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IHCTPYKLiA N0 BUKOpPUCTaHHIO

Uedenim

YBaXKHO npouuTaiite BCIO L0 IHCTPYKUit0, MepLu Hix noYaTy BUKOPUCTOBYBATYH Lieii npenapar,
OCKIiNIbKK BOHa MicTUTb BaX/vBy Ana Bac iHpopmauyiro.

- 3bepiraiite yei nucrok. MoXN1BO, Bam [0BEAETLCA NPOYUTATH OO Lie pas.

- AKWLO ¥ Bac BUHUKAM 004aTKOBI 3aNWUTaHHA, 3BEPHITLCA A0 NiKaps, dapmauesTa uu
MeacecTpu.

- Llev npenapar npusHavenuii nuwe ANA Bac. He nepegaBaitte Moro iHwmum. Lle moxke 3aBgatu
IM WKOAM, HABITh AKLWLO X CUMNTOMM XBOPOOU TakKi K, Ak y Bac.

- Y pasi BUHUKHEHH: Byab-AKUX N06iIYHMUX edeKTis 3BepHITLCA A0 Nikapsa, papmauesrta abo
meacecTpu. Croan BXxoAaTb By Ab-AKi MOMK/IUB NobiYHi edekTH, He 3a3HayeHi B LM iIHCTPYKLLT.
Ausitbea posain 4.

Lo B uiit iHcTpykuii

1. Wo Take Lledenim i gns yoro i BUKOPUCTOBYETHCA
2. o notpibHO 3HaTK Nepen, BUKopucTaHHam Pexanimy
3. flk BUKOpUCTOBYBaTH PeHanim

4. Moxnusi no6iyHi epextn

5. flk 36epiratu PeHanim

6. BmicT ynakosku Ta iHwa iHbopmauia

1.Uo rake Uedenim i gns yoro siu BUKOPUCTOBYETLCA
PeHanim nokasauuii g NiKYBaHHA IHEKLiM, CNPUYMHEHMX bakTepiamu, yyTnnsumu fale]
uedenimy, a came:

- IHbeKUIT HUMKHIX AUXanbHUX LWNAXIB, BKAKOYAI0YM HO30KOMIiansHy NHEBMOHIIO Ta
NO3anikapHAHY NHEBMORIt, rocrpe 6akTepianbHe 3drOCTPeHHA XpoHiYHOro BpoHxiTy Ta
BTOPMHHY BakTepianbHy iHbekwjo rocTporo 6poHxiTy;

- HeYCKnafaHeHi Ta ycknaaHeni inperuyii CEYOBMBIAHMNX WNAXIB, Y TOMY YUCAI nienoHedpuT;

- iHdeKuil wkipu Ta niguwkipHoi KNITKOBUHM;

- BHYTPIWHbOYePEeBHI iHdeKLT, BKNouaoum NEPUTOHIT Ta IHPEKLLiT }KOBUOBUBIAHUX LUNAXiB;

- FiHeKonoriuHi iHdekwji;

- BakTepianbHUM MeHiHriT Y HEMOBNAT Ta aiTeir;

-y KombBiHauii 3 iHWwumu aHTUbaKTepianbHUMK 3acobanu NPU NiKYBaHHI NauieHTis 3
HEeATPONeHi€lo, AKi cKap»KaTbea Ha JINXOMEHKY, AKa, MOX/IUBO, BUK/MKAHA bakTepianbHowo
iHpeKuie;

- NiKYBAHHA NauieHTiB 3 bakTepiemiero, AKa BUHUKaNa depes Byab-AKL 3 NnepepaxoBaHmx BULLE
iHbeKui abo icHye Take NPUNYLWEHHSA

Cnip 38epHyTh yBary Ha odiuiliHi PEKOMEHAEUII LLLoAO HaNeKHOro BUKOPUCTaHHS
aHTUbaKTepianbHUxX 3acobis.

