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Nolicin 400 mg film-coated tablets
HoluquH 400 mg Sunrvrr,rpanra ra6lerxa

2. KATIECTBEH I,I KOJII,TTIECTBEH CbCTAB

Bcsxa Sr.urur.rpaHa ra6lema cbAtpxa 400 mg uop$norcaquu (norJloxacin).

flouorunu BeruecrBa:
- OpanxcaB oqBerrlren FCF (El l0): 0,5 mg/ra6nerrca

3a ntrsllg crrvcbK Ha [oMorrIHI{Te BeruecrBa. BH)KTe roqra 6.1.

3. JIEKAPCTBEHA OOPMA

Oralnrnpana ra6lerna.
Ta6lerrcure ca opaIDKaBu, Kpbr.llu, lerco AnoftHolr3rrbKHaJllr, c AeJr[TeJrHa r{epra or eAHara crpaHa.
Ta6rerrara Moxe Aa ce .qeJrrd Ha.qBe eAHaKBH qacru.

4. KJITIHI,TTIHIINAIilIIT

4,1 TepauenrnqHrrrroKa3aHrrfl

Ocrup qplcrl{r npu xeHH, peqLIALIB Ha rIncrHT npu xeHH, ocrpa uHQerqux Ha AoJrH}rr yprHapeH TpaKT
npu Mbxe, xpoHLIrIeH 6axrepualen [pocrarrrr, foHopeq a 6arcrepua;leH mcrpoeHTepr4T.
flpoQunarr[Ka Ha qecro rloBTaptqta ce uu$erqnn Ha [r{KoqHnre rrbrlrula, npeAorBpar{BaHe Ha
nsTHI{qeCKa AI/.ApHfl VI CeJreKTlrBHa AeKOHTaMT{HaIInS Ha CTOMaTITHO-qpeBHr,rf, TpaKT nplc
LrMyHOKOMnpOMeTr.rpaHH Jrr,rqa.

4.2 .{ornponra rr Hatrrru Ha rrprrnoxenrre

[orcaranuq ,Ilnenna Aosa lpogrlxnreJrrrocr Ha
flEIIEHI|ETO

JteveHue

Ocmp rlucrlrr npu xeHlr 2x400ms 3lo7 lp 'u
Peqr,r4ur Ha qr{crur npr{ xeHH 2x400me 7 to 14 t*ru
Ocrpa nu$enqnr Ha AoJrHLrr ypr,rHapeH
TpaKT [pl,r Mb)Ke

2x400mg T lo14wu

XpoHuueH 6axrepna.neH rrpocrarr.tr 2x400me 4 ao 6 ceAMr,rqu [Jr]r no-.rlbJrro
foHoper * 2 x 400 ms. 3 Ao7 Ar'u
BanrepualeH racrpoeHTepr{T 2 x 400 ms. AO 5.4HI,I

IfpoQumrcmuxa
9ecro noBTap.f,rrlu ce uHQercqvu Ha
IIHKOTIHHTC NbTI{IIIA

I x 200 mg Beqep 6 ueceqa Ao HqKorKo ro.rIHHu

flrrnllrecra Anaplrfl l x 4 0 0 m g E4nn 4en [peAn rrbryBaHero,
no BpeMe Ha nsryBaHeTO r4 Orrle
2 A*ru cneA 3aBpbrrlaHero cu (ne

noBeqe or4, mn\

It -:i l-l b-l'l ll 14 T[tl l.l A Af Hi.i Uil n
i t\pam{a ^apaxmepuCmUKg, tiJ npogl

NCI IIEKAPCTEATA
%
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| _ LencHc npr,r HeyrponeHr4rrHH nuu""*" | 2 * 400 .g I ao g ."lt
* IIp*t Mo)Ke cbrrlo raKa Aa ce [p]reMe.

