
3EKIPEH I43BETXTAJ 34. OCOEVIHIATE HA JIEKOT

1. LIME HA JIEKOT
IMIPENEM/CILASTATIN HOSPIRA 500 mg/ 500 mg, rpauoK 3a pacrBop 3a r.rHQy3r.rja

2. KBAJIIITATPIBEH}IKBAHTI,ITATI4BEHCOCTAB
EgHa ar.rjana coApxr4 530 mg HMr4neHeM MoHoxuApar ra 530 mg rrr4nacrarr4H HarpHyM
(erceuna,renrHo Ha 500 mg uMr4neHeM u 500 mg rlr4nacrarnH).
Co4pNnua: 1.6 mmol (37.5 mg) uarprayrr,r/nnjana.

3a qerara Jrucra Ha noMor.rrHr.r cyncraHrrur,r Br4Aere aen 6.1.

3. OAPMATIEBTCKA OOPMA
Ilpaurorc 3a pacrBop :a r.rn$ysuja.
Bernqacr Ao Nomo-6en xrrrpocKorreH rrparxox.

4. KJII,IHIITIKII IOAATOIIU

4.1. Tepanenrcxu HHArrKauuu
IMIPE,NEM/CILASTATIN HOSPIRA E

,qeqa >l roAHHa 3a rperMaH Ha:

o Koun,rnullpaHLr uurpaa64ovHHaJrH14
o Teuxa QopHra Ha nueeirrounja,

BeHTHnarop-acouupaHa nueenaoHuj a

o 14Hrpa- H nocr-naprar.rHH r.rH$ercqrzrz

o KoMrn,q ut\L,tpaHt uH$ercqun Ha ypHHapHHor cr4creM
o Koun,ruuHpaHH raH0ercqr.tra Ha Koxara H [orKoxHoro rKHBo.

IMIPENEM/CILASTATIN HOSPIRA
HeyponeHHqHH [arlr4eHTr4 co 3toireMeHa
6axrepucra nn$exqnja.
IMIPENEM/CILASTATIN HOSPIRA
acouupaHa co vfirll flocTor{ MoxHocT Aa
r.{HAHKaUH14.

IMIPENEI\4/CILASTATIN HOSPIRA rpe6a Aa ce Kopr{cru Bo corrracHocr co o$raqnjarrHr4re
npe nop aKlI 3a paqu o H an Ha y norp e 6 a sa atru6uorrr r-ln.

4.2. [orupame r.r HaqrrH Ha ynorep6a
flpenoparcure 3a Ao3l,Ipame (e 3aBl4car oA KonuquHara Ha unnneseu/Lu.rJracrarr4H roja rpe6a
Aa ja rpHMH [arrneHTor.

rdHAr,ruupaH sa ynorpe6a raj eospacHr{ nau[reHTu H

unQercqnu

BKnyqr4TenHo HHTpaxocnuraJrHa nHeeuoHlrja Lt

Moxe Aa ce ynorpe6yua 3a rperMaH Ha

. TeJIeCHa reMnepaTypa cyc[eKTHr.r 3a rpHcycTBo Ha

ce Kopr4crr.r r,r 3a repanuja ua 6axrepueuraja xoja e

e acoqupaHa co nercoja oA nperxoAHo HaBeAeHHTe

rexHHara ua nH$ercuujara,
Ha nauheHToT t4 HefoBaTa

4{Hesnara 4o:a rpe6a Aa ce oApeAH Bo cor;racHocr co rHrror 14

H3onupaHHor uHrpercrnBeH npHLrHHHTe,.r, peHanHara Syurcunja
re;recHa re)KHHa (era4ere let 4.4 a 5. 1).

Iosupan e xai eo:pacHr.r naqueHru H aAorecueuru
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Kaj naqueHrl'Ire co HopManHa peHanHa (fynxqzja (xrupenc Ha KpearlrH uH >70 mll muull.73
m2 ) npeuopar{aHv Ao3r4 ce:
- 500 mg/500 mg na ceKor4 6 qaca unu
- 1000 mg/1000 mg Ha ceKon 8 .{aca vilyt HaceKoH 6 qaca.
flpa rperuaH Ha uusercqraa KoH ce rIpeALr3BHKaHH oA flope3ucreHrsu 6axreprau (rcarco
Pseudomonas oeruginosa) u uHory reuKu nu$ercqnu unQer<quu(Ha np. raj ueyrponeHyqHg
naqueuru) ce nperopar{yBa annnKaqraja na 1000 mg /1000 mg Ha ceKoa 6,tica..-

,{ozama mpe6a da ce nauaau oo ctyaaj ua:
. KJrr.rpeHc Ha Kpearr4uuu <70 mlluuHll.T3 m2 (uu4ere Ta6ena l) uruo reJlecHa rexl4Ha <70 kg (sa naqr.reHTuTe co reJrecHa rexlrHa <70 kg Ao3ara rpe6a aa

ce oApeAr4 crropeA cJreAHara Sopruryna:

reJrecHa rexr.rHa Ha narrHeHror (kg)xcraHAapAHara ao:a/ 70(kg)

Maxcuna*ra Ao3BoneHa AHeBHa Ao3a e ao 4000mg l40oo mg Ha AeH.

Penarno ourrervsarte
OapeaysaBe Ha peAylrllpaHa .uosa rcaj Bo3pacHH rarrueHrr4 co Hapyuena QyHrcrluja na
6y6pesure:

o rpe6a 4a ce lrsoepe BKynHara AHeBHa 4osa (na np. 2000 m!2000 mg, 3000 mg/3000
mg ilnv 4000 mg/4000 mg) ulro o6uquo e rpr.rMeHnr,rra xi.j nuqr"ru co HopManHa
peHanHa (pynxqzja

' Bo 3aBcHocr oA KpearI,IHLIHcKI,Ior KnHpeHc Ha naUpreHTor oA Ta6ena I rpe6a Aa ce
n:6epe cooABerHr.ror peAyrlupaH pexr4M Ha Ao3r,rparf,e (sa nperraero Ha ,r$yr4rp.*"
Br.rAere go HaqzFr ua annurcaquja).

Taoena l: pe4yqrapaH pexl4M Ha Ao3LIpalLe raj narlraeHrr4 co HapyreHa peHanHa QyHrc[uja H

HaMaJIl'I. flponopur'roHarHara 4osa raj oBI4e ttauueHru rpe6a Aa ce oApeAr4 crropeA cneAHara
(f opuyla: reJlecHa rexllHa Ha naqueHTor (kg) I 7O(kg) x Ao3ara nperopaqana so Ta6era l.** npu ynorpeba Ha Ao3a oa 500 mg /500 mg xaj naurerm co Kirrr4peHc Ha KparrrHHH oA 6-20
mllvnetll.73 m2 Moxe Aa ce 3roneMr4 pu3r4Kor o4 nojaaa Ha HanaAH.

Ilaqueumu co t<Jxupe*c Ha Kpeamauuu S S mt/uun/1.73 m2
Jlexor IMIPENEM/CILASTATIN HOSPIRA ne rpe6a Aa ce yrrorpe6yaa rcaj onaa rpyna Ha
naulreHrH ocBeH ro clyvaj Ha c[poBeAeHa xenroguj ailv3a Bo [epr4oA ol 4g qaca.

TeJrecHa reNusa >70 >k

Brcynua AHeBHa
AO3a 3a rrauHeHTH
co HopMaJrHa

0yuxquja ua
6y6pe:ure (mg/aeH)

K"rupenc ua xpearrrHrrH (ml/vlan/l.73 m2)
41-70 21-40 6-20
fo:a no mg (unrepBaJr Ha Ao3HpaH,e no vaconu (h)

200012000
3000/3000
4000/4000

s00/s00 (8)
s00/s00 (6)
750/750 (8)

2s0t2s0 (6)
s00/s00 (8)
s00/s00 (6)

2s0l2s0 (12)
500/500 (121**
500/500 (12;*x
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ff a q ue u m u ru a xeuo d uj &n u3 a
flpu rperrvraH Ha rIaupIeHTH co Knr4peHc Ha KpearuHr.rn ( 5 ml/rraran/l .73 m2 KoH ce Ha
lujatusa rpe6a Aa ce rIpHMeHar npenopaKure 3a Ao3r,rparLe Ha naqrreHTu co KJrr{peHc Ha
Kpearr,rHrrH or,6-20 mlluup./|.73 m2 (nu4ere Ta6ena l).

14 uultneHeM I't IrunacrarnH Moxe Aa ce oAcrpaHar oA opraHn3Mor co xeuo4ujalusa.
flaqueHror rpe6a La ro rrpuMr.r JreKor IMIPENEMlClleSfafm HOSPIRA no
xeuoAujaln3ara Bo I4HTepBanH or, 12 qaca no xpajor na xerrao4r.rj aillg3ara. 3a rpen,1e ua
TperMaHor rlaUueHTI'ITe ua lujatuza, noce6so oHHe co rzcroplrja Ha o[TeryBa*e Ha
qeHTpanHI'Ior HepBeH cI'IcreM rpe6a BHI4MareJIHo Aa ce cneAar. Kaj naqraenrr4 KoH ce Ha
xevrosujarusa ynorpe6ara Ha IMIPENEM/CILASTATIN HOSPIRA ce rperopaqyBa caMo
aKo Koplrcra ro HaAMrrHyBa [oreHqujalunor pr.r3r.rK o4 nojana Ha HanaAu (su.(sre rct 4.4).

