
3EIIPEH I43BEruTAJ 3A OCOEI,IHI,ITE HA JIEKOT

1' I'IME HA JIEKor, JAqvHA vt @APMAIIEBTCKA AO3IIPAHAOOPMA

RECIPROKS / PEUI4IPOKC 250 mg, sunu-o6noxeHr.r ra6rerz
RECIPROKS / PEIII4TIPOKC 500 mg, Sunna-o6roxeHr{ ral,,ewr

2. KBAJIITATI,IBEH I,I KBAHTI,ITATI4BEH COCTAB

1 (funrra-o6noxega ra6nera coApxr.r 250 mg qr.rupo{noKcaqr,ru (no (popiraa
qrznpo$noKcarllrH xHApoxJropr,rA MoHoxulpar), no*o*r, cyllcraHrlr{u.
1 Sunira-o6Jroxeua ra6nera coApxr.r 500 mg qunpo0noKcarlr.ru (ro rfopua
qunpoSuoKcarlr.rH xlrApoxJropr{A MoHoxr.rApar), uouoruHlI cyrr"rarqrr.

*3a qenocua rrucraua eKcIIu[I4eHcr,r Br,rAr.I ro.Ixa 6.1

3. OAPMATIEBTCKA AO3I{PAHA OOPMA

@ranrvr-o6loxgua ra6lera

4. KJITIHI,IqKI,T rroAAToIIlI

4,1. TepanenrcKlrrrHArrKarlrrx
I{unpoSnoKcaIIIiH 250 mg u 500 mg Sunu-o6noxenrE ra6nerra ce ilHAr.rq}rpa1u sa
repauuja Ha cJre.qHr{rc unsexqwu (nupere ,{eJr 4.4 u 5.1). flpeg .ro".rduo, ,u
repanwjara HeorrxoAuo e Aa ce o6pue BHr,rMaur.re Ha Aocra[uuie unQopMarlur,r 3a
pe3r,rcreuTuocr Ha rlznpo(pnoKcarlr,ruor.

fia ce 3eMar Bo rlperB]rA o(pzqrajanru.rre trperopaKu sa [paBr{Jrgara yuorpe6a ua
autu6arreprrcKr.rre JreKoBrr.

Bupucnu
. I'Indlexqrapr Ha ronHHTe pecflrzparopHr4 rtarvufra, npeAra3Br.rKanrr oA
HerarrrBHu 6axtepuu:
- er3aqep6arluja Ha xpoHHqHa orcrpyKTr4BHa 6eno4po6ua 60recr.

fpaM-

Bo rperuau
6onecr,

a

a

Ha eraaqep6aquja Ha xpoH[trHa orrcrpyKTraBHa
qunpo(pnoKcarlr{H rpe6a Aa ce rpvMeHyBa caMo
HecooABeTHO AA Ce [pr.rMeHyBaaT Apyfr,r aHTr4
noo6a.raeHo ce [peloparryBaar 3a rperMaH Ha oBr{e
6ponxonylMoHrrJrHr.r uu(perquu rtpll uucruqna
nuenuounja.

Xpouaueu cyilyparLrBeH orr.rrnc nae4uj a.

Axyrua ersaqep6aquja ua xpoHurreH cuHy3rrr, oco6euo
rpaM-Hetarusnrz 6aKr epvu.
ZuQexqau Ha yprrHapHrror rpaKr:
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HeKoMrrnr4ur{paH aKyTeH uIICTII'II4o. Bo TpeTMaH Ha ]IeI(oMIInI4III4paH aKyTeH

III,I0TI,ITI4c, IruupoQloKcaul4[I rpe6a Aa ce [pI4MeHyBa caMo I(ola ce cMeTa 3a

HecooABeTHo ila ce [pI4MeHyBaaT Apyrl4 arrru6arrepllcKl{ JIeKoBl,I KoI4

soo6u.{aeHo Ce npelopar{yBaaT 3a TpeTMaH }Ia oBHe Iau$erur',lu.

axyreH uuenoue$P Ll tt4c'

KoM[JII{q[p anu un $ eKUHlI H a y pvnapHilor TpaKT'

6arrePucxu IIPocrarlrrr'Ic'
o I4u$exqvu Ha leHI4TaJreH TPaKT:

-foHoI(oKeHypeTpI{TI{cI4IIepBI4uI4TI{cilpeALI3BHKaHHoAoceTIIIIBHcoeBHHa
Neisseria gonoruhoeae.

-enI4A[IAI4Mo-opxI4T,BKnyllymli<uII4I4cnyqallTeIIpeAH3BI,IKaHI,{oAoceTnI,IBI4
coeBl{ tta Neisseria gonorrhoeae'

- r{H(beKrlr.rr4 Ha MaJraTa r(apnuua, nxnyuynajftvr tLr pl cnyqauTe IIpeAI43BI4KaHII oA

ocer:rl{Bl4 coeBl4 tta N e i s s e r i a go no r r ho e a e'

o I4HSeKUur4 Ha racrpollHrecrl{HaJlHl'Ior rpaKr (ua np. guiapejanpu naryname)'

o I4urpaa6Aoltusa,lnn un$exquu'
o IrIufteKUI4L{ Ha KO)I(aTa I4 MeKI4Te TKI4Ba, npeAIl3BI4I(aHI4 oA lpaM-HeIaTIIBHII

6arrepuu.
o MalutHeH orI'{TI'Ic eKcrepHa.

o Zu$eKuHI4 Ha KocKI4Te tl srro6osure'
o IIpo$vlraKca Ha LrHBa3r4BHkr uu$erqr'Iu, ilpeAI43BIrKaH[

meningitides.
o I4sxalaqrroHeH aHTpaKC (noCretccno3llulloHanpo(lularcau repauuja).

I_{uuposnoKcaur4H MO)r(e Aa ce [pI{MeHyBa no repanuja Ha HeyTpoIIeHI4tIHII naI]HeHrI4

co TpecKa 3a I(oJa IIocTolI coMHeBaILe AeKa e npeApI3BuKaHa oA 6arrepucra

uuQerquja.

Ileua u odonecueumu
. EpouxolynMoHaJIHI4 uurpercquu Kaj IIucTI{qHa Su6posa, [peAI'I3BI'IKaHII oA

P s eudomonas aeruginos a.

o Kounl vt\LlpaHlLtrrfexqura Ha ypI{HapIII{oT TpaKT II aKyTeH nue'nouecfpuruc'

o I4nxalaIIHoHeI{ urrrpun. (nocrexcno3l4lllIouanpo6unaxca u repauuja)'

tr4cro raxa, qunpo6noniuurno, Mo)I(e Aa ce ynorpe6yna 3a repaluia na reIIrI(I4

usrbexunu xaj leua rr aAonecueH'rr4, AOKOJIKy Toa ce cMeTa 3a HeoIIxoAHO.

Tepanujata co ulzuporhnoKcaur,rH rpe6a [a e u]I{ur]l4paHa caMo oA neKapu KoI{ HMaaT

r4cKycTBO BO JreKyBarbeTo Ha uHoTr,rrrHa Qra6po:a ulutm reIrrKI4 uutperquu raj AeUa ra

aAonecueHru (eu4ere rct4.4 ra 5.1).

oA Neisseria

4.2. .(oruparre r{ HarrIrH Ha yrlorpe6a

Aogupalbe
,{osuparrero lra ra6JIerI{Te e Bo 3aBucHocr

Ha ran(pexqujata, tIyBcrBlITeJIHocra Ha

peHaJlHara Symquja Ha IlaqreHTor t4

aAonecIIeHTI{Te.
Tpaerre:ro na repanuj ara 3aBlacur oA Te)Io4Hara l

6arrepuolouIKI,Ior craryc.
Tepanujara Ha r'rnrferquu, npeAIa3BI4I(aHI4 oA

Pseudomonas aeruginosa, Acinetobacter urur

oA rlllAl4Kalruja:la, Texl{Hara I.I Mecroro

npr4quHurenor Ha qunpoQ"noxcaIIHH,

TeJrecHara relKI4Ha Kaj Aeuara u
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II0Br4C0Kr4 IO3r,r Ha ur.rlpo$noKcarlr4H r.r KoaAMr.rHr.rcrparluja co Apyfr{ cooABerHr.r
auru 6ar<repracrr{ JreKoBr{.

Tepanujara Ha HeKor{ rzusexqzu (sa np. uu$exquz Bo Marara Kaprrr4ua,
uutpaa6goMlrHanHu Ianserquz, uu$exquu Kaj Heyrponeuurrgr narlr{eHTr{ vr
zu(rerquu Ha Kocrare H srro6onrare) Mo)Ke ga 6apa nou4rrrrr.rpaquja co apyru
cooABerHI4 aHru6axrepprcKrr JreKoBV BO 3aBr.rcHocr oA [puqr4HI{TeJrOT.

Bospacuu

I4uguxaqun ,{nenna Ao3a Bo
mg

Brynuo rpaerbe Ha
repauuj ara (nrclyuynaj r(n

ja u uuuqujaJrHara
rrapeuTepaJrua repaunj a

co qunpo0.noxcauun)
lIu$erqur.r Ha AoJrHr{Te pecrraparopHz
IIATHIITA

500 ao 750 mg
ABATIATI,I AHEBHO

7-14rclg,a

Zu$ercqaa Ha topHare
pecrrHparopHH
TIATHIITA

Ar<ytra
ersaqep6aqwjaua
xpoH14qeH

cr4HycvlTuc

500 ao 750 mg
ABATIATH AHEBHO

7 - 14 lelg,a

XpouaueH
cylypaTHBeH oTHTHc

ueguia

5001o 750 mg
ABAIATH AHEBHO

7 -14 rcna

Malnruen orLrruc
eKcTepHa

750 mg ABarraru
AHEBHO

oA 28 lena Ao 3 iraeceqpr

I4H$exqran ua
ypHHapHHor rpaKr
(arzgere gen 4.4)

HeronanlnqapaH
aKyTeH TIHCTUTHC

250 mg4o 500 mg
ABATIATId AHEBHO

3 4eua

Kaj arenra npe4
MeHorray3a Molr(e Aa
ce ynorpe6n
eAHHeqHa Ao3a OA

500 mg
Kouuluqupau
t\ucTvtTldc, aKyTeH
nuerosedpuruc

500 mg
ABanaTr4 AHeBHO

7 Aeua

KounruqupaH
nueloueQpuruc

500 mg ao 750 mg
ABAilAril AHeBHO

Hajnaanrcy 10 4eua, Mo)r(e Aa
ce [poAoi'r)Ku u noaefte o4
21 geu trpu HeKoH

cneqm$uuuH oKoJrHocrH
(rcaxo ancqeca)

Baxrepucrcu
npocTaTlrTHc

500 mg ao 750 mg
ABANATI,I AHEBHO

2 lo 4 ceAMprrIH (axyreu) 4o
4 lo 6 ceAMr{rrrz (xpoHH.{eH)

I,In$er<quu na
reHHTturHHOT TpaKT

fosoxoxen
ypeTpvTvlc u
rIepBHr-llrTHc

IIpeAh3BHKaHH oA
OCETJIHBH COEBH HA

Neisseria
gonothoeae

.eguneuua goea)

Enz4ugnuoopxaT H

uHSercqnra HaMaruta
Kapn14ua

exryqvsaikH ra r,r

|+ u \r.tltll - .' l\
5oo mg A\fqY€.,{g',.;
ABanarH ^\S::y:



cnyqaHTe

rrpeAH3BHKaHH OA

OCETJIHBII COCBH HA

Neisseria
sonorrhoeae

[4H$er<qura Ha tacrpo-
UHTECTI,IHZUIHHOT

TpaKT H

uHrpaa6gona vHarHLI

uH$exqzu

fiujapeja,
npeAI,I3BI{KaHa oA

naroreHl{ 6axtePuz,
nx-rry'ryraj ft u shigell a
spp., ocBeH Shigella
dysenteriae run 1 n

eMnHpI4cI@ tepannja
Hare[IKa guiapea

nDI,r naTyBarbe

500 mg

ABAIIATH AHCBHO

1 leu

fiujapea,
rrpeAH3BI,II€Ha oA

Shigella dysenteriae
run 1

500 mg

ABATIATH AHEBTIO

5 Aesa

!vr1apea,
lpeAI,I3BI4KaHa oA

Vibrio cholerae

500 mg
ABA[ATH AHEBHO

3 Aesa

Tu$on4Ha rpecKa 500 mg

ABANATH AHEBHO
7 te:g,a

I4Hrpaa6goltvHarHW
nH(rerquu,
rrpeAH3BL{KaHH OA

fpaM-HelaTI4BH14

6anrepuu

500 mg so 750 rng

ABaIIaTu AHeBHo
5 - 14 aesa

I,lHSerqnra Ha Koxara H MeKI{Te rK}IBa

npeALI3BHKaHlI oA rpaNa-uerar4pHu 6a5Tgpula

500 rng so 750 rng

ABATIAT}I AHEBHO
7-14rclg.a

I4nSercqnu Ha KocKure u srro6osure
500 mg 4o 750 mg

ABANATH AHEBHO
MarcIEtvtytvI 3 trlecequ

HeyrponeunqHH [auI4eHTH co rpecKa 3a KoJa

rrocToH coMHeBaBe AeKa e [peAI.{3BHKaHa oA

6amepvcrca an$erqnja.
I-\ranpo$norccauzHor rPe6a ga ce

KOaAMI4HHCTphpa co cooABerHH

auru6arcrepHcKH JIeKoBH corJlacHo

oduuui alsHTe nperropaKa.

