
Meropenem/Anfarm@

3EI,IPEH ],I3BEIIITAJ 3A OCOEI,IHI4TE HA .rIEKOT

1. hME HA MEAt4qHHCKI4OT nPOh3BOA
Meropenem/Anfarm@ npauJoK 3a pacrBop sa rnjexrup at+,e hnn raxQyeraja.

2. KBANhTATI4BEH 14 KBAHT]4TAT]4BEH COCTAB

Meropenem/Anfarm@ 500mg

Cexoja eniana coApxl4 MeponeHeM rprxr4Apar uro oAroBapa na 500 mg 6eaao4eH MeponeHeM.
Meropenem/Anfarm@ 19

Cexoja eniana coApxh MeponeHeM rprxl4Apar uro oAroBapa Ha 1 g 6esao4en MeponeHeM.

3a qeaocHa .rttacra Ha eKclltanHeHca BVAV4en 6.1.

3. OAPMAqEBTCKA OOPMA

Ilpauox 3a pacrBop aa rHjexrrpalbe unu raHQysuja.

Eer 4o 6ne4o xo.nr npauoK.

4. M14H14r{Kr nOAATOql4

4. 1 Tepa neatcnn utAnnal1ln
Meropenem/Anfarm@ e HHAl,rqrpaH 3a rperMaH Ha cneAHxre rxQexqrr xaj aospacHu h Aeqa Ha

Bo3pacr xa4 3 meceqn (engn gea 4.4 r 5.1):
. IlHeatt oFtt4ja, axayuyaaj(u Hoaoxonn njanna nxeannonuja
. SpoHxo-ny,rtMoHa.flHr uHQexqrr xaj qrcrrvna Qra6poaa
. TeuJNu uxQexqur Ha yp[HapH]4orrpaKr
o Teulxl,r r Hrpaa64onn vHan+u uH$exqu r,r

. ly'nQexqrr Bo rex Ha 6pennenocr ta nocrnapranHn rnQexqrar
o Teurxn rxQexqur Ha Koxara r MeHrre rxrBa
. AxyreH 6axreprcxr MeHrHrrrhc
Meropenem/Anfarm@ Moxe Aa ce Koplrcru xaj neyrponeHr4qHr4 naLueHrr4 co rpecKa sa xoja nocro4
coMHex AeKa e npeA[3B14Kana o4 6axreprcxa rHQexqraja.
[lpr npurueHara Ha aHru6axrepucx[ areHcil Mopa Aa ce 3eMar npeABrA oQrar-pajaanrre npenopaxil 3a

cooABerHa nphMeHa na axru6axreprcKlaTe areHcl,t.

4,2 flozupate h HaqrH xa ynorpe6a
flpenoparanoro Ao3tapaFbe e AaAeHo eo ra6eahre noAo/ty Bo rexcror.
flpr o4pe4yBalbero Ha Ao3ara h BpeMerpaeFbero Ha repanrjara rpe6a npeABr4AAa ce 3eMar Bu1or u
cepLlo3Hocra Ha uxQexqrjara uro ce.fleKyBa, KaKo u KnvF,uqKure pe3ynrarr.

flosara oA2 grpu naru Ha AeH xaj eospacHr h aAonecqeHru t4 Ao3a o4 40 mg / kgryn narh Ha 4eH xaj

AeLla e cooABerHa Kora ce rperxpaar HeKoil Ba4AoBA rnQexqru, KaKo uro ce uxQexqrh npeAt43BhKaHx
oA noManxy ocernu}A BUAoBA Ha 6axreprr ( Ha np. Enterobacteriaceae, Pseudomonas aeruginosa,
Acinetobacter spp.) HIr MHory reuKr uHQexqrar.

,Qonoanrrenno rpe6a Aa ce pa3rneAa HaquHor Ha

r HcyQr qre H 4nja (avtryn noAony).
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MeponeHerrn xajvecro ce AaBa KaKo uHrpaBencxa uxQyarja eo BpeMe paelbe o415 4o 30 rvrranyrra (ar4u

1en 6.2,6.3 r 6.6).

l4cro raxa, Ao3% Ao L g rrnoxe ga 6ugat AaAeHh KaKo ylHrpaBeHo3Ha 6oayc ranjexqrja Bo BpeMerpaeFbe

o4 npr6arxHo 5 nnrHYrr.

Ilocror orpaHt4qeH 6poj xa noAaroq4 aa 4a ja no4plKl4 6ea6e4nocra 3a AaBalbe Ha Ao3a oA 2 g xaj

Bo3pacH[ Kaxo t4HrpaBeHcxa 6onyc rHjexqraja'

Sv6pexHo ourervsaFbe

florpe6no e nphnaroAyBalbe Ha Ao3aTa xaj eospaCnr x aAonecqeHrh Kora KpearhHhH K'lxpeHcoT e

noH[3oK o4 51 ml/min, KaKo uro e nphKaxaHo noAony. [locror orpaHrqeH 6poj na noAarolll'l aa 4a ja

nopro,plxt4 6es6e4Hocra 3a oBa nprnaroAyBaFbero 3a Ao3a oA2g'

floaa uro ce AaBa xa 8 qaca

500 mg unu L gIlxeamoxnja, exayvyaaj(u t4 Ho3oKoMnianaa

Sponxo-nyannoHa pHx rHQexqrr xaj qrcrrvxa

500 mg nnu 1gTeu:xr uuQexqur Ha ypuHapHxor rpaKr

500 mg unu t g
Teu: xr r urpaa 64oru vHantu r nQexqr u

500 mg unu t g
hH$exrlrara Bo reH Ha 6perrneHocr h nocrnapranuw

500 mg nnu L gTeu:xr uxQexqrr Ha Kolrara I MeKure rx]lBa

AxyreH 6axreprcxr MeHr Hrhrrc

Kaj Qe6prlHr HeyponeHut{Hr naqreHrH

Kpearrxuu KrrpeHc (ml/mg) Aoga
(6aarpaHo Bp3 Ao3Htare eAtaH14qh co

javrxa oA 500m9, Lgu2 g AaAeHh Bo

nperxo4Hara ra6ena)

OpexQexqrja

26-50 eAHa AO3Ha eAhHl4qa Cexor L2qaca

to-25 noroBr Ha Ao3Ha eAxH14qa Cexor t2qaca

<10 ffit Ha AO3Ha eAhHt4Lla Cexor 24\aca
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Meponexem ce orcrpaHyBa co xeMoAnjanusa u xennoQrarpaqrja. l-lorpe6nara 4osa rpe6a Aa ce AaBa
nocne 3aBpueroKor Ha ql4Knycor na xemo4ujaatasa.He nocrojar BocnocraBeHil npenopaxh 3a

Ao3[paFbero xaj naqrenrr ulro ce Ha nephroHea.flHa gujannza.

OurervsaFbe Ha upHtaor apo6
Kaj naqreHrr co ouJreryBalbe Ha qpHhor4po6 ne e norpe6Ho npilnaroAyBaFbe Ha Ao3ara (engu gen
4.4).