Heua AocranHI'I noAarouu sa yuorpe6a Ha JreKor rcaj naqrzeHTu Kor4 ce Ha rrepgToHeanHa
gwjamza.

He e norpe6uo npunaroAyBarbe Ha Ao3ara xaj naqnenrrdre co xenaraJrHo or.xreryBarbe
(nu4ere pn 5.2).

flocrapu [aqueHTH
He e norpe6uo npn,rafoAyBaFbe Ha 4oaara rcaj
peHanHa $ynxquja (nrz4ere ae,r 5.2).

llegr.rj arplrcxrr rarIHeHTu
Iredu-iamoucrcu nauueumu 2I zoduua: rpenopaqaHa Ao3a e l5l15 um25125
6 .{aca.

flpu rpern,taH Ha nH0exquu KoH ce rpeAH3Br.rKaHH oA rrope3ucreHTHn
Pseudomonas aeruginosa) u uHory remKu uHsexqrza nn$exqnu(Ha np. raj
naqueHrn) ce npenopar{yBa annr4Karrnja rua25 mg 125 mg Ha ceKoH 6 qaca..

Iredujampucrcu nauueumu <l zoduuo: HeMa AoBoJrHo KjrHHr{qKu rroAarour,r
rrpr.rMeHa Ha JreKor xaj 4eqa no4 I ro4uHa.

rrocTapH rrauHeHTH KOH Ce CO HOpManHa

mg/kg, Ha ceKorl

6axrepuu (raxo
HeyTponeH14qHH

3a npenopaKa 3a

Ired4iampucxu nauueumu co peuanuo owmemyeatue: HeMa AoBonHo KJIHHT4TTKH [oAarorrg 3a
[penopaKa 3a rlp[IMeHa Ha neKor xaj leqa co peHanHo or.xreryBarbe (cepyucxu rcpataaun> Z
mg/dl)(ausere aen 4.4).

Haqnu ua an.nurcaqlrja
flpeA anluxaquja, rleror IMIPENEIvI/CILASTATIN HOSPIRA .rpe6a 

Aa ce peKoH c-tvryvpa
H roroa Aa ce piBpe4u (nn4ere get 6.2, 6.3 u 6.6).,[osara < 500 mg /500 mg rpe6a aa ce
ailnnqupa rpeKy I4HrpaBeHcKa uu$ysraja Bo reK sa 20-30 Mr4Hyrr.r ,{osa'ra > 500 mg /500 mg
rpe6a Aa ce arnuqupa rpeKy I4HrpaBeHcKa uHsysuja Bo reK na 40-60 MHHyrH. .{orcorry :i
BpeMe ua raHtpysnjara raj nauueHror ce jaan Hay3ea, uH$yrujara Moxe Aa ceycnopu.

4.3.
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XnnepceHsl4TllBHocr Ha aKTuBHI4Te cyncraH \klt vnv na nercoj oA eKcuI4rrHeHcHTe
HaBeAeHr4 so .qer 6.l.
XunepceH:HTHBHocr ua 6u,'ro rcoj apyr asruluoruK oA r-pynara H xap6aneueuu
flojaea Ha rerrrKr.r peaKurru Ha rrpeocerJrr.rBocr (na np. auaSnlaxruuua peaxquja,
TeIxKa KoxHa pearcq[ja) IIo annl4Kalluja ua Apyru 6eralaxraucxu autu6uoruqu (na
np. qe$anocnopHHH rzJrr4 neHrarlwnuruu).

4.4. Mepxu Ha nperna3JrrrBocr u noce6uu rpeAyrpeAyBarba
Onrumo
llpu ns6opor Ha t{Ml4neHeu/qulacrarhH 3a rperMaH ua uexoj [aqueHT rpe6a Aa ce 3eMar Bo
rIpeABI'lA HeKonKy $artopra KaKo: TexuHara Ha aurfercqujara, npeBaJreHuara Ha pesucreuquja
KoH ApyrH cooABerHH aHTHMI'IKpo6uu cpe4crBa H pu3r4Kor o4 nojaaa Ha xap6aneHeM-
pe3r,rcTeHTHLr COeBH.

Xunepceusumueuocm
flprajaaenu ce cepI4o3HH H Bo HeKoH cttyqan a SaralHn peaKur.iu Ha npeocerJrgBocr
(ana$ranarcca) r<aj [aL(I4eHTH xou 6u,re ,a repunrja co 6era-JraKTaMcKl.r aaru1uotutfu.
Pugurcor ol nojana Ha oBI,Ie peKallilu e [oBr4coK xaj naqueHTn co r,rcrop u1a aa [peocernyBocr
roH nose(e anepreHl'I. flp"a noqeroK Ha rperMaHor co r4Mr,rfleHerr,t/uranacrarr,rH rpe6a 4a ce
3eMe AeranHa aHaMHe3a 3a nperxoAHa nojana Ha peaKUl4ra Ha [peocernr{Bocr KoH:
xap6aneuenu, rreHur-[rrJruHu, ueQanocnopvrla, Apyru 6era-laxrauu Lr Apyru anepreHH
(su4ere Aen 4.3). Bo cnyuaj Ha nojaaa Ha aneprr.rcKa pearcquja, 

'ip.rruro, 
co

IMIPENEN4/CILASTATIN HOSPIRA rpe6a BeAHau Aa ce np"*rr.. [Ipu nojana ua
ceplro3Ha aHasu.narcTHrrHa pearcquja norpeoua e HTHa MeAI{UIdHCKa nOMOtx.

Xenap
3a BpeMe Ha rperMaHor co uttrrneuena/uunacrarlrH xenarzrJrHara Synrqzja rpe6a
BHI'IMareJIHo Aa ce ciIeAlI 3apaAu prr3trKor og nojana Ha xenaroroKcnr{Hocr (sroletreua
BpeAHocr Ha rpaHcaMuHa3llre, xenaraJrHa rancytbuuuenquja u tfynnruHaHTeH xerraruruc).
Ynorpe6a Kaj naIrIdeHTI't co xenaraJrHo orxreryBalLe: xaj naqueurure co rperxoAHo
rlocroeqKa xenaraJlHa 6olecr 3a BpeMe Ha rperMaHor rpe6a Aa ce MoHtrropupaar 3a 3Harrg Ha
xenaraJlHaH ToKcl{qHocr. He e norpe6Ho npunaroAyBarbe Ha Ao3ara rcaj oarae naugeHTh
(eu4ere geil 4.2).

a

a

Xe.uamo.noeu-ia

3a epeve Ha rperMaHor co IMIPENEM/CILASTATIN HosplRA Moxe
N03HTHBCH PC3YNTAT HA AI4PCKTH]aOT I4TIL| HHAI4PCKTHIAOT COOMbS-OB TECT.

4a ce jaau

A u mu6 axm epuc xu c n e rcmap
flpe4 no'reroK Ha 6uro xarea eMnllpucxa repanuja, noce6uo Bo xr.rBoro-3arpo3yBaqKg
cI4TyaI\Lrv. 3apa4r olpaHl4qeHara ocerJrr4Bocr KoH unauneseu/qr4nacrargH Ha oApeAeHr4
naroreHla acollhpaHH Ha np. co 6axrepucxl,t ttuSex\Ltv Ha Koxara v MeKr,rre rKHBa rpe6a ga
ce rrpeBeMaT MepKH Ha rrpeTrra3JrLrBocT.
Huuneseu/IruJlacrarl'IH He ce [pelopar{yBa 3a rperMaH na onoj Tr,rrr Ha uH$exquu, ocBeH Bo
cnyqal4 Kora ocerJII'lBOCTa Ha IA3OnI,rpaHHor npr,rqr,rHr,rreJr e rrorBpAeHa AilLt nocror4 Br4coKa
MOXHOCT CyCneKTHHOT naroleH [pHtrHHr4Ten Aa e ceH3HTr,rBeH Ha rperMaHor. IIpn AoKaxaHo
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I4IIPI CYC'EKTHO YqECTBO HA MRSA BO COOABETHATA ]/,HAUKAIJU:a CE
KOHKOMHTAHTHA YIOTPE6A gA COOABETEH AHTI4- MRSA AHTI,IMHKPO6CH AiEgC.flpa gorcaxaHo Ltlru cycrreKTHo yqecrBo wa pseudomonas aeruginosa so
uH4UXaqUja ce npenopaqyBa KOHKOMHTaHTHa yno.rpe6a Ha aMHHOrnHKo3r,rAr,r
4.1).

flperopaqyBa

cooABeTHaTa
(augere 4el

?Iumep aKquu c o e annp o uvu a rcuc e nuu q
He ce npenopaqyBa KoHKoMtrraHTHa vnorpe6a Ha r4Mr.rneHeu/qznacrarvtH L4 Ban[pogr]Ha
KHCCJIV HA.