500 so 750 rlg
ABANATH AHEBHO

Tepanrajara rpe6a 4a
rrpoAon)I(H 3a BpeMe Ha

rlenHor nepHoA Ha

ueyrponeHrzjara

flpoSurarcc a Ha vHBa3AnHu nH$exqua,
rrDeAH3BHKauu oA Ne iss eria meningitidis

500 mg rcaxo

eAHHeqHa Ao3a
1 4eu (e4raueuua 4o:a)

I,lHxalauuoHeH aHTpaKc, tlocreKcrlo3HIrHcKa

npo$ularcca urepanwja Ha nauueHru KoH

MO)Ke Aa npHMaaT JIeKOBH AAA9HV rlepopaJlHo,

KOra Toa e KTHHI4qKU OnpaBAaHo.

flpunteuara Ha JIeKor rpe6a Aa IIoqHe rITo

IIOCKOpO IIO COMHeBaH,e VilLl nOTBpAa 3a

H3JIO)I(EHOCT.

500 mg ABailarv
AHEBHO

K";;::\

60 aesa ro yrBpAyBaH,e Ha

erccnoeuquj ar a sa B ac il I us

anthracis

II e d 4i amp uc rca no nvn auui a ff*;;:S
_- o* t," - r-zi(lY, '. '

I4nAnrcaullu
nho,'flPaer+,e Ha reparnj ara

[H e n u a Ao3 a B\9t'e "li,$ ;, If '-;i 6d],r rruo.i ft u .i a u
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r{Hr,rquj aJrHara IIap eHTepaJrHa

Teparrrj a co qurpodJroKcauuH)

I-{ucruuua (frE6posa
20 mglkg renecHa rexr.rHa
ABa[aTU AHeBHO CO

Maxcr.rMrrJrHa Ao3a oa 750 me
10 - 14 aena

Koun.nuqupanu
raHSexquu ua
ypzHapHr.{oT TpaKT H

aKyTeH

nue.noueSpilrzc

10 mg/kg reJrecHa relxr.rHa

ABarrarlr AHeBHo lo 20 mg/kg
TeJIeCHa Te)I(IrHa nBanaTr4

AHeBHO CO MaKCI{MaJrHa Ao3a
oa 750 mg

l0 - 21 aena

I4Hxa-uauaonen
aHTpaKC,

nocTeKcno3r4urrcKa

upo$uraxca z
repannj a Ha rrarlueHTr4

KOr4 Mo)r(e nailpuMaaT
JIEKOBII AAAE}fU
nepopanHo, Kora Toa
C KJIAHHIIKH

onpaBAaHo

A4uuuucrpaqujara
Ha neKor rpe6a ga
rroqHe mTo nocKopo
NOCJIC COMHEBAILC

vnv rroTBpAa 3a
I43JIO}I(EHOCT

10 mg/kg reJrecHa rexr{Ha
p.Bailarv AHeBHo ao 15 mg/kg
TeJIeCHa TexHHa ABaIaTII
AHeBHO CO MaKCI4ManHa AO3a
o4 500 mg

60.qeua rro yrBpAyBarbero Ha
r{3JroxeHoct ua B ac il lus ant hr ac i s

Apyrz rerrrKr,r

rzn(fexqrau

20 mglkg reJrecHa rexr{Ha
ABAfiAT?T,4HeBHO CO

MaKcr.rMrrJrHa Ao3a oa 750 mg

Bo sasficHocr oA BI{Aor Ha
r.rn(fexqujara

Ilocmapu naqueumu
llocrapare naqpreHTr{ rpe6a Aa ro6usaar Ao3a cnopeA rexr.rHara ua raHsexq ujaru u
I(peaTr4 HLrH Knr{peHcoT Ha [arI]IeHTOT.

flpenopauaHl4 IIoqerH.z ro3u u Ao3u Ha orp)r(yBal'e 3a narIHeHTr4 co orrrreryBarLe Ha
6y6peszre:

KpearnnuH KJrr.rpeHc

[mUmin/l.73 mzl
Cepyucrcu
KpeaTrrHrrH

Ilepopa;rHa Ao3a

lmel

124 rc 168

Qdv:':"b

>60 < 124 Br.r4ere soo6[.raeHo Ao3r.rparbe
30'60 25ffifuc,€Kou liqaca
<30 > t69 240-I-0omA,rri.&,Npra 24 .qaca

flaquenru na
xeuo4uja-uusa

> 169
'ry9509"r"g Fra'Ue-&\ 24 qaca (rocre
iry*ara5a) .r 'i ?tl

flauraenru na
nepr,rro H ean sa lui astuz a

> 169
F?rro+bp#" ""6:Sl^ "^*



Kaj nauueuTr4 co HapyrxeHa xerlaTaJlHa rpyunur,rja He e HeolxoAHo npl4cnoco6yname

Ha Ao3aTa.

florrpu*.ro xaj AeUa co Hapy[IeHa peHanHa uluttu xelIararlHa rfyHxquja He e

[poyrIeHo.

I{a.{uH Ha alN{zHllcrpauuj a

Ta6lerprre "" 
."*uul 

"o-*qHocr, 
6es Aa ce uBaKaar,.He3aBI4cHo o4 o6poql'ITe' AKo

ce 3eMaaT Ha rJraAHO, aKTlrBHaTa cylctanquja ce ancop6upa no6pso'

[unpoQloKcaUl{H ra611erure ue rpe6a Ea ce 3eMaar co MJIeqHH npoll3BoAll (ua up'

,r.no,lorypr) r4Jrr{ co coKoBrr :6oraresu co MLIHepanu (Ha rlp. col( oA IloproKan

:6oraren co KarlIII4yM) (nugere ae.r 4'5)'

llpu reruru cnyqau I4JII4 aKo naUHeHTI4Te He ce no cocroj6a Aa 3eMaaT ra6nerr'I (na

ilp. naur4eHTr{ Ha rrapeHTeparna ncxpana) ce Ilpefiopaqyna repallraja co HHTpaBeHcKI4

qr.rnpoQnoxcaur.rH, cd AoAexa He e MO)I(HO Aa ce ilpeMl4He Ha nepopaJlua repanuja'

florolrcy ce IIpoIIyIxTr4 Ao3aTa, taa tpe6a tra ce 3eMe BO 6u:ro roe BpeMe, Ho He

loAorlHa oA 6 qaca npeA cneAHaTa peAoBHa AO3a. ,{or<onry I4Ma [oMaJIKy oA 6'Iaca

Ao cne.4HaT a [osa, npolyrrrTeHaTa Ao3a ue rpe6a Aa ce 3eMa H TpeTMaHoT rpe6a .ua

ce IIpoAonIfl,I KaKo lIITo e npelIulxaHo co cneAHaTa peAoBHa Ao3a. He rpe6a Aa Ce

:erraa 4eojna .qo3a 3a Aa ce HaAoMecrI'I npolyllrreHara Ao3a'

4.3, KonrPaunArrKaurru
XunepceusrrTr{BHooT Ha aKTrrBHara cyncTanquja, Ha Apyfl4 XIIHOIIOHI'I }InI4 Ha KoJa

6ulo oA rIoMolIIHI4Te cocrojxu HaBeAeHI4 so Aeror 6'1'

tr4cronpeueHa rrpHMeHa Ha ur{nporfrorcaquu u T]|I3aH]1^IiL\U (nU4ere ael 4'5)'

4.4. floce6su MepKrr Ha TpeTIIa3JIIIBOCT u noce6su rpeAyrpeAyBaBa
ynorpe6aru ,u urrrporflorccaqun rpe6a Aa ce u:6eruyna raj naqueurH KOII I{MaJIe

Ceprro3Hg HeCaKaHlI peaKUI4I4 BO MI4HaTOTO npl4 yuOrpe6a Ha JIeKOBI{ IIITO CoAp)XaT

*rroro*r, unu snyopoxrrHoJroHl4 (nu4e're ae"ir 4.8). TperManor Ha oBIIe [aIII4eHrI'I

co uunpos,on.u,t,, rpe6a La ce 3aIIoIIHe caMo Bo oTcycTBo Ha anTepHaTIIBHII

olirlr{H 3a neKyBarbe rr IIo BHI4MaTeJIHa npoIIeHKa Ha oAHocor ropucr/pI'I3IIK (eu4ere

llcro raKa ael 4.3).

M"*""p-"JaTa co qr,Inporprrorcaul4H He e cooABeTHa 3a TepaIII4Ja Ha TeIIIKI4

flnoeKrlraE r.r sa uuseruprrr, KOH Mox(e Aa ce [peAII3BpIKaHII OA fpaM-no3kITUBHLl LlIrI4

a*ralpo6rr6 6arrepuu. IIpu raxnure untfexquu qunpo6noKcaulrHor Mopa ra ce AaBa

r4cToBpeMeHo co Apyflr cooABeTHrr auru6axrepl4cKl4 JIeKOBI'I.

I{rEupo$roKcaIIHHor He ce rperopaqyBa 3a repa, KoKHII LIu$exqvlu

nopaAI,I HeAoBonHa e$uracuocr.

tr4n6exuptpI na reHuraluuor rpaxr
f o no roren y p erpr4^tkrc, q epBlIIIlITrzc, efiv p'tt

KapnI4IIa Mo)I(e Ia ce [peAI'r3BpII(aHI'I oA

gonoruhoeae,

//+- cilq-o\
_"."" . o;i1:,,, "?.",
i ur ri L'.- 1,.);i it
ry9p{e{,Iql4-rrf,arryq
ffefp:ra'fidplcfti-p€5$:



llopa4u roa' qunpo0loncaqrari rpe6a Aa ce npr{MeHyBa sa repauuja Ha r6H6K6KeH
YPCTPT4THC IITI1, qEPBUIIHTI4C CAMO AKO KAKO IPI4III4HI,ITCN E UCKNYIIEHAqunposnoxcaur4H-pe3r4creHrHara Neisseria gonorrhoeai.
3a repanuj a Ha errunuAl'IMoopxuror r.r zurlexqraure Ha MaJrara Kapn,rla eMnupr4cKr{qzupo$norccaqr.rHor rpe6a Aa ce 3eMe caMo no rou6un arryja.o apy. cooABereH
alrru6arrepLrcKu JreK (ra np. qe$alocnopktH), ocBeH aKo He e r.rcKnyqeHaquupo@noxcalll{H-pe3vcreHTHara Neisseria gonorrhoeae. floxo,rxy no Tpr4AHeBHo
neKyBarLe He e [ocrr4rHaro KJrr.rHr.rqKo no406pyaaBe, Tepafrujara ,pa6u Ea ce
KOperupa.

Irlncbexuzu ua ypuuapsuor rpaxr
Pe:zcreHquia'ta Ha Qnyopoxl'IHoJroHa Ha 6ar<repaj ara Escherichia coli- uajvecruor
ilpurruHuruJr Ha r.rHeKr\Hr4 Ha yprzHapHrior rpaKT - e uapuja6wma uo aar.lrr. nuEnpoucxara Yuuja. ce .rperroparyuu Aa ce 3eMe Bo nperBr{A JroKaJrHara
npeBaneHuuja na pe3lrcreHrHocra Ha Escherichia coli ua SnyopoxrrHoJroHrr.
rlpuueua:ra Ha e,u4HeqHa Ao3a ua qunpo$noKcarlr4H no repanuja Ha HegoMrrnruupaH
rlrzcrr4Trrc rcaj x<euu IIpeA MeHoray3a, ce orreKyBa m 6uli rroManKy eouxacua
orKonKy roAonrorpajuara repanuja. ona rpe6a Aa ce 3eMe Bo rpeABr.rA rropaArz
3roJreMeHara pe3rrcreHryuja ua Escherichia coli Ha xr4HoJroHa.

i4nrpaa6louzHannz uuO exuuu
flocrojar orpaHI'Ir{eHI4 rloAarollu 3a erfuracuocra Ha qraupoQnoKcarlrrHor Bo
repauujara Ha nocrxr4pyprxxr4Te unrpaa64oMr4HaJrHu uu$erquu.

Azj apea npra nar)rsarre
llpa a:6opor Ha qznporpnoKcarrr4H rpe6a Aa ce 3eMe Bo nperBrr pe3r.rcreHTHocra
KoH IlHrlpo0noxcaqun Ha coorBeruzre 6alcrepurr Bo senajzre KoH ce noceryBaar.

I-{anpofrnoKcauuHor rpe6a
auranuxpo6uz JreKoBH Bo
uclr.ITyBarra.

tr4sxalaquoueH anrparc
Ynorpe6ara rcaj nyfero e 6asupaHa Ha rroAarorlr.rre sa in-vitro qyBcrBr.rreJruocra r,r
Ha nOAaTOqI'ITe OI eKCIIep[MeHTI{ CO XI{BOTHLI, KaKO I{ Ha OlpaHI{qeH[Te IO.(aTOIIU
o4 lyfe. Jlexapvrre r<ora ja crpoBelyBaar repauuj AA Ce KOHCyJrTr,rpaaT co
HarlrroHirnHnre ul ulu I{HTepHauu oHajTHHTe
Ha aHTpaKC.

