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rocefini warmoadgens xangrZlivi mogmedebis farTo speqtris cefalosporinuli rigis antiobiotiks parenteraluri
gamoyenebisaTvis

1.2 ©MBoMHJdOL GmMHIs
fxvnili saineqcio xsnarisaTvis

fxvnili sainfuzio xsnarisaTvis

1.3 domgdol gBbs
e intramuskularuli inegcia

e intravenuri ineqcia
e intravenuri infuzia

1.4 steriloba /radiaqgtivoba
ar miesadageba.

15 ®30LMdM030 S MoMmEIEMdM0z0 999s0gbemds
aqtiuri ingredientebi: disodiumis marilis saxiT warmodgenili ceftriagsoni.

flakoni Seicavs 0.25 g, 0.5 g, 1 g an 2 g ceftriagsonis mSral nivTierebas.

gamxsneli parenteraluri gamoyenebisaTvis: intravenuri ineqciisaTvis gankuTvnili gamxsnelis
ampula Seicavs saineqcio sterilur wyals, xolo intramuskularuli ineqciisTvis gankuTvnili
gamxsnelis ampula Seicavs 1% lidokainis hidrogloridis xsnars. intramuskularuli ineqciis 1 ml
gamxsneli Seicavs 10 mg uwylo lidokainis hidrogloridis eqvivalent 10.66 mg lidokainis
hidrogloridis monohidrats.

rocefini Seicavs daaxloebiT 83 mg (3.6 mEqQ) natriums ceftriagsonis TiToeul gramTan
mimarTebaSi.

2. 306031960 Jsbslosmgdergdo

2.1 09M3309o Bz9690900
rocefinis mimarT mgrZnobelobis mgone paTogenebiT gamowveuli infeqciebi, mag.:

- sefsisi;
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meningiti;
- laimis boreliozi (daavadebis sawyisi da bolo stadiebi);
- abdominaluri infeqciebi (peritoniti, naRvlis da kuWnawlavis traqtis infeqciebi);
- Zvlebis, saxsrebis, rbili gsovilebis, kanis da Wrilobebis infeqciebi;
- infeqciebi daqveiTebuli dacviTi meganizmis pacientebSi;
- saSarde da Tirkmlis traqtis infeqciebi;
- respiratoruli traqtis infeqciebi, kerZod pnevmonia, da yuris, cxviris da yelis infeqciebi;
- sasgeso organoebis infeqciebi, maT Soris gonorea.
da infeqciebis perioperaciuli profilagtika.
2.2 ©MDBoMYds s Jomgdol Folo
standartuli dozireba
mozrdilebi da bavSvebi 12 wlis zemoT

rocefinis Cveuli doza Seadgens 1-2 g dReSi erTxel (yovel 24 saaTSi). mZime SemTxvevebSi an
zomierad mgrZnobiare organizmebiT gamowveuli infeqciebis dros SesaZlebelia sadReRamiso
dozis 4 g-mde gazrda.

Terapiis xangrZlivoba

Terapiis xangrZlivoba meryeobs daavadebis kursis Sesabamisad. antibiotikebis Terapiis
msgavsad rocefinis 99ygsbs unda gagrZeldes pacientis apiretulobidan an baqteriis aRmofxvris
mtkicebulebis mopovebis Semdgom minimum 48-72 saaTis ganmavlobasSi.

kombinirebuli Terapia

rocepinisa da aminoglukozidebis sinergizmi mraval gramuaryofiT baqgteriasTan mimarTebaSi
demonstrirebuli igqna eqsperimentul pirobebSi. miuxedavad imisa, rom amgvari kombinaciis
gaZlierebuli agtivobis winaswar gansazRvra SeuZlebelia, aRniSnuli gaTvaliswinebuli unda
ignas mwvave, sicocxlisaTvis saSiSi infeqciebis dros, romlebic gamowveulia iseTi
mikroorganizmebiT, rogoricaa Pseudomonas aeruginosa. fizikuri SeuTavseblobis gamo
aRniSnuli ori medikamentis 9993565 unda ganxorcieldes gancaklevebiT, rekomendirebuli
dozirebis Sesabamisad.

administrirebis meTodi
rogorc wesi xsnari gamoyenebuli unda ignas momzadebisTanave.

momzadebuli xsnari fizikur da gimiur mdgradobas oTaxis temperaturaze inarCunebs 6 saaTis
ganmavlobaSi (xolo macivarSi 2 - 8°C temperaturaze ki 24 saaTis ganmavlobaSi). xsnaris feris
meryeobs Ria yviTlidan qarvisferamde, aRniSnuli damokidebulia mis koncentraciaze da
Senaxvis xangrZlivobaze. preparatis feri ar axdens zegavlenas mise feqturobasa da amtanobaze.
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intramuskularuli ineqcia. intramuskularuli inegciisaTvis 250 mg an 500 mg rocefini ixsneba 1%
lidokainis hidrogloridis 2 ml xsnarSi, xolo 1 g rocefini ki 1% lidokainis hidrogloridis 3.5 ml
xsnarSi. preparatis organizmSi Seyvana xorcieldeba kunTis meSveobiT. rekomendirebulia erT
adgilze magsimum 1 grami preparatis Seyvana.

dauSvebelia lidokainis xsnaris intravenuri 9993s6s.

intravenuri ineqcia. intravenuri ineqciisaTvis 250 mg an 500 mg rocefini ixsneba 5 ml saineqcio
sterilur wyalSi, xolo 1 gr rocefini ki ixsneba 10 ml saineqcio sterilur wyalSi. intravenuri 899ygs6o
unda ganxorcieldes 2-4 wuTis ganmavlobasSi.

