JIncroBka: nudopmanus 3a norpeoHTeIs ’(0,2 ‘?2 J /f é

Umunenem/Iunacrarnn Kaon 500 mg/500 mg npax 3a undy3snonen pasrsop

Imipenem/Cilastatin Kabi 500 mg/500 mg powder for solution for infusion™ -0 {7 08 -

UMHIIeHeM/uM1acTatul (imipenem/cilastatin)

IIpouereTre BHUMATEIHO UAJIATA JIHCTOBKA, NPE/AH /1A 3alI04HETE /1a NIpHeMAaTe TOBA JIEKAPCTBO,
ThH KAaTO0 T ChAbpPKAa BaxkHa 3a Bac undopmanus.
- 3anaszere Ta3Mu JMCTOBKA. MOKe J1a ce HaJIOXKH J1a s [poYeTeTe OTHOBO.
- AKO UMAaTe HIKAKBH JOIMbIHUTEIHU BLIIPOCH, NonurainTe Bawus nekap WiK MeMLIMHCKA
cecrpa.
- AKO MOJIYYHTE HAKAKBH HEXKEJIAaHH JICKAPCTBEHHU peakiiMH, yBejomere Baluus nekap wiu
MEJIMIIMHCKA cecTpa. ToBa BKJIOYBA H BCUUKHM Bb3MOXKHH HEKEJIaHW peakLUH, HEONTUCAHU B
Ta3u JTMCTOBKA. Brkre Touka 4.

KakBo ¢babpKa Ta3H JIHCTOBKA:

Kakso npencrapnssa Umunenem/Llunacrarun Kabu M 3a kakBo ce U310J13Ba

L.

Z: Kakso TpsiGBa na 3Haere npeau na usnonszsare Umunenem/Liunacrarun Kadbu

3. Kak na w3nonssare UMunenem/Iunacratun Kadwu

4, Bb3MOXKHHU HEXKeJlTaHU peaKlluU

5. Kak na cexpanssare Umunenem/lLnnacrarun Kabu

6. ChbabprKaHHe Ha OMAaKOBKAaTa M JAOITbJIHMUTEIHA HH(OpMaLIMS

1. Kakpo npeacrasasiBa Umunenem/Ilnnacrarun Kabu u 3a KakBo ce H3noJi3Ba

Mmunenem/Ilunacrarun Kabu npuHauiexku KbM rpyna Jiekapcrsa, HapeyeHd KkapOaneHeMOBHM
aHTHOHOTHULIM. [1pH BB3pacTHU M Jleua Ha Bb3PacCT €/1Ha U 10BeY€e rOAUMHHU TOH YOHBA MHOXKECTBO
OakTepuu (MUKpPOOPraHU3MH), KOUTO NMPHYUHABAT HH(EKLIMK HA PAa3/IMYHH YaCTH OT TAJIOTO.

Jleyenmue

Bamusar nexkap Bu e npeanucan Umunenem/Llnnacratun Kabu, 3a1oro umare ejiHa (MJ1d roseve) or
CJICAHUTE BU10BE UH(ECKLIMHK:

¢ YCJI0KHEHH HH(EKIIMK B KOpema

uHpekLuHu, 3acarauy oeaure gpodose (MHEBMOHUS )

MH(EKLIMK, KOUTO CTE MOJYUYHJIM 10 BpeMe Ha WIIH cile/l pakaaHeTo Ha Bawero Oede
YCJIOKHEHH HHDEKLIMHA HA MTUKOYHMTE ITbTHUILA

YCJIOXKHEHW HH(EKIIUU HA KOXKAaTa U MEKUTE ThKaHH

HMmunenem/Llunacratun Kabu moxke 1a ce W3nosnssa rpH JICYEHHETO Ha MalHeHTH ¢ HUCBK OpOH Ha
OeJIMTe KPbBHU KJIETKH, KOUTO UMAT MOBHILICHA TeMIIepaTypa, 3a KOATO HMa CbMHEHHUS, Ye Ce JIbJIKH

Ha OakTepuaiHa HHPEKLHUS.

Mmunenem/Ilunacratun Kabu Mmoske na ce u3nos3sa 3a jieueHUe Ha OakTepHaJHU HH(EKIIUK Ha
KpbBTA, KOUTO MOrar Jia ObaaT CBbp3aHH C HAKOH OT BUAOBETE HH(EKLIMU, TOCOYEHH M0-TOpeE.

