-

4(70 07 OF 220l

IHCTPYKIUSI
AJISE MEAHOTO 3aCTOCYBAHHSI J1IKAPCHLKOTO 3aco0y

HE®TPIAKCOH
(CEFTRIAXON)

MixxHapoaHa Ha3Bsa:
Ceftriaxone.

Nikapcbka popma:
CrepunbHuit nopowok ans BHYTPILUIHLOM’ 4308010 BBEAEHHS.

Cknagp;
1 dnakoH micTutb 11 UedpiakCcoHy, Lo eKBiBaneHTHO uedrpiakcony HaTpieBoi coni.

OcHoBHI ¢izuKo-ximiyHi B/1aCTUBOCTI:
Kpucraniunuit nopowok 6inoro a6o *KOBTYBaTOro Konbopy.

®apmakartepanesTuyHa rpyna:
AHTHOaKTepianbHMit 3aci6. LledanocnopuH.

ATX Kop - J01DD04

®apmakonoriuHi Bractusocri:
®PapmakoduHamika

AHTubaKTepianbHuit 3aci6 rpynu uedanocnopuHis Il nokoniHug ANA NapeHTepantHoOro sactocyBaHHs.
Mae Tpusany gio. baktepuumaHa axkTusHicTs uedpTpiakcoHy obymosneHa NPUTHIYEHHAM CUHTe3y
membpaH bakTepianbHux KNiTH. LledTpiakcoH in vitro XapPaKTepU3IYETLCA LWMPOKUM CNeKTpom Aii Ha
FPAMNO3UTUBHI Ta rpamMHeraTmMBsHi MIKPOOpPraHismu. BiH cTifiKkui 40 baratbox B-nakramas (neHiumninas
Ta yedanocnopuHis), wo NMPOAYKYIOTbCA rPamno3nTUBHMMIU Ta FPamHeraTMeHuMmM baktepiamu.

BiH akTuBHMI npoTw HaCTyNHMUX MiKpooprariamis:

I'pamnoszumueni aepobu: Staphylococcus aureus (4yThuemin no METULUNIHY), KOarynoHeraTueHuii
cTaginokok, Streptococcus pyogenes (B-remonitnyna rpyna A), Streptococcus agalactiae (B-
reMoNiT4Ha rpyna B), B-remonitTuyHuii CTPENTOKOK (Hi rpyna A, Hi rpyna B), Streptococcus viridans,
Streptococcus pneumoniae.

Crinkuin go MeTuumniHy Staphylococcus SPp. CTinKUIt ao uedanocnopuHis, BKAOYa0OYM uedTpraKkcoH.
3asBuuait Enterococcus faecalis, Enterococcus faecium i Listeria monocytogenes, BiH TakoX CTiliKuit:

LedpTprakcoHy.




Ipamnezamueni aepobu: Acinetobacter Iwoffii, Acinetobacter anitratus (nepesakHo A. Baumannii),
Aeromonas hydrophila, Alcaligenes faecalis, Alcaligenes odorans, Borrelia burgdorferi, Capnocytophaga
spp., Citrobacter diversus (Bkntouaioum C. amalonaticus), Citrobacter freundii, Escherichia coli,
Enterobacter aerogenes, Enterobacter cloacae, Enterobacter spp. (Ta iHwi), Haemophilus ducreyji,
Haemophilus influenzae, Haemophilus parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella
pneumoniae, Moraxella catarrhalis (Branhamella catarrhalis), Moraxella osloensis, Moraxella spp. (Ta
iHWi) Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella multocida,
Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri, Proteus vulgaris, Pseudomonas
fluorescens, Pseudomonas spp. (Ta iHwi), Providencia rettgeri, Providencia spp. (ta iHWi), Salmonella
tuphi, Salmonella spp. (HeTudosHa), Serratia marcescens, Serratia spp. (Ta iHwi), Shigella spp., Vibrio
Spp., Yersinia enterocolitica, Yersinia Spp. (Ta iHwi).

binbwictb wramis BULLe3a3HavYeHMx MikpoopraHiamis NONIPE3UCTEHTHMX [0 iHLWMX aHTUDIOTHKIB, TaKuMX
AK aMiHONeHIUMAiHM Ta ypeinoneHiuuninm, uedanocnoputm | Ta Il MOKO/IHHA, aMIHINIKO3MAK, YyTusi
A0 uedTpiakcoHy. Treponema pallidum 4yTanBa [0 uedTpiakcoHy in vitro B eKCcneprumeHTax Ha
TBapuHax. KniHiYHo niaTeepaskeHo, Wo uedTpiakcoH edeKTUBHMI NP NEPBMHHOMY Ta BTOPUHHOMY
cudinici. 3a HeBeNUKUM BMKNtO4eHHAM P. aeroginosa cTiitka A0 uedpTpiakcoHy.

AHaepobu: Bacteroides SPP. (CNPUIAHATAUBUI 40 KOBYHOTO coky), Clostridium spp. (kpim C. difficile),
Fusobacterium nucleatum, Fusobacterium spp. (ra iHwi), Gaffkya anaerobica (Peptococcus),
Peptostreptococcus SPp. binbwicte wramis Bacteroides SPP., WO nNpoAyKytoTb B-naktamasy
(BKMtouaoym B. fragilis) cTitki go uedrpiakcony. Clostridium difficile Takos CTiliKa A0 LedTpiakcoHy.

®apmakokinemuka:

Micna iHpysii 1 r LedTpiaKCoOHy MaKkcumanbHa KOHUEHTPauia B Nna3mi KPoBi CTaHOBUTH 100-150 mr/n
nporarom 30 xB, ane nicns BHYTPILLHbOM’A30B0r0 BBEAeHHA 1 r LePTPUAKCOHY MaKCHMainbHa
KOHUEHTpaLiA B Nnasmi Kposi focsaraeTben 4yepes 1-3 roguHu i cTaHoBUTL 80 mr/n.

Le¢TpiakcoH gobpe MPOHWKAE B TKAaHWUHK i BioNoriunki pigmMHu, BraoUalOUM rematoeHuedanivyHmni
6ap’ep. 38°A3yBaHHA 3 6inKkamu nnasmu KPOBi CTaHOBUTL 83-96%. Uedrpiakcon BMBOAMTLCA 3 OpraHizmy
HUPKamu (40-60%) i KMLWEYHUKOM (35-45%). Nepiop HaniBBMBEAEHHA CTaHOBUTL 6-9 rog. 3aBasku
TPuBanomy nepioay HanissuBeeHHs OakTepuumaHa KOHUEHTPpauia B N1asmi Ta TKaHMHax OOCATAETLCA
npotarom 24 rog.

lokasaHHA:
IHpeKuitHO-3ananbHi 3aXBOPIOBAHHA, CPUYNHEHT YyTAUBUMM A0 NpenapaTy mikpoopraHismamu:
- Cencuc;

- MeHiHeim;

- Xeopoba Jlalima (nisHi ma panHi cmadii 3ax80p106aHHS);

- 30X80pt08AHHA OpeaHie YepesHOI NoOPOIHUHU (nepumoHim,
KUWKo8I iHeryii);

- IHgperyii OMNOPHO-pyxos80i cucmemu;
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- IHperyii m'akux mraHuH, WKipu, @ paHosi iHgheKyii:

- IHekyii' y nayienmie 3 MPU2HIYEHO IMyHHOH cucmemoro,

- IH@ekuii cevocmamesux wsxis (msax«i ma XPOHI4HI  nienoHeghpumu, nienim, npocmamum,
enioudumim, yucmum);

- lF'oHopes (y momy 2oHopes 8a2imHux)

- IHghekyii /IOP opeaHie ma BEPXHIX OUXANbHUX WAAXIS;

- IHPERUIT HUMCHIX duxaneHux wrisxie (maxki ma xpoHiyHi bpoHximu, NHeemMoHis, abcyec nezeHs,
emMniema naeepu);

- lpoginakmuka ma nikysarHs nicnaonepayitiHux iHgekyidHux YCKGOHEeHb.

lMpomunokasaxHs:

- NidsuweHa yymausicme do yeganocnopurie ma neHiyuninis.

3 0bepeskHiCTIO NpU3HaYaloTh nauieHTam 3 NiaBuMLLEHOD HYTAUBICTIO 40 NeHiyMAiHYy, HOBOHAapOAXKeHUM
(ocobnumso HefoHoweHWMm) nig yac rinepbinipybiHemii, a Takox y nepioa nakrau,ii.

