

produqtis maxasiaTeblebis Sejameba
1. samkurnalo produqtis saxelwodeba

merovali 1000 mg fxvnili iv saineqcio/sainfuzio xsnaris mosamzadeblad
steriluri
2. Tvisobrivi da raodenobrivi Semadgenloba

aqtiuri nivTiereba:
1 flakoni Seicavs 1141 mg meropenemis trihidrats, romelic eqvivalenturia 1000 mg meropenemis.

damxmare nivTierebebi:
uwylo natriumis karbonati------------------208 mg
damxmare nivTierebebis sruli CamonaTvalisaTvis ix. paragrafi 6.1.

3. farmacevtuli forma

fxvnili saineqcio/sainfuzio xsnaris mosamzadeblad
moyviTalo-TeTri feris fxvnili.

4. klinikuri maxasiaTeblebi

4.1. Terapiuli Cvenebebi
merovali naCvenebia Semdegi infeqciebis samkurnalod zrdasrulebsa da 3 Tvidan asakis bavSvebSi (ix. paragrafebi 4.4 da 5.1).
· mZime pnevmonia, maT Soris hospitaluri da xelovnuri sunTqvis aparatTan asocirebuli pnevmonia;
· bronqebisa da filtvebis infeqciebi kistozuri fibrozis dros;
· saSarde gzebis garTulebuli infeqciebi;
· muclis Rrus garTulebuli infeqciebi;
· mSobiarobis dros da mSobiarobis Semdgom ganviTarebuli infeqciebi;
· kanisa da rbili qsovilebis garTulebuli infeqciebi;
· mwvave baqteriuli meningiti.
baqteriemiis mqone pacientebis mkurnaloba, romelic dakavSirebulia an savaraudod dakavSirebulia zemoT CamoTvlil romelime infeqciasTan.
merovali SeiZleba gamoyenebul iqnes baqteriuli infeqciiT gamowveuli febriluri neitropeniis mqone pacientebis samkurnalod.
gaviTvaliswinebul unda iqnes antibaqteriuli preparatebis Sesabamisi gamoyenebis oficialuri gaidlainebi.

4.2. dozireba da miRebis meTodi
dozireba:
qvemoT mocemul cxrilebSi mocemulia dozirebis zogadi rekomendaciebi.
meropenemis misaRebi dozisa da mkurnalobis xangrZlivobis gansazRvrisas gaTvaliswinebuli unda iqnes samkurnalo infeqciis tipi, maT Soris misi simZime da klinikuri pasuxi.
zrdasrulebsa da mozardebSi 2 g-mde dReSi samjer doza da bavSvebSi 40 mg/kg-mde dReSi samjer doza SeiZleba gansakuTrebiT mizanSewonili iyos zogierTi tipis infeqciebis samkurnalod, rogoricaa naklebad mgrZnobiare baqteriebis StamebiT (mag.: Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter spp.) gamowveuli infeqciebi an Zalian mZime infeqciebi.
Tirkmlis ukmarisobis mqone pacientebis mkurnalobisas saWiroa dozirebis damatebiTi ganxilva (damatebiTi informacia ix. qvemoT).
zrdasrulebi da mozardebi
	infeqcia
	doza keTdeba yovel 8 saaTSi

	mZime pnevmonia, maT Soris hospitaluri da xelovnuri sunTqvis aparatTan asocirebuli pnevmonia
	500 mg an 1 g

	bronqebisa da filtvebis infeqciebi kistozuri fibrozis dros
	2 g

	saSarde gzebis garTulebuli infeqciebi
	500 mg an 1 g

	muclis Rrus garTulebuli infeqciebi
	500 mg an 1 g

	mSobiarobis dros da mSobiarobis Semdgom ganviTarebuli infeqciebi;
	500 mg an 1 g

	kanisa da rbili qsovilebis garTulebuli infeqciebi
	500 mg an 1 g

	mwvave baqteriuli meningiti
	2 g

	febriluri neitropeniis mqone pacientebis mkurnaloba
	1 g



gamoyenebis meTodi:
merovali, rogorc wesi, SehyavT intravenuri infuziis saxiT daaxloebiT 15-30 wuTis ganmavlobaSi (ix, paragrafebi 6.2, 6.3 da 6.6).
alternatiulad, 1 g-mde dozebis Seyvana SesaZlebelia intravenuri bolusuri ineqciis saxiT daaxloebiT 5 wuTis ganmavlobaSi. arsebobs SezRuduli usafrTxoebis monacemebi, romlebic adasturebs 2 g dozis intravenuri bolusuri ineqciis saxiT მოზრდილებში gamoyenebis SesaZleblobas.