2. KaxBo TpsiOBa aa 3naere, npean aa usnouassare Umunenem/Lnnacrarun K H

He n3noa3zBaiite Umunenem/ILlnnnacrarnn Kaon

®  aKO CTe aJIepru4yHH (CBPBXUYYBCTBUTEIHH) KbM UMHUIIEHEM, LIWJIACTATHH WJIH Kb
OCTaHAJIMTE ChbCTABKM Ha TOBA JIEKapCTBO (M30pOeHH B TOUYKaA 6):

®  aKO CTe aJIepruyHM (CBPBbXYYBCTBUTEIHH) KbM JIPYTH aHTHOHOTHILIH, KAaTO HEHnuﬁnuHm )
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Le(aJOCIOPHHA UAH KapOaneHeMH.

IIpeaynpexaenus H NpeanasHH MepKH

[oBoperte ¢ Baiums nekap WM MeIULUMHCKA cecTpa, Npeiu Aa uinonssate Mmunenem/LynactaTvn

Kabu

- aKO MMATE aJIEPriH KbM JIEKApCTBa, BKIKOUYKUTENHO H KbM aHTUOUOTHUHM (BHE3AITHUTE
»KUBOTO3ACTPALIaABallH AJlePrUYHH peaKLIHH U3UCKBAT He3a0aBHO MEAHLIMHCKO JieYeHHE);

- aKO UMAaTe KOJIWT Wi APYro CTOMAlHO-YPEeBHO 3a00sBaHe;

- aKo UMaTte npodiaeMu ¢ OEOpeLrTe WIK MUKOUHHTE THTHILA, BKJIIOYUTEIIHO HaMasleHa Ob0peuHa
¢yukuus (HuBaTa Ha Umunenem/Llunactatin Kabu B KpbBTa C€ NOBUILABAT NP NALKUEHTH C
noHwxeHa 0bOpeuHa PyHkuus. Morart aa ce nosABAT HEXKENAHU PEeaKLIMU, CBLP3AHH C
LHEHTpATHATA HEPBHA CHCTEMa, aKO A03aTa He € ajanTtupaHa kbM Ob0peuHaTa GyHKLNsA);

- AKO ¥MATe HapylIeHHs HA LIEHTPA/IHATA HEPBHA CUCTEMa KaTO JIOKAIM3HpaH TPEMOpP HITH
ENWIENTTHYHHU I'bpUOBE (IPUNAaBLM);

- aKko uMate npodneMu ¢ YepHHs apod.

B1,3MOXHO € 1a NONYYHTE MOJOXKHUTENEH pe3yaTaT npH uscneasae (trect Ha Coombs), koeTo nokaza
HaJH4YHEe Ha aHTHUTENA, KOUTO MOraT Jia pa3pywaT YepBEHUTE KPbBHH KNeTkH. BawuaT nekap e
o0¢bAH TOBa ¢ Bac.

Heya
Nmunenem/IunactatiH Kabu He ce npenopbyBa npH aela Ha Bb3pACT NOI €4Ha rOAHHA HUITH TIPH
newa cbe 3abonsaranua Ha ObOpeuure.

Hpyrn nekapcrBa H Umunenem/LHnnacraTun Katn
Tpsabea na kaxere Ha Bamus nexap nnu papMauesT, ako MpHEMaTe, HACKOPO CTe MPHAEMAIH HITH €
BBH3MOXKHO [1a IPUEMATE APYTH JIEKapCTBa.

YBenomere Baluus jiekap, ako NpHEMAaTe TAHUMKIOBUP, KOHTO C€ H3IMOA3Ba 3a JICYCHUE HA HAKOHU
BHPYCHHM HHGEKLMH.

Cpuio Taka, yBegoMete Bawus nekap, ako npueMare BajipocBa KUCEIHHA WK HATPHEB Bannpoar
(M300/13BaT Ce 32 JIeUeHHe Ha enuiencys, OUNoaspHo pascTPOHCTBO, MHTPEHA WK LUW3O(PEHHS), HITH
NeKapcTaa 3a paspekaaHe Ha KPbBTa KaTo BapgapuH.

