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IHCTpYKUia no BUKopucTaHHIo

Ledenim

YBaXKHO npouuTtaiite Bcro LH0 IHCTPYKL IO, NepLu HiX noyaTy BUKOPMUCTOBYBATK Lelt npenapar,
OCKi/IbKWM BOHa MicTHTb BaXk/inBy Ans Bac iHpopmayito.

- 3bepiraitte ueit nucTok. MoxnuBo, Bam goseneTses MPOYNTATK KOrO Lie pas.

- AIKILO Y BAC BUHUKAM AOAATKOBI 3aNUTaHHA, 3BEPHITbHCA A0 nikapa, dapmauesTa yum
MezcecTpu.

- Lle# npenapat npusHayenuii nuwe ANna Bac. He nepenasaiite Moro iHWwWmm. Lle moxke 3aBgaTu
M WKOAK, HABITb AKLLO X CUMATOMM XBOPOOM TaKi X, AK y Bac.

- Y pasi BUHUKHEHHSA ByAb-aKMX NOBIYHMX edeKTiB 38epHiTbes A0 nikapa, bapmauesTta abo
meacectpu. Clogmn BXoaAaTb Byab-AKi MOKAUBI nobiyHi edekTn, He 3a3HaueH] B i iHCTPYKL,T,
AvBiTbea posain 4.

Lo B uih iHcTpykuii

1. Uo Take Ledenim i ANA HOro BiH BUKOPUCTOBYETHCS
2. o notpibHo 3HaTH Nepes BUKOpUCTaHHAM PeHanimy
3. Ak BUKOpUCTOBYBaTH PeHanim

4. Moxnusi nobiuni epextu

5. Ak 36epiratn PeHanim

6. BMicT ynakoBku Ta iHwa inbopmauia

1.Uo Take Lledenim i gns yoro i BMKOPUCTOBYETbCA
PeHanim nokaszanui ans NiKYBaHHA iHOEKL, M, CNpuYnHEeHnx bakTepiamu, YYTAUBUMU A0
uedenimy, a came:

- IHeKUiT HUKHIX AuxanbHUx LWNAXIB, BKAOYAOUYM HO30KOMIianbHy NHEBMOHIIO Ta
no3anikapHAHy NHEBMOHIt, rocrpe bakTepianbHe 3arocTperHs XPOHi4YHOro 6poHXxiTy Ta
BTOPUHHY BaKTepianbHy iHbekuito roctporo 6poHxiTy;

- HeyCKnafHeHi Ta ycknagHewi iHbeKuii cevoBmBigH X WINAXiB, y TOMY YUCAI niefioHedpur;

- iHdeKLii WKipK Ta NiALKIPHOT KNITKOBUHM;

- BHYTPIWHbOYEpeBHi iHdeKLii, BKAoYatoum NePUTOHIT Ta iHbeKwii OBYOBUBIAHUX LUNAXIB;

- THEKONOriuKi iHdeKL,ii;

- BakTepianbHU MeHiHrT Y HEMOB/IAT Ta gjiTen;

- Y KombiHauii 3 iHWuM K aHTUbaKTepianbHUMM 3aco0bamu NpU NikyBaHHI NauieHTiB 3
HeMTponeHieto, ki CKap>KaTbCA Ha NMXOMaHKY, AKa, MOXAUBO, BUKNMUKaHa bakTepianbHo
iHbeKUieto;

- NiKYBaHHA NauieHTiB 3 bakTepiemieio, aka BUHMKana Yepes byab-aKkL, 3 nepepaxoBaHmx BULLE
iHbeKui abo icHye Take NPUNYLLEHHA

Cnip 38epHYTH yBary Ha oQiuiiHi PeKOMeHAaLII LLOoA0 HanexHoro BMKOPWCTAHHA
aHTMOaKTepianbHUX 3acobis.

2. Wo notpibHo 3HaTu nepep sacrtocyBanHam Liedenimy
He Bukopucrosyiite yedenim:
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- AKWO y Bac anepris Ha uedenim, Byab-aki iHwi LepanocnopmHoBsi aHTMBIOTUKY a6o byab-aki
IHLWI iHrpesieHTH Uboro npenapaty (nepenivexi s po3aini 6).

- AKLWO y BaC B aHaMHesi bynu TamKi aneprivHi peakuii Ha 6yab-aKui iHWWH Trn 6eTa-naktamHmx
aHTUDIOTUMKIB (NeHiLUNiHK, MOHOobaKTamu Ta KapbaneHemu).

Monepea)eHHs Ta 3an06ixHi 3axoau

MopagpbTecs 3i cBoim nikapem, bapmauestom abo MEZACcecTpoto nepes 3acTocyBaHHAM
Ledenimy.

Mpu 3acTocyBaHHi Ledenimy cnig 6yTi ocobnuso obepeskHMMU B Takux BUNagKax:
—Mosigomnanocs NPO TAXKI Ta iHOAT cMepTenbHi aneprivyxi peakuii. byap Nlacka, nogigomTte
niKapsa, AKLLO Y BaC B aHamHes] € acTma abo anepriyHi peakuii (BucnnaHHa Ha LKipi,
CBEPBIHHA...). TTPU TAMKKMX anepriyHnx peakuiax moxe 3Hafo0BUTHCA afpeHanit Ta iHwa
NiATPUMYIOYa Tepania.

— Ledenim He NIAXOAWTbL ANA NiKYBaHHA AEAKUX BUAIB iIHeKLit. Baw niKap NpusHa4ms Bam Leki
aHTUBIOTUK, Tomy wo Le HalKpalLWit BapiaHT 419 BaLWOro 3aXBOPIOBAHHA.

~ AKULO Y Bac € npobnemu 3 HupKamu (Hanpwknaga, 3HMKeHa OYHKLif HUPOK), OCKINbKY e
MOPKE BNAVHYTU Ha BUBELEHHA LibOro npenapary.

— AKLLO B CTpaxkaaeTe Big, CTiViKOi Aiapei nig yac abo nicng 3aCTOCYyBaHHA UbOro npenapary.
HeraliHo nosigomTe Nnikaps, Wwob BiH 3mir 3’AcyBaTh, un € Aiapea pesynbTaTom 3ananbHoro
NpoUecy y KUWKIBHUKY, BUKAMKAHOIO 3aCTOCYBaHHAM aHTUBIOTKKA; NiKyBaHHS LMm
NPENapaTom mMoXe A0BeAETHCA NPUNUHUTY,

— AKWo BUM cTpaxgaeTe Ha aneprito (Hanpuknaa, NoniHos, Kponue'aHka ) abo y MUHYynomy 6ynu
anepriyHi peakwii Ha niku.