Cnoci6 sacmocysanHs ma dozu:

Lleit npenapaT BMKOpUCTOBYETbLCA ANA BHYTPILHbOM A30BMX iH’ KL,

Y popocnux Ta aitei crapue 12 POKiB NokasaHo 1-2 r o4HOPa308Bo Ha A6y (KOXHI 24 rogunu). Mig yac
TAXKKNX  IHOEKUIN, o 3arpoxyioTs KUTTIO, abo iHeKUi, cnpuynHeHunx bakTepiamu, nomipHo
HYTMBUMU [0 LedTPHAKCOHY, MakcumanbHa 406083 4033 CTaHOBUTHL 4 T.

Aitv 0o 12 pokis (BKNOYAIOUM HEMOBAST Bi4 15 gHis) — 20-80 mr/Kr. [itam 3 macoto Tina Ginblue 50 kr
NoKasaHa f03a ANA LOPOCAUX.

Y nauieHTiB niTHLOro BiKY KOpeKLia 403U He noTpibHa.

TpuBanicTb NikyBaHHA BM3HAYaeTbCH B 3aNEKHOCTI Bif TAXKKOCTI 3aXBOPIOBAHHS. 3a3Buyai, nig yac
aHTMbioTnKoTepanii, Y pPasi nikyBaHHA uedTpiakcoHom, Tepania NOBMHHA TPMBATH npotarom 48-72 rop,
nicna Hopmanisauii TeMNepaTypu Tina AN 3HULLEeHHA 36y aHUKIB.

MNigrBepareHa CUHepriyHa aia uepTprakcoHy Ta amiHOrniko3unais npotu AEAKUX rpamHeraTuBHUX
bakrepiit. Tomy y pasi HeBesneuynmx ANA HMWTTA THOEKUIN (HanpuKnad, CUHLOTHINHOI nanunyku)
PEKOMEHA0BAHO X NOEAHYBATU. OCKiNbKU uedTpiakcoH Ta amiHorniko3nam papmaLeBTUYHO HECYMICHI,
iX BBEAEGHHA Cnig MPOBOANTM OKPEMO B PEKOMEHA0BAHMX Ao3ax. pwm 6at<Tepiaanomy MEHIHTITI v
HOBOHAPOLKEHUX | HEMOBNAT NiKYBaHHA MOYMHAIOTD 3 A031 100 mr/kr (ane He Binbwe 4 Mr) 1 pas Ha
£06y. MNicna BCTaHOBNEHHS 36yARUKIB i yyTAmBOCTI AO3Y MOXHa 3MeHWUTH. Mpn MEHIHTOKOKOBOMY
MEHIHTITI NikyBaHHA TpuBae 4 AHi, Npu iHbeKLifX, cnpUYUHEHUX Haemophilus influenzae, — 6 AHIB, Npu
IHQeKLifX, CnpUYnHeHmnx Streptococcus pneumonia — 7 [AHiB.

Mpwu 6openiosi (xsopobi Naiima) popocnum i gitam NpU3HaYatoTb no 50 mr/kr (MakcumansHa 1o60sa
£03a 2 1) Ha foby npoTarom 14 OHiB.

Y pasi roHopei (cnpuumHeHoi NeHILMNIH-NPOAYKYIOYMMM Ta neHiLMAIH-HeNpPoAYKYIOYUMM wTamamm)

LedTPIaKCOH NpU3HaYatoThL y A03i 250 mr y Burnaai OAHOPAa30BOI BHYTPILLHLOM 3080} iH eKLi.




Y pasi npodinakTuku nicnaonepauinHmx YCKNaAHeHb 1-2 r opHopasose BBEAEHHA npenapary
pPekomeHayeTbCa pobuTh 33 30-90 xB A0 onepauii (3anexHo Bif, TAMKOCTI iHdekuii). Mig uac onepauii Ha
TOBCTOMY 41 TOHKOMY KULLEYHMKY PEKOMEHAYETbCA OAHOYACHO BBOAWTM UedTpiakcoH Ta Byab-aKkuil
npenapart, uwo npoaykye S-HiTpoimigason, Hanpuknag OpHigason.

Y NauieHTiB 3 HUPKOBOIO HEeAOCTATHICTIO 3MEHLUEeHHA AO31 He noTpibHo, AKWo OYHKLIA NeyiHku He
nopyuweHa. floboea fo03a LeTPUAKCOHY HEe NOBUHHA NEPEBULLYBATH 2 T (AKLLO KnipeHC KpeaTuHiHy <10
MN/x8).

Y NauieHTiB 3 nopylweHHam OYHKUIT NeYiHKK 3HUKeHHS AO3K He noTpibHo, AKWO PyHKLis HUPOK He
nopylueHa,

Y NauUienHTIB 3 HUPKOBOI Ta NeYiHKOBOK HeAOCTaTHICTIO CNif perynspHo BUMIprOBaTU KOHLLeHTpauito
LedTpiakcoHy B KpoBi Ta Y pasi notpebu kopurysatu 4,03y.

IHecmpykuyia dna npuecomyeaHHA ma egedeHHs PO34YUHY:

Xo4a npwurotosneHui PO34nH 3bepirae ceoto XiMi4HYy Ta Gi3nuHY cTabinbHicTb NPpU  KiMHaTHIN
TEMNepatypi npotarom 6 roa, a B XONoAnnbHuKy (2-8°C) npotarom 24 rog, pekomeHAayerbca
BMKOPUCTOBYBATH LLOMHO NPUrOTOBAEHM I PO34MH. 3anexHo Big KOHUEeHTpauii Ta 36epiraHHa PO34UHY
KONip po3ynHy moxe BapitosaTucs Bif} CBITNI0-)KOBTOrO A0 6YpPLWTUHOBOTO, Konip po3uuHy He Bnnusae
Ha ePeKTUBHICTbL npenapary.

Ana BHYTpiWwHbOM 2308 1MX iH’eKUii: 250 mr a6o 500 mr A03n npenapaty po3BoAsaTb y 2 ma 1% PO3YMHY
NifoKaiHY, a 1 I pO34YUHAIOTL y 3,5 Mn 1% posuuny nipokaiHy. B ogHe micue iH'€KLiT pekomeHayeTbCA
BBOAUTU He Binblue 1.

MpuroToBaHuit posumH, wo MICTUTb NiAOKAIH, He MOKHa BBOAUTU Y BeHy!

Ocobausocmi sacmocyearns:

Mpu 3actocyBaHHi uedTpiakcoHy HagiTh npu LeTanbHOMY BUBYEHHI dHAMHE3y He BUKII0YAETLCA
MOX/UBICTb PO3BUTKY WoKy. Y nauienTis 3 NiABULEHO YyTAMBICTIO A0 MeHIUWUNTHY MOXKIUBUMN
PO3BWUTOK NepPexpecHux anepriyHmx peakuin.

Mpu 3acTocyBaHHiI uedTpiakCcoHy, AK i iHWUX aHTUBIOTUKIB, MOXKe PO3BUHYTUCA cynepiHdekwin.
MauieHTn 3 HUpKOBOIO HEeLOCTaTHICTHO 3a38M1Yall He NoTPebyIoTb KOPEeKLii 403K, OCKiNbKM LuedTpiakcoH
BMBOAWTLCA i3 CEYEID Ta KOBYIO. PekomeHayeTbes NepiognMyYHO KOHTpONoBaTK KOHLeHTpaL,ito
npenaparty B KPOB.i.

Y naujenTis 3 HUpKoBOIO Ta NeYvyiHKoBOK HezocTaTHicTio, 6e3 KoHTpoAo KOHLUEHTpauii uedTpiakcoHy B
Kposi, fo6oBa 103a Npenapary He NoBMHHa nepesuLLyBaTh 2 r.

Y nauieHTiB, aKi 3aCTOCOBYIOTb LEePTPIaKCOH, ONuUcaHi NOOAMHOKI BUMAAKU 3MiHM npoTpombiHoBOro
4acy. Y nauienTis 3 gediuutom BiTamiHy K (nopyweHns CMHTE3Y, NOPYLWEHHA Xap4yBaHHA) MOMIMBA
notpeba B KOHTpPONI npoTpombiHoBOroO vacy i B pasi 1oro 36inblweHHs NPpu3HavaeTbea BitamiH K (10
Mr/TuxaeHb) nepeg abo nig vac Tepanii.

Mpn nepeBuLLEeHHI PekomeHAOBaHOI 03K uedtpiakcoHy nig uac YNbTPA3BYKOBOro ,a,ocniga;g@ﬁ@"

E——

NOMWNTIKOBO AiarHOCTYyBanu KameHi. Lle npeyunitatu KanbuieBuUx conel uedbTpiakcoHy, aki SHAKAIOTh




nicna 3akiHYeHHa abo NPU3YNUHEHHA NiKyBaHHA. MoAi6HI 3MiHK He BUKNNKAOTb CMMNTOMIB. Xoua B
TaKMX BUNaZiKax PEKOMEHAYETLCA KOHCEPBATUBHE NiKYBaHHA. Y pasi BUABNEHHSA KAIHIYHMX CUMNTOMIB
PiLUEHHA NPO NPUMUHEHHS NiKYBaHHA npuimae nikap.

