
Canesten® 3 sarunanuu TaGneTu Summary of Product Characteristics

BBIPEH M3BEIIITAJ 3A OCOBHHHTE HA JIEKOT

1. MME HA JIEKOT

Canesten® 3 /Kanecren® 3 parunanHu TaGJeTu

2. KBAJIHTATUBEH H KBAHTHTATHBEH COCTAB

1 BaraHayHa TaOseTa conpxu 200 mg KAOTPAMA3ON

3a eKCLIMMMeHCH, BAJIETE BO ACJIOT 6.1.

3. DAPMAIIEBTCKA AO3HPAHA DOPMA

Barunasna TaGJIETA

4. KJIHHHYKU HONATOHM

4.1 Tepanesrckn HHAHKAHHH

Baruuannute Ta6nern Kanecren 3 ce ynoTpe6yBaaT 3a JIeKyBarbe Ha HHeKHAH Ha IIOJIOBHTC

opraHH (BaTHHHTHC) WTO Tu npennsBukyBaat raOu (Hajuecro Candida) u cynepuHberunn co

Gakrepun uyBCTBATENHA Ha KIIOTPHMA3ON.

4.2 Jlosupame u HaUHH Ha ynoTpeba

Aosnpame
Jlokonky He e NoMHaky IIPOIIWIIIQHO on BawnoT nekap, BOOGAUAEHATA 03a TpeOa Aa Önne

CTeAHA:
1 BaruHayHa Ta61eTa Tpe6a ma ce HHCePTHpa HaBeyep, KOJIKY WTO € MODKHO MONIA6OKO BO

BQTHHQTQ BO TCKOT Ha 3 HENPEKAHATH ACHOBH, HpeA CHERE.
Hincepunjara ce IOCTUrHyBa Haj106po co rexkerHe Ha rp6, CO MaJIKy CBHTKQHH HOSE.

Ilo noTpeda, JIÉKYBARBETO MOXKE MA CE TIOBTOPH, HO cemak PEKYPEHTHHTÉ HHbeKLHn MOKC a
YKAXKAT Ha 3abonyBalbe koe 6apa HOHOJIHHTCJIHO JIEKYBAlbe H MEAHUHHCKH TPETMAH.

Tepar1njara He Tpe6a na ce npaMeHyBa 3a BpeMe Ha MeHCTpyaudja. Tpermanor Tpe6a na 3aBpLn
npez NOUETOKOT HA MEHCTPyaunjaTa

lexeparxo, CHMIITOMHTC Ha raGH4HA BarHHana HAdeKUMja (KAKO LITO Ce HCHEJIOK,
BHQHHTCJIHO Ce HAMAJIYBAAT BO IIPBUTe YeTHPH ACHOBH IIO 3ano4HyBarse CO TEpar1nja.

AKO CHMIITOMHTC He ce TOHO6PQT Noche TPETMAHOT, MIM ako HCTHTe CE BJIOIIQT HOTpeOHA €

AONOJIHHTEJIHA MCAHUMHCKa HOMOI.

Ha KJIOTPHMa30J1 BATHHAJHATE TAÖNETH UM € noTpe6H
€ DHe F4,

Noor,
BO BATHHATA, BO CIIPOTHBHO HCJIOBH ON BarHHanHaTa M1dfa MÉXKEng, ACRAHHAT on BATHHATA 3a
OBa Aa CE IIPCBCHMPQ BAXKHO € JICKOT Aa CE HHCCPT

KOT Ha EAHA HOK,HpeA CHHÈRE. Hokonky BATHHAJNHATA TaGreTa He ce

TIpenopadHBo € Aa ce KOPHCTH BArHHAJIEH KpeM
Ne% SHKUP *
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BaruxanauTe Ta6netTu Tpe6a Aa ce ynoTpeGyBaaT 11011 MCHIHIIHHCKH HAJ30P BO CJICHIHHBC CIIyuan!
- IIpH IIPBOTO TIOjaByBalbe Ha 6onecTa/underunjara,
- ako 6onecta/undekiujata ce mojasuna Nopeke of 4 naTH BO TCKOT Ha P3MHHQTHTC 12 Meceim.

