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3EITPEH I43BEIIITAJ 34 OCOEI4HI{TE HA JIEKOT

r. I,IMEI{AJIEKOT

Canesteno 3/KaHecreuo 3 aaruHa:reH xpeu

2. KBAJIIITATI{BEH I{ KBAIITIITATI,TBEH COCTAB

I g sarnualex xpeu coapxrl 20 mg Krrorp,Ma3on

3a qelocHa ,rncra Ha eKcrlnrrleHcu, an4ere ao geaor 6. l.
3. OAPMAIIEBTCKAAO3IIPAHAOOPMA

BaruHalen xpeu

4. KJrrrHlrmIIIIoAATOI[.r

4.1 Tepanenrcnln4qnKaqrrrl

Hx$erqr.l.r Ha noJroBnre oD

"y";;';;Gd;,';;;"d;#1il:,$ffi;T)-?;LjlleamB,KvBaar ra6u ('ajvecro Candida)

HHQerqr'ru Ha cpaMHr'e ycHr.1^:i:1:rrr rofpavje, r'ru$erqala Ha rnaBara H Kox,,{Kara Ha MauKrornonoB opraH tlrro ja npegn:nnra.ne *"u"", .uO" (ri"rl"i-" 
"]nu"rn" u rasalraes 6anaHnrnc).

4.2 loznpa*e n rra.trrrr rra yflorpe6a

BarusalHnor xpeu rpe6a Aa_ce r,tHceprlpa HaBeqep rrlTo e MoxHo no.4ua6oxo Bo BarnHara, npeAcnue*e' Hucepqnjara ce nocrHrHyBu 
""jaoopo 

.tr"*!*l r"u .po, co Marr*y cBHrr(aHH Ho3e.

+++partg.-na ."."r*!Lr r"d"-"r,
LeKoJa Beqep eo reror lra 3 H
(npn6.naxHo 5 g) ro rarnHara. 

enpeKllHarr aeHoBI, rpe6a ra ce Hcnpa3HH coapxxHara xa I arurnrarop

"nal TaHAHAeH BynBHrHc n KaHAH.qeH 6-r""rr"Iii"-iidii
narH aHeBHo Ha ra6oreHure Mecra (HaaBopernH'r€ nonoBH o::1,u,1- 1o """o* 

cloj u ce srpuga 2- ao 3-
xoxnvrara raj uaxure). Jleryoanero o6a;"t;;i;;;Jl,l]t' oo anvcor xaj xenara, nlaBara H

Onurro:

fi:;XJ-ffifr::"i;iffo;- noae(e o4 7 seHonn' nauneHror Moxe aa HMa MeAHrrHHcKa cocroj6a

IIo norpe6a, reKyBarhero Moxe

"^x#":#x[ixJ'#H?" 
jy*#"'**'"#Tilffi :""1t::l':J";#,'ffiil;

0I
0$0
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{1xo'txv 
ltcroBpeMeHo ce Hn0fi,.'paxfi cpaMHHTe ysHH H oKoJrHara perHJa rpe6a Hcro raKa Aa c€ aaae Hrorcaana repannja co KpeM 3a HaABopeuHa ynorpe6a, aononHureJtHo Ha HHTpaBarr,rHaJrHHolr?erMaH(xou6t.tuxpaHa repanrja). rtorpe6eH 

" 
rprt"u" 

" 
r" 

""r[y-n"ot naprHep aKo ce npHc]"rHH cuMnroM'KaKO, qeualLe, BOCnaJIeHlre H T.H.

Tepannjara He rpe6a aa ce npHMeHyBa 3a BpeMe Ha MeHcrpyarrHJa. TperMaHor rpe6a 4a 3aBpruH npeAnoqeroKor ua ueHcrpyaunjara.

He rpe6a 4a ce ynorpe6yBaar raMnoHl, nH.r?aBarraHarHu ryunpalLa, cnepMrrr1aAu Hn|r apyrrlBarHHanHH npor,r3Bo.at.t, 3a BpeMe ua ynorpe6ara ua oaoj nponsro4.

Ce npenopavysa n:6ernyaarre Ha ceKcyaJreH oAHoc, Bo cnyqal Ha BarHHzurHa uHr[ercuuja H AoaeKa ceynorpe6yoa oooj npoH3BoAnaprHepor lroxe aa 6ure HH$HrrrpaH.

HaueHer e:a ynorpe6a Ha aorpacHl n aeua oA l2 roqxuira Bo3pacr H [oBeke.