Ta6.nerxute Morar Aa ce flpl{eMar Ha ruraAHo c MuurKo reqHocr, a cblrlo raKa u rlo BpeMe Ha xpaHeHe.
flo rperr,re Ha JreqeHr,rero rpr6na Aa ce rroAAbpxa HopManHa Ar{ype3a.

flauuenrn c 6r6peqHa ne,{ocrarrqnocr
,{osara na HoluqnH rpx6na Aa6rILe HaMaJreHa, aKo Kpear[HkrloBtts,KJrrrpbHc e rro-M:urKo or 0,33
ml/s (20 mvmin) u / utu croftnocrure Ha cepyMHr.rf, KpearuHrrH ca HaA 400 pmoul
(4.5 mg/100 ml). .{osara rpx6ea la6rle HaM:uIeHa HarroJroBHHa r,uru Ao3oBns HrrepBar Aa ce
yBeJrr,rqu ABa nbTr,r.
flaqueHrr.r Ha xeMoArrzrJrr.Ba, KoHTo rroAAbpxa HopM:urHa Arrypega,crrqo rpr6na Aa npgeMar
rroJroBr,rHara or oOuqaftnara,rlo3a.
,{osara rrpn raIIHeHTr,r Ha CAPD c [oAAbpx€Ha Ar{yp$a e cbrqara Karo rpu HopM:urHa 6r6pevna
Synxqur.

flopa4lr JIHnca Ha AaHHH sa 6egonacHocrra, Horuqun e [porr,rBo[oKa3aH npr{ Aerla (nx. rovxa 4.3).

4.3 llporunonoKa3an[s

Cnptx'ryrcrBlirreJlHocr KbM aKTlrBHoro BerqecrBo, KbM Apyrn xr{HoJroHoBu JreKapcrBa r,[nr{ KGM HrKoe
oT noMorrIHVTe BerrlecTBa.
FpeueHuocr r,r KbpMeHe.
Aeqa u IoHoIx[ B nep]IoA Ha pacre)r(, 3arrloro npu T.rrx Jr]rrrcBa onHT c ynorpe6ara Ha JreKapcrBoro B
To3n nepllo4ur-si,t Karo He Moxe Aa ce Lr3KJrroqn Bb3Mo]KHocrra 3a yBpexqaHe Ha craBHr4r xpyrqsr
IIo BpeMe Ha pacTelr(a.

4.4 Cneqna;rnn rpeAyrrper(Aeu[s tr rpeArrmurr MepK[ npn ynorpe6a

HolraquH rp.r6na Aa ce npuJlara c noB[rueHo BHuMaHHe np]r rraql,terrr{ c Hapyruennr ua I-fiC
(oco6euo re3l{ c enwrencnt kr Apyru cl',crofl:nvtr., Kor.rro Morar Aa npeA}r3Brmar rrpuone).
flperouepuo rBJIaraHe Ha [ptKa cJrbHrreBa cBerJrvHa rpx6na Aa ce Hs6srBa no BpeMe Ha Jrer{eHr4ero.
Axo ce rroJDrulr $orovyncrnnTeJrHocr, JrerreHnero rpr6oa Aa ce npeycraHoBu.
Tpx6na Aa ce ocnrypu aAeKBarHa xlrAparaur{x Ha naquerrra. IIpu 6r6peuHa HeAocrarbqHocr Ao3ara
rpr6na Aa ce Kopnfr,rpa cborBerHo.
I'ltrla cro6ulenvla 3a eAHHHT{Hn cJrJrran Ha reHArlHr{r u Aopv cKbcBaHe Ha c)axo)g4Jl}re rlo BpeMe Ha
JIeqeHHe c xHHoJIoHH. flpeuoprvr,rreJrHo e, qe JreKapcrBoro 4a 6r4e cnpsHo npu [oJrJAraBaHe Ha 6olra
B cyxoxs,ulnslau I vnunpv rltpBr,rre rrpH3HarIH Ha reHAnHrdr. flpexonaepuure SusnuecKgTe
yIIpa)KHeHHJI rpx6na 4a ce us6rrBar no BpeMe r.r He[ocpeAcrBeHo cneA JreqeHuero.

Cnequatua uuQopnaqun 3a HnKou omnowot4Hume seulecmla
Aso oqnernremr Ell0 uoxe Aa [peAn3Br,rKa aJrepil{rrH}r peaKrlr,ru.