Ileanj arpucra noulznaurzj a

TA fV CJIEALI

Ia e uHLfi\vpaHa
caMo oA neKaph Kor{ rzMaaT HCKyCTBO BO ua Sn6posa ulutru
TerrrKr.r un0erquz r<aj 4eqa !r aAoJrecrleHTr4.
I{zupo0noKcarll{Hor Moxe Aa rlpoAr.r3Br,rKa aprporr arujaHa HoceqKltrc srro6onr raj
Mna.q[ xr.rBorHr.r. rloAaroqure ga 6eg6eAHocr oA paHAoMLrsUpaHa 4aojuo_cneua
wyauja 3a yrrorpelaru na qunpoQroKcarlr.ru rcaj aeqa (quupoSroKcarllrH: n:335,
cpeAHa BO3paCT : 6,3 ro4r,rHr{, KoMfiaparopr.r: n:34g, cpeAHa Bo3pacr : 6,2 to4nuu,
Bo3paceH ilHTepBUIJI : oA 1 Ao l7 roAnun) rloKaxaJre r.rHur,rAeHrla na aprpouarujara

ra ce ynorpe6yna Bo rou6uuaqrja co .{pyru
3aBr{cHocr oA pe3yJrrarrlTe oA rrauxpo6uolorrrKrrre

eHTH 3a repanuja.ra

Yuorpe6ara Ha qr4npo(tnoxcaqzH r<aj 4r
o$uuujanHure rrpeilopaKr.r. Tepanzjara co

$."-." ...S4\- 
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npeAr.r3BHKaHa oA neKoBr4 (:a6e-irextaua npeKy ISII'IHI{qKI4Te 3HaIIU U CI4MIITOMI4

noupau1111 co erflo6oerare) og J ,2o/o u 4,6oh lo 42-ot Aeu. Orrauy ilpol'I3neryBa AeKa'

HHUrrAeHrIaTa Ha apTponatuja11a [peALI3BIIKaHa oA JISK6BI4 cneAeHa 3a eAHa roAI'IHa e

g,}Yo u 5,7oh,cooABeTHO. co rer Ha BpeMe, 3roJIeMyBaIbeTo Ha 6pojor Ha cnyqal4 co

apTponaTl4ja IIpeAH3BI4KaHa oA JI9K6BII He e cTarIIcTI{r{KII 3HaqajHo [oMefy rpynl4Te'

Tepauujara Tpe6a Aa 3afroqHe caMo Ilo BHI{MaTeJIHa oIIeHa Ha oAHocoT

Kopr.rcT/pg3r4K, nopa.4l{ Mo)I(HOcTa oA nojana Ha HecaI(aHI4 peaKU}II4 noBp3aHI{ co

3rno6oBl4r e Lrlvrw oKoJIHpIre rKI4Ba (uz4ere ae:r 4'8)'

B p o ux o ny n M o H an | ru m crt e rct4uu np u 4 u c muu u a rfi u 6 p o s a

KJrranu.rKlaTe Irc[I4TyBaIsa BluyqyBaar AeUa u aAonecUeHTIr Ha Bo3pacT noMefy 5 u

17 ropurIu. floualo e I4cKycTBoTo Bo JIeKyBaIseTo Ha AeUa 11or'aefy 1 u 5- roAIIIlHa

BO3pacr.

Kounnuqupauu uu$tercquu Ha ypuHapLruom mpat(m u nuenouerfupumuc

Tepatujiaco UunpoSnoKcaII;H xaj uu$exqwre Ha ypl'{HapHl'{or rpaKr rpe6a Aa ce

3eMe rrpeABr4A KOfa He Molr(e Ia ce yrroTpe6l4 Apyfa repanuja v Tpe6a ila ce 6a3krpa

H a p e3ynrarlaTe oA MI'IKpo 6u onoIUKI4Te lacr,.lrry B arr>a'

Krunu.rxure I4cnrITyBaILa BKnyqyBaa'r AeIIa u aAonecIIeHTV Ha Bo3pacr nouefy 1 u

l7 roI,nlr,u.

Ipyzu cne qurltuuuu meluKu uurrt em4uu

Apyru reuKr.r uu$erqura Bo corJracHocT co otfuuujanHl4re rperopaKl{ I{nI4 no

BHrrMaTeJIHa eBany;Ul4ja Ha oAHocor ropucr/plr3llK Kola He Mo)I(e Aa ce ynorpe6rz

Apyfa Tepa[Eja, vilv [o Heyclex Ha KOHBeHUI{OHaJIHaTa Tepanl4ja fi KOfa

Irulxpo6rao:rolllKl,ITe IIcnLITyBalLa ja oupangyBaaT ynorpe6ara Ha Uullporfloxcaqun"
ynorpe6ara Ha ur4rrpo$loxcaqzH naj cneuuol4rlHl4 TeurKu zn$exqu1a, pa3nvrlqr4 oL

topecnoMeHaTl4Te, He e oueHeTa co KJrI4Hrlrq,Kl/^ ],1l}rrl4TyBarba I4 KJII4HI4LIKOTO I.ICKycrBo

e OtpaHLIqeuO. 3arOa, HeoIIxOAHa e npeT[a3n]IBOCT KOr.a Ce TpeTI{paaT IIaIII4eHTH CO

BaKBr{ Untpexrlrau.

XuneoceugHTtIBHocr
Xunepcerisr4Tr4BHocTa 14 anept[rcKHTe peaKuIIH, BKnyrlyBqku ru aHaol4naKcaTa h

ana$TlarrOuAHIITe peaKIII4LI, Moll(e Aa Ce nOjaBaT IIoCIe eAI4HerIHa 4o:a (nu4ere

aen 4.8) LI Mo)I(e la 6u1ar xl'IBoTo3arpo3yBar{Kn. Ar<o ce nojanar TaI(BII peaKlluu,

Tpe6a Aa ce [peKI{He yloTpe6ara na qranpo$noKcalll4HoT I{ HeorxoAHa e cooABeTHa

MeArru LI HcK a t ep anuj a.

HecaKaHIa peaKuLII,I Ha JIeKOT

Kaj uaqraeHTu KolI ynoTpe6yBaJle xI4HoJIoHI4 I'I $nyopoxuuoJloHl4, He3aBHcHo oA

HHBHaTa BO3pacT I,I [peTxoAHo IIoCToeqKI4 p[3I4K tpaxropu, npujaBeHl{ ce MHory

perKrr cnyqav ru 4or.brpajHra (ao HeKonKy Meceul4 rlnu ToAI,IJII'I) onecuoco6Vnaull

u uo:renqzj anHo I,IpeB epzu6uttuu cepHo3HI4 HecaKaH

:atfaicaar pa3JIIrqHH, floHeKolalil u IIoBe(e oplaHc

HepBeH, rclrxfiiarpucKl,I rI Cervlra). Yuorpe6ata
rrpeKuHe BeAHau npu nojana Ha rpBIITe

ceppro3Ha HecaKaHa peaKIIHJa IA Ha [aIII4eHTI'ITe

JIEKOT KOI4IIITO

JIO-CKEJIETEH,

la ce

6uno

q3,?,xS>
KaJ HpTBHI'IOT JIeKap 3a coBeT.

Aa ce JaBar



I{znpo([roKcarlraHor ue rpe6a Aa ce ynorpe6yna raj naqrEeur]r co zcropuja ua
sa6onynama/ruapyruyearua Ha rerHBVTe, rroBp3aHr{ co [p]rMeHara Ha xrHoJroHr4.
cenax, Bo MHory perKr{ cryqau, [o uurcpo6uororuKrrre r.rcflr.rryBarb a Ha
npr{rrrHr.rreJror r.r enanyaqzja Ha oAHOCOI XOpucr/p}r3rrK, qzupo(pnoo"uqr*ro, Moxe
Aa ce npenr{rrre raj onue [arlr{eHT}r :a repanuja Ha oApeAeur-rerur<z l,rHsexquu,
oco6eno [pr.r Heycrex Ha crauAapAHara repanllj a fiJtu 

^6u*r.pr.oa 
pe.z"r'Lrqrja,

KOra uuxpo6uoJrorrrKr.rre noAarorll4 ja o[paBAyBaar ynorpe6ata Ha
qunpo(fnor<carlr{H.

Ten.4Iauurrzc I{ pynrypa Ha rerI,IBa (oco6euo, Ho He orpaHurryBajfua ce na AxrEronara
teruna), rroHeKora[r 1utarepatHo, Moxe Aa ce nojanar Bo [pBr{Te 4g ,$ca ro oA
3anoqHyBalse Ha rperMaHor co xI,IHoJroHr.r u Snyopoxr.rnoJroHr.r u sa6erexaHo e AeKa
ce nojanynaar Aypv I{ HeKonKy Mecequ rro [peKr.rHyBarbero Ha rperManor (nr.r4ere
aer 4.8). Pr'rgraxor oA reHAr,rHurprc il pyrrypa Ha rerr{Ba e ."orlon", rcaj nocrapa
IIaUI{eHTLI, [aIIueHTI{ co peEanHo olllTeTyBarbe, [aqueHTr.r co TpaHc[JraHTkrpa1u
coJIHAHt4 opraHI'I u raj [au[eHTI{ KoI4 LIcroBpeMeHo rrpr{Maar Koprr{Kocrepor{Ar,r.
3aroa, HcroBpeMeHara rrpr.rMeHa Ha Koprr.rKocrepor{Ar{ rpe6a ru r" ri6"lrnyBa.
llpz uojana Ha rrpBpror 3HaK Ha reHAHHrrr" (nu rp. 

-6oo." 
oror, uu$navaquja),

repanujara co qrznpo(fnoKcarlrrH rpe6a Aa ce [peKraHe Lr la ce 3eMe Bo rpeABr4A
aJrrepHarr{nna repanuja. 3aceruaruor eKcrpeMr,rrer(u) rpe6a cooABerHo Aa ce
rperapa (na up. anao6zlusaqzja). Kopu4KocrepouAr.r He rpe6a Aa ce rpr{MeHyBaar
AoKonKy ce uojanar 3Harlu Ha reHAr.rHotatuja.

I]unpo@noKcaur{Hor rpe6a Aa ce ynorpe6yna co
r,rnjacrenuja rpaBr.rc, 6uaejku Moxe 4a 4oj4e
(nugere 1en 4.8).

nperrra3nr,rnocr raj [arlrreHTr,r co
.{o BJIOIlyBaIbe Ha cilMlTOMI4Te

Bo enuAeMr4oJrorrrKlr cryl.uri) rro [pr{MeHa ua (fryopoxr{HoJroHr.r, oco6euo xaj
nocrapr4Te rraqr{eHTr.r, sa6erexau e 3roJreMeH pr43r4K Or aHeBpr43Ma r,r 4racexquja ua
aopra rr peryprrrraryuja Ha aoprHara u MptrpulHara BaJrByna.
Kaj uaquenr, KoI4 nplrMaar $nyopoxanoJroHr4, npujaneHz ce cnyqa1, Ha aHeBpirsMa

q5ur,r; u f unryr"r.'r"o,
-- I
c o S ara-u e u u c x o4) rr p eryp rr{r a,qwj al uu- cy g ulu eutqfiffi efi}-> ; ;;;; ; ;; "y*(uro.r" aen 4.8). i. 
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3aroa, $nyopoxraHorroHure rpe6a ila ce np-$[yr"yu*, .ffia-aL BHr.rMarerrHa
.t 'ro
tr4cHVBafai

rlpoueHra Ha Kopvcra u ppr3krnor oA npr4Mql$d {;+o..pq.rbilh*. Ha Apyrn
TeparreBTcr{ onrlur4 xaj uaquenrr4 co no.rrrr.r{,Eefrej Bpu3Ma r,rnrr
BpoAeHa 6orecr Ha cpueBrrre BarrByrr4, \-^'.ulrj"+ i"iq6g//"" ip.rroono
4raj aruo crurr,paHa aH eBpr43Ma u r utru aucexquS a\jpp w a u*flffie"r ru ipu"rrr.
BaJrByJrH, urr4 np,cycrBo Ha Apyrr4 6anroprffi v cocroj6u Korr
npeAcraByBaar rrpeAr.rcnoszquj a
- u 3a aHeBpr,r3Ma ra sa Ar4cerquja ua aopra r,r 3a peryprutaquja/uncysuquenquja ua
cprleBr4re BaJrBynr{ (ry 

"p. HapyrryBarLa Ha cBp3Horo rKr.rBo naxo Mapsauon
cl'rHrpoM zrv Enepc-,{annocon cr.rHApoM, Tapuepon cr,rH.qpoM, Eexqerora 60recr,
xurrepren3uj a, penmarorr,qeH aprpurzc) r4nr{ AorroJrHr,rreJrHo



- 3a aHeBpr43Ma rr Ar{ceKrlr4ja Ha aopTa (na np. BacKynapHII HapylxyBal{,a KaKO Ixro ce

Tarajany apTepIlTI4C Z4II]r- lIIlaHTCKlI I(JIeTorIeH apTeppITI4C r4llLt IIo3Hara

arepo cKnep o3a utv Cj orp euon crau4porvr) I{ JII4 Aon o JIHI4TeJIH o

- 3a pefyprwaUrJu/in.y6rrlr.rA 1u nu cpqeBl4re BarIBynI{ (rra np' uu$exruneH

eHAoKapAI{rHc).
pnguror oA aHeBpr43Ma r4 Ar.rceKqujauaaopTa vHVBHa pyllTypa' IIcTo TaKa, Mo)I(e Ia

ce 3roJreMr.r raj naqueuTr4 Korr prcToBpeMeHo y[IoTpe6yF,aat KOpTHKOCTepOI4AI4 3a

clrcreMcKa yrorpe6a.
Bo cnyuaj Ha HeHaAejHa 6orKa Bo

tpe6a Aa ce coBeryBaar Bg'uHaIIr

Me.4r,rqllHcKa cnyx6 a.