4.3 Xonrparuanxaunx
XunepceH:nrnauocr Ha Ha aKTHBHara cyncraHqnja (n) nnu Heroj oA excqhnrreHcure, HaBeAeHr,r Bo
4elor 6.1.

4.4 Iloce6nn Mepxrl Ha rrpertra3JrnBocr n noce6xr flpeaylpeayBara

flaqueHror rpe6ara KoHcyrrupa neKap aKo HMa rpecra (remneparypa o4 3g'c u.nu noaeke), 6o*a ao
aoJlHuor Aen Ha a6aoveuot, 6o.nra so rp6or, BarHHareH HcueAoK co cMpaJIHB MHpr_tc, raaeH,e,
BarHHarHa xeMoparnja ulunu 6olra noap:aua co paMoro.

Onurro:
- Jlexor ga ce qyBa Ha Mecra HeAocranHu 3a Aeqa! ,{a ce n:6ernyaa KSHTaKT co oq1Te,
- ,IIa He ce roma!

Krorpnua:o.n xpeuor lroxe aaja saualn eSuracHocra n 6ee6e4aocra Ha JlareKc npog3BoalTe, KaKo
KOHAOMH U Anjasparun Kora ce [p[MeHyBa Ha npeaenor Ha renr.rraauure (x""rr rrtpuu".""-rro,
ycHHTe H oKonHoro rrolpaq;e Ha ByJIBara, MiDKlre: KoxuqKara r.r tnaaara Ha neHncm).

I-{erocteapu.n anKoxon Moxe ,qa npeAH3BHKa roKanga nprraquja Ha roxara (ua np. KoHTaKreH
aepuarurnc).

4.5 lfnrepanqn[ co Apyn[ lenonn x 4pynr eopM[ Ha [HTepaKq[rr

I'Icroapeueua ynorpe6a ua naruHa.neH Krrorp'Ma3o.rr co opaJreH TaKpon'ruyc (FK-506; uuyHocynpecna)
Moxe Aa,qoBeAe Ao 3roreMeHH BpeAHocrH Ha raKpoJtHMyc Bo nJra3Mara H cjtsqso co cuDolnuvc. Bo
BaKBH CJryqaH naqxerrxre rpe6a,qa 6r.r4ar nnuMaTenHo MoHt{IopHpaHh 3a cHMIIToMH n" np"aorrpu*""
co raKponHMyc HnH cnpoJruMyc. axo e norpe6Ho. npeKy aerepMrHhpalbe Ha cooaBerHn rula3MarcKx
BpeIHOCTt{.

4.6 llloauocr, 6peMeHocr H Aoerle

flnorsocr:
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He ce n:oe4euu cryara xaj 
ly^T: - eeexrme Ha Knorpr{Ma3oJr Bp3 nnoAHocra, cena* x}rBor'HcKmecry,Ilnt,t He rroKzDxa.ne unxaxea e$eKru Ha reKor Bp3 _oa"o"a".

Epeuenocr:
flocrojar ofpaH'qeHH noo"l:-Y 

1u 
ynorpe6ara Ha K,ro'rp'Manon xaj 6peruenu xen,r. crygnrre xa..;xHBorHH He )'Ka)q/Baar Ha ..HpeKrHH Hrrr{ rHAHpeKrHlr ,ur"tnr 

"6",.,1., 

"ui;;; 
;;:;o"o}r*r""rururorcuqHocr (suau Aea 5.3). Karo 

""p*u 
nu np"rn*n"o", ce npeflopaqyBa aa ce u:berryaaynorpe6ara ra x,rorpr{Ma3on Bo reKor Ha npBr,ror rpnMecrap oa OpeMeHocra.

ffJI:I:;::3"#:ffiil1?:l;ffiJii"1 ," ce Bpr],r co K'rorp,MiBon Barr.rHiur'n ra6reru, 6nsejku

.(oelse:

*"j#Jtr"3:iffi#aucxt./rorccnxo.nouKr noAaroqr xaj xnaor*-r no^axane eKcKpeq'Ja Ha

TperMaHor co KJrorpHMa3oJr. 
MJIeKoro (BHAH aer 5'3)' .{oerrero rpe6a 4a "" np"*r"" au'"p""" ru

4,7 Erlerrn npl cnoco6nosra la Bo3ebe rr paryBarbe co MarurrHn

Oaoj ,rex HeMa Hrr,t r{Ma H€
MauHHl,t. 

