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KPATKA XAPAKTEP}ICTI{KA HA IIPONYKTA

NELIDIX
HEJII,IJIIIKC

I. IIME }IA TEKAPCTBEHILfl IIPONYKT

Nelidix 500 mg tablels
He.ruAnnc 500 mg ra6,rerni.r j i
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2, KAqECTBEH I{ KOJII{IIECTBEH CbCTAB

Iexapcraexo BeulecrBo B eAHa ra6,rerxa: Ha,rsAr.rxcoBa KHcerHHa A.{alidixic acid/ 500 nre.

3a nr,rHlrq cn]lcbK Ha no\{oIuHHTe BelrlecrBa. BH)K r. 6.1.

3. JIEKAPCTBEHA OOPMA

T a 6 : r e r r n , ' , 1 ,
OnucaHue: 6;re.4oxr,;ulr, KpbfrjH, rr,,'rocKH ra6lerrcn c AnaMerr,p 13 rnrn, .{BycrpaHHa $acera ll
.qerHTe,THa qepTa oT eaHaTa cTpaHa.

4. KIIIHITILIHIIXAHHI,I

4.1.  TepanenruqHu noKa3aHrq

He;ru,rnrcc ce rrpHirara npH:
. ocrpH H xpoIIIrLIlIH ooocrpertu nutlerqnn Ha [HKoLIHnre nbrHu]a, np]rqHr{e}{H or rpaM-

OTPHUA'I'C.]IHLI MHKPOOPT'AHH3MH, Try.BCTBHTCNH[I HA H&'IHJII,IKCOBA KHCCJT{HA:
. NPOd]HJIAKTHqHO IIPH ypOIeH}ITTIJIHH oTepaIIHH H MaHHTTJ]-IauHH;
. croMauHo-qpeBHH H ,rpyru 6arrepua-uHu lrurpexquu Ha xpaHocMlrrare:rHa'r'a cncreMa -

eHTepoKoj.IHT.

4.2. .{o:npoerca H HaqHH Ha rrpn,.ro)Kenne

Bxzltctctrtuu
O6uqafiuara AO3a e 4 ntrlr AHeBHo no 2 ra6rerKH. B npoAT,JriKeHHe Haft-ManKo Ha 7.dHn (o6ua

AHeBIIa ro:a 4 g). flpn xporrHqHH H Tex(KH uur$exqnu [poAb.rr)Kr,rreJrHocrra r{a,'leqerrr{ero e Ao 2
ceAMHuH. Axo ce Hilnara no-[poAbn]r(r{TeJrHo ner{eHHe qe rrpHnafa no I ra6,rerxa 4 nrrn .qHeBHo.

/le4u uao 7 eodtwu
O6nqafiHa Ao3a - 50 mgikg, Jlexapcrueuara $opua He e rror:txruJ{rua 3a ileua rro;i 7 rorHrlna Bb3pac'r.

4.3. ffpornnouoKa3aHHrr

Cnptxu5rncrBuTeJ'IHocr KbM HiurnrHKcoBa KHce!'rHHa, xu.[poKcu6cu:oarsH ecrepu HJr!{ KT,M
HtrKOe OT frOi\.rO[IH]rTe Ber.uecTBa Ha npolyKa.

e flauueHTr.{ cr aHaMHe3a 3a rbpl{oBe.
. nopt]rupur.
o Texxa 6t,6pe.iHa HeAocrarr,r{Hocr,

4.4. Cneqna,rrru nporr{BonoKa3aHHq H cnerlHaJ.rnH npeAynpe}r(Aerrlrf l :a ynorpe6a



HarllarHKcoBala KHce.:rHHa Moxe ra i lpoBoKHpa xeMonHTHr{Ha peaKur4r i lpH rrauHeHlH c r':rrclxo:o-6-

QocQar AexHAporeHa3rla IleAocrarbLlHocr.