Mg vac nikysaHHA uedTpiakcoHom onucani NOOAMHOKI BMNAAKM NaHKpPeaTuTy, AKi MMOBIPHO Bynu
BHACNIA0K 3aKyNOPKU MOBYHMX MPOTOK. binbwicTb NauieHTis 6ynu Y TPyNi pu3Ky o6CTPyKLii KOBUHMX
POTOK —NONepeAHE NiKyBaHHA, TAXKI 3aXBOPIOBAHHA a60 NOBHe napeHTepanbHe XapyyBaHHA. Xo4a Ak
MEXaHI3M PO3BUTKY MaHKpeaTuTy He CNif BUKNIOYATH YTBOPEHHS NPEeuMNITaTiB y }KOBYHUX NPOTOKAX,
BUKAMKAHUX LLlePTpiakCoOHOM.

3 obepexHicTio npusHauaoTL uedTpiakcoH HOBOHapoaXKeHUM 3 rinepbinipybiHemicto. LedpTpiakcoH He
MPM3Ha4YaloTb HOBOHAPOAMKEHWM, 0COBAUBO HELOHOWEHUM 3 PUIMKOM PO3BUTKY 6inipy6iHosoi
eHuedanonarii.

Y pasi TpuBanoro NiKYyBaHHA HEOBXiAHO PErynapHoO 34aBaTh aHani3 Kposi.

Pigko nig uac Tepanii LlepTpiakcoHom moske cnocrepiratuca XnbHOMO3UTUBHA peakuia Kymba,
ranakrosemis, a TaKoX XuBHe BU3IHAYEHHS PiBHA TNOKO3M B ceu. Tomy nig 4ac nikyBaHHs
LedpTpiakcOHOM y pasi BUIHaYeHHs FNOKO3Ypii cnif 3acTocoByBaTH hepmeHTaTUBHMI meToa.
MNauieHTam i3 nopyweHHaM OYHKUIT neyiHku KOpeKuia 403K He noTpibHa, AKLWO byHKUIA HUpOK
3HaxXoAMTbCA B MEXKax HOpmMU.

MauieHTam 3 HUpKOBOIO HeLOCTATHICTIO 3MEeHLYBaTH A03y He noTpibHO, fAKLLO bYHKUIA neviHkm
3HaxoA4mMTbCA B mMexax Hopmu. [lobosa ao3a UedTPIaKCOHY He NOBMHHA nepesuLLyBaTn 2 r y pasi
3HA4YHOrO 3HMXKEHHA QYHKUIT HUpOK (KK <10 MN/x8B).

Y pasi TAXKOI HUPKOBOI Ta NEYiHKOBO] HeAOCTaTHOCTI HeOBXiAHO BUMIPATU KOHUeHTpauito uedTpiakcoHy
B nnasmi Ta npu HeobxigHOCTI Koperysati no3y. OgHak piBeHb uedTpiakcoHy cnip, BUMIPHOBATH B
NNa3Mmi, OCKINbKM ¥ TaKMX NaLieHTIB 3MEHLLYETLCA BUBEAEHHA Npenapary 3 opraHismy.

3acmocysaHHs y nepiod eazimrocmi a6o 200y8aHHA 2pydodio:

be3neka npenapaty nig yac saritHocTi He BCTaHoBNeHa. LledTpiakcoH npoHukae uepes naaueHTapHmm
bap'ep. Nig yac BaritTHOCTi, 0cobaueo 8 | TPMMECTpi, NnpenapaT NPU3HaYaTb NuLe Yy pasi roctpoi
HeobXxiaHocTi. UedTpiakcoH supinsetbes 3 FPYAHUM MONIOKOM Y HE3HaUHIN KinbKoCTi, TOMY B nepiog,
NaKTalii npenapar npusHayawTL 3 obepexHicTio.

lepedosysaHHhs:
JlikyBaHHA: CumnToMaTuuHe., Cneundiynnit aHTuaoT BiOCYTHIMN.
lemogaianis Ta neputoHeanbHuii Aianis He edeKTUBHUI,

30amuicme enaueamu Ha weudkicme peakruii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu:

HaHux npo BNAuB Ha 34aTHICTL Kepysatun aBTomobinem Ta npawoBaT 3 iHWUMK MexXaHizmamu He icHYE.
Xo4a nig vac nikyBaHHA morke BUHWKHYTW 3anamopoYeHHs, Le cnig BpPaxoByBaTu.
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B3aemoOis 3 inwumu niKkapcokumu 3acobamu:

Mpu OAHOYAaCHOMY 3acTocyBaHHI LedTPIaKCoHy y BEAUKMX A03ax Ta pgiypeTtukis (HaanKnaA,
dypocemig) nopyerns PYHKLIT HUPOK He CNoCTepiraeTbCA.

HaHux npo nocunexHs HEePPOTOKCUYHOCTI amiHornikosuais uedTpiakcoHom Hemae.

Bnauve etanony Ha uedTpiakcoH He onucaHo.

MpobeHeuns He BninBae Ha BMBEAEHHA LedTpiakcoHy 3 opraHismy.

bakTepiocTatnyHi aHTUBIOTUKM 3MEHLWYIOTb 6aKTepML!,V1,U,Hy Aito uedTpiakcoHry.

In vitro BCTaHOBNEHO aHTaroHiam MiX xnopamdeHikonom Ta uedTpiakcoHom.

Papmayeemuyna HecymicHicme:

LledTpiakcoH He CNif, 3millyBaT 3 pos3ymHamu ANs iHY3iN, Wwo micTaTb Kanblii, Hanpuknag posumH
XapTmaHa i Pinrepa.

LledTpiakcon HEeCYMICHUI i He cnig, 3MillyBaTH 3 dMCaKpUHOM, BaHKOMILMHOM, $YKOHA3010M Ta
amiHornikosmaamu.

Mobi4Hi peakyii:

Mia 4ac 3actocysaHHs LepTPiaKCOHY BCTaHOBMEHO TaKi Mo6iuNi ePEeKTH, AKi 3HUKAU CNOHTaHHO abo
nicna BigmiHum npenapary:

Po3nadu wnyHkoso-Kuwkosoeo mpakmy: piapea abo nocnabneHHs CTiNbuA, HyaoTa, 6a0BaHHs,
CTOMATUT, TNIOCUT; HeYacTo — Po3nag cMaky; PiAKO — coni Kanblito BUMafaoTL Y XKOBY i3 BignosigHMM U
CMMNTOMamMK, NaHKpeaTuT, NiABULLEHHS aKTUBHOCTI neyiHkoBux dpepmertis (AT, ACT), nigsuuerts
NyXHoi pocdaTasu, rinepbinipybiHemis, MOBTAHWLA, Y NOOANHOKMX BMNaAKax — ncesaomembpaHosHmM
KOAIT.

lMopywerHs 2emamonoziyHoi cucmemu; eos3nHodinia, nenkoneHis; Hevacto — rPaHynounToneHis,
FeMONITUYHA aHeMmisi; B MOOAMHOKMX Bunafkax — arpaHynoumtos (<500 KNITUH/MKN), 3a3Buyals
PO3BUBAETLCA Nicna 10 AHIB NiKyBaHHA Ta BBeZleHHs 3aranom 20 mr Ta Ginbuwe.

llopywerHa 320pmatHs Kposi: Heyacto - TpombouuTos, TpombounToneHia, 36inbleHHs
TpombonnacTuHoBoro Ta NPOTPOMOIHOBOrO  Yacy; piako - Hocosa KpOBOTEYa, 3HUIKEHHSN
npoTpombiHoBoro vacy; 8 NOOAMHOKWX BUNAAKaX — NOPYLUEHHA 3ropTaHHA KpOBi.

Aepmamonoaziyni PEaKyii: BUCUNAHHA, aneprivHuin  anepmarur, cBepbix, Kponus’sHKa, HabpsakK, B
OKpemuX BuNafgKkax — MynbTUOPMHa €KCyAatTBHa epuTema (cuHapom CriBeHca-[xoHcoHa),
TOKCUYHMI enigepmanbHuii HEKPO3 (cuHApOM wapy).

Anepeiuri pearyii: pigro — aHadinakTMyHi Ta aHaginakToiaHi peakLiji.