2. Wo notpi6Ho sHaTu nepeg, 3acrocyBaHHam Lledenimy
He Bukopucrosyiite uedenim:
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" AIKWO y BaC anepris Ha uedenim, 6yab-aki iHLwi uedanocnopuHosi aHTUBIoTUKM a6o Oyab-aki
IHWI IHrpeaieHTH Lboro npenaparty (nepenivexi s po3aini 6).

" ARUWO Y BAC B aHamHesi by/an Taxki anepriuni PeaKuil Ha Byab-AKWI iHWMM TUN bera-naktamHux
aHTUBIOTUKIB (NeHiLuniHp, MoHobaKTamu Ta KapbaneHemn).

Monepea)eHHs Ta 3an06iHi 3axoam
[MopagbTeca 3i coim nikapem, dapmauesrom abo MEACECTPOIO Nepe/, 3acTocyBaHHAM
Ledenimy.

Ipu 3acTocyBaHHi Ledenimy cnig 6yTu ocobnuso obepekHMMU B Takmx BMNagKax:

= Mosigomnanocs npo Taxki Ta iHOA] cmepTenbHi anepriyHi peakuyii. byab nacka, nosigomre
niKaps, AKWO y BaC B aHamHesi e actma abo anepriyni peakuii (BMcMnaHHA Ha WIKIpi,
cBepbiHHA...). Mpu TAKKUX anepriyHnx peakuiax moxwe 3HafobUTUCA agpeHaniy Ta iHwa
NiATPUMYIOYa Tepanis.

— Ledenim He nigxoauTs ANA NIKYBAHHA NEAKUX BUAIB iHbeKkuii. Baw nikap NPpU3HaYMB Bam e
aHTMBIOTUK, ToMy o Ue HalKpawuil BapiaHT Ans Baworo 3aXBOPOBAHHSA.

~ AKWO Y Bac € Nnpobnemu 3 HUpKamu (Hanpuknag, 3HWKeHa QYHKUIA HUPOK), OCKiNbKY Le
MOX€ BNANHYTN Ha BUBEAEHHSA LbOro npenapary.

— AKLO BW CTpaXkaaeTe BiA CTiMiKol Ajapei nig vac abo nicna 3aCTOCYyBaHHA UbOro npenapary.
HeraitHo nosigomTe nikaps, wob BiH 3mir 3'AcyBatH, um € giapes pesynbratom 3ananbHoro
Npouecy y KUWKIBHUKY, BUKNMUKAHOrO 3aCTOCYBaHHAM aHTHBIOTMKE; NiKyBaHHSA LM
PENapaTom moxe A0BeAeTLCA NPUNUHUTMK,

— AKWO BM cTparkaaeTe Ha aneprito (Hanpuknaa, noniHos, Kponue'srka ) abo y munynomy 6ynu
aneprivyHi peakuii Ha niku.

[Tpu noagi Byab-akux Peakuin rinepyyTansocti CNiA NPUNUHKUTY NpuUiiom uedenimy Ta
po3no4aTu BiANOBIAHI TepaneBTUYHI 3axoaum.

— [lo3yBaHHA 4n9 nawieHTiB NiTHBOrO BiKy cnig Bubupati petenbHo Ta BpaxoByBatu dyHKUitO
HUPOK, OCKiNbKU € Binblua HMOBIPHICTL PO3BWUTKY 3aXBOPIOBAHHA HUPOK.

IHWi niku Ta uedenim

Mosigomre cBoro nikapsa a6o dapmauesra, aKwo Bu BUKOPUCTOBYETE, HeloAaBHO
3acTtocoByBanu abo moxeTe BMKOPUCTOBYBATH Dy Ab-aKi IHWI NiKK, BKAOYaOYM NiKK, aki
BiANycKaloTbea 6e3 peyenTa.

Cnig petenbHo KoHTponiosaT DYHKLO HUPOK, Konn uedenim noegHyeTbeA 3 npenapatamm, ki
MOXXYTb BNNMBATU HAa HUPKKM (Hanpuknag, aMIHOrNIKO3MAK Ta AjypeTuKu).

Llepanocnopuru moxyTs nocuniosary Aito KYMapUHOBKX aHTUKOAryNAHTIB.