damatebiTi informacia specialuri populaciebisaTvis:
Tirkmlis ukmarisoba:
zrdasrulebisa da mozardebisTvis dozis koreqcia unda moxdes, rodesac kreatininis klirensi 51 ml/wT-ze naklebia, rogorc qvemoT aris naCvenebi. arsebobs SezRuduli monacemebi, romlebic adasturebs 2 g erTjeradi dozis aseTi koreqtirebis mizanSewonilobas.
	kreatininis klirensi (ml/wT)
	doza (500 mg an 1 g an 2 g erTjeradi dozis intervalis safuZvelze, ix. zemoT cxrili)
	sixSire

	26-50
	1 erTjeradi doza
	yovel 12 saaTSi

	10-25
	1/2 erTjeradi doza
	yovel 12 saaTSi

	<10
	1/2 erTjeradi doza
	yovel 24 saaTSi



meropenemi gamoiyofa hemodializisa da hemofiltraciis gziT. saWiro dozis Seyvana unda moxdes hemodializis ciklis dasrulebis Semdeg.
peritonealuri dializis mimRebi pacientebisTvis dozirebis rekomendaciebi dadgenili ar aris.

RviZlis ukmarisoba:
RviZlis ukmarisobis mqone pacientebSi dozis koreqcia saWiro ar aris (ix. paragrafi 4.4).
pediatriuli populacia:
3 Tvemde asakis bavSvebi
meropenemis usafrTxoeba da efeqtianoba 3 Tvemde asakis bavSvebSi ar aris dadgenili da optimaluri dozirebis reJimi ar aris gansazRvruli. Tumca, SezRuduli farmakokinetikuri monacemebi miuTiTebs, rom 20 mg/kg yovel 8 saaTSi SeiZleba iyos Sesabamisi reJimi (ix. paragrafi 5.2).
3 Tvidan 11 wlamde asakis da 50 kg-mde wonis mqone bavSvebi
rekomendebuli dozirebis reJimi qvemoT mocemulia cxrilSi:

	infeqcia
	doza keTdeba yovel 8 saaTSi

	mZime pnevmonia, maT Soris hospitaluri da xelovnuri sunTqvis aparatTan asocirebuli pnevmonia
	10 an 20 mg/kg

	bronqebisa da filtvebis infeqciebi kistozuri fibrozis dros
	40 mg/kg

	saSarde gzebis garTulebuli infeqciebi
	10 an 20 mg/kg

	muclis Rrus garTulebuli infeqciebi
	10 an 20 mg/kg

	kanisa da rbili qsovilebis garTulebuli infeqciebi
	10 an 20 mg/kg

	mwvave baqteriuli meningiti
	40 mg/kg

	febriluri neitropeniis mqone pacientebis mkurnaloba
	20 mg/kg



50 kg-ze meti wonis mqone bavSvebi
gamoyenebuli unda iqnes zrdasrulebisaTvis gankuTvnili doza.
Tirkmlis ukmarisobis mqone bavSvebSi gamoyenebis gamocdileba ar arsebobs.
merovali Cveulebriv keTdeba intravenuri infuziis saxiT daaxloebiT 15-30 wuTis ganmavlobaSi (ix. paragrafebi 6.2, 6.3 da 6.6). alternatiulad, meropenemis 20 mg/kg-mde dozebi SeiZleba gakeTdes intravenuri bolusuri ineqciis saxiT daaxloebiT 5 wuTis ganmavlobaSi. arsebobs SezRuduli usafrTxoebis monacemebi, romlebic adasturebs bavSvebSi 40 mg/kg dozis intravenuri bolusuri ineqciis saxiT gamoyenebis SesaZleblobas.

geriatriuli populacia:
dozis koreqcia saWiro ar aris xandazmul pacientebSi, romlebsac aqvT Tirkmlis normaluri funqcia an kreatininis klirensi 50 ml/wT-ze meti.
preparatis gakeTebamde ganzavebis instruqciebisaTvis ix. paragrafi 6.6.

4.3. ukuCvenebebi
hipermgrZnobeloba aqtiuri nivTierebebis an 6.1. paragrafSi CamoTvlili sxva romelime damxmare nivTierebis mimarT.
hipermgrZnobeloba romelime sxva karbapenemis antibiotikis mimarT.
mZime hipermgrZnobeloba (rogoricaa anafilaqsiuri reaqcia, kanis mZime reaqcia) nebismieri sxva tipis beta-laqtamuri antibaqteriuli preparatis (mag.; penicilinebi an cefalosporinebi) mimarT.

4.4. gansakuTrebuli gafrTxilebebi da sifrTxilis zomebi gamoyenebis dros 
individualuri pacientis samkurnalod meropenemis SerCevisas gaTvaliswinebuli unda iqnes karbapenemis antibaqteriuli saSualebis gamoyenebis mizanSewoniloba, iseTi faqtorebis safuZvelze, rogoricaa infeqciis simZime, sxva Sesaferisi antibaqteriuli saSualebebis mimarT rezistentobis gavrceleba da karbapenemis mimarT rezistentuli baqteriebis SerCevis riski.