Clostridium difficile
flpra ynorpe6a ua uuuneueu/ql'IJlacraruH v peqvcv cHTe Apyrr.r aHra6axrepprcKg JreKoBp
npujauena e nojana aa a*ruluorcKu-acoqupaH Konurvc v [ceBAoMeM6paHo:eH KoJrr,rrgc.
Klusuqrca'ra cJIHKa Moxe Aa Bapl4pa oa 

"ru6a 
Ao xr4Boro-3arpo3yBa.rrca. Osaa 4ujalro:a

Mopa Aa ce 3eMe Bo TIpeABHA xaj naqueHrnre xaj Kou 3a BpeMe Ha vru rro rperMaHor co
nnauneHeu/qunacrarl'IH ce jaerara aujapea (nr,r4e'r aer 4.8). BL saxoe cnyvaj ce rperopaqyBa
[peKHH Ha rperMaHor co l'tltuneueu/qunacrarr.rH r,r [pr,rMeHa na cnequsrrra i"pun uja ua
Clostridium dfficile.

Meuuuzumuc
IMIPENEIWCILASTATIN HOSPIRA ue ce npenopaqyBa 3a rperMaH Ha MeHr4Hrr.rrr4c.

PeHa,ryuu orumemyeatua
Huuneueul\utacraruH ce aKyMyJMpa rcaj naqraeHTr.r co peAyur,rpaHa peHanHa SyHxqnja.HecaxaHprre peaKrIHH no I-{HC Moxe Aa ce nojanar u*o ,qoruru He e [punaroAeHa Ha
peHanHara tfynxurja (euaere rct 4.2) H noAHacJrouor I-{enrpaneH HepBeH cr.rcreM eo onoj
Aen.

Ueumpaneu uepeeu cucmeu
llprajanenn ce HapyuyBama Ha IreHrpanHllor HepBeH clrcreM KaKo Mr.roKJroHyc, rcon$yarEja
vnv Har.al.vt, oco6euo rIpH HaAMHHyBarLe Ha Ao3rzre oApeAeHH Bo 3aBr.rcHocr oA peHanHara
0ynxqlIja I'I TeJlecHara rexuHa Ha nauueHTor. oslte HecaKaHr4 .uejcrna ,ajrecro ce
npujauenu xaj naqneurl'I co HapyulyBarba Ha I{HC (rarco orureryBarLe Ha Mo3oKor pttv
ucropuja Ha HarraAr.r) vtluru HapyueHa peHanHa $ynxqprja raj xou Moxe aa lojae aoaryuynaquja Ha JIeKor. Ce npenopaqyBa crporo rrpuApxyBarbe Ao npenopaKgTe 3a
Ao3l4parbe, noce6uo xaj oene rpyltt Ha rlaulteHru (au4ere rcn 4.2). Kaj naurzenryre co
rlocroeqKh HapyuIyBarLa acouHpaHu co nojana Ha KoHByttzuu tpe6a Aa ce npoAonxr.r Ao
aHTr.rKoHByn3ri BHara repanuj a.
Kaj aeua co [pI4cyrHI'I uo3Haru $axropu Ha pr.r3r.rx o4 nojana Ha HalaALr upt Kovt ce Ha
KoHKoMHTaHTHa repafluja co neKoBlI KoLI to HaManyBar nparor:a nojaaa Ha Ha[aAr,r rpe6a aa
ce o6pne noceOuo BHHMaHIze 3a nplrcycrBo Ha HeBpoJrorrrKn cHMnroMH HnH KoHByn3uH.
llpra nojaaa ua $oxaleu rpeMop, MLIoKnoHyc HnH KoHByn3vu Ha narrueHTor rpe6a Aa My ce
HarIpaBI4 HeBponoIUKa eBanyaquja u Aa npI,IMeHI4 aHTHKoHByn3r.rBHa repanrzja (aorconrcy
rlaul4eHTor He ynorpe6yaa aHTl4Konrylsrzn). .(oxonry HeBponourKr4Te c14MrrroMH
nep3llcrr4paar Ao3ara oa IMIPENEI\{/CILASTATIN HOSPIRA 'rpe6a Aa ce HaMarv nltkt
TepTMaHOT Aa Ce npeKr,rHe.

flaqueurnre co KnrpeHc Ha KpearLIHr4H < 5 ml/unnll.73 m2 ne rep6a Aa ro ynorpe6yraar
rleKor IMIPENEI\4/CILASTATIN HOSPIRA ocBeH ao cnyvaj .qu no"ru, co xevroaprj ailA3a
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Bo nepuoA oA 48 qaca' Kaj raqueHrtl Kor4 ce Ha xeuo4ujaruea ynorpe6ara Ha
IMIPENEM/CILASTATIN HOSPIRA ce nperopaqyBa caMo aKo Kopncra ro HaAMHHyBa
noreHqujarHr4or pH3r4K oa nojana Ha HarraAr4 (sra.qe.re len 4.2)

IT e du-i a mp u cxa n o ny.n a uuj g
Klusuqxltre noAarollu He ce.(oBonHH 3a rrpe[opaKa sa ynorpe6a saVlptvneHeu/quracrarrdH
rcaj 4eqa Ha Bo3pacr noA I roAHHa ,nu ne4zJarpucKr,r [allueHTr4 co HapyrreHa peHaJrHa
Synrcuuja. (cepyrrl Kpearr4Hr.rH >Zmgldl). BuAere ncro H no4l_{eHrpaneH HepeeH cr4creM.
Imipenem/Cilastatin Hospira 500mg/500mg coApxr4 37.5 mg HarplryM (1,6 mmol ), roj rpe6a
la6ule 3eMeH Bo rtpeABI'IA rcaj naqneurl4 Kor4 ce Ha pexuM Ha KoHTponvpala HarphyMoBa
AHeTa.

+5. Llnreparcquu co Apyru Jre*oBrr rrJr, Apyrr.r eopnu Ha nHTeparcqnja
llpzjaeeHa e nojaea Ha reHepanv3vpal:a ronaynsur.r-xaj naqrerru Kor{ 6r,rne ua repanzja co
raHuHKnoBI'Ip H nuuneseu/ul,IJlacrarl4H. Onue JreKoBu ne rpe6a .qa ce yloipe6yeaar
I'{croBpeMeHo ocBeH Bo cnyqau Kota Kopr4cra to HaAMLTHyBa uoreHqujalHr,ror pr,r3HK oA
rcou 6zuupauara repauuj a.
fIpH rco-a4Ml4Hlzcrpauuja ua Bannpour{Ha KuceJrr.rHa u rcap6aneueN,rr4 sa6erexaH e rraA Ha
HHBoro Ha BannpoHqHa KI{ceJ'lHua roj Moxe Aa e v rtoA Tepa[eBTcKHor oncet. Hanaa,qeHara
KoHueHTpaIIuia ua Banlpout{Ha KITceJILHa Moxe Aa AoBeAe Ao HecooABerHa KoHTpona Ha
HanaAHTe; 3apa4u Toa, He ce [peflopar{yBa [cToBpeMeHa yno'rpe6a Ha BanflpouqHa xuce,rnsa./
HarpldyM Bannpoar I4 I4MHrleHerta-rpe6a Aa ce piEMI,IcnH 3a npprMeHa Ha arrepHargBHa
as'ru6 uorcrc a v rvt aHTr,r KoHByJr3 r.{BHa repanraj a (n rage.re p t 4.4).

llepoparnn aHTnKoaryJraHTHr,r JreKoBrr
HcronpeueHara ynorpe6a ua at:nuluoruqr.r ra eap$apuH Moxe Aa ro rroreHr-lypa aHTL4-
KoalynaHTHraor e$exr Ha aap$apuH. flpujaaeHl4 ce roJreM 6poj na cilyqau Ha 3roJ,reMeH aHTr4-
KoaryJraHTeH etfercr Ha flepopanHure aHTr4KoaryJraHcu, BKnyr{HTerHo aap$apnH, Kaj
nauHeHTH KOI'I K0HKOMI{TaHTH0 6ule ua repanaja co anru6uorrrrlu. Pusurcor oA oBaa
ranrepaxqraja Bap4pa Bo 3aBltcHocr oA rlocroeqKara un(pexquja, Bo3pacra H oflrr]Trror craryc
Ha nauueHTor H 3apaAH Toa re[IKo e Aa ce npoueHrn ynorara na auru6sorr4Kor Bo flopacror
ua INR' 3a nperr,te Ha H KparKo no Ko-aAMuHr4crparrujata aa arululuorur.lr4 14 rrepopanHg
aHrr,{KoarynaHcu ce nperopaqyBa qecro Aa ce npoBepyna INR.
Hcroapeueuara ynorpe6a Ha uvruneseu/qunacraruH u npo6eHrzqu4 pe3ynrgparxe co
MHHI4MaJIeH rlopacr Ha [Jla3MarcKara KoHueHTpa\uja u [Jra3MarcKr,ror nony-xyBor Ha
HMuneHeM. llpu Ko-aAMHHI'Icrpaqraja Ha uuuneueu/rrunacrarr.H u npo6eHuqug 6erue
perlrcrpupaH naA Ha aKTIdBHI'lor (ueuera6olusupaH) uuuneueu Bo ypr.rHara ao orony 600Z
oA BHeceHara Ao3a. I4cronpeueHara anJluKaur,tja AoBeAe Ao ABojHo noBgcoKo rrJra3MarcKo
HI4Bo Ii [onyxl'IBor Ha eJIHMHHat\uja Ha l-lunacrarl4H Ho ue e,rujaeure Bp3 peHanHara
elulr nuaqaj a Ha rlr,rJracrarr4H.