)3HaqHTeirHo a,rnjaute eps cnoco6Hocra 3a Bo3e*e HnH paxyBarbe co

4.8 Hecaranr gejcraa

9n"or'"" HecaKaHH peaKur{n ce n{errr$-r.x;,'naru np, ynorpe.ara Ha Krorpr{Ma3.n no o406pyrarrero.brreJKll oBHe peaKur,rn ce npr.rjaaeun ro6poaolro o, ;ua* ,MoxHo ct.rrypHo au 
"" 

npoq"rr" nnanara eperreuqxja. 
lHero Bo HeoapeaeH 6poj, He e cerora'r

flopelrerysarra Ha HMyHono[rxxor crrcreM
alreprncttu peaxquu (u_rHrona, xunoreusuja, 4ucnHea, ypurapuja)

flopeueryaarra ua penpoAyronBHHor cHcreM n 4ojrx.re
reHl{raJleH n[nl{Hf' npyptrry_c.. xcHn, e,ueM. ipmeu. Henpr.ljarHocr. xape}Le, upwtauuja,6oflKa soKaprxqa, raruua.nna xeuoparuja

f actpotuecrnHa.l HH nopeMeryBalba
ab.qoMHHa,rHa 6onka

4.9 Ilpeaoenparse

fffifi::1"#J"l|'#"T"Tfl1 1"'rcuxaquja, luaeiku uaaxy e aepojaruo aa ce nojaan nocre
vc,oB, noao'H' 3" """.p"u,.i"r'xi'ffi1,fr:r:"#ffi:i::x3:.tru;,xt;*f;T:,:*li:r *,
5. OAPMAKOJIOIIIKATIOAATOIII
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i5.1 @apuaro4nnaucrxcnojcrna

OapuarorepaneBTcKa rpytra: Arrrnra6nqHn leKoBr{ 3a noKanHa ynolpe6a _,4epuBarrl Ha HMHAa3oJr r.rlpHa3On

ATC roa: D0lAC0l

Mexannran na 4ejcreo

K-norpnua:or aejcrByBa Bp3 ra6rre Ha roj Ha.rnu ,,,To ja HHxx6Hpa cr{HTe3ara Ha eprocrepoJr.Hrxu6uqr'rjara Ha c'HTe3ara Ha eprocrepor AoBeayBa ao crpyxrypHu r,r eyurrluoua.nHra ornreryBalba Haqlfromla3MarcKara ueu6oaHa.

aeJcTBo, txro BKII)qyBa
In vitro I in vivo, x.no.rpuva3on HMa uHpoK cneKrap Ha
AepuaroQuru, xnacun ra6n, MyBJra H cn,

fIoA cooAgerrlj ycnoBn 3a recrHparre, MIC Bpe,qHocn_rre xaj orr_re runoau ua ra6u ce grnxar Bo oflcernoMar oa 0,062-8 pg/ml cyncrpar. E$error ru -otpr"*o, e rrpBeHcrBeHo QyHrrcrarcxx run
syurxqlr.qeH 3aBHcHo oil roHqexrpaqnjara nu -otpr"*o, Ha Mecroro Ha nueexqujara. In vitroaejcraoro e orpaHflqeHo Ha npo..ru$eprparre Ha ra6r.qHnre eneMeHrrl; cnoprre Ha ra6ara ce uHoryMaIky rtyBCTBHTenHr.r.

.{ono.lHnreaHo Ha cBogro arrrt MUKorHriHo 4ejcreo, r.norprMatoJl Hcro raKa AeJryBa Ha rpaM-no3HTHBHHre MHKpOOpTaHH3MH (Crpenroroxu/cra$nnoroxu Gardnerella vaginaiis' /) u rpau-Herart,tBHme MHKpoopraHn3Mr, (Bacteroides/).

In vitro uorpuuaror ro unxH6rpa pa3MHorxyBarsero ua corynebacteria H rpaM-[o3rrrHBH're KoK' - co
HcKnyqoK Ha eHTepoKoKnre _ Bo l(oHrlcrrparlHn oa 0,5 _ i0 pg/ml cyncrpar.

flpnuapxo pe3HcreHrH' aapnjarnn Ha qyBcrBrrrenH, ra6nuun au4oau ce MHory per*H, KaKo pe3ynrarnaroa, pasooj Ha ce*yHAapHa perr,lcreirqnja Ha {yBcrBdrenHu .a6n 
"o 

,"pane"'rJ*" y"rro"rn oo"".u 
""Ha6ny4yeanu cauo Bo MHory r,BonxpaHu ctryqau.

