
YTIATCTBO B O IIAKYBAIbE T O/ITHOOPMAIIUJA 3A KOPI,IC HI{KOT HA
JIEKOT

IMIPENEM/CILASTATIN HospIRA 500 mg/ 500 mg, nparuoK 3a pacrBop 3a
uuQyruja

Im cilastatin

Vnamcmeomo codpucu:
1. IIIMO NPCMCMATYSO ilEKOM IMIPENEAI/CILASTATIN HOSPIM U 3A U}MO CCynompe6yea
2. Irped da zo seueme reKom IMI?ENEA,I/1ILASTATIN HospIM3. Rarco da zo seMame rleKom IMI\ENEM/1ILASTATIN HospIRA4. Mocrcuu HecoKaHu dejcmea Ha neKom IMI?ENEM/1ILASTATIN HospIM5. Vyearue Ha neKom IMI?ENEM/CILASTATIN HOS\IRA
6. Ipyzu uuQopua4uu

lllro coapxu IMIPENEM/CILASTATIN HOSPIRA

AxmueHa cyncmaru4aja
I4uuneseu u qunacrarun. Ersa tujana coApxr{ 530 mg
530 mg uunacrarrrH HarpHyM (exnana,reuruo na 500
rIunacTaTr.rH.

Ilo.wo ulu u cyncmaHquu
Harpayu xulporeH xap6ouar

r4Mr4neHeM MOHOXr4npar r.r

mg rrMrrneHeM r{ 500 mg

Karco rr3r,'reAa IMIPENEM/CILASTATIN HOSPIRA
IMIPENEM/CILASTATIN HOSPIRA e 6eru.{ar ro xonro-6e:r npauo* 3a pacrBop
:a un$y:uja.

IlpournogrrreJr:
Hospira UK Limited
Horizon,
Honey Lane,
Hurley,
Maidenhead
SL6 6RJ

United Kingdom

_ 
IIp.a ynorpe6a *ra nercor ,"rrMareJrno ,rprurrffi

6u4ejr(u Moxe Aa coApxu uu0opuaqru Kou ce BaxHn sa Bac.o vyeajme zo ynamcm^omo. Moace6u rte mpe6a da zo npovumome no,mopHo.o Arco u.wtame dononruumenHu npawatua, ofipameme ce iai Bou.tuom do*mip rnu
$apuaqeem.

t oeoj nex Bu e npenuwaru Bau rrttHo u ue mpe6a da u,a zo daeome ua dpyzu
nu4a, 1udejxu uocrce da uu Houtmemu dypu ixo HunHttme cu.^4nmoMu ce ucmu
rcarco Bautume.

o Arco nputtemume nojaaa ua 6uno KaK6u HecaKoHu dejcmeo, Be aonuue da zouufuopuupame Baruuom dorcmop unu $apuatqeom. Osa zu u*yry:ro u
HecaKaHume dejcmea Kou He ce cnoMeHamu 60 osa ynamcmlo.
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Hocure,l ua ogo6peHrrero 3a rrpoMer so pM:
A:rsoreH Aoo Eapuqe - llpercraBHr4rrrrBo Cxonje
Yn.Ko:apa 13 A, 1000 Cxouje
P.Maxeaonuja

l.tIITO TIPETCTABYBA IEKOT IMIPENEM/CILASTATIN HOSPIRA I,I 3.lt
IIITO CE YTIOTPEEYBA
IMIPENEM/CILASTATIN HOSPIRA upunafa Ha rpynara rreKoBr.r Haper{eHu
xap6aneneltu-anrpr6uortruu. Oeoj nex ce ynorpe6yBa 3a y6unarre ua 6axrlpuure
KOa [rro rrpeArr3Br{KyBAAT uusexquu Bo pa3nr4qHH AenOBri Ha renoro.
IMIPENEM/CILASTATIN HOSPIRA e HaMeHer 3a ynorpe6a Kaj Bo3pacHH
IlaurieHTrz u .{eua Ha Bo3pacr oA eAHa roAr4Ha u nose(e.