Mpu noasi Byab-akux peakuii rinepuytnusocti CNiA NPUNUHKUTY NpUiom uedenimy Ta
po3noYaTu BiANOBIAHI TepaneBTUYHI 3axoau.

— [lo3yBaHHA Ana nauieHTiB AiTHBOrO BiKY Cnig BUBMpaTth petenbHo Ta BpaxoByBaTh dyHKLU0O
HUPOK, OCKiNbKY € Binblua MMOBIPHICTL PO3BUTKY 3aXBOPIOBaHHA HUPOK.

IHWi nikn Ta yedenim

MosinomTe cBoro nikapa a6o dapmauesra, AKLWO BK BUKOpUCTOBYETE, HelloaaBHO
3acTocoByBanu abo moKere BMKOPWUCTOBYBATH By Ab-AKi iHWI NiKKW, BKAKOYaIOUM NiKK, AKi
BiANycKaoTbea 6e3 peyenTa.

Cnig petenbHo KOHTPO/IIOBATU PYHKLLiO HUPOK, KON uedenim noegHyeThCA 3 npenapartamu, aki
MOXYTb BNIMBATU Ha HUPKK (Hanpwuknag, amiHornikosuam Ta AlypeTukn).

Ledanocnopmhu MOXKYTb NOCMNOBATH A0 KYMapUHOBMX AHTUKOArynaHTie.

B3aemogis 3 giarHocTMyHUMY Tectamm
Ledenim moske BuKMKaTy XM6HOHO3MTMBHy peakuito B geakmx naboparopHux A0CNiAXKEHHAX
(pesynbTatu rniokosm 8 ceviTa pesynbTati Tecty Kymbea).

BaritHicTb i roayBaHHs rpyaato
AKWoOo BM BariTHi abo FOAYETe rpyAato, AyMaETe, o MoXKeTe 3aBariTHiT1 abo nnaHyete

3aBariTHITH, 3BEPHITbLCA 33 nopagoto Ao nikapsa abo dapmavesTa nepen BUKOPUCTAHHAM ubor
npenapary.




He suKkopucToByitte uei npenapar nij, 4ac BariTHOCTI, AKLLO HeMae abCcontoTHOI HeobxigHoCTI Ta
cneuianbHOI BKasiBKuM nikaps. AKLWO BM 3aBariTHIAK nig vac NiKyBaHHA Ledenimom, nosigomTe
npo e nikaps.

Ledenim moxe MPOHMKATK B rpyAHe MONIOKO, TOMY Liei npenapar cnif 3acTocosyBaTu B nepion,
rOAyBaHHA rpyAAto 3 BEIMKOKO 06ePeXHiCTIO i TinbKu nicas Y3roAXeHHa 3 nikapem.

KepyBsaHHa aBTomobinem Ta iHWwumu MeXaHiYHUMM 3acobamu

Aocnimxerb wopo Bnavey Ha 3AATHICTb KEPYBaTK aBTOTPAHCNOPTOM Ta NPauoBaTh 3 iIHWKUMMK
MeXaHi3Mamu He NPOBOAUNOCS.

OaHak y Bac MOXyTb BUHMKHYTW NOPYLIEHHA CBIAOMOCTI, 3anamopoyeHHs, CN/IyTaHICTb
CBIZLOMOCTI Ta ratouumHaLi, sKi MOXYTb NOTiPLIMTK 3AaTHICTL KEPYBaTH aBTOMOBINEM Ta
NpauoBaTh 3 IHWKMMNW MexXaHi3Mmamu.

3. flk 3acTocoByBaTH uedenim

3aBXAM BUKOPUCTOBYIATE Ll MPpenapart TO4YHO TaK, AK CKa3as Bam nikap abo bapmauesT.
3BEepHIiTbCS 40 CBOroO Nikapa abo dapmavesTa, AKLLO BN HE BNEBHEHI.

Liedenim moskHa 8BoaMnTH BHYTPIiLUIHbOBEHHO ab0 BHYTPILLHLOM A3080.

Micna po3sYMHEHHR, yTBOPHOETLCA PO34MH Bif 3KOBTOrO 10 *KOBTO-KOPUYHEBOrO KONbopy.
3BMYariHa [03a Ta Waax BBEAEGHHA 3MIHIOIOTLCA 3aN1EKHO Bif TANKKOCTI iHbeKuii, PyHKUIT HUpPOK
Ta 3araNbHOro CTaHy naljieHTa.

Cnocib BHYTPiWHbLOBEHHOrO BBEAEHHA € KPALLMM Y NALIEHTIB i3 TAMKKMMM iHbeKuUiamm abo B
CUTyauii, WO 3arposKye KUTTI0, 0COBAUBO AKLLO ICHYE MMOBIPHICTb LLOKY.

Ana popocnux nauienris Ta AiTei 3 macoro Tina > 40 kr 3 HOPMaNIbHOO PYHKLLiEH HUPOK:

TaxKicTb iHbeku,i Ho3ysaHHsa Ta cnoci6 npuitomy IHTEpPBaN Mix Nnpuliomamum

|
|

IHdeKLiT ceqoBUBIgHMX WNAXIB Big 500 mrpoolr KOXHIi 12 ropn
NIerkoro Ta cepefiHboro CTyneHs
TAXKocTi (ICLU)

IHWi iHdeKwii nerkoro Ta cepeatboro B/B abo B/m KOXHI 12 ropg,
CTyneHa TAXKocTi (He ICLL)

Baxkki iHpekwii ir KOXHI 12 rop,
Ayxe Baxki inpekuii abo iHbekwi, 8/B abo 8/m KOXKHi 8 rog,

LLLO 3arpoOXKyrTb XUTTHO

3BMYaliHa TPUBANICTb NiKYBAHHA CTAHOBUTL BiA 7 po 10 AHiB; 6inbw cepiiosHi iHbeKLii MoxKyTb
BMMaraTtu 6inblw Tpueanoro NikyBaHHA. Mpu eMNIpUYHOMY NiKyBaHHI pebpunbHoi HenTponeHii
3BM4alHa TPMBANICTbL NiKYBAHHA HE NOBUHHA OyTh meHwe 7 aHis abo 0,0 3HUKHEHHSA
HerTponerii,

Ans nauieHTiB 3 macoto Tina < 40 kr 3aCTOCOBYETbCA PEKOMEH/0BaHE [03yBaHHS ONA aiten.