intravenuri infuzia. infuziis miReba unda ganxorcieldes sul mcire 30 wuTis ganmavlobaSi.
intravenuri infuziisaTvis 2 g rocefini ixsneba kalciumisgan Tavisufal 40 ml romelime Semdgom
sainfuzio xsnarSi: 0.9% natriumis qloridi; 0.9% natriumis glorids + 5% degstroza, 10%
degstroza, 6% degstrani 5% deqstrozaSi, hidrogsi eTilis saxamebeli 6-10%, saineqcio xsharebi.
dauSvebelia rocefinis xsnaris Sereva an kombinireba antimikrobuli medikamentebis Semcvel
preparatebSi an zemoT aRniSnulis garda sxva gamxsnel xsnarebSi, vinaidan aRniSnulma
SesaZloa gamoiwvios SeuTavsebloba. rocefinis flakonis gasaxsnelad an gaxsnili flakonis
intravenuri administrirebisaTvis ar gamoiyenoT kalciumis Semcveli gamxsnelebi, rogoricaa
ringeris xsnari an hartmanis xsnari, vinaidan aRniSnulma SesaZloa gamoiwvios naleqis
formireba. ceftriagson-kalciumis daleqva agreTve SesaZloa dadges rocefinis kalciumis Semcvel
xsnarTan Serevis dros imave intravenuri administrirebis xazSi. dauSvebelia rocefinis 9gggsb6s
kalciumis Semcvel intravenur xsnarTan erTad, aRniSnuli agreTve moicavs kalciumis Semcvel
iseT xangrZliv infuziebs rogoricaa parenteraluri kveba Y-site meSveobiT. Tumca, axalSobilebis
garda sxva pacientebSi rocefinisa da kalciumis Semcveli xsnarebis 9993565 unda moxdes
TanmimdevrobiT im SemTxvevaSi, Tu sainfuzio xazi srulad miedineba infuziebs Soris
Sesabamisi siTxis meSveobiT (ixileT 2.4.4. urTierTgmedeba sxva wamlebTan da sxva saxis
urTierTgmedeba).

ceftriagsonis da kalciumis Semcvel oralur produgtebs an intramuskularul ceftriagsonsa da
kalciumis Semcvel produgtebs (intravenuli Tu oraluri) Soris urTierTgmedebis SemTxveva ar
gamovlenila.

2.2.1 dozirebis specialuri instruqciebi
RviZlis ukmarisobis mgone pacientebi

RviZlis ukmarisobis mgone pacientebSi ar arsebobs dozis Semcirebis aucilebloba, vinaidan
aRniSnuli ar mogmedebs RviZlis funqciaze.

Tirkmlis ukmarisobis mgone pacientebi

Tirkmlis ukmarisobis mgone pacientebSi ar arsebobs rocefinis dozis Semcirebis aucilebloba
vinaidan aRniSnuli ar mogmedebs Tirkmlis fungciaze. mxolod preterminaluri Tirkmlis
ukmarisobis dros (kreatininis kleransi <10 ml/wT) rocefinis dRiuri doza ar unda aRematebodes 2
gr-s. Tirkmlisa da RviZlis disfungciis mqgone pacientis SemTxvevaSi ceftriaqonis plazma
koncentracia unda ganisazRvros regularuli intervalebis Sesabamisad da aucileblobis
SemTxvevaSi unda moxdes dozis daregulireba.
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im pacientebSi, romlebic gadian dializiT mkurnalobis kurss, ar aris saWiro dializze damatebiTi
damxmare dozis daniSvna. Tumca, dozis daregulirebis saWiroebis dadgenis mizniT aucileblad
unda ganxorcieldes plazmas koncentraciis monitoringi, vinaidan aRniSnuli jgufis pacientebSi
gamoyofis koeficienti SesaZloa Seicvalos.

xandazmulebi

mozrdilebisaTvis warmodgenili dozireba ar saWiroebs modificirebas xandazmul pacientebTan
mimarTebaSi.

bavSvebi
axalSobilebi, Cvilebi da bavSvebi 12 wlamde
erTjeradi dRiuri administrirebisaTvis rekomendirebulia dozirebis Semdgomi ganrigi:

axalSobilebi (14 dRemde): 20-50 mg/kg sxeulis wonis mixedviT dReSi erTxel. dRiuri doza ar
unda aRematebodes 50 mg/kg. ar aris aucilebeli dRenakluli da droulad dabadebuli axalSobilebis
diferencireba.

rocefini ukunaCvenebia im axalSobilebSi (<28 dRe), romlebic saWiroeben (an romlebsac
savaraudod dasWirdebaT) kalciumis Semcveli intravenuri xsnarebiT mkurnalobas, aRniSnuli
agreTve moicavs kalciumis Semcvel xangrZliv iseT infuzias, rogoricaa parenteraluri kveba,
vinaidan arsebobs ceftriagosnis-kalciumis daleqvis riski (ixileT 2.3 ukuCvenebebi).

axalSobilebSi, CvilebSi da bavSvebSi (15 dRidan 12 wlamde asakis): 20-80 mg/kg dReSi
erTxel.

50 kg an meti sxeulis wonis mgone bavSvebis SemTxvevaSi gamoyenebuli unda ignas mozrdilis
Cveulebrivi doza.

sxeulis wonis mixedviT >50 mg/kg intravenuri dozis miReba unda ganxorcieldes infuziis
meSveobiT sul mcire 30 wuTis ganmavlobaSi.

meningiti

Cvilebsa da bavSvebSi bagteriuli meningitis SemTxvevaSi mkurnaloba iwyeba 100 mg/kg doziT
dReSi erTxel (magsimum 4 gr-mde doziT). gamomwvevi organizmis identificirebiTa da misi
mgrnobelobis dadgenisTanave dasaSvebia dozis Sesabamisad Semcireba. dadgenilia Terapiis
Semdgomi xangrZlivobis efeqturoba:

Neisseria meningitidis 4 dRe
Haemophilusinfluenzae 6 dRe
Streptococcus pneumoniae 7 dRe
laimis boreliozi

bavSvebSi da mozrdilebSi 50 mg/kg-dan magsimum 2 gr-mde doza dReSi erTxel 14 dRis
ganmavlobaSi.
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gonorea (3960300b5BOL-3530MM©Y 3009090 Qo 5653960(300065%Bob-
35360 MOYY300909e0 3E53900)

erTjeradi intravenuri doza 250 mg.
perioperatiuli profilagtika

1-2 gr erTjeradi doza girurgiamde 30-90 wuTiT adre infeqciis riskis Sesabamisad. koloreqgtaluri
girurgiis SemTxvevaSi efeqturia rocefinis 9993s6s 5-nitroimidazolTan erTad an mis gareSe,
mag.: ornidazoli (calkeuli 9gygsbs, ixileT 2.2 dozireba da 99943969).