TepanenrcKrr rrHArrKarrutr
BAUTUOT AOKTOP BU To [penI4IxaJI IIeKoT IMIPENEM/CILASTATIN HOSPIRA
rropaAr4 Toa urro HMare e4Ha (u:ru none(e) oA cneAHrrre rr.{rroBr.r ua uusexquu:

o Teurxu uu$exquu sa a6Aouesor (crouar<or)
. I4n$exquja na 6ellrre Apo6oBrz (nneeuonzja)
. I4sQer<uurr Kor{ rxro Mo}r(e 4a ce nojan at npul r.rJru no nopafarre
. Teruxu (xounluqzpanu) un0exuupr Ha ypr4HapHrror cr.rcreM (uouuuor Meyp)
o Teruru (xounnuqupanu) uuQexqua Ha Koxara r.r MeKlrre rKr{Ba

IMIPENEM/CILASTATIN HOSPIRA Moxe ra ce ynorpe6yna xaj raqueHrr{ co
HaMar'IeHI'I 6e:ru xpnna KJrerKrr, co 3foJreMeHa reJlecHa reMneparypa 3a xoja locrolt
coMHeBarr,e AeKa e rrpeArr3BrrKaHa oA 6axrepucxa zH@exqrzja.
IMIPENEM/CILASTATIN HOSPIRA Moxe Aa ce ynorpe6yna 3a neKyBarbe Ha
6axreptlcxu uu$exqza Ha KpBra Kor4 ce rroBp3aHr.r co nexoj on rgrroBlrre Ha
uHQexqun crroMeHarr.r Bo topeHaBeleHuor reKcr.

2.IIITO TPEEA AA 3HAETE TIPEA AA TO YTIOTPEEI,ITE JIEKOT
IMIPENEM/CILASTATIN HOSPIRA

HE ro ynorpebyeajre,rexor IMIPENEM/CILASTATIN HospIRA
o Aro cre anepttluuu (xunepceH3lrrr.rBuu) na vMr.rrreHeM, ur.rJracrarr4 H srh Ha

uexoja o.q [oMotxH]rre cyncraHul{rr Ha reKor (BuAere ae:r 6)
o Aro cre aJTeprurlHt4 Ha Apyrl4 asra6uoruuu KaKo rreHr{rlr4JrnHr.r.

qeQ anocuo puHLl Ltntr xap6aueuenaz.

MEPKTT HA tIpETIrA3Jrr4BOCT Ir [pEAy[pEAyBAIbE
rlp.a Aa ro yuorpeOure JreKor o6parere ce 3a coBer xaj Bau,ror AoKTop rrJrrr

OapMaqeer aKo lrMare [Ir'IIr Hexofalrr Bo MllHaroro cre IrMaJIe:
- AneprncKa peaKuuja ua 6uno Koj neK BKnyqyaajxn anru6uoruupr (nplr

ueua4ejua xr.rBoro-3arpo3yBaqKr4 aneptrrcKa peaxullja torpe6ua e r.rrHa
MeALIUHHCKa nOrraOur)

- KoJrIrrI'rc LtIrH uexoja Apyra racrpouHrecrrrHa!'rHa 6o:recr (6o;recr Ha
AVtecrHBHuor cucreu)

- HapyuyBarLa Ha rleHrpanHrroT HepBeH cr,rcTeM
uru erLIJreIITr4rIHlr uana4Ia )

- ypnHapHr4 HapyuyBarLa u HapyrxyBarLa na 6y6pe

6'*" ,.r:dz^,,r ia- ,-it
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(raxo noxanr{3r4paH TpeMop
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MoNe Aa I'IMare no3LITHBeH pe3ynrar sa Coombs-oBrror recr roj rxro rroKaxyBa
upplcycrBo Ha aHTI{TeJIa KopI Moxe Aa rH yHr,rlxrar qpBeHure KpBHI4 KJrerKr{. 3a oea
Moxere Aa pa3roBapare co Baruuor AoKTop.
KaNere My Ha Balrrlaor AoKTop aKo 3eMare JreKoBr,r HapeqeHr,r BurlpolrrrHa Kr.rcenuHa
prnpr Harpr{yl!{ BaJrnopar (ezau.qe.rr Ynorpe6a na Apyr[ JreKoBr.r floAone)

Aeua
IMIPENEM/CILASTATIN HOSPIRA He ce nperoparryBa 3a yuorpe6a xaj leua noa
eAHa roAuHaulu xaj .ueua co Hapyueua Qynxquja ua 6y6pesure.