4.6. Yuorpe6a 3a BpeMe na 6peuenocr n larcraquja
EpeueHocr
Heua cooABerHH noAarot-lu oA KoHTponHpaHH KJrr,rHHrrKr4 crypu?t co ynorpe6a Ha
uunneHeu/uunacraruH xaj 6perr,renu xeHrz.
flogaroqure oA cryAHI4 crpoBeAenrz xaj 6peueHu rrrajvryHu yKaxyBaar Ha penporyKTqBHa
ToKcHr{HOcr (nu4ere aen 5.3). He e nosHar noreHqujaJrHaor pr.r3r4K :a ayie.
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IMIPENEI\4/CILASTATIN HOSPIRA Moxe Aa ce yrorpe6yBa 3a BpeMe Ha 6peMeHocr caMo
AoKOnKy KopHcra sa uajxa'ra ro HaAMHHyna norenqujaJrHr.ror pH3HK 3a IJTOAOT.

Ioerre
I4pluleuena H LU4JIacrarHH Bo MaJra KoJrHqHHa ce r,r3naqyBaar no ruajuuuoro ulexo. flo
[epopanHa an,rurcaqnja Ha JIeKor perucrphpaHa e Maira pecopnuuja Ha aKTT4BHHTe
cyncraHul4l'I. Mala e repojaruocra AoeHr{ero La 6ule rz3JroxeHo na curuuSHKaHTHa
KorI4tII'IHa oA neKor. ,(oxolxy nocrol4 crpora uruguxaguja 3a rrpuMeHa Ha JreKor, rpe6a 4a ce
IIpoueHH KOpl,ICTa OA AOerLerO Ha HOBOpOAeHOTO HaC[pOTH MOXHpTOT pH3r.rK 3a AoeHqero.

(Depru.nurer
HEUA AOBONHO NOAATOIII4 3a noreHqnJaluuor etlexr Ha IMIPENEM/CILASTATIN
HOSPIRA Bp3 nnoAHocra raj MaxH H xeHr4.

4.7 B.irujaHue np: cnoco6Hocra 3a Bo3erbe rrJru paKyBarbe co MarrrsHrr
He ce I'I3BeAeHI,I crylluu 3a npoueHKa Ha e$exror Bp3 cuoco6nocra 3a Bo3erLe vlrytpaKyBa6e
co Ma[II'IHI4. Oaoj JIeK Moxe Aa npeAI,I3BuKa HecaKaun e$ercru (xalyquHaqur4, BprorJraBr4r.Ia,
coMHoJIeHTHocr 14 nepruro) KoH Moxe 4a erujaar nps cnoco6Hocra Ha [aUr4eHTor Aa Bo3H H
y[paByBa co Marrrr4H[r.

4.8 Hecarauu gejcrna
3a BpeMe Ha KJILIHI,IT{KLIre cryllriu co BKnyqeHr, 1723 naur4eHTu Kor4 rrprrMirne
uuunenelt/qllJlacrarllH uajuecro npujaaeuu cr4creMcKtr HecaKaHH gejcroa 3a KoH nocro2
MoxHocr Aa ce acouvpaHr co rperMaHo.r 6nle: Hay3ea (2.0%), lujapea (l.g%), noapa(ane
(1.5%), ucun (0.9o/o), 'rpecxa (0.5%), xunoreusuja (o.4oh), Hanarl (0.4%)(augere tet 4.4),
BprornaBl'rua (0.3%o), npypuryc (0.3%), yp'rr.rxapraja (0.2%), coMHorreHrHocr (O.Z%).
Hajuecro npr'rjaaeHu rIoKarIHIz HecaKaHr4 eSexrlr 6ea (fle6rarrac/rpotr6o$ne6uruc (3.1%i),
6orra Ha Mecroro ua uujerrupa*e (0.7Yo), epzrevr Ha Mecroro na ranjrerupa*e (0.4oh) u
r'tu4ypaqraja Ha BeHHTe (0.2%). gecro e npujaneno ra 3r'oireMyBalLe Ha cepyMcKgre
rpaHcaM H Hrr3r, H air KaJrua.ra $ocQa.rasa.
3a apeue Ha KJIHHuT{KI4Te cryAI,I}r H no nyurarlero Ha JreKor Bo pnoMer 6ea nprajaeenH
cneAHr,rre HecaKaHr4 lej c'rna.
CreAHaea Kareroppl3aqraja e ucKopr4creHa aa rrtacusrzxaur.rja Ha qecrorara Ha cHMnroMHTe:
MHory qecrlt (> l/10); qecrl4 (> l/100, < l/10); noManKy qecrr.r (norraanrcy aoo6r,rvaeuu) (>
l/1000, < l/100); perKu (> 1/ 10 000, < 1/ 100) H MHory perKr4 ( < l/ l0 000) 14 Hero3Hara
SpexneHrruja Ha jaaynarre (ne Moxe Aa ce oApeALr oA Aocrarruure nogaroqu).
HecaxaHure 4ejc'rea ce [percraBeHr.r cnopeA onafarre Ha Hr,rBHr4or HHTeH3r,rrer.

llsdercuuu u undecrauuu :

Perrco: nceBAoMeM6pauo:eu KoJrlrrr,rc, rcau4ugujasa
MHory perKo : racrpoeHTepr.{Tr.rc.

floDeureryearf,a Ha Kpera r.r flnMdHnor cucrel,r
t{ecrpr: eo:ranolprznuja
flolranxy qecrl4: naHqnronenuja, ueyrponeHnja, leyxoneuuja, rpovr6oqnroneuuja,
rpou6oqurosa.
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Perxo : arpaHynoqr,rro3a
Muory perKo: xeMornTr,rqra auelruja, cynpecuja Ha KocKeHara cprIeB[rHa.

rlopeIvrerysama so uMyHr.ror cucrerr
Pe'rrco : ana$ruarrnr{Hu peaKrIHH.

Ilcllxll iarpucxu HaDyurysara
llouarxy qecro: rrcr4xr4r{KH HapymyBarsa BKJryqHTenHo xanyrluHa\r4u r.r roH$yruja.

[operuerysara Ha HepnHuor cucre*l
flouanxy qecro : KoHByn3Lrh, M r,ro KJroHyc, BprorJraBurla, coMHoJreHTHocr.
Perxo : enqe$arou aruja, napecresr.rj a, Qoraleu rpeMop, H3MeHer BKyc.
MHory perKo: BnorxyBaFLe Ha nujacrennja rparnc, rlaao6olxa

Hapyuvnarsa na vsoro r.r fla6upuHror
Perxo: ry6u'ror Ha cnyxor
Mnory perxo : Beprlrro, Tr,rHrrryc.

[openrervsarba Ha cpuero
Mnory p erKo : rluj auosa, raxr,map.uraj a, [aJr nrrrarlrr n.

Bacry.naDnu napyurynarsa
9ec'ro : rpou6otf ne 6uruc.
llonanrcy qecro : xunoreHsnj a

Mnory perKo: TorrJrorHlr 6panonu.

Pecnllparopnu" ropaxanHu u NreAniacrlrnarnu napyurysarca
Mnory perKo : AHcnHea, xHrrepBeHT waryuja, 6olxa no $apuurcor.

facrpounrecrunarnu nopenaervnarsa
9ecru : aujapea, noopaftame, Hay3ea.

3a6e,'lexaHo e AeKa raAerLe uluttu nonpafame acoqlrpaHr4 co ynorpe6ara Ha JreKor nor{ecro
ce jaeyaaa'r Kaj rpaHynoqurorreHlrqHu rraupreHTn Kot4 rrpr,rMaar uunneseu/urrnacraruH
cnopeAeHo co HerpaHyJrorluTorreHr,rrrHu nauHeHTu.

Perxo: o6oeuocr Ha sa6ure ulutrujarurcor.
MHory perKo : xeMoparuqeH KoJrHTrzc, a64ounHa.uua 6olxa, xparaBr,rqa, urocr,rrr.{c
xraneprpo$ uja ua [art [rJrHTe ua j asuxo'r, xunepcanuaaqraj a.

Xenaro6ufl ll iaDHH noDenrervsaba
Pemo : xerraraJr Ha rancytp raqueu quj a, xenarnTrrc
MHory perKo : rpynrra unanreH xerrarr4Tr,rc.

floperrrervnarra na xoxa II norrcoxHo rxlIso
t{ecro: racun (ua np. erueHTeua'roseu)
flor'aanxy qecro : yprrarapr,rja, npypr4Tyc
Perxo: ToKcr4qHa errHAepManHa HeKponr43a, aHrnoeAeM, Stevens-Johnson-os cHHApoM,
erythema multiforme, ercSoluj aruBeH AepMarr,rrr4c.
MHory perKo: xr4rrepxr,rApo3a, npMeHer u3rneA Ha Koxara.
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Hapyruynaba Ha MycKyJrnre n cBp3Horo rKrrBo
MHory perKo: nonnaprpzrnrnja, 6olxa Bo ropaKanHlror Aen o.u p6eror.