Enterobacteriaceae-s, Pseudomonas aeruginosa-s da Acinetobacter spp.-s mimarT rezistentoba
Enterobacteriaceae-s, Pseudomonas aeruginosa-s da Acinetobacter spp.-s mimarT rezistentoba gansxvavdeba evrokavSiris masStabiT. eqimebisTvis rekomendebulia gaiTvaliswinon am baqteriebSi penemebis mimarT rezistentobis adgilobrivi gavrceleba.

hipermgrZnobelobiTi reaqciebi
rogorc yvela beta-laqtamuri antibiotikis SemTxvevaSi, aRwerilia seriozuli da zogjer fataluri hipermgrZnobelobiTi reaqciebi (ix. paragrafebi 4.3 da 4.8).
pacientebs, romlebsac aqvT karbapenemebis, penicilinebis an sxva beta-laqtamuri antibiotikebis mimarT hipermgrZnobelobis istoria, aseve SeiZleba hqondeT hipermgrZnobeloba meropenemis mimarT. meropenemiT Terapiis dawyebamde unda Catardes guldasmiT gamokvleva beta-laqtamuri antibiotikebis mimarT wina hipermgrZnobelobiTi reaqciebis Sesaxeb.

Tu ganviTardeba mZime alergiuli reaqcia, samkurnalo produqtis miReba unda Sewydes da miRebul iqnes Sesabamisi zomebi.
meropenemis mimReb pacientebSi aRwerilia kanis mZime gverdiTi reaqciebi (SCAR), rogoricaa stivens-jonsonis sindromi (SJS), toqsikuri epidermuli nekrolizi (TEN), wamlismieri reaqcia eozinofiliiT da sistemuri simptomebiT (DRESS), multiformuli eriTema (EM) da mwvave generalizebuli egzanTematozuri pustulozi (AGEP) (ix. paragrafi 4.8). Tu gamovlindeba am reaqciebis niSnebi da simptomebi, meropenemi dauyovnebliv unda Sewydes da ganxiluli iqnes alternatiuli mkurnalobis varianti.

antibiotikebTan asocirebuli koliti
antibiotikebTan asocirebuli koliti da fsevdomembranuli koliti aRwerilia TiTqmis yvela antibaqteriuli saSualebis, maT Soris meropenemis gamoyenebisas da maTi simZime SeiZleba iyos msubuqidan sicocxlisTvis saxifaTomde. amitom, mniSvnelovania am diagnozis gaTvaliswineba pacientebSi, romlebsac meropenemis miRebis dros an mis Semdeg aReniSnebaT diarea (ix. paragrafi 4.8).
ganxilul unda iqnes meropenemiT Terapiis Sewyveta da Clostridium difficile-s specifikuri mkurnalobis daniSvna.

ar unda dainiSnos peristaltikis damTrgunveli samkurnalo saSualebebi.

gulyrebi
karbapenemebiT, maT Soris meropenemiT, mkurnalobis dros iSviaTad aRiniSna gulyrebi (ix. paragrafi 4.8).

RviZlis funqciis monitoringi
meropenemiT mkurnalobis dros RviZlis funqciis mkacri monitoringi unda moxdes RviZlis toqsikurobis riskis gamo (RviZlis disfunqcia qolestaziT da citoliziT) (ix. paragrafi 4.8).
gamoyeneba RviZlis daavadebis mqone pacientebSi: pacientebs, romlebsac aReniSnebaT RviZlis darRvevebi, meropenemiT mkurnalobis dros unda CautardeT RviZlis funqciis monitoringi. dozis koreqcia saWiro ar aris (ix. paragrafi 4.2).

pirdapiri antiglobulinis testiT (kumbsis testi) serokonversia
meropenemiT mkurnalobis dros SeiZleba aRiniSnos pirdapiri an arapirdapiri kumbsis testis dadebiTi Sedegi.

valprois mJavasTan/natriumis valproatTan/valpromidTan erTdrouli gamoyeneba
meropenemisa da valprois mJavas/natriumis valproatis/valpromidis erTdrouli gamoyeneba ar aris rekomendebuli (ix. paragrafi 4.5).

merovali Seicavs natriums.
es samkurnalo produqti Seicavs 90.20 mg natriums erT „dozaSi“. es gasaTvaliswinebelia pacientebisTvis, romlebic imyofebian natriumis gakontrolebul dietaze.