2.3 ukuCvenebebi

rocefini ukunaCvenebia pacientebSi, romelbSic dafigsirebulia momatebuli mgrZnobeloba
cefalosporinebis rigis antibiotikebis mimarT. penicilinisadmi momatebuli mgrZnobelobis mqone
pacientebi SesaZloa aseve iyvnen alergiulebi rocefinisadmi.

ar unda ganxorcieldes hiperbilirubinemiis mqgone axalSobilebisa da dRenakluli axalSobilebis
mkurnaloba ceftriagsoniT. invitro kvlevebis meSveobiT dadginda, rom Sratis albuminTan
kavSiris gamo ceftriagsonma SesaZloa Caanacvlos bilirubini, rac aRniSnuli saxis pacientebSi
Sesabamisad warmogmnis bilirubinis encefalopaTiis risks.

rofecini ukunaCvenebia axalSobilebSi (<28 dRe) im SemTxvevaSi, Tu maT esaWiroebaT (an
dasWirdebaT) kalciumis Semcveli intravenuri xsnaris miReba, rac agreTve moicavs kalciumis
Semcvel xangrZliv iseT infuzias rogoricaa parenteraluri kveba, vinaidan arsebobs ceftriagosnis-
kalciumis daleqvis riski (ixileT 2.2 dozireba da 2.4.4 urTierTgmedeba sxva samedicino
produgtebTan da urTierTgmedebis sxva formebi).

rocefinisa da kalciumis Semcveli xsnharis mimReb axalSobilebSi gamovlenili igna ramdenime
fataluri SemTxveva. gakveTis dros filtvebsa da TirkmelebSi aRmoCenili igna kristaluri
nivTierebebi. aRniSnulidan ramdenime SemTxvevaSi rogorc rocefinTan agreTve kalciumis
Semcvel xsnarTan mimarTebaSi gamoyenebuli igna intravenuri infuziis igive xazi, Xolo
ramdenime SemTxvevasSi intravenuri infuziis xazSi gamovlenili igna danaleqi. erTi fataluri
SemTxveva dafigsirda im axalSobilebSi, romlebic rocefinsa da kalciumis Semcvel xsnarebs
iRebdnen drois sxvadasxva monakveTSi da gansxvavebuli intravenuri xazis meSveobiT,;
aRniSnuli axalSobilis gakveTis dros kristaluri nivTiereba aRmoCenili ver igna. axalSobilebis
garda sxva jgufis pacientebSi msgavsi SemTxvevebi ar gamovlenila (ixileT 2.6.1 post-
marketingi).

2.4 29BOHMLOEGds s LogMmbowols bmdgdo

2.4.1 BMYdoO

sxva cefalosporinebis msgavsad fataluri Sedegis mqone anafilagsiuri reagciebi gamovlenili igna
im pacientebSic ki, romlebsac warsulSi ar aReniSnebodaT alergiuli reagciebi.

imunur Sualeduri hemolizuri anemia gamovlenili igna im pacientebSi, romlebic iRebdnen
cefalosporinis klasis antibaqteriulebs rofecinis CaTvliT. hemolizuri mkurnalobis ganmavlobaSi
anemiis SemTxvevebi fataluri Sedegis CaTvliT gamovlinda rogorc mozrdilebSi, aseve
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bavSvebSic. im SemTxvevaSi Tu pacients anemia ganuviTarda ceftriagsonis kursis dros,
gaTvaliswinebuli unda ignas cefalosporinTan dakavSirebuli anemiis diagnozi ceftriagsonis
miReba unda Sewydes etiologiis dadgenamde.

klostridiumTan dakavSirebuli diarea (CDAD) gamovlenili igna TiTgmis yvela antibagteriuli
agentebis, maT Soris rocefinis gamoyenebasTan dakavSirebiT da aRniSnulis simwvave
SesaZloa meryeobdes zomieri diareadan fatalur kolitamde. antibagteriuli agentebiT mkurnaloba
cvlis msxvili nawlavis Cveul floras, rac iwvevs klostridiumis Warb zrdas.

C. difficile warmogmnis A da B togsinebs, rac xels uwyobs CDAD ganviTarebas. C. difficile-s
hiperwarmomgmneli togsinis Stami iwvevs daavadebisa da sikvdilianobis zrdas, vinaidan
aRniSnuli infeqciebi SesaZloa rezistentuli iyos intimikrobuli Terapiis mimarT da SesaZloa
saWiroebdes kolestomias. CDAD gaTvaliswinebuli unda ignas yvela pacientTan dakavSirebiT,
romlebsac aReniSnebaT diarea antibiotikebis miRebis Semdgom. antibagteriuli agentebis
administrirebida ori Tvis ganmavlobaSi CDAD gamovlenis SemTxvevaSi aucilebelia zusti
samedicino istoriis Seswavla.