ToxcuHoloraqHu H3cre.rIBaHHJI ca nol(a3arH. qe BHceKH Ao3H oKcHXHHoJroHoar.r aFIrIa6aKTepHar'IHH
CPEACTBA, MOTAT AA NPEAH3BHKAT CPO3I{q HA XPYUIf;JIA B HOCEUIHTC CTABH TIPH PA3BHBAUIII CC )KHBOTHH
or pa3rHr{Hll BHIIOBe, Taxnaa JIe3HH He ca cro6ulaBa]Hr4 rrpH xopa Ao MoMeHTa. Brnpexu roBa, IoKaro
3HaqeHuero Ha re3u AaHHH 6rae yrouHetro e geo6xonuMo rroBHrrreHo BHI4MaHHe. Kofaro ce Ha3HaqaBa
HAJ'I'{AIIKCOBA KHCCJIHI{A 3A J'ICI{EHHC HA .IICUA.

flpn nauueHTr{ c qepHo.qpo6uu ga6o,rgsaHnr, yMepeHo yBpeneHa 6r,6pe.rHa r}yHruur HjrH Te)r(Ka
uepe6pa,rHa aHrllocK,'repo:a (pucn or npHna.ubuu), rpx6na Aa ce npr4Jrafa c noBuueHo BHHMaHHe.

Heo6xrulrnao e MoHHTopI,IpaHe Ha KpbBHr,rre rroKa3areJru. 6r6pevHara r,r qepHo/xpclduara rlyHxuux
npH npoAbJrlr(HTelTHo JreqeHt{e (noeeue or 2 ce4ntluu).

BtnpexH neo6xonuivrocrra or BHHMare.rrHo nprrxo)KeHHe npu nauHerrrn c 6r,6peqr{a HeAocrarbqHocr,
ut,tara no3a HaJt.lxlrKcoBa KHceJIHHa r{o)Ke .ua 6b.qe npHJraraHa npH nauHeHTn c KpearHHr;rHoB
K. rHpbHc  >20  n r l / n r i n .

Ila,rH.{nxcoeara KHcerI{Ha, B TeparreBTHqHH ro3n, Mo)Ke ,ua [poMeHr{ pe3vrrarHTe or HrKo}i
IHarHocrHt{HH TecroBe raro 17-xerocrepoHnrl B ypHHara. $a,rrulano-noiro}KHTeJ,'reH pe3ynrar rrpH
onpe,qer,'IqHe Ila 3axap B ypHHara, BHcoKH cTofrHocTH npH H3MepBaHe Ha BaHH,rMalrlleroBara KHceJrHHa
B ypnHara (lreroa Ha Pisano).

flopagra neo6xoAnntocrra or aKrHBHa npon4QepaqHr Ha MHKpoopraHH3MHTe sa alrrn6axreplraJ'lHoro
refrcrsue Ha HalHrHKcoBara KHceJrHHa. ueftHoro AeftcrBne Molxe Aa 6lAe orc.lla6eHo npr{
rrp H-rl o)Ke Hr{ero Ha Apyru auru6arrep lg'airHrr npoAyKTH.

IIo upervre Ha,reqeHHero He ce npenop'br{Ba npexoMepHoro H3raraHe Ha cirbHue.

Ilplr noraa Ha cH\.{nroMH Ha HeBpo[arnfl HrrH aprponarr.rfl, np]reMaHero Ha npo.qyxra rpq6sa ra ce
ilpeycTaHoBH.

PrAno Mo)Ke .4a HacrtIIIi yBpe)KAaHe HJrH pynrypa Ha cyxox(ulure. llpu nosBa Ha cyxox(HrHra 6o.nnu,
Bb3rr€rJreHHe HJrLI pyilTypa, JreqeHnero rpx6na,{a ce ilpeycraHoBH.

To:n rerapcrBeH nporyKr cbAbp)Ka .naKro3a. llaunenru c peAKH HacreAcrBeHu npo6nenrn ua
raJ'laKTo3Ha HefloHocr.rMocr. Lapp JraKTa3eH Aerlraqnr HJrH fJrloro3o-raJrarTo3na lrala6cop6qlls, ne
rpx6na ra npHeMar roBa JrexapcrBo.

llpoayxrur cb;Tbplta rI[JeHHqHo Hu[recre. floA,xoA.su{ e 3a xopa c uboJrgaKHr (r,ryreuoea
eHTeponarur). flaul.renrn c trJreprnr KaM rrrleHgrra (pa3nH*rHa or ubo.rrHaxu.e) He rpr6ta Aa B3HMar
TO3n ilpo.{yK'r.