4.5 BraunrogeficrB[e c Apyrn JreKapcrBenrr rrpoAyKT[ rr Apyr[ Qoprvrn Ha B3arrMoAeftcrnue

Koraro uop$loncaq[H ce LI3noJr3Ba eAHoBpeMeHHo c reoQrunH HJrr,r ur,rKJroclopr,rH ce rroB]rrrraBar
TexHuTe CepyI![HX HuBa' 3aTOBa Ce fipenOpbqBa LI3MepBaHe Ha TeXHI,rTe CepyIltHLI KOHII9HTpaUI,IH.
E4nonpenaeHHoro nplIJIo)I(eHue Ha nopQnoKcarrrH c nepopanHlr ar{TuKoarynanru (rapQapr,rn)
noBr.rlraBa rexHr{r repaneBTuqeu eQerr.
Ilprcuoro I{ K[ceJloro MJI{Ko (reuHu MneqHu npoAyrra), a:aTna:qsAvru cyxpanQar HaMuur.sBar
a6cop6qurra na nop$noKcalrnH. Holnqun rpr6aa Aa ce npneMa eAr.rH rrac npeAn HirH ABa r{aca creA
npHeMa Ha MJrrKo.
Atto HopQnoKcaIIHH ce H3rroJI3Ba eAHoBpeMeHHo c JreKapcrBa, cbAbpxaurll )r(eJrr3o, atryy1il1gluit,
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6ucuyr, naarue3ufi, narquft rlJrr{ qnHK, ce o6pa:yoar roJreMr,r KoMrrJreKcH (xunoloH-nreran) u re He ce
a6cop6npar. AxruaquAu, cyrpanSar H JreKapcrBa, cbAbpxaulu re3r.r eJreMeHT[ rpr6na Aa ce B3eMar
ABa qaca creA Horurqun.
E4HonpenaeHHoro [pnJro]KeHr.re Ha x[rHoJroHrr r,r KoprrrKocreponA]r Mox(e Aa yBenr{qu p[cKa or
TeHAr,rHI,IT II,JII{ CKbCBaHe Ha C)r)(O}I(}rJrlIe.

Cto6qasa ce cbu1o raKav 3a 3acr4JreH eQexr rraarruAva6ernu cpeAcrBa (cynQanrurypefiua), aKo ce
[pr,reMar eAHoBpeMeHno c nopQnoKcarllrH.
EgnonpeueHHara ynorpe6a na uopQnorccarluH c uurpoQypaHTorrH BoAx Ao orcra6saHe Ha eQercra
Ha ABeTe neKapcTBa.

4.6 Bpenrennocr rr KbpMeHe

EesouacHara ynotpe6a Ha neKapcrBoro rro BpeMe ua 6peueuuocr H KbpMeHe He e ycraHoBeHa.
Ilpnenaanero rro BpeMe na 6penaeHnocr e orrpaBAaHo caMo B cJDAar{Te, Koraro oqaKBaHara [oJr3a 3a
uaftrara HaAxBTpns pucKa ga 6e6ero.
Maftxnre ne rpr6ra Aa KbpMrr no BpeMe Ha JreqeHlrero.

4.7 EQercrn Bbpxy cnoco6uocrra sa uoQnpane n pa6ora c Marrrrnrr

HoruuuH cra6o [Jr]r yMepeHo noBJrrrxBa cnoco6nocrra sa ruoSnpane ulu pa6ora c MarrrrrHu.
Xnnoronure, Morar, MaKap H pflAKo, Aa npeAlr3BlrKar KoHByJrcHr,r, 3aroBa re ne rpa6na Aa ce
rrpruIarar npl{ [arrne]rrr,r c aHaMHe3a 3a lrptroBe. Hexeaanr.r peaKrlr.ru or crpaHa Ha HolnqnH, Karo
uaso6orr,re r,r BueHe Ha cBrr, ce norBf,T MHoro p{AKo, Ho re Morar Aa orcra6sr BHr,rMaHHero,
oco6eno aKo ce npueMa 3aeAHo c zurKoxoJr. Jlerapnre n Saprr,raqenrrrre cJreABa Aa npeAyrrpexAaBar
cBo[Te naqneHrlr 4a ne uroQupar, pa6orrr c Marrrr,rHr,r u r,r3BtprrrBar Bc{KaKBn Apyrn orracHl,t
Aeftuocrr.r, AoKaro re ne pas6epar KaK pearupar Ha JreqeHnero.