.4osilpaFbe xai nocrapr nrua
He e norpe6Ho npxnaroAyBalbe Ha Ao3ara xaj nocrapr nt4qa co HopMa.flHa 6y6pexHa $ynx4uja unn
KpearhHt4H Knt4peHc co BpeAHocr na4 50 ml/min.

l-l e4rjarpr,rc xa nonyna r4rja

Aeua Ha eogpacr no4 3 rt eceuh
See6e4Hocra u eQrxacnocra Ha MeponeHeM xaj 4er-1a Ha Bo3pacr no4 3 nneceqr He e BocnocraBeHa I
He e onpeAe.neH onrhManH4or Ao3eH ilHrepBan xaj oaaa nonyaaqrja. OrpaHrveHr $apmaxoxrHercxr
noAarolll4 cyrepupaar Ha roa Aa Ao3a op,2O mg/kgAaAeH[ Ha cexou 8 qaca Moxe Aa 6r4e coo4aereH
pexrM 3a Ao3upalbe (angu gen 5.2).

Aeua corenecna rexrna aaA 50 kg

flosrparuero rpe6a 4a 6ra4e rcro KaKo u 3a Bo3pacHr.
He nocrojar noAarol[4 3a Ao3rpa]be xai 4er-1a co 6y6pexHo ouJreryBaFbe.

MeponeHenn uajvecro ce AaBa KaKo vrHrpaBeHcxa rn$ysuja ao BpeMerpaelbe o4 15 Ao 30 rvrraHytn (eu1u
gen 6.2,5.3 r,r 5.6). floara 4o 20 mg/kgMox{e Aa 6u4ar AaAeHV Ho3Ha 6onyc uHjexr-1aja eo
BpeMerpaerbe o4 npr6nrxHo 5 MhHyrta. Ilocror orpaH]4qeH Aa Ja nopApxar

flpenopavatoro Ao3hpaFbe e npxKaxaHo eo ra6eaara no4ony:
hxQexqrja flosa urro ce AaBa xa 8 qaca

Il Heannonuja, axayuyaaj(r r Ho3oKoM njanaa
n Heennon uja

10 nnn 20 mg/kg

SpoHxo-nynMoHapHu rHQexqrr xaj qrcrrvHa
Qr6posa

40 mg/kg

Teu:xr rHQexqrr Ha yprHapHhor rpaKr 70 unn 20 mg/kg

Teu: xr u nrpaa64onn AHanHa4 u HQexqr r tO nnu 20 melke

Teu:xr rnQexqrr Ha Koxara I MeK]4Te rK[Ba 10 unu 20 me/ke

AxyreH 6axreprcxr MeHr Hrtarllc 40 mg/kg

Kaj Qe6praxx HeyponeHhqHt4 naqlaeHrll 20 melke

6ea6e4nocra Ha AaBaFbe Ao3a oA 40 mglkgxaj 4eqa xaxo Ja.
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4.3 KoxrParHAHKaqhl'l

flpeocerareocr KoH aKrhBHara cyncrauqraja nnn xoia 6nno gpyra cyncraxqrja oA eKcqrnueHc[re'

[1 peocernr aocr KoH 4pyr xa p6a ne HeMcxt4 a Hrn6a xrephcKh a reHc'

flpeocerareocr (np. AnaQrnaxruvxa peaxr-[aja, cepr03Ha peaxqraja na xoxara) xon 6era 'naHraMcKt4

anrr6axrepucKr areHcrl (np. l-lenr,tqr,t nvHA vrtt qeQaaocnopranr)'

4.4Iloce6xytnpeAynpeAyBa}ba14MepK}|HanpeTna3n]4BocTnp],|ynorpe6a

Ilpra raa6opor Ha MeponeHeM 3a rperMaH xaj naqrenrrpe6a Aa ce 3eMe Bo npeABuA COOABeTHOCTa Ha

KOpt4CTeFbe Ha xap6aneXeMcKt4 aHrr6axrep[CK[ areHC OCHoBaHO Ha $axropr KaKO cepho3HgcTa Ha

ytroexqujara, nocroeFbero Ha pe3ilcrexqrja KoH ApyM aurn6axrept4cKh areHch 14 pH3l'tKor oA

4o6rearue Ha 6axrepru pe3rcreHrHH Ha xap6anenem'

ornopHocra KoH neHeMr na Enterobacteriaceae, Pseudomonas aeruginosa r Acinetobacter spp' Baphpa

xaj paenrvHr aemjr Hrs Eaponcxara yHrja. Tpe6a Aa ce 3eMe npeABlAfloKa.flHara npeBaneHqa Ha

ornop Ha oBre 6axrePru KoH neHeMh.

XunepceHgrrhsFlr Peaxuu14

Kaxo r xaj crre 6era aaxranncxu anru6t'torv\A A xaj meponeHeru ce npujaBeHu ceproaHu n $araauu

peaKquh Ha npeocernrsocr (su4ere Aen 4'3 u 4'8)'

laqueHru cO K.fll4Hhr{Ka rCropuja Ha npeogeTnuEOST 3a xap6aneHean n, neHVqy.ntAHV tAnv 4pyrr 6era

raKraMcKr4 anrn6rorrqr4 Mol6e hcro raKa ga 6r4ar npeocer,flt4Br4 t4 KoH MeponeHeM. l-lpeA ra6opor Ha

ynorpe6a Ha MeponeHeM 3a repanrja xaj naqheHr, rpe6a eHrmare'nHo Aa ce ucTpalKl4 3a nperxoAH14

peaKLll414 Ha npeocernt4BOCT Ha naLIIeHTOT XOX 6era ,naKTaMCKh auru6roruqr.

floxoaxy ce cnyr.th reulKa anepn4cxa peaxqrja xaj naqrenror, AaBalbero Ha MeAuLll4HcKl4or npenapar

rpe6a 4a ce npeKhHe h Aa ce npe3eMar cooAaerHh MepKta'

Ilcea4omem6panOaex Koiiurtc n KOnvfiVc KaKO nOCreAIqa Ha Kgpl4cTebe na antu$uoTl'll-ll'1 Ce

nprjaaeHr np1a xopr4cre1be Ha cute autu6uoTu\14, exay.ryaaj(ra ro h MeponeHeM, q]414 nocneA]4Lll4

MOIHaT Aa BaphpaaT oA He3Haql4Te.nHr na Ce AO >xI'IBOTO 3arpo3yBavxU' Cae4CrBeHO Ha OBa, BaxHo e Aa

ce 3eMe npeABhA oaaa 4rjarHosa xaj naqileHrhre co 4rajapeja Bo reK Ha rperMaHor vlnt noc1e

ynorpe6ara Ha MeponeHevr (ara4r 4ea 4.8). Bo oeoj cnyvaj rpe6a 4a ce pa3Mrcnh 3a npeKhH Ha

repanrjara r AaBalbe ua cner-lrQrqeH rperMaH npon4B Clostridium dificile.3a6pauero e AaBaFbe Ha

MeAhquHcKl4 npoAyKrl'l Koil Ja nephcTa.flThKara.