Ynorpe6a Ha tpyrr.r JreKoBrr
Be uonuue da zo uuQopuupame Bawuom dorcmop u,tu $apuat4e6m aKo 3et4ame, unu
arco do ueodauua cme 3eMoJte 6uno rcoj dpyz nerc, dypu u oHue Kou He ce Ha neKapcKu
peqenm
KaNere My Ha neKapor aKo 3eMare raHur.rKnonup xoj [rro ce ynorpe6yna sa
neryBarre Ha HeKorz Br{pycur,r un$exqurE.
I'lcro raxa, unQopuupajre ro Barrrzor Aorrop aKo ynorpe6ynare Barnpor4rrHa
KLIcenI'IHa unv HarpvyM Bilnnopat (c9 ynorpe6yna 3a neryBarLe Ha ennlencnja,
6unorapno HapyuryBalbe, MLIrpeHa HIra ruusoSpenwja) utm 6uro raxsr.r JreKoBu
nporr.rB 3rpyrxyBarbe Ha KpBTa xaxo nap$apuu.
Bauruor AoKrop (e oAnyrru rutu Moxere ra ro ynorpe6ynare reKor
IMIPENEM/CILASTATIN HOSPIRA so rou6ranauraj a co rreKoBr{.

Bpeurenocr H Aoerbe
Axo cre 6peuena HnLI AoLITe, ce coMueBare AeKa cre 6pervreua r.rJrr{ [JraHr.rpare
6peueuocr npeA Aa ro ynorpe6ure rexor IMIPENEM/CILASTATIN HOSPIRA
uo6apajre coBer oA Barruor AoKrop rur.r (fapnraqenr.

IMIPENEM/CILASTATIN HOSPIRA He e ucrr.rryBaH Kaj 6peuenu xeHr.r.
IMIPENEM/CILASTATIN HOSPIRA He rpe6a Aa ce ynorpe6yna 3a BpeMe Ha
6peueuocr, ocBeH aKo AoKTopor He yrBpAr{ .qeKa noreHqujaruara Kopr{cr sa uajrara
ro orpaBAyna uorenqujaJrHr.ror prr3r.rK sa $erycor.

Ma;rpr KoruqI'IHu og onoj JIeK Moxe Aa rrpeMr{Har Bo naajvuuoro MJreKo H Moxe Aa
nrujaar Bp3 AoeHrrero. 3aroa, Baruuor AoKTop rpe6a Aa yrBpArd aanu rpe6a .qa ro
yuorpe6ynare rreKor IMIPENEM/CILASTATIN HospIRA sa BpeMe Ha AoerLe.

B;rujauue npr cnoco6Hocra 3a Bo3erbe Ha aBToMo6utt ttttu paKyBame co MarrrrrHg
Hexou oA HecaKaHr.rre gejcrna [oBp3aHH co ynorpe6ara Ha neKor (ua rtp.
xanyUI{HaIIrII4, 3aMaeHocr, EocrraHocr r,r rryBcrBo Ha BprornaBuqa) uoxe Aa etmjaar
nps cnoco6Hocra 3a Bo3eILe Ha aBToMoluluttu paKyBarre co MarrrrrHr.r Ha Hexor{ oA
rarlrreHTr.rre (nulere ael 4).

Baxslr uuQopnraqurr 3a HeKoH og cocrojxrrre Ha IMIPENEM/CILASTATIN
HOSPIRA
IMIPENEM/CILASTATIN HOSPIRA coApxr4 oKony 1.6 mmol (37.5 mg)
HarprryM Ha Ao3a oA 500 mg. oaoj roraroK rpe6a Aa ce 3eMe Bo npeABxA rrpu
ynorpe6a Ha JIeKor xaj uaqueurlr KoI{ ce Ha Ar4era co otpaHuqeH BHec Ha HarprryM.
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3.KAKO AA CE YIIOTPEEYBA JIEKOT IMIPENEM/CILASTATIN
HOSPIRA
IMIPENEM/CILASTATIN HOSPIRA (e 6rt" roArorBeH u (e Brl 6ute
aAMr{Hr{crpr{paH oA crpaHa Ha AoKTOp Hnr.r Apyr MeAr.rq}rHcKr4 nepcoHan. loxropor
tre ja o4perr.r Ao3ara oA neKor IMIPENEM/CILASTATIN HospIRA xoja Bz e
rorpe6ua.