4.8 Hexe.irannpearrl[tr

Hexeranure peaKrrnu, Kor.rro Morar Aa Bb3HI,IKHar tto BpeMe Ha JleqeH]re c Holuqnn ca
xracuQuqnpaHu B cneAHHTe rpynn no peAa Ha qecrora:
- Mnoro qecrr,r (> I / 10),
- 9ecrr.r (2 I / 100 ao <l / 10),
- Heqec'ru (> 1 / 1000 ao <l / 100),
- Pearca (> I / 10 000 to <l / 1000),
- MHoro peAKr{ (<l / 10, 000), c HeH3BecrHa qecrora (ue uoxe .qa 6r.qe orleHeHa or HaJrHrrHHTe
4annn).
flpu ncrxo rpynupaHe no qecrora, He)KeJraHrdre peaKrlr,ru ca npeAcraBeHu B Hu3xoA{rrl peA rro
OTHOIIIEHHE HA TEXECTTA.
r{ecro'ra Ha HexeJraHr{Te neKapcrBeHr,r peaKrlr,nr, r,rs6poeHr.r or orAenHu opraHn H cncreMr,r:

I.Iscnedeauut
- Heqecru: [oBr.rlreH]r rpaHcaMnna3vr, turKrurHa $ocQar:asa u JraKTar AexunporeHa3a

(npO
- PeaKlr: rroBnruer,ilypefl H cepyMeH Kpearnur,rH r,r HaMaJreH xeMaroKpuT

Hapyuteuun Ha Kpbsmq u nwfuuama cucmeMa
- Heqecrz: eosnnoQl4nl{.fl, JreBKoneH}rt

Hapyuteuwt Hct HepsHama cuctneMa
- Heqecrra: rurano6olae, sanaaftaaHe, Aenpecr4t
- PeArn: yMopa
- MsoropeAKlI: cblurllBocr, o6tpxnaHe,6esuoxoftcrno,pa3Apa3Hr.rreJrHocr,crpaXr
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xaJIrcIIHHarIlrH, rrryM B yIxLrTe

C mou outu o -up e s Hu H apwe Hun
- Hecru: raAeHe
- Heqecrn: aHopeKcnt, Enapvvr
- MHoro peAKH: ncesAorueM6paHo3eH KoJrnr

Hapyuteuw Ha MycKynHo-cKeremHama cuctneua u ua cteduuumerHama rnbKaH
- Mnoro peAKLI: TeHAHHnT lrJrrr cKbcBaHe Ha c)rxo)odJrue, o6uxHoneHo s xoM6uHar-pls c

Apyrn BpeAHLt Qarcropra

Hapyutentn Ha uJrtyHHama cucmeucr
- MHoro peAKlI: aneprltqHl{ peaKqru (yprnxapur, o6punu, crp6ex, auaQunarccut), rexru.r

KOXHIT peaKrlul,I

Axo ce rro.f,Btr re)r(Klr He)r(eJraHH peaKrlr.ru, JreqeHnero rpr6na,qa 6r.qe npeycraHoBeHo.

4.9 Ilpegorupane

flpegosnpanero Moxe .qa [peArd3Br{Ka DraBHo raAeHe, rroBpburaHe, Avrapun, npu no-Te)r(Kr{Te cJrrrau
H sar{aftsaHe, yMopa, o6rpxrane r{ rbpqoBe.
CreA norntqaHero Ha roJItM 6pofi ra6lerKlr, e rroKa3aHo croMalrrHa rrpoMHBKa, BH[MareJrHo
Ha6lroAenue Ha naIIHeHTa H, aKo e Heo6xogtEMo, crrMrrroMarlrrrHo JreqeHlre. ,{o6para xHAparaq}rr e
oT roJrrMo 3HaqeHr,re 3a rroMspxaHe Ha rroAxoArrqu Ar4yp$a.