B3aemogis 3 giarHocTuyHumu Tectamu
Llepenim moske BuknmkaTy XMBHONO3UTUBHY peaKujiio B AEAKNX NabopaToPHMX AOCHIAKEHHAX
(Pe3ynbTaT! rnokosm s ceyi Ta Pe3ynbTati Tecty Kymbea).

BaritHicTb i roayBaHHs rpyaato

AKWo By BariTHi abo FOAYETE rpyAalo, AYMAETe, Lo MOXKETE 3aBariTHITH abo nnaHyete
3aBariTHITH, 3BepHiTbCA 3a nopaaoto Ao nikapsa abo papmavesTta NEPes BUKOPUCTAHHAM LbOTO
npenapary. %3
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He sukopucTosyinTe Leit npenapar nia Yac BaritHocTi, AKWO Hemae abcontoTHo! HeobxigHocTi Ta
cneuianbHoOl BKasiBKu nikaps. AKLWO BuM 3aBariTHIAK nig Yac NikyBaHHA uedenimom, nosigomTe
Nnpo ue nikaps.

Llepenim moske npoHukatu B FPYAHE MONIOKO, TOMY Liei npenapar cnip 3aCTOCOBYBATU B Nepios,
FOAlyBaHHA rpyAAto 3 BEIMKOIO 06epeXHICTIO | TifbKu nics Y3rod»eHHs 3 nikapem.

KepyBaHHs aBTomobinem Ta iHwmMmu MexaHiyHMMK 3acobamu

Hocnigxers wopo BN/AIWBY Ha 34aTHICTb KepyBaTh dBTOTPAHCNOPTOM Ta NPALIOBATH 3 IHWKUMU
MeXaHi3Mamu He NPOBOAUNOCS.

OaHak y Bac MOXyTb BMHWKHYTW NOPYLIEHHA CBIAOMOCTI, 3anamopoyeHHs, CNAYTaHICTb
CBIZAOMOCTI Ta rantoumHaLi, aKi MOMYTb NOTipWKUTK 3AaTHICTL KepyBaTU aBToMobinem Ta
NPaLoBaTh 3 IHWKUMM MEeXaHi3mamu.

3. Ak 3acTocoByBaTu Ledenim

3aBX AN BUKOPUCTOBYIATE Ll MPENapar To4HO Tak, AK CKaszas Bam nikap abo papmayesT.
3BepHIiTbCA 40 CBOro Nikaps abo dapmaLieBTa, AKLL0 BU He BNeBHEeHi.

Liedenim moxHa BBOAUTM BHYTPILWHBbOBEHHO 360 BHYTPILWHbOM A3080.

Micna posynHeHHs, yTBOPIOETHCA PO3UmH BIZ, )KOBTOrO A0 }KOBTO-KOPUYHEBOrO KO/IbOPY.
3BMYalHa 1033 Ta WAAX BBEAEHHA 3MIHIOIOTLCSA 3aN€XHO BIA TAKKOCTI iHberyii, dyHKyii HUPOK
Ta 3arafbHOro CTaHy nauieHTa.

Cnocib BHYTPiWHbLOBEHHOrO BBEAEHHA € KPALWMM Y NALIEHTIB i3 TAKKUMM iHdeKUiamu abo 8
CUTYaUll, L0 3arpoXye uTTio, 0co611B0 AKLLO ICHYE MMOBIPHICTb LIOKY.

Ana popocnux nauienTis Ta AiTen 3 macoro Tina > 40 kr 3 HOPManbHOK QYHKLIEH HUPOK:

S |

| TaskicTs iHbeKwuii fo3ysarHa Ta cnocib npuitomy IHTEpPBan Mix npuiiomamu

IHdeKUiT ce4oBUBIAHMX WNAXIB BinS500mrpoolr KOXHi 12 roa
/IerKOro Ta cepeHbOro CTyneHs
TAXKOCT (ICLL)

IHWI iHdeKwuii nerkoro Ta cepeaHboro 8/8 abo B/m KOXHi 12 rop,

CTyneHA TAXKOCTI (He ICLL)