Hokonky HCTOBpEMEHO ce MHPUUMpAaHM CpaMHUTe YCHH H OKOJIHQTQ pernja Tpe6a CTO Taka 1a
ce lane H JIOKQJIHQ Teparja co KpeM 3a HanBopelina yIoTpe6a, IOIIOJIHHTCJIHO Ha

HHTPABATHHAMHUOT TpeTMaH (KOMOHHApaHa Tepar1mja). Tlorpe6ex e TpeTMaH u Ha CCKCJQJIHMOT

TaPTHeP ako ce IIPHCYTHH CHMIITOMM KAKO, yellarbe, BOCIIAJICHHE H T.H.

He Tpe6a na ce ynoTpe6yBaaT TAMNOHH, HHTPABATHHANHH TYWIMpalba, CHEPMHLAUM WIM APYTH
BQTHHAJIHM IIPOH3BOAH, 3a BPeMe Ha YIOTpe6aTa Ha OBO} IIPOH3BON.

Ce nperopauyBa u36erHyBaHe Ha cekcyaslen OJHOC, BO CJIY4a) Ha BATHHAJHA UHberumja u

xoxeka ce ynoTpe6yBa OBOj IIPOU3BOR, IIQPTHCPOT Moxe da Gune AHŸAUAPAH.

BarunannuTe Ta6neTn More fa ce ynoTpeOyBaaT 3a Bpeme Ha OpemeHocT u Tpe6a na ce

HHCEPTHpaaT 6e3 ynoTpeba Ha AILJIAKATOP.

4.3 Kontpanunanukaumn

XHrepceH3HTHBHOCT Ha AKTUBHATA CYIICTAHIIMja (H) HJIH HEKOj ON EKCHAIIHEHCHTE, HABEIEHH BO

AEIOT 6.1.

4.4 Tloce6uu mepku HA NPeTHA3IHBOCT H NOCEOHH NpenynpenyBarmba

TlaumeHToT Tpe6a 1a KOHCyJITHpa nekap ako HMa Tpecka (remneparypa on 38°C anu noBeke),
aGAOMAHANHA 6oJIka, 6011Ka BO TP6OT, BATHHANEH HCHEAOK CO CMPHIJIMB MHPHC, TAAerbE,
BATHHAJHa xeMoparuja n/nsn OomKa MOBp3aHa CO PAMOTO.

3a6enemKa
Co ucTospemena ynoTpe6a Ha WaTeKC IIPOH3BOHH (Ha IIPHMEP, KOHAOMH, AHjaparMH)
eDnkACHOCTA Ha OBMC NPOH3BOJH MODKC Ja Ce HaMaJIM mopann TOMOLLIHM CYMCTAHLMN Ha

Kanecteu 3 (oco6eHo creapar). EbekToT e npaBpeMen 1 ce NojaByBa CAMO 3a Bpeme Ha

anJIUKAUHJATA.

- JIeKoT a ce uyBa Ha Mecra HenocTanxu 3a neua! a ce 136erHyBa KOHTAKT co ounTe. - ][a He

ce routa!

4.5 Horepak1mn co {pyri JekoBu H apyTa bopMu Ha nnTepakyuja

Hcrospemena ynoTpe6a Ha BarHHAJ1EH KJIOTPHMAa30 yc (FK-506;
KM

3ronemenn B C BO IIJla3MaTa u

CJIMHHO CO CHPOJIHMYC. Bo BaKBH CHYA4AH TIauUMEeH 1 aTEJIHOaT B

MOHHTOPHPaHH 3a CHMIITOMU Ha Dpeno3nparme C df écupon yc, ako € IOTpe6HO
mpeky AETEPMAHAPAHE Ha COOABETHAH IIJIA3MATCK

x}
x
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4.6 Inognocr, ÖpeMeHocT x A0eme

Bpemenoer:
IIonarounte 3a roneM 6poj Ha u3oxeHM GpeMeHH DKCHH He NOKaKasle HeCAKAHH ebexTH Ha

KJIOTPHMA3OJIOT Bp3 6PEMEHOCTA M 3ApaBjeTO Ha MosoT / HCOHQTQJIHOTO 31paBje.. CryquuTe Ha

%KMBOTHH HE MOKaKale AUPEKTHH WIM HHAMPEKTHH IITCTHM ecpeKTH BO OHIHOC Ha Opemenocta,
pa3BojoT Ha eM6pHOHOT / eTycoT, TIOPOAYBarbeTO WIM IOCTHATAJIHHOT pa3Boj (BUAeTe nen 5.3).
Orryka, Kanecten 3 BaruHaïHATe TAÖNETH MOXe Ja Ce KOpucTaT 3a Bpeme Ha OpemeHocTa, HO

CAMO TO, MCIHIIHHCKH Haysop.