3actocyBaHHA y giteit
Ana pitein 3 HopmanbHoto dyHKLiekD HUPOK:




Ana pitei pekomeHao0BaHa 4,033 CTAHOBUTL:
-[THeemoHis, iHheryii ceyosusidHux winaxie, iHeKyii wkipu ma NiOWKIPHOI KNiIMKOBUHU:
e [itv Bikom Bia 2 micauis i macoto Tina < 40 Kr: 50 Mr/Kr KOxHi 12 roauH npotarom 10
AHIB; NPy BiNbL BasKKMX iHQeKuiax cnig pobutn 8-roguHHMi IHTepPBan Misk npuiomamu.
— bakTepiemis, aka nigosproeTbes abo BUHMKaE Yy 38°A3KyY 3 iHbeKLiamu, baKTepianbHUM
MEHIHTITOM Ta eMNiPUYHUM NiKyBaHHAM debpunbHoi HeltTponewii:
* [litv Bikom Big 2 micauis i macoto Tina < 40 Kr: 50 mMr/Kr KOsKHi 8 roauH nporarom 7-10
AHiB.

[0cBia nikyBaHHA AiTelt Bikom A0 2 micauis obmeskeHnin. [lite UbOro BiKy Mg 4ac npuitomy
uedenimy cnig petensHo cnocrepiraTu.

Hitam 3 macoro Tina > 40 kr pekomeHa0BaHa no3a gna gopocsux. He nepesuLLymnTe
MaKCMManbHy peKOMEHAOBaHY 403y AN18 A0POCAUX (11 KOXHI 8 roguH). [ocsia
BHYTPIlUIHbOM’A30BOr0 BBEAEHHA AITAM 0BMEKEH ML

NauieHTn nitHboOroO BiKy, NawieHTH 3 NopylweHHAM GyHKLIT HUPOK, XBOpi Ha Aianisi ra gitn 3
nopylweHHAM PYHKLiT HUPOK:
Nikap BU3HauuTL go3Y, AKY NOTPibHO BBECTM.

AKwWo BM BUKOpUCTOBYETE Binblue uedenimy, Hix cnig,

HeranHo 3BepHiTbca fo Nikapa abo iHWKUx meanyHux NPaUiBHUKIB, OCKIZIbKK B NEBHUX cuTyauiax
Y BaC MOXyTb BUHWUKHYTU BiNbL cepiio3Hi NobiuHi edekTu,

AKLLO Y BAaC BUHUKAM 4,043TKOBI 33MUTaHHS LWOAO 3aCTOCYBaHHA LUbOro Npenapary, 38epHiThcs
A0 CBOTO Nikaps, GapmalieBTa Yu meacecTpu.

4. Moxnusi no6iuni edpektn

AK i BCI nikapcbKi 3acobu, Ledt NpenapaT Moe BUKAMKATU NoBiYHI edeKTU, xoua BOHM
CNOCTepIraloTbea He y BCix. Lledenim moxe BUKAUKaTH 0AMH abo AeKinbka 3 HaCTyMHKMX
nobiYHMX edeKTis:

AyKe nowmpeHi (MosxkyTb BpasuTu GinbLue Hix 1 KopucTysaya 3 10):

- [o3uTneHuI Tect Kymbea Ges remonisy (Metoa BU3HauyeHHa PIBHA aHTUTIN);
Mowwupeni (Moke BpasuTu A0 1 kopucTtysaya 3 10):

- 36inbLeHHn Hacy 3ropTaHHA KPOBi (NiABULLEHHA npotpombiHoBoro abo TpombonnacTuHoBoro
Yacy);

- aHemis;

- NiABULLEHUM PIBEHb NEBHUX KAITUH KpoBi (eo3uHobinia);

- Gnebit B micyi iHdyaii;

- fiapes;

- BUCUNAHHS;

- Peakuin B micLi BBeAEHHA;

- Binb i 3ananenHs 8 MicLi iH'eKLT;

- NIABULLEHUIA PIBEHL AeAKUX NOKa3HUKIB KPOBI (anaHiHaMiHOTpch¢epa3a,
acnapratamiHoTpaHcdepasa, 6inipybiH, NyskHa pocdarasa).




Heuacro (moxe 8pasuti go 1 KopucTyBaya 3i 100)

- rPUBKOBI iHdeKLUiT NOpOXMHUHM poTa 3 6innm HanboTom (KaHAMAO03 POTOBOI NOPOMHMHM);
- BariHanbHa iHdekuin;

- BHMXKEHHA PIBHA NEBHUX KNiTUH Kposi (TpombouuTtonenis, NernKoneHis, HelTponeHxis)
- TONoBHI 6oni;

- KONIT (3ananeHHsa ToBCcTOl KULLKK);

- NCeBAOMEMOPAHO3HUI KONIT;

- HyA0Ta;

- bntosora;

- epuTema (MoYepBOHIHHA LWKipw);

- KponuBe'aHKa;

- CBepOiHHA;

- NIABULLLEHUI BMICT CEYOBUHM KPOBI;

- NiABULLEHNI KPeaTUHIH CUpOBaTKM KpOBi;

- IMXOMaHKa;

- 3ananeHHs B micLi BBegeHHS.

Piako (moxe Bpasuth fo 1 KopucTtysaya 3 1000):
- TPMOKOBI iHdeKLi (kaHanao3);

- aneprivHi peakuis;

- aHrOHEBPOTUYHUIM Habpsak (panTosui HabpAaK WKipu, nigwkipHoi KNITKOBUHMW, CIM30BOI abo
NiACN130B0i 060/10HKM);

- cyaomu;

- NOKONOBAHHSA;

- 3MiHU CMaKy;

- 3aMaMOpPOYEHHS;

- PO3WIMPEHHA CYaAUH;

- 33AMLLIKa;

- 6inb y XusoTi;

- 3anop;

- TeHITanbHUI ceepbix;

- 03HOO.

Hesigomo (Hesigoma yactora)
- anfacTyHa aHemia, reMosliTUYHa aHemis Ta arpaHynoumTos;
- CNNYTaHICTb CBIAOMOCTI;

- rallouMHaLi;

- KOMa;

- OCUNNICTb;

- eHuedanonartia (HesananbHe 3axXBOPHOBAHHA MO3KY)
- NOPYLWeEHHA CBIAOMOCTI;

- MIOKNIOHYC (NOCMMKyBaHH# M'azis);

- KpOBOTEYa;

" 3aXBOPIOBAHHSA LW/YHKOBO-KMLIKOBOrO TPaKTY;




- TAXKI WKIPHI peakuil (Hanpuknag, TOKCUYHKI enigepmanbHuil HeKponis, cuHapom CrigeHca-
J>OHCOHa Ta MynbTUOPMHaA epuTema);

- HAPKOBA HEeAOCTATHICTb;

- TOKCMYHa HedponaTia (YLWKOAMKEHHA HUPOK);

- XMOHOMNO3MTUBHI pe3yNbTaTu aHani3y Ha KO3y B ceui.