3 60Ky ce408uBIdHUX waxia: pigko — onirypis, rematypia, nigBuWeHHs KOHUEHTpaLIl KpeaTuHiHy B
NNasmi; B NOOAMHOKMX BUNAAKaX — KOHKDEMEHTW B HUPKax, NepeBa<Ho y aiTelt CTapwe 3 pokKiB, AKi
BBOAMNM BenuKi fo3m npenapary ((>80 mr/kr/poby) abo CYMapHy A03y noHag 10 r, kpim Toro, y pasi
AOAATKOBUX GaKTOPIB PUIUKY (BKAKOYAKOYM O0bMeKEHHA CNoXXMBaHHSA BOAM, ). KOHKpemeHTH 8 HUpKax

MOXYTb MpOTiKaTh 6e3cMMNTOMHO Ta CMMNTOMHO, BK/IIO4AIOYM PO3BUTOK HUPKOBOIL HeAoCTaTHOOT

N

Micna npunuHeHHn NiKYBaHHA CUMNITOMMU MOXYTb 3HUKATK,



3 60Ky LYHC: piiko — ronosHu Oinb, 3aMaMOpO4eHHA, cyaoMu. Po3naam auxansHux WAAXIB: anepriyHmn
NHEBMOHIT, BpoHxocnasm.

IHWI: pigKo — miko3 cTaTeBumx OpraHiB, BariKiT, NigBULLEHHA TEMNEPaTypu Tina, NMXOMaHKa,

nigsuuieHe NOTOBUAINEHHA, NOYEPBOHIHHS, BiAYYTTA HYAOTU.

Ynakoseka:

Mopowok crepunbHmi A7 BHYTPILWHbOM A30B0r0 BBEAEHHA — uedTpiakcoH 1r, v CKNAHOMY bNaKoH| 3
rymoBot npobKoto, antomiHiesoro NpobKoto Ta nonieTuneHoBoW KPULLKOHO.

1 ¢nakoH pazom 3 IHCTPYKLE0 MiCTUTBCA B KapTOHHIN Kopobu,i.

Tepmin npudamHocmis:
3 pokwu.
Mpenapar He BUKOPUCTOBYETLCA NiCNA 3aKIHYEHHS TePMIHY NPUAATHOCTI, LLO BKa3aHo Ha YNaKoBLi.

Ymoeu 36epizaHHa:

30epiraeTbca B opuriHanbHil ynakosui Npu Temneparypi He BuLe 25°C, B micui 3axuuieHomy Biz cBiTha.
3bepiratu B HEAOCTYNHOMY AN14 AiTel micu,.

MpurotoBneHuit posymH CNifl TPUMATK B KiMHaTI (no 25° C) Ta BUKOPUCTaTK npoTarom 6 rogumH. Mpu
3bepiraHHi B XON0AnNbHUKY (2-8° C) BUKOpUMCTaTK npoTarom 24 roaunH.

Ymosu npodaxcy e anmeuyi:
[l rpyna dapmauesTuyHmx 3acobis (3acTocoByeTbea 3a npusHaueHHam nikapsa).

BupobHuk:
TOB “Abidapm”.

MicyesnaxodxncenHs supobHuka ma adpeca micys nposadxcenHs iiozo0 dianeHocmi:
lpy3ia, MuxeTcbka obnactb,
3319, UinkaHi.
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Instructions for use of the medicinal product
CEFTRIAXONE

International name
Ceftriaxone

Dosage form
Sterile powder for intramuscular solution

Composition
One vial contains 1 g Ceftriaxone equivalent to Ceftriaxone Sodium salt.

Description
White or yellowish crystal powder.

Pharmacology group
Antibiotic, Cephalosporin

Code ATC - J01DD04

Pharmacological action

Pharmacodynamics

Antibiotic of Ill generation cephalosporin group for parenteral use. It has long lasting action. Bactericidal
activity of ceftriaxone is due to the inhibition of synthesis of bacterial cell membranes. In vitro
ceftriaxone is characterized by a wide range action to gram-positive and gram-negative
microorganisms. It is resistant to many B-lactamases (as penicillinase, as well as cephalosporins)

produced by gram-positive and gram-negative bacteria.

Itis active against the following microorganisms:

Gram-positive aerobes: Staphylococcus  aureus (methicilin susceptible), coagula-negative
staphylococcus, Streptococcus pyogenes (A group B-hemolytic), Streptococcus agalactiae (B group B-
hemolytic), B-hemolytic streptococcus (neither A and nor B group), Streptococcus viridans,
Streptococcus pneumoniae.

Resitant to methicillin Staphylococcus spp. resistant to cephalosporins, including ceftriaxone.
Usually, Enterococcus faecalis, Enterococcus faecium and Listeria monocytogenes, it is also resistant
to Ceftriaxone.

Gram-negative aerobes: Acinetobacter Iwoffii, Acinetobacter anitratus (mainly A. Baumannii),

Aeromonas hydrophila, Alcaligenes faecalis, Alcaligenes odorans, Borrelia bfL%‘&(ﬁ%*T
ctér

Capnocytophaga spp., Citrobacter diversus (including C. amalonaticus), Citrob
—




Escherichia coli, Enterobacter aerogenes, Enterobacter cloacae, Enterobacter spp. (and others),
Haemophilus ducreyi, Haemophilus influenzae, Haemophilus parainfluenzae, Hafnia alvei,
Klebsiella oxytoca, Klebsiella pneumoniae, Moraxella catarrhalis (Branhamella catarrhalis),
Moraxella osloensis, Moraxella spp- (and others) Morganella morganii, Neisseria gonorrhoeae,
Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus mirabilis, Proteus
penneri, Proteus vulgaris, Pseudomonas fluorescens, Pseudomonas spp. (and others), Providencia
rettgeri, Providencia spp. (and others), Salmonella tuphi, Salmonella spp. (non-typhoid), Serratia
marcescens, Serratia spp. (and others), Shigella spp., Vibrio spp., Yersinia enterocolitica, Yersinia spp.
(and others).

Most of strains of the above mentioned microorganisms poly-resistant to other antibiotics such as
aminopenicillines and ureidopenicillines, cephalosporines of | and 1l generation, aminlglycosides are
susceptible to ceptriaxone, Treponema pallidum is susceptible to Ceftriaxone in vitro in animal
experiments. It is clinically approved that ceftriaxone is effective to primary and secondary syphilis.
With a little exclusion P. aeroginosa is resistant to ceftriaxone.

Anaerobes: Bacteroides spp. (suscebtible to bile juice), Clostridium spp. (except C. difficile),
Fusobacterium nucleatum, Fusobacterium spp. (and others), Gaffkya anaerobica (Peptococcus),
Peptostreptococcus spp. p-lactamase-producing most strains Bacteroides spp. (including B. fragilis) is
resistant to ceftriaxone. Clostridium difficile is also resistant

Pharmacokinetics

After the infusion of 1g ceftriaxone blood plasma Cimex is 100-150 mg/1 during 30 min., but after the
Intramuscular injection of 1 g ceftriaxone plasma Cumax is reached in 1-3 h and is 80 mg/1.
Ceftriaxone is well absorbed in tissues and biological liquids including blood-brain barrier. Plasma
protein binding is 83-96%. Ceftriaxone is excreted from the body by kidneys (40-60%) and intestines
(35-45%). T2 is 6-9 h. Due to long half-life bactericidal concentration in plasma and tissues is
reached within 24 h.

Indication
Infectious- inflammatory diseases caused by susceptible to the drug microorganisms:
- Sepsis;
- meningitis;
- Lyme’s disease (late and early stages of the disease);
- Abdominal organs diseases (peritonitis, bile duct infections, gastrointestinal infections);
- bone and joint system infections:
- Infections of soft tissues, skin as well as wounds;

- Infections in patients with suppressed immune system;

- Genitourinary tract infections (Severe and chronic pyelonephritis , pyelitis , prostantis, ~

epididimitis, cystitis);
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- Gonorrhea (including during pregnancy)

- Infections of ORL organs and upper respiratory tract;

- Infections of lower respiratory tract (severe and chronic bronchitis, pneumonia, lung abscesis,
empyema of pleura);

- Prophylaxis and treatment of postoperative infectious complications.

Contraindications
- Hypersensitivity to cephalosporins and penicillins
It is indicated with caution in patients with hypersensitivity to penicillin, newborns (especially

premature) during hyperbilirubinemia, in addition during lactation period.

Dosage and administration

This drug is used for intramuscular injection.

In adults and children >12 years old it is indicated 1-2 g as a single dose a day (every 24 h). During
life threatening severe infections or infections caused by bacteria moderately susceptible to
ceftriaxone the maximum daily dose is 4g.