4.5. B:auvoAeficrBue c Apyrn r'reKapcrB€Hr.r rpoAyrcrg H Apyr[ QopuH rra B3aHMo.reficrune

AHrgroarv,raHru (r,vNrapaHosH H r.rHlalrnHoHoeH npor{:nolHra'l
llopa4a KoHKyperITHoro cB6p3Bar{e Ha HEUIHAHKcoBara KHceJrHr{a H aHTHKoaryrar{THTe c [poreHHHTe,
N{or(e e seo6xoluuo peryuHpaHe Ha Ao3ara Ha aHTHKoafy"taHTHTe H rIpocJ'IeItBaHe Ha
nporpol,r6r,rHoBoro BpeMe Ao rrocruraHe ua Heo6xoAHMoro HHBo.

llpo6eseqna
Br:noxHo e pe,lyrrupaue Ha e$exrHBHocrra cnprMo ypr{HapHnTe flaroreHu r.r rroBnueHa qecrora Ha
HeTKenaHlt peaKuHH.

HecrepoHAHH nporueoe:bgna,rr{re,,rHn cpeacrna (HCIIIBC)
Hna cr,,o6uleHHr 3a vBerHr{eHa BeposrHocr or noqBa Ha r6pr{oBe.



Me;r0a:rarr
Cro6uresn ca cJryqau Ha cepno3Ha croMalrlHo-qpeBHa roKcHr{Hocr.

Ilux,'rocnoparr
Br:voxnocr o'r rroBHrleHa uerpporoKcHt{Hocr.

llpyrH aHrH6axrepna,.rHH cpe,lcrea
X,ropavcfeHHxo.:r" HnTpodlypaHronH H Te'rpauHKJIHH Morar ga nHxn6ltpar reftcrsnero Ha
HCTNJHKgOBATA KHCCJIHHA.

EcrporeHu
Clruecrnyra reoperuqeH pHcK or npoBaJr Ha KoHTpauenupltra npn H3IIoJI3BaHe Ha ecrporeH

cbAbpx€rrlH rrpoAyKTH.

flepoparna nporHnorndHa eaxcnHarrHq
XlrsHre BaKcHHH Mofar.aa ce IrHaKTHBHpar or aHru6uorHulr.

Clrpouunes peHejrar. cvKp&.r&ar r'r npoAyrcru. cl,qrpxarrlH Anv- t{rH rpuea,'IeHrun xarHorrH. xaro

xersro. arynrnHlrii. ultrK. NaarnegHfr H Karur.rii
Morar,ua nn,xn6upar a6cop6uurra Ha HeiIIt.IIHKcoBara KHceJIHHa.

1.6.  EpemeHuocr n KbpMeHe

Ha,rsxlrxconara Kl{cenr{Ha npeN,rr{HaBa rpar]curaueHTapHo. Heobxo;lHvo e Aa ce lranpaBH
BHHlrareJ.rHa rrpeueHKa ilpeAH npn..IoxeHHelo Ha HaLTHrHKcoBa KHcerIHHa ua 6peneHHll xeHH.
ocodeno npe3 flbpBnfl Tpurrearbp.

HzurnrprrccoBara KHceJlHHa ce eKcKpernpa s N,raftqr4Horo Mr'IfKo, flopa.uH Koero e ueodxoAanao.4a ce
HanpaBH BHHMaTe!,-IHa fipe{eHKa fipe.qH npLIJIOX€HI,I€ IIpH KbpMelJIfi )K9HH.

4.7. ESerru Br,pxy cnoco6socrra ra uroQnpane H pa6ora c r{arrruun

Flslra.uanHu :a ne6.rraronpHrTHo noBJrHrBaHe Ha aKTHBHOTO BHHMaHHe. per!,renCHre :t ABHrareJIHara
aKrHBHocr npn ruocpnpaue H pabola c Ma[rHHH.

4.8. Hexe;raHn JreKapcrBeHr{ peanuHrr

flpn ,re.renue c HelsAl.rxc Morar.ta ce sa6nrcAaBar:

Hct\'t1,1us711$t tro Kpl)(Jma u .tu.*r(tuanta cucme.Mct: eo:uuor]rn,rns. .reBKoneHur. rpou6oqgToneHnfl.
xeMoJrHTHr{rra ar{e\,rHr, npoMeHH B KoHrleHTpauurre Ha nporpov6nH.

Haltyu e t t ult t t a *t e m a 6 ot Lt 3.t4 ct u xp at rc t t e ftrc.' lrera6o;rnrga auaAo3a.