4.5. urTierTqmedeba sxva samkurnalo produqtebTan da urTierTqmedebis sxva formebi
probenecidis garda sxva samkurnalo produqtebTan urTierTqmedebis specifikuri kvlevebi ar Catarebula.
probenecidi konkurencias uwevs meropenems aqtiuri milakovani sekreciisTvis da amgvarad aferxebs meropenemis Tirkmlismier eqskrecias, rac zrdis naxevargamoyofis periods da meropenemis plazmur koncentracias. sifrTxilea saWiro, Tu probenecidi meropenemTan erTad miiReba.
merovalis potenciuri gavlena sxva samkurnalo produqtebis cilebTan SekavSirebaze an metabolizmze ar aris Seswavlili. Tumca, merovalis cilebTan dabali SekavSirebis gamo, ar aris mosalodneli sxva naerTebis plazmis cilebiT Canacvlebaze dafuZnebuli urTierTqmedeba.

karbapenemis agentebTan erTad miRebisas dafiqsirda sisxlSi valprois mJavas donis Semcireba, rac daaxloebiT or dReSi valprois mJavas donis 60-100%-iT Semcirebas iwvevs. swrafi dawyebisa da Semcirebis xarisxis gamo valprois mJavas/natriumis valproatis/valpromidis karbapenemis agentebTan erTad gamoyeneba ar iTvleba, rom eqvemdebareba marTvas da amitom Tavidan unda iqnes acilebuli (ix. paragrafi 4.4).

peroraluri antikoagulantebi
antibiotikebis varfarinTan erTdroulma miRebam SeiZleba gaaZlieros misi antikoagulaciuri efeqtebi. arsebobs mravali monacemi peroralurad misaRebi antikoagulantebis, maT Soris varfarinis, antikoagulaciuri efeqtebis gazrdis Sesaxeb im pacientebSi, romlebic erTdroulad iReben antibiotikebs. riski SeiZleba gansxvavdebodes ZiriTadi infeqciis, asakisa da pacientis zogadi mdgomareobis mixedviT, amitom antibiotikis wvlili INR-is (saerTaSoriso normalizebuli Tanafardobis) zrdaSi Znelia Sefasdes. rekomendebulia INR-is xSiri monitoringi antibiotikebis peroralur antikoagulantebTan erTad miRebis dros da maTi miRebidan mokle periodSi.

damatebiTi informacia specialuri populaciebis Sesaxeb:
klinikuri urTierTqmedebis kvlevebi specialur populaciebSi ar Catarebula.

pediatriuli populacia:
urTierTqmedebis kvlevebi Catarda mxolod მოზრდილებში.

4.6. orsuloba da laqtacia
zogadi rekomendaciebi
orsulobis kategoria: B
reproduqciuli potencialis mqone qalebi / Casaxvis sawinaaRmdego saSualebebi (kontracefcia)
monacemebi ar aris xelmisawvdomi.
orsulobis periodi
orsul qalebSi meropenemis gamoyenebis Sesaxeb monacemebi ar arsebobs an SezRudulia. cxovelebze Catarebuli kvlevebi ar miuTiTebs reproduqciul toqsikurobasTan dakavSirebiT pirdapir an irib mavne zemoqmedebaze (ix. paragrafi 5.3). sifrTxilis zomebis saxiT, sasurvelia orsulobis dros meropenemis gamoyenebis Tavidan acileba.

laqtaciis periodi
meropenemis mcire raodenoba gamoiyofa dedis rZeSi. meropenemi ar unda iqnes gamoyenebuli meZuZur qalebSi, Tu dedisTvis potenciuri sargebeli ar amarTlebs bavSvisTvis potenciur risks.

reproduqciuli unari/nayofiereba
adamianebSi merovalis reproduqciuli unaris Sesaxeb arasakmarisi monacemebi arsebobs. cxovelebze Catarebuli kvlevebi ar aCvenebs reproduqciul toqsikurobasTan dakavSirebiT pirdapir an irib mavne efeqtebs.

4.7. avtomobilisa da sxva meqanizmebis marTvaze gavlena
ar Catarebula kvlevebi avtomobilis marTvisa da sxva meqanizmebis gamoyenebis unarze zemoqmedebis Sesaxeb. Tumca, avtomobilis marTvis an meqanizmebTan muSaobis dros gasaTvaliswinebelia, rom meropenemis gamoyenebisas aRwerilia Tavis tkivili, paresTezia da krunCxvebi.

4.8. gverdiTi movlenebi
4,872 pacientis ganxilvisas, romlebsac meropenemiT 5,026 mkurnaloba CautardaT, meropenemTan dakavSirebuli gverdiTi movlenebi yvelaze xSirad iyo diarea (2.3%), gamonayari (1.4%), gulisreva/Rebineba (1.4%) da ineqciis adgilis anTeba (1.1%). meropenemTan dakavSirebuli laboratoriuli gverdiTi movlenebi yvelaze xSirad iyo Trombocitozi (1.6%) da RviZlis fermentebis momateba (1.5-4.3%). 
qvemoT mocemul cxrilSi yvela gverdiTi movlena CamoTvlilia organoTa sistemis klasisa da sixSiris mixedviT: Zalian xSiri (≥ 1/10); xSiri (≥ 1/100-dan <1/10-mde); araxSiri (≥ 1/1,000-dan <1/100-mde); iSviaTi (≥ 1/10,000-dan <1/1,000-mde); Zalian iSviaTi (<1/10,000); sixSire ucnobia (SeuZlebelia sixSiris Sefaseba arsebuli monacemebis safuZvelze). 