Bamusat nekap e npeueHy aany Tpadea na usnonzeare Mmunernem/Iunacrtaruy Kabu B koMOMHaMA
C TE3H JICKapCTBa.

bpeMeHHOCT H KbpMeEHe
AKO cTe OpeMeHHa WM KbpMHTE, CMATATe, Y€ MOXe 21a CTe OpeMeHHa WM TUTaHKupaTe OpEMEHHOCT,

nochBeTBaTe ce ¢ Bawmsa nekap unu gapmaLieBT npeau ynorpedara Ha ToBa IEKapCcTBO.

BaxHo e ra yBegoMute Baluns nekap, ako cte OpeMeHHAa WM Bb3HaMepABRaTe a 3abpeMeHeeTe npeay
Ia 3ano4yHere Aa nomydaBare UMunesem/Ilunactarun Kabu. UMuneHeM/uunacTaTiH He € Npoy4BaH
npu OpeMennaH xeHU. Umunenem/Llunacratud Kabu He TpsabOBa na ce U3monssa no BpeMe Ha
OpeMEHHOCT, OCBeH ako BallMAT Nekap He MPELEHH, Y€ NOTEHLHAIHATA F10J13a onpaBiaBa
MOTEHLHAJTHHUA PHUCK 32 pa3BUTHETO Ha Oedero.

Baxno e aa ypegoMute Balius aekap, aK0 KbpMHTE WIH Bb3HaMepABaTE Ja KbPMHTE TIpeIH Ja
zanoyHere aa nony4apate Umunenem/Liunacratun Kabu. Manku kondyecTsa OT TOBA JIEKApCTBO

Aany Tpadsa aa usnon3eare Umunenem/Llunacrarnn Kabu, nokato KspMHTE.

Illopnpane u paboTa ¢ MAIIHHA




HsikoM OT HEXKeJIAHUTE PEAKLIMK, CBbP3aHU ¢ ynoTpebara Ha TO3U NPOAYKT (KaTo BHXKAAHE, YYBaHe
WM yCelaHe Ha HECHLIECTBYBALUK HELLA, 3aMAAHOCT, CHHJIMBOCT H CBETOBBPTEXK), MOTAT J1a 3aCE€TrHaT
CHOCOOHOCTTA HA HAKOM MALIMEHTH 14 odupaT Wiy Aa paboTAT ¢ MalHHY (BHXKTE TOYKa 4).

HAmunenem/Innacrarun KadGu chanpka HATPHHA

Umunenem/Lunacratix 500 mg/500 mg cbabpka 37,5 mg HaTpuil (OCHOBEH KOMNOHEHT HAa
roTBapcKaTa/Tpane3Hara con) B €AWH ¢akoH. ToBa € eKBHBAJIEHTHO Ha 1,9 % OT NpenopbYHTEIHUA
MaKCHManeH JHEBEH [IPHEM Ha HaTPHH MPH Bb3PaCcTEH.

3. Kak aa n3nonseate Hmunenem/llnnacraruy Kabn
Umunenem/unactatud Kabw e 6b0e npuroTeaH 4 we By 6bae npunarad ot iekap Wiv Apyr

MEAWLHHCKH CrenHanucT. BalluuAaT iekap e rnpeueHy ot kakea 103a Umunenem/Linnactatuxn Kabu
Ce HY>KaeTe.

Ynorpeba npH Bb3pacTHU M IOHOLIN

[penopbpynTenHaTa A03a NpH Bb3pacTHH M 0HOoWH € 500 mg/500 mg Ha Bcexn 6 yaca wiu
1 000 mg/1 000 mg Ha Bceku 6 unu 8 yaca. Axo uMare npodneMu ¢ 6vOpeuure, BawmsaT nekap Moxe
Ja HaMaJlM go3ara Bu.

Ynorpeba npu aeua

[IpenopbuvTenHaTa 1032 NPH Aelia Ha Bb3PacT eiHa roguHa ¥ nosede € 15/15 wnm 25/25 mg/kg/noza
Ha BcekH 6 yaca. He ce npenopnuBa npunoxenuero Ha Umnnenem/Linnactatud Kabu npn aeua Ha
BBL3pACT MO/ €4Ha roauHa U eua ¢ 6u0peqyHu npobremu.