Cnto.vtttu.tuo-qpe6Hu Hdp-yweHun.' fa.4eHe. rvapr4s. a6Aonusalna 6olxa. xo,[ecla3a.

Hctlt.vtueutn He Ko)tcanm u nodrco)tuama tnbKCtH: peaKuHH Ha QororyecrBHTe,'rHocr (cprlrenta,

6y:ro:Hu epvuunn)" clrHr-{lloN{ Ha ClHsrHc-[xoHcrH. epHreMa ruy:r'rndtopnre.

Hap.vuteuta Ha tL\'tyHHatna cuctnema.' ypruKapru, flpyprrryc, aHrHoeAeM, aHacplr,laxcl.rx.

Hap1,7a1gv1tn He.\.tyctt.t).rtHo-cKeJremHatna ctrcme.lte u cbeoltHume.tHama mbKeH; aprpaJrHq. MHaJIfug,
MycKyrHa c;ra6ocr. yBpe)xnaHe HnH pynrypa Ha cyxoxu!,'IHe.

Hap.l,uteutn Ha HepBHama cucme.\la u ncwurtHt4 Hap.yu4eHun.' Draso6o,'rHe, nepr.r$epHa HeBponarHr,
3aMarHocr. cBeroBT,pre)rq HapyrxeHHs Ha cbHr, .ue[pecnt, xil]rrcuHHaulrn, o6r,pxauocr, el:l6yAa n



HapyueHHt B yceIuaHHrITa 3a BKyc H MHpHc. BtsN.rc,xHo e rroBHLUaBaHe Ha HHTpaKpaHHa,THoro
IlaJtraHe rtpH KrpMaqera. Hua cto6uleuHq 3a roKcr.IqHH ncgxo3H H t6pr{oBe, nol{qKofa cBT,p3aHH c
npeAo3HpaHe. flauucrnlr c AaHHH 3a r"bpr{oBe B MHHiL'roro :,l^rrr ja uepe6parHa aHfHocritepo3a ca c
IIoBrdueH pHcK OT r6pqOBe npa npHeM Ha HeJrH.rlHKCOBa KUCeJ'rHHa.

4,9. f lpegourpaue

llpu al:pacrllH. cHMTITOMH Ha npeAo3HpaHe ca Ha6,rro4aBaHH cJreA npHno)r(eHHe Ha eAHrrHr{HH Ao3H
or 20 g u 25 g. 

'le 
ca ex,'IloqBarilu ToKcHrIHa rrclrxo3a. rbpqoBe n vera6o,rarHa auHlo3e.

,lleqeHlrero ce cbcron B crolrarlHa npoMHBKa H cHMrrroMaraqHo Jrer{eHue npu ueo6xorHMocr.
HeodxoAiaplo e MoHH'fopHpaHe Ha cbpAeqHo-cuoBara H AHXareJrHara cpynrcunfl. ilopaAH onacHocr or
pecflr{paropHa Ae|IpecHr oT qeHTpaneH npoH3xox.

5. OAPMAKOTOTTTqHH.IIAHH'I

5.1. OapvraxoaHrraMr{rrHrr cBoficrBa

ATC rcoa.l01 MB 02
Ha;u,lnxcoBara KHce;IHHa e cHHTerHqHo xl,IMnorepaneBTH.IHo cpencrBo c receH cneKTlp Ha
attrn6axrepl{a-ltlo AeficrBHe. llorncxa cHHTe3ara Ha IHK n 6axrepua,rHara rorerKA vpe: uHxl.r6trpaHe
na,{I{K-no,rHMepa3ara. lelicreHero Ha npoAyKTa e 6anrepnocrarHrrHo luru 6axrcpuu}inHo B
3aBHcHMocr or KoHqeHTpaUHsra rty. AnrndaKTepHaJrHHrT crleKTt,p Bti:IloqBa fpaM-ortrlHUaTeJIHH
!lHKpoopranti: l\r lr - Escherichia coli, Proteus spp.. Enterobacter spp., Kiebsiella. Shigella, Salmonella,
Neisseria gottrtrhoeae n Nesseria meningitidis. IJrr.rcella. Haernophilus, He npure)r(aBa aKlHBHocr
crrpr{Mo Pseudomonas aeruginosa.