CDAD dakavSirebiT eWuvis arsebobis an aRniSnulis dadasturebis SemTxvevaSi saWiroa im
antibiotikis gamoyenebis Sewyveta, romelic ar aris mimarTuli C. difficile-s winaaRmdeg.
Sesabamisi siTxisa da eleqtrolitis marTva, proteinis damateba, C. difficile-s antibiotikuri
mkurnaloba da girurgiuli Sefaseba unda ganxorcieldes klinikuri Cvenebis Sesabamisad.

sxva antibaqteriul agentebTan erTad agreTve SesaZloa gamovlindes superinfeqciebi
aramgrZnobiare mikro-organizmebiT.

standartul rekomendirebul dozaze maRali dozis miRebis Sedegad naRvlis buStis sonogramis
dros aRmoCenili igna Crdilebi, romlebic SecdomiT CaiTvala kenWebad. aRniSnuli Crdili
warmoadgens kalcium ceftriaqonis nalegs, rac Sesabamisad greba rocefinis Terapiis dasrulebis
an Sewyvetis Semdgom. aRniSnuli aRmoCenebi naklebad ukavSirdeba simptomebs.
simptomatur SemTxvevebSi rekomendirebulia konservatiuli araqirurgiuli daregulireba.

simptomatur  SemTxvevebSi rocefinis mkurnalobis Sewyveta damokidebulia eqgimis
Sexedulebaze.

xelmisawvdomi samecniero monacemebis Tanaxmad ceftriagsoniT an kalciumis Semcveli
xsnariT an kalciumis Semcveli produgtebiT namkurnalebi axalSobilebis garda sxva pacientebSi
intravaskularuli naleqi ar gamovlenila. Tumca, dauSvebelia ceftriagsonis Sereva an
99939 6o kalciumis Semcvel xsnarebTan erTad sxvadasxva sainfuzio xazis meSveobiTac ki
(ixileT 2.3 urTierTgmedeba sxva samedicino produgtebTan da urTierTgmedebis sxva formebi,
da 2.6.1 post marketingi).

rocefiniT namkurnaleb pacientebSi iSviaTad iyo gamovlenili pankreatitis, SesaZlo biliaruli
obstruqciis etiologiis SemTxvevebi. pacientebis umravlesobas aReniSneboda biliaruli stagnaciis
da biliaruli leqis risk-fagtorebi, mag.: winmavali ZiriTadi Terapia, mwvave daavadebebi da
parenteraluri kveba. SeuZlebelia biliarul naleqTan dakavSirebuli rocefinis miznis an damatebiTi
rolis gamoricxva.

axalSobilebSi, CvilebSi da bavSvebSi rocefinis usafrTxoebisa da efeqturobis dadgena
SesaZlebelia dozirebasa da dg9ggs 6o Si gansazRvruli dozebis Sesabamisad. kvlevebma

6
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gviCvena, rom sxva cefalosporinebis msgavsad ceftriagsons Seswevs bilirubinidan Sratis
albuminis Canacvlebis unari.

rocefini ar unda ignas gamoyenebuli im axalSobilebSi (gansakuTrebiT ki dRenakluli Cvilebis
SemTxvevaSi), romlebsac aReniSnebaT bilirubinis encepalopaTiis ganviTarebis riski (ixileT 2.3
ukuCvenebebi).

xangrZlivi mkurnalobis dros sisxlis saerTo analizi unda gakeTdes regularulad.

2.4.2 36935Mm5@G g 3083935 S ©FMI0YIYgdoL 5630056905,
ar moipoveba.

2.4.3 U530l 85G030L o 8565565-56503M90056 dmdsmdols Mbsto

ar arsebobs monacemebi, romelic igneboda pirovnebaze rame saxis gavlenis maCvenebeli
manganebis marTvis an gamoyenebis TvalsazrisiT.

24.4 WBH0YIMHNJYEgds Lbgs §s8ewgdmsb s Lbgs Lsbolb MMHmogMmddggds

rocefinisa da Zliermogmedi Sardmdeni preparatebis (mag.: furosemidi) didi dozebis paralelurad
administrirebis Semdgom Tirkmlis funqciis gauaresebis fagtebi ar gamovlenila. ar arsebobs
rocefinis mier Tirkmlis aminoglukozidebis togsikurobis ganviTarebis mtkicebuleba. rocefinis
administrirebis Semdgom alkoholuri sasmelis miRebis Sedegad ar gamovlenila disulfiramis
msgavsi Sedegi.

ceftriagsoni ar Seicavs NmeTilTiotetrazolis wils, romelic ukavSirdeba eTanolis SesaZloa
dakavSirebuli iyos eTanolTan da rigi sxva cefalosporinebis dros sisxldenis problemebTan.
rocefinis gamoyofa ar icvleba probenecidis meSveobiT.

invitro kvlevis ganmavlobaSi gloramfenikolisa da ceftriagsonis kombinirebisas gamovlenili igna
antagonisturi Sedegebi.

rocefinis flakonis gasaxsnelad an gaxsnili flakonis intravenuri administrirebisaTvis ar
gamoiyenoT kalciumis Semcveli gamxsnelebi, rogoricaa ringeris xsnari an hartmanis xsnari,
vinaidan aRniSnulma SesaZloa gamoiwvios nalegis formireba. cetriagson-kalciumis daleqva
agreTve SesaZloa dadges rocefinis kalciumis Semcvel xsnarTan Serevis dros imave intravenuri
administrirebis xazSi. dauSvebelia rocefinis 99493 6o kalciumis Semcvel intravenur
xsnarTan erTad, aRniSnuli agreTve moicavs kalciumis Semcvel iseT xangrZliv infuziebs
rogoricaa parenteraluri kveba Y-site meSveobiT. Tumca, axalSobilebis garda sxva pacientebSi
rocefinisa da kalciumis Semcveli xsnarebis d 9y g o 6o unda moxdes TanmimdevrobiT im
SemTxvevaSi, Tu sainfuzio xazi srulad miedineba infuziebs Soris Sesabamisi siTxis meSveobiT
(ixileT 2.2 dozirebada @ g gy g 5 6 5 da 2.3 ukuCvenebebi).

literaturuli moxsenebebis Tanaxmad ceftriagsoni Seusabamoa amsakrinTan, vankomiciniTan,
flukonazolTan da aminoglukocidebTan.
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2.5 959tmggbgds 139305 YG 3M3veEs309dd0

2.5.1 0®bEgdo

ceftriagsoni kveTs placentis bariers. adamianis orsulobis dros usafrTxoeba dadgenili ar aris.
cxovelebSi Catarebuli reproduqciuli kvlevebis Sedegad embriotogsikuroba, fetotogsikuroba,
teratogenoba an dedlis an mamlis nayofierebasTan, dabadebasTan, perinatalur an postnatalur
ganviTarebasTan dakavSirebuli gverdiTi movlenebi ar gamovlenila. primatebSi ar gamovlenila
embriotogsikuroba an teratogenoba.