infeqciebi da invaziebi
araxSiri: piris Rrusa da vaginaluri kandidozi

sisxlisa da limfuri sistemis darRvevebi
xSiri: Trombocitemia
araxSiri: eozinofilia, Trombocitopenia, leikopenia, neitropenia, agranulocitozi, hemolizuri anemia

imunuri sistemis darRvevebi
araxSiri: angionevrozuli SeSupeba, anafilaqsia (ix. paragrafebi 4.3 da 4.4).

nervuli sistemis darRvevebi
xSiri: Tavis tkivili
araxSiri: paresTezia
iSviaTi: krunCxvebi (ix. paragrafi 4.4)

kuW-nawlavis darRvevebi
xSiri: gulisreva, Rebineba, diarea, muclis tkivili
araxSiri: antibiotikebTan asocirebuli koliti (ix. paragrafi 4.4)

hepatobiliaruli darRvevebi
xSiri: transaminazebis momateba, sisxlSi tute fosfatazas momateba, sisxlSi laqtatdehidrogenazas momateba
araxSiri: sisxlSi bilirubinis momateba

kanisa da kanqveSa qsovilis darRvevebi
xSiri: qavili, gamonayari
araxSiri: WinWris cieba, toqsikuri epidermuli nekrolizi, stivens-jonsonis sindromi, multiformuli eriTema
sixSire ucnobia: DRESS sindromi (wamlismieri reaqcia eozinofiliiTa da sistemuri simptomebiT), mwvave generalizebuli egzanTemuri pustulozi (ix. paragrafi 4.4)

Tirkmlebisa da saSarde gzebis darRvevebi
araxSiri: sisxlSi kreatininis da Sardovanas momateba

zogadi darRvevebi da Seyvanis adgilis mdgomareobebi
xSiri: anTeba, tkivili
araxSiri: Tromboflebiti, tkivili ineqciis adgilze

pediatriuli populacia:
meronemi licenzirebulia 3 Tvis asakidan bavSvebSi gamosayeneblad. SezRuduli xelmisawvdomi monacemebis safuZvelze, ar arsebobs mtkicebuleba bavSvebSi preparatis raime gverdiTi reaqciis riskis gazrdis Sesaxeb. yvela miRebuli angariSi Seesabameboda zrdasrul populaciaSi dafiqsirebul movlenebs.

savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba
samkurnalo produqtis registraciiss Semdeg savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba Zalian mniSvnelovania. es xels uwyobs samkurnalo produqtis sargebeli/riskis balansis uwyvet monitorings. samedicino specialistebma savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba unda gaakeTon TurqeTis farmakozedamxedvelobis centrSi (TÜFAM) (www.titck.gov.tr; elfosta: tufam@titck.gov.tr; tel: 0 800 314 00 08; faqsi: 0 312 218 35 99). 

4.9. dozis gadaWarbeba
Tirkmlis ukmarisobis mqone pacientebSi SesaZlebelia dozis SefardebiTi gadaWarbeba, Tu doza ar aris koreqtirebuli, rogorc aRwerilia paragrafSi 4.2. SezRuduli postmarketinguli gamocdileba miuTiTebs, rom Tu dozis gadaWarbebis Semdeg gverdiTi movlenebi ganviTardeba, isini Seesabameba 4.8 paragrafSi aRwerili gverdiTi reaqciebis profils, zogadad msubuqia da qreba wamlis moxsnis an dozis Semcirebis Semdeg. dozis gadaWarbebis mkurnaloba simptomuri unda iyos.
Tirkmlis normaluri funqciis mqone pirebSi wamali swrafad gamoiyofa TirkmelebiT.
hemodializi gamodevnis meropenems da mis metabolits.

5. farmakologiuri Tvisebebi

5.1. farmakodinamikuli Tvisebebi
farmakoTerapiuli jgufi: sistemuri gamoyenebis antibaqteriuli saSualebebi, karbapenemebi
aTq kodi: J01DH02

moqmedebis meqanizmi
meropenemi Tavis baqtericidul aqtivobas avlens gramdadebiT da gramuaryofiT baqteriebSi baqteriuli ujredis kedlis sinTezis inhibirebiT penicilinis SemakavSirebel cilebTan (PBP) SekavSirebis gziT.

rezistentobis meqanizmi
meropenemis mimarT rezistentoba SeiZleba gamowveuli iyos:
1) gramuaryofiTi baqteriebis gareTa membranis ganvladobis SemcirebiT (porinebis warmoebis Semcirebis gamo);
2) samizne PBP-ebis mimarT afinurobis SemcirebiT;
3) gamodevnis tumbos komponentebis zrdiT;
4) beta-laqtamazebis gamomuSavebiT, romlebic SeiZleba hidrolizdnen karbapenemebiT.
evrokavSirSi dafiqsirebulia karbapenemis mimarT rezistentuli baqteriebiT gamowveuli infeqciebis lokalizebuli klasterebi.