EnraenrrqHn HanaAr

Ilpr rperman co

(ara4ra 4ea 4.8).
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Moxrropupare xa dvxxuria Ha upH apo6

3a epeane Ha rperMaH co MeponeHem rpe6a BHrMare,[Ho Aa ce cneAx cocroj6ara ra SyHxqrajara xa
l-lpHl4or 4po6 nopa4/' pvsvtK oA xenaroroKcl,rqHocr ( xenaraaHa 4rcQyxxqrja co xorecraaa r qrroarsa)
(ar4r 4en 4.8).

['lpr ynorpe6a xaj naqrexrr co nperxo4Ho sa6oayBalbe Ha qpHhor4po6, rpe6a Aa ce cneA]4

Qynxqujara Ha xenapor Bo reKor Ha rperMaHor co Meponenenn, He e norpe6no nphnaroAyBaFbe Ha

Ao3ara xaj naqrerrHre co nperxoAHo sa60ayeare Ha qpHhor 4po6 (au$n $en 4,21,

Bo rex Ha rperMaH co MeponeHeM, Moxe 4a ce nojaar no3[rhBeH A[peKreH vnv AHryvtpexreH Coombs
TCCT.

He ce npenopaqyBa rcroBpeMeHo KopxcreFbe Ha MeponeHeM co Bannporr{Ha xncenunaf Harp}ryM
Bannpoar (era4ra 4ea 4.5).

Meropenem/Anfarm@ coAplxh HarpxyM.

Meropenem/Anfarm@ 500 mg: oeoj rvre4r.rr-1LrHcKr4 npolr3BoA coAplxr4 npr6auxxo 2.0 mEq HarpuyM Ha

Ao3a oA 500 mg uro rpe6a Aa ce 3eMe npeABrA xaj naqreHn4 Ha pexuM co KoHrponxpaH BHec Ha

HarphyM.

Meropenem/Anfarm@ 1.0 g: Oeoj MeAHqhHcKh npor,r3BoA coApxt4 npn6nvtxno4.0 mEq HarpuyM Ha

Ao3a oA 500 mg u:ro rpe6a Aa ce 3eMe npeABrA xaj naqueHrr Ha pext4M co r(oHrpon[paH BHec Ha

HarphyM.

4.5 14xrepaxr4r,rja co Apyr[ MeAxq]1HcKh npoH3BoAu A Apvrn eoprvrr xa rxrepaxqrja
ocgeH cryN4t 3a hHrepaKqrr co npo6eHnqv$, He ce [3BeAeHh Apyr[ cneqrQuvur cryAvth sa
r nrepaxquja Ha n por3BoAor.

Ilpo6enr,rrlr,lAor ce HarnpeBapyBa co MeponeHeMor 3a aKrHBHa ry6ynapna cexpeqrja r co roa ja
naxn6upa peHanHara cexper-p,rja Ha MeponeHeMor urro pe3ynrrpa co 3roneMyBarue Ha nonyBpeMero Ha

e,nl,lMilHaqhja u nnasnna KoHLleHrpaL{rjara xa MeponeHeM. Ilorpe6xo e noce6no BHrMaHue AoxonKy
3aeAHo co MeponeHeM ce AaBa r npo6enuqra4.

floreHqrjaaHror eSexr Ha MeponeHeM Bp3 Bp3yBalbero Ha Apyru Me4laLl]4HcK u npou3BoAt4 co
nporeIHhre unu neta6o.flH3Mor Ha Apyr[ MeAlaqrHcKx npou3BoAt4 He ce ucnhraHu. Bpayea]bero Ha

MeponeHeMor co nporehHHTe e caa60, Taxa uro He ce or{eKyBa IHTepaKqrja co 4pyr MeAHLp4HcKl4

npoh3BoA Ha 6asa na oeoj MexaH[3aM.

[1pu aae4xuqKo npHMalbe Ha Bannpol,tr{Ha Kl,tce,r]rHa il MeponeHeM, pertacrphpaHo e HaManyBaFbe Ha

H14BOro Ha Bannpo['{Hara x],rce.4hHa Bo xpBra oA 60-700% 3a BpeMerpaebe oA ABa AeHa.
l"lopa4r 6parnara r Mepara Ha HacranyBaFbe Ha oaoj e$exr,
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Kl4cenuHa co MeponeHenn rpe6a 4a ce rs6ernyea (eu4r
Ha Bannpo[qHa
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Opaaxr anrrxoarvaancr

hcroapenneHoKop]4cTehbexaaxrr6uoTl,ll-ll,lcoeapQapruMoxeAaro3ro,neMhHeroB[oT

aHrhKoarynaql4oHeH eQexr'

nocrojar ro,neM 6poj raeeurah 3a noKaqyBaFbe Ha aHrt4KOary'naqhoHt4or eQexr Ha opa/lHo BHeceHilre

aHrhKoarynaqhoHr4 cpeAcTBa, sxayvyeaj(r,l ro r'r eapQapnn xaj naqheHrh KOl4 HcroBpeMeHo nphMaar I

arru6axreprcKu areHCr. PUgrxor Bapl4pa BO 3aB]4CHOCT O4 rxQexqnjara' aospacra h reHepa/lHt4or

cTaryc Ha naLueHTor, TaKa uTO e TeuKo Aa ce oqeHH npl'tAoHecoT IllTO ro una aatu6uoTHKOT KOH

noKaqyBalbero Ha INR (rueryxapo4eH craHAapAH3rpaH xoeQrqrenr). IlpenopauaHo e BHrMare'flHo

cneAeFbeHalNR3aBpeMeuKpaTKonoc,nehcToBpeMeHonp]4Malbenaauru6noThqt4coopaneH

aHThKoaryIaqhoHeH areHc'

4.5 EPemexocr H Aoelbe

Eperuexocr

llo4aroqrre aa ynorpe6a Ha MeponeHem xaj 6pemeHr xeHh ce orpaHhqeHh'

14cnnryaarUara r3BeAeHr Bp3 xl,lBOTH1,l He yKaxyBaaT Ha AupeKr HA VAV |/lHAupeKrHl4 UTeTHT eQexrr eo

oAHoc Ha penpoAyxrl4BHa roxcl4t{Hocr (ara4ere 4ea 5'3)'

Kaxo mepxa Ha npeTna3,Il]4BocT, ce npenopaqyBa Aa ce [3erHyBa Kopl4cTebe MeponeHeM Bo TeK Ha

6pemeHocr.

floette
Maau xoluq AHV HaMeponeHeM Ce h3nar{yBaar eo majurHoTo M'neKo ' Meponenem He rpe6a 4a ce

KOp14Cr14 3a BpeMe Ha AoeFbe ocBeH KOra noreHqujaanara Kopl'lcT no sApasjero Ha nnajxara ro

HaAMuHyBa norenqrjannt,tor p143t4K no a4paejero sa 6e6ero'