HauuvH Ha OpUIIOKEHHUE

Umunenem/Lunacratud Kabu ce npunara yHTpaBeHo3HO (BLB BeHaTa) 3a okono 20-30 MmuHyTH 32
o34 oT < 500 mg/500 mg wnu 3a okono 40-60 MuHyTH 32 1034 > 500 mg/500 mg. Axo He ce
yyBCTBaTe N00pe, CKOPOCTTa Ha HHPY3uaTa MOXE Aa Oble HaMalleHa.

AKO ¢Te HAINOJI3BAJIH NOoBeve oT HeoOXxoarMaTa 7032 UHMunenem/Innacraran Kabn
CHUMIITOMMTE Ha MpEIO3HpaHe MOraT Aa BIUIKOUBAT I'bPYOBE, OOBPKAHOCT, TpenepeHe, rajeHe,
NOBpbIIAHE, HUCKO KPLBHO HaNAraHe u 3abaseH Mysic. AKO ce NMPUTECHABATE, Y€ € Bb3MOXKHO Jia Bu e
[IpUnoxeHa Tehpae Bucoka no3a Umunenem/Liunacratun Kabu, HezabaBHo ce cebpxkere ¢ Bauius
NeKap WM ¢ ApYT MEIULIHHCKH CIIELIMAJIHCT.

AKo cTe nponycHanH aAa u3noassare Mmunenem/InnacraTun Kadn

AKo ce IMPHTCCHABATE, YC € BB3MOKHO 4 CTC NNPOITYCHA/IH 41034, He3abaBHO ce CBBPACTC C Bamus
JICKap Wik Jpyr MCAHLUHHCKH CIICUHATHCT.

He npuemaiiTe aABonHa 003a, 3a Ja KOMIIEHCHUpATE NPOITycHAaTaTa A034.

Axo cre cnpean ynorpebara na Umunenem/Iunacrarun Kabn T T
?&‘@E’\W !70
He cnupaiite ynorpebara Ha UMmunenem/Lipnacratud Kabu, nokaro Bammuar nexkap ng/k GERE,
crpere. = Ef' IRl
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AKO HMaTe HAKaKBH JOMBJHUTEIHHU BBIIPOCH, CBBP3aHH C yrioTpebaTa Ha TOBa NeKapy Ej-:y\rra!@*:r.ﬁli'gﬂ:_r /o« }
Baiuus nekap v MeqULIMHCKA CECTPA. \ AR g.ﬁ;/,f



4. BL3iMOXKHH HeKeTIAHH peakuuH

KakTo BCUUKM 1€KApPCTBa, TOBA JICKAPCTBO MOKE 14 NPESAU3BUKA HEXENAHH PEeaKLUH, BbIIPEKH Ye He
BCEKH T'H MOJTy4aBa.

CrneaHUTe HeXeNaHH peakUuMK Bb3HUKBAT PAAKO, BLIIPEKH TOBA, KO CE MOABAT N0 BPEME Ha
IPHUIOKEHHETO WK cnieq npunarake Ha MmMunenem/Llunacratin Kabn, npuembT Ha jiekapcTBOTO
TpaGBa J1a ce MpeycTaHOBU U He3abaBHO Aa ce cBbpakeTe ¢ Bawusa nekap.

o AneprudHy peakLvH, BIJTFOUHTENTHO 0OpUB, MOJYBAHE HA JIMLIETO, YCTHUTE, €3HKaA UW/WIIH
FbPIOTO (ChC 3aTPYJHEHO AULIAHE WY NPEerTbLIaHe ), H/UNU HUCKO KPBBHO HansraHe;

- JlroleHe Ha KoxkaTa (TOKCHUYHA efiaepMaliHa HEKpOIH3a);
TexxkH KoKHU peaklMK (CHHApoM Ha CTHBBbHC-[PKOHCHH U epHTeMa My ITHdOpPME);

. TexcbK KoxeH 00OpHB ¢ H3MOILLBAHE HA KOXa U Koconaa {ekcthonuaTHBEH ASPMATHUT).

JIpyTrH Bb3MOXHH HE)KENaHH PEaKLUK:
YecTn (Morat na 3acerHart o 1 Ha 10 oywu)

. "anede, noBpbliaHe, AUapus. Marnexaa, ye raficHe U NOBPbIIAHE Bb3HUKBAT NO-YECTO NPH
NauMeHTH ¢ HUCHK Opoit Genu KPBHBHH KIETKH;

[logypane W 3a4epRIBaHE NO AbHKWHATA HA BEHA, KOETO € CWIHO D0NE3HEHO NPH AOIHD;
Obpus;

OTknoHEHHA B YepHOApoOHATA QYHKIIUA, KOUTO C€ YCTAHOBABAT NMPH KPbBHH H3C/EABaAHNS,
[lopumapaHe Ha HAKOH D€ KPBBHH KINETKH.