Borpacuu [aqrreHTrr
Boo6u'{aeHa ro3a oa IMIPENEM/CILASTATIN HOSPIRA xaj no:pacHr.r raur{eHrr4
pI aAonecueHrpl e 500 mg/500 mg ua ceKolt 6 qaca rzm 1000 mg/l000mg ua ceron 6
Ao 8 qaca. Axo uuare npo6.neuu co 6y6pesure urra cre co reJrecHa rexuHa no.u 70
kg , rerapor Moxe Aa Bra flpennme rroHr,rcKa Ao3a oA neKor

Ha.ruH na au;ruxaqnja
IMIPENEM/CILASTATIN HOSPIRA ce AaBa rpeKy r{HrpaBencxa r.rH$y:zja (no
nena) Bo reKor ls^a20-30 MHHyrr.r 3a Ao3a oA < 500 mg/500 mg unpr 40-60 rrryr, ,u
Ao3a oA >500 mg/500 mg.

Aeqa rr aAoJrecrleHTrr
Boo6aqaena Ao3a 3a AeIIa Ha Bo3pacr oA eAHa roAr,rHa r{ [ocrapr.r e 15/15 utu 25125
mg/kg, Ha ceKou 6 ,:a,ca.IMIPENEM/CILASTATIN HospIRA ne ce uperoparryBa
3a ynorpe6a xaj Aeua noA eAHa roALIHa 14 3a Aeua Kor{ rrrro lrMaar orrrrereHa
Synrquja na 6y6pesure.

Axo cre 3eMaJIe rlofoJreMa KoJrlrqr.rua oA JreKor oA KoJrKy urro Bra e uorpe6no:
cuunrouzre Ha npeAo3ilparre BKrytrynaar: nojana Ha HarraAu, xon(fyauj^u, ,p"rop,
raAelbe, noapa(albe, HLt3oK KpBeH rlplrrlrcoK u ga6anena pa6ora Ha cprlero. Axo ce
coMHeBare Aexa Bu e AaAeHa IIoroJIeMa KorutluHa oA npenoparraHara, rpe6a BeIHarIr
4a ce o6pau,rre 3a floMorrr xaj Baurnor AoKTop utru uaj6nucKara 6ongrnqa.

Arco ra6opaBr{Te Aa ro 3eMere Jrexor:
Aro ce coMHeBare AeKa Moxe6u cre [ponyrxrr{ne Ao3a oA JreKor, o6parure sa
rroMoru raj Baruuor AoKTop utruuajdrtwcKara 6omruua.
He reuajre AynJIa ao:a (4ne uujexquu Bo r.rcro npeue) 3a ra ja uaaoxnaAr{re
IIponyrxTeHaTa.

Arco npexuHere Aa ro 3eMare JreKor
He uperuuynajte Aa ro ynotpe6ynare JIeKor ocBeH aKo roa se Bu e npeloparraHo oA
Banruot AoKTop.

Arco uttame HeKaKsu npaluatba, o6pameme ce rcaj Bautuom neKap unu eapuaqenm.