Peuarsu u yprrHapHr.r HapyuryBaba
Pe'rxo: aKyrHa peHanHa rancyr[raqueuquja, orurypuja/auypuja, nonuypuja, AucKonopaquja Ha

ypr4Hara (6e:6onno HecaKaHo 4ejc'rno Koe He rpe6a Aa ce roMeua co xerraarypr,rja).Teruro e

Aa ce nporleHr4 Kay3anHa noBp3aHocT co TpeTMaHoT co r,rrvruneueu/qlrJracTaTr,rH 6urcjku
npeAncnoHnpaqKure $axropra 3a npepeHarHa rroreMuja utu HapyueHa peHanHa rpyHrcrrnja

o6uquo ce [pr4cyrHu Ha [oqeroK oA TperMaHor

Hapyruynarba Ha perpoAynTrrBHr.ror urcreM u gojrcara
Muory perKo: rpypr4ryc Ha BynBa.

Ouurru HapyuryBarba rr [opeMeryBaba Ha Mecroro na anlnrcaquja
flouarry qecro: TpecKa, JroKaJrHa 6olxa ra vrHgypaqprja Ha Mecroro Ha unjexruparre, epHTeM

Ha Mecroro na nnjexruparbe.
Mnory perKo: HeJraroAHocr Bo rpaAHTe, acreHuja, cra6ocr.

Jla6aparoplrcKH aHaJr rr3rr
r{ecro: 3roJreMeHH cepyMcKlr rpaHcaMr,rHa3r,r, 3roJreMeHa cepyMcKa aJrKaJrHa Soctfarasa.
lloua"nrcy qecro: [o3r4THBeH Coombs-os recr, nponoHrr,rpaHo nporpou6uucro BpeMe,

HaManeH xeuouo6nH, 3roJreMeH cepyMcKu 6utmpy6lrH, 3aroJreMeH cepyMcKr4 KpearuHHH,

nopacT Ha ypeaTa Bo KpBTa

flegHj arpucKa rrorryrrauuj a
fleAu-iarpucru nauneHru (23 ueceuu)
HecaxaHure 4ejcrsa npnjaneHra 3a BpeMe Ha cryAur4Te co BKnyqeHH 178 nearzjarphcKr.r

narlueHru Ha Bo3pacr (>3 rraecequ) cooABercrByBaa co HecaKaHhre 4ejcrea Ha JreKor
perucrpHpaHra rcaj Bo3pacHH [arrHeHTH.

Ilpuj anyna rLe Ha cycrreKTH r.rre HecaKaH r Aej crsa
flpr.rjaeyramero Ha HecaKaHr.rre 4ejcraa perr,rcrpr.rpaHlr rto [yurarbe Ha JreKor Bo rrpoMer e oA

roJreMa BaxHocr. Ha onoj Haqr4H ce o6es6eAyBa KoHTlrHyHpaHo cneAerLe Ha Kopncra
Hac[porr,r pr43r4Kor o4 ynorpe6ara Ha JreKor. MeAurruscKr4or nepcouan rpe6a la ro nprajanrz

ceKoe coMHureJIHo HecaKaHo .uejc'rno Bo Harrr4oHaJrHr,ror ueHTap sa tfaprraarcoBrirr4naHr{a

4.9 Ilpeaosupame
Cr,runr:ounre Ha npeAo3upa$e co r,rMuneuerrr/qnnacrarr4H cooABercrByBaar co npoifuror Ha

HecaKaHH erfercrr,r Ha JreKor H Moxe Aa BKnyqyBaar: KoHBynsau, roH$yslrja, rpeuop, Hay3ea,

nonpakarre, xunoreHsuja, 6pa4nxapAraja. Heua Aocra[HH cnequQuuHH [oAaroqr4 3a rperMaH
Ha rrpeAo3r.rparLe co IMIPENEIWCILASTATIN HOSPIRA. I,Irr,rraneuen/unracraruH Moxe Aa
ce peAyrrnpa co xeMoAujalusa. He e no3Hara e$uxacHocra Ha oBaa nocranKa Bo cnyuaj na
npeAo3r{paBe co JreKoT.

5.

5.1

@apmaxo,rorrrKH rroAarorlH
@apnraxo4H HaMcKH KapaKTepucrur(u
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(Dapuaxorepa[eBTcKa rpy[a: asru5uolt]tlr, 3a cr.rcreMcKa ynorpe6a, xap6aneueun, ATC:
JO I DH5I

Mexauusan na dejcmeo: IMIPENEIWCILASTATIN HOSPIRA ce cocron oA ABe aKrr4BHH

cy[cTaHulru: I,rMr,rrreHeM u ur4nacTaTuH HaTp]ryM Bo TexHHcKu cooAuoc I :1 .

I4vruneseu, no3Har raxo N-$opMr4Mr4AorrJr-THeHaMHur{H e ceMr,r-cr,rHTercKr4 Aepr,rBar Ha

TI,IeHaMLIIII4H, aKruBHa cocrojKa npor43BeAeHa o4 (praraMeHro3Hara 6axrepnja Streptomyces
cattleyo.
l4nuneneu ce Bp3yBa 3a rreHlrrlunlrH Bp3yBar{Kr.rre nporer4Hn Bo KJreroqHuor sr,rA Ha fparr.l* ra

fpan- 6arcrepuu turo pe3ynrr4pa co 6arrepnqr,r4eu etfexr rpeKy raHx6r.rqujara Ha cr.rHre3ara
HA KJIETOqHHOT SHA.

I-\uracraruH Harpr4yM e KoMrrerlrruBeH, peaepsu6ureH u cneqn$uueu uuxu6urop Ha

AexI4Apo[erITHAa3a I (peHanen eH3HM xoj ro Nrera6onushpa H uHaKTvtBVpa ltvuneuerr.r).
I-[u,racraruH HeMa auru6amepucKa aKTHBHocr H He rrujae rp: auru6aKTepracKara aKrr4BHocr
HA HMHNEHEM.

@opuarco xuu e muraxu/& apuaxo duuataucxu o d uo c
Kaxo r,t co ocraHaru're 6era-laKraMcKu as'ru6uoruupl, yrBpAeHo e AeKa r.rMr4[eHeM e

uajetfuraceH Bo BpeMero rro HaAMr,rHyBarbe Ha Mr.rHHMaJrHara wuxwluropHa rcosueurpaqnja
(T>MrK)

Mexauus uu u a p e suc m e uuuj a
Pesuc'renquja Ha lrMr4rreHeM Moxe .qa ce jaeu 3apa1r4:

o Haualena nepuea6ulHoc'r Ha HaABopeurHara ueu6paua Kaj I-parr,t- 6axrepuu
(uauareHa npoayxqraja ua uoprlnn)

o OArcrpaHyBarLe og 6ax'repucKara KnerKa co noMorx na etfnyrccnr4 nyM[r.r
o HauaneH a$uHuret na PBPs KoH r4MH[eHeM
o Huuneseu e cra6uJleH Ha xl,IAponr4Tr4rrKoro 4ejcmo Ha nogekero 6era-laxraM€Bu,

BKnyqI,ITenHo Ha neHuutz.rrasvre u qeSarocnopaHa3r4Te xou tra rrpou3BeAyBaar fpau*
pt fparra- 6arcrepuu. Ocerrtue e caMo Ha penarr4BHo perKr,rre xap6aneueu
xllAponu3lrpaqKr4 6e'ra-raxranaagn (xap6anenerraaeu). Cnequecure KoH ce
pe3LIcreHTHLI Ha Apyrure xap6aneHeMu o6u.{Ho ce pe3r,rcreHTHlr Lr Ha vMrfieseu. He e
penrcrprrpaua nojaea Ha BKpcreHa pe3ucreHquja norvrefy uunneueM u cneAHr4Te

KJIacu sa aHrn6uorl4ur,I: Kr4HoJroHu, aMHHorJrlrKogur1t4, MaKponuAr,r H TerpeuuKtru:avt.

fpaHuquu epeduocmu
I-paHn.run BpeAHocrr,r ga MIK (EUCAST) Ha r.{M}rreHeM cnopeA KoH ce pa3nnKyBaar
ocerrrr,rBlrre (S) oa pe3r4creHrHrEre (R) 6arcrepuu ce (v 1, 12010-04-27):

o Enterobacteriaceael: S <2 mglL,R>Smg/L
o Pseudomonas spp2: S <4 mg/L, R>8mg/L
o Acinetobacter spp.: S <2mglL,R>8mg/L
. Staphylococcus spp.3; ce oApeAyBa cnopeA ocerJrnBocra xou qe$oKcr4rr.rH.

o Enterococcus spp..' S <4 mglL, R>8mg/L
o Streptococcus A, B, C, G ocernfisocra Ha 6era xeuorHTHr{Hr4Te crpenroKoKn oA

rpynnre A, B, C, G xos 6e'ra-lax'raucru aHrra6uoruqu ce oApeAyBa cropeA
ooeTJII,IBOCTa KOH IeHpIIIUIJII,IH.

c Streptococcus pneumoniaea.: S <2 mglL, R>2mgll-
o Oc'rauarlr crepnroKoxu4..' S <2 mg/L, R>2mg/L
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o Haemophilus influenzee4.: S <2 m{L,R>2mg/L
o Moraxella catarrhal,'sl... S <2 mglL,R>2mgli
o Neisseria gonorrhoeae.; HeMa AoBonHo floAarorrr4 AeKa lrMlrneHeM e cooABereH 3aTperMaH Ha un$exqr4r,r [peAH3Br4KaHr4 0 A Ne is s eri a gonorrhoe ae.o fpaira no3r,rr,rBHr4 auaepo6uu 6axrepzu: S 32 mglL,R>gmg/fo fpau Herarr.rBHa anaepo6Hz 6arrepuu: S <Z mglL, R>gmg/Lo fpauuqHr-r BpeAHocrlr Kor4 He ce acoqupaHu co oApeAeH cfleqnec: S s2 mglL,