HeuecTn (Morat ga 3acerHat a0 1 Ha 100 aymmu)

. JlokanHo 3auyepBsiBaHE Ha KOXATa;

. JlokasiHa 6onka u obpazysaHe Ha TBHpAA OyUyka Ha MACTOTO Ha HHXKEKTHPaHE;

o Cbpbex no Koxkara;

¢ Yprukapms,

. [TopuineHa TeMnepaTypa;

. KpbBHU HapyllleHUs, 3aCArallly KPbBHUTE KIETKH, KOUTO OOUKHOBEHO C€ OTKPHBAT IPH
KPBhBHH M3CJIeIBAaHUA (CHMITTOMMTE MOTaT a ca OTNagHAJIoCT, Oyie1a Koxa U 3a0aBeHo
pa3HaciHe Ha CHHHUHUTE, o0pa3yBaHH IPH HapaHABaHE);

. Hapyiuenuns Ha dyHkuuATa Ha OpOpenuTe M YepHHA Apo0, KAKTO U OTKIIOHEHHA B KPLBHHTE
MoKa3aTesId, KOUTO C€ OTKPHUBAT NPH KPBHBHU H3CJIEABaHUS;

. TpenepeHe 4 HEKOHTPOJIIHPYEMO MYCKYJIHO TIOTPEINBaHE,;

. ["bpuoBe (MpUNagblIK);

. [Tcuxuuny HapyilleHUA (KaTo NPOMEHU B HACTPOSHHUETO M HapylleHa CnocoBHOCT 3a
[PELCHKA),

. Buxpane, duyBaHe WK yCEUIaHE HA HECHLIECTBYBALUH HElla (XaTIOLUKWHALIMM);

. ObrpkaHoCT;

. 3aMasHOCT, CbHIHBOCT,

° Hucko kpbBHO HansraHe.

Penxu (Morar fa 3acerHat o 1 Ha 1 000 aywmwu)

['tO6MuHa nRbekUMa (KAaHAUO034a);

OugeTsaBaHe Ha 3L0HTE W/IIH €3MKa;

Brinanenune Ha 1ebenoTo 4eEpBO C TEMXKKA JHAPHS,

HapyweHus Ha BKyCa;

HecnocobHocT Ha yepHus Apod Aa M3nbaHgBa oOHWUyaiHaTa CH QYHKUMS,
Br3nanenune Ha yepHuUa apod;

Hesn3amoxHocT Ha 6p0pelTe na U3NHAHABAT OOHU4AHATA CH PyHKLMA;




. [IpoMEHK B KOTMYECTBOTO YpHHA, NPOMEHH B LBETA Ha YPHUHATA,
° 3abonaBaHe Ha MO3bKA, MpPaBYUYKAHE (M3TPBINBAHE), JIOKAIN3IUPAH TPEMOP;
. 3aryba Ha cnyx.

MHoro peakn (Morar aa 3acernat A0 | Ha 10 000 gywn)

. Texxo yBpexxAaHe Ha uepHoapoOHaTa QyHKUMA B PE3YATAT HA Bb3naneHue (PyaMHHAHTEH
XEeraTHuT);

. Bo3naneHue Ha CTOMaxa WM YEPBATa (FraCTPOCHTEPUT);

o Bh3nanexne Ha uepBara ¢ KbpBaBa AUapus (XeMOoparHieH KOHT);

YepseH, NOYT €3UK, CBPLXPACTEX Ha HOPMAJIHUTE MNAariki/IH Ha €3HKa, KOETO My TIpHaBa

., KOCMaT" BUJI, CTOMAUIHH KHCEJIHHH, BB3MAJICHO IbPJ10, 3aCHNeHO 00pa3yBaHe Ha CIIOHKA;

bonku B kOpema;

CReTOBBpPTEXK (BEPTUIO), FMaBODOIIHE;

llyM B ymuuTte (THHHUTYC);

bonka B HEKOJIKO CTaBH, c1abocCT;