meropenemsa da qinolonebs, aminoglikozidebs, makrolidebs da tetraciklinis klasis preparatebs Soris ar arsebobs samizne moqmedebaze dafuZnebuli jvaredini rezistentoba. Tumca, baqteriebi SeiZleba ufro metad rezistentuli iyvnen antibaqteriuli preparatebis erTi klasis mimarT, araganvladobasTan da/an meqanizmebTan dakavSirebiT, romlebic monawileoben efluqs tumbos muSaobaSi.

zRvruli mniSvnelobebi
antimikrobuli mgrZnobelobis testirebis evropuli komitetis (EUCAST) MIC-is klinikuri zRvruli mniSvnelobebi warmodgenilia qvemoT.

EUCAST-is mixedviT MIC-is klinikuri zRvruli mniSvnelobebi meropenemisaTvis (2013-02-11, v 3.1)

	organizmebi
	mgrZnobeloba (S)
(mg/l)
	rezistentoba (R)
(mg/l)

	Enterobacteriaceae
	≤ 2
	>8

	Pseudomonas spp.
	≤ 2
	>8

	Acinetobacter spp.
	≤ 2
	>8

	Streptococcus groups A, B, C da G
	SeniSvna 6
	SeniSvna 6

	Streptococcus pneumoniae 1
	≤ 2
	>2

	Viridans group streptococci 2
	≤ 2
	>2

	Enterococcus spp.
	-
	-

	Staphylococcus spp.
	SeniSvna 3
	SeniSvna 3

	Haemophilus influenzae 1,2 and Moraxella catarrhalis2
	≤ 2
	>2

	Neisseria meningitidis 2,4
	≤ 0.25
	> 0.25

	gramdadebiTi anaerobebi garda Clostridium difficile
	≤ 2
	>8

	gramuaryofiTi anaerobebi
	≤ 2
	>8

	Listeria monocytogenes
	≤ 0.25
	> 0.25

	StamebTan aradakavSirebuli zRvruli mniSvnelobebi5
	≤ 2
	>8



1 meropenemis zRvruli mniSvnelobebi meningitis dros Streptococcus pneumoniae-sa da Haemophilus influenzae-sTvis aris 0.25 mg/l (mgrZnobiare) da 1 mg/l (rezistentuli).
2 izolatebi, romelTa MIC mniSvnelobebi mgrZnobelobis zRvarze maRalia, Zalian iSviaTia an jer ar aris dafiqsirebuli.
nebismier aseT izolatze identifikaciisa da antimikrobuli mgrZnobelobis testebi unda ganmeordes da Tu Sedegi dadasturdeba, izolati unda gaigzavnos Sesadarebel laboratoriaSi. sanam ar iqneba mtkicebuleba klinikuri pasuxis Sesaxeb dadasturebuli izolatebisaTvis, romelTa MIC mniSvnelobebi mimdinare rezistentobis zRvarze maRalia, isini unda Sefasdes, rogorc rezistentuli.
3 stafilokokebis mgrZnobeloba karbapenemebis mimarT gamomdinareobs cefoqsitinis mgrZnobelobidan.
4 zRvruli mniSvnelobebi exeba mxolod meningits.
5 StamebTan aradakavSirebuli zRvruli mniSvnelobebi ganisazRvra fk/fd monacemebis gamoyenebiT da damoukidebelia konkretuli Stamebis MIC ganawilebisgan. isini gamoiyeneba mxolod im organizmebisTvis, romlebsac
ar aqvT specifikuri zRvruli maCveneblebi. StamebTan aradakavSirebuli zRvruli mniSvnelobebi efuZneba Semdeg dozebs: EUCAST-is zRvruli mniSvnelobebi exeba meropenems 1000 mg 3-jer dReSi, romelic keTdeba intravenurad 30 wuTis ganmavlobaSi, rogorc yvelaze dabali doza. 2 g 3-jer dReSi gaTvaliswinebuli iyo mZime infeqciebis dros da I/R zRvruli mniSvnelobis dadgenisas.
6 streptokokebis A, B, C da G jgufebis beta-laqtamebis mgrZnobeloba gamoiTvleba penicilinis mgrZnobelobidan.
-- = mgrZnobelobis testireba ar aris rekomendebuli, radgan Stami warmoadgens preparatiT Terapiis arasaxarbielo samiznes. izolatebi SeiZleba moxsenebul iqnes, rogorc R winaswari testirebis gareSe.
SeZenili rezistentobis gavrceleba SeiZleba gansxvavdebodes geografiulad da droTa ganmavlobaSi SerCeuli StamebisaTvis da rezistentobis Sesaxeb adgilobrivi informaciis floba sasurvelia, gansakuTrebiT mZime infeqciebis mkurnalobisas. saWiroebis SemTxvevaSi saWiroa eqspertTan mimarTva, rodesac rezistentobis adgilobrivi gavrceleba iseTia, rom preparatis sargeblianoba infeqciebis sul mcire zogierTi tipis dros saeWvoa.