5. OAPMAKOJIOTFIHI,I CBOIICTBA

5.1 @apuano4rrHaMrrrrHrr csoficrsa

OapivrarcorepareBTur{Ha rpyna: QrryopoxuHoJroHu, ATC roa : J0 I MA06.

Hop$roxcaqsH e ypoaHTl,rcemuK, no roft He ce H3non3Ba 3a JreqeHue Ha clrcreMHu
nnSexqnu. Toft 4eicrna Ha rpaM-orpr,rrlarenHu aepo6nu MuKpoopraHu3Mr,r, a cbrrlo raKa r.r Ha
HtKOn rpaM-noJIoxI,rTeJIHlr MuKpoopraHu3Ml{.

Herosara anrnnrunpo6ua eSnrcacuocr HaMrIJrf,Ba, aKo pH ce noHH)KaBa H rrpn no-Br{coKa
KoHqeHTpar{}r.f, Ha MafHeguesu ftoHr,r.

Ta6.nnqa Ha MICes 3a MlrKpoopraHr{3MH, [puqlrHrBarqu unQexqau, Kor.rTo uafi-qecro ce
JIeKyBar c uopQlorcaqun:

Barcrepnn MICqo fpglml)
floseqero en'repo6axrepuu* 0.015-2
Seratia marcescens 3 .1
Providencia stuarti 3 .1
Salmonella sso.
Shisella spp.
Yersinia enterocolitica
Vibrio cholerae
Camovlobacter ieitmi
Ha e mop hi I us inll uenzn e <0.1
Ne isseria meninsitidis <0,06
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Neisseria gononhoeae <0.06
Mormella catarrhalis <0.06
Pseudomonas aeruginosa l -3 ,1

*Citrobacter spp', Enterobactel spp., E. coli, Klebsiella spp., Morganella morganii, proteus spp.

Apyrn uIaMoBe o'r Pseudomonas u Acinetobacter spp. ca no-MaJrKo rryBcrBnrerHs KbM
HopQloxcaquH' CraQunoKoKl{re H crpemoKoKuTe ca cbrrlo raKa c rro-HacKa q)rBcrBr,rrerHocr
(vyncrnurelHocrra Bapl{pa B 3HaqHTeJrHa crenen) xrrvr HopdnoKcaqr.rH (MICe'; MexAy I u32
pdmD. HopQloxcaIILIH e rIpaKTHlIecKu HeeQexnEneH c.tparnro noBeqero or KruHurrHo 3HatrLrMHTe
auaepo6n. MeAurauenrbr npnTex(ana 4eftcrene caMo rro orHorrreHne Ha HrrKoH rrlaMoBe Bacteroides
laeilis, Clostridium perfringens n Veillonela spp.. Mycobacteria, Mycoplasma, Chlamydia u
Ureaplasma ca c HucKa rryBcrBuTenHocr KbM Hop$loxcaquu.
Mexauusu*t ua deilcmeue
,{eficrauero Ha HopQloxcaqr{H ce ocHoBaBa Ha Bb3npe[rrcrBaHero Ha cnHTe3ara Ha.eII( n
6anepnalHara KJIerKa. Ocnonnugr e$err ce r,r3pa3flBa B rrorlrcKaHe Ha eH3LrMa ftil(-rupasa
(ronoasouepasa II). flpu npoee4eHuTe Aocera rpor{BaHr.rJr e ycraHoBeHo, rre rnpa3ara rpeKbcBa
l[:II( nepurara, cJreA Koero ce o6pasyna KoMrureKc Mex(Ay pa3pyrrreHara Bepr.rra Ha Ailt;xlrHoJroHa u
rllpa3ara. O6pa:yaauarr rro ro3n Har{HH KoMrureKc Bb3npe[srcrBa cBpbxcn]rpaJrr,Barlr,rf,Ta ua,[:[I(
BepHrara, B pe3yJlTar, Ha Koero Bb3HlrKBa rraroJror[qHa npocrpaHcrBeHa,,SIK xou$nrypaqnr.
floao6na.Q:II( ue Mor(e roBeve 4a SyHrquoHrpa HopManHo. B cregnauqua etan, ,4ili ie p*.pa*4a
Ao [o-MaJIKu Qparnaernn. flo-nepoarHo e aHTnMnxpo6Hnxr eQerr Ha x]rHoJroHune Aace Ar,Jrxr{ Ha
o6pasynauero Ha KoMrureKc, orKoJrKoro Ha o6anuoneuo norucKaHe Ha rupa3ara.
PegucreHTHocr, npuquHeHa or crIoHTaHHa rvryraq[r e p{AKocr. Eurepo6anrepvtne psAro pa3B}rBar
pe3HcreHTHocr. PesncrelrrHocr pa:tBllBar [o-qecro Pseudomonas aeruginosa H Merr,rur,rJrlH-
p$I'IcreHTHI{Te IrIaMoBe na craQuloKoKr{Te. Pes}rcreHrHocrra He e rrna3M}rAHo-MeA}rgpaHa. Tq e s
p€ynrar Ha xpoMo3oMHlr N,D/TaIIull Ha 6axrepvlurHara.@K rapasa. KprcrocaHa pe3ncrerrrHocr
Mo)I(e Aa HacrbrlH Me)(Ay nopQrorcaqr,rH r.r Apyru t[rryopoxuHoJroHu. Ilanaore, ycrofivnnn na
HaJIHIIIKCOBa Id IIIIneMLIAI,IHOBa KHCeJIIIHI{ Ca TIyBCTBHTeIHI,I KbM UOpQlOXCaqAlr.