flaqnentute tpe6a Aa ce coBeryBaar Aa

cnyuaj Ha aKyrHa AI'Ic[Hea, uojana na

a6AorrleHot llnu .(onHI4Te eKCTpoMI'ITeTI{'

a6Aonaenor, fpaAure ulu rp6or, [aIII4eHTI4Te

Aa ce KOHCynrHpaar co neKap BO tlTHAta

uo6apaar IITHa MeA[II]IHoKa [oMoIII Bo

rraJI[I4TaIIut4 utrr4 pasnoj Ha eAeM Ha

Hpyruysalba Ha nla.4or

I".--y *j*" HapyuyBarbe Ha BLIAOT rLtl\I 6ulo xarnrz etfexru Bp3 Or{IIre'

BeAHaIIT rpe6a Aa ce KoHcynrupa odlraluolor'

Ooroceg3urHBHocr
3a6a*rr*r" . A"-a qunposloKcallllH npeAll3BtlKyna $oroceH3IITHBHI4 peaKul4ll'

flaqueurure Kor{ 3eMaar qrattpofloncaUel; rpe6a Aa ce coBeryBaaT ga u:6eruynaar

ALTpeKTHO H3no)I(yBaILe Ha cHJIHa coHaleBa cBeTJII4Ha' KaI(O 14 Ua YB 3paqelLe 3a

BpeMe ua repanujara (nu4ere aen 4'8)'

KoHgyrsusHla HanaA[

Iloguaro e AeKa qranposnoxcaullH KaKo u ocTaHaTIITe XIIHOJIOHI'I MO)I(e Aa

npeAr.r3BrrKaaT KOHByJI3r4BHrr HAilAIIr[ VilV [a lo HaManaT nparoT ua 4O6I'tnarre

Hatrap1t.Ilpujanenu ce cnyqal4 Ha craryc SIII4JISIITIIKyc' IJraupo$:rorccaquHor rpe6a

Aa ce yuorpe6yna co nperrra3Jrl{BooT r<aj naqraeurl'I co HapyuyBalba na I]HC r<ou

Molr(e Aa ce cKJroHr.r r(oH KOHByJI3I{BHII Haila+z4. .{oronrcy HanaAI4Te ce uojanar',

repanujara co qunpooJroKcarlr,rH rpe6a 4a ce rpeKI'IHe (nu4ere ael 4'8)'

flepra0epna Hesponaruj a

kuj ,ruurarrrr Kor4 rrpr4Maar xraHoJIoHH unu $nyopoxr'IHoJIoHI'I, [pI4JaBeHI'I ce cilyqal4

Ha ceH3OpH a vlu ceH3oMOTOpHa llonl4Henponartlja lxro pe3ynTl4pa Ao uapecreaxia'

xlauecresraja, 4u:ecresuj a hlpl cla6ocr. flaqneurure KoII ce Ha TperMaH co

qunposnoxcaur4rr rpe6a Aa ce coBeryBaar cnojor neKap rpeA Aa rpoAoJlxar co

TpeTMaHoT, aKo ce pasnujar cI4MtIToMI4 IIa HeBponaruja, nrcnyuynajfui 6olxa'

,,upa*a, 6oqxar+,e, orplHarocr uluttu cla6ocr' co uen tra ce [peBeHl4pa

HacraHyBarsero Ha roreHrlrrJanHo I4peBep3m6uttnacocroj6a (nuAere ae:i 4'8)'

flcuxuiarpucnu Pearuuu
llcuxujarplrcKl4 peaKul4lr Moxe ila ce JaBar I{ IIo r
quupo$noxcalll4Hor. Bo perru cJlyqapl, Aenpecl4Jara

nporpeAl{paar Ao cyutII4AanHIr ugeulvuctru, Kyn

carraoy6ucrBo I4nH Ir3BpIIryBarLe Ha caMoy6ucrno' Bo

rrpeKlrHe repanuiara co qunpo$noKcaul4H'

Cpueeu Hapyuyeama

HA

la
3A

ce

le-,JtrcNsco,{'
Y^rhH3J{-



florpe6ua e nperna3nr4Bocr npr.i rpaMeHa ua Qnyopox,H.JroHr4, nrryuynajfua
qunpoSroxcarllrH, xaj naqueHTr.r co rro3Harr4 przsux-$axrop, oa flpononxyBaBe Ha
QT uurepnaJror, KaKo Ha npr{Mep:

. BpoAeH cHHApoM Ha rrpolonxreu eT HHTepBajr,
o HCTOBPeMeHa nplrMeHa co JIeKOBTT 3a Kov e rro3Haro IeKa to [poAoJrxyBaar

QT r{HrepBanor (na np. aHr}rapr.rrMr.rrl, or KJraca IA ; KJraca III,
TpIZII'IKnHTIHI4 aHTI{AenpecI4BI{, Ma*pon,rr4, aHTIdncLIxoruqu),

' HeK.perlrpaH eneKTpoJrr4TeH AUC6ata,c (ua np. xunora-relruja,
xHrroMarHe:enaaja),

' cprleBo sa60.nyna*e (Ha np. cprleBa uncyfruqaeHqaja, Mr4.KapAeH rauoapxr,
5papuxapnuja).

flocrapure naIIIreHTI4 a )I(.HI,ITe ce [oocerJr LtBu Ha JreKoBare Korz AoBeAyBaar AolpoAon)r(yBarse Ha QT uurepnanor. [opa4rt roa, xaj onae naq[reHTr.r Heorrxo.4Ha enperna3nplBocr npl4 rIpIrMeHa ua @"rryopoxLIHoJIoHIr, nr<nyuynajr(u qanpo6noKcarlrrH.
(su.qe're rct 4.2 flocrapu rarlr4eHrrz rz Aen 4.5,4.g n a.9j.

nucrnur<euuja
Karo a xaj 4pyrare xrzHoJroHu, npujayeHr{ ce cnyqailHa HapyuyBar.e Ha Hr.rBoro Ha
rnyKo3a BO KpBra, nxryuyaaj(u u xuflor:ruxelrrja v xurepfnarcenaaja (ua4ere 4er4'8), noo6uqaeHo naj nocrapu gujalerwrrHlr rrarlueHTu, KoLl acroBpeMeHo npr{Maar
repopanHlr xr4rorJrr{KeMHr{u (na np. uz6esrrauug) utu rr"yrrrr. llpujanenz cecnyqah Ha xr{[orJrr4r(eMrrr{Ha KOMa. Kaj uaqueHTrr co aujalerec, aa .rpa.rop aqyBa
BHr.{MaTeJrHO CneAerbe Ha rnyKo3aTa BO KpBTa.

I-acrporaHrecrrznaleu cucrelr
llojanara Ha rerrrKa pr nep3r.rcreHrua 4zjapeja Bo reKor urr, rro repauujara
(nxnyuyna.i(u u HexonKy ceAMr{u[ no ,.punrluru) rraox<e Aa yKax(e ua nojana ua
KoJrHTac [oBp3aH co nplrMeHara Ha asru6uotuqu (rxunoro3arposyBarrKrr co Mo)r(eH
@araneu ucxo4), xoj 6apa r.rrHa repaurzja (nuAer. a., 4.g). Bo ra*Br. cilyqavt,qunpo0noxcaulrHor rpe6a BeAHarrr ra ce [peKr.rHe u la ce 3arrorrHe co cooABerHa
repaurzja' Jlexoeu xou ja uuxulupaar nepl{cranrr4rara ce KoHTparrHAr4rlupaH}r Bo
or,aa curya4uja.

Elr6pesa v ypuHapeu cucrer\a
flpzjaaeua e rojana na Kpucranypzja uonpsaHa co ynorpe6ara Ha uunpo$,roxcaqun(nu4ere gen 4.8). flaquenrure Kou npaMaar rllrn Aa ce 4o6poxrr4purpauLr u rpe6a Aa ce us6erHyBa [pexyMepHo rur

Hap)rurena peualua Ovnxuuja
Eu4ejrtu qr.rnpoSnoxcarlr4Hor Bo roJreM Aen ce
6y6pesure, Kaj rarIHeHTa co HapyueHa per
npacnocy6yBarre Ha Ao3ara KaKo rrrro e orurxaHo
HacTaHyBaH,e Ha HecaKaHr,r peaKur{r4 KaKo pe3y
qunpo$noxcarlr4H.

Xena:ro6ului apen cucreu
llpujaneura ce cnyLIaH Ha xelaranHa HeKpo3a r4 )r(r,rBoro3arpo3yBar{Ka xeraranHa
c:ra6ocr rpu repanuja co qunporf.rroxraurH (nra4ere aeir 4.g). Bo cryvaj ua nojana
Ha I(aKoB 6z:ro sHaK I4JII4 ct4MrIToM Ha xerrarar,rHo orureryBarbe (xaxo auopexcu;a,

npeKy
HOe

l,ts6erHe

ia Ha

/C*"' ..- .oevA
""s,#" 

"1li'" \,i 
oEo*



x(oJlTrrua, TeMHa ypLlr{a, rrpypl4Tyc I4nI4 TIyBoTBHTeJIeH a64OrvreH), repanujara rpe6a

Aa ce npeKI4He.

Ae6uul{r Ha rnvKo3o-6

IIp, ,.p"r*,u* qrnpo6roncaul,IH npujateua e nojana Ha xeMoJII4rI4rrKI'I peaKIIHI4

raj nauueuTrr co aeslruur Ha rnyKo3o-6-QocoarHa AexI{ApOIeHa3a' flpraueuara ua

qunpotfnorcaqr'IH nuj oBI'Ie [aurreHTI'I rpe6a ila ce u:6eruyna' ocBeH Kora

noreuqujalHaTaKopl{cToA,IepaIII4JaTaloHaAMI,IHyBaM0)IGI4OTpH3I4K.Boonoj
cnyuaj, rpe6a Aa ce MoHI'ITopI{pa Mo)I(Hara nojana Ha xeMoJIIa3a'

Pegucre,uuja 
uunpodt:roxcalll{H' Mo}I(e Ea ce I{3onupaar

3a epeue Ha r4ltu IIo repanl4Jara co

6axrepuu KOpr ce pe3r.rcTeHTHLI Ha qunporfloxcalll4H, co vtpl 6es KnI4HI4rIKI4

uauu$ecruu .yr.prn(berquja. Pusuxor 3a celerqilja Ha qunpo$:roxcallHH-

f.rr.r.rrnrr.'6unr.pr, . o.oOeHo roJIeM rIpI4 roAonrorpajua repanuja u npl4

reparruja Ha uosororr,rnjalutE uu$exqrara ulunu uu$erqrzu [peAI43BIlKaHI4 OA

Staphylococcus u P s eudomonas'

Ilnroxporvr P450
q,npo6,oKcaulzHoTrounxr,I6upaeH3IIMorCYP1A2I4nopaAuToaMo)I(e,44
IIpeAI{3BHKa3loJIeMeHacepyMcKaItoHueurPaura.iaHapIcToBpeMeHo
aAMHHr4cTp vpaHhJIeKoBI4 KoI{ ce rrtera6olt'tgvpaaT o4 onoj SH3I{M (ua np' reot[ulun'

K,I.3aII[IH, 
'JIaH3aIIIIH, 

ponIIHI4poJI, TII3aHI4AI{H, AynoKceTI4H, aloMenaTI,IH). 3aroa,

flarl?reHTrrre KoLr 3eMaar BaKBr.{ JreroBrr rrcroBpeMeHo co rlunpo0loKcaul4H rpe6a

BHpTMaTeJIHO Aa ce cneAaT Bo OAHOC Ha KJIIIHI{qKI{Te 3HaII[ Ha IIpeAo3I{paBe 14 MO}Ke

tra 6u/Ie HeorrxoAHo oApeAyBaILe Ha cepyMcKl4re I(oHUeHTpaWt4 (Ha np' Ha

reoSuruHor) (nn4ere Ael 4.5i. I4cronpeueHa a16ztHvrcrpauu.ia ua qraupocfnoKcal.IxH

c o TLI3 aHITAI4H e Ko HTp at4H [ut\t4p aHa'

Merorpercar
He ce rpelopaqyBa r4croBpeMeHa y[Iorpe6a ua qunposnoxcaqllH CO MeroTpeKcaT

(ua4ere aer 4.5).

I4nreparurj a co ra6oparoptlcKu recrosla

In-vitro aKrr4BHocru nI urrr-po$loxcaqilu [porl4B Mycobacteriunt tuberculosis Mo)Ke

Aa AoBeAe AO Jra)r(Ho ,aaurrrr, 6amepuo.no[IKlI pe3yJITaTU rcaj npunaepoul{ 3eMeHI'I

oA rIauIreHTI4 KOI4 BO MOMeHTOT 3eMa'J.Ie qunpo$lorcaul4H'

4.5. trInreparcqurr co Apyrn JreKoBIr H Apyrlr Qopltu Ha IrHTepaKurIu

Edexmu Ha dpvzu nexoou eps uunpo(bnoxcauuH

Kaxo tl APYrIare QlYoPo
Jrer(oBr'I 3a KoI{ ce 3Hae AeKa to

III,rrperfla3nllnOCr r<aj
ur{ oA IoIaca IA u xlaca

rrpoAonxyBaar QT n
xotuqra) (nra4ere aet 4.4).