Aoelbe:
Kora ce KOPHCTH BATHHATHO, CHCTCMCKQTQ ancopnuvja € HHCKa (Bayete Aen 5.2), Taka LITO

ynorpe6ata 3a BpeMe Ha He MpeTcTaByBa PM3HK 3a HOBOPONEeHYeTo. Cerlak,
BarHHAJIHa Tepanuja co Kanecrex 3 TaGneTu Moxe Ja Ce KOPHCTH 3a BpeMe Ha JaKTalMjaTa CAMO

TOA MCHWIHHCKH HAJ30P.

IroxHocT:
He ce usBenenn CTyAHH Kaj JyfeTo 3a edekTuTe Ha KJIOTPMM23OJI BP3 IJIOHHOCTA, cenak
DKHBOTHHCKHTO CTYAAH HE TIOKAKANE HMKQKBM epekTH Ha JICKOTE OCTQ (Buzere nen 5.3)

u Ws

4.7 Edexru Bp3 cnoco6nocta 3a Bo3elbe H PAKyBabe QM

«

OBoj JICK HEMA HIN AMa HC3HQMHTCJIHO BJIMjaHHe Bp3
MaLUMHH.

A pakyBaRe coTaga 803eHe
rw A M

m
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4.8 Hecakann jejcTBa

@pexdenunja Ha MOKHH HecakaHH EPeEKTH:

Muory 4ecTu > 2/10
Yectu > 1/200 ao < 1/10
BooGnuaexun > 1/1000 no < 1/100

Perku 1/10000 no < 1/1000

MHory petku < 1/10000
Heno3HaTu DpekbenuyjaTa HCMODKC Na ce NpOUeHH

Cnequupe HeCaKaHH peakyMH ce UWACHTHŸHKYBAHH pw ynorpeOaTa Ha KJOTPHMa30l1 TIO

ono6pysarsero. Bugejku oBHe peaklmn ce IIPMjaBeHM HO6POBOJ1HO Of HACENIEHHETO BO

Heoxpezex 6poj, He € CeKOralll MODKCHO CHTYPHO Ma Ce IIpoueHH HHBHATA (bpekBeHhLmja.

IlopemeryBaH#a Ha HMYHOJIOIIIICHOT CHCTOM (Heno3HaTa
Auruoegem, aHADHIAKTHUKA peAKLHjA, XHMepCeH3HTHBHOCT

IlopemertyBame Ha KAPAHOBACKYJIAPHHOT CHCTOM (HENO3HATA hpekBeHHHja):
XuroTen3Hja, CHHKOTA

PecnHpaTOpHH, TOP2K2JIHH H MeHjACTHHAJIHH HOPEMETYBAHA (HENO3HATA hpekzeHunja):
Ancnnea

Ilopemerysarse Ha KOXKATA H IIOTKO2ICHOTO TKHBO (Heno3HaTa PpekBeHunja):
Ocun Ha KO)KATA, Kaperbe.

Tlopemeryspawa Ha penpoAyKTHBHHOT CHCTCM H A0ÏKHTE (HENO3HATA hpekheHunja)
BynBoBar"HANHO BYJIBOBATHHATHO Toperbe, BYJIBOBATHHANHO UpBeHHJIO,

BYIIBOBATUHASIEH IMJIMHT, BYJIBOBarHHasieH TPYPATYC, BYJIBOBQTWH8J1H8 HENPHjATHOCT,

BYJBOBATHHANHA 6OJIKA ,BATHHAJHO KpBapelbe,, BQTHHQJICH MCICAOK

Tacrponnectanasnn NHopeMeTyBAIBA (HeNO3HATA hpexdbenunja)
a6OMHHAJIHA Gonka, raeHe

OnITH Hapy11yBama M COCTOJ6H Ha MeCTOTO Ha AAMHHHCTPAUH)A (HENO3HATA

dperBexuuja):
Mpurauyja Ha KoOKATA Ha MCCTOTO Ha anMHHHCTPAINja, EIeM, Soka.