5.2 OapuarcorctrHerrrrrHn csoftcrna

A6cop64un
Hop$noncaquH 6tpro ce a6cop6npa or croMarrrHo-qpeBHr{fl rpaKr. flpu :gpanu go6ponorqn, rrgKoBr,r
ITJT{BMeHLI Bb3HHKHar or I 4o 2'aaca cJIeA nepop:ueH nplreM. A6cop6quxra or croMarxHo-qpeBH[t
TpaKT e He[5JrHa H Bb3JII{3a Ua 30 ao 40Yo or [epopaJrHara Aoga. "craquoHapHo cbcrof,HHe" e
Hairnqe, B paMKr{Te uaZ guu.
Paznpedenenue
Orono l5%o o't HopSnorcaql,IH ce cBbp3Ba c rrJra3MeHHTe nporer{nn. Hucrara crefleH Ha cBbp3BaHe c
rIporelIHI'I npaBI'I Bb3Mo)KHa HeroBoro Ao6po z 6tpso npoHrdKBaHe B TbKaHlrre u reJrecHnTe reqHocrg.

Konqenrpa\ur4 Ha nop$lorcaqr.rH KoHrIeHTparIHr,r B pmlrnrrHn rbKaHH:

Terecna rer{Hocr I4JI}I TbKaH
Er6pe.ren napeHxlrM
flpocrara
Crena Ha flr,rKorrHrtfl Mexyp
Ceuenna reqHocr
Tecrncn
Marxa./uruftKa Ha MarKara
flfiull.uq.u
Braralnrqe
Xrrqna