R>8mg/L

/l4uuueHen He cooAB,e-TeH :a ynorpe6a npH TperMaH Ha uHQerq uh npeA,,3BHKaHH oAProteus spp. H Morganella spp.
2fpauuuutzre BpeAHocrH sa Pseudomond.r spp. cooABercrByBaar Ha qecra QpenseHuraja Haanlurcaquja Ha Br4coKr, (o3r,r oA JreKor (1 g Ha ceKou 6 vaca).3ocer'rusocra Ha staphyrococcus spp Kou xap6aneraw ia oApeAyBa cnopeA ocerJrr,rBocraxon qe$oxct4TtH.
aMnory perKo ce janyeaar vtvt ce yllrre He ce npujaaeHr.r coeBr4 co BpeAHocrlr sa MIK Hal
lpaHl4qHara BpeAHocr 3a cycenra6umtu coeBn. florolxy ce r.r3onr{pa raKoB coj recroeure aaIageHla0uxawria pI aHTI'rMI'IKpo6na ocetrr.rBocr rpe6a au 

"a 
noBTopar H AoKonKy ce 4o6uerIorBpAeH pe3ynrar I'I3oJIaror Mopa Aa ce nparr4 3a aHarv&a eo pe$epenrru ,u6upuropuja.Hgo'raru're KoH I'IMaar MIK naa rpaH[r{Hara BpeAHocr 3a pe3r.rcreHTHocr .rpe6a Aa cenprzjanar KaKo pe3l'lcreHTHu ocBeH eo cnyuaj *o.u ,ru AoKa3 3a KJrr,rHr.rrrKa eQuxacuocr oAynotpe6ara Ha JreKor.

slpauuvut,re BpeAHocrL Kot4 He ce acoqvpa,Vco oApeAeH crreq,,ec ce oApeAeHH BorraBHoBp3 ocHoBa ua QapyaloKl'IHercKl,ITe/Saprr,rarco4r.rHaMr4cKr.rre noAarorr H u He 3aB6car oA
4ucrpu6yqujara ua _MIK na cnequ(puqHure crerlr4ecu. onue rpaHHqHH BepAHocrH ce
HaMaHerI'I sa ynorpe6a caMo 3a cnequecl KoI,I He ce cnoMHarr.r Bo HaBeAeHr4or fiperneA Ha
rpaHr,rrrHH BpeAHOCTr4.

Ocer.[usocr
flpeaa,reHqara Ha creKHara pe:rzcreHqr-rja Ha oApeAeHH cneqgecH Moxe Aa Bapxpa Bo
3aBl4cHocr oA reorpa$cKara 4ucrpH6yuraja a apel,rero 14 3apaAn roa, noce6uo eo c,ryuaj HaTe[IKI'l tau$exqnu, [o]KeJ'lHo e Aa ce HMa noAarorlu 3a JroKanHara pe:r.rcreHrllrja. lorco,rxyfioAaroul4re 3a [peBaneHl-lara Ha J]OKaJrHara pe3Hcreuqaja ce raKBr.l 4a nluocTo]r coMHe)(
oKony eSurcacuocra Ha aHTI4MIiKpo6suor axeHc 3a HeKolr LrHrraxaukrul, rpe6a Aa ce no6apa
cTpyqeH coBeT.

8oo6uqaeuo ocer,.rHBH crreulrecrr :

AepoSu u fpau no3 umu6H u..

E n t e rococ c u s' fae cal i s.

Staphylococcus qureus (vreruquluH ceusurueeH)*
Koarylasa HetarHBeH cra$uloxox (ueruqzlnu ceHsur:ureH)
Streptococ cus agalactiae
Strepto coc cus pne umoniae
Streptococ cus pyo ge ne s
B rapragauc s tre ptoco c ci
Aepod nu fpattt H ezamunH u:
o Citrobacter freundii
o Enterobacteraerogenes
o Enterobqcterclouceae
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Escherichia coli
Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Moraxella (Branhamella) catarrhalis,
Serratia morscens

Anaepo6uu fpanr flo3rrrrrBHH :

Clostridium perfringens * *

Peptostreptococcus spp. * *

Auaepo6nlr lpau HerarlrBHu:
Bacteroides fragilis
B act ero ide s Jragil i s rpyra
Fusobaclerium spp.
P r ophyro m o n as as a c c ha ro ly t i c a
Prevotella spp.
Veilionella spp.

Cnequecu Kord Molr(e Aa rrMaar crercHara pesucreuquia
Aepo6Hu fpanr HerarrBHrr:
Ac inetob ac te r b au mannii
P seudomonas aeruginosa
Cueuuecu co npoAeHa perucreHquja
Aepo6ulr fpanr ro3HTr.rBHH :

Enterococcus .faecium
Aepo6nu fparvr HeraruBHrr:
Hexou cneunecl4 sa Burkholderia cepacio (nopaHeureH Ha3r.rB Pseudomonas cepacia)
Legionella spp.
Stenotrophomonos maltophilia (nopauerueu Ha3r4B Xanthomonas mltophilia, ropaHerreH
Ha3HB Pseudomonas maltophilia)
Ocrauaru:
Chlamydio spp.
Shlamydophila spp.
Mycoplasma spp.

Ureoplasma ure alyticum
*cure craSuloxoxlr Kor,r ce pe3r4creHTHr,r

u ru u neHeu/rruJracrarr4H
*xynorpe6eHu ce rpaHHqHH BpeAHocrr,r KoH He ce acorrupaHr4 co oApeAeHH crteuuecH
(cnopes EUCAST)

5.2. (DapuaxoxHHerrrKa

Hmnneneu
fln uzuamcKa KoH qeH mpa quj a
flo an,ruxaqr.tja na unauneHem/r-tuJracraruH Bo Ao3a oA 250 mgl250 mg, 500 mg/500 mg r.r

1000 mg/1000 mg rpeKy HHrpaBeHcKa uuQy:raja co BpeMerpaeFbe oA 20 vwayru xaj s4pasr.r

4o6poao,rqu 6ea perucrpnpaHn MaKcr4MaJrHr4 HHBoa Ha HMHrreHeM Bo rrJ'ra3Mara co oficer oA
12-20 mcglml,21-58 mcg/ml u 41-83 mcg/ml, cooABerHo.

Ha MOTHUH,'l14H Ce pe3l4CTeHTHH H Ha
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flo anrnrcaqraja Ha Ao3a or 250 mgl250 mg,500 mg/500 mg u 1000 mg/1000 mg cpeAHara
BpeAHocr Ha MaKcIrMaJIHara nJla3MarcKa KoHr-(eHTpaquja u:necyBaue 17 mcglml,39 mcg/ml
n 66 mcglml, cooneruo.
flpra npanaeHa Ha oBI'Ie Ao3I,I rna3MarcKara KoHrreHTpaqzja na r.rMHneHeM nafa noA <1 mcg/ml
Bo neplroA oL4-6,taca.

fucmpu6y4uja
oxony 200/o ol,cepyMcKHor HMr.rneHeM e Bp3aH 3a cepyMcKr4Te rrporeHHH.

E uo mp an c fi opn a 4uj a u et un u ru a quj a
rlo4aroqure oA HeKonKy cryAIdI4 yKaxyBaar AeKa Kora ce ann,ur4pa caM HMr4[eHeM ce
utera6olugl'tpa Bo 6y6pesure co rroMolr Ha Aexr,rAporrenrr4Aa3a I u ce engMr4Hr4pa npeKy
ypr.rHara Bo orcer oA 5-40yo (cpe4na BpeAHocr 15_20%).
I-{ulacra'ruH e cnequQlzr{eH HHxrl6rarop Ha Aexr4Apo[e[Tr.tAa3a I u eSraxacHo r-o uuxu1upa
uera6olzgaMor Ha HMHneHeM. KoxouurauraHTHara anluraquja Ha HMr4neHeM h uxnacrargH
oBo3MoxyBa oApxyBalse Ha repaneBTcKa aHut6axrepucKa KoHueHTparluja ua HMHneHeM Bo
ura3MaTa r4 ypr,rHaTa.

lllasuarcrcuor flony-xltBor Ha I4Mr.rneHeu 6erue I qac. Oxony 70yo ol, anJrHur.rpaHor
as'ru6uoruK ce enHMptHupa Bo HerlpoMeset o6lur Bo ypaHara Bo reK na l0 qaca. He e
sa6ereNaHa AoIIoJIHoI"ITenHa ypuHapHa eKcxperlnja ua rurrrerer. 0cyu vaca no anruxaqrzja
Ha Ao3a oa 500 mg /500 mg I'IMnneHeu/quracraruH KoHuenrpaqnja'ra Ha uMilrreHeM Bo
ypvHara 6eute Ha.q 10 mcg/ml. Oc'rarorcor oA BHeceHara Ao3a ce eJrr.rMr.rHrrpa [peKy yp111ara
eo Sopiraa Ha HHaKTHBsu rrae'ra6olvtrv uwr4rreHeM He ce eJrHMr4Hr,rpa [peKy $au.tor.IIpu npnnaeHa Ha JIeKor rcaj naqr.reHrh co HopManHa $ynxuuja rra OyOpe:ure co pexqM Ha
AoshpaBe Ha ceKol'l 6 qaca ue 6eute perlrcrpt{paHa aKyMynauuja na hMr.rneHeM Bo rrra3Mara
unldyp}jHaTa.