TIpnjasyBalbe HA COMHHTOJIHH HCCAKAHH PC2KIH Co
Hecakanute peak1mM OA JICKOBHTC MODKCC AA UMOHAJIHHOT WeHTap 3a

Kart 1) WH NO EJEKTPOH
dbapmakosurunanua npu 3a JICKO (yn.CB Kupun H

Meronnj 6p.54 aHa Ha

https://malmed.gov.mk/.

4.9 Ilpenosnpame

072 -2
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He e 3a6enexkaH pH3nk ON aKyTHa HHTOKCHKauHja, Onnejkn Manky € BepojaTHO a ce NojaBH
nocsle npeaosnparbe CO CHHOKPQTH2 BATHHAJIHA WIM KO3KH2 Ar1ImKaunja (amy1nkaumja Ha TONEMA

TIOBPLUHHa MOA YCHOBH IIOBOJIHM 3a allcopnuvja) MM HeHaMepHo OpaHo 3eMarke. He nocrou

puuex AHTAJIOT.

5. DAPMAKOJIOIKH NOJATOUM

5.1 DapMaKOAHHAMCKH CBOjcTBa

@apmakoTepanestcka rpyta: T'AHeKONOIKH AHTH-HHEKTHBHH H AHTACEIITHUHH, HCPHBQTH
Ha HMHAA3ON.

ATC xoa: G01AF02

Mexann3aM Ha AejcTBo

Kaorpuma3on nejcrByBa Bp3 raGHTe Ha TOj HQMHH IIITO ja MHXMOMpa CHHTC3QTQ Ha eprocTepol.
Muxu6uunjata Ha CHHTC32TQ Ha Eprocrepon AOBEAyBA AO CTPyKTypHH H

OLITeTyBalba HA LIHTOTIIAB3MATCKATA MeMOpaHa.

In vitro u in vivo, KNOTPHMa30/1 HMA IIMPOK cIeKTap Ha AHTHMHKOTHHHO JejcTBO, IIITO BKIy4yBa
HepMaTOPATH, KBACHH raOH, MYBJIA H CJ.

Tog coonBeTHn ycoB84 3a recrapare, MIC spenxocruTe kaj OBHe THIIOBH Ha TaOn Ce ABHXKAT BO

oncer noman on 0,062-8 pg/ml cyncrpat. Edektor Ha KJIOTPHM23OJI € NPBCHCTBCHO

DYHTACTATCKA MIM DYHTALHJEH 3ABHCHO ON KOHIIEHTPaLMjaTa Ha KOTPHMa30JI Ha MCCTOTO Ha

unberunjara. In vitro AejcrBoTo e orpamnyeHo Ha nporubepuparme Ha TAÖHYHHTE EIIEMEHTH;

CHOpATE Ha rAGATA ce MHOTY MaJIKY UYBCTBUTEIHN.

HononunTenho Ha CBOCTO AHTHMHKOTHYHO JEjCTBO, KJIOTPMM23OJI HCTO Taka CJIYBQ Ha rpaM-
NO3HTMBHUTe MMKpoopraHu3mu (cTpentokokn/crabnnokorn/ Gardnerella vaginalis) u rpam-
HCTQTHBHHTC MHKPOOPraHH3MH (Bacteroides/).

In vitro KIOTPHMasoN ro UHXHÖHpa pasMHoXyYBamæeTo Ha Corynebacteria n TPaM-NOSHTUBHATE
KOKH - CO PCKJIYLOK Ha CHTCPOKOKHTC - BO KOHLCHTPAITHH OA 0,5 - 10 pg/ml cyncTpar.

TIpamapno pesvcTeHTHH BAPAjAHTH Ha 4YBCTBUTCJIHA TAÖHYHH BHIIOBM Ce MHOTY PETKH, KaKO

pesy1mar Ha Toa, Pa3BOj Ha CeKyHJapHa PESHCTEHLMja Ha YyBCTBUTeMHU TAÖN BO TepaneBTCcKH

ycJIOBH Aocera ce HaGJRYAYBAHA CAMO BO MHOTY H30JIHPaHH CIIyYan.