MoBifoMneHHa Npo NobiyHi edpeKTH

Y pasi BUHUKHEHHA Byab-aKknX NobiYHNX edeKTiB 3BepHITLCA A0 Nikapa, dapmalieBta abo
meacecTpn.Cloam BXOAATL ByAb-AKi MOXAUBI NOBIYHI eDeKTH, HE 3a3HaUYeHi B il IHCTPYKLT. Bu
TaKOX MOXKeTe NOoBiAOMNATH NPO NObIYHI edekTH be3nocepesHbo Yepes HaLioOHanbHY 3BITHICTb
3a agpecoto: www.mhra.gov.uk/yellowcard a6o wykatv MHRA Yellow Card y goaaTky Google
Play abo Apple App.

5. flk 36epiratu uedenim

36epiraitTe ueit Npenapart y HeAOCTYNHOMY AR AiTel MicLy.

He B1KOpMCTOBYMTE el npenapaT Micna 3akiHYEeHHA TePpMIHY NPUAATHOCTI, 3a3Ha4YeHOro Ha
ynaKoBLi Ta KOHTeMHepi nicna «EXP.». TepmiH NpUAaTHOCTI BiAHOCUTLEA A0 OCTAHHLOTO AHA
BKa3aHOro micsaub.

Lle# nikapcbKuii 3acib He noTpebye ocobaunBmx TemnepaTtypHux ymos 36epiraHHa. 36epiraiite
KOHTEWHEeP Y 30BHILLHIN Kopobuii.

He BUKMAaTe NikK y CTiYHi BoAM YK NobyTOBI BigxoamM. 3anuTaliTe cBoro papmalesTa, K
BUKUHYTU NiKK, AKi BK Binble He BUKopUcTOBYETE. Lli 3aX04M AONOMOXKYTb 3aXUCTUTU
HaBKOIMLLHE CepesloBULLE.

6. Bmict ynakoBk#u Ta iHwa iHdopmauis

Lo mictuTtb uedenim

- [ivoua pevoBuHa Ledenimy Auriapoxnopuay MoHorigpar.

KoxeH dnakoH uedenimy 1 r, NOPOLLOK ANA NPUTOTYBAHHA PO3UYMHY ANA iH €KL ab0 iHPY3ilt
mictutb 1 r uedenimy (y BUrnagi aurigpoxnopuay moHorigparty).

- IHWUMm iHrpesieHTOM € L-apriHiH.

Ak Burnagae uedenim ta BMICT ynakoBKu

Ledenim 1 r aenae coboto nopowok Big 6inoro 4o 61i40-*K0BTOro KONLOPY A7 NPUrOTYBAHHS
PO34MHY ANA iH'eKUit/iHdys3iit, ynakoBaHUi y cknaHuil dnakoH 06’emom 20 mA, 3aKpuTHit
KPWLUKOHO, WO 3HIMaETbCA. PNaKOHKM YNaKOBaHI B KAPTOHHI KOPOBKU.

Po3mip ynakosku: 50 dpnakoHis.

He BCi po3mipu ynakoBOK MOKyTb OyTH NpogaHi.

BUpO6HUK:
TOB «Abidapm».

Appeca:
[pysia, MuxeTcbka obnactb, 3319, LiinkaHi.
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Instruction for use
Cefepime

Read all of this leaflet carefully before you start using this medicine because it contains important information for

you.

- Keep this leaflet. You may need to read it again

- If you have any further questions, ask your doctor, pharmacist or nurse.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if their signs of illness are
the same as yours.

- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side effects not listed in this leaflet.
See section 4.

What is in this leaflet

- What Cefepime is and what it is used for

- What you need to know before you use Renapime
How to use Renapime

. Possible side effects

. How to store Renapime

- Contents of the pack and other information
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1. What Cefepime is and what it is used for

Renapime is indicated in the treatment of infections Ccaused by bacteria susceptible to cefepime, namely:

- lower respiratory tract infections, including nosocomial pneumonia and community acquired pneumonia, acute bacterial
exacerbation of chronic bronchitis and secondary bacterial infection of acute bronchitis:

- uncomplicated and complicated urinary tract infections, including pyelonephritis:

- skin and subcutaneous tissue infection:

- intrabdominal infection, including peritonitis, and biliary tract infections:

- gynecological infections;

- bacterial meningitis in infants and children;

- in combination with other antibacterial agents in the management of neutropenic patients with fever that is suspected to be due
to a bacterial infection;

- treatment of patients with bacteraemia that occurs in association with, or is suspected to be associated with, any of the infections
listed above.

Consideration should be given to official guidance on the appropriate use of antibacterial agents.

2. What you need to know before you use Cefepime

Do not use Cefepime:

- if you are allergic to cefepime, any other cephalosporin antibiotics or any of the other ingredients of this medicine (listed in section
6).

- if you have history of severe allergic reaction any other type of beta-lactam antibiotics (penicillins, monobactams and
carbapenems).

Warnings and precautions

Talk to your doctor, pharmacist or nurse before using Cefepime.

Particular care should be taken when using Cefepime:

— Severe and occasionally fatal allergic reactions were reported. Please tell your doctor if you have a history of asthma or allergic
reactions (skin rash,

itching...). Severe allergic reactions may need epinephrine and other support therapy.

— Cefepime is not adequate for the treatment of certain types of infections. Your doctor has prescribed you this antibiotic because
it is the best option for

your illness.

— if you have kidney problems (such as reduced renal function) as the elimination of this medicine may be affected.

— if you suffer from persistent diarrhoea during or after using this medicine. Tell your doctor immediately so he can investigate
whether the diarrhoea is the

result of an intestinal inflammation caused by the use of the antibiotic; treatment with this medicine may need to be discontinued.
= If you suffer from allergies (such as hay fever, nettle rash) or have had an allergic reaction to medicines in the past.

Cefepime must be discontinued on the appearance of any kind of hypersensitivity reaction and appropriate therapeutic measures
initiated.

— Dosages for elderly patients should be chosen carefully and should take renal function into account, as there is a greater possibility
to develop kidney

disease.

Other medicines and Cefepime
Tell your doctor or pharmacist if you are using, have recently used or might use any other medicines, including medicines obtained
without prescription.

Renal function should be carefully monitored when Cefepime is combined with drugs that may affect the kKidneys (such as
aminoglycosides and powerful

diuretics).

The cephalosporins may enhance the effect of coumarin anticoagulants.

Interaction with diagnostic tests

Cefepime may produce a false positive reaction in some laboratory tests (urine glucose and Coombs test results).
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Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your doctor or pharmacist for
advice before using this medicine.

Do not use this medicine during pregnancy, unless absolutely necessary and specifically directed by your doctor. If you get pregnant
during treatment with Cefepime tell your doctor.

Cefepime can be transferred to breast milk, therefore this medicine should be used during breast-feeding with great care and only
after discussing with your doctor.