2.5.2 d9d3dmm0o ©YYdo
ceftriagsonis dabali koncentraciis gamoyofa xdeba adamianis rZis meSveobiT. meZuZur
dedebSi rocefinis administrirebisas gamoyenebuli unda ignas sifrTxilis zomebi.

2.5.3 399mygbgds 390sEH®05d0
gamoiyeneT dozirebis specialuri instruqciebi.

2.5.4 299mg9gbgds 39M05¢M0580
gamoiyeneT dozirebis specialuri instruqciebi.

2.5.5 000 39¢00ol ©9395(>0LMdS
gamoiyeneT dozirebis specialuri instruqciebi.

2.5.6 ©30d¢00ols 93050m0lMds
gamoiyeneT dozirebis specialuri instruqciebi.

2.6 3®3LlM390o 339000 9B9JBHId0
2.6.1 3G -056393H0bymeo dmbs3gdgdo

rocefinis gamoyenebis dros gamovlenili igna Semdegi gverdiTi movlena, romelic Seqcevadi iyo
TviTneburad an medikamentis Sewyvetis Semdgom:

sistemuri gverdiTi movlenebi

kuW-nawlavTan dakavSirebuli Civilebi (SemTxvevebis daaxloebiT 2%): Txevadi ganavali an
diarea, gulisreva, Rebineba, stomatiti da enis anTeba.

hematologiuri cvlilebebi (daaxloebiT 2%): eozinofilia, leikopenia, granulocitopenia, hemolituri
anemia, Trombocitopenia. gamovlenili igna agranulocitozis (< 500/mm?3) calkeuli SemTxvevebi,
maTi umetesoba gamovlenili igna mkurnalobidan 10 dRis ganmavlobaSi da 20 gr an meti saerTo
dozis miRebis Sedegad.

kanis reaqciebi (daaxloebiT 1%): egzantema, alergiuli dermatiti, qgavili, WinWris cieba,
SeSupeba. gamovlenili igna kanis gverdiTi mwvave movlenebis calkeuli SemTxvevebi
(multiformuli eqsudaturi eriTema, stivens jonsonis sindromi an laielis sindromi / togsikuri
epidermuli nekrolizi).
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sxva, iSviaTi gverdiTi movlenebi: Tavis tkivili da Tavbrusxveva, ceftriagsonis kalciumis marilis
simptomaturi danalegi naRvlis buStSi, RviZlis enzimebis momateba, oliguria, Sratis kreatininis
momateba, genitaluri mikozi, cxeleba, kankali da anafilagtiuri an anafilogtoiduri reaqciebi.

urTierTgmedeba kalciumTan

ceftriagsonis da kalciumis urTierTgmedebis Sefasebis mizniT Catarebuli igna ori in vitro kvleva
— erTi kvleva Catarda mozrdilis plazma gamoyenebiT, xolo meore kvleva ki Wiplaris Rerovani
ujredebidan aRebuli axalSobilis plazmis gamoyenebiT. 1 mM —mde ceftriagsonis koncentracia
(in vivo miRweuli koncentraciebze meti 2 gr ceftriagsonis 30 wuTis ganmavlobaSi infuziis
Semdeg) gamoyenebuli igna kalciumis koncentraciasTan kombinaciaSi 12 mM-mde (48 mg/dl).
ceftriagsonis plazmadan aRdgena Semcirebuli igna kalciumis 6 mM (24 mg/dl) an SedarebiT
maRali koncentraciiT mozrdilebis plazmaSi, xolo 4 mM (16 mg/dl) an SedarebiT maRali
koncentraciiT axalSobilTa plazmaSi. aRniSnuli SesaZloa asaxavdes ceftriagson-kalciumis
daleqgvas.

rocefinisa da kalciumis Semcveli siTxeebis mimReb axalSobilebSi dafigsirda ramodenime
fataluri SemTxveva. aRniSnulis Sedegad, gakveTis dros filtvebsa da TirkmelebSi aRmoCenili
igna kristaluri nivTiereba. aRniSnulidan ramdenime SemTxvevaSi rocefinisa da kalciumis
Semcveli siTxeebisaTvis gamoyenebuli igna intravenuri infuziis erTi da igive xazi da rig
SemTxvevebSi intravenuri infuziis xazSi gamovlenili igna danalegi. sul mcire erTi fataluri
SemTxveva dafigsirda im axalSobilebSi, romlebSic rocefinisa da kalciumis Semcveli siTxis
d999g39bs xorcieldeboda drois sxvadasxva monakveTd i sxvadasxva intravenuri xazis
meSveobiT; aRniSnuli axalsobilis gakveTis dros kristaluri nivTiereba aRmoCenili ver igna.
axalSobilTa garda aRniSnuli saxis SemTxvevebi sxva pacientebSi ar gamovlenila (ixileT 2.4.1
gafrTxileba da sifrTxilis zomebi, zogadi).

Zalian iSviaTi gverdiTi movlenebis saxiT gamovlenili igna fsevdomembranuli enterokoliti da
koagulaciis moSla. gamovlenili igna Tirkmlis danalegis ramdenime SemTxveva, romelic
ZiriTadad aRiniSneboda 3 wlis zemoT asakis bavSvebSi, romelTa mkurnalobac xorcieldeboa an
maRali dRiuri dozis meSveobiT (mag.: > 80 mg/kg/dReSi) an saerTo doza aRemateboda 10
grams da warmodgenili iyo sxva risk fagtorebic (mag.: siTxis SezRudva, woliTi reJimi, da a.S.).
aRniSnuli  movlena SesaZloa iyos simptomaturi an asimptomaturi, SesaZloa Tirkmlis
ukmarisoba da Seqcevadia rocefinis SewyvetisTanave.

adgilobrivi gverdiTi movlenebi

iSviaT SemTxvevebSi flebituri reaqciebi gamovlinda intravenuri administrirebis Semdgom.
aRniSnuli SesaZloa minimumamde Semcirdes neli (2-4 wuTiani) ineqciiT.

intramuskularuli ineqcia lidokainis xsnaris gareSe mtkivneulia.