4.7 EQexrra ra cnoco6xocra 3a Bo3elbe t,tnh ynpaByBa]be co MauhHvl

He ce uaee4eHh cryA1a4 3a Aa ce noKaxe eQexror aps cnoco6nocra 3a Bo3ehbe H ynpaByBa]be co

maurHr.Kaxo }/l Aa e npil Bo3ebe hnh ynpaByBarbe co MauJ]4H14 rpe6a Aa ce 3eMe Bo npeABrA AeKa npt4

ynorpe6a Ha MeponeHeru ce nprjaBeHh HecaKaHll peaKllvtl'l xaxo rnaso6o^Ka, napecrearja (rpHerue ) n

KOHBy,I3]4H KO14 l4HAupeKHO MOXe 4a enrjaar eps cnoco6uocT a3a Bo3eFbe r ynpaByBa]be co MaluhHl4'

4.8 Hecaxaxr eQexrr

Hajvecrure nprjaeeHr HecaKaHh peaKLll414 ao raeeuraj oa4872 naLlheHru co 5025 rperMaH14 Ha

r3,nox(eHocr Ha MeponeHevr ce 4rajap ea (2,3%\, ncnn (L, Yol, ra4erue/ nospa(arue (L,4%) h Bocna'neHile

Ha Mecroro Ha unjexqraja (L,L%). Hajvecrrre aa6oparoprcKh HecaKaHr eQexrr oA MeponeHeM BO

cry4rajara ce rpout6oll vrota (L,6%) u noxavyealbe Ha xenara'flHt4re eH3uMt4 (1,5-4'3%l'

Hecaxanure eQexrr ao ra6enara o3HaqeHI4 CO ,,He e no3HaTO" ne 6rae sa6enexaHu t<ai2367 naqreHTh

BKIyqeHu Bo K,I14Ht4t{Kt4Te cTyA1414 npe4 aBTOpl4aaqrja Ha hHTpaBeHO3H[Te r xHTpaMycxynHrTe

npoil3BgAl4 Ha MeponeHeM, HO 6raae nprajaeeHu noAol-lHa 3a BpeMe Ha nocTMapKeT[HtxKuTe cryA]414'

BO caeAuara ra6ena ce npuKaxaHl4 c[re HeCaKaH[ eQexru BO oAHoC Ha chcTeMor Hnu OpraHor 14

QpexQenqrjara na noj vecrr (> 1/1-0); qecrra (> UL00 go <L/LO), Heaoo6rvaeHr (2

1.|7OOO so <t/toO); L/LOOO\; MHory perun (<LILOOOO) ra He e no3Haro (He moxe

Aa ce npoqeHh oA npxKaxyBalbero, HecaKaHure eQexru ce rpynhpaHil Bo

#,i
;3c)

"r'g:r,"//l-cxonrg

oAHOC Ha iauxr rpex4 Ha cePu03Hocra.
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Meropenem/Anfarm@ e nhqeHllhpaH 3a Aeqa nocrapu o4 3 meceqr. Henna 4oxasr 3a 3ro.neMeH pl,t314K

og6uno KaKBa HecaKaHa peaxqrja Ha neKor xaj 4er_1a Bp3 ocHoBa VBN

Crcrem / Opran OpexQexqrja Cocroj6a
14nQexr-1nr,r r ruQecraqur Hesoo6l,tqaeHH opanHa r BarhHarHa

xaH4u4rjaaa
Hapyuyaama Ha KpBra

arnnQnror chcreM
9ecru rpom6oqrremrja

Hesoo6taqaeH]4 eosuHoQrnrja,
rponn6oquroneuuja,
neyxonerrja, xeyrponenrja,
a rpa HynoqhTo3a, xeMo.fl 14T14qHa

aHemrja

Hapyuyearua Ha HMyHHor
CTCTCM

Hesoo6l,tqaeHr a HrltoeAeMa, anaQrnaxca (eu4u
gen 4.3 u 4.4)

3a6oayearua Ha HepBHt4or
c14cTeM

9ecrr raaso6o,flxa

Heeoo6hqaeHr napecrearja

Perxr KoHayasrr ( engn gen 4.4)

facrpoll urecrtAHarrHV

aa6onysarua
9ecrr 4rjapeja, noapa(arue, raAelbe,

a6got'tunannu 6onxu
Heaoo6hqaeHH ROtt4Tt4C n peA[3BXKa H OA

anru6uoru4n (eugn gea 4.4)
Xe nat o6 n anja p n r,r Ha pyruyBa Fba 9ecru noKaqeHr HhBoa Ha

Tpa HcaMhHa3r, KpBHa a.nKa,nHa

QocQaraaa x KpBHa .flaKrar
AexraporeHa3a

Hesoo6t,t,{aeHr noKaqeH 6unupy6na Bo KpBra

3a6onyaarua Ha Kolxara H

NOTKO){{HTTC TKilBA

9ecrr ochn, npyphryc

Hesoo6hqaeHh Vpruxaprja,roKct4qHa
enxAepManHa HeKpo.nr3a,

Stevens Johnson cHHApoM ,

ruyarr$opnna epHreMa
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llpuiaga Ha tr oxHr HecaxaH[ peaxuhl4

I-lprjaeyearuero Ha HecaKaHu peaKql41a noCne 4o6rBa]beTO na o4o6penue 3a nyuraFbe Ha neKoT Bo

npoMer e BalKHo. Ha roj HaqnH Ce OBO3Mo[{yBa KOHrl4HyhpaHo cne4eFbe Ha oAHoCoT p14314K / xopucraa

.fleKor. Hecaxaxrre 4ejcrea Moxe Aa rn nprjaeure h Al4peKrHo npeKy HaquoxanHuor qeHrap 3a

Qapmaxoeun4naHqa npu AreHqhjara sa.fleKoBl4 u MeAhqhHcKt4 cpeAcrBa (yn' ce' Rupun u MeroArj

6p.54 xar 1) unnno eneKrpoHcKu nar npeKy ee6 crpaHara xa Arenqujara http://malmed'eov'mk/' Co

nprajasyearuero Ha HecaKaH1are 4ejcrsa (e norrnornere Aa ce o6ea6e4ar noee(e rHQopmaqrr aa

6ea6e4xocra na oeoj aex.

4.9 l'lpe4oanParce

YrrnepeHo npeAo3[paFbe e MoxHo xaj naqrenrra co 6y6pexHo ouTeryBaFbe AoKonKy Ao3ara He e

nprnaroAeHa KaKo uro e HaBeAeHo Bo gen4.2. OrpaHrvenure noAaroqh oA nocrMapKeruHtuKure

cryAu|yKaxyBaar Ha roa AeKa HecaKauure eQexru uro ce nojaeyeaar npr npeAo3l4parbe ce Bo

cornacHocr co npoQunor Ha HecaKaHu eQexru onhuaH BO Aen 4.8 n ce yMepeH[ BO OAHoc Ha

cepho3HOCT a, vlctoTaKa The ce noBneKyBaaT co npeKhH Ha repanrjaTa u HaManyBalbe Ha Aosara' Bo

oeoj cny.raj rpe6a Aa ce npeB3eMe cooABerHo rperhpalbe Ha cIMnroM]lre.