7,3 ttg/g
2,5 ttg/g
3,0 ttg/g
2,7 ltdg
1,6 tt{g

3,01t{g
1,9 ttdg
4,3l tdg
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Ilepopanno rpuerlttr Hop$lorcaqulr (50 mglkg) npeMr.rHaBa npes urarleHTapuara6apuepa;
KOHIIeHTpaqII{Te B TbKaHHTe Ha rrnoAa ca oKoJro l0%o or cepyMHr.rTe KoHrleHTpaqlu na nrafixara.
,{osu or 400 mg, rpllerr,t ABa nbru AHeBHo, BoA.f,T Ao KoHrlerrpaq]r]r B 6r6peurre or 3,9 Ao 16,2
pg/g, xouro 3Har{HTeJrHo HaAB}IIrIaBar re3u B cepyMa (100 ao 300 nrrn). flrxosn KoHrIeHTpar{}rH B
ypnHara s crofiHocru oKoJIo 478 mgll, cneA npr.reMaHe Ha Ao3a or 400 mg, ce Aocrnrar sa2 uaca;
KoHIIeHTpaq[ure B rlpocrarara (0,7 .qo 4,7 pg/g) ca no-HlrcKr,r, Ho BbnpeK[r roBa npeBr,r[raBar re3r B
IrJIa3Mara. KoHqeHrpaqnl,ITe Ha Hop$noxcaqnH B )KrrbqKara r,r xJrbqHr.rre nbrr.rrua ca or 0,15 Ao 4,5
Itggw cborBerHo or 0,4 Ao 41t!g, Koero npeAcraBnrsa 3 Ao 7 rrtru ro-Br.rcoKr,r croftnocrn or
cepyMHHTe. ffier.flsaHr,t ca clqo raKa lr Br,rcoKH KoHrleHTpaquu n.repnur 4po6.
KouqerrpaIIHI,ITe BbB BJraraJll{qero lr MarKara, cneA nepopaJreH npr,reM Ha eAlrHr,rqHa Ao3a or 400 mg,
npeBI'IIxaBar 2 lo 3 rlrlru Te3LI B cepyMa. Ycranonenrre KoHrleHTpaquu n 6ponxuaJrHufl ceKper,
oJII{BIIIIHTe, lfiuuuqute, creHara Ha }KrrbqHr{r Mexyp ca noAo6nu nJrr4 M€urKo [o-H]tcKlr or cepyMHHTe.
fluxonnte KoHlreHTpaqun na nopQJroKcaqr,rH B yplrHara ca oKoJro 100 nrru no-Blrconlr or MICes ea
[oBeqero naroreHn, npuqlrHflBalqu uHQercqun Ha nnKoqHr,rre rrbrnlrla. Crqo raKa, KoHueHTparrH[Te
nrn Qexalur,rre qyBcrBlrreJrHo [peBr,r[raBar MICgo 3a peA]rqa qpeBHlI flarofeH]r.
Mema6onustu
HopQnoxcalr[H ce naera6omrgupa B opraHr,BMa Ha oflr,rrHrr xrrBorHu H xopa caMo B orpaHr,rqeHa
crerleH. flpu xopa 80% or Hop$noxcaquH ce eJrlrMr,rnr,rpa B He[poMeHeH nrg. HopSroKcarlr{H ce
N{era6ornsnpa B r{epHnt Apo6, xaro Bb3Hr,rKBar }BMeHeHurr a rpaftunx a3oreH aroM Ha
Ilnnepa3HHoBut npbcreH. Ocnosnnrr nagra6om.m e oKcoAepr.rBar. .{pyru uera6orulra Karo aMr,rHo-,
aIIerI{,Jr-, t[opur,ur- n2-auusoerl,IJraMHHo AepHBarH Ha xHHoJroHoBr{r npbcreH ce orKpnBar B MzrJrKlr
KOJrrdqecTBa IIplI xopa.

Entutaaupaae
HopQnoxcaqllH ce eJILIMI,IHTIpa or opraHH3Ma c ypu*ar4 )K[brrKara n Qeranuure. EuonoruqHg.sr
noJry-xorBor e 3,qo 4 qaca.