Driving and using machines

There have been no studies on the effects on the ability to drive and use machines.

However, you may experience disturbed consciousness, dizziness, confusion and hallucination, which may compromise the ability
to drive and use machines.

3. How to use Cefepime

Always use this medicine exactly as your doctor or pharmacist has told you. Check with your doctor or pharmacist if you are not
sure.

Cefepime can be administered via intravenous use or intramuscular use.

After reconstitution the solution is yellow to yellow-brown.

The usual dose and the route of administration vary in accordance with the severity of the infection, the renal function and the
general conditions of the patient.

The IV route of administration is preferable in the patients with severe infections orin a life-threatening situation, particularly if there
is the possibility of shock.

For adult patients and children with a body weight > 40 kg, with normal renal function:

Severity of the infection Dosage and route of administration Interval between doses {
Mild to moderate urinary tract infections (Ut 500mgto 1g every 12 h

Other mild to moderate infections (non UTI) IV or IM every 12 h

Severe infections 19 every 12 h

Very severe infection or life-threatening infections | IV or IM every 8 h

The usual duration of treatment is 7 to 10 days; more serious infections may require a longer treatment. In the empiric treatment of
febrile neutropenia, the usual treatment duration should not be less than 7 days or until the resolution of the neutropenia.

In patients with a body weight < 40 kg, the recommended dosage for children applies.

Use in children

For children with normal renal function:

In children the recommended dose is:

-Pneumonia, urinary tract infections, skin and subcutaneous tissue infection:
¢ Children aged more than 2 months and weighing < 40 kg: 50 mg/kg every 12 hours for 10 days; in more severe infections,

the 8 hours interval between the intakes should be done.

~ Bacteraemia that occurs in association with, or is suspected to be associated infections, bacterial meningitis and empirical

treatment of febrile neutropenia:

¢ Children aged more than 2 months and weighing =< 40 kg: 50 mg/kg every 8 hours during 7 to 10 days.

Experience in children under 2 months of age is limited. Children of this age should be monitored carefully during administration
of Cefepime.

In children with body weight > 40 kg, the adult dosage is recommended.

Do not exceed the maximum recommended adult dose (1 g every 8 hours). Experience with the intramuscular route in children
is limited.

Elderly, patients with renal dysfunction, dialysis patients and children with renal dysfunction:
The doctor will determine the dose to be administered.

If you use more Cefepime than you should

Contact your doctor or other healthcare professionals immediately, as you may experience more severe side effects under certain
situations.

If you have any further questions on the use of this medicine, ask your doctor, pharmacist or nurse.

4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.
Cefepime may present one or more of the following side effects:

Very common (can affect more than 1 userin 10):

- Positive Coombs test without hemolysis (method of determining antibody levels);
Common (can affect up to 1 user in 10):

- Increased blood coagulation time (increased prothrombin or thromboplastin time):
- anaemia;

- an elevated level of certain blood cells (eosinophilia);

- infusion site phlebitis:

- diarrhoea:

- rashes;

- infusion site reaction:

- pain and inflammation on the injection site:




- an elevated level in certain blood counts (alanine aminotransferase, aspartate aminotransferase, bilirubin, alkaline phosphatase).

Uncommon (can affect up to 1 user in 100)

- fungal infections of the mouth with white coating (oral candidiasis);
- vaginal infection;

- reduced levels of certain blood cells (thrombocytopenia, leukopenia, neutropenia)
- headaches;

- colitis (inflammation of the large intestine);

- pseudomembranous colitis:

- nausea;

- vomiting;

- erythema (reddening of the skin);

- urticaria;

- itching;

- elevated blood urea:

- elevated serum creatinine;

- fever;

- inflammation on the infusion site.

Rare (can affect up to 1 user in 1,000):
- fungal infections (candidiasis);

- allergic reactions:

- angioedema (sudden swelling of the skin, subcutaneous tissue, mucosa or submucosa);
- convulsions;

- tingling;

- taste changes;

- dizziness;

- vascular dilation;

- shortness of breath;

- abdominal pain;

- constipation;

- genital itching;

- chills.

Not known (unknown frequency)
- aplastic anaemia, haemolytic anaemia e agranulocytosis;

- confusion;

- hallucinations;

- coma;

- torpidity;

- encephalopathy (non-inflammatory brain disease)

- disturbed consciousness:

- myoclonus (muscle twitching);

- bleeding;

- gastrointestinal disease:

- severe skin reactions (as toxic epidermal necrolysis, Stevens-Johnson syndrome and erythema multiforme):
- renal failure;

- toxic nephropathy (kidney damage);

- false positive urine glucose test results.

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side effects not listed in this leaflet.
You can also report side effects directly via the national reporting at: www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card
in the Google Play or Apple App.

5. How to store Cefepime

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the packaging and the container, after ‘EXP.". The expiry date
refers to the last day of that

month.

This medicinal product does not require any special temperature storage conditions. Keep the container in the outer carton.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw away medicines you no
longer use. These measures will help protect the environment.

6. Contents of the pack and other information

What Cefepime contains

- The active substance is cefepime dihydrochloride monohydrate.
Each vial of Cefepime 1 g, powder for solution for injection or infusion contains 1 g of cefepime (as dihydrochloride
monohydrate).

- The other ingredient is L-arginine.




What Cefepime looks like and contents of pack

Cefepime 1g is a white to pale yellow powder for solution for injection/infusion, packaged in a 20 ml glass vial closed with a flip-
off cap. The vials are packed in carton boxes.

Pack size: 50 vials.

Not all pack sizes may be marketed.

Manufacturer:

AbiPharm LLC.

Address:
Georgia, Mtskheta Region,
3319, Tsilkani
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cefepimi
CEFEPIME

saerTaSoriso dasaxeleba
cefepimi (Cefepime)

wamlis forma
steriluri fxvnili kunTSi da venaSi saineqcio xsnaris mosamzadeblad

Semadgenloba
erTi flakoni Seicavs 1 g cefepimis ekvivalentur cefepimis dihidrogloridis monohidrats.
damxmare nivTiereba: L-arginini pH-is 4.0-6.0 SesanarCuneblad.

aRweriloba
TeTri an moyviTalo feris fxvnili.

farmako-Terapiuli jgufi: antibaqteriuli saSualebebi sistemuri gamoyenebisTvis, meoTxe Taobis
cefalosporinebi.