5.2 DapMaKOKHHETCKH CBOjCTBA

TMBHM M

DapMakoKHHETCKATE CTYAHA IIOCJIC BAFHHQJIH2 ANJIHKA

Mala KOJIHYAHA Ha KJIOTPHMA30 (3-10%). Ilop
arcoPÖHpaHHOT KIOTPHMA30N BO PaPMAKOJIOLKH

on 10 ng/ml, cyrepupajku KIOTpHMa307

neka ce pecopOupa camo
Ha

KOHICHTpallH Ha KIOTPHMA3ON MOCe BATHHAJIH 500 mg 6use nomanu

WLMpa.EEE) HO € Aa

HOBCIC AO MEPJIHBH CHCTEMCKH ebeKTu HJIH HEC

Op SHKye
13€
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5.3 Tperksmawakn noxaToun 3a Ge36e1H0CTa

He-KIAHUUKUTE TOXATOHH He OTKPHBAAT HOCeGHA OIIQCHOCT 3a JYIeTO Bp3 OCHOBa Ha

KOHBEHIIHOHAJIHH CTyAMH 3a Ge36enHa apMakorornja, TOKCHHHOCT Ha NOBTOpeHa 21038,

TEHOTOKCHYHOCT, KApIIMHOTEH MOTeHIMj U PENPOAYKTHBHA TOKCHYHOCT H pa3Boj.
He ce 3aGenexaHu HPHTQLIM Ha KODIC2TQ U OKOTO BO IIPCTKJIHHWHKWTO CTYAHH CO KJIOTPUMA3ON.
In vitro, KJIOTPMM23OJIOT OMNI UMTOTOKCHYeH 3a KOPHEAJIHHTE KIIETKH. CNpOTHBHO Ha TOA, BO

KJIMHMHKHTC HCIIMTYBAHA MU KIMHMYKNTe ANJNHKAUHH, AO3HPQHHTC QOPMM KOM compKAT
KJIIOTPHMA3ON A06po ce HOHHECyBaJE.

6. DAPMATIEBTCKH HOJATOUH

6.1 JIucra ua ekcunnnencu

Kanunym nakTAT HeHTAXUAPAT, KPOCIIOBHAOH, KOJIOMAEH CHIMUMYM AAOKCHI, MOHOXHApaTHa
HAKTO34, MArHe3HYM CTeapaT, TIYeHkapeH cKpo6, XUNPOMENOZA, MUKPOKPACTANHA
MJICHH2 KACEJHHA,

6.2

He e mosnarTa.

6.3 Pox na Tpaeme

48 meceuu

6.4 Hauun na uyBame

Ha He ce uyBa Ha Temneparypa Hag 25°C.

6.5 Ilpupoaa m coapxnHa Ha TlaKyBakbeTo.

Kyruja co 3 BarMHamHy TAÖJIETH BO -OnucTep 1 1 ar11nkaTop.

6.6 IloceGHu Mepku 3a OTCTpaHyBalbe H OCTAHATH HHCTPYKUHH 32 ynoTpeba

Jlexopute HAKOTALI He CMeaT Ja ce OPJAAT BO OTMAAHH BOHM (Mpeky ToameT HIM MHjJAJIHUK).
Jlexopute Kou noBeke He ce KOPHCTAT MODKCC Ja ce CO OCTAHATHOT OTTIAA OA AOMAKHHCTBOTO.
OBaa MEpKa IIOMaTa Aa Ce 3Aal1THTA XHBOTHATA CpeAnna.

7.
NE MJEKS ©

HOCHTEJI HA OHIOBPEHHETO 3A CTABAX A St BO IIPOMET
7

Bayer doo Ljubljana, IpeTcTaBHHINTBO Cronje, *

Ya. Anton Tonos 6p.1, 10K 4/me3./nam.2.1000Cofije wo
o w

Q x
D

8. BPOJ HA PEIIEHNETO 3A CTABAHE BEKo AC

15-2422/13
5
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9. AATYM HA IIPBOTO OJOBPEHHE 3A CTABAHE HA JIEKOT BO IIPOMET U
AATYM HA HOCJIENHOTO OBHOBE EHME

28.11.2013

10. IATYM HA IIOCJIEIIHA PEBH3
RE

07.2023 gy

zu & 0
FM

#kyp + À oy'
*

7