Kaj rn4raera4yu co HopMaana 6y6pexHa Qyxxr-1raja ce cnyqyBa 6paa peuanHa enunnrHa4nja'

Xemo4rajaar/|3aTa ro orcrpaHyBa MeponeHeMor I HeroBure nnera6oarrr.

5. OAPMAKONOUKI4 CBOJCTBA

5.1 Oaprvraxo4l4HaMcKll caojcrea

<DapnnaxOrepaneBrcKa rpyna: axrr6axrepIcK14 IeKoBt4 3a cuCTeMcKa ynOrpe6a, xap6aneHerrnr'

ATC xo4: J01DH02

Haqrx xa gejcrao

Meponenem ja rapaayea csojara aHru6axrephcKa aKrHBHocr npe6y ut1,y.n6n4uia Ha chHre3ara Ha

K/leror{Hror s14A Ha l-pam-noarrhBHure r fpann-uerarhBHrre 6axrepur npeKy noBp3yBaFbe sa PBPs

(nexrqulrx- Bp3yBa'{K14 n poreu Hra).

tDapruaxoxttxercxa/ <Dapruaxo4rHaMcKa (PK/PD) 3aBhcHocr

Carqxo KaKO H xaj 4pyrrare 6era naxraruCxu aHrn6roTAWl 14 cO MeponeHeMOT ce noKalxalo AeKa

eQnxacHocra ce h3pa3yBa Bo BpeMerpaelbe Kora KoHlleHrpaqnjara Ha MeponeHeMOr e noBLtcoKa oA

MlC. Bo npeAKnuHhr{Kt4re MoAent4, MepOneHeM noKax(yBa.n aKTTBHOCT Kora n.na3Ma KoHqeHTpaquweia

HaAMhHyBaar MIC Ha rHQexrraHure opraHr3M n eo npulnuxtto 40% oA Ao3Hl4or l4HrepBan. 3a osa

co3HaHtae He nocrojar

Mexaxrgmr xa

Saxrepucxara rqa pe3ynrhpa o4: (L) HaMa.fleHa nponycrnxBocr Ha

6axrepur (nopa4u HaMareHo npou3BoAcrBo Ha

'shx ur' '
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noprHr), (2) narvraneH a$unrrer Ha LlenHhor PBPs, (3) 3roneMeHa excnpecrja na eQnyxcnr nyrvrnu r (4)
npoh3BoAcrao Ha 6era-aaKTaMa3h uro rh xnrypony,supaar xap6aneHeMhre.

.floxaluaupaHh cnyqar na ruQexqur uro ce Aon]Kar Ha 6axrepur ornopHr,r na xap6aneneMu ce
nprjaeexr ao Eeponcxara yHr,tja.

He nocrou BKpcreHa ornopHocr Bo oAHoc Ha raprer xa 4ejcrao noruery MeponeHeM x npox3BoArre co
KVHonoHu' aMuHor,[uKo3HAx, MaKpo/'nAA u rerpaLlrxnIsr. Cenax 6axreprrre Mo]Har Aa noKaxyBaar
ornopHocr Ha noee(e oA eAHa K.naca Ha aurr6axrep[cxh areHcta Kora MexaHh3Mrre Ha ornopHocr
no4pas6rapaar Henponycr.n14Bocr uf nnn eQnyxc nyMnH.

fpaxrqr Ha ocer.nhBocr (S) ra ornopxocr (R)

[paHuqrre 3a recrrpatbe xa MlC, 3aAaAeHh o4 European Committee on Antimicrobial Susceptibility
Testing (EUCAST) ce npercraBeHr Bo ra6enara noAony.

EUCAST Rnulnv.r.u rpaHHqh xa MIC 3a MeponeHervr (2009-0G-05, v 3.1)

paHILlure Ha MeponeHeu3a Streptococcus pneumonioe u Haemophilus influenzo xaj meHrururl,tc ce
O.25me/l (ocern u eocr) u L mg/ L.(ornopxocr)

'Coeeu co BpeAHocrra sa MIC na4 S/l rpaHhqrre ce perxil vnt ceyulre He ce nprjaaenr. Axo
r4eurrSrxyBaFbero I recroBure yxaxar Ha il3o.nar o4 oaoj Bt4A,rae Mopa Aa 6ugat noBropeHh.

.Qoxoaxy pe3ynraror e norBpAeH, h3onarorrpe6a ga ce nparla 4o peQepenrna na6oparoprja.,{oxonxy
hMa AoKa3u AeKa coeBure hMaar MIC Ha4 se(e nocraseHhre rpaHhllt4 3a ornopHocr, coeBhre rpe6a 4a
ce npujaaar xaxo ornopnu (R).

'ocetaueocra na cra$rnoKoKilre Ha MeponeHeM Molxe Aa ce npernocraBr4 cnopeA ocer.n14Bocra KoH

qeQoxcrrrn.
oTpaHllqrre 

Ha ocer/u4Bocr KoH MeponeHeM za Neisserio meningitidis ce oAHecyBaar caMo Ha

MCHIHTTT14C.
trpaHrqrre 

Ha ocer,flxBocr 3a HeKoH Br4AoBr,r ce

OpraHrsarur Ocerara (S)

(me/ml)
Ornopen (R)

(me/ml)
Enterobdcterioceae <2 >8
Pseudomonos <2 >8
Acinetobacter <2 >8
Streptococcus groups A, B, C, G 3a6eneuxa 6 3a6e.neu:xa 6
Stre ptococcus p ne u mo ni oe' <2 >2
Apyrn crpenroxoxr2 <2 >2
Enterococcus

Stophylococcus' ga6eaeurxa' aa6eneu:xa'
H oe mo phil us i nfl ue nzael,' n

Mo roxe I I a cota rrh a I i s2

<2 >2

N ei sse ri o me n i n qiti d i s'z'a < 0.25 > 0.25
Fpann-nosrrr enr a naepo6r <2 >8
[pann-xerarreHr a naepo6u <2 >8

Liste r i o mo nocytog e ne s <0,25 >0.25
[paHrar-1u HenoBp3aH]4 co arAort <2 >8

'sfix u? .
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He3aBt4CHr4 OABpeAHocra na Mlc3a noeAhHl4Te BrAoBl4. oare rpaxrllu ce Kopl4crar3a BrAOBl4 KOl4 He

ce cnoMeHaru so ra6enara.

6 Sera-AaXtaMCKaTa OCeT.rtt4BoCT Ha CTpenTOKOKTTe rpynr A, B, C U G e aaxlyveHa oA neHhLlh'nrHCKaTa

oceT.Il14BOCT.

- Tecroerre 3a ocer4l4Bocr He ce npenopar{aHr4 AoKonKy Br4Aor He e raprer sa repanuja co

MeAuql4HCK14Or npou3BOA.