4. MOXHI4 HECAKAHII AEJCTBA HA JIEKOT IMIPENEM/CILASTATIN
HOSPIRA
Kaxo u cr4re Apyru rreKoBt4 r.r rreKor IMIPENEM ICILA
lpe.{rr3Br4Ka HecaKaHH gejcrna, xaj uexou or rtaqveH

HOSPIRA Molr(e Aa
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Cnope4 @pexnenqujara (vecrorara) Ha janynarre HecaKaHr{re Aejcrsa ce HaBeAeHu
KAKO:

Muozy qecmu HecaKqH, dejcmea (ce janynaar xaj none(e o.q I naur.renr oa l0)Vecmu HecaKaHu dejcmea (ce janynaar rcaj 1_10 ,ruqr.r* oa 100)
Irouatxy soo1u,aaeuu HecaKoHtt 6eicmea (ce janynaar xaj 1-10 narlr{eHrr.r oa 1000)
Pemrcu HecqKaHu dejcmea (ce janynaar r<aj 1_10 nur,r.n* oa 10000):
Muozy pemqu HecoKaHu dejcmea (ce janynaar raj uorvralxy oa I rarlr4eHr oa 10000)Hecarcauu dejcmea co Heno3Hama sperceeutquja ua jaeyearue (Qpexneuqrajara ne
MOXe Aa ce oApeAr{ oA AOCTanHr.rTe no4aroqn)

rlecru HecaKaur{ gejcrna

' raAer6e, uonpa(arre, ArEjapea (nponun). fa4erre vt nonpatrame roqecro cejanynaar xaj naquenrr.r co HaMaJreH 6poj na 6err, *p"nl, KnerKr,;t nojana Ha oroK I{ IIpBeHI'Ino rro .qoJrxvHara Ha BeHa xoja ruro e MHory ocernr,rBa
npH Aor[rp;

. parx (ucun);
o a6Hopruranna synxquja na rlpHr{or apo6 (oapeAeHo cnope r, a*utu3lrre na xpnra);. 3roJreMeu 6poj Ha HeKor.r KpBHu KJrerKr{.

llotra;rrcy qecrrl HecanaHrr 4ejcrna
. JIOKaJIHO rIpBeHI{JIO Ha KOXaTa

' JroKirJrHa 60nxa u uojana Ha oroK Ha Mecroro na unjexruparreo ja4ex no Koxara
. klcvffr
. TpecKa
o HapymyBarba Ha KpBTa AereKTHpaHr.r co TecroBpr Ha KpBTa (cuunrouure Moxe

Ea 6urar 3aMop, 6reAuro Ha Koxara r{ no floBpeaa nojana Ha Mo.{pr{HKr.r Kot4
4onro rpaar)

o Hapyueua Qyuxquja ua 6y6pe:nre, upHr.ror apo6 z KpBra oApeAeHr{ co
aHanH3HTe Ha KpBTa

. TpeMop r.r HeKoHTponupaHo rptrerbe Ha MycKynraTe.
o flojaea Ha HanaAr.r
. rcuxtrqKr.r HapyuyBarLa (raxo npoMeHrz Ha pacnonoxeHHe v HapyrxeHo

pacy4yeame)
. xanyquHarluu (rlegame, cnymalbe r{nu
o s6yHerocr
. 3aMaeHocT,nocIIaHOCT
. Hrr3oK KpBeH rrpr,rTr.rcoK

Perru HecamaHrr 4ejcrna

' aJleplucKll peaKuI{H IrITo BKnyr{yBaar }Icur, oroK Ha Jlpluero, ycHrrre, ja:uxor
ulutu rpnoro; co nojaea Ha rrorerrrKorr{r.r npu AuuerLe r.r roJrrarre ) urutru
HH30K KpBeH nprrrrrcoK. Axo ospre HecaKaHA .aejcrna ce cnyqar 3a BpeMe Ha
yuorpe6a Hrrrr ro rrp,Marbe sa L4MVr|rEHEM/UI4JIACTATI4H xoc[I4pA.
Mopa Aa ce npeKrrHe co ynorpe6a sa rrexor a
MEAI,IIII4HCKA IIOMOIII.

o nytreme Ha Koxara (roxcu.rua enuAepManHa HeK

qycTByBarse Ha HeurTo [rTo fo HeMa

ce no6apa
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. TeIIrKr.rolxTeTyBarsa Ha Koxara (Crueen-IJoHcoHoB cr{HApoM ra uylrraSopueu
epuretr)