Baxki iHpekuji ir KOXHI 12 rop, |
Ayxe Baki indekyii abo iHbeKLii, 8/B abo B/m KOXHi 8 rog

LLO 3arposKyHOTh UTTIO

3BUYaliHa TPUBANICTb NiKYBAHHA CTAHOBUTL BiA 7 no 10 aHis; 6inbw cepiiosHi iIHPeKLiT MOXYTb
BMMaraTi binbl TPMBaNoro NikyBaHHs. Mpu emnipu4HOMY NiKyBaHHI debpunbHoi HelTponeHii
3BWUYAIHA TPMBANICTb NiKYBAHHSA HE NOBUHHa Oy meHwe 7 aHis a60 A0 3HUKHEHHA
HelTponeHii,

Ana nauieHTis 3 macoto Tina < 40 Kkr 3aCTOCOBYETLCA PEKOMEHA0BAHE A03YBaHHA ANA AiTen.

3acTocyBaHHA y Aaiteit
Ana piteit 3 HopmanbHow DYHKLiEI0 HUPOK:




Ana piten pekomengosaHa £033 CTaHOBUTb:
-[THeemoHin, iHperyii cevosusidHux wnAxie, iHexyii wKipu ma nidwkipHoi kKnimkosuHu:
¢ Aitv Bikom Big 2 micauis i macoio Tina < 40 kr: 50 M/KF KOXHI 12 roguH npotarom 10
AHIB; NpU Binbl BaXKKMX iHpeKLisx CNiA PObUTH B-rOAUHHUI iHTepBaAN MisK npuromamum.
— bakTepiemin, Aka nigospoeTbesa abo BUHMKaE Yy 3B8’A3KY 3 iHbeKuiamu, BakTepianbHUm
MEHIHTTOM Ta eMnNipuYHuUM NikyBaHHAM GebpunbHoi HEeNTponeHi:
* [Aitv Bikom Big 2 micauis i macoio Tina < 40 kr: 50 Mr/Kr KOKHI 8 rogunH npotarom 7-10
AHiB.

Aocsig nikysaHHa gitelt sikom 40 2 micauis obmexennit. [iten UbOro BiKy nig Yac npuiomy
uedenimy cnia petensHo cnocrepiraTi.

Aitam 3 macoro Tina > 40 kr PEKOMeHA0BaHa A03a aAna gopocaux. He nepesuulyiiTe
MaKCMmanbHy pekomeHA0BaHy 403y aAns Aopocnux (1 r KoxKHi 8 roavH). focsin
BHYTPILUIHbOM’A30BOr0 BBEAEHHA AITAM 0BMENKEH Ui,

MauienTv niTHbOroO BiKY, NauieHTy 3 nopyweHHAM GyHKUIT HUPOK, XBopi Ha Aianisi Ta Aitn 3
NOpPYLWeEHHAM PYHKLIT HUPOK:
Nikap BU3HaYUTL A03Y, AKY NOTpibHO BBECTM,

AKWo BM BUKOpUCTOBYETE Binblue uedenimy, Hix cnig,

HeraliHo 3BepHiTbca 40 Nikaps abo iHLWMX MEANYHUX NPALIBHUKIB, OCKINIbKU B NEBHUX CUTyauisx
Y BaC MOXYTb BUHUKHYTU BiNnbL cepitosHi nobiuHi epekTu.

AKULO Y BAC BMHUKAM A0AATKOBI 3aNUTAHHA LWOA0 3acToCyBaHHA UbOro npenapary, 38epHiTbCA
Ao cBoro nikaps, papmauesTa yn meacecTpy.