HepaBHoMepeH cbpcHeH NYJIC, TBLPIAE CHIEH HIH YCKOPEH ChbpaeyeH NyJIC;

JuckomMdopT B rbpANHTE, 3aTPYAHEHO AMLLIAaHe, HEOOMUYaHHO OBP30 H NOBBLPXHOCTHO JMLIAHE,

O0NKa B ropHaTa 4acT Ha rphOHaYHHUA CTHIIO;

. 3auepBsiBaHE, CHHKARO OLIBETABAHE HA NMLETO U YCTHUTE, MPOMEHH B CTPYKTYpaTa Ha KOXKarTa,
[PEKOMEPHO NMOTEHE;

. BaruHaneHn cupbex Npu xkeHH;

- ITpoMeHH B Opos Ha KPLBHUTE KIETKH;

o BnowaeaHe Ha psako 3abonsBaHe, CREP3aHO ¢ MYCKYJIHa cnabocr (yTexkHABaHE Ha

MUACTEHUA IPaBKC).

C "en3BecTHA YecTOTa (OT HAUTMYHUTE JaHHHU HE MOXKe 1a Ob/1e HarpaBeHa OLIeHKa)

. HeKOHTpOIHpaHH ABHXKEHUS,
. B130yna.

CrhoOnmiaBaHe Ba HEXXEAHH peaKIHH

AKO NMOJYy4YHTE HAKAKBH HEXKEAHU JIEKapCTBEHH peaKkLHH, yBenoMere Bamus nekap WM MENHLIMHCKA
cecTpa. ToBa BKJIIOUBA BCHUKH BB3MOXKHH HEOITUCAHH B Ta3H JIMCTOBKA HEXeJlaHU peakuuu. Moxere
CBILO Ja CHOOIMHUTE HeXXEeNlaHH peaKLiHH AMPEKTHO Upe3 HALMOHANHATA CHCTEMA 33 cpodliasaHe,
(mocovyeHa no-aonay). Kato cwobuiagare HexelaHU peakiiuv, MOXETE Aa JaAETe CBOA NMPHHOC 3a
noJilyyapaHe Ha rnoeeue MHGOpMaUHs OTHOCHO 0€30MNacHOCTTa Ha TOBRA JIEKapCTRO.

HanbaHuTenHa areHuuUs no Jekapereara
yn. ,,Jdamsan ['pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417
yeOcaiiT: www.bda.bg

5. Kak aa cexpanaBate Imunenem/InnacraTrun KaGn

I[a CC CbXpPaHABa Ha MACTO, HCOOCTBIIHO 34 ACLA.

NoCACOHUA ACH OT MMOCOYCHHUA MECCII.

IIpeau oTBapsHe:
Jla He ce cpxpaHaBa Haj 25°C.




Cnen mbpBO OTBapsHe/pa3TBapsHeE:

PasTBOopeHHAT/pazpeeHUAT pa3TROp TpAORa Aa ce U3IoJi3Ba He3abaBHO.

BpemeBHAT HHTepBas MEXAY HAa4aNOTO Ha pa3TBAPSHETO H Kpas Ha UHTpaBeHO3HAaTa HHQY3UA HE
TpaOBa Aa HAABHLIABA ABA Yaca.

He 3aMpa3zsBalTe NPUIOTBEHHS pa3TBOP.

He u3xpbpasiiTe nekapcTBaTa B KaHANW3aUMATa WIX B KOHTEHHEPa 32 JOMAIHHU OTMAaaAbLM,
[Tonuraiite Bamns dapmaueBT Kak 1a H3XBBLPIATE IEKAPCTBATa, KOMTO Bede He usnonssare. Tesm
MEPKH Lle CIIOMOTHAT 3a ONA3BaHE Ha OKOJIHATA Cpela.

6. CpabpkaHHe HA ONAKOBKATZ H AONBLJAHHTEIHA HHpOpMaUHS
Kaxkpo cuabpxa Umunenem/Ilnnactarun Kabn

AKTHBHMTE BELLECTBA Ca:
¢ 500 mg umuneHeMm (kato 530 mg nmuneHeM MoHoxuAapar) # 500 mg umnacraruH (karo 530 mg
LIM/1IACTATUH HATPUEBA COJI)

JIpyrara chCcTaBKa € HaTPHEB XUAPOreHKkapOOoHar.
Kax mraexaa Umnnenem/IunacraTun Kabu 1 KakRo ChABLPXKa ONAKOBKATA

HMmunenem/IIunacratud Kabu 500 mg umunenem u S00 mg uunacratvy e 6a1 10 nodrH 611 wim
BT Npax, npeasiarad B creiieH# prakouu ot 20 ml u crexieny Oytunky ot 100 ml.