. TEXOK I4CI,I[ TO

Aepuaruruc)
Koxara co ry6urox Ha Koxa r.r Koca (erc$olujarrrBeH

o ra6aqua uuSexquja (rcanaprazjasa)
o o6ojyBarre Ha sa6rre ulsxuja^:uxor
. BOCnaJreHrre Ha Ae6enoro upeBo co TexoK IIponxBo HapyueHo ceTr.rJro 3a BKyc
. Hapymena Synxuprja Ha rIpHHor apo6. BOCfraJreHI,re Ha rlpHuor 4pgg
o Hapyueua Syuxqraja ua 6y6pesure
. rrpoMeHr,r Bo KOJrr.rqecTBOTO Ha r.r3MOKpeHa ypr.rHa H npoMeHrr eo 6ojara na

ypr,rHaTa

o sa6orysarLe Ha Mo3oKor, rryBcrBo
noKanr.r3r,rpaH TpeMop.

o ry6moK Ha cJryxor.

Ha 6oqxame (rpneme u urtu),

Mnory perxrr HecaKaHrr gejcrna

' TerrrKo HapyrrryBarse na $ynr\ujara Ha upHr.ror ,upo6 nopa4r{ BocrraJreHr.re
($ymraunanren xeuaruruc)

o BOCnaJreHr're Ha croMaKOT r,rnu upeBara (racrpoenrepnruc)
. BOCIIAJIEHI,IC HA AI,IIECTI,IBHI,IOT CIICTEM CO UOJANA HA KPBAB NPONI,IBA

(xeuoparu.reH xo.uuuac)

' IIpBeH I'I orerleH jasux, 3roJreMeH pacr Ha na[unr.rre ua jasuxor Kot4 My AaBaar
BJIaKcHecr I'I3|JIOA, cpIIeBa 6onxa, 6olxa Bo rpJloro, 3roJreMeHo co3AaBar.e Ha
rrn)aHKa

o 6olra Bo croMaKor.
o qyBcrBo Ha BprorJraBr.rqa, (nepruro), mano6olxa. 3BoHerbe Bo yrxr.rre (runnraryc)
o 6oaxa so srro6osute, cla6ocr
o HenpaBulHapa6ora Ha cprlero,jaxo unu 6pso cpue6reme

' HeJIaroAHoCT BO lpaAHI'IOT KOIIT, noreIIrKOTHr,r Bo AHIrIeILero, a6nopualiro
6pso u noBprrrHo Ar{rrrerbe, 6olra Bo ropHr.ror AeJr oA p6eroro TOrrJrorHH 6panonu, Ar{cKonopaqnja na n}ruero vr ycHVTe, [poMeHV BO
TeKCTypaTa Ha KOXaTa, 3roJreMeHo noTerbe

. qerrame Ha BynBara (xaj xeHu)
o llpoueuer 6poj Ha KpBHr{Te KJrerKr.r
o BloruYnarre (ersaqep6aquja) na 6orecra xaj nauueurr{ co uuacreuraja rpaBuc

(perxa 6onecr xoja e npr{ApyxeHa co MycKynua cla6ocr)

Ilpujanynarbe Ha HecaKaHrr qejcrra
Axo sa6erexnre uojana ua 6uro KaKBr.r HecaKa,r,r 4ejcrna rpe6a BeAHarx .qa ro
uHsopnaupare Baruuor JreKap, MeAr,ruuHcKa cecrpa uru lfaprraaqesr. oea rE BKnyqyBa
r'r MoxHr'rre HecaKaH[r 4ejcrna KoLr He ce HaBeAeHr.r Bo oBa ynarcBo. Hecaxasure

SaplrarconurunaHua. rlpercy .rprjuryru*" *ru r..un"r" oJ.j.r"a Moxe Aa
so o6e:6eryBarr,e Ha noserte an$opuaquv 3a6es6eAuocra Ha onoj re! IT A TTITTI5.HAqI,IH HA IIYBAIbE g -(tt2t ?

= 
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JIEKOT AA CE TIYBA HA MECTA HEAOCTAfIHPI3.{ AEIIA !
Jlercom He cilee da ce ynompe1yoo nocne ucmeKom Ho poKom Ha ynompe1a osuaqeu
Ho naKy9atuem nod 'EXP',: Porcom Ho ynompe6a ce oduecyla Ho nocneduuom deu od
uaeedeuuom Meceq.