[lpeaaaeHqara Ha creKHaTa ornopHocr xaj oApeAeH]4 Bl4AoBH MOx(e Aa Bapupa BpeMeHcKt'l t4

reorpaQcxu, na 3aToa e noxe/lHO Aa Ce BOA14 ngKanHa ear4exqrja aa nojasara Ha oTnopHocr' oco6eno

npt4 rperMaH Ha reuKh rxQexr-1rur. floxoaxy esuxacnocra |/| KOpl4Cra oA Kopl4cre]be Ha MeAhLll4HCKhOr

npout3BoA e AoBeAeHa Bo npauJabe 3apaAu nojaea Ha ornopHoct, norpe6Ho e Aa ce no6apa

eKcnepTcKo Ml4cneFbe 14 noMolu.

cae4uara.flrcTa Ha naToreHil e u3BeAeHa oA KnIHrqKrTe ]4cKycTBa r TepaneBTCKhTe ynarcTBa:

Hajsecrr ocernhBh (S) ar4oar:
[paln-noghrrexu aePo6ta

E nte rococcus fa e ca I is*

Sta phylococcus oure us (ocera u e Ha nneruqul r H) * *

stophtylococcus species (oceursr Ha MerrLlrnrH) axnyvye aiku staphylococcus epidermidis

Stre ptococcus ogol octi o e (G rou p B)

streptococcus mitleri (s. onginosus, s. constellotus, v't s. intermedius)

Stre ptococcus Pne u moni o

Streptococcus Pyogenes (GrouP A)

IpaIn-Herarlaexil aePo6h

Citrobocter freudii
Citrobocter koseri

E nte robacte r oe roge nes

Enterobocter cloocoe

Escherichio coli

Hoemophilus influenzo

Klebsiello oxytoco

Klebsiello pneumonia

Morganella morgonii

N ei sse ri o me ni ngiti des

Proteus mirabilis

Proteus vulgoris

Serrotio morcescens

Clostridium

micros, P onoerobius, P. magnus\
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I-patrn-HerarhsHr a Haepo6la

Bacteroides coccoe
Bacteroides frogilis, rpynata aa
Prevotello bivia
Prevotello disiens

Br4oar xaj xon cre*Harara ornopHocr Holr MolKe Aa6n$at npo6nemaryp,Hna
[paru-noglarr eHh aepo6]4
E nte rococcus faeci u m* * *

Fpann-HerarraHr aepo6ta
Acinetobacter species
Burkholderio cepocio

Burkholderia cepocio

Pse u do mo n os oe r ug i nos o

Hacnegxo ornopHh opraHh3MH:
[parln-HerarrsHr aepo6h
Ste notro ph o mo nos m a lto ph i I i o
Legionello species

Apyrn Mt4 Kpoopra H x3Mt4

Chlo mydophil o pne umoni oe
Ch I o mydophi I o psittoci
Coxiella burnetii
Mycoplosma pneumonia
* Br4oer Kot4 l4Maar npupoAHa yMepeHa ocerrrBocr.
** chre craQunoxoxr4 ornopHr4 Ha Merlaq]4nr4H ce ornopHr4 t,t Ha MeponeHeM.
*** Ornopxocra > 50% eo eAHa vnu noee(e Ey aervrjra.

5.2 Oa prvra xoxt{ HercKl4 ceojcrea

Kaj s4paar ayie cpe4Horo BpeMe Ha nonyenHMrnaqrja e npr6.nuxHo 1 rac, cpeAHror BonyMeH Ha

4ucrpu6y4nia e npu6nuxHo 0.25 L/kg (1,L-27 L) ra cpe4xraor KnrpeHc e 287 ml/min aa 250 mg
MeponeHeM , onaiajkn na 205 ml/min sa 2 g. flosra o4 5oo, looo n 2ooo mg ranQyn4rpaHr Bo

BpeMerpaeFbe o4 30 MhHyrx AaBaar cpeAHr BpeAHocn4 ga Cmax o4 npr6arxno23,49 n 7151ry,/ml
cooABerHo, o4roeapajrira UaAUC BpeAHocrr4 o439.3; 62.3u L53 Fg'h/ml. flocne raxQyeraja ao
BpeMerpaeFbe o4 5 MrHyrh BpeAHocr4re sa Cmox ce 52 n Ll2 Vg/ml3a Ao3r4 o4 500 ra L000 mg
cooABerHo. Ilpu 4aearue Ha noee(e Ao3H KoHn4HyhpaHo Bo r4HrepBan o4 8 vaca Ha eArHKa co
HopManHa 6y6pexHa QyHxr-1nja He ce cnyqyBa aKyMynaLlhja na nneponeHeM.

Cry4rja co L2 naqreHru Ha Kon uM 6rao 4aeax MeponeHeM 1000 mg Ha 8 ,{aca nocre onepaqrja sa

rHrpaa64oruhHanHa ranQexqraja noxaxa.fla 3a cnopeA/nr su Cmox x BpeMe Ha nonyxrBor Ha MeponeHeM
co oHue xaj uopmaaxA eAVHRu, co eAHa pa3rHKa, noB[coxa BpeAHocr 3a

at{
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flr.rcrpr6yqrja
cpe4noro noBp3yBa$e co nla3Ma nporel,lHxre 3a MeponeHeM H3HeCyBa npu6nrxxo 2% u e He3aBrcHo

oA KoHqeHrparlrjara. Ilocle 6pao nprannaFbe Ha MeponeHeM, BO BpeMerpaelbe oA 5 tuuuyrr ran

noMa.nKy, Qapnnaxoxrxer1aKara e 6rexcnoxenr4ujalna' Oaa e nolnaaKy r3pa3eHo npu 6aexr AaBat6a Ha

MeponeHeMor Bo BpeMerpaeFbe na unQysrajara oA oKony 30 rvrrnyrur' Meponeuennor uMa Ao6pa

neHerpaquja Bo HeKor re.necHt4 rer{HocTl4 14 rKuBa: 6eara 4po6oar, 6ponxrjaneH CeKpeT, )l{o/lqKa'

qepe6pocnuHa.[Ha TeqHocr, rHHeKO.nOUKtt TKUBa, XOXa, Qacqrja, mycxynr h nepuToHeaneH eKcyAaT'

Mera6onusaNl

MepOneHemor ce nnera6 OnA3VpaCo xl4Aponu3a Ha 6era .naKTaMCK'tOT npCTeH npr UTo Ce 4o6Uaa

nnuxpO6nOaOuJKl4 HeaKT]lgey l era6oarr. ln vitrO nnepOneHeMOT noxa]KyBa noMa/la nOMOxHocr Ha

x,|Aponu3a oA qoBeqKara AexrAponenrrAa3a-l (DHP-l) cnopeAeHo co l/lMhneHeMor I HeMa norpe6a o4

ynorpe6a na DHP-l rHxr6rrop co MeponeHeMor'

