, TBpm.

2KBAIMTATUBEH 1 KBAHTUTATUBEH COCTAB
Enna teppa Karcyna og 200 mg conpsku 200 mg Huypokcasmy,

3a yeaa aucitia na domoutru Cydcianyuu eudeitie 6o dey 6.1.

3. ®APMALIEBTCKH DPOPMU
Kancynu, tppm. Honruasecry, TBPJIU XENaTHHCKY Karcym, Kou ce cocrojar OfI Teso
Ha Kalcynarta u kanaye. Kancynure ce co OKE€p XonTa 60ja, ronemuna ().

4. KIIMHUYKH OCOBHHU
4.1.TEPANIEBTCKH UHIUKAIIUN
JIlekor ENTEROFURYL® C¢ ynorpebyBa Kako CHMIITOMAaTCKa Tepanuja Ha aKyTHa

4.2.103UPAILE U HAYNH HA TABAKE
Hauun na allIMKanuja

JlekoT e HameRer 3a I€popanHa ynorpe6a.
Kancynara tpe6a fla ce mporonra co yama Bopa.

Ho3npame
Jlekor ENTEROF URYL® e Hamener 3a ynorpeba kaj Bcapacuu TTALMEHTH U flena Hajy
15 rogunny.

4 maTi Ha fen no CAHA Kancyna (BKynHata gosa u3HecyBa 800 mg HUYpoKcasuy Ha
J€H).
Tepanujara co HU(YpoKcasny ge Tpeba na Tpae mogonro on 3 neHa.

4.3.KOHTPAI/]HJIHKAI.[I/H/I

* Auepruja ( npeoceTimBocT ) Ha JlepuBaTH Ha 17
TIOMOIIHHTE COCTOjKH Ha JeKoT.



44.MEPKH HA IPETIIA3JUBOCT U IIPEOYIIPEOYBAIE

Ioceonn npenynpenypama

Hoxkonky o 3 gena og ynoTpeba Ha JIeKOT He Jojae 1o nofo6pyBame Ha CHMITOMHTE
¥ [IPEKHH Ha {HjapeaTa Mopa Jla ce PasMHCITH 3a IPOMEHA Ha Jjo3aTa Of JIEKOT U 3a
pUMEHA Ha IEpOpaJieH pacTBOp 3a PEXMJIpaTaldja UIN MHTPaBEHCKa pexuppaTanmuja.
Bo cnyvaj Ha urdpexTnsHa JMjapea CO KIMHMYKHM CHMIITOMM KOH YKaxyBaaT Ha
MHBA3UBEH Mpoliec Tpeba fa ce ynoTpeGar aHTHOMOTHUM KOM MMaaT foGpa cucTeMcka
mysuja.

ENTEROFURYL® He Tpeba Jia ce mpuMeHyBa Kaj MalMeHTH co HETOJIEpaHLIHja KOH
($pyKTO3a, IMIyKO30-ranakTo3Ha Manarncopnuija win feduIyuT Ha eH3UMOT caxaposo-
H30ManTasa.

Mepku Ha npeTnazmmsocr

Ha naumenTtor Tpeba Ja My ce o6pas3noxu norpebara ox;:

- PeXMjpaTanMja co NpHMeHa Ha TOJIeMU KOJIMYHHU Ha COJIEHH WU 3alIekepeHn
MHjaJIOIH CO e fa My C€ HaJlOMECTH TeYHOCTa U3ryGeHa npeKy nujapeata (npoceven
AHEBEH BHEC Ha BoJja Tpeba f1a e 2 JIUTpa);

- BHEC Ha XpaHa 3a BpeMe Ha jujapeara;

- U30erHyBame Ha OAPENCHU MPOU3BOIH, OCOBEHO HeoOpaboTeHa xpaHa Kako oBolIje
H 3€JICHYYK, 3aYHHETa XpaHa, 1 3aMp3HaTa XpaHa U IHjaJoL;

- C€ IIpenopavyBa KOHCYMHPak€ Ha HEYEHO MECO OpH3;

- ONIyKa Janu Ke ce BHECYBa MJIEKO U MJIEYHH IIpou3BOAN TpebGa nma ce noHece
WHIUBUYaJIHO 3a CEKOj MallueHT.