Iluracrarus
ffn atuamc Ka Ko H 4eH mp a 4uj a
flo annuxaquja ua utruneHeu/quJracrarHH Bo Ao3a oa 250 mgl25O mg, 500 mg/500 mg ra
1000 mg/I000 mg rpeKy uHrpaBeHcKa zHsysr.rja co BpeMerpaelbe oA 20 r,tuuyri raj sapis1t
go6poronqu 6ea peracrpupaHn MaKcHMaJrHr,r HrrBoa Ha rrnnacrarr,rH Bo nna3Mara co otrcer oA
2l-26 mcg/ml,2l-55 mcg/ml z 56-88 mcg/ml, cooABerHo.
flo anrurarluja na Ao3a oA 250 mg/250 mg, 500 mg/500 mg u 1000 mg/I000 mg cpeAHara
BpeAHocr Ha MaKcI'IMaJIHara rIJIa3MarcKa KoHueHTpaquja na ur4nacrarHH usaecyaane 22
mcg/ml, 42 mcglml u 72 mcglml, cooaeruo.

flucmpufyquja
oxony 40Yo olcepyMcKr4oT qHnacrarHH e Bp3aH 3a cepyMcKHTe [porer4Hr4.

E uomp a n c Q opu a 4uj a u e,z utr,t uru a 4uj a
fllaguarcxplor rlony-xllBor Ha lulJlacraruH 6eure 1 vac. Oxoly 7O-BO% oA alrl{qupaHr4or
UHJIaCTaTHH Ce eJIIIMHHIZpa BO He[poMeHer o6lux Bo ypHHara Bo reK na l0 qaca. He e
sa6ereNalra AononHolrrenHa ypI,IHapHa excrcpeqnja ,a rrrinacraruH. Orcory 10% ce
enHMI'{HI4pa Bo $oprvra Ha N-aqerul uera6olur ,{r4j ranxr.r6uropeu r6"n, Bp3
AexHAponerlrHAa3Ta e crHr{eH KaKo Ha ur4nacrarHH. Kparrco BpeMe IIo eJrr,tMHHaqujara na
IIHNACTATI4H OA KPBTA AKTHBHOCTA HA AEXITAPONEIITHAA3ATA CE HOPMA NV3VPA,
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Peualsa uscyduqueHupl ia
flo HHrpaBeHcKa anrnxaqr.rja Ha eAuHerrHa Ao3a oA 250 mgl250 mg oA
ItuuneHeu/unJracrarHHAUCnaHMlrrreHeMce3roneMH:a1.1-, 1.9-u2.7-natnraj,ruqaraco
c,ra6o (r,rrapeuc Ha KpearuHau (crCl) 50-80 mllvuall.73 m'), yMepeHo (rcrnpeuc Ha
Kpearr4HHH (CrCl) 30-<50 mllvvtall.73 n2) 14 rerrlxo (rc,rupeuc Ha Kpearr.rHnH (CrCl) <30
ml/ur.rH/l .73 m2) peHanHo oureryBarbe, cooABerHo, c[opeAeHo co nuqara co HopMa,,rHa

Syurcquja ua 6y6pe:rare (rnrapenc Ha Kpearuurau (CrCl) >80 ml/rrar.rull .73 m2). AUC ua
IIHJ'lacrarHH ce 3roJ'IeMH za 1.6-, 2.0- tt 6.2-taru xaj ,ruqara co cla6o, yMepeHo r4 re[rKo
peHanHo orxreryBarbe, cooABerHo, cnopeAeHo co nHrrara co HopManHa 0yuxuaja Ha
6y6pe:nre. llo HHrpaBeHcKa an,rurcaquja Ha eAHHeqHa Ao3a oA 250 mgl250 mg
t'ttrluneueu/uttnacrarHH, annHuupaa 24 qaca no xenaoguj arv3a,6erue perncrpHpaH nopacr Ha
AUC Ha HMHneHeM H I-la,'Iacrarauza3.T tt 16.4 naru, cooABslHo, Bo oAHoc Ha nauneHTu co
HopManHa peHan Ha SyHrcqnja.
flo uurpaneHcKa an,rurcaquja Ha uMurreHena/qulacraruu 6eure :a6e,rexauo HaManyBa[r,e Ha
ypt4HapHara enHMHHarruja, peHa:rHlaor L1 rrJra3MarcKr4or KnHpeHc Ha HMHneHeM a uuJracrarHH
co Aereopaqrajara Ha peHanHara SyHrcqnja. Kaj raqr4eHTnre co HapyrueHa Syurqnja Ha
6y6pe:rare Ao3ara oA neKor rpe6a Aa ce rpunaro4ra (ara4ere rct 4.2).

Xenara,rua uucvduquesuu i a
He e yrBpAeHa SapvraxorcuHeruKara Ha HMHrreHeM Kaj naur4eHTH co xenaraJ.rHa
IaHcy$nqraeuqraja, I4rrauneHent cla6o ce vera6olLt3npa rpeKy rIpHHor apo6 r.r 3apa1l roa, He
ce oqeKyBa HapyuyBarbara Ha xenaraJrHara rpyHrcuuja ga e,rujaar np: $apuaKoKuHeruKara
Ha JIeKor. 3apa4u roa, xaj rauueHTure co HapyueHa xenara,rna $yHxquja uerr,ra norpe6a o1
npunaroAyBrLe Ha Ao3ara (orz4ere ger 4.2).

fIeAu iarpncxu naulreHru
flpoceuHnor Knl4peHc 14 BonyMeH ua Aracrpra6yquja Ha HMHneHeM e 3a OKony 45%o noer.icorc
rcaj ne4rajarpHcKH raquHerH (3 naecequ-14 ro4uHra) cnopeAeHo co Bo3pacHH.
flo an,rurcaqnjaua uuuneHeu/r-luracrarrlH Bo Ao3a oa 15 mg/l5 mglkg re,recHa reNnHa xaj
ne4ujarpncKlt r]aqpleHru AUC Ha HMurreHeu 6eue 3a oKony 3O%o nosucoK cnopeAeHo co
H3noxeHocra Ha Bo3pacHH anur4eHTH KOH rrpl.{MHne Ao3a oA 500 mg /500 mg.
flo an,ruxaqnja aa nH,luneueu/rrnnacrarnH Bo Ao3a og25 mgl25 mglkg re,recua reNnHa raj
ne4ltjarpncxa [aqI4eHTH t43noxeHocra 6eue 3a oKony 9% noBHcoK crropeAeHo co
l43r'IoxeHocra Ha Bo3pacHH a[ur4eHrH KoH npHMHne Ao3a oA 1000 mg /1000 mg.

flocrapu nauneuru
IIo an,wtrcarlr.rja na uruuneHev/uu,'racraruH Bo eAHHeqHa Ao3a oA 500 mg/500 mg flpepy
uHTpaBeHcKa uHrly:uja co BpeMerpaeH,e oA 20 rtvmyru rcaj s4pasu nocrapu 4o6poeo,rqra (65-
75 ro4nua co peHanHa QyHrcr-luja cooABerHa 3a Bo3pacra) SaprtaaurcoKuHeruKara Ha JreKor e
cJIHqHa rcarco rcaj HCIHTaHHIIHTO co c,ra6o peHanHo oureryBaH,e 3a Koe ue norpe6uo
IIpHnar-oAyBarbe Ha Ao3ara.
Cpeguuor n,rta3MarcKl4 no,'tyxu4Bor Ha HMr4neHeM H uunacraruH H3HecyBarile 91+7 MHH. H

69115 MhH., cooABerHo. An,rraxaqujara Ha Mynrurrnr4 Ao3H He e,rnjaerue Bp3

$apuaxorcraHerl4Kara Ha I4MI4neHeM vIt4 rrrzJlcararnH HHTy naK 6eure perr4crpr4paHa
arcyvy,'rauuja Ha JreKor (arzgere rcst 4.2).