Enramnxaquja

MeponeHennor Bor.flaBHo ce eKcKperrpa HenpoMeHer oA crpaHa ra 6y6pearare. Ilpra6nrxrc70% (50-

7S%)oAAo3ara ce eKcKperrpa HenpoMeHera Bo poK oA 12'{aca' 28% ce nperBopa ao nnrxpo6ro'nouJKl4

HeaKrhBeH nnera6oarr. Enrnnuxaqujara npexy Qer-1ecor e nprcyrHa caMo co 2% op'Ao3ara. MepeHuor

peHaneH KnhpeHc r eQexror Ha npo6eHrqhA yKaxyBaar AeKa MeponeHeM ce enrMhH1apa no

MexaHil3Mt4re Ha Ornrpaqrja n ry6yaapHa ceKpequja'

Sy6pexxa r,r xcYQr qraex qrj a

Sy6pexxrare oureryBalba pe3ynrhpaar co noBllcoKl4 BpeAHocrl4 Ha n'na3Ma AUCn BpeMe Ha

nonyxhBor. noxauyea15eto11a AUCe2.4natu noBhcoKo xaj naqrenrr co yMepeHo 6y6pexHo

oulreryBalbe (CrCL 33-74 ml/min), 5 naru noBhcoKo xaj cepuoaHo oureryBaFbe (CrCL 4-23 ml/min) r 10

narh noBrcoxo xaj naqreHru Ha xenno4rjaruaa (crcL <2 ml/min) cnopeAeHo co 3ApaBh nrr{a (crcl >80

ml/min). AIJC ta nnrxpo6uoaouKr HeaKrrBHuor mera6oanr Ha MeponeHeMor co orBopeH npcreH e

t4cToTaKa co noBhcoKa BpeAHOCT Xaj naqrexrhTe co peHanHo ouTeTyBalbe. Ilprnaro4yBa|be Ha Ao3aTa

e npenopaqaHo xaj naqueHril co yMepeHo u cepro3Ho 6y6pexno oureryBalbe (eu+u ryen 4'2l|'

Meponeuenn ce orcrpaHyBa co xeMoAnjanuza co K/lrpeHc npr6luxuo 4 natu noBl4coK ao cnope46a co

oHoj xaj aHyPHqHu naLlHeHrr.

Xenaranxa nxcYQraquenqrja

Cry4raja Bp3 naqreHrta co a.nKoxonHa q]4po3a yxaxyBa Ha roa AeKa xenaraaHara 6onecr HeMa anuianue

apa $aprvraxoKrHeTrKaTa Ha MeponeHeMor nocne noBTopeHh Ao3h'

Boapacxr naqheHrh

<Dapmaxoxr,rHercKure cryAVV He noxaxyBaar3Haqrreanr QapmaxoKhHercKH pa3nvKu xaj eoepacHure

naqheHrll cnopeAeHo co paBr nrLla co noAeAHaKBa peHanHa QyHxqrja. llonynaqroHeH

ileHTt4 co rHrpaa64oMilHanHa raxQexqraja rnr nxeamonrjaMOAen pa3BheH co

yKaxan Ha 2r\145
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l'le4rjarpnja
Oapmaxoxl,tHerhKara xaj noeopo4eHh u Aeqa co rnQexqrah co nphMeH v Ao3uo4 10, 20 u 40 mg/kg
noKalKana Ha hcrl4 BpeAHocrl,l za Cmox xaxo xaj Bo3pacH[re noc,fle npilMeH]4 Ao314 oA 500, 1000 ra 2000
mg cooABerHo. Oaaa cnope46a noKalxa.na na jacxa Qapruaxoxunercxa 3aBt4cnocr nonnefy Ao3hre 1,l

BpeMuFbara Ha no.rlyxl4Bor cnl4qHI Ha oHhe nocMarpaHH xaj eoapacnrre, ocBeH xaj Hajnnaa4rre
naqreHrh (<6 mecequ, t1/2=L.6 h). Cpe4xr,tre BpeAHocrH 3a KnilpeHcor Ha MeponeHeM u3Hecysaae 5.8
ml /min/kg (6-12 rogunn),6.2 mllmin/kg (2-5 roguan), 5.3 ml/min /kg (6-23 rvreceqr) u 4,3 ml/min/ke e-
5 nneceqra). flpr6nuxno 60% op,Ao3ara e enrMl,tHr4paHa npexy yphHara Bo reK xa 12 qaca xaxo
MeponeHeM, co AoAarHr !2% xaxo ruera6oarr. KouqenrpaqJ4vre Ha MeponeHeM Bo
qepe6pocnraHanHara reqHocr Ha Aeqa co MeHhHrrn4c ce npr6auxxo 20% o4TeKoBHara n.fla3Ma
KoHlleHrpaquja, co 3Ha'{aeH creneH Ha aaprjaqrja rvreiy eAHHKl4re.

OaprrnaxoxttHerrKara Ha MeponeHenn xaj HoBopoAeHqIFba Ha aHrr-rHQexrhBHa repanuja yxaxaaa na
noB[coK Knl,1peHc xaj Hoeopo4eHure co noro.neMa xpoHonou xa unv recraLlroHa Bo3pacr co BpeMe Ha

nonyxl4Bor 3a MeponeHeMor oA 2.9 h. Monre Kapao crarvrynar-1rja Ha nonynaLlhoHeH $apnnaxoxrHercxr
MoAen noKaxar AeKa Ao3eH per{hM og2O mg/kg Ha 8 qaca nocr[rHyBa 60% apervre xa4 MIC aa p.

oeruginosa xai95% oA npeABpeMeHo poAeHnre, a9196 xaj 4onoceHrre HoBopoAeHr,;h}ba.

llocrapr naqheHrlt
OapanaxoxuHercKl4 cryAnv xaj s4paara noBo3pacHu arqa (55- 80 ro4raHra) yxaxyBaar Ha HaMa.flyaaFbe Ha

nna3Ma KnHpeHcor noBp3aHo co HaMa,nyBaFbero Ha KpearxHhHcHl4or KnhpeHc nopaAr eoapacra. l4cro
raKa e sa6eaexaxo A MaAo HaManyBalbe Ha HepeHa nluor KnxpeHc. Kaj nocrapure naqueHrh He e

norpe6no nphnaroAyBalbe Ha Ao3ara, ocBeH Bo cnyqata Ha yMepeHo vtnt cepuo3Ho oureryBaFbe Ha

6y6pearare (en4n gen 4.2).

5.3 flperxnrHuqnu noAaroq[ aa 6es6e4xocra
Ctygnme u3BeAeH[ Bp3 xt4BorHI noKaxyBaar 4o6pa ronepaHquja KoH MeponeHeM oA crpaHa Ha

6y6pesrare. Xucronou:xu Haoryn oA peHanHo ry6yaapno oureryBaFbe e ga6eaexauo xaj rayeqn r
Kyt{l4Fba caMo npx Ao3l4 oA 2000 mg/kg r noBilcoKr4, noc.ne eAHoKparHo u noee(exparno 4aaarue. hcr
HaoA e ga6elexax r xaj nnajnnyHt4 nocre AaBalbe Ha Ao3r4 o4 500 mg/kg H noB[coK]4 ao 7 4xeena
cry4rja.