Children under 12 years old (including infants from 15 days ) — 20-80 mg/kg body weight. In children
with >50 kg body weight the adults dose is indicated.

In elderly patients dose adjustment is not needed.

The duration of the treatment is defined according to the severity of the disease. As usual, during
antibiotic therapy, in case of treatment with Ceftriaxone as well, the therapy should last for 48-72 h
more from temperature regulation and eradication of the causative bacteria.

The synergic action of ceftriaxone and amino glycosides is approved against several gram-negative
bacteria. Therefore, in case of life threatening infections (eg. Pseudomonas aeru ginosa) their
combination is recommended. Since ceftriaxone and amino glycosides are pharmaceutically
incompatible , their administration should be done separately in recommended doses.

In case of bacterial meningitis in newborns and infants the treatment is started with 100 mg/kg dose
(but not more than 4 mg) once per day. After the establishing the causative bacteria and suscebility
the dose may be reduced. In case of meningococcal meningitis the treatment lasts for 4 days, in case
of infections caused by Haemophilus influenzae , it is 6 days, in case of infections caused by
Streptococcus pneumonia — 7 days. v

In case of boreliosis (Lyme’s disease) in adults and children it is administered 50 mg/kg dose
(maximum daily doze is 2 g) a day, during 14 days.

In case of gonorrhea (caused by penicillin-producing and nonproducing strains) Ceftriaxone is

administered 250 mg as a single intramuscular injection .
In case of prophylaxis of postoperative complications 1-2 g the single injection of thfi;vg{yqduct is

advised to be made 30-90 minutes prior to the surgery (depended on the severity of thé“"fi)f(ecgj,og)}c__’"i,';




During the surgery on the large intestine and small intestine it is recommended to administer
concomitantly Ceftriaxone and any 5-nitroimidasole-producing drug, eg. Ornidasole.

In patients with renal impairment dose reduction is not necessary in case if liver function is not
impaired. The daily dose of Ceftriaxone should not exceed to 2 g (creatinine clearance <10 ml/min).
In patients with impaired liver function dose reduction is not necessary if the renal function is not
impaired.

In patient with renal and liver impairment the concentration of ceftriaxone in blood should be

regularly measured and in case of need dose adjustment should be done.

Directions for preparation and administration of the solution

Though the prepared solution maintains its chemical and physical stability at room temperature
within 6 h, but in refrigerator (2-8°C ) within 24 h it is recommended to use the newly prepared
solution. Depending on the concentration and storage of the solution the color of the solution may
vary from light yellow to amber. The color of the solution doesn’t influence on the efficacy of the
drug.

For intramuscular injection: 250 mg or 500 mg dose of the drug is reconstituted in 2ml, but 1 g is
reconstituted in 3,5 ml 1% Lidocaine solution. Not more than lg is recommended to be administered
in one injection site.

The prepared solution consisting Lidocaine should not be injected in vein!

Precautions

During the use of Ceftriaxone even in case of detailed study of anamnesis the possibility of
development of shock is not excluded. In patients hypersensitive to penicillin, cross allergic reactions
may be developed.

During the use of Ceftriaxone as with other antibiotics superinfection may be developed.

Patients with renal impairment usually don’t require dose adjustment as ceftriaxone is excreted in
urine and bile. It is recommended to control periodically blood concentration of the drug.

In patients with renal and liver impairment without the monitoring of blood Ceftriaxone
concentration the daily dose of the medicine should not exceed to 2 8.

In patients using Ceftriaxone the rare cases of changing of prothrombin time are described. In
patients with K vitamin deficiency (synthesis disorder, nutrition disorder), it is possible to need to
control prothrombin time and in case of its enhancement K vitamin is prescribed (10 mg/week)
before the therapy or during the treatment.

During the use of ceftriaxone with the doses more than recommended while conducting ultrasound

examination the shadows have been observed that mistakenly were diagnosed as stones. These are

>

the precipitates of ceftriaxone calcium salts that disappear after the treatment ends or suspends,: Fhe

similar changes are not observed with any symptoms. Though in such cases conservative tzgatment
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1s recommended. In case if clinical symptoms are observed the decision on quitting of the treatment
1s made by the doctor.

During the treatment with ceftriaxone the rare cases of pancreatitis are described that presumably
are resulted by the obstruction of bile duct. Most of the patients from the mentioned group had risk
factors of bile duct obstruction — previous treatment, severe diseases or full parenteral nutrition.
Though as the mechanism of the development of pancreatitis the precipitates in bile duct caused by
Ceftriaxone shouldn’t be excluded.

Ceftriaxone is administered with caution in newborns with hyperbilirubinemia. Ceftriaxone is not
administered in newborns, especially in premature with the risk of development of billirubin
encephalopathy .

In case of long term treatment the blood test should be regularly done.

Rarely during Ceftriaxone therapy there may be observed the false positive cumbs’s reaction, false
positive galactosemia, as well as false positive result in urine glucose definition. Therefore, during
the treatment with Ceftriaxone in case of definition of glucosuria enzymatic method should be used.
In patients with liver impairment dose adjustment is not needed if renal function is within normal
range.

In patients with renal impairment dose reduction is not necessary if liver function is within normal
range. The daily Ceftriaxone dose shouldn’t exceed to 2 g in case if renal function is significantly
reduced (CC <10ml/min).

In case of severe renal and liver impairment it is necessary to measure ceftriaxone concentration in
plasma and to make dose adjustment if needed. Though, ceftriaxone level should be measured in

plasma as in such patients the medicine is reduced to remove from the body.

Pregnancy and lactation

The safety of the product in pregnancy is not established. Ceftriaxone crosses placental barrier .
During pregnancy especially in I trimester, the drug is administered only if strongly needed.
Ceftriaxone is excreted in breast milk in small amount, therefore during lactation period the

medicine is administered with caution.

Over dosage
Treatment: Symptomatic. There is no specific antidote

Hemodalysis and peritoneal dialysis are not effective.

Ability on driving and using machines
Data on influence on the ability to drive and use machines doesn’t exist. Though during the treatment

dizziness may develop that should be considered.




Drug Interaction

In case the concomitant administration of Ceftriaxone in large doses and other strong diuretics (eg.
furosemid) renal impairment is not observed.

There are no data about enhancement of nephro- toxicity of amino glycosides by Ceftriaxone.
Influence of Ethanol on ceftriaxone is not described.

Probenecide has no influence on excretion of ceftriaxone from the body.

Bacteriostatic antibiotics reduce the bactericide effect of ceftriaxone.

In vitro antagonism between chloramphenicol and ceftriaxone is established.

Pharmaceutical interaction

Ceftriaxone should not be mixed with infusion solutions containing calcium, Eg. Hartman and Ringer
solutions.

Ceftriaxone is incompatible and should not be mixed with Amsacrine, vancomycin, fluconasole and

amino glycosides.

Adverse effects

During the use of ceftriaxone the following adverse effects are established that disappeared
spontaneously or after the withdrawal of the product:

Gastrointestinal tract disorders: Diarrhea or soft stool, nausea, vomiting, stomatitis, glositis;
uncommonly - taste disorder; rarely — calcium salts precipitates in bile with appropriate
Symptomatic, pancreatitis, liver enzymes (ALT, AST) activity enhancement, increase of alkaline
phosphatase, hyperbilirubinemia, jaundice, in single cases - phseudomembranous colitis |
Hematology system disorder: Eosinophilia , leucopenia; uncommonly — granulocitopenia, hemolytic
anemia; in single cases — agranulocitosis (<500 cell/mkl), usually developed after 10 days treatment
and 20mg and more summary doses administration.

Blood coagulation disorders: Uncommonly — Thrombocitosis, thrombocytopenia, enhancement of
thromboplastine and prothrombine time; rarely - nose bleeding, decrease of prothrombine time; in
single cases — blood coagulation disorder.

Dermatology reactions: rash, allergic dermatitis, itching, urticaria, swelling, in single cases —
multiform exudative erythema (stivens-jonson syndrome), toxic epidermal necrosis (layel
syndrome).

Allergic reactions: rarely — anaphylactic and anaphylactoide reactions.

Urinary tract disorders: rarely — oliguria , hematuria, increase of plasma creatinine concentration; in

single cases — concrements in kidneys, mainly in children more than 3 years old who administered

large doses of the product ((=80 mg/kg /day ) or summary dose exceeding 10g, in addition D¢ ;

N

additional risk factors ( including limitation of water intake, ). Concrements in kidn




asymptomatic and observed clinically, including renal failure development. Symptoms are reversible
after the treatment is quitted.

CNS disorders: Rarely — headache, dizziness, convulsions.