4. Moxnusi no6iuxi epertn

AK 1 BCI nikapcbKi 3acobu, Lett MPENapaT moxe BUKNMKATK NOBIYHI ePeKTH, X0ua BOHU
cnocTepiraloTbea He y Beix. Lledenim Moe BUKAMKATH 0AMH abo AeKiNbKa 3 HaCTyNHMX
nobiuHux edexTis:

Aye nowmpeHi (MoxyTb BpazuTu Ginbwe Hix 1 KopucTysada 3 10):

- Mo3uTnBHuMiA Tect Kymbea 6es remonisy (MeTop BU3HaYeHHs piBHA aHTuTIN);
MowwupeHi (moxe BpasuTn no 1 Kopuctysaya 3 10):

- 30inbWwerHs yacy 3roptaHHa KPOoBi (NigBuLLEHHA npoTpombiHoBoOro abo TpomBonNacTUHOBOrO
yacy);

- aHemis;

- NIABULLEHUIA PIBEHb NEBHUX KNITUH KpoBi (eo3uHodinis);

- dnebiT B micyi iHysii;

- Aiapes;

- BUCUNAHHA;

- Peakuin B micLi BBeAEHHA;

- Binb i 3ananeHHs B micy, iH'erLiT;

- NIABULLEHWNI PiBEHb AEAKUX MOKA3HUKIB KpoBi (anaHiHaMiHOTpchq)epaaa,
acnapratamiHoTpaHcdepasa, 6inipy6i, nyskHa ¢pocdarasa).




Heuacto (moxe spasutu go 1 KopucTyBaya 3i 100)

- rpMBKOBI iHbeKUiT NOpOsKHUHM poTa 3 6innm HanboTom (KaHAKMAo3 POTOBOI NOPOMKHUHM);
- BariHanbHa iHdeKuis;

- 3HWXKEHHA PIBHA NEBHMX KNITUH KPOBI (TpomBouuntoneHis, neviKkoneHis, HeUTponeHis)
- ronoeHi boni;

- KONIT (3ananeHHs ToscTOoi KULLKK);

- ncesgomembpaHo3HU KoniT;

- Hy4o0Ta;

- bnosora;

- épuTema (NoYepPBOHIHHA WKipK);

- KpONuB'aHKa;

- cBepOiHHA;

- NiABULLEHUI BMICT CEYOBUHM KpOBI;

- NIABULLLEHUI KpeaTuHiH CMPOBATKKM KPOBI;

- TUXOMaHKa;

- 3aNaneHHs B micLi BBeAeHHS.

Piako (moxe Bpasutun go 1 KopucTysaua 3 1000):
- rpubKoBi iHdekyii (kaHanaos);

- ANEPrivHi peakuis;

- @HrOHEeBPOTUYHUIA HabpaK (panTosuit HabpAK WKipw, nigwKipHoi KNITKOBUHM, Cin30807 abo
NiACN130801 06010HKM);

- cyaomu;

- NOKO/OBAHHA;

- 3MiHU CMaKy;

- 3aNaMOpPOYEHHSA;

- PO3LMPEHHA CYAUH;

- 33[MLKa;

- 6inb y uBoTI:

- 3anop;

- FTeHITanbHUIM ceepbix;

- 03HO6.

Hesigomo (Hesigoma vacrora)

- annacTnu4yHa aHemia, reMoniTMYHa aHemis Ta arpaHynoumTos;
- CNAYTaHICTb CBiAOMOCTI:

- ranioumnHauii;

- KOMa;

- OCUNAICTb;

- eHuedanonartia (HesananbHe 3axBOPIOBAHHA MO3KY)
- NOPYWEHHA CBiZOMOCTI;

- MIOK/IOHYC (NOCMMKYBaHHS m'asis);

- KPOBOTEY;

- 3aXBOPIOBAHHA LWNYHKOBO-KULIKOBOTIO TPaKTy;




- TAMKKI WKIPHI peakuil (Hanpuknag, TOKCUYHKIA enigepmanbHuii HEKPOAi3, cuHapom CTiBeHca-
[xoHcoHa Ta mynbTUdOpMHa eputema);

- HUPKOBA HEA0CTATHICTb;

- TOKCMYHa HepponaTia (YLWKOAKEHHA HUPOK);

- XMOHONO3UTUBHI Pe3yNbTaTH aHaNI3y Ha TNIOKO3Y B ceui.