Meponenennor e reHepa,nxo 4o6po ronepilpaH oA qeHTpanHuor HepBeH c[creM. EQexrr ce

sa6enexan[ Bo cryArr4 3a axyrHa roKo4r{Hocr xaj rao4apr npr Ao3r4 Ha4 1000 mglkg.

l4xrpaaeHoanror LDro Ha MeponeHeru xaj 'r'op;apv e noBrcox o4 2000 m1lk1.

Bo cry4rja co KoHrt4Hyr4paHo AaBalbe Ha MeponeHeM Bo BpeMerpaeFbe o4 6 Meceq[ h3BpuJeHa Bp3

Kyt{14Fba ga6elexaHr ce MHHhMa.nHh npoMeHh exayvyaaj(r,r HaManyBaFbe Ha napaMerphre Ha qpBeHHTe

KpBH14 K.fleTKI.

He nocrojar AoKa3r4 3a MyrareH, reparoreH norenqrjan I penpoAyKrHBHa roKc]4qHocr Bo cryryVu
u3BeAeHr Bp3 craopLll4 co Ao3r4 go 750 mglkgA cryAVn r3BeAeHh apa nnajmyHr co Ao3H Ro 360 mg/kg.
l-lpu 4osr,r o4 500 mglkg Bo npent4Mt4HapHx cryAuv ape majanyHr e

' sHx tJ? '
-cro n rE

14HqrAeHqa ua a6opryc.



MeroPenem/Anfarm@

He noCrojar noAaToq[ uTo yKaxyBaar Ha 3ro.[eMeHa oceT,fl14BOcT KoH MepgneHeM Ha M1aAara

nonyaaqraja ao cnope46a co Bo3pacHure. oopruyaar-[,ljara 3a uHrpaBeHo3Ha ynorpe6a e 4o6po

roneprpaHa Bo cryAuHTe Ha )KilBOrHx.

Mera6onnror Ha MeponeHeM noKaxyBa c.nHqeH npoQraa Ha roxcl4t{Hocr co roj Ha MeponeHeMor Bo

cryAl4rTe h3BpueHh Bp3 HI4BOTHX.

5. OAPMAiIEBTCKiI noAATOql4

6.1 llncr.a Ha eKcql4nl4eHcll

Meropenem/Anfarm@ 500 mg: 6eaao4ex HarphyM xap6onar

Meropenem/Anfarm@ L g: 6eaao4eH HarphyM xap6oHar

5.2 14nxomnarn6nnnia

Oeoj MeAuqrHcKl4 npox3BoA He cMee Aa ce Meua co Apyrr MeA[qhHcKu npox3BoAl4 ocBeH oHre

HaBeAeHl4 ao 4ea 5.6.

5.3 Pox Ha rpaelbe

Meropenem/Anfarm@ t,tMa poK Ha rpaeFbe og 3 ro4rHr'

5.4 tloce6xra Mepxll Ha nperna3rlhBocr npr '{yBa}be

,{a ce vyea Ha reMneparyPa 4o 25"C.

fla ne ce 3aMP3HYBa.

l-lpenopavaHo e Kopl4creFbe Ha cBexo noArorBeHla pacrBopl4 aa Meropenem/Anfarm@ 3a ]4HrpaBeHo3Ha

ranjexqraja nnu uaflytuja. PexoHcrrryhpaHror npoll3BoA rpe6a BeAHau Aa ce hcKoprcrr' ,[,oxoaxy He

ce rcKopl4cTu BeAHau cor,nacHo BpeMeTo H ycnoBxTe 3a qyBalbe,oAroBopHocTa e Ha Kopl4cHl4KOT'

Pacreopyea,r Bpene na cra6ranocr ( vac ) Ha coo4serna

reMneparypa
25'C (2-8)'C

Pacreop ( 50mg/ml) noArorBeH co:

BoAa sa uHjexqrr 3 t2

Pacreop ( 1ao 2Omg/ml)

Harpryru xnopugO,9Yo 4 24

fayxoza 5% L 4

lnvxosa tO% L 2

Manuton 2,5Yo -4=\ 2 L6

Manwon LOY, V,o'o"- "*. ilt'q,\ t 8

Pacrsoprre na Me ce 3aMp3HyBaar.



Meropenem/Anfarm@

5.5 llprpo4a r caojcrea Ha naKyBalbero

Bnjanu o4 ueo6oeHo craxno run lll 3aneqareHu co c14B ryMeH 3arBopa'{ v anyuuHttyMcKo Kana'{e co

n.nacrhqeH flip-off 3arBapaq. ,[oaia Bo naKyBa]be oA L0 craKreHh enianu.

6.5 floce6xr Mepxr,r Ha nperna3nhBocr np,r ynorpe6a h paKyBalbe

14uiexuria

Meponexennor uro ce Kopt4crt4 sa 6oryc t,rHrpaBeHcKa rHjexqrja Mopa Aa ce peKoHcrvtrxypa co

creplanHa BoAa 3a rnjexr-lura.KoHr-leHrpar-lajara Ha peKoHcrpyr4paH]4or pacrBop e SOmg/ml.

14Hdvsraia

Bujanwe co MeponeHeM 3a IHrpaBeHcKa raHQysrja Mo]He Aa 6ugat AHpexrHo peKoHcrury[paHr co

0.9% pacraop Ha HarpryM xnoprA, 5% pacreop Ha r,flyxo3a, 10% pacreop Ha r.nyKo3a, Maauton2,5%o,

Manrroa 10% pacraop aa rHQyauja.

Cexoja eujana Aa ce ynorpe6yea caMo 3a eAHa Ao3a.

Cran4ap4HrTe acenT[qHr TexH[K]4 3a noAroToBKa r AaBalbe Ha npoh3BoAoT Mopa Aa ce npaKTuKyBaaT

npta HeroBa ynorpe6a.

Pacreopor npeA ynorpe6a rpe6a 4o6po Aa ce npoMeua'

Cexoj Heynorpe6eH npo[3BoA 14nu ornaAeH mareprjan oA npo]t3BoAor Aa ce orcrpaHu Bo coilacHocr

co.floKarHlare 6aparua.

7. HOCl,lTErl HA OAOEPEHhE 3A CTABA}bE HA TIEKOT BO flPOMET

TMI4HOC OAPM lOO VnnageH, Va. 34 6p.5A VlanaAeulAnnngea

8. spOJ HA OAO6PEH]4E 3A CTABAIbE HA TIEKOT BO nPOMET

9. AAWM HA nPBO OAO6PEHI4E/ OEHOBA HA OAOSPEHI4E

Meropenem/Anfarm@ lV 500 mg 1.08.2014

Meropenem/Anfarm@ lV 1g 7.08.20L4

10. AATyM HA nOCflEAHA PEBH3]4JA HATEKCTOT

Anpua 2025