2.6.1.1  @ms8mGsheatbr0semo sbserobgdob geroemgdgbo
zegavlena diagnostikur testebze
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rocefiniT namkurnaleb pacientebSi kumbsis testi naklebad SesaZloa iyos mcdari-dadebiTi. sxva
antibiotikebis msgavsad rocefinma SesaZloa gamoiwvios mcdari-dadebiTi testi galagtozemiis
mimarT.

agreTve, SardSi glukozis dasadgeni araenzimuri meTodebiTac SesaZloa miRebuli ignas mcdari-
dadebiTi Sedegebi. aRniSnulis gamo, rocefinis Terapiis ganmavlobaSi SardSi glukozis dadgena
unda ganxorcieldes enzimaturad.

2.7 MBOL 25005F5MDYDS
dozis gadaWarbebis SemTxvevaSi ar unda moxdes preparatis koncentraciis Semcireba

hemodializis an peritonialuri dializis meSveobiT. ar arsebobs specialuri antidote. dozis
gadaWarbebis mkurnaloba unda ganxorcieldes simptomaturad.

3. B5M353MMa0M0 Imgdggds s Fsbslosmgdegdo

3.1 356353m©065903M0 Isbsliosm)dEgdo

ceftriagsonis baqtericiduli mogmedeba warmoadgens baqteriuli ujredebis kedlis sinTezis
inhibiciis Sedegs. ceftriagsoni in vitro mogmedebiT gavlenas axdens gram-dadebiTi da gram-
uaryofiTi mikroorganizmebis farTo speqtrze. ceftriagsoni friad stabiluria gram-dadebiTi da
gram-uaryofiTi  mikroorganizmebis  beta-lagtamazebis, rogorc penicilinazebis aseve
cefalosporinazebis mimarT. ceftriagsoni ZiriTadad aqgtiuria in vitro Semdegi mikroorganizmebis
da klinikuri infegciebis mimarT (ixileT 2.1 Terapevtuli miTiTebebi):

gram-dadebiTi aerobebi:

Staphylococcus aureus (meticilinis mimarT mgrZnobiare), koagulaza-uaryofiTi stafilokokebi,
Streptococcus pyogenes (B-hemolizuri, A jgufis), Streptococcus agalactiae (B-hemolizuri, B
joufis), B-hemolizuri streptokokebi (ara A da B jgufis), Streptococcus viridans, Streptococcus
pneumoniae.

SeniSvna: meticilinis mimarT rezistentuliStaphylococcus spp. rezistentulia cefalosporinebis,
maT Soris, ceftriagsonis mimarT.rogorc wesi,Enterococcus faecalis, Enterococcus faecium and
Listeria monocytogenesagreTve rezistentulia.

gram-uaryofiTi aerobebi:

Acinetobacterlwoffi, Acinetobacteranitratus (mostly A. baumanii)*, Aeromonashydrophila,
Alcaligenesfaecalis, Alcaligenesodorans, Alcaligenes-like bacteria, Borreliaburgdorferi,
Capnocytophaga spp., Citrobacterdiversus (including C. amalonaticus), Citrobacterfreundii*,
Escherichia coli, Enterobacteraerogenes*, Enterobacter cloacae*, Enterobacterspp. (other)*,
Haemophilusducreyi, = Haemophilusinfluenzae, = Haemophilusparainfluenzae, = Hafniaalvei,
Klebsiellaoxytoca, Klebsiellapneumoniae**, Moraxella catarrhalis (former
Branhamellacatarrhalis), Moraxella osloensis, Moraxella spp. (bbgs), Morganellamorganii,
Neisseria gonorrhoea, Neisseria meningitidis, Pasteurellamultocida, Plesiomonasshigelloides,
Proteus mirabilis, Proteus penneri*, Proteus vulgaris*,Pseudomonas fluorescens*,
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Pseudomonas spp. (other)*, Providentia rettgeri*, Providentia spp. (bbgs), Salmonella typhi,
Salmonella spp. (non-typhoid), Serratia marcescens*, Serratia spp. (bbggdo)*, Shigella spp.,
Vibrio spp., Yersinia enterocolitica, Yersinia spp. (Ubgs).

*

00b0odbmo  Lobgmdol  Bmaoghmo  IMWEHWOMS  MIBoLEIBGHMWos  39BEHG0sJLMbBOL  dodsGrom,
306005 35dMmIObsMY JOHMIMBMIMWS© 3EOMGOWO B-ogd@odsBol godm.

** 50bodbmo Lobgmdgdol Bmyogmo 3MwEHMms GxBobGgbEMwos  3wsbdo-Igoomgdywo -
@5gGHo35HBobL ox83M00MgdM0 139JBHMOL 3OHMPEF0MYOIOL FoTm.

SeniSvna: zemoT CamoTvlili mikroorganizmebis zogierTi Stamebi, polirezistentulni arian sxva
antibiotikebis mimarT, rogoricaa: aminopenicilinebi da ureidopenicilinebi, 1 da Il Taobis
cefalosporinebi s aminoglikozidebi, da mgrZnobiare arian rocefinis mimarT. Treponema
pallidum mgrZnobiarea in vitro o 9JdudgModgb@gddo Ebmggwgdby. 3Jwobozm®as
330939005 9B3gbs, MHMI 3063900 @S FJMEOEO  5050sbgols  Fgdmbggzsdo
3BIBAGHM05JLMBL  sSbsLOSMGOL 3960 9gRIJAHO. b g0ty 2sdmbogeroliols gots P,
aeruginosa 3eobozm®mo 39w Em®goo H3HoLEGHIBEHMWOs 3983GM05JLMboL dodoMm.

anaerobuli paTogenebi:

Bacteroides spp.  (bile-sensitive)*,  Clostridium  spp.  (excluding C. difficile),
Fusobacteriumnucleatum,  Fusobacteriumspp.  (other),  Gaffkiaanaerobica  (formerly
Peptococcus), Peptostreptococcusspp.