TpuqrIKn[qHI'I aHTUAeII

Irlcrorpeu ema;t a aI:nlvtn r(caIIHHor (uepopanno) co JreKoBI4

rpe6a Aa ce YnorPe6Yna co

KOpr coApxar MynTI'IBaneHTHI'I Mr,rHepanHLI cylneMeHTu (ua rp. KaJIIrrlyM,

', Sru

.'$,"",



MafHe3r.ryM, aJryMr{Hr4yM, X(ene3o), Bp3yBarru Ha nonlrMepHr4 $OC(baru (na np.
ceBenaMep vru ila]HTau rap6oHar), cyxpa-rr@ut LtilLt aHTar\u1u rz Br4coKofryrpeprapaun
JreKoBt4 (ua np. ra6teru Ar{AaHo3HH) XOU COApX(ar MarHe3zyM, anyMuHaryM unu
KanrlrryM ja HaManyBa ancopnqujara Ha qrznporlnoxcaur4Hor. rlopa4ra roa,
qranporpnoxcaulzHor rpe6a ila ce seMa vnu l-2,raca rpeA r4nr{ Hajnaa-uxy4 qaca 11o
rIpI'IMeHara Ha oBI'Ie npenaparll. Oea orpaHl4riyBarLe He ce oAHecyBa Ha agTarl krp121Te
oA rpyrara saH2 peuerrropHu 6loxaropu.

Xpaua u uilertuu npousaodu
Kanrlzynao'r Koj ce coAplKlr Bo xpaHara HeMa 3HaqvrerrHo arzjanue Ha
ancopnqrajara. Cenax, IacroBpeMeHara ynorpe6a Ha MrrerrHrr npor.r3BoAr4 krrrv
nr'rjanaqu s6orarenra co Mr4Hepana (ua np. MJreKo, jorypr, coK oA noproKan s6orareu
co xanqrayu) 3aeAHo co qunpofrnoxcaqrzH rpe6a Aa ce us6eruyna 6upjku
ancopnqrajara Ha rlr4rrpofrnorcaquHor Moxe ila 6ule HaMaJreHa.

Ifpodeueuud
llpo6euequ4or uHrep$ ephpa co peHanHara cexpequja Ha rl,npo@.noxcaqauor.
Koa4uuuucrpaqujara Ha upo6eHeqa4or kr quupor[noxcaqrilror ja 3roneMyBa
cepyMcKara KoHueHrp ar\uja Ha qznpodrrroKcarlrrH.

Memorc.nonpauud
MeroxroupaMr{Aor ja sa6psyea ancopnqujara Ha quupoSnoKcaurrHor (npe,
nepopanHa upurr'reHa) mro pe3ynrl4pa co cKparyBarLe Ha BpeMero Ha AocrvrHyBarLe
Ha MaI(cI'IMaraHara cepyMcxa KoHueHrpaquja ua quupo$noKcaurrH. He e ga6elexran
erp exr nps 6uopacloJro)KlrBoc ra Ha qranpo$noxcarIrrH.

Ouenpasot
tr4cronpeueHara npI4MeHa Ha quuporpnoxcarlr4H a JreKoBra KoH coApxar oMelpa3on
pe3ynrapa co Mano HaManyBalbe na cmax u AUC Ha qnnposJroKcarlr.rHor.

Etbexmu na uunootbnoxcauun eDt dovzu nexoeu
Tusauuduru
TusaHzgnuor He cMee Aa 6u4e npzueHer 3aeAHo co qurpo(pnoxcaquu (nu4ere 4en
4.3). Bo Krr,rnr.rqKa ctyluja co 3ApaBr.r 4o6ponorqt4, ce janzno 3roneMyBar6e Ha
cepyMcKltre KoHrleHTparlkrv Ha rvgaulz.p'ur (C*u* sroreMyBarbe: 7-xparuo, oncer: 4
4o 2l-xparno; AUC 3roJreMyBarre: lO-xparHo, oncer: 6 go 24-xparuo) rplr HeroBa
LtcroBpeMeHa aAMr.rHprcrpaguja co quupo(pnoKcarlr4H. 3roreraeHara cepyMcKa
KoHrleHTparluja na rLrca]F^r4$kt:Hor e acoqkrpalila co [oreHrlr.rpaH
ceAarr4BeH e(fexr.

Memomperccam
Pesarulror ry6ynapeu rpaHcrropr Ha Merorpexcaror M
I,IcroBpeMeHa a4MuuLrcrpaquja co quupo(pnoKcarllruor,
3foJreMeHo rrJra3MaTCKO HIZBO Ha MeTOTpeKCaT r{ 3
peaKur.rr4 acorlrrpaHrz co MerorpeKcar. tr4croepeueua y
(snnere rct 4.4).

3I4BEH V

pv
AO

qHII

BA

Teobtmuu
I4croeperterara alMuuucrpaquja ua rluupofrnoKcauuHor rz reorpurrrHor Molr(e Aa
lpeAI'I3BI4Ka HecaKaHo 3roneMyBarbe Ha cepyMcKara KoHrIeHTp arluja ua reo$zllrHor.
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osa Morte Aa AoBeAe Ao HecaKaHI4 peaKIII{I4 npeAI{3BUI(aHH O4 reo$ulI4HOT, KOI',I

peTKo MO)KaT Iu 6uaa"t )r(r4BoTo3arpo3yBar{Kl4 t4Itu tf aranuu. 3aroa, flppl

KoaAMr,rHr,rcrpaur4Ja, rpe6a Aa ce cneAr4 cepyMcKara KoHIIeHTpa\uia na reo$ult4uor

r4 aKo e HeonxoAHo Aa ce HaManI{ HeroBaTa Ao3aTa (eu4ere rct 4'4)'

tlp:t zu rcc aumuu crcu d equa amu

Ilpu rrcroBpeMeHa aAMr4Hr4CTp A|i[Iia Ha qlanpotfnor<caullH 14 xo(leuu vlllkt

n"ntor."rorrr, (orcuuenrv@u:rzu), upujaneHa e 3roJIeMeHa cepyMcl(a

KoHueHTparyuia na oBI{e (caHTI'IHoKI{ AepI{Barl{'

@euumuou
I4cronpeueHaTa ynoTp e6a ua qunpotpnorccaql4HoT u tpeHurouHoT MolKe Aa AoBeAe

AO 3toneMeHo I{n}I HaMaJIeHO CepyMCKo H}IBO Ha (lennroun, 1ropallu IIITO ce

npelopatlyBa MOHI4TopI4parbe Ha cepyMcKoTo HIrBO Ha JIeKOT'

Ifurcnocnopuu
IIpu HcToBpeMeHa ynorpe6a Ha qnupotfnorcallplH vl IIeKoBI4 I(or coApll(ar

,lrnroarropuu, sa6ele)r(aHo e MrrHn[BO noKaqyBalLe Ha cepyMcKaTa ronqeurpaquja

Ha KpeaTr4Hnu. 3aroa, HeolxoAHo e.qecTo (4na naru ne4elno) La ce KoHrpon[pa

Hr.rBoro Ha Kpearr'IHI4H BO CepyMoT KaJ OBpIe [auI{eHTI4'

AHmqzoHucmu ua BumauuH K
Irlcronpeueuara aAMr4Hr{crp aue\a Ha rlulpoonoKcaul4HoT CO aHTafoHIrcrI4 Ha

Barauun K, uoxte Aa ro 3loneMl{ aHTI{KSaIyJIaHTHII6T etferr sa Burauun K'

pusuxor e pa3nr{qeH BO 3aBrrcHocT oA uu@exqujara, Bo3pacra I'I OTIIIITI{OT CTaTyc Ha

larlueHTor ) TaKalxro TeIIrKo e Aa ce yrBpAI{ tlpl{AoHecor Ha IIllflporf:roxcaquHor no

3roneMyBalLero Ha INR (International Normalised Ratio)' Ce npenopar{yB1 INR Aa

cecne/i]I4IIecTo3aBpeMeHakIKpaTKoIIoKo-aAMI{HHcTpaIIIIJaTaHa
qunporfnoxcaurrHoT co aHTaroHr4crLI Ha Burauun K (Ha rp. nap(lapuu,

uq.*rony*upo:r, tf ennpoKyMoH n:ru rf lyuu4Hou)'

I:tnorccemuu
BO KJILIHI4T{KIZTI CTy[p:u ga6eleXtauO e AeKa I4cToBpeMeHaTa npHMeHa Ha

AynoKceTl4rt ri ckt1H7 uuxu6uroplr Ha CYP450 lA2 uzoes3lIMoT, KaI(o IIIT9 e

rflyeoxcarraun, MO)r(e 
^a 

pe3ynTr{pa co 3foJIeMyBaILe Ha AUC Ll cmax Ha

Ayrona"rrn. tr4axo HeMa IOIHHIIqKS IIOAaT9UIZ 3a MO)I(Ha uurepaxqra.ia co

qunpo$roncarlrlH, MO)r(e Aa ce oqeKyBaaT cII4r{HI4 etfer<ru Ilpli I4cTOBpeMeHa

rrpr.rMeHa (ua4ere rct 4.4).

qranpo$rorccalll,IH, yMepeH I'ruxu6urop Ha I43oeH3l'Iruor CYP450 1
4

Ba Ao

.ronuryru*e Ha Cmax ra AUC Ha porrlrHlrpon 3a 60Yo u

Monuropupan,e Ha HecaKaHI{Te gejcrea [oBp3aHI'I co

npzcuoco6yBarbe Ha Ao3ara ce rperopaqyBa 3a Bp(

niuA*rrr", paryuj ar a co uznpo ib JIoKcaIrIaH (nn.4ere !.et 4' 4

Ponuuupon
Bo K:rr.mu.rKa cTyArrja rroKa)r(aHo e AeKa rrcToBpeMeua ynorpe6a

JIudorcauu
3a6e"rrexano e 4er<a raj
KOrr coAp)KaT JIpIAOKaI4H

3ApaBI{ .{o6poBoxIII{ I'IcroBpeMeH

Ha poilllHl{pon u

n qunpo(pnoKcaul,IH, YMePeH I4H 1A2

J. o.ru
J)
tQ,

*€/
Eg.
("r?",



I43OeH3rIMOT, rO HaMAilyBA KnLIpeHCOT Ha JiprAOKaIrH npLIMeHer I{HTpaBeHoKlI, 3a
22Yo. Lraxo, TperMaHor co nr.rAoKauu 6ut 4o6po ronepr4paH, Mox(Ha e raurepaxquja
co qunpo$noKcalll{H noBp3aHa co nojana ,u ,..unurra 4ejcrna rpr4 r4croBpeMeHa
npr4MeHa.

Rnosanuru

flo ucronpeMeHa aAMIzHI{crpaqujana250 mg qunpo0rroKcarluH H KJro3arrr,rH Bo reK
ua 7 leua, cepyMcl(HTe KoHIIeHTparJult Ha KJro3a[r4H n N-AesN,rerlrnKno3aruu 6rare
3|OIICMCHH SA 29YO U ZA 3IYO, COOABETHO. CE CONETYBA KNIIHIIIKH HAA3OP IZ
COOABETHO NPZCNOCOoYBATLE HA AO3I,IPATLETO HA KJIO3AII,IH 3A BPEME HA I4 BEAHAIII NO
Ko aAMr.r HH c rparyuj ar a co qzupo Sno Kcarlr.rH (nz4ere ge r 4 . 4) .

Cutdeuachutt
flpu ucronpeMeHa nepopanHa nplrMeHa Ha crrJrAeHa$zn 50 mg ,. qnnpoQnoxcaur,H
500 mg xaj s4paau 4o6ponorqu, cmax u AUC nu .rr4., a$ut 6urrc lpn6naxiro
4nojno 3loJIeMeHI'I. Ilopa4ra roa, Ilorpe6na e nperna3nr4Bocr npr.r flpennlryBar6e Haqzlporpnoxcaur4H r.lcroBpeMeHo co cran4euarpur, :enaaj(u ru npenBrr A pu31l\Ure u
KOpt4cTa oA npr{MeHaTa.

Azo.ttenamuu
Bo xluuzqKlzre cryAI4Ir IIoKaxaHo e AeKa rpnynoxcalu{H, KaKo crrJreH auxu6n.rop ua
CYP450 lA2 uzoeu3lzMor, sHauajuo ro u.,x.u6upa uura6oJrr43Mor Ha aroMeJr ut.r*,Ixro pe3ynrl4pa co 60-xparuo 3loneMyBalbe Ha r4sJroxeHocraHa aroMeJrarr.ru. I4axoHe ce AOCTaIIHrz Krrr4HaqKr{ noAarorlz 3A MO)r(Hara raHrepaxquja coqunporpnoxcarf%H, yM_epeH nuxu6zrop na cyp45 o rA2 r.r3oeH3krMor, Moxe Aa ce
olreKyBaar cJruqHr4 e(rerrz rlpr4 HcroBpeMeHa rrpaMeHa (nu4ere cyp450 Bo Aen4.4).