ATC Code - JOIDEO1

farmakologiuri moqmedeba
farmakodinamika

IV Taobis cefalosporinebis jgufis antibiotiki. axasiaTebs farTo speqtris mogmedeba gramdadebi i
da gramuaryofiTi baqteriebis Stamebis mimarT, romlebic rezistentulia aminoglikozidebisa da I[I]
Taobis cefalosporinebisadmi. cefepimi mdgradia umravlesi B-laqtamazas hidrolizisadmi, mcired
aqvs gamoxatuli msgavseba B-laqtamazas mimarT da srafad aRwevs gramuaryofiTi bagteriebis
ujredebSi.

cefepimi aqtiuria gramdadebiTi aerobuli baqteriebisadmi: Staphylococcus aureus (B-lagtamazas
maproducirebeli Stamebis CaTVliT), Staphylococcus epidermidis (B-laqtamazas maproducirebeli
Stamebis  CaTVIiT), Staphylococcus spp. sxva Stamebi (maT Soris Staphylococcus hominis,
Staphylococcus saprophyticus), Streptococcus pyogenes (4 Jgufis streptokokebi), Streprococcus agalactiae
(B jgufis streptokokebi), Streptococcus pneumoniae (penicilinisadmi saSualo mgrZnobelobis — mdk
0.1-1 mkg/ml Stamebis CaTVliT), Streptococcus bovis (D jgufis), Streptococcus viridans, sxva beta-
hemolizuri streptokokebi (C,G, F jgufis);

gramuaryofiTi aerobuli bagqteriebi: Pseudomonas spp. (maT Soris Pseudomonas
Pseudomonas putida, Pseudomonas stutzeri), Escherichia coli, Klebsiella :
Kiebsiella pneumoniae, Klebsiella oxytoca, Klebsiella ozaenae), Enterobacter,
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Enterobacter cloacae, Enterobacter aerogenes, Enterobacter agglomerans, Enterobacter sakazakii),
Proteus spp. (maT Soris Proteus mirabilis, Proteus vulgaris), Acinetobacter calcoaceticus (qvetipi
Acinetobacter anitratus, Acinetobacter Iwolfii), Aeromonas hydrophila, Capnocytophaga spp.,
Citrobacter spp. (maT Soris Citrobacter diversus, Citrobacter freundii), Campylobacter jejuni,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae (maT Soris B-laqtamazas
maproducirebeli Stamebi), Haemophilus parainfluenzae, Hafnia alvei, Legionella spp., Morganella
morganii, Moraxella catarrhalis (maT Soris B-laqtamazas maproducirebeli Stamebi), Neisseria
gonorrhoeae (maT Soris  B-laqtamazas maproducirebeli Stamebi), Neisseria meningitidis,
Providencia spp. (maT Soris Providencia rettgeri, Providencia stuartii), Salmonella spp., Serratia
spp. (maT Soris Serratia marcescens. Serratia liguefaciens), Shigella spp., Yersinia enterocolitica;
anaerobuli baqteriebi: Bacteroides spp. (maT Soris  Bacteroides melaninogenicus, sxva Stamebi
Bacieroides spp./piris RruSi/), Clostridium perfringens, Fusobacterium spp., Mobiluncus spp.,
Peptostreptococcus spp., Veillonella spp.

preparatisadmi mdgradia zogierTi Stami Xanthomonas maltophilia (Pseudomonas maltophilia),
Bacteroides fragilis, Clostridium difficile.

metacilinisadmi mdgradi enterokokebisa da stafilokokebis umravlesi Stami (maT Soris
Enterococcus faecalis) rezistentulia cefalosporinebisadmic, cefepimis CaTVliT.

farmakokinetika

cefepimis 500 mg, 1g, 2g venaSi Seyvanis SemTxvevaSi sisxlis plazmaSi Cyya Seadgens 39.1 + 3.5
mkg/ml, 81.7 £5.1 mkg/ml da 163.9 +25.3 mkg/ml.

kunTSi ineqciis Semdeg cefepimi mTlianad Seiwoveba. cefepimis 500 mg, lg, 2g kunTSi Seyvanis
SemTxvevaSi sisxlis plazmaSi Cpax Seadgens 13.9 £3.4 mkg/ml, 29.6 + 4.4 mkg/ml da 57.5+9.5
mkg/ml. Trax Seadgens 1.4+0.9 sT, 1.6 £ 0.4 sT, 1.5 +0.4 sT.

plazmis cilebs ukavSirdeba 19%-mde da ar aris damokidebuli cefepimis koncentraciaze.

cefepimis Terapiuli koncentraciebi aRmoCenilia SardSi, naRvlis wvenSi, peritonealur siTxeSi.
damwvrobis  Sedegad warmoqmnili - buStukebis SigTavsSi, brongebis lorwovan sekretSi,
winamdebare jirkvlis, apengsis da naRvlis buStis gsovilebSi,

cefepimis naxevargamoyofis periodi Seadgens saSualod 2 saaTs. ZiriTadad gamoiyofa Tirkmlebis
saSualebiT, gorglovani filtraciis gziT.

Cveneba
preparatisadmi mgrZnobiare mikroorganizmebiT gamowveuli infeqciur-anTebiTi daavadebebi:
- qveda sasunTqi gzebis infeqciebi (pmevmoniis da brongitis CaTvliT)
- Sardgamomtani gzebis infeqciebi (rogorc garTulebuli, maT Soris pielonefriti, aseve
gaurTulebeli)
- kanisa da rbili gsovilebis infeqciebi
- intraabdominaluri infeqciebi (peritonitis da sanaRvle gzebis infeqciebis CaTvliT) -
- ginekologiuri infeqciebi
- septicemia
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- neitropeniuli cxeleba (empiriuli Terapiis saxiT)
- baqteriuli meningiti bavSvebSi.
Rru organoebze girurgiuli operaciebis dros infeqciebis profilaqtika.

ukuCveneba
momatebuli mgrZnobeloba cefepimisa da L-argininisadmi, aseve — cefalosporinebis, penicilinebisa
da sxva beta-lagtamuri antibiotikebis mimarT.

dozireba da miRebis wesi

cefepimiT mkurnalobis dawyeba dasaSvebia gamomwvevi mikroorganizmis identifikaciamde.

doza da Seyvanis gza dgindeba gamomwvevis mgrZnobelobis infeqciis simZimis, aseve pacientis
Tirkmlis fungciuri mdgomareobis gaTvaliswinebiT.