* aRniSnuli saxeobis rigi Stamebisa rezistentulia ceftriagsonis mimarT beta-lagtamazas-
warmoebis gamo.

SeniSvna: beta-lagtamazas-mwarmoebeli Bacteroides spp. (notably B. fragilis) mravali Stami
rezistentulia.

Clostridium difficile rezistentulia.

mgrZnobeloba ceftriagsonisadmi SesaZloa ganisazRvros disk diffusion test an agar an broth
dilution test meSveobiT ra drosac gamoyenebuli unda ignas klinikuri laboratoriuli standartebis
erovnuli komitetis (NCCLS) mier rekomendirebuli mgrZlobelobis testirebisaTvis standartizebuli
tegnika. NCCLS mier ceftriagsonisaTvis gamoqgveynebuli igna Semdegi ganmartebiTi grafiki:

mgrZnobeloba zomierad mdgradi
mgrZnobiare

gazavebis testi
inhibitoris koncentracia
mg/I =8 16-32 =64
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difuziis testi
(diski 30 pg ceftriagsoniT),
inhibirebis zonis diametric mm-Si =21 20-14 =13

mikroorganizmebis testireba unda ganxorcieldes ceftriagonis diskis meSveobiT vinaidan in-vitro
testirebis Tanaxmad aRniSnuli aqtiuria cefalosporinis klasis diskebis mimarT rezistentuli rigi
Stamebis winaaRmdeg. rodesac NCCLS rekomendaciebi ar gamoiyeneba yoveldRiurad,
aRniSnulis Canacvleba SesaZlebelia DIN, ICS da sxvaTa mier gamocemuli alternatiuli,
standartizebuli, mgrZnobelobis SemaCerebeli miTiTebebis Canacvleba.

3.2 B0 353030693H039M0 FobolosmYdYdO

ceftriagsonis farmakokinetika aris ara-xazobrivi da yoveli ZiriTadi farmakokinetikuri parametri
garda naxevrad gamoyofisa, aris dozaze damokidebuli Tu aRniSnuli efuneba preparatis saerTo
koncentracias.

3.2.1 dgfmgo

intramuskularuli 1 gr erTjeradi dozis Semdgom plazmas magsimaluri koncentracia Seadgens
daaxloebiT 81 mg/l da aRniSnuli maCvenebeli miiRweva administrirebidan 2-3 saaTis
Semdgom. plazma koncentraciis drois mrudi intramuskularuli administrirebis Semdgom
eqvivalenturia imave dozis intravenuri administrirebis Semdgomi mrudisa, rac Tavis mxriv
miuTiTebs intramuskularulad administrirebuli ceftriagsonis 100% bioxelmisawvdomobaze.

3.2.2 3965foemgds
ceftrigsonis ditribuciis moculoba Seadgens 7-21 1.

1-2 gr dozis Semdgom ceftriagsonma gviCvena qsovilisa da sxeulis siTxeSi SeRwevis
SesaniSnavi Sedegi; infeqciis gamomwvevi paTogenebis umravlesobis minimalur SemaCerebel
koncentraciaze maRali koncentracia gamovlindeba 24 saaTze meti drois ganmavlobaSi 60
gsovilze metSi an sxeulis siTxeSi, rac agreTve moicavs filtvebs, guls, biliarul sadinars / RviZls,
nuSisebr jirkvals, Sua yurs da cxviris lorwovan garss, Zvals, agreTve cerebrospinalur, plevrul,
prostatis da sinoviur siTxeebs.

intravenuri administrirebis dros ceftriagsoni swrafad vrceldeba intersticiul siTxeSi, sadac
mgrZnobiare organizmebis sawinaaRmdego bagtericiduli koncentracia SenarCunebuli igneba 24
saaTis ganmavlobaSi (ixileT naxazi).

proteinis bma

ceftrigsoni Seqcevadad ukavSirdeba albumins da bma mcirdeba koncentraciis zrdis Sedegad,
mag.: <100 mg/l plazma koncentraciis 95%-dan 300 mg/l-ze 85%-ze. albuminis dabali
Semcvelobis gamo ceftriagsonis Tavisufali proporcia plazmasTan SedarebiT Sesabamisad
maRalia intersticiul siTxeSi.
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dgmpigzol «9bstob 3026309529¢m Fbaz0¢m98d0

ceftriagsoni aRwevs axalSobilebis, Cvilebis da bavSvebis anTebiT tvinis garsSi: rocefinis 50-
100 mg/kg dozis intravenuri ineqciidan 24 saaTis Semdgom cerebrospinalur siTxeSi (CSF)

Concentration after 1 g ceftriaxone {mg/l)

L0HR

oo

Ll

ol —

il ) 1ik 15 @ hours 25

O == =8  Serum concentrations
B8 (gneentrations in the interstitial Muid
(skin blister model)

ceftriagsonis koncentracia aRemateba 1.4 mg/l (axalSobilebi da Cvilebi). CSF —Si koncentraciis
magsimumi miiRweva intravenuri ineqciidan 4 saatis Semdgom da aRniSnulis saSualo niSnuli
Seadgens 18 mg/l. bagteriuli meningitis mqgone pacientebSi CSF saSualo done Seadgens plazma
koncentraciis 18%-s, xolo aseptikuri meningitis mqgone pacientebSi ki 4%-s.

meningitis mgone mozrdil pacientebSi 50 mg/kg dozis g9 go 6o 2-24 saaTSi iwvevs CSF
koncentraciis donis ramodenimejer momatebas Cveuli meningitis paTogenebisaTvis saWiro
minimalur inhibitorul koncentraciasTan SedarebiT.

ceftriagsoni g 5 > v b o gL placento s bariers da dedis rZis meSveobiT gamoiyofa mcire
koncentraciiT.