4.5.MHTEPAKIINA CO IPYTU TEKOBHU N IPYTU UHTEPAKIIUU
Jlekor ENTEROFURYL® He Tpeba fa ce ynorpebysa HCTOBPEMEHO CO JIEKOBH KOH

MOXKE Jla TOBEAAT MO peakuuja KOH aHTaGyC WM JIEKOBH KOM HMMaaT JlenpecuBeH
edexr Bp3 [THC.

4.6.LPEMEHOCT U JOEE :

Bpemenocr

Crynuure 3a TEPATOT€HOCT H3BeCHHM Kaj >KHBOTHH He YKaXyBaaT Ha TepaToreH
edekT Ha ENTEROFURYL®; 3apaM TOa HE ce OuYeKyBa JIEKOT fga MMa TEpaToOreH
eeKT Kaj nyre.

He nocrojar nogatouu on knuumukara lIpakca Bp3 OCHOBa Ha KOHM G MoXKena fja ce
HallpaBH NPOLEHKA Ha PH3MKOT Of nojaBa Ha MashopManuu Kaj IJIONOT MM 3a
¢eroTokcnuHOCT NpH IpMMEHa Ha HU(YPOKca3uy 3a BpeMe Ha 6pemMeHocT.

Kako mepka Ha lnpeTnasnuBoct, ENTEROFURYL® ne Tpeba fa ce ynorpebysa 3a
BpeMe Ha OpeMeHocT.

Hoeme

Jlekor ENTEROFURYL® moxe Aa ce ynotpeGyBa
KpaTKoTpajHa Tepanuja.




4.7.BIMJAHUE HA JIEKOT BP3 CIIOCOFHOCTA 3A BO3EIE "
YIIOTPEBA HA MAIINMHU

JIlekoT Hema BIMjaHME Ha CHOCOGHOCTAa 3a YIpaByBame Ha MOTODHH BO3HJIa H

ynorpeba Ha MallIHHH.

4.8.HECAKAHU EJCTBA :
MoxHa e mojaBa Ha aleprucku peakiun Kako KOXKHH peakuuu, yprukapuja, Quinke-os
e/leM WM aHa(pHIaAKTHYEH LIOK.

4.9.IIPETO3UPAIE HA JIEKOT
Hema nopaToim 3a npeosupame co HudypoKkcasuy.

S.PAPMAKOJOMKHA OCOBUHHA

S5.1.PAPMAKODUHAMCKHU JEJCTBA

Cnopen ATC knacudukaumjata, Hudypokcasugy e KnacuuIUpaH BO TIpynaTta
“AHTHMjapEeULd ¥ JIEKOBH CO aHTMMH(MIAMATOPHO W aHTUMH(MEKTUBHO [IejCTBO” H
noarpynara “JIpyra MHTeCTHHATHE aHTHUH(MEKTHBHH J1eKOBH” co ATC Kon A07AX03.

Hugypokcasup e pepuBatr Ha S-Hutpodypan. MexaHusmoT Ha AEJCTBO Ha
HU(YPOKCa3H]l HE € MOTIONHO pas3jacHeT. AHTHUMHKPOOGHHTE M aHTHIAPa3UTAPHUTE
0COOMHM Ha HH(YPOKCasH[| BEpPOjaTHO Kako M Ka] OCTaHAaTUTE JlepHBATH Ha
HATpO(ypaH NOTeKHyBaaT of HUTPo-NO, rpynata Koja MMa CHJIHO H3pa3eHa
CNIEKTpONpHBIEYHa cula. JloKalHaTa MHEPTHOCT M HEMOKHOCTa 3a nudysuja Bo
OPTaHCKHTE CHCTEMHM M TKHBA IO NpaBH HUQYPOKCA3H]| €IUHCTBEH Mefy IpyruTe
ACpUBATH Ha HUTPOdypaH GWJIEjKH OBO] aHTHAMjapEMK HeMa HHUKAKBH CHCTEMCKH
edertn. [Toce6HO OceTNMBH KOH JIEKOT ce MOKaKale Streptococcus pyogenes u
Staphylococcus oy T'paM-niosutuBHuTe KOKH ¥ E.coli, Salmonella Shigella on I'pam-
HETaTHBHHUTE €HTEPOOAKTEPHH.