Irped percoucmum)tquja: ue ce norpe6nu noce6nu ycnoBr4 3a qyBarre Ha
MeALrUr{H CKr.rOT npor,r3BoA.

Ifo pexoucmum)tuparue
Pexoncrnryr4paHr,ror rrporz3BoA 3a r4,rpaBeHcKa uHlpysuja rpe6a BeAHarrr Aa ce
ynorpe6ra. BpeueHcxuor HHrepBal nouefy noqeroKor Ha peKoHcrraryuujara u
xpajor Ha r.rHTpaBeHcKara uHsysuja He rpe6a Aa e HaA 2,aaca.

He ro s arrap: n ynaj Te peKo Hcrr{Tyr.rpaHr.ror npor.r3BoA.

Jlexosu ne rpe6a Aa ce oAcrpaHyBaar co orrraAHara BoAa r{Jrlr co AoMarrrHr.ror orrraA.
O6parere ce 3a coBer xaj Barrruot Saprr,raqeBT Bo BpcKa co roa xaxo Aa ja oAcrpaHr.rre
Heuorpe6uara KoJII'IquHa oA JIeKor. Co oeue MepKLI rroMarare Aa ce garuturure ce6e
CU I,I OKOJII,IHATA.

6. APyrU I,IHOOPMAIIUIT

Onuc u coAp)ril{Ha Ha rraKyBarbero
o Ctaxlena nujana or,20 ml (ctarno rnn I) co 6pouo6yrr.rncxr.r ryMeH 3arBapaq

14 upBeHo "flip-off'Kaflaqe. .{ocranuo naKyBarbe: xyruja co 5 euja,ru.
o CraxleHa nujana oA 100 ml (crarlo run I ) co 6pouo6yrulcru r-yMeH

3arBapaq r.r reMHo nnaBo " flip-off'Kararre. ,{octanuo naKyBarLe: xyruja co
1 nujana.

Ha.r[H Ha lr3AaBarbe Ha JreKor
Bo s4pacrneHa ycraHoBa

[oc.neAHa penuruja Ha rencror Ha y[arcrBoro:
Mapr,2018

6poj lr AaryM Ha oto6peHrrero 3a rpoMer:
IMIPENEM/ CILASTATIN HospIRA 500 mg/ 500 mg, nparxoK 3a pacrBop 3a
uu$y:uja, 1 u.ija,ra x 100 ml/xyruja: l5-lol49l} oa 03.04.2013
IMIPENEM/ CILASTATIN HOSPIRA 500 mg/ 500 mg, ,pauroK 3a pacrBop 3a
rzHrly:r.rja, 5 eula:ru x 20 ml/ryruja: l5-1015012 ot03.04.2013
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cregnure nnQopuaquu ce HaMeHerrr caMo 3a 3ApaBcrBeHure pa6orHHrIH:

Percoucruryrrparbe Ha pacrBopor 3a rrHTpaBeHcrca ynorpeOa
Me.qraqnucKr.ror rrplr3BoA e no Qopua Ha cyB crepr,rneH npa[roK no nujaaa xoja
loapNz 500 mg r{MareHeM u 500 mg rlunacrurul.
3a nocrurnyBarLe Ha qH ,a pa.r"opor oa 6.5_g.5 xaxo ry$ep e ynorpe6eH Harpr{yM
xr{AporeH xap60nar. flpu uo4roroBKa n ynorpe6u ru pu.ruopor Bo corJracHocr co
npenopaKl'ITe He ce_janynaar curuuQuKaHrHr4 rrpoMeHr.r no pH. Onoj ue4rzrlraHcKr.r
rpor.r3BoA coApxu 37.5 mg HarpuyM (1.6 mmol).
fiponsno4or e HaMeHer 3a eAI'IHerrHa ynorpe6a u cexoja ueynorpe6eHa KoJrr4rrr4Ha oA
Jrexor rpe6a 4a ce $pnn.
Pexoncruryuuiara Ha npalxorot tpe6a Aa ce flpaBr{ Bo acenr[rrHr4 ycnoBr.r coynorpe6a Ha pacrBopyBatrr,rre HaBeAeHr4 noAony.
flpel yuorpe6a pacrnopor :rpe6a BI,r3yeJrHo Aa ce vrcwffa3a npucycrBo Ha BrrAnr.rBr4
raprr'rKnr'r v npoMeHa ua 60jara. cuee Aa ce ynorpe6ru caro 6uuap pacrnop 6es
lpr{cyTHl,r Br{AJrHBr,r qecTHr{Krz.