3onnudeu

zcronpelreHara npr4MeHa co qiuposnoK.arlr{H Mox(e ra AoBeAe Ao 3roneMyBaH,e Ha
HI{Boara Ha 3onn[AeM Bo KpBTa, ilopal.Lr Ixro r.rcroBpeMeHara rrpi{MeHa He ce
npenopar{yBa.

4.6. Ynorpe6a sa BpeMe ua 6penreuocT rr AoeH,e
Epeueuocm

flocranuure fionaror{H 3a rIpLIMeHara na qrzupoQnoKcarlr.rH naj 6pelreuu x(eHr,r He
rloKall(yBaar pI'I3I'IK o4 uan$opMaIJttLt unra Sero/neoHara;rHa ro6cr4qHocr Ha Jre*or.
CryAzure Ha )I(I'IBorHI4 He [oKa)I(yBaar Ar4peKTHr{ unv vlilprpeKTHr,r rrrrerHrr e$exru
Bo oAHoc Ha pelpoAyKTHBHara roKcurrHocr. Kaj MnaAr.r u npeHaranHrr r(prBorHr.r
rl3Jro)r(eHr4 Ha xr4HoJrouu, za5etelr(aHa ce esexra Bp3 He3penara ,pcranuua, 

3aroa He
Mo)I(e Ia ce ficKnyqu Mo)I(Hocra IeKa neKor 6u ttoxtel Aa npeAu3Br.rxa olrreryBal6e
na srro6uure 'pcxanuqrr Bo He3pen rroBeq*r.r opfaHry4HmTT(Br.rAere aer s.i;.
Kaxo nepKa Ha rrperrra3rrrrBocr, ." ,p"rrorrftaffig6;ru l"*p"o*uqunpo$noxcaqr.ru Bo reKor na 6peueuocr.

loen e

Ifunpo$noKcar(r,rHor ce eKcKperr.rpa Bo naaj ua
pLr3LIK 3a olxreryBalre Ha ,pcranuqure, 

rII4
ynorpe6yna 3a BpeMe Ha Aoerlero.

qrjanHuot:
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4,TEQeruanprcnoco6HocTa3aBo3elbeII3apal(yBalbecoMauIIIHIl
IlunpoQnoKcaql,IHor Moxe la nrujae Bp3 BpeMero sa pearquja' ropaAI'I

,arporolll*rr" e(pertu Kou rII [oceAyBa' 3atoa' Moxe Aa 6uge HaMaJIeHa

cnoco6nocra 3a Bo3elbe vllr yfipaByBarbe co MaIITIaHIa'

4.8. Hecarcauu 4ejcrna
Hajuecro nPujanenu HecaKaHI{ 4ejcrna rpu ylrorpe6a sa qunpo$noKcalrl4H ce

raAelbe u guiaPea.

Hecaranrare" iejcrna nojaneHu Bo reK Ha IUII{HI4tIKIrr. Izc[I4TyBarLa u nocr-

MapKeTrrHrrrKOTO r4oKyaruo ao qranpotpnorcaul'{H (no nepopajlHa, I'IHTpaBeHcKa u

ceKBeHrIr4oHaJIHa 'repanraja) ce HaBeAeHI'I IIoAony, IIoApeAeHIz IIo tppercneuUzja'

3euesu ce Bo rrpeA Bu!, aftutllsvlTe fi oA nepopaJl HA h oD,I4HTpaBeHcKa aIIJIIIKaIIUia ua

qunporfnoxcaqrlH.

i' ','

, KnacuQuxaunja tto

opraHCKI,I CIICTeMIT

I,IuSexUulr ll
, uuQecrauuu

floua.nrcy uecru
I ilt OOO no < 1/100

MuxoruqgPt
cynepuuQexuut'l

Eo:uHo(lrlnuja

Perrcu
I 1/10 000 ao
< 1/1 000

Jleynoneutlja
Auer'auja
HeyrponeHuja
Jleyrouuro:a
Tporv6ouuroleHraja
Tpor,r6o[uremuja

Aneprtrcxa Pearqrzja
A,leprulcxr, eleu/
aHrHOeAeM

Xunor,rnreuuj a (nu,uete

rct 4.4)

Muory perKI'I
< 1/10 000

Xevoltrruqra
aneruluja
Arpauy"ttoqnro:a
IlauqtlroneHraj a

(rranoro-
:arpo:ylauxa)
flenpecr.rja ua

KOCKeHaTa cpueBI'IHa

(rxr,reoro-

sarposynaura)

AnatPrznaxrauHa
peaxuuja
AHa(lraraxrtlqeH uoK
(xueoro-
:arposynauxu)
(ou4ere rctt 4.4)

r{ecru
! u100

AO<
ul0

."..
, Hapyutyaarua ua

, xpnra ll lnn.rQHuor
. CHCTEM

:

i

i Hapyurysan a Ha
: urrlyuolourxuor
CIICTEM

'Eugoxpunlt

,HapytxyBatsa

iHapyruYnama ua
: Mera60flHSlvror u

i ucxpauara

Cuugporv rta

HECOOABETHA

cexpeuuja ua

aHruAllypeTuqeH
xoprvroH (SIADH)

Xunepmur<euuja

4^
i,--ttr+o/q v/]

Y P/Jr3(o-
?unxzt)Havra.neu aIIerI4T

Xunouurcetvtnqua
xoua (ntrAere Ael :

4.4) :
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*L
:lIlcuxujarpuucr.r

uapyruyaama*

Hapyuyrama ua
HepBHHor cucreu*

'Hapyurynarua ua
ot(o*

Hapyurynarua ua
yBoro rr,ra6rrplluror*

Cpueou
uapyurynama**

flcr.rxouoropua
xunepaxraaHocr/
aruraquja

fnaeo6o,,rxa
Bpromaruqa
Hapylrynarue Ha coHor
Hapyurynarre Ha Brycor

Konrfy:raja u
I Ae:oprjeurawrja
A uxc l.ro guu peaKr_u4 Ir
Hes oo 6u.raeH r,I c oHHrrrra

[enpecr.rja
(noreuqujanuo Moxe Aa
KynMrrHr,rpa Ao
cy Lt tJLt ilutHlt u Le n I v uc ltr
uru cy tltp4p.ures o6u !, u
143BptxyBame cy14rIuA)
(eu4ere rcl4.4)
Xa.nyqzHaqr.ru

Iapecre:uja n luwesuja
Xunoecre:aja
Tperr,rop

Kounynsau
(axlyuureluo l.t

] EIUIEI]TH'ICH CTATYC,

: nu4ere rct 4.4)

flcaxoruq uu peaKrlr,r14

(noreuqujanno Moxe
Aa KyJrMr.rHnpaar Ao
cyt4r\Hnur}{tT
urehJMqcilkl utu
cyxrlr4AaJ'reH o6u\u
r,r3BprxyBarLe cyt,tLlua)
(suaere ler4.4)

Marpeua
Hapyruyrame ua
xoopguuaqrejara
Hapyu,ryaarre Ha oAor
Hapyuyaame ua
onr[axropuHor HepB

I,IurpaxpaHuj a,rua
xunepren:uja r.r

nceyAoryMop
uepe6pr.r

hcxpuaeuo Br.rAyBarbe

sa6ou

Mauuja,
BKIyqtlTenHo
xnrolaaur.rja

IIepuSepHa
ueeponaruja u
loluuerponalzja
(saAere [er 4.4)

lBepu,rro

L-
, Brz:yenuu HapyruyBaba
I (nprzuep 4unnonr.rj a)

Tuuuryc
ly6ene na cnyxor/
Oureryaarre Ha cnyxor

Taxr.rrap4uja Benrprzxylapua
apurvujau
Torsade de
pointes (Hajuecro
npajaeyaaulr xaj
aaqueHTr4 CO

pusux rlaxropu
3a

r]poAoJrxyBarte
ua QT
nurepnanor),
EKf lpogonNeu
QT r.rurepna;r

--*- * ;*---*j""*"* --*"-i-9::Y:*-\k!u,f"in% i iPecnnparopHr.r, I I lOr; 
'ToPar{aJIHr{u ,u.rrurr,,ulo"ro':d, i :rue4ujacrrrua.nuu 

.HapyuyBaba,:,i:
;

facrpourrrecruHaJrHu 'faaerse lloopakarue : Kolpruc npaOrrurnun llauxpearr.rrnc - 
,

HapymyBaH,a : flr.rjapea l-acrpouu.recruHarHH 14 oA aHrr6uoruun lr,,rHory
a64ounualuu 6orxrz perKo co rfa.rareu ucxoa)
AHCne[cHJa (BfiAere rct 4.4)

TOpaI(aJIHI{ll I : "
I rz acrMaraqHa cocroj6a)r,^-,,:-^-.---^ ----- i !

ropar(aJrHr{, , l;ffi;il;;;Jr"ffiIrue4rjacrrrua.nuu ; '

HapyuyBarLat.::
facrpouurecrrHaJrHr{ , lua"*" illospaftarbe , K.nrrr" ;;"";;";;"- 

- ": 
;:,,,,^^^-..-..^

r ac'rpor,tHTecruHaJrHr4 LI . oA auruluotutlu (nauory
a64ounualur.r 6o,rxr perKo co rfa.raleu ucxoa)
.{rzcnencuja (snAere rct 4.4) 
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i

i Xeuaro6ulujapuu
: Hap]rllBalba

i

i

:

, Hapyurynau,e ua
rKOxaTa H
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*Ilonp:alro co yrlorpe6ara Ha xlaHon(

lpeTxoAHO tlocToer{Kl4 pI',I3I',IK tpaxropu,

AonrorpajHH (AO HeI(OJIKy Meceur I4JIU

r,rpeBep3I,I6rInHI'I CeplIo3HpI peaKIII'I[ Ha za$akaat Pa3rI'IrrHu,

;;;;r.;;;;";6 ;*r"n, crrcreMl4 v cervlt,r4 opraH, (nrnyuynajicz pearquur

KaKO [rro ce reHAI4H]ITIZC, pylrypa Ha rerrrBa, aprpaJlf]rja', 6olra BO

eKcTpeMI,IT eTy|Te, HapylxyBalse Ha oAoT, HeBpoI]aTI{I4 fIoBp3aHI,l co napecTe3l{ja,
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rerpecr4ja, 3aMop, HapyrryBaiLe Ha MeMoprljara, HapyuyBaBa Ha 00H0T 11

olrreryBarre Ha cnyxor, BrrAor, BKycor Ir Mr{p}rcor) (nu4ere ger 4.4).** llpujaneuu ce cnyqa, Ha aHeBpr43Ma r{ 4ucexquja Ha aopra, rroHeKorarrr
KoMnnr4rlupaHr4 co pyrrypa (nxnyuyaajriz Sara-rrnz) v Haperyprlrrallujalurucy$uqaenqzja ua 6uto xoj o4 cprleBr.rre BurByl;7 rcaj naqueurir
Kor4 npr.rMaar $nyopoxr4HoJroHrr (nn4ere ger 4.4).

flearaj arpucxa nonynaquj a
I'IuuureHqara Ha aprpouarujara (aprpanrzja, aprpuruc), ropecroMeHara, ce
oAHecyBa Ha froAaroua oA cnpoBeAeHrr crypiuu Kaj Bo3pacHa. Kaj Aeqa,r{HrlaAeHrlara Ha aprponaruja 6ura.recra (nz4ere ger 4.4).

Ilpujanynarre Ha HecaxaHrr Aejcrna
Ilpujanynalbero Ha HecaKaHHTe 4ejcrna perucrpr.ipaHrr rro 4o6unan e na o4o6penue
3A CTABATLC HA NEKOT BO NPOMCT E OA IOJIEMA BilI(HOCT. HA ONOJ HAIIIZH CC
o6e:6e4yna KoHTrrHyapaHo cnere*e Ha Kopr{cra Hacnporlr pasaKor o.r ynorpe6ara
Ha JreKor. 34pancrnenure pa6orHurlr{ Mo)Ke Aa ro npujanar cexoj Lo*.r"rn ,u
HecaKaHo 4ejcrno or neKor no HaquouaJrHr4oT rIeHTap Sa saprraarcourrrrurq a npv
Arenqzjara 3a JreKoBr4 r4 Merr4ut4HcKr4 cpercrBa (yn.cn.Kapz'a Mero awj 6p.54 xar1) urv ro eJreKrpoHcKt4 rrar npe*y se6 crpaHara Ha AreHrlzja:ra
http ://malmed. gov.mk/

4.9. flpeao3upame
3a6elexrauo e AeKa rpu npeAo3rrpame co 12 g
ToKcr.rrrHocr. llpajaaeHa e aKyrHa peHanHa
npeAo3r.{parre co 16 g qraupotp.rroxcaqraH.

craunrorrarzre Ha [peAo3r4parbe BKryrryBaar Bprour aBkrr\a, TpeMop, rnano6orra,
3aMop, KoHByJI3r'ru, xrrJryrlr4Harluu, xou$ysuja, a64ouraxaJreH 4ucxorrasopr, peHango
r4 xerraraJrHo orxreryBarbe KaKo r,r Kpr4crirJrypuja u xeuarypzja. flpujanenra ce
cnyqau Ha peBep3r.r 6vn:aa peHanHa roKcrrrruo cr.