Respiratory tract disorders: Allergic pneumonitis, bronchospam

Others: Rarely - Genital system micosis, vaginitis, increased body temperature , fever, increased

sweating, flushing, feeling sick.

Presentation
Sterile powder for intramuscular solution — ceftriaxone lg, in glass vial with rubber stopper,
aluminum cork and plastic cap.

1 vial together with the instruction leaflet is placed in carton box.

Shelf life
3 years

This medicine is not used after the expiration date indicated on the package.

Storage

Stored not above 25°C, protect from light.

Keep away from children.

The prepared solution kept at the room temperature (to 25° C) is used within 6 h, but if stored in the
refrigerator (2-8° C) it is valid within 24 h.

Pharmacy purchase terms

IT group of pharmaceutical product ( used under physician’s prescription).

Manufacturer Company:
“AbiPharm” LLC

Address:
Georgia, Mtskheta area,
3319, Tsilkani
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Ggv. 210- daﬂ

ceftriaqsoni
CEFTRIAXONE

saerTaSoriso dasaxeleba
ceftriagsoni (Ceftriaxone)

wamlis forma
steriluri fxvnili kunTSi da venaSi saineqcio xsnaris mosamzadeblad

Semadgenloba
erTi flakoni Seicavs 1 g cefiriagsonis ekvivalentur ceftriaqsonis natriumis marils

aRweriloba
TeTri an moyviTalo feris kristaluri fxvnili

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

aTq kodi- JO1DD04

farmakologiuri mogmedeba
farmakodinamika

III' Taobis cefalosporinebis jgufis, parenteraluri gamoyenebis antibiotiki. axasiTebs xangrZlivi
moqmedeba. ceftriagsonis bagtericiduli aqtivoba ganpirobebulia baqteriis ujreduli membranebis
sinTezis daTrgunviT. In vitro ceftriagsons axasiTebs farTo speqtris mogmedeba gramdadebiTi da
gramuaryofiTi mikroorganizmebis mimarT. mdgradia gramdadebiTi da gramuaryofiTi baqteriebis
mier producirebuli mravali p-lagtamazas mimarT (rogorc penicilinazas, aseve cefalosporinazas).
aqtiuria Semdegi mikroorganizmebis mimarT:

gramdadebiTi aerobebi: Staphylococcus aureus (meTilenmgrZnobiare), koagulaza-uaryofiTi
stafilokokebi, Streprococcus pyogenes (A jgufisB-hemolizuri), Streprococcus agalactiae (B jgufis B-
hemolizuri), B-hemolizuri streptokokebi (arc A da arc B jgufis), Streptococcus viridans,
Streptococcus pneumoniae.

meTicilinisadmi mdgradi  Staphylococcus spp. rezistentulia cefalosporinebisadmi, maT Soris
ceftriagsonisadmi. rogorc wesi, Enterococcus Jaecalis, Enterococcus faecium da Listeria
monocylogenes, aseve mdgradia ceftriagsonisadmi.
gramuaryofiTi aerobebi: Acinetobacter Iwolfii, Acinetobacter anitratus (ZiriTadad Abawﬁﬁmﬁ
Aeromonas  hydrophila, Alcaligenes  faecalis, Alcaligenes odorans, Borrelia bufgdorferi,.
Capnocytophaga spp., Citrobacter diversus (maT Soris C. amalonaticus), Cil/r‘OZ)dC"{"@i’:f, S i
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Escherichia coli, Enterobacter aerogenes, Enterobacter cloacae, Enterobacter spp. (da sxva),
Haemophilus  ducreyi, Haemophilus influenzae, Haemophilus parainfluenzae, Hafnia alvei,
Klebsiella oxytoca, Klebsiella pneumoniae, Moraxella catarrhalis (Branhamella catarrhalis),
Moraxella osloensis, Moraxella spp. (da sxva), Morganella morganii, Neisseria gonorrhoeae,
Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus mirabilis, Proteus
penneri, Proteus vulgaris, Pseudomonas Sfluorescens, Pseudomonas spp. (da sxva), Providenciua
retigeri, Providencia spp. (da sxva), Salmonella yphi, Salmonella spp. (aratifoiduri), Serratia
marcescens, Serratia spp. (da sxva), Shigella spp., Vibrio spp., Yersinia enterocolitica, Yersinia spp.
(da sxva).

zemoT  CamoTvlili mikroorganizmebis umravlesi Stami, romlebic polirezistentulia sxva
antibiotikebis mimarT, rogoricaa aminopenicilinebi da ureidopenicilinebi, pirveli da meore Taobis
cefalosporinebi, aminoglikozidebi, mgrZnobiare  ceftriagsonisadmi. Treponema  pallidum
mgrZnobiarea ceftriagsonisadmi in virro da cxovelebze eqsperimentSi.  klinikuri  cdebiT
dadasturebulia, rom cefiriaqsons axasiaTebs kargi efeqturoba pirveladi da meoradi sifilisis mimarT.
mciredi gamonaklisiT, ceftriagsonisadmi mdgradia P. aeruginosa.

anaerobebi: Bacteroides spp. (naRvlis wvenisadmi mgrZnobiare), Clostridium spp. (garda (.
difficile), Fusobacterium nucleatum, Fusobacterium spp. (da sxva), Gaffkva anaerobica
(Peptococcus), Peptostreptococcus spp. P-lagtamaza warmomqmneli mravali Stami Bacteroides
spp. (maT Soris B. fragilis) mdgradia ceftriaqsonisadmi. aseve mdgradia Clostridium difficile.
farmakokinetika

I g ceftriagsonis infuziis Semdeg 30 wT-is ganmavlobaSi sisxlis plazmaSi Cpax Seadgens 100-150
mg/l, xolo 1 g ceftriagsonis kunTSi Seyvanis Semdeg plazmaSi Cpax miiRweva 1-3 sT-Si da
Seadgens 80 mg/I.

ceftriagsoni kargad aRwevs qsovilebsa da organizmis biologiur siTxeebSi, maT Soris
hematoencefalur barierSi. plazmis cilebs ukavSirdeba 83-96%. cefiriagsoni organizmidan
gamoidevneba TirkmlebiT (40-60%) da nawlavuri gziT (35-45%). Ti» Seadgens 6-9 sT-s.
xangrZlivi naxevargamoyofis periodis gamo plazmasa da gsovilebSi ceftriagsonis bagtericiduli
koncentracia miiRweva 24 sT-is ganmavlobaSi.

Cveneba

preparatisadmi mgrZnobiare mikroorganizmebiT gamowveuli inefeqciur-anTebiTi daavadebebi:

- sefsisi;

- meningiti;

- laimas daavadeba (daavadebis adreuli da gviani stadiebi);

- muclis Rrus organoTa daavadebebi (peritoniti, sanaRvle gzebis infeqciebi, kuW-nawlavis
infeqciebi);

- Zval-saxsarTa sistemis infeqciebi;

- rbili gsovilebis, kanisa da aseve - Wrilobis infeqciebi;

- infeqciebi pacientebSi, dasustebuli imunitetiT;
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- Sard-sasgeso sistemis infeqciebi (mwvave da qgronikuli pielonefriti, pieliti, prostatiti, epididimiti,
cistiti);

- gonorea (maT Soris orsulobis periodSic);

- yel-yur-cxviris da zeda sasunTqi gzebis infeqciebi;

- qveda sasunTqi gzebis infeqciebi (mwvave da qronikuli brongiti, pnevmonia, filtvis abscesi,
plevris empiema);

- operaciis Semdgomi infeqciuri garTulebebis profilagtika da mkurnaloba.

ukuCveneba

- cefalosporinebisa da penicilinebisadmi momatebulj mgrZnobeloba.

sift TxiliT iniSneba penicilinebisadmi momatebuli mgrZnobelobis, axalSobilebSi (gansakuTrebiT
dRenaklulebSi) hiperbilirubinemiis dros, aseve - lagtaciis (ZuZuTi kvebis) periodSi.

dozireba da miRebis wesi

preparati gamoiyeneba kunTSi an venaSi saineqciod da venaSi sainfuziod 30 wT-is ganmavlobaSi.
mozrdilebSi da 12 welze meti asakis bavSvebSi iniSneba 1-2 g erTxel dReSi (yovel 24 saaTSi).
sicocxlisaTvis saSiSi mZime infeqciebis dros an ceftriaqsonisadmi zomieri mgrZnobelobis
baqteriebiT gamowveuli infeqciebis dros magsimaluri dRiuri dozaa 4 g. am SemTxvevaSi preparati
SeyavT 12 sT-Si erTxel venaSi infuziis saxiT 30 wT-is ganmavlobaSi.