{oagecer uqernpvr qaca cJIeA nepopzrJreH npueM na 100 ao 800 mg, or opraHu3Ma ce eJrnMr,rHr.rpar c
ypr4Hma or 33 Ao 39%o or npI{JIoxeHaTa Ao3a; npl4 rIo-BI{coKa Aora (1600 mg),47,8Yo ce H3JrtqBa
rrpe3 ypHHara, 5 lo 8%o oT KoI,ITo cbcTaBJr{BaT uera6orusnpaHa rracT or JreKapcrBoro.
Hoptlnorcalluu ce I,I3JIbrIBa rlocpeAcrBoM rJroMepynHa Snnrpauwnrylynua ceKperlr4r.
B ualxa cre[eH, nopQnorcaqlrH ce r3JrbrrBa qpes )KrrbqKara (2 rc 3%).
oxolo 30%o or opaJrHo [pHeTaTa Ao3a ce rr3JrbqBaT c Qerca-nnnre.
flpu naqaeHru c 6r6pevua HeAocrarbqHocr, $apuaKoKlrHernKara Ha nopQnaxcarrrdH ce rrpoMenr B
3aBHcI,IMocr or cre[eHra Ha 3acf,raHe ua 6r6peunara Syurqnr. Brnpera $apnaaroxr,rHeruqHnTe
I'I3MeHeHI4s, KarO yA6JIXeHO BpeMe 3a AOCTr,rraHe Ha nnKoBr{ rura3MeHu KoHrleHTpaqua, yAbJr}r(eH
6pronoru.ren noJry-)KllBor r,r yAbnxeHa eJrr{MuHaqr{r, KoHrIeHTpaqr.rHTe ua HopQrorcaqr,rH B
[HKoqHrrre nlsrltlqa ca AocrartqHo B[rcoKn sa e$exrnnno JreqeHue na unQerquure.

5.3 Ilpegrurnnnqu[ AaHHI sa 6egonacHocr

IIpn npogtrnrr,rreJrHo flpl4Jlox(eHr,re Ha nop$roKcaquH npr4 MJraAu )rfl,rBorHu ca or6errganu
yBpe)rqaHH{ Ha xpyrqrna Ha cTaBHTe.
flpu pH 6 H noseqe Ha ypllHara, npu rurbxoBe H rqrrera e ycraHoBeHa flo.sBa Ha Kp[craJD/pr{r.
flpu nponegeHllTe npo)AIBaHIr.f, rrpu o[HTHr,r xtl{BorHu He ca ycraHoBeHH Hr,rro reparoreHHLt, Hnro
rvryrareHHr.r r4Jr[ KaHrleporeHH]r eoercrn Ha nop$lorccarlHH.

@APMAIIEBTI,ITIHI{ AAIIIM

Cnnctr Ha rroMoluHrrre BeruecrBa

-f,,{po ua ra6lerxara
NOBHIIOH
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Hr,ulecreH Harpr.reB HrHKoJIar (ruu A)
Mr,rKpoKpHCT:UrHa rleJryJro3a
cr{Jrr,rqr{eB Ar{oKcr.rA, KonouAeH 6essoAeH
MarHe3neB cTeapaT
npeqlcTeHa BOAa
Oulnrono norpnrne
xnnpoMeno3a
TAIIK

ruraHoB AuoKcHA (EI7l)
oparDraB orlBerr{ren FCF (El l0)
nponr.rJreH rJrHKoJr (E I 520)

6.2 HecrnuecurMocrn

He e npruroxuirao.

6.3 Cpon Ha roAnocr

5 roaunn.

6.4 Cnequannn ycJroBrrfl na cbxpaHeHrre

Toez lercapcrBeH [poAyKT He u3HcKBa c''eq'nanHu ycnoBr.rr 3a cbxpaHeHr,re.

6.5 .flaunu 3a orraxoBKara

Erucrepna onaKoBKa (Al Solr.ro, PVC/PVDC Sonuo): 20 $wwupanu ra6lerrn (2 6lr.rcrepa uo l0
ra6lerru), B Kyrr{r.

6.6 Cneqna;rnnrpeArra3nr

Hxnaa cneqllaJrHn lr3ltcKBaHr{t.

7. IIPI,ITDI(ATEJI IIA PA3PEIIIEHI,IETO 3A YTIOTPEBA

KRKA, d. d., Novo mesto, Smarje5ka cesta 6, 8501 Novo mesto, CroseHH,

8. TIOMEP(A) HA pA3pEruEHr,rETO 3A ynOTpEEA

20000707

AATA HA TIbPBO PA3PEIIIABAHEMO.ryIOB.ffiAHE HA PA3PEINEHIIETO 3A
YNOTPEEA

AATA HA AKTYAJII43IIPAHE HA TEKCTA

MepKrr npl| rrsxBbpnflHe
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