Hmunenem/Linnacratud Kabu 500 mg/500 mg ce npeanara B onakoBkH, cbAbpKamK 10 cTekNeHH
¢nakoHa unu 10 cTokiieHd OyTUIKH C Npax, 3aTBOPEHH C N'yMEHa 3alfyllaika H AlyMHHHEBa obkaTka ¢

Kalld4Ka.

He BcHYKH BUIOBE ONMAKOBKH MOraT Aa Obnar ITYCHATH Ha I1a34pa4.

IpuTexaTes HAa pa3pelliecHHETO 32 yNOoTpe6a H NPOH3BOIHTE

IIpHTexaTe ]l HA pa3pellIeHHETO 3a YnoTpeda
®pezennyc Kabu buarapus EOQO/]

yi. An. Xennos 1, eT. 6, an. 37

1113 Codmusa, buarapus

Ilpou3BoanTeEN

ACS Dobfar S.p.A.
Nucleo Industriale S. Atto, S. Nicolo a Tordino,

64100 Teramo, UTanus

3a JOMBNHUTENHA UHPOPMALIUA OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPIKETE CE C NPHTEXATENA Ha
pasperleHHEeTO 3a ynoTpeba.

ToBa JekapcTBO € pa3pellieHo 32 ynorpeda B ALPKABHTE — WIEHKH HAa EBponelckoTo
HKOHOMHYECKO NPOCTPAHCTBO, O] CJACAHHTE HMEHA:

ABCTpHS: Imipenem/Cilastatin Kabi 500 mg/500 mg Pulver zur Herstellung
Infusionsldsung

benrus: Imipenem/Cilastatine Fresenius Kabi 500 mg/500 mg poeder v
infusie

bbarapus: Hmunenem/Llnnacrarud Kabu 500 mg/500 mg npax 3a ungys



Yeurka penybnuka
['epManus:

EcToHys:
DpaHLMA:
["BbpLUA:
YHrapus:
Hranus:
HUpnanaus:
JlrokcemOypr:

Hunepnanaus:

Hopeerus:
[lonmua:
[lopryranus:
PyMBHUA:
CnoBaKH4:
CnoBeHus:
Henanus:
LlIBeLiua:

O0eHHeHO:
KpajCTBO

. Imipenem/Cilastatin Kabi 500 mg/500 mg, prasek pro pfipravu inf. roztoku

Imipenem/Cilastatin Kabi 500 mg/500 mg Pulver zur Herstellung einer
Infusionslésung

Imipenem/Cilastatin Kabi

Imipenem/Cilastatine Kabi 500 mg/500 mg, poudre pour solution pour perfusion
Imipenem/Cliastatin 500mg/500mg kovig Y1 SltAvpa Tpog £yYvoT)
Imipenem/Cilastatin Kabi 500 mg/500 mg por oldatos infuziéhoz
Imipenem/Cilastatina Kabi 500 mg/500 mg, polvere per soluzione per infusione
Imipenem/Cilastatin 500 mg/500 mg powder for solution for infusion
Imipenem/Cilastatin Kabi 500 mg/500 mg, Pulver zur Herstellung einer
Infusionslésung

Imipenem/Cilastatine Fresenius Kabi 500 mg/500 mg poeder voor oplossing voor
infusie

Imipenem/Cilastatin Fresenius Kabi 500 mg/500 mg

Imipenem/Cilastatin Kabi

Imipenem/Cilastatina Kabi

Imipenem/Cilastatin Kabi 500 mg/500 mg pulbere pentru solutie perfuzabila
Imipenem/ Cilastatin Kabi 500 mg/500 mg, prasok na infuzny roztok
Imipenem/cilastatin Kabi 500 mg/500 mg prasek za raztopino za infundiranje
Imipenem/Cilastatina Kabi 500 mg/500 mg, polvo para solucién para perfusion
Imipenem/Cilastatin Fresenius Kabt 500 mg/500 mg pulver till infusionsviitska,
[6sning

Imipenem/Cilastatin 500 mg/500 mg Powder for Solution for Infusion

JlaTa Ha mocJIeAHO NpepasriexIaHe HA JHCTOBKATA

ITocouenara mo-n0ay HHGOPMALNA € IpeAHAZHAYECHA CAMO 32 MEARIHHCKH CIeHAJIHCTH!