MosigomneHHs Npo nobiyHi epexTH

Y pasi BUHUKHEHHA Byab-akux NobiuHnx edeKTiB 3BepHiTbCA A0 Nikapa, dapmavesta abo
meacecTpun.Cioamn BxoaAaTb Byab-aki MOXAKUBI NobiuHi edeKTr, He 3a3HaueHi B LK iIHCTPyKLT. Bu
TaKOX MOXeTe NosiaoMNATH NPo NobiuHi epekT beanocepeaHbo Yepes HalioHanbHY 3BITHICTL
3a agpecoto: www.mhra.gov.uk/yellowcard a6o wykatn MHRA Yellow Card y goaatky Google
Play abo Apple App.

5. fik 36epiratu uedenim

36epiraitTe uel npenapar y HeAOCTYNHOMY ANA AiTel MicL.

He BUKOpUMCTOBYMTE el NpenapaT Nicnsa 3aKiHYEHHA TEPMIHY NPUAATHOCTI, 3a3HAa4€HOrO Ha
yNakoBLi Ta KoHTenHepi nicna «EXP.». TepmiH NpUAATHOCTI BIAHOCUTHLEA A0 OCTAHHBLOTO AHA
BKa3aHoro micsaup,

Lle# nikapcbkuii 3acib6 He noTpebye ocobauBMX TemnepaTypHux ymos 36epiranHa. 36epiraiite
KOHTEMHEP Y 30BHIWHIM Kopobu,.

He BukuaanTe niku y cTivHi Boamn 4yn nobyTosi Bigxoau. 3anuTamnte ceoro papmaliesTa, Ak
BUKWHYTU NiKK, AKi B1 Binblue He BukopucTosyeTe. Li 3axo4m A4ONOMOMKYTb 3aXMCTUTK
HAaBKONULIHE CepefloBULLE.

6. BmicT ynakoBKku Ta iHWwa iHbopmauyis

Lo mictute uedenim

- [litoua peyosuHa uedenimy AUriapoXnopuay MoHorigpar.

KoxeH dnakoH uedpenimy 1 r, NOPOLIOK ANA MPUrOTYBAHHA PO3YMHY ANA iH €KL abo iHDY3il
mictutb 11 uedenimy (y BUrnagi guriapoxnopuay moHoriapaty).

- IHWUM iHrpedieHTOM € L-apriniH.

Ak Burnagae uedenim Ta BMIiCT ynakoBKU

Ledenim 1 r aensne coboto nopowok Big 6inoro 4o 61i40-*KOBTOro KONLOPY AR NPUrOTYBAHHA
PO34MHY AnA iH'eKuiit/iHdy3ilt, ynakoBaHuil y cknaHuit dnakoH 06’emom 20 mn, 3aKpUTHii
KPMULWWKOIO, WO 3HIMAETbCA, PNakOHM yNnaKkoBaHi B KAPTOHHI KOPOBKM.

Po3mip ynakoeku: 50 dnakoHis.

He BCi po3mipu ynakoBOK MOXKyTb ByTH NpoaaHi.

BupobHuUK:
TOB «Abidapm».

Appeca:
py3sia, MuxeTcbka obnactb, 3319, Linkani.
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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

1. What Cefepime is and what it is used for

2. What you need to know before you use Renapime
3. How to use Renapime

4. Possible side effects

5. How to store Renapime

6. Contents of the pack and other information

1. What Cefepime is and what it is used for

Renapime is indicated in the treatment of infections caused 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 & 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
8).

- 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 iliness.

—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 Kidneys (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).