12 wlamde asakis bavSvebisaTvis (maT Soris CvilebSic 15 dRis asakidan) iniSneba 20-80
mg/kg wonaze erTxel dRe-RameSi. 50 kg-ze meti wonis bavSvebSi iniSneba mozrdilTa doza.
preparati doziT 50 mg/kg da meti iniSneba venaSi wveTovnad sainfuziod, ara nakleb 30 wuTis
ganmavlobaSi.

axalSobilebSi (2 kviramde) iniSneba mxolod intravenuri infuziis saxiT, 60 wT-ze meti
xangrZlivobiT, 20-50 mg/kg wonaze erTxeldRe-RameSi. sadReRamiso dozam ar unda
gadaaWarbos 50 mg/kg sxeulis wonaze. dozis gansazRvraze ar moqgmedebs axalSobilis
dRenakluloba.

asakovani pacientebi dozis koreqcias ar saWiroeben.

mkurnalobis  xangrZlivoba ganisazRvreba  daavadebis  simZimiT. rogorc  yovelTvis,
antibiotikoTerapiis dros, ceftriagsoniT mkurnalobis SemTxvevaSic, preparatiT Terapia unda
gagrZeldes temperaturis normalizebidan da gamomwvevis eradikaciidan kidev 48-72 saaTis
ganmavlobaSi.

dadasturebulia ceftriagsonisa da aminoglikozidebis sinergiuli mogmedeba mravali gramuaryofiTi
baqteriis mimarT. amitom sicocxlisaTvis saSiSi infeqciebis dros (magaliTad, Pseudomonas
aeruginosa—Ti gamowveuli) rekomendebulia maT; kombinacia. magram, vinaidan ceftriagsoni da
aminoglikozidebi farmacevtulad SeuTavsebadia, maTi Seyvana unda moxdes cal-calke,
rekomendebuli doziT. y
baqteriuli meningitis dros CvilebSi da mcire asakis bavSvebSi mkurnaloba iwyeba d6ziT2100°

mg/kg (magram ara umetes 4g) erTxel dRe-RameS;. gamomwvevis identif ‘“Ciisa d}f\ L
mgrZnobelobis dadgenis Semdeg, SesaZlebelia dozis Sesabamisi Semcireba, g ’
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meningitis dros mkurnaloba grZeldeba 4 dRis ganmavlobaSi, Haemophilus influenzae-Ti
gamowveuli infeqciebis dros - 6 dRe, Streptococcus pneumoniae-Ti gamowveuli infeqciebis dros - 7
dRe.

boreliozis dros (laimas daavadeba) mozrdilebSi da bavSvebSi iniSneba 50 mg/kg (magsimaluri
sadReRamiso doza 2g) erTxel dRe-RameSi, 14 dRis manZilze.

gonoreis dros (gamowveuli penicilinmaproducirebeli da aramaproducirebeli StamebiT) ceftriaqsoni
iniSneba kunTSi saineqciod erTjeradad 250 mg,

operaciis Semdgomi garTulebebis profilaqtikis mizniT, rekomendebulia operaciamde 30-90 wT-iT
adre preparatis 1-2 g-is (infeqciis riskis simZimis gaTvaliswinebiT) erTjeradi ineqcia. msxvil
nawlavze da swor nawlavze operaciis dros, rekomendebulia ceftriagsonisa da romelime 5-
nitroimidazolis warmoebulis, mag.: ornidazolis erTdrouli Seyvana.

pacientebSi Tirkmlis funqciis darRveviT ar aris aucilebeli dozis Semcireba, Tu RviZlis funqcia
SenarCunebuli rCeba. ceftriaqsonis sadReRamiso dozam ar unda gadaaWarbos 2g-s (kreatininis
klirensi naklebi 10 ml/wT).

pacientebSi RviZlis funqciis darRveviT ar aris aucilebel; dozis Semcireba, Tu Tirkmlis funqcia
SenarCunebuli rCeba.

pacientebSi erTdroulad RviZlis da Tirkmlis fungciuri ukmarisobiT, aucilebelia regularulad sisxISi
ceftriagsonis koncentraciis gansazRvra da saWiroebisas, dozis koreqcia.

Xsnaris momzadebis da Seyvanis wesebi

miuxedavad imisa, rom ceftriaqsonis momzadebuli xsnari fizikur da qimiur stabilurobas inarCunebs
oTaxis temperaturaze 6 sT-is, xolo macivarSi Senaxvisas (2-8°C temperaturaze) 24 sT-is
ganmavlobaSi, rekomendebulia axalmomzadebuli xsnaris gamoyeneba. koncentraciisa da Senaxvis
xangrZlivobidan = gamomdinare, xsnaris Seferiloba SeiZleba meryeobdes Ria yviTelidan
qarvisframde. xsnaris feri ar mogmedebs preparatis efeqturobaze.

kunTSi ineqciisalvis: preparatis 250 mg an 500 mg ixsneba 2ml, xolo 1 g ixsneba 3,5 ml 1%
lidokainis xsnarSi. erT dundula kunTSi rekomendebulia ara umetes 1 g-is Seyvana. momzadebuli
Xnari, romelic Seicavs lidokains, ar gamoiyeneba venaSi saineqgciod.

venaSi ineqciisaTvis: preparatis 250 mg an 500mg ixsneba 5 ml, xolo 1 g ixsneba 10 ml sterilur
saineqcio wyalSi. preparati, venaSi ineqciis dros, SeyavT nela 2-4 wT-is ganmavlobaSi.

venasSi infuziisTvis:momzadebuli xsnari SeyavT ara nakleb 30 wuTis ganmavlobaSi. preparatis 2 g
ixsneba 40 ml xsnarSi, romelic ar Seicavs kalciumis ionebs (0,9% natriumis qloridi, 0,45%
natriumis qloridi + 2,5% glukozis xsnari, 5% an 10% glukozis xsnari, 5% fruqtozis xsnari, 6%
degstrani 5% glukozis xsnarTan erTad, saineqcio wyali). ceftriaqsonis xsnars ar unda Seerios an
daematos sxva antibiotikebis Semcveli xsnarebi an gamxsnelebi, romlebic ar aris zemoT aRniSnuli,
radgan mosalodnelia SeuTavsebloba.

usafrTxoebis zomebi -
ceftriagsonis gamoyenebisas, anamnezis dawvrilebiTi Seswavlis SemTxvevaSic ki

gamoricxuli  anafilagsiuri  Sokis ganviTarebis SesaZlebloba. pacientebSi, pc@j@f‘ﬁhnsa RO

momatebuli mgrZnobelobiT, SesaZlebelia jvaredini alergiuli reaqciebis ganviTareba.

- i
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ceftriagsonis gamoyenebisas, iseve rogorc sxva antibiotikebis SemTxvevaSi, SesaZlebelia
superinfeqciis ganviTareba.

pacientebi Tirkmlis ukmarisobiT, Cveulebriv, ar moiTxoven dozis koreqcias, radgan ceftriagsoni
gamoiyofa Sardis da naRvlis gziT. rekomendebulia sisx|Si preparatis koncentraciis perioduli
kontroli.

pacientebSi Tirkmlisa da RviZlis funqciebis darRveviT, sisxISi ceftriagsonis koncentraciis
monitoringis gareSe, preparatis dRe-Ramurma dozam ar unda gadaaWarbos 2g-s.

pacientebSi, romlebic iRebdnen ceftriagsons, aRwerilia proTrombinis drois Secvlis iSviaTi
SemTxvevebi. pacientebSi K vitaminis naklebobiT (sinTezis darRveva, kvebis darRveva),
SesaZlebelia, Terapiis dros saWiro gaxdes proTrombinis drois kontroli da mis; matebis
SemTxvevaSi - K vitaminis daniSvna (10 mg/kviraSi) Terapiis dawyebamde an mkurnalobis
procesSi.

rekomendebulze meti doziT ceftriagsonis  gamoyenebis dros, naRvlis buStis ultrabgeriTi
gamokvlevisas gamovlenilia Crdilebi, romlebic SecdomiT diagnostirebuli iyo rogorc kenWi.
aRniSnuli warmoadgens ceftriagsonis kalciumis marilis precipitatebs, romlebic qreba mkurnalobis
dasrulebis an Sewyvetis Semdeg. msgavsi cvlilebebi ar vlindeba raime simptomebiT. Tumca, aseT
SemTxvevaSi, rekomendebulia mxolod konservatiuli mkurnaloba. klinikuri simptomebis
gamovlinebisas, ceftriagsoniT mkurnalobis Sewyvetis gadawyvetilebas iRebs eqimi.