qvemoT mocemul cxrilSi paTogenebi CamoTvlilia klinikuri gamocdilebisa da Terapiuli rekomendaciebis safuZvelze.
ZiriTadad mgrZnobiare Stamebi
gramdadebiTi aerobebi
Enterococcus faecalis $
Staphylococcus aureus (meTicilinmgrZnobiare) £
Staphylococcus species (meTicilinmgrZnobiare), maT Soris Staphylococcus epidermidis
Streptococcus agalactiae (jgufi B)
Streptococcus milleri group (S. anginosus, S. constellatus, and S. intermedius)
Streptococcus pneumoniae
Streptococcus pyogenes (jgufi A)

gramuaryofiTi aerobebi
Citrobacter freundii
Citrobacter koseri
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Morganella morganii
Neisseria meningitidis
Proteus mirabilis
Proteus vulgaris
Serratia marcescens

gramdadebiTi anaerobebi
Clostridium perfringens
Peptoniphilus asaccharolyticus
Peptostreptococcus Stamebi (maT Soris P. micros, P anaerobius, P. magnus)

gramuaryofiTi anaerobebi
Bacteroides caccae
Bacteroides fragilis group
Prevotella bivia
Prevotella disien
Stamebi, romlebisTvisac SeZenili rezistentoba SeiZleba problema iyos
gramdadebiTi aerobebi
Enterococcus faecium $†
gramuaryofiTi aerobebi
Acinetobacter species
Burkholderia cepacia
Pseudomonas aeruginosa

Tandayolili rezistentuli organizmebi
gramuaryofiTi aerobebi
Stenotrophomonas maltophilia
Legionella species

sxva mikroorganizmebi
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetii
Mycoplasma pneumoniae

$ Stamebi, romlebic avlenen bunebriv Sualedur mgrZnobelobas
£ yvela meTicilin-rezistentuli stafilokoki rezistentulia meropenemis mimarT
† rezistentobis maCvenebeli ≥ 50% evrokavSiris erT an met qveyanaSi.

qoTao da melioidozi: meropenemis gamoyeneba adamianebSi efuZneba B.mallei-sa da B.pseudomallei-s mgrZnobelobis in vitro monacemebs da adamianebze SezRudul monacemebs. mkurnalma eqimebma unda ixelmZRvanelon qoTaosa da melioidozis mkurnalobasTan dakavSirebuli erovnuli da/an saerTaSorisod SeTanxmebuli dokumentebiT.

5.2. farmakokinetikuri Tvisebebi
zogadi Tvisebebi
janmrTel subieqtebSi plazmidan naxevargamoyofis saSualo periodi daaxloebiT 1 saaTia; ganawilebis saSualo moculoba daaxloebiT 0.25 l/kg (11-27 l) da saSualo klirensi 287 ml/wT 250 mg-is miRebisas, rac 205 ml/wT-mde mcirdeba 2 g-is miRebisas. 500, 1000 da 2000 mg dozebis 30 wuTis ganmavlobaSi infuziis Semdeg, Cmax saSualo mniSvnelobebia daaxloebiT 23, 49 da 115 mkg/ml, Sesabamisad, Sesabamisi  AUC mniSvnelobebi iyo 39.3, 62.3 da 153 mkg.sT/ml. 5 wuTis ganmavlobaSi infuziis Semdeg, Cmax mniSvnelobebia 52 da 112 mkg/ml, Sesabamisad, 500 da 1000 mg dozebis miRebis Semdeg. rodesac Tirkmlis normaluri funqciis mqone pirebSi 8 saaTSi erTxel miiReba mravaljeradi doza, meropenemis dagroveba ar xdeba. 
12 pacientze Catarebulma kvlevam, romlebic iRebdnen 1000 mg meropenems operaciidan 8 saaTSi erTxel muclis Rrus infeqciebis gamo, aCvena Sedarebadi C max da naxevargamoyofis periodi normalur subieqtebTan, magram ganawilebis ufro didi moculoba - 27 l.

ganawileba:
meropenemis saSualo dakavSireba plazmis cilebTan iyo daaxloebiT 2% da ar iyo damokidebuli koncentraciaze. swrafi miRebis Semdeg (5 wuTi an naklebi), farmakokinetika bieqsponenciuria, magram es gacilebiT naklebad aSkaraa 30-wuTiani infuziis Semdeg.
meropenemi kargad aRwevs sxeulis siTxeebsa da qsovilebSi, maT Soris filtvebSi, bronqul sekretSi, naRvelSi, cerebrospinalur siTxeSi, ginekologiur qsovilebSi, kanSi, fasciaSi, kunTebsa da peritonealur eqsudatebSi.