preparatis venaSi Seyvana misaRebia avadmyofebSi mZime da sicocxlisaTvis saSiSi infeqciebiT.
mozrdilebsa da 40 kg-ze meti wonis bavSvebSi, Tirkmlis normaluri funqciiT preparati iniSneba
Semdegi doziT:

daavadebis simZime ~erTjeradidoza ineqciis sixSire

Sardgamomiani gzebis | 0.5-1gvenaSian |

msubuqi da saSualo simZimis infeqciebi kunTSi FRL 1 el iy

msubugqi da saSualo simZimis

.y I 1 g venaSi an kunTSi yovel 12 saaTSi
sxva saxis infeqciebi i ;

mZime infeqciebi 2 g venaSi : yovel 12 saaTSi
Zalian mZime da sicocxlisaTvis saSiSi infeqciebi 2 g venaSi ; yovel 8 saaTSi
qirurgiuli operaciis dros, infeqciebis profilaqtikis mizniT, operaciamde 60 wT-iT adre iniSneba
cefepimi 2g venaSi Sesayvanad 30 wT-is ganmavlobaSi. gadasxmis damTavrebis Semdeg,
damatebiT iniSneba 500 mg metronidazoli intravenurad. metronidazolis xsnari da cefepimi ar unda
Seiyvanon erTdroulad. metronidazolis Seyvanamde saWiroa sainfuzio sistemis gamorecxva.
xanrZlivi (12 saaTze meti) qirurgiuli operaciebis dros, cefepimis pirveli dozidan 12 saaTSi, saWiroa
ganmeorebiT igive dozis Seyvana, SemdgomSi metronidazolis SeyvaniT.
bavSvebSi 2 Tvis asakidan preparatis maqsimalurma dozam ar unda gadaaWarbos mozrdilTa
rekomendebul dozas. 40 kg-mde wonis bavSvebSi, Sardgamomtani gzebis garTulebuli da
gaurTulebeli infeqciebis (pielonefritis CaTvIiT), kanisa da rbili qsovilebis gaurTulebeli infeqciebis,
pnevmoniis, neitropeniuli cxelebis empiriuli mkurnalobis dros, preparatis saSualo doza Seadgens 50
mg/kg yovel 12 saaTSi.
pacientebSi neitropeniuli cxelebiT da baqteriuli meningitiT, preparati iniSneba 50 mg/kg yovel 8
saaTSi erTxel.
Terapiis saSualo xangrZlivoba Seadgens 7-10 dRes. mZime infeqciebis dros Sesaz
xangrZlivi mkurnaloba. "
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pacientebi, Tirkmlis funqciis ukmarisobiT (kk naklebi 30 ml/wT), saWiroeben preparatis dozis
koreqcias. sawyisi doza iseTivea, rogorc Tirkmlis normaluri funqciis mqone pacientebSi, xolo
SemanarCunebeli doza ganisazRvreba kreatininis klirensis (kk) gaTvaliswinebiT.

rekomendebuli doza
kreatininis klirensi (ml/wT) .

ig‘)‘zovel SSaJTSI ‘Zg yo»iel 12 saaTSi lg yO\;el 12 séhTSi v ‘S()Omg yovel 12 smlTSi
>50” ‘ : o - rekomendebuhv dboza, koreqéias ér séWffoebs ‘
50-30 M h "’ 7 ig yovebl 12 éaa%& ~~ : ‘2g yovel 24 saéT& o lé yovel 24”‘saaTS“i : \ KSOOmg yovel 24wsaaTSi
2901 2g yovel 24 saaTs: | lgyovel24saaTSi | 500mg yovel 24 saaTSi | S00mg yovel 24 saaTSi
<10 [ igyovel24saaTSi | 500mg yovel 24 saaTSi | 250mg yovel 24 santsi | 250mg yovel 24 saaTSi |

hemodializis dros, 3 saaTis ganmavlobaSi, organizmidan gamoidevneba cefepimis miRebuli dozis
68%. amitom, TiToeuli seansis damTavrebisTanave, saWiroa cefepimis ganmeorebiTi dozis
Seyvana, romelic sawyisi dozis tolia. pacientebSi, romlebic uwyvet ambulatoriul peritonealur
dializze imyofebian, cefepimi iniSneba saSualo rekomendebuli doziT — yovel 48 saaTSi 500 mg, 1 g
an 2 g, infeqciis simZimidan gamomdinare.

bavSvebSi Tirkmlis funqciis darRveviT, rekomendebulia dozirebis koreqcia iseTive sqemiT,
rogorc mozrdilebSia miRebuli.

xsnaris momzadebisa da Seyvanis wesebi

venaSi Sesayvani xsnaris mosamzadeblad flakonis SigTavsi unda gaixsnas S ml an 10 ml saineqcio
sterilur wyalSi, 5% glukozis xsnarSi an 0,9% natriumis qloridis xsnarSi qvemoT moyvanili cxrilis
mixedviT.

venaSi nakadiT Seyvanis SemTxvevaSi, preparati SeyavT 3-5 wT-is ganmavlobaSi. sistemiT
gadasxmis dros momzadebuli xsnari damatebiT unda ganzavdes sxva gamxsnelTan erTad da
gadaisxas aranakleb 30 wT-is ganmavlobaSi.

cefepimis xsnari, koncentraciiT 1-40 mg/ml, SeTavsebadia Semdeg parenteralur xsnarebTan: 0,9%
natriumis gloridis xsnari, 5% an 10% glukozis xsnari, M/6 natriumis laqtatis xsnari, 5% glukozisa da
0,9% natriumis qloridis xsnari, ringeris laqtatisa da 5% glukozis xsnari.

kunTSi Sesayvani xsnaris mosamzadeblad flakonis SigTavsi unda gaixsnas sterilur saineqcio
wyalSi, 5% glukozis xsnarSi an 0,9% natriumis qloridis saineqcio xsnarSi, baqteriostatikur
saineqcio wyalSi parabenTan an benzilis spirtTan, 0,5% an 1% lidokainis hidroqloridis xsnarSi.

Sameqcm gamxsnellsra(;denol;; mlRebuhxsnarls ’n;oélﬂob‘a“ B cefebiniié kdncehtfaéia
fxvnili (ml) ! (ml) , (mg/ml)
| gy Seyvanfs S e
= mg/ﬂakvo”ni' - - e T : ST
1 g/flakoni 10 11.3 ‘ 100

kunTSi Seyvanis dros
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Senaxvis dros, flakonis SigTavsi fxvnili an xsnari SeiZleba gamuqdes, ‘Tumca es ar lhbq'111édel§s
preparatis aqtivobaze.

usafrTxoebis zomebi

gamomwvevi mikroorganizmis identifikaciisa da cefepimisadmi  mgrZnobelobis dasadgenad
saWiroa Sesabamisi testebis Catareba.

aerobul/anaerobuli  Sereuli infeqciis riskis SemTxvevaSi, gamomwvevis identifikaciamde,
dasaSvebia cefepimis daniSvna anaerobebze mogmed preparatTan erTad.

cefepimis Seyvanis dros mZime alergiuli reaqciis ganviTarebis SemTxvevaSi SesaZlebelia saWiro
gaxdes venaSi glukokortikosteroidebis, antihistaminuri saSualebebis, vazopresuli preparatebis
venaSi  Seyvana, fiziologiuri xsnaris gadasxma da sunTqvis funqgciis  SemanarCunebeli
RonisZiebebis Catareba.