S2.PAPMAKOKHWHETCKHA OCOBMHHA

Aiicopiiyuja

ITo IepopainHa anjauKamnuja ancopmnuyjaTta Ha HU(pypOKcasuy o
FaCTPOMHTECTHHAIIHUOT TPaKT € eKCTPEMHO HHCKa Ounejku moeke op 99% on
llaIcHHOT JIEK ce 3aJ/Ip>KyBa BO L[peBara.

Tpanciiopiti u Jucilipubyyuja

Hucgypokcasun He ce pecopbupa ol racTpOMHTECTHHATHHOT TPakT, a CIy4ajHO
pecopOHpaHuTe KOJIHYMHYA He HaIMHHyBaaT Haj 0.005%. ITopagu Toa nekor Ha goara
10 OPraHCKUTE CUCTEMH U TKHBA.

Bbuotupancgopmayuja
Hudypokcasuy ce MeHyBa Bo 1peBaTa u caMo okony 20% op BHeceHaTa KOJHYHHA O]
JICKOT Ce EMMMUHUPA BO HENPOMeHeTa hopMa.

Eaumunayuja
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CITUMHHHDPAAT TIPEKy

KakO ¥ O0I MOTHUIHTETOT Ha racTpOHUHTE ARHEDT o [tucTeM. Bornasno,



CIMMHHAlMjaTa Ha HUQYpPOKcasug e 6GaBHA W TO] JIONTO MeEp3UCTHpa BO
raCTPOMHTECTHHATHHOT CHCTEM.

S3JIPENKTUHUYKH ITOJATOLM 3A BE3BEJHOCT HA JIEKOT
[oparouure op crymumre usBemeHM Kaj XUBOTHH He yKaxyBaaT Ha TOKCHYHH,
KaHIEpOreHH, TEpaTOTeH! I MyTareHu eeKTu Ha HudypoKkcasmy.

6. PAPMAIIEBTCKH OCOBMHH HA JIEKOT

6. LEKCIHIUIIMEHCH
¢ IlyenkapeH ckpob
e (Caxapo3sa
¢ llenynosen npamok
e Maruesuym creapar
e TBppna XenaTHHCKa Karncyma rojemuHa 0

6.2.AHKOMITATUBMJIHOCTU
He ce no3narn.

6.3.POK HA TPAEBE

5 rOJUHMU.
Jlexoiu ne cmee Oa ce yiioiipebysa fiocae UCieKoil Ha Oailly Mol Ha yiloitipeba witio e
HaseOeH Ha Hakyeareitio. HMciliekol na dailiymoili Ha yioiipeba e 0o HocaedHUOT
OeH 00 Meceyoili WITIo e HadedeH Ha Haxkysarveitio.

6.4 HAYNH HA YYBAIBLE
He ce notpeGuu noceGHu ycoBu 3a uyBarbe Ha JIEKOT.

6.5.JIAKYBAIBE
PVC/Al 6nucrep co 8 kancym.
Hoctanko e makysame ox 16 kancymu (6mcrep 2 x 8)/kyrHja.

6.6.YIIATCTBO 3A YIIOTPEBA M OICTPAHYBAILE HA OTIIAIHHUOT
MATEPUJAI

Crnopen BAS EN ISO 14000 CTaHJap/H.

6.7. HauuH Ha uspaBame
JlekoT Moxe Aa ce usgasa BO anTeka camo Ha nekapcku peuenT.

7.HMME U AIPECA HA IMTIPOU3BOUTEIOT "1 HOCHUTEIOT HA

OJOBPEHHMETO 3A IMIPOMET BO PENYBJIMKA MAKEJIOHHUJA
IIpoussopnren: BOCHAJIUJEK, hapmanieBTcKa 1 XeMuCKa HHAYCTPH]a, aKIHOHEPCKO
ApymTBo, Jykuuesa 53, Capaeso, Bocua u Xepuerosusa.

Hocuten na o1o6penneTo 3a npomer Bo Penyonnka Makenenmijg
IIpercraBuumreo BOCHAJIUIEK 4.4 Bo Per /
[Mapruszancku Oppenu 6p.101, 1000 Ckomje, Peny6nuk

8.5POJ HA PEHIEHUETO 3A IIPOMET
15-3688/13




9.JATYM HA PEHIEHUETO 3A MMPOMET
28.11.2013
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