, np" q!;p;p;;r1^- _ ^

--a:1"_ yy:_ jKorriqecrBo Ha rlranporfnorcluurn 1.'torlffiffiripuxerro4rj al vsa HrrH nepr4ToHean ua auj atuza.
Bo clyuaj Ha npeIo3LrpaEbe) norpe6no e Aa ce npr4Me
florpe6uo e Ia ce HartpaB:a EKf, nopa4lr Mo)r(Hocra
uHTepBanoT.

5. OAPMAKOJIOIIIKI,I IIOAATOIIII

5.1. OaprvramoAlrHaMcr<u cnojcrna
(DapurarcoreparreBTcKa rpyua: SnyopoxunoJroulr
'ATC roa: J01MA02

ce janynaar 6taru cilMrrroMrr Ha
uucy$zqrenquja Epr,r aKyrno

ocseH pyrl,HcKl4Te .,r*vl MepKLI, Ha npuMep [pa:]Her6e Ha xeJryA,rKor [pocJreAe'o
CO IIPI{MEHA HA MEAI.I{I,IHCKI{ JAMEH, CE IIPENOPAuYBA MOHLITOPUPA15E HA PEHilIHATA
syuxqraja, nxnyuynaj(u il y^tBpry"a*u. 

"i pH ua'ypu*ara, iuirubrrcaauja,aKo e
norpe6no, co rleJr Aa ce rpeBeH,pa Kpr{craJrypuji. trauueHrr.rre rpe6a iJlurcr
1"^9ry_Yop,rpa*kr. 

AHraqz4u K.I'I coApxar KilrrllryM rrrrrr MarHe3r.ryM reoperc*r.r

/;ci.nenrue %6:S

11 Ks
s#;r:

.l.,il ri X
i)>i' 3 S,

:"""",8)



Mexauusau ua de.icmao

ru* 6ryoporrroron, 6axrepuql4AHoro 4ejCrno na qunpo$JIOKCaUI4HOT e pe3ynrar

HausxuiutryjaraHa rrrr II rouousoMepa3a (AHK rupasa) II roIIoI43OMepa3a IV' xot'l

ce Heoflxo [HV. 3A pennr.maquju, ,pur.nprluuuja, o6nosa u perou6uuaqilja na

6axrepucrara [HK.

P K/ P D o d H o c ; ( fr apt4 aK oKuH e multtu/ (b a^ M aKo dutt awuqt{u o d H o c \

E6rr,ua*roaru, tJraBHO, gaBLr)kl o.4 BpcI(aTa vlefy MaKcHMaJIHaTa cepyMcl(a

KoHrleHrparluja (Crnax) u uuuun'r *r*i uuxu6uropHa KoHIIeHtpaUuja (MIC) ua

quupoQlorccauprHoT 3a oApeAHa IIaTofeHa 6axrepuja I{ OAHOooT rulefy nonplIIIHaTa

noA KpLIBara (AUC) n MIC.

Mex auus at+t u a P e sucm eumu o cm

In-vitro p".r"r"rrnoFo, quupo$roxcaur4H Mo)r(e Aa ce sAo6ue rpeKy cKaJlecr

npoqec co MyTaurlu Ha TapreTHr.ITe MecTa eo .{HI( t].apa3uta I{ BO TOIIOu3oMepa3aTa

IV. CreneHoT Ha BKpcreHaTa pe3l4oreHquja rraefy UunpoOIoKcaUI4Hor I{ Apyrlire

QnyopoxlruoJloHl4 e iapnia6u.Lres. EAuuerrHI'Ire MyTaUI4I{ Mo)I(e '4a He pe3ynTlrpaar

co KIr.rHI{qKa pe3]lcTeHTHOCT, HO MynTI4nnI4Te MyTaqI{U, IeHepaJIHO', pe3ynTl4paaT co

KJIr4HI,IqKa pe3I4CTeHTHOCT KOH MHOry kIllv cplTe aI(TI',IBHI{ cyncTaHul4l{ BO KJIaCaTa'

Henponycurr.rBocTa UlLtm aKTI4BHLITe MexaHII3MIa Ha e4)lyrc IIyMIIaTa 3a

p..,.,.nu,juMox(etra]1IMaaTnapnja6urreuet|exrHaIIyBcTBuTeJIHocTaKoH
QlyopoxuuoJroHr4Te, rrITO 3aBIICIA o4 QrasntIKO-XeMHCXIATe cnOiCTBa Ha pa3nI4rIHI4Te

aKTIIBHLT cyrrcTaHrlr4r'r BO KJrac aTa v atpuur',rreroT Ha TpaHclopTHpITe CI4CTeMI4 3a

cexoja oo unrrrnrri" cyrrcraHul4u. o6raquo, Bo KJILIHI{rIKI4T9 I{3oJIarI4 ce :a6elexauu

cnre in-vitro MexaHLl3MIr Ha pe3[IcreHlluja. MexanI43MI4Te Ha pe3IrcTeHIII4ja KoH r.I4

r.rHaKTr,rBrrpaaT Apyrr{T e a]Htu6uoTr4l\r4, raxo 6apneph HA IIpOilycTnI4BOCr_(uecro xaj

Pseudontonas aeruginosa) u eslyxc MexaHI'I3MI'ITe, Moll(e IA BnuJaaT Ha

qyBcrBl4TenHocra KoH ulrrrpoft noxcaqun'

fiprajane*ra e pe3r.rcTeHqraja nocpeAyBaHa oA II,a3MHAI'I, KoAI4paHa o,4 gnr-reH,re'

Cnercmap ua de.icmao

fpaHrauuu BpeAHOcTr.r KoI4 fI4 pa3AenyBaaT tIyBcTBUTenHHTe BI4A0BI4 oA oHI',Ie co

yMepeHa rIycTBUTenHocT, KaKO 14 oHI4e co yMepeHa TTyBcTBI4TeJIHOCT OA

pe3IrCTeHTHI'ITe BITIOBI4 :

E
Mnrcpoopr444lPI4 tlyscrnureJrHocr PesucreHrHocr

R > 0,5 mglL
Enterobacteriaceae S < 0,25 mglL

Salmonella sPP. S < 0,06 mglL R > 0,06 mglL

Pseudomonas sPP. S < 0,5 mglL R > 0,5 mglL

Acinetobacter sPP. Srlme/L R> 1mg/L

{raphylococcus spP.' Sslme/L I{ > 1 me/L

lJ n rw nnh i I t t c i m{l t t en.zo.P. s s 0,06 melL R > 0,06 ryffi;lf ,trN
Moraxella catarrhalis S < 0,125 mglL s < o,tXSibiglr 'JercJd

Neisseria gonoruhoeae S < 0,03 mglL R > offmEll,iri:..', ?
N e i s s er ia meningit i dis S E 0,03 mglL

Hecuequ$uIrI4PaHI'r
epeAuocru*

S < 0,25 mglL R,oh-,fg)l';ilriy o* o'
b*/

@p. - BpeAHocrr.r 3a uunpo0noxcaur4Hor *""\(flFffi\3y
repanuia co BIlcoKIr losu. -=---;'



*Hecueuz$r,rr1upaHrrTeBpeAHocTH,UIaBHo,ceoApeAeH@
IOAATOUI{TE I,I CC HE3ABI,ICHI,I O4 4r,rCrPU6YqI{UTE HA MIC SA CUEqZ(P}IqHI,ITE BI,IAOBI,I.
Trae uoxar Aa ce Koplrcrar caMo 3a Br.rAoBlr 3a Korr He e AaAeua cueqz(puvua
BpeAHocT 3a BlIAoT, a He 3a OHile BI'IAOBI,I KaAe TeCTI{paEeTo 3a qyBCTB}IT9JTHOCT He

flpenareuqara Ha creKHarara pesucreHqraja 3a olpeAeneHr.r Br,rAoBa Moxereorpar[cxr'i H BpeMeH cKu Aa Baphpa r.r noxeJrHa e raHsopnaaquja sa pe3r{creHu ujaraHa noKaJrHO HrrBo, oco6_euo npr4 TperrrparLe Ha rerxKr{ ,n6anqrr. [oxonxy eHeonxoAHo, rpe6a Aa ce 6apa eKc[eprcKo MrrcJrerre, Kora JroKaJrHara npeBaneHrla Hape3l4creHllujaT.a e raxBa IIITo eoraxacHocra Ha rreKor e Ar{cKyra 6utua, 6apeu raj
HeKoH TrrrroBa ua rzH$exqua.

fpyuupa*e Ha peneBaHT,rrre Br.rAoBr.r clope,4 qyBcrBr.rrenHocra KoHqanpor[.norcarluH (za S t r ep t o c o c c u :; Br.rAere ger 4.4).

Boo6uqaeno rryBcTBUTeJ,IHIr BIcAoBH

Bacillus anthracis (l)

Aeromonas spp.,
Brucella spp.,
Citrobacter koseri,
Fr anc i s e ll a tul ar e ns i s,
Haemophilus ducreyi,
Haemophilus inJluenz ae *,

Legionella spp.,
Mor ax e ll a c at arrhal i s *,

Ne is s er i a meningit ide s,
Pasteurella spp.,
Salmonella spp.*,
Shigella spp.*,
Vibrio spp.,
Yersinia pestis.

Anaepo 6nrz raraxpo oprauzsl{u :

Mobiluncus.

,[pyra uuxpoopraHrzsuz :

Chlamydia trachomatis ($),
Chlamydia pneumoniae ($),
Mycoplasma hominis ($),
Mycopl asma pneumoniae ($).

Br.rgonr.r 3a Kolr crexHarara pesucreuqnja

Entero c oc cus fae c alis ($),
Staphylococcus spp.* (2)

MO?I(e Aa

6y-,*b
f"3, #y/) i'qilH \rr'r.1i.tl ftxud.o^ ior.:'\\l;, S ^s
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Aepo6u[ rpaN{-Herarfi sHu N'Ifirpooprauusldl'I :

o4o 6 p euu KJII'IHI'IrrKIa t4H EfiKaw4r4

* Creuen Ha Pe3l'Icreuquja >50% eo

Ac ine t o b act er b aum annii*,
Burkholderia c ePacia* *,

CampYlobacter sPP.* *,

Citr ob act er fr eundii*,
Enter obacter aer o genes,

Enter obacter clo acae*,

Escherichia coli*,
Klebsiella oxYtoca,

Kteb siella Pneumoniae*,
Morganella morganii*,
Neisseria gonorrhoeae*,
Proteus mirabilis*,
Proteus vulgaris*,
Providencia sPP.,

P seudomonas aeruginosa*,
P s eudomonas fluor e s c ens,

Serratia marcescens* .

Auaepo6nz uilt<Poopranu:uu :

P eptostrePtococcus sPP.,

P r opionib act er ium acne s'

Ilpupoguo pe:rrcreHTHlr opraHlr3Mlr

ActinomYces,
Enteroccus faecium,
Lis t er ia mono cYt o gene s.

AHaepo6nu N'trlxpoopranusNal'I :

OcseH HaBeAeHIaTe rlolope'

Apyru nuxpoopranugull:
Mycoplasma genit alium,
(Ir e ap I a s nta ur e al itY c um.

* fleuoucrplrpaHa e KJII4HITqKa eOIa

Ey.

($): Ilprapo(Ha yMepeHa rryBcrBl'Irer

pe3I{creHuI'IJ a.

MEXAHII3AM HA

(1): HanpaBeHI'I ce crylltlr4 Ha.eKcrIepI4MeH vr rrpu rau$exuuja co

#;ffi;ru^""op" na Bacillus anthracis; oBI4e cry[r411 rloKa)KyBaa-r-l:Iu "o
3alorrHyBarLero Ha astu6uotcKara repafluja, Xpamo BpeMe IIO eKcllo3l4rry{Jara, ce

la:6erHyna uojanara ga 6olecr AoI(onKy repauujara BoAII KoH HaManyBaII,e Ha

6pojor Ha cIIopI{Te Bo opfaH].I3MoT IIOA unr]erruenaTa Ao3a' llpenopauauara

ynorpaou xaj nyfe .rpr*upro ce lazupa]Ha in-vitro qyBcTBH',IeJIHocra H Ha lloAarourl

HLl pI3OJIarI4 [pI4

St ino t, ophomo nas malt oPhilia'

6ti.*,"h
; -; (.f,:Y1l',H i",

riporcvcrBq'l
'o .'tslc"ruico{ 

-.

\'runxayl,



ro1uesu oA eKcrleprMeHru co xfi4BorHr,r, KaKo u Ha ofpaHu.IeH 6poj nOAaroUlI 0A
ryfe. Kaj Bo3pacHr{, ABoMecerrHara repanraja co nepop*", qr.rpo6ronruqrH AareH
Bo Ao3a 500 mg ABa rrarr.r rHeBHo, ce cMera AeKa e e$uxacua 3a [peBeHrluja na
aHrpaKc r<aj lyfe. Jlexapor xoj ro clpoBeAyBa neKyBarrero rpe6a au.a KoHcynrr{pa
CO HAIIIZOHANHI,ITE UIUIU I{HTEPHAUIzOHAJIHI4TE KOHCEH3YCHI,I AOKYMEHTI,I 3A
repanujara Ha aHrpaKc.
(2): MeuaqunlrH-pe3l,creHTHl{or s. aureus MHory qecro [oKaxyBa Kope3r{creHTHocr
roH rpnyopoxl{HorloHl{re' Crenenor Ha pe3r.rcreHrluja xou Merr4urznrzHor e oxory 20lo 50Yo raj czre BI4AoBIT crarlzlot<oxu u o6urlro a .rouraox xaj nosoxouzjaJrHzre
II3OJIATH.