5.3. llpex,ruulrqxt{ troAaror-Iu 3a curypHocra
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flpeArrunuqKr4Te [oAaroqu oA cryAr4ure 3a roKcHrrHocr rrpu noBropyBaHfi Ao3H r] oA
cryAr4HTe 3a feHoroKcHrtHocr He yKaxyBaar Ha rrrrereH eoexr rcaj ,ryie.
CryAnure H3BeAeHH rcaj xueoruu [oKaxaa AeKa roKcuqHocra Ha HMHneHeM, KaKo eAnHeqHa
KoMlloHeHra e orpaHHqeHa Ha 6y6pe:nre. Ko-a4uuHrzcrpaqrajara Ha qr4ncrargH H HMe[eHeM
Bo cooAHoc ol l:1 xaj:ajaqra uuajuyHn ro npeBeHupaue ne$poroxcnqHr4or eQexr Ha
HMufreHeM. ,{OCrannure noAaror-lH yKaxyBaar AeKa uHnacrarHH ja npeBeHHpa
r'reSpororccuqHocra Ha I4MI4neHeM [peKy cflpeqyBaerbe Ha HaBreryBaFbero Ha HMuneHeM Bo
K,'rerKHTe Ha peHanHure ry6y,rn.
floAarouure oA cryAnja 3a reparoreHocr r43BeAeHa rcaj 6penaeHu xeHKri Ha quHoMonr-yc
uajuyun KoI'l IIphMHne uvuneuena/rlnnacrarlrH Bo Ao3a oA 40140 mg/kg/4eu (npery
l{HrpaBeHcKu 6o,ryc) yKax(yBaar Ha roKucqeH eQercr Ha reKor aps naajxara BKryrrHTerHo
nojaea Ha eMe3a, HaMaJIeH anernT, ry6nrox Ha reJ'recHa rexuHa, gujapea, a6opryc H Bo HeKoH
cnyqaH cvpr. flpu an,rrlrcaquja Ha l4MnfieHena/qu,racraruH Bo Ao3a oA oKony 100 mg/kg/aeu
I4nH oKony 3 naru rloBtlcoKa oA [penopar{aHara AHeBHa HHrpaBeHcKa Ao3a rcaj ,ryfe) xaj
6perueua xeHKH Ha uHHoMonryc naajvyHH rrpeKy HHrpeBeHcKa uH$ysuja, co cHMyJu4paH,e Ha
KJ'll4HHqKara ynorpe6a rcaj ,ryie, xaj uajrcara 6ea perncrpvpaHl MHHHMaJTHI4 HecaKaHu
e0exla (noepeueuo el,tesa), 6ea cupr Ha rraajxara H AoKa3H 3a reparoreH e$err Ha J'reKor, Ho
6eue sa6erelKaH rtoqecr ry6urox ua en6puoHor Bo oAHoc Ha KoHTponHara rpyna (erzgere
ae,r 4.6).
He ce H3BeAeHH go,rrorpajHA crylvt4 Kaj xHBorHH 3a npoueHKa Ha KaHueporeHuor
noreuqnj al Ha HM HneHev/qulacrarnH.

6. @APMATIEBTCKT4 IIOAATOUTT

6.1. Jlucra Ha eKcuurrueHcu
Harpnyn,t xuAporeH xap6oHar.

6.2. I{uxonaru6uluocru
oeoj uegrzql4HcKt4 flpor43BoA He cMee Aa ce Meua co Apyrh MeAhrrHHcKH npoH3BoAH ocBeH co
HaBeAeHHTe eo le,r 6.6.
oeoj nle4uquHcKt rIpoH3BoA e I4HKo[arH6ureH co JlaKTarH H He cMee Aa ce peKoHcrl4rygpa
Bo pacrBopl4 KoI4 coApxar naKTarH. Jleror cMee Aa ce annuqr4pa flpeKy hHTpaBeHcKa tuuuja
npeKy rcoja rpe6a aa ce rzH$yHAnpaar raKrarn.
Jlexor IMIPENEMicILASTATIN HOSPIRA ne cMee Aa ce Meua colutu AoAaBa Ha Apyru
auru6uoruuu.

6.3. Porc Ha ynorpe6a, polt Ha yflorpe6a no peKoHcrrrryquja ua J,reKor H,.rH tro orBapaH,e
Ha opruHa,'IHoTO IIaKyBar[ e
2 roLup,u.
llo pexoHcrlrr)rHpaH,e h paspeAyeaFbe

PeroHcrurynpaunor/pa3peAeH IIpoH3BoA rpe6a BeAHau Aa ce ynorpe6n. Bpenreucxnor
hHTepBan nouefy fior{eroKor Ha peKoHcTraryur.rjara u rcpajor Ha lrHTpaBeHcKara uHQy:rzja ne
rpe6a Aa e HaA 2 \aca.

6.4. Haquu Ha qyBalbe
He ce norpe6Hu noce6un ycnoBr4 3a rryBarLe Ha MeAHuHHcKr4or rrpoH3BoA.
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,{a ne ce 3aMp3HyBa
3a ycnoeu Ha qyBa*e Ha peKoHcrr4ryupaHnor npor43BoA BHAere Bo Aen 6.3.

6.5. Ilarcynarce (uprpoga u coAplmr{Ha Ha rarcyBarrero)
o Craxlena tujata ot 20 ml (crarc.ro run I) co 6pouro6yrr4ncKu ryMeH 3arBapaq

rIpBeHo "flip-off' Karaqe. ,{ocranuo naKyBarLe: xyrnja co 5 arajanu.o Craxlerua sujana oa 100 ml (craxro rran I) co 6porr,ro6yrr4ncKu ryMeH 3arBapaq
TeMHo nJraBo "flip-off' Karralre. ,{ocranuo naKyBarLe: xyruja co I nujana.

6.6. Ynarcrno sa ynorpe6a / parcynarse

MeguquucrHor rIpt43BoA e Bo $oprvra Ha cyB crepHneH npa,ro* uo eujala xoja cogpxrz 500
mg r4Mr4rreHeu u 500 mg rluJracrarr,tH.
3a nocruruyBarbe Ha !H Ha pacrBopor oA 6.5-g.5 xaxo ny$ep e ynorpe6eu uarpuyu
xl'lAporeH xap6ouar. llpn rloAtoroBKa u ynorpeOa Ha pacrBopor Bo corJracHocr co
rpenopaKl4Te He ce jaayeaa'r curuuSnxaHTHLI npoMeHH Bo pH. Oroj MeAr4uHHcKu rrpog3BoA
coApxr.t 37.5 mg HarprryM (1.6 rr,rrr,ron).

flporasaoAor e HaMeHer 3a eAuHeqHa ynorpe6a ra cexoja ueynorpeoeHa KoJrgqr,rHa oA neKor
rpe6a ga ce (ppnu.
Pexoucruryqujara Ha [pauoKor rpe6a Aa ce npaBu Bo acenrr,rqHn ycnoBr4 co ynorpe6a ua
AHnyeHTuTe HaBeAeHr,r noAony.
llpea ynorpe6a pac'reopor rpe6a BI,I3yenHo Aa ce HcnHTa 3a rrpprcycrBo Ha BVLyvBkt
rlapruKynH 14 npoMeHa Ha 6ojara. Cuee Aa ce ynorpe6u caMo 6acrap pacrBop 6e: npncyruu
BI/I.IIdBI|I r{ecTI4rIKI,L

Cra6uanocra Ha peKoHcrHTyI'IpaHVor npo3BoA e norBpAeHa caMo npu ynorp e6a sa O.9oh
Harpr.ryM xnopr.rA r4 crepr.rJrHa BoAa 3a raHjerqzu.

Pexoucmumyuuia ua eujonama od 100 ml
crepu'uHIaor npauoK Mopa Aa ce peKoHcrHTyvpa c[opeA r4HcrpyKrrr.rure HaBeAeHfi rroAony.
Tpe6a Aa ce nporpece Ao Ao6usarre Ha 6ucrap pacrBop (norpe6Hu ce 3-4 MHHyTH 3a
pacrBapaBe Ha rlpauoxor)' Bapnjauullre eo 6ojara Ha pacrBopor (oa 6es6oeH 4o xonr) ue
uujaar np: e(praxacHocra Ha rpor43BoAor.

Pexoncmum)tuuja ua auianama od 20 ml
Co4pNuuara o4 sujalara Mopa Aa ce cycreHAupa t4 La ce AoAaAe na 100 ml ol cooABerHuor
pacrBop sa uu$ysraja' Ce npenopaqyBa Aa ce AoAaAar oKony 10 ml oa cooABerHgor pacrBop
:a r'ruSy:uja no euja,rara. !o6po nporpecere ra npe$p,rere ja co:4aAeHara cycneH:rzja on
zujarrata Bo KecurlKara co pacrBop :a rzH$y:aja.

IPEAyIPEAyBAII'E: cycneHsujara ue e HaMeHera 3a AHpeKrHa nHsy:u

,{osa (uunneHeu eo mg) BorynreH oA pacrBopyeau rcoj

rpe6a Aa ce AoAaAe (ml)
CpeqHa norpe6ua
KoHr-leHTpauraja ua
rrpoH3BoAor (mg/ml
l.tHl uneHeu)

500 100 5
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floaropere ja uocranrara co AorloJlHrrrennn 10 ml ol pacrBopor sa uHQysuja 3a Aa ceocl4rypare AeKa uenara coApxplHa o4 azjalata cte ja npeHene Bo Kecr.rqKara co pacrBop 3aun$y:rzja. flpo.rpecere AoAeKa coApxrrHara He ce ,r6r"ip^.

Heynorye6eHara KoJII'I.IHHa oA neKor rpe6a Aa ce oAcrpaHr,r Bo corJracHocr co 3aKoHcKHTe
nponHcr,t.

J._ r{ME U MPECA HA HOCUTEJTOT HA OAOBPEHTTETO 3A rrpoMET BOPEIIYEJIUKA MAKEAOHUJA

ArsoreH 4oo Eapuqe - llpercraBHr4rxrBo Cxonje
Yn. Kosapa 13 A,
1000 Cxonje
P.MaxeaoHr.rja

Epoj ua pe[reHrre 3a craBane Bo rrpoMer
15-10149t t2
15-10t50t12

&TV* Ha rrpBo peueHue 3a craBabe Bo [poMer
03.04.201 3

[arym Ha floc!,reAHa peur:uja Ha reKcror
Mapr, 2018
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