3.2.3 39¢3°0moBdo
ceftriagsonis metabolireba ar xdeba sistematurad; Tumca misi araaqgtiur metabolitebad

konvertireba xorcieldeba nawlavis floris meSveobiT.

3.24 250Mmygme3s

plazmas saerTo Klirensi Seadgebs 10-22 ml/wT. Tirkmlis klirensi Seadgens 5-12 ml/sT.
ceftriagsonis 50-60% ucvlelad gamoiyofa Sardis meSveobiT; xolo 40-50% ucvlelad gamoyofa
xorcieldeba naRvelis meSveobiT. naxevrad gamoyofis periodi mozrdilebSi Seadgens daaxloebiT
8 saaTs.

3.25 3565330693035 B3xE0sEME JM3S3090d0

3530969960 00(330¢0b #3056G0b0800

Tirkmlis an RviZlis disfungciis mqgone pacientebSi ceftriagsonis farmakokinetikis cvlileba
xorcieldeba minimalurad da naxevrad gamoyofis periodi izrdeba umniSvnelod. im SemTxvevaSi
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Tu dazianebulia mxolod Tirkmlis funqcia, adgili aqvs ceftriagsonis biliaruli gamoyofis zrdas; Tu
dazianebulia mxolod RviZlis fungcia, maSin momatebulia renaluri gamoyofa.

35309609980 30dcmol #30560bMmBo0
ixileT zemoT “pacientebi RviZlis ukmarisobiT”.
bsbs bdrem9do

75 wels zemoT asakis xandazmuli pacientebis gamoyofis saSualo periodi saerTod orjer an
samjer metia axalgazrda pacientebTan SedarebiT.

bavSvebi

axalSobilebSi Sardis aRdgena moicavs dozis daaxloebiT 70%-s. 8 dReze naklebi asakis CvilebSi
gamoyofis saSualo periodi saerTod orjer an samjer metia axalgazrda pacientebTan SedarebiT.

3.3 3619300603960 MLsgzmmbemgds

3.3.1 A9M5GHMgbmds

cxovelebSi Catarebuli reprodugtiulobis kvlevebis Sedegad ar gamovlenila embriotogsikurobis,
fetotogsikurobis, teratogenurobis, an dedlis da mamlis nayofierebasTan an perinatalur da
postnatalur ganviTarebasTan dakavSirebuli uaryofiTi zemogmedebis SemTxvevebi.

4. B9MV5301¢0MY0M0 Fsbsli0s0gdEGd0

4.1 99bsbgol ommdgdo

ar SeinaxoT preparati 30°C gradusze maRal temperaturaze, SeinaxeT flakoni Sesabamis
konteinerSi. oTaxis temperaturaze fizikur da gimiur Tvisebebis xsnari inarCunebs 6 saaTis
ganmavlobaSi (an macivarSi 2-8°C temperaturaze 24 saaTis ganmavlobasSi).

4.2 399myggbgd0l, Im3gmmdols s 3965y Mgdol 0BG MvJ309d0
dauSvebelia preparatis gamoyeneba SefuTvaze miTiTebuli vadis gasvlis (EXP) Semdgom.

Spricebis / basri instrumentebis gamoyeneba

Spricebisa da sxva samedicino basri instrumentebis gamoyenebasa da gankargvasTan
dakavSirebiT daculi unda ignas Semdegi pirobebi:

dauSvebelia nemsis da Spricis ganmeorebiT gamoyeneba.

moaTavseT yoveli gamoyenebuli nemsi da Sprici basri instrumentebisaTvis gankuTvnil
Sesabamis konteinerSi (Sesabamisad dacul erTjerad konteinerSi).

moaTavseT konteineri bavSvebisaTvis miuwvdomel adgilze.

dauSvebelia basri instrumentebisaTvis gankuTvnili gamoyenebuli konteineris saojaxo
narCenebTan erTad moTavseba.

saves konteineri gankargeT adgilobrivi moTxovnebis an janmrTelobis dacvis provaideris
miTiTebebis Sesabamisad.
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gamouyenebeli / vadagasuli preparatebis gankargva

minimumamde unda ignas dayvanili farmacevtuli produqciis garemoSi gadaRvra. dauSvebelia
medikamentis gadaRvra gamdinare wyalSi, an maTi gadayra saojaxo narCenebTan erTad. Tu
SesaZlebelia aRniSnuli miznebisaTvis gamoiyeneT Sesabamisi “mokrebis sistema”.

4.3 3983Mm3
SefuTva i.m. ineqciisaTvis 1,5,50

(Seicavs mSrali nivTierebis 1 flakons, romelic eqvivalenturia 0.25 gr, 0.5 gr an 1 gr
ceftroagsonisa, da 1 ampulas, romelic Seicavs 2 ml an 3.5 ml lidokainis 1% xsnars)

SefuTva i.v. ineqciisaTvis 1,5,50

(Seicavs mSrali nivTierebis 1 flakons, romelic eqvivalenturia 0.25 gr, 0.5 gr an 1 gr
ceftroagsonisa, da 1 ampulas, romelic Seicavs 5 ml an 10 ml saineqcio xsnars)

SefuTvai.v. infuziisaTvis 1,5,50

(Seicavs mSrali nivTierebis 1 flakons, romelic eqvivalenturia 2 gr ceftriagsonisa)
SefuTva i.v. dai.m. ineqciisaTvis 1,5, 50, 143

(Seicavs mSrali nivTierebis 1 flakons, romelic eqvivalenturia 1 gr ceftroagsonisa)
SefuTva i.v. ineqciisaTvis 1,5,50

(Seicavs mSrali nivTierebis 1 flakons, romelic eqvivalenturia 2 gr ceftroagsonisa)

SeinaxeT preparati bavSvebisaTvis miuwvdomel adgilze

damzadebulia 2009 wlis ogtomberSi

damzadebulia SveicariaSi, mwarmoebeli F. Hoffmann-La Roche Ltd, Basel warmoebis adgili
Kaiseraugst
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