5.2. @aptraKoKrrHercxu cnojcrna
Ancopntluja
flo nepoparHa a[M'rHucrpaquja Ha eAr.rHeqHr{ Ao3r{ or 250 mg, 500 mg H 750 mgqznpo0norcarlr4H ra6teru, qunpo@noxcarlaHor ce aucop6upu 6pro , ariaranrruro,
|JIaBHO' BO TeHKOTO UpeBo, rocrr4rHyBairta uaxcuMaJrHa cepyMcKa KOHUeHTpaquja no
l-2 qaca.

E4auevuz Ao3Ir or 100-750 mg AoBeAyBaar ro Ao3Ho-saBr4cHa MaKcr4MilJrHa
cepyMc*a rouqeurpaquja (cmax) uouefy 0,56 v 3,7 mgrL. cepyucrara
KoHIIeHTpauraja ce 3roneMyBa rlponopuroHaJrHo co noKarryBarLe Ha.4o3ara.qo 1000
mg.
Anco"rryruara luopacnoJro)Knr{Bocr v3HecyBa npu6rzxu o 7 0 -gooh.
[o:a oA 500 ffig, rrpr4MeHera repopanHo, Ha ceKor] 12 ."aca noBeAyBa roIIoCTl4rHyBarse noBprxzHa noA KprrBara Ha cepyMcKara KoHrleHTpaqzja_apeue
(AUC) eKBr'rBaJreHTHa Ha ouaa xoja ce rocrarHyBa co r4HrpaBeHc nu 

^n6yrrju 
sa 400

mg qnuposnoKcarlr{H nprzMeHer sa 60 uunyr' HaceKov 12 qaca.

fucmpu1yquia
Bp:ynamero Ha qranporpnoKcarlr4Hor 3a nporer4H,re e cra6o (20-30%).
I]unpo$noKcarlr.rHor e [pucyreH Bo rrJra3Mara, rJraBHo, no uejouusupaua'sopua ra
r'rMa roJreM nocrojau BonyMeH Ha ruc-tppllyryuja ol 2-3 L/kg re:re.ru'r.rr,rru.
L{anpo$noKcarlr.rHor rocrr.rrHyBa Br{coxa KoHrleHTpaquja ro pa3nr4qHr.r r*r.rBa KaKo6elare '4po6ona (enarenujanHa reqHocr, aJrBeonapHr4 rraaxporparu, TKr{Bo oA6uoncuja), cr4Hycr.rre, unsnarraupaHlrre ile3Lrkr (r:evuocr o,4 6nucrep) v
yporenr.rrrrJrHlror rpaKr (ypuua, [pocrara, euAoMerp]ryrrr), r<a4e ce
KOHU E HTPAIIUJ A X OJ A J A HAAMI{HYB A IIJIA3M ATCKATA KOHIIEHTPAqUJ A.

Euompauccpopaa4uja
flpujaneuri ce Hr4cKr4 KoHrIeHTparrr{H Ha rreruprz
u4eriru$rzryBaHr,r KAKO: .{ecerr{neHqunpo tf noxcarlHH
cynfroqanpoduorcaqzu (M 2), on.oqr.rpo$ron.uqrn
$oprr,runqvnpo$lorcaqaH (M 4), Mera6onrar,,re rro
aHTVMr4KpO6na axrusuocr, Ho BO noHr430K CTerIeH orKoJIKy Otrrourl6N
I{r.nposaoKcarluHor e yMepeH uuxudurop ua cyp 450 r|2r,r3oeH3r.rMr,rre.

Enuuuructquja

I{Iznpo$noKcarlrrHor, rJraBHo, ce e*c*perr4pa HenpoMeHeT npe*y ypu*ara u
rroMan crerreH npeKy seraruure. cepyucxt,oT nony)Katsor Ha eruuuuaquja
r4HilkrBLl4yu CO HOpManHa peHanHa dryuxuzja H3HecyBa nprE6rzrxH o 4_7 \aca.

BO

Kaj

6r:: :_b
"$."o- 
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Meta6onpru (M1-M4

pesarnuor Knr4peHc e uefy 180-300 mllkglh, a BKyIIHI4OT KnHpeHc o.q oplaHI43MOr e

*"fy 480-600 ml/kg/h. I-{nnpoQnoKcaUI'IHor rloAneI(u KaKo Ha rnoMepynapHa

surrparluja, raKa ; Ha ry6ylapna cerpequja. Teurxo HapyilreHara peHanHa

$yr*Urju-AoBeAyBa Ao 3roJreMyBalbe Ha rlonyx(I4BoTor Ha qu'po(rJIoKcaIII'IHor Ao

12\aca.
HepenaluuoT Knr{peHC Ha III4IIpO$notccaqraHoT, IJIaBHO, ce AOJI}I(V HA AK'fr4BHaTa

TpaHc-trHTecTrrHaJrHa cerpeqrlja u rr,tera6oll,I3MoT. lo/, oa AO3aTa Ce eKcKpeTIIpa

rrpeKy xoJrrrHr.rTe rraTr4rrrTa. Ifunpo$iroKcaIII4HOT e IIpucyTeH BO )I(OJIqKaTa BO

BrlcoKa ronqeurPaqnj a.

II e d 4i amp uc xa no ryt n aqut a

@apnraroxllHercKl'ITe noAaTOUI'{ xaj leua ce olpaHl4rreHu'

Bo cryauja co Aeua, yTBpAeHo e AeKa cmar u AUC He 3aBI{CaT o4 nOspaCra (sa

Aerla HaA eAHotoArrr[rru 
"o=puat). 

He e ga6elexaHo 3HaqnTeJIHo [OKarIyBaH',e Ha

Cmax n AUC npu nonefreKparHo Ao3l4palbe (10 mg/kg rpl'Inarl4 4uenuo)'

Kaj 10 Aeua co rerrrKa 
".rr.u 

cmax LI3HeCyBana 6,1 mglL (oncer 4,6-8,3 mg/L) uo

eAHor{acoBHa r4HrpaBeHcKa unsy:uja Ha 10 mg/kg r<aj leua II0A eAH0IOAIIIIIHa

Bo3pacr crropeAeHo co 7,2.yL 1o".er 4,7-1i,8 mg/L) xaj AeUa rvrefy 1 ra 5-

roArrrrrHa Bo3pacT. Bpe4uocra Ha AUC 3a COOABeTHI4Te BO3paCHI4 fpylu I43HecyBa

17,4 mg*Wf 1on"e. i l',8-32,omg*6/L) u 16'5 mg*h/L (oucer 11'0 - 23'8 mg*WL)'

onue npe4HocTr.r ." "o 
or.". -".i . o6janeu 3a Bo3pacH vr TIprI TepaIIeBTCKtl Aogu' Bps

ocHoBa Ha rlolynaqprcKaTa QapnraroxnHeTcKa a:Frutv3a na ue4ujarpucKl{ [auI4eHTII

.o plrrrHu ,arrfexuuu, rpeABIrAeHI4or cpeAeH rlonyxlrBor *"j o111 
l-:HecyBa

nprLrrr,, o 4-5 qaca V 6uopacnololl.Il4Bocra Ha flepopaJlHara cycreH3l'IJa e Bo

orceror oa 50 ao 80%.

5.3. IlpegrcJruHlrrrKlr rloAaroqu : a 6 es6 eAHo cra

Ilpe4xluur.rqKr{Te noAaTorIA He noKa}I(yBaaT oflacHocT 3a lyfero, Bp3 OCHOBa Ha

c[poBeAeHI4TeKOHBeHII}I0HaJIHI{IIcIII4TyBaIsaHaToKcI{qHocTaHaeAuHeIIHaAo3a,
TOKCrrqHocTa npH [oBTOpyBaIbe Ha Ao3aTa' KapqHHOleHocTa I'1nI4 pe[poAyKTI',IBHaTa

TOKCI4IIHOCT.

Kaxo u rorleM 6poj apYru xI4HoJIoHpI,

Nunoriru upu KJIIIHI'I.IKIa peJIeBaHTH]I

S otoluytareno cral([ oroKapll]IHoreHocra

,ioronupurHoreH e(terr ua qunpo$no

xrrBorHLL Onoj eQerr e KoMrlapa6uleu

il4pa3ara.

quupo$norcaql4Hor e cpororoxcl4qeH 3a

. IloAarouure 3a

tporouyraren vrlr
eKcrIepI,IMeHTIA CO

nnxn6uropu na

Karo uno e o6janeno !I 3a Apyrrre I'IHX qznpotf toxcaur{Hor

rrpeAI{3B[IKyBa ollrTeTyBarbe Ha roJIeMI'ITe xaj ue:pe:ur )KI'{BorHI{.

'n-vit

lr o.lu
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Creneuor Ha ollrreryBarbe Ha 'pcranrnqara 3aBrckr oA BO3pacTa, Bl1r!or rr Ao3ara;
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orrrreryBalbero Moxe ra ce peAyqr{pa co HaMaJryBarne Ha ren(rlHara. tlpu
I{cllrryBalra Ha Bo3paculr xrrBorHn (cmopeq, ry.re) ue 6we orKpr1eH]r AoKil3r,r sa
Jre3rru na grono60Br4Te. rlpu zcunryBarbe Ha MJraAr.r Kyqr.rlba, qunpo(pnoKcaur,rHor
IIPEALI3BI,IKAJI TEIIIKI,I IIPOMEHI,I HA SrIIO6ONUIE [PIa TEPAIIEBTCKLI AO3LI IIO
ABOCeAMT'rqua repanrEja, Kor,r cd yrure 6une upucyrHuLruo 5 ueceqr.

6. OAPMATIEBTCKT{ nonATOrI?r

6.1. Jlucra Ha eKcrlrlrrueHclr
(Du.npr-o6.noxeHrr ra6 neru 250 mg
flveurapen cxpo6, MI4KpoKpI'IcraJrHa rleJryJro3a, fioBrr,qou, Kpoc[oBr.rAoH, cgJr]rrlr{yr\[
AI'TOKCI'rA KOJIOT,IAeH 6esno4en, TturK, MarHe3I{yM creapar, xu[poMeJroau, *ropoao,
6000, AVMerlrKoH, Tvrral Ar.roKclrA.

Ou.rrpr-o6.noxeHrr ra6neru 500 mg
fl'reuxapeu cxpo6, MllKpoKpr{crturHa ueJIyJIo3a, noBr,rAou, Kpoc[oB]rroH, cLIJIrdtrI,IyM
TI.IOKCI4A KOJIOZAEH 6CSrOgErr, TAJIK, MAIHE3I,IYM CTEAPAT, XIAIPOMEJIO3A, MAKPOTOJI6000, Trarau llroKcr{.{, Ar.rMer}rKou.

6.2 Vllarcoyrn aru 6 n.rr u o cr
He e upzueHJrrrBo.

6.3 Porc Ha ynorpe6a
4 roguuu Bo oprlrr.ruaJrrro [aryBalbe.
[a He ce yuorpe6yBa rrocJre rrcreror Ha poKor na yuorpe6a!

6.4Ha\wH Ha qyBarbe

la ce qyBa Ha reMrreparyp a go 25" C, Bo oprruru,rJrHo rraKyBarbe.
JIEKOT AA CE IIYBA HA MECTA HEAOCTAIIHI4 ii ABqAT

-6.5llpupo4a 
rr coAplr(HHa Ha [arcyBarbero

{y*ju co 10 Sr.rnna-o6roxeHr4 ra6nerz or250mg Bo 6"rrucrep raKyBar'e.
{vtu.!a co 10 svnna-o6noxeHr4 ralreruoa 500 -! ro 6macrcp rraKyBarLe.
Kyraja co 20 Qanrrr-o6noxe,r,r ra6reru oA 500 *! ,o 6nucrep raKyBarbe.

6.6 IIoce6HH MepKrr Ha rrper[a3Jrr{Bocr rrpu
rrpou3BoArr/ornaqun nrarepnj a;ru
Iloce6su MepKr.r He ce [orpeOn".

oTcTpaHyBarse

Hezcxopi.rcreHr,ror Jrer( r{JrLt orna.{Hrzre varepujuru rpe6a
corracHocr co 3aKoHcKute 5aparua.

7. HOCI4TEJI HA OAOBPEHI4ETO 3A CTABAEE H}
TIPOMET
PEfTJIEK @APM AooEJI crconje, yn: Kosne 6p. rgg, 1000 crcouje, peny6rvra
Cenepna Maxe4ouuj a

8. EPOJ HA OAOEPEHI,IETO 3A CTABABE HA JIEKOT BO IIPOMET
{y1zj1co 10 @unrrr-o6roNeuu ra6rerz oA 250 mg Bo 6rurcrep raKyBar.e;
tt-12382/2
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Kyruja co 10 Sr'rnrvr-o6lo)I(eHll ra6leru ol 500 mg Bo 6luc'rep naKyBal+'e;

rr-1238312
Kyruja co 20 @unu-o6no)I(eHl4 ra6leru oa 500 mg Bo 6nucrep rlaKyBarbe;

1 1-3816/1

HA TIPBOTo 0AOEPEHI{E 3A CTABAIbE HA JIEKOT BO

oc^nEtrHOTO OEHOBEHO OAOEPEHI',IE

HA [ocnEAHATA PEBI43IIJA HA TEKCTOT
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