5.2. (Daplranorcr{Herr{rrHHcnoficrea

Ha,ruAllrccoBara KHce,'IHHa ce pe3op6npp ao6pe B croMarrlHo-r{peBHnr rpaKr. flpentlHana B MiLr-rKa
crerleH KpbBHo-Mo3bqHara H r,rraueHTapua Oaplrepu. llpoHnxea u:6upare,ruo H cb3r:taBa tsHcoKH
KoHIteHTpaIIlilr n 6r'6peullara rbKar{t nopaAH Koero e [oAXoAsuI 3a rer{eHHe ua 6l6pe.rHH llu$enqnH.
Cerpsna ce cbc cepyMHHTe rporeuHH oKono 93o/o.Mera6o!.rn3Hpa ce B qepHHr.{po6.co aKrHBeH
r'te'r'a6o,rnr - xHJIPorccuHtuIHIHKcoBa KHceJrHHa. Ko.rrro ocbulecrBflB a 80-85Yo o'r' aHTpr6aK|epH€LrHara
aKTHBHocr B ypuHara H ro HeaKTHseH vera6orsr. HeaxrunHnre lrera6o"[t{TH Ky\{yx}{par H ca
ToKcr{qHH. [1c ce HarpynBa B npocrarHara )crre3a. Orco.to 80% or npHerara Ao3a ce u3JrbqBa c
ypHHaTa B nbpBHTe 8 qaca cneA [pHeMa. a ocTaHa-raTa r{acT - Ao 12-24 qaca. H3,rl.{Ba r]e B KbpMaTa.
npeMHlraBa npe3 rrnarleHTaTa.

5.3. f lpegn,ruuuqHH AaHHu ta detonacuocr

IlpaoeHu ca oilL{'r'It c eKcnepHMeHT€urHH xHBorHH, rrpH KoHTo H€tJ.rr4AuKcoBara KHce,'rHHa Mo)Ke Aa
npenH3BHKa apTponaTHfi .
Hua Aagrrn, qe l'tera6orrHT-r,r Ha HaJInlHKcoBara KHceJIHHa - xHApoKcHHairlrArlKcoBa KHceirr{Ha He
IIpeAH3BHKBa'rLrKcHqHH eQexrn Bbpxy or{HHTe rbKaHH. He3aBHcHMo or /ro3ara y onHlHH xHBorHH.
Brnpern roBa llepopa,'rHl{tr nplreM Ha rrera6o,ruTa BbB BHsoKH no3l4 Mo)r(e Aa.qoBeAe Ao
.[ereHepaq]rx Ha peTr{HaTa. a nprr npoAbDKHTeJreH [pHeM H AO C.rrerroTa.

6. OAPMAUf,BTflTIHU AAHHT{ ; ,

6 .1.  Cnncrrc Ha noMoruHHTe BerrrecrBa

i laKTo3a MOHOXHApaT, ntIleHHqHO HHUreCTe, [IOBH,{OH, KpOCTTOBHIOH. MafHe3HeS CTeApaT, Ta-:IK.

6.2, HecreMecrnMocru



He ca H:secruu.

6.3. Cpox Ha rorHocr

3 ('rpa) lo.{HHH o-r la.l.a.ra Ha

6.4. Clleuna;lsn ycjroBHfl

llpu rerraneparypa no.q 250 C.
!a ce ctxpaHtBa Ha Mrcro, HerocrbnHo 3a Aeua.

6.5. f launu 3a olaKoBKara

20 ra6lelxn n 6.:lHcrep.
2 6lacrepa B onaKoBKa.

6.6. Cueulra;rrrn rpeArra3rrn Meprcr{ upn pa6ora tl r{3xBbp,rflne

I I r va

rrpoH3BoICTBO.

Ha cbxpaHeHHe

8. HOMEP HA PA3PEIIIEHIIETO 3A YNOTPEEA

Per. Ns 2001 I 066

7, fIP}ITE}I(ATEJI HA

"Arraauc" EA,I{
y;t, "AraHac l{yri-ou" No 29
I 407 Cocliur. -6t,rrapur

9. AATA HA

05 .07 .1968

10. AATA HA

Anpnn 201 I r.

PA3Pf, IIIEHI4ETO 3A YNOTPf, EA

TTbPBO PA3PEIIIABAHE 3A YIIOTPEEA

AKTYAJIU3AIII,Ifl HA TEKCTA