cra6uffrocra Ha peKoHcrr.rryLrpaHr,ror [po3BoA e rrorBpAeHa caMo rrpg ynorpe6a ua
0.9%o aarpuyM xnopr{A r,r cTepr.rnHa soAa 3a uujexquu.
PexoucrurylrpaHr.ror r,r p€BpeAeH pacrBop rp.du Aa ce ynorpe6u negnarn.

Pexoncmumyquja rua eujaaama od 100 ml
crepumrzor nparuoK Mopa Aa ce peKoHcrvryupa cnopeA r.rHcrpyKrrr{r.rre HaBereHr.r
roAony' Tpe6a ra ce nporpece Ao Ao6aearre na 6zcrap pacr"op'(norpe6nrz ce 3-4
MprHyrr.r 3a pacrBaparLe Ha npamoxor). Bapujauuure Bo 6ojara ua picr"opor (oa
6eg6oen 4o Nonr) ne nlujaar nps e(frzracHocra Ha npou3BoAor.

Pexoucmumy4uja ua eujanama od 20 ml
colpNruuara oA nuja,rara Mopa Aa ce cycrreHAhpa v Aa ce.qoAare Ha 100 ml or
coorBerHr.ror pacrBop ea un$ysuja. ce npenopar{yBa.{a ce AoAaAar oKony 10 ml oa
coorBerHrror pacrBop :a unoy:uja no nuja,rara. [o6po rporpecere u npesp"uere ja
co3raAeHara cycnen:uja o4 nzja"nara Bo Kecr{qKara co pacrBop :a unoyszja.- 

^

TIPEAyTIPEAyBAIbE : cycneu:uj ara ue e HaMeHera 3a .qrrpeKrHa an s y:r.rj a.

llonropere ja nocranrara co .{oronHarensu 10 ml ol pacrBopor aa uu$y:uj a 3a Aace ocllrypare AeKa rlenara coApxl{Ha o.q eujarara cre ja IrpeHene Bo KecrdrrKara co
pacrBop sa un@ysuja. flporpecere AoAeKa coApxr4Haru nr. c. uz6ucrpu.

Heynorpe6eHara KonurrrrHa oA JreKor rpe6a 4a
noKa!'IHlITe 3aKOHCKI{ npo[]ICU.
llnxouaru6u,lnocur
Oaoj MeAVqHHcKT{ npor{3BoA e
peKoHcTprTyHpa BO pacTBopr.r Kor.r
rpeKy rrHrpaBeHcxa .nuuaj a npeKy

ce o.qcTpaHr.r Bo cotnacHocT co

nnxonatu6rrJreH co na
corpNar JraKTarrr. Jlexor

[o:a (uuureHeM no mg) Bonyueu oA pacrBopyBarr
r<oj rpe6a ra ce AoAare
(ml)

Cpe4ua norpe6ua
KoHueHrpaqnja Ha
rpor.r3BoAor (mg/ml
ttl,tuueueu)

500 100 5

xoja rpe6a aa ce zH$yn4u



Jlexot IMIPENEM/CILASTATIN HospIRA ne cMee Aa ce Merrra co/utruAoAaBa Ha.upyru auru6uoruqu.

flocne peKoHcrr{Tyrrparbe rr pa3peAyBarre
PeroHc,rry,paHrdor Lr pa3perenuor pacrBop rpe6a ra ce ynotpe6u BeAHaru.Bpeuero uorraefy peKoHcruTyl'IparLero x 3aBprrryBarLero Ha lrHTpaBeHcKara uu6ysr,rja
ne rpe6a ra e uose(e oA ABa rraca.

ffi;h1 *i=-r.: g
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