ceftriagsoniT mkurnalobis fonze aRwerilia pankreatitis iSviaTi SemTxvevebi, rac savaraudod,
sanaRvle gzebis obstruqciis Sedegia. aRniSnuli jgufis pacientebis umravlesobas adre
aReniSnebodaT sanaRvle gzebSi naRvlis Segubebis risk-faqtorebi —adre Catarebulj mkurnaloba,
mZime daavadebebi an sruli parenteraluri kveba. Tumca, pankreatitis ganviTarebis gamSveb
meqanizmad, arc sanaRvle gzebSi warmogqmnili ceftriagsoniT gamowveuli precipitatebi unda
gamoiricxos.

ceftriaqsoni  sifrTxiliT iniSneba axalSobilebSi hiperbilirubinemiiT. ceftriagsoni ar iniSneba
axalSobilebSi, gansakuTrebiT dRenaklulebSi, bilirubinuli encefalopaTiis ganviTarebis riskiT.
xangrZlivi mkurnalobis SemTxvevaSi aucilebelia regularulad sisxlis suraTis kontroli.

iSviaT SemTxvevaSi, ceftriagsoniT mkurnalobis fonze pacientebSi SeiZleba gamovlindes cru-
dadebiTi kumbsis reaqcia, cru-dadebiTj galagtozemia, aseve - cru-dadebiTi Sedegi SardSi glukozis
gansazRvraze. amitom ceftriaqsoniT mkurnalobis fonze, glukozuriis gansazRvrisas, unda
gamoiyenon mxolod fermentuli meTod;.

pacientebSi RviZlis funqciis darRveviT ar aris aucilebeli dozis koreqcia, Tu Tirkmlis funqcia
normis farglebSia SenarCunebuli.

pacientebSi Tirkmlis funqciis darRveviT ar aris aucilebeli dozis Semcireba, Tu RviZlis funqciebi
normis farglebSia SenarCunebuli. ceftriagsonis sadReRamiso dozam ar unda gadaaWarbos 2 g-s, Tu
Tirkmlis funqciebi mniSvnelovnad aris dagveiTebuli (kk naklebi 10 ml/wT).

Tirkmlisa da RviZlis mZime ukmarisobis erTdroulad arsebobisas, aucilebelia plazmaSi regularulad
ceftriagsonis koncentraciis gansazRvra da saWiroebisas dozis koreqcia. hemodia,»l‘j‘z_zéifim\y{)ﬂ
pacientebi, seansis Semdeg, ceftriagsonis damatebiT dozas ar saWiroeben. Tumga’,//?‘l;zm\és
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ceftriagsonis donis kontroli aucilebelia, radgan aRniSnul pacientebSi preparatis organizmidan
gamodevna Senelebulia.

orsuloba da laqtaciis periodi

orsulobis dros preparatis usafrTxoeba dadgenili ar aris. ceftriagsoni gadis placentarul bariers.
orsulobis periodSi, gansakuTrebiT I trimestrSi, preparati iniSneba mxolod gansakuTrebuli
CvenebiT.

ceftriagsoni mcire doziT gamoiyofa dedis rZeSi, amitom lagtaciis (ZuZuTi kvebis) periodSi
preparati sifrTxiliT iniSneba.

dozis gadaWarbeba
mkurnaloba: iniSneba simptomuri mkurnaloba. specifikuri antidoti ar arsebobs. hemodializi da
peritonealuri dializi araefeqturia.

avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlena

monacemebi, ceftriagsonis avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlenis
Sesaxeb, ar arsebobs, Tumca, mkurnalobis periodSi SesaZlebelia Tavbrusxvevis ganviTareba, rac
gasaTvaliswinebelia.

sxva samkurnalo saSualebebTan urTierTqmedeba

ceftriagsonis didi doziTa da Zliermogmedi diurezuli saSualebebis (mag.: furosemidi) erTdroul;
gamoyenebisas, Tirkmlis funqciis darRveva ar aRiniSneba.

ceftriagsonis mier aminoglikozidebis nefrotogsikurobis gazrdis Sesaxeb monacemebi ar arsebobs.
eTanolis ceftriagsonze gavlena aRweril; ar aris.

probenecidi gavlenas ar xdens ceftriagsonis organizmidan gamoyofaze.

baqteriostatikuri antibiotikebi amcireben ceftriagsonis baqtericidul efeqts.

In vitro dadgenilia antagonizmi qloramfenikolsa da ceftriagsons Soris.

Jarmacevtuli urTierTgmedeba

ceftriagsoni ar unda Seerios kalciumis Semcvel sainfuzio xsnarebs, mag.: hartmanisa da ringeris
xsnarebs.

ceftriagsoni SeuTavesbadia da ar unda Seerios amsakrins, vankomicins, flukonazols da
aminoglikozidebs.

gverdiTi movlenebi
ceftriaqsonis  miRebisas dadgenilia Semdegi saxis gverdiTi movlenebi, romlebic greboda
damoukideblad an preparatis moxsnis Semdeg:

saWmlis momnelebeli sistemis mxriv- diarea an defekacia rbilj konsistenciiT, gulisreva, Rebineba,
stomatiti, glositi; zogjer - gemos darRveva; iSviaTad - naRvlis buStSi kalciumis marilebis
precipitatebi Sesabamisi simptomatikiT, pankreatiti, RviZlis fermentebis (alt, ast) aqtiygbis’i}jiiifé\bi
tute fosfatazas mateba, hiperbilirubinemia, siyviTle; erTeul SemTxvevaSj - fsevdomemb il
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sisximbadi sistemis mxriv: eozinofilia, leikopenia; zogjer - granulocitopenia, hemolizuri anemia;
erTeul SemTxvevaSi - agranulocitozi (<500 ujredi/mkl), umravles SemTxvevaSi ganviTarebuli 10
dRiani mkurnalobis da sumaruli dozis 20g da meti miRebis Semdeg.

sisxlis Semdedebeli sistemis mxriv: zogjer - Trombocitozi, Trombocitopenia, Tromboplastinisa da
ptoTrombinis drois zrda; iSviaTad - cxviridan sisxldena, proTrombinis drois daqveiTeba; erTeul
SemTxvevaSi - sisxlis Sededebis darRveva.

dermatologiuri reagciebi: gamonayari, alergiuli dermatiti, qavili, WinWris cieba, SeSupeba; erTeul
SemTxvevaSi - eqsudaciuri multiformuli eriTema stivens-jonsonis sindromi), togsikuri epidermuli
nekrolizi (laielis sindromi).

alergiuli reagciebi: iSviaTad - anafilagsiuri da anafilaqtoiduri reaqciebi.

Sardgamomyofi sistemis mxriv: iSviaTad - oliguria, hematuria, plazmaSi kreatininis koncentraciis
mateba; erTeul SemTxvevaSi - TirkmelSi konkrementis warmoqmna, ZiriTadad 3 welze meti asakis
bavSvebSi, romlebic, an iRebdnen preparatis did dozas (>80 mg/kg/dRe-RameSi) an sumaruli doza
aWarbebda 10 g-s, aseve - damatebiTi risk-faqtorebis SemTxvevaSi (maT Soris siTxis miRebis
SezRudva, woliTi relimi). TirkmlebSi konkrementis warmoqmna SeiZleba mimdinareobdes
usimptomod an gamovlindes klinikurad, maT Soris Tirkmlis ukmarisobis ganviTarebiTac.
simptomebi Seqcevadia preparatis miRebis Sewyvetis Semdeg.

cns-is mxriv: iSviaTad - Tavis tkivili, Tavbrusxveva, krunCxviTi Seteva.

sasunlqi sistemis mxriv: alergiuli pnevmoniti, bronqospazmi.

sxvadasxva: iSviaTad - sasqeso gzebis mikozebi, vaginiti, sxeulis temperaturis mateba, cieba,
gaZlierebuli ofldena, sisxlis mowolis SegrZneba, gulisZgeris SegrZneba.

adgilobrivi reaqciebi: Zalian iSviaTad - venaSi Seyvanis Semdeg flebiti. amitom preparati unda
Seiyvanon nela 2-4 wuTis ganmavlobaSi. lidokainis gareSe kunTSi ineqcia mtkivneulia.

gamoSvebis forma

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

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

vargisoba
vargisobis vada - 3 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. #T
momzadebuli xsnari oTaxis temperaturaze (25°C temperaturamde) Senaxvisas vargisig#6 -
ganmavlobaSi, xolo macivarSi Senaxvisas (2-8°C temperaturaze) 24 sT-is ganmavlobggi'?/
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gacemis wesi: farmacevtuli produgtis jgufi 11, gaicema forma #3 receptiT.

mwarmoebeli kompania:

Sps “abifarmi”

misamarTi:

saqarTvelo, mexeTis raioni,

3319, wilkani