cefepimiT mkurnalobis fonze diareis gamovlinebisas unda gaiTvaliswinon fsevdomembranozuli
kolitis ganviTarebis SesaZlebloba. preparatis moxsnis Semdeg, kolitis mqubugi forma SesaZlebelia
alagdes damoukideblad, xolo zomieri da mZime formebis SemTxvevaSi saWiro gaxdes specialuri
mkurnaloba.

cefepimis gamoyenebisas (iseve rogorc sxva antibiotikebis dros) SesaZlebelia superinfeqciis
ganviTareba, rac preparatis moxsnas da Sesabamisi mkurnalobis daniSvnas moiTxovs.

cefepimTan erTad (iseve rogorc sxva beta-laqtamuri antibiotikebis SemTxvevaSi) metronidazolis,
vankomicinis, gentamicinis, tobramicinis sulfatis da netilmicinis sulfatis xsnarebis gamoyenebisas
SesaZlebelia maT Soris farmacevtuli urTierTqmedeba, amitom aRniSnuli xsnarebi da cefepimi unda
dainiSnos cal-calke.

gamoyeneba pediatriaSi

preparatis usafrTxoeba bavSvebsa da mozrdilebSi erTnairia.

preparatis efeqturoba da usafrTxoeba 2 Tvemde asakis bavSvebSi dadgenili ar aris.

preparatis gamoyeneba rekomendebulia bavSvebSi 2 Tvis asakidan.

orsuloba da laqtaciis periodi

orsulobis dros cefepimis usafrTxoebis damadasturebeli kontrolirebadi kvlevebi ar Catarebula.
preparatis gamoyeneba dasaSvebia mxolod eqimis meTvalyureobis qvesS.

cefepimi mcire doziT gamoiyofa dedis rZeSi. lagtaciis (ZuZuTi kvebis) periodSi preparatis
daniSvnis potenciuri sargebeli dedisTvis unda aWarbebdes Cvil bavSvze uaryofiTi gavlenis risks.
laboratoriul cxovelebze eqperimentul kvlevebSi gamovlenili ar aris cefepimis gavlena reprodugciul
funqciaze an misi fetotogsikuri mogmedeba.

dozis gadaWarbeba »
simptomebi: dozis mniSvnelovanad gadaWarbebis SemTxvevaSi aRwerilia
simptomebi.




specifikacia

dokumenti # versia 02 originali b.a.

8011GEO/Sp/16

specifikacia SesafuT masalaze: preparatis cefepimis anotacia

| Ggv. 79 -dan

mkurnaloba: dozis mniSvnelovnad gadaWarbebis SemTxvevaSi, gansakuTrebiT pacientebSi
Tirkmlis funqciis darRveviT, naCvenebia hemodializi.

avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlena
monacemebi, cefepimis avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlenis Sesaxeb,
ar arsebobs.

sxva samkurnalo saSualebebTan urTierTqmedeba

in vitro dadgenilia sinergiuli mogmedeba cefepimsa da aminoglikozidebs Soris.

aminoglikozidebTan erTad daniSvnisas izrdeba nefrotogsikurobisa da ototogsikurobis gamovlinebis
riski.

gverdiTi movlenebi

saWmlis momnelebeli sistemis mxriv: diarea; gulisreva, Rebineba, koliti (fsevdomembranozuli
kolitis CaTVIiT); muclis tkivili, Sekruloba, gemos Secvla.

alergiuli reaqciebi: gamonayari; qavili, WinWris cieba, anafilagsiuri reaqciebi.

cns-is da periferiuli nervuli sistemis mxriv: Tavis tkivili, Tavbrusxveva, paresTeziebi, krunCxva.
dermatologiuri reaqciebi: kanis siwiTle, bavSvebSi xSiria — gamonayari.

sisxImbadi sistemis mxriv: anemia.

laboratoriuli maCveneblebis mxriv: alanintrasferazas da/an aspartattransferazas mateba; tute
fosfatazas, saerTo bilirubinis mateba, eozinofilia, proTrombinis drois an Tromboplastinis drois
gazrda; Sardovanas azotis da/an kreatininis droebiTi mateba, tranzitoruli Trombocitopenia,
leikopenia, neitropenia; dadebiTi kumbsis reaqcia hemolizis gareSe.

adgilobrivi reaqciebi: venaSi Seyvanisas — flebiti, anTeba; kunTSi Seyvanisas anTeba an tkivili.
sxvadasxva: temperaturis mateba, vaginiti, eriTema; qoSini, cieb-cxeleba, genitaliebis qavili,
kandidozi.

cefepimi Cveulebriv kargad gadaitaneba. gverdiTi movlenebis gamovlinebis sixSire dabalia. yvelaze
xSirad vlindeba simptomebi saWmlis momnelebeli sistemis mxriv da alergiuli reaqciebi.
cefalosporinebis jgufis sxva antibiotikebTan erTad gamoyenebisas: SesaZlebelia WinWris cieba,
stivens-jonsonis sindromi, mravlobiTi eriTema, epidermisis togsikuri nekrolizi, koliti, Tirkmlis
funqciis darRveva, togsikuri nefropaTia, aplastiuri anemia, hemolizuri anemia, sisxldena, krunCxva,
RviZlis funqciis darRveva qolestazis CaTvIiT, SardSi crudadebiTi reaqcia glukozaze.

gamoSvebis forma
steriluri fxvnili kunTSi da venaSi saineqcio xsnaris mosamzadeblad - cefepimi 1 g, SuSis flakonSi,
daxuruli rezinis sacobiT, aluminis CaCiT da plastmasis TavsaxuriT.

I flakoni instruqciasTan erTad moTavsebulia muyaos kolofSi an hospitaluri SefuTva - 50 flakoni
moTavsebulia muyaos kolofSi.

vargisoba
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vargisobis vada - 2 weli.
preparati ar gamoiyeneba SefuTvaze miTiTebuli vargisobis vadis gasvlis Semdeg.

Senaxvis pirobebi

inaxeba ara umetes 25°C temperaturaze, sinaTlisagan dacul adgilze.

inaxeba bavSvebisaTvis xelmiuwvdomel adgilze.

momzadebuli xsnari oTaxis temperaturaze (25°C temperaturamde) Senaxvisas vargisia 24 sT-is
ganmavlobaSi, xolo macivarSi Senaxvisas (2-8°C temperaturaze) 7 dRis ganmavlobaSi.

gacemis wesi
farmacevtuli produgqtis jgufi I1, gaicema forma #3 receptiT.

mwarmoebeli kompania:
Sps “abifarmi”

misamarTi:
saqarTvelo, mexeTis raioni,
3319, wilkani