Bceku dnakoH € caMo 3a eHOKpaTHa yrnoTpeoa.

PaszrBapsne

ChaBp)KaHHETO HA KOHTEiHepa TpaOra 1a ce npexespnd B 50 ml (3a xonueHntpauus ot 250 mg) v B
100 ml (3a konueHTpauus ot 500 mg) noaxoasai HHPY3IUOHEH pa3TBOp (BXK. ,,HechBMeCTHMOCT® H
,,Caen pasreapane®): 0,9 % pastsop Ha HaTpueB xyiopuA. [Ipu u3BsHpeaHH oBCcTOATENCTBA, KOTAaTO
10 MEeIULMHCKH NPHYXHK He MoXe aa ce u3noisa (0,9 % pasTeop Ha HATPHUER XJIOPUI, MOXKE 114 Ce
3aMeCTH ¢ 5 % pasTBOp Ha TJIIOKO3a.

[Ipenopwuana npoueaypa e godaesHeTo Ha npubnuzuteaHo 10 ml ot noaxoasi uHpy3HOHEH
pa3TBOP KBM KOHTelHepa ¢ npaxa. Pazknarere nobpe u npexsbpiiere NojlyyeHara CMEC B KOHTEHHEpa
¢ UH(Y3MOHHHA pa3TBOP.

BHUMAHUE: CMECTA HE E I1PE/IHA3HAYEHA 3A J1MPEKTHA HHDY3HA.

[TopTOopeTe Npoueaypara ¢ nobapsHe Ha oule 10 ml uHy3HOHEH pa3TBOp, 3a Aa OCHIYPHTE
MPEeXBbPAAHE HA LANOTO ChAbPIKaHHE Ha KOHTEHHEpa C Mpaxa KbM HHQY3HOHHHS pa3TBOp.

[TonyueHnaTa cMmec TpadBa Aa ce paskiialla g0 MojlydyaBaHe Ha OHCTHp pa3TBop.

KoHeHTpaumaTa Ha Taka NOJIyYeHUs pa3TBOp, CNEABANKH ropHaTa npouenypa, € npuo
5 mg/ml KakTO 3a UMHUINEHEM, Taka U 3a UWIACTATHH.

BapupaHeTo Ha LiBeTa OT 6€3UBETEH 10 XKBJT HE C€ OTpa3siRa Ha aKTUBHOCTTA Ha Ipo

HechbBMEeCTHEMOCT




To3u nekapcTBEH MPOAYKT € XMMHUYHO HECHBMECTHM C JIAKTAT H HE TpAbBa fa ce pasTBaps ¢
pPasTBOPUTENH, ChAbMKALM nakTaT. Bee nak, npoayKTsT MOXKE a C€ NpHIiara Ype3 HHTPaBEHO3HA
CHCTEMA, C KOATO C€ BbLBEXKA HH(PY3HOHHO NaKTaTeH pasTBop.

Tozn nekapcTBeH NPOAYKT He TPAOBa Aa ce CMeCBa ¢ APYFH JIEKAPCTBEHH NPOAYKTH, ¢ U3KJIIOUEHHE Ha
nocoveHuTe B ,,PazrpapaHe’,

Caea pazTBapaHe

PasTBOpeHHMAT/pa3peaeHHsT pa3TBop TpabBa Aa ce uznonssa HezabasBHo.
BpeMeBHAT HHTEPBAN MEX/y HA4aJIOTO Ha Pa3TBApPAHETO U Kpas Ha HHTPAaBEHO3HATA MH(]PY3HUs HeE
TpsaOBa a HaJABULIABA [1BA Yaca.

HeuznonzepaHust JACKAPCTBCH NPOAYKT HITH OTIIAABYHHUTC MATCPHANIH OT HCTI'O TPHGBE Ha CC U3XBBPJIAT
B CHOTBETCTBUC C MECTHHTC H3HCKBAHHA.