biotransformacia
meropenemi metabolizdeba beta-laqtamuri rgolis hidroliziT, rac warmoqmnis mikrobiologiurad araaqtiur metabolits. in vitro meropenemi imipenemTan SedarebiT amcirebs adamianis dehidropeptidaza-I-is (DHP-I) hidrolizisadmi mgrZnobelobas da ar aris saWiro DHP-I inhibitoris Tanmxlebi miReba.

gamoyofa
meropenemi ZiriTadad TirkmelebiT gamoiyofa ucvleli saxiT; dozis daaxloebiT 70% (50-75%) gamoiyofa ucvleli saxiT 12 saaTis ganmavlobaSi. damatebiTi 28% aRdgeba mikrobiologiurad araaqtiuri metabolitis saxiT. ganavliT gamoyofa Seadgens dozis mxolod daaxloebiT 2%-s. Tirkmlis klirensis gazomva da probenecidis efeqti aCvenebs, rom meropenemi ganicdis rogorc filtracias, aseve milakovan sekrecias.

pacientebis maxasiaTeblebi
Tirkmlis ukmarisoba
Tirkmlis ukmarisoba iwvevs meropenemis plazmuri AUC-is maRal maCvenebels da naxevargamoyofis periodis gaxangrZlivebas. AUC-is zrda dafiqsirda 2.4-jer saSualo simZimis ukmarisobis mqone pacientebSi (krkl 33-74 ml/wT), 5-jer mZime ukmarisobis mqone pacientebSi (krkl 4-23 ml/wT) da 10-jer hemodializze myof pacientebSi (krkl <2 ml/wT) janmrTel subieqtebTan SedarebiT (krkl >80 ml/wT). mikrobiologiurad araaqtiuri Ria rgolis mqone metabolitis AUC aseve mniSvnelovnad gaizarda Tirkmlis ukmarisobis mqone pacientebSi. dozis koreqcia rekomendebulia Tirkmlis saSualo da mZime ukmarisobis mqone pacientebisTvis (ix. paragrafi 4.2).

meropenemi gamoiyofa hemodializiT, hemodializis dros klirensi daaxloebiT 4-jer metia, vidre anuriis mqone pacientebSi.

RviZlis ukmarisoba
alkoholuri cirozis mqone pacientebSi Catarebulma kvlevam aCvena, rom RviZlis daavadeba gavlenas ar axdens meropenemis farmakokinetikaze ganmeorebiTi dozebis miRebis Semdeg.

zrdasruli pacientebi
pacientebze Catarebulma farmakokinetikurma kvlevebma ar aCvena mniSvnelovani farmakokinetikuri gansxvavebebi eqvivalenturi Tirkmlis funqciis mqone janmrTel subieqtebTan SedarebiT. 79 pacientis monacemebiT SemuSavebulma populaciurma modelma, romlebsac aReniSnebodaT muclis Rrus infeqcia an pnevmonia, aCvena centraluri moculobis damokidebuleba wonaze da klirensis damokidebuleba - kreatininis klirenssa da asakze.

pediatriuli populacia
infeqciiT daavadebul Cvilebsa da bavSvebSi 10, 20 da 40 mg/kg dozebis farmakokinetikam aCvena Cmax mniSvnelobebi, romlebic miaxloebiT emTxveva zrdasrulebSi dafiqsirebul maCveneblebs Sesabamisad 500, 1000 da 2000 mg dozebis miRebis Semdeg. Sedarebam aCvena dozebs Soris Tanmimdevruli farmakokinetika da naxevargamoyofis periodi msgavsi zrdasrulebSi dafiqsirebuli maCveneblebisa yvela subieqtSi, garda yvelaze axalgazrda subieqtebisa (<6 Tve t1/2 1.6 saaTi). meropenemis saSualo klirensis mniSvnelobebi iyo 5.8 ml/wT/kg (6-12 weli), 6.2 ml/wT/kg (2-5 weli), 5.3 ml/wT/kg (6-23 Tve) da 4.3 ml/wT/kg (2-5 Tve).
dozis daaxloebiT 60% gamoiyofa SardSi 12 saaTis ganmavlobaSi meropenemis saxiT, damatebiT 12%-iT metabolitis saxiT. meningitiT daavadebuli bavSvebis cerebrospinalur siTxeSi meropenemis koncentracia plazmaSi koncentraciis daaxloebiT 20%-s Seadgens, Tumca arsebobs mniSvnelovani individualuri cvalebadoba.
meropenemis farmakokinetikam antiinfeqciuri mkurnalobis saWiroebis mqone axalSobilebSi aCvena ufro maRali klirensi ufro maRali qronologiuri an gestaciuri asakis axalSobilebSi, saSualod 2.9 saaTis naxevargamoyofis periodiT. ​