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:

fS—everity of the infection Dosage and route of administration Interval between doses 4
| Mild to moderate urinary tract infections (UTH 500mgto1g every 12 h

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

Severe infections 1g 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 userin 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 submucosay);
- 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 in
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

jection/infusion, packaged in a 20 m| glass vial closed with a flip-
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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 - JOIDEO]

farmakologiuri mogmedeba

farmakodinamika

IV Taobis cefalosporinebis jgufis antibiotiki. axasiaTebs farTo speqtris moqmedeba gramdadebi T
da gramuaryofiTi baqteriebis Stamebis mimarT, romlebic rezistentulia aminoglikozidebisa da 1]
Taobis cefalosporinebisadmi. cefepimi mdgradia umravlesi B-laqtamazas hidrolizisadmi, mcired
aqvs gamoxatuli msgavseba B-laqtamazas mimarT da srafad aRwevs gramuaryofiTi bagqteriebis
ujredebSi.

cefepimi aqtiuria gramdadebiTi aerobuli baqteriebisadmi: Staphylococcus aureus (B-laqtamazas
maproducirebeli Stamebis CaTVIiT), Staphylococcus epidermidis (B-laqtamazas maproducirebeli
Stamebis CaTVliT), Swaphylococcus spp. sxva Stamebi (maT Soris Staphylococcus hominis,
Staphylococcus saprophyticus), Streptococcus pyogenes (A Jaufis streptokokebi), Streptococcus agalactiae
(B jgufis streptokokebi), Streptococcus pnewmoniae (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 baqteriebi: Pseudomonas spp. (maT Soris Pseudomona&ﬁjé’@“gﬁim;g,

S

Pseudomonas  putida, Pseudomonas stuizeri), Escherichia coli, Klebsiella ﬂ‘i”nf&r IM\S-b_lgi_:_\;\.\
IS5

Kiebsiella pneumoniae, Klebsiella oxyioca, Klebsiella ozaenae), Emerobac!e;., Spp. (n;g:I;{S‘O
e f “nl \J Wit
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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 Iwofii), Aeromonas hydrophila, Capnocytophaga spp.,
Citrobacter spp. (maT Soris Citrobacter diversus, Citrobacter freundii), Campylobacter jejuni,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae (maT Soris p-lagtamazas
maproducirebeli Stamebi), Haemophilus parainfluenzae, Hafnia alvei, Legionella spp., Morganella
morganii, Moraxella catarrhalis (maT Soris B-lagtamazas maproducirebeli Stamebi), Neisseria
gonorrhoeae (maT Soris  P-lagtamazas maproducirebeli Stamebi), Neisseria meningitidis,
Providencia spp. (maT Soris Providencia retigeri, Providencia stuartii), Salmonella spp., Serratia
spp. (maT Soris Serratia marcescens. Serratia liquefaciens), Shigella spp., Yersinia enterocolitica;

anaerobuli baqteriebi: Bacteroides spp. (maT Soris Bacteroides melaninogenicus, sxva Stamebi
Bacteroides 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, lg, 2g venaSi Seyvanis SemTxvevaSi sisxlis plazmaSi Cpax 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, 1g, 2g kunTSi Seyvanis
SemTxvevaSi sisxlis plazmaSi Cuex Seadgens 13.9 +3.4 mkg/ml, 29.6 + 4.4 mkg/ml da 57.549.5
mkg/ml. Tmax 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, apenqsis 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 (rogore garTulebuli, maT Soris pielonefriti, aseve

gaurTulebeli)

- Kkanisa da rbili gsovilebis infeqciebi

- intraabdominaluri infeqciebi (peritonitis da sanaRvle

- ginekologiuri infeqciebi

- septicemia
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- neitropeniuli cxeleba (empiriuli Terapiis saxiT)
- bagqteriuli meningiti bavSvebSi.
Rru organoebze girurgiuli operaciebis dros infeqciebis profilaqtika.

ukuCveneba
momatebuli mgrZnobeloba cefepimisa da L-argininisadmi, aseve — cefalosporinebis, penicilinebisa
da sxva beta-laqtamuri 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 funqciuri 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 erTjeradi doza ineqéiis sixSire
~ Sardgamomtani gzebis . 05-lgvenaSian |
msubugi da saSualo simZimis infeqciebi kunTSi | sl l2seln)
e e sgSlualo S{mZ.:Im]S ' I g venaSi an kunTSi yovel 12 saaTSi
sxva saxis infeqciebi
 mZime il.'l.fé.qcieb-i. 1 2g venaSi B yovel 12 saaTS;i
Zalian mZime da sicocxlisaTvis saSiSi infeqciebi 2 g venaSi yovel 8 saaTSi