5.2 OapmarorrrHercr(lcoojcrna

@apuaroxnHercrrrre cryA[H nocJre. BarHHaJrHa an r.rKauuja noraxale aeKa ce pecopOrapa caMo Mana
KOJTHqHHa Ha KnorpHMa3or'r (3-r0%). rlopaarl 6psHor xerrariureH uera60,rrgar.r na ancop6rpaHr.ror
KnorpHMa3on ao Qapmaxoro'r*H HHaKTHBHH Uera60rx.ru, HaJBHCOKI'e nna3Ma KoHUeHTDaUHH Ha
KnorpxMa3or nocne BarHHarHa amrrcaunja Ha Ao3a oA 500 mg 6me noMiutH oA l0 nglml. cyrepl_rpajrfui
AeKa K;rorpHMa3on annrllnpaH HHTpaBafHH:ulHo e Heaepojarno aa aoBeae ao MepJtHBH cHcreMcKH
eQerrn nnn HecaxanH aejcrsa.

5.3 llperx.nnxuqxrr noaaroqf, 3a 6ec6eanocra

He-UlsHuqrr'me noAarouH He orKpuBaar noce6Ha onacHocr sa nyiero Bp3 ocHoBa Ha KoHBeHqlioHaJIHr,r
cryArrlg 3a 6es6e4ua Qapuaro,roruja, ToKcHr{Hocr Ha ,roBTopena ao3a, reHoroKcHqHocr, KapuHHoreH
notenurjal H penpoAyrcnrBHa roxcn,+rocr x pa:noj.

6. OAPMAIPBTCKITIIOIATOIU
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6.1 Jlf,sra Ha eKcrllr[fleHcf,

P:":::^.1::l ' aecrw4paHa 
-BoAa, oKru,{oaekaHon, qerocreapnfl arrKoxon, uernn na,rM}rrar,coporrraH creapar, nolxcop6ar 60.

6.2 llxxounarn6x.lHocr
He e noguara.

6,3 Pox ua rpaere
3 rognulr

3a6e,neurra ao flon.treA Ha poKor na rpaen e tro orBopabero lrnrl floArorByBarseroBarxuarunor rpev 
"o*e au ce qyBa Bo BpeMerpaerre oa 3 Meceul orKaKo npanar 6rur orBoDeH.

6.4 Ha.tru na qyBorbe
Jlexor 4a ce qyBa Ha reMneparypa Ao 25"C.

6.5 Ilpf,poAa f, coApxnHa Ea rraKyBarf,ero
A-rry-ry6a co ranave co uaeprxa co 2b g 

"".rrr-"" npenr n 3 aruuKaroDl.

6.6 llxcrpyrqrru 3a ynorpeba

Harrr na ynorpe6a

l rlo orcrpauysalLe Ha o6sligxara oA arurnKaropor ce BMerHyBa Krrnnor (A) no arnrraropor: (B).

2. Ce 3aBpryBa H orcrpaHyBa rlpBeHoro xanave (C). Amuxaropor ce noJrHH co coApxtHara oAry6ara co nnxua're.nHo nprflrcuyBarbe.

J. Annlxaropor (B) ce ruerryra KotKy rxro e MoxHo noAna6oxo Bo BarHHara. oea uajrecuo cenocrlrrryBa rora 6onnara Jlexl.t Ha rp6 co uan*y -noona"""u 
roleHa. Klanor (A) cenprrrcEyBa ce aoaeKa arunKaTopor noTnoJrHo He ce }lanp*r".
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a1 ,l

4. IIo gqaersm arurraropor ce +pJrr, 3a cae4roro xaneclnarre c€ ynorrpe6yBa HoB armframp.

7. EOCf,TEJI EA OAOEPEEnETO :IA CTABAEE f,A JIDKOTT BO IIFOMET
Bayer doo, Ljubljana llpcrrttarrilErso Cxonje,
Ya. Orran llprqr 66, aor. 4/rrrer./nau.2, I fi)O Cronje '

E. BFOJEAOAOEPENMTO :IA CTABABEEAJIEICO(BOIIPOMDT
l5-3713/08

g. AATYM EA IIPBOTO OAOEPDEtrE 3A CTABA.BE EA JIEICOT BO IIPiOMET f,
AATyM EA trOC4'ry(}IO OBHOBEEO OAOEPESm

31.08.2009

10. AATYM EA trOCJIEAEA PEBEIUJA HA TEKCT
r0.2012