qirurgiuli operaciis dros, infeqciebis profilagtikis 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 magsimalurma dozam ar unda gadaaWarbos mozrdilTa
rekomendebul dozas. 40 kg-mde wonis bavSvebSi, Sardgamomtani gzebis garTulebuli da
gaurTulebeli infeqciebis (pielonefritis CaTvIiT), kanisa da rbili gsovilebis gaurTulebeli infeqciebis,
pnevmoniis, neitropeniuli cxelebis empiriuli mkurnalobis dros, preparatis saSualo doza Seadgens 50
mg/kg yovel 12 saaTSi.

pacientebSi neitropeniuli cxelebiT da bagteriuli meningitiT, preparati iniSneba 50 mg/kg yovel 8
saaTSi erTxel.

Terapiis saSualo xangrZlivoba Seadgens 7-10 dRes. mZime infeqciebis dros SesaZlebelid“ntro
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.

.. y ruk(lmcndchuli doza
kreatininis klirensi (ml/wT)

2p '\\-ove[ 8 saaTSi 2g yovel 12 saaTSi lg yovel 12 saaTSi S00mg yvovel 12 saaTSi
=50 rekomendebuli doza, koreqeias ar saWiroebs
50--30 o 2g yovel 12 saaTSi 2g S'nve! 24 saaTS) I-g vovel 24 saaTSi ! 500mg yovel 24 saaTSi
29—| 1 . a 2g yovel 24 saaT$Si lg yovel 24 saaTSi + 500mg }';)vcl 245aaTSi | 500mg yovel 24 s:aaTSi
TR0 | lgyovelz4ssaTSi | S00mgyovel 24 TS | 250mg yovel 24 saaTSi | 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

venasSi Sesayvani xsnaris mosamzadeblad flakonis SigTavsi unda gaixsnas 5 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, bagteriostatikur
saineqcio wyalSi parabenTan an benzilis spirtTan, 0,5% an 1% lidokainis hidrogloridis xsnarSi.

sa'ineq'émi_t; - r 'géim;énelis fao_denobé ; :'ﬁiR-ébt.IIim);sn-aris moculoba cefepimis koncentracia
fxvnili ! (ml) | (ml) (mg/ml)
| ' venaSi Seyvanis dros
500 mg/flakoni 5 5.6

| g/flakoni 10 11.3
kunTSi Seyvanis dros
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Senaxvis dros, flakonis SigTavsi fxvnili an xsnari SeiZleba gamuqdes, Tumca es ar moqmédebs
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 funqciis  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 usafiTxoebis damadasturebeli kontrolirebadi kvlevebi ar Catarebula.
preparatis gamoyeneba dasaSvebia mxolod eqimis meTvalyureobis qves.

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

dozis gadaWarbeba e
simptomebi: dozis mniSvnelovanad gadaWarbebis SemTxvevaSi aRwerilia encefﬂ'fﬁﬁ_@?’; RITm,
Er oy

Si i R
simptomebi. Y, o XD

F-_'M‘-»-—..

|

iy k r'J—
iddy g3
B |

- ._________‘_‘__-“‘“-g—‘-“ ¥ g



e specifikacia

| ; Hrliarint

dokumenti # versia 02 originali b.a.

8011GEO/Sp/16

specifikacia SesafuT masalaze: preparatis cefepimis anotacia

Ggv. 79-dan

| VS

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 CaTvliT); 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. s

vargisoba




Ay

3\ }E:'*Erji”ﬂ’y specifikacia
dokumenti # _ versia 02 originali b.a.
8011GEO/Sp/16
specifikacia SesafuT masalaze: preparatis cefepimis anotacia
L Ggv. 89 -dan

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 11, gaicema forma #3 receptiT.

mwarmoebeli kompania:
Sps “abifarmi”

misamarTi:
saqarTvelo, mexeTis raioni,
3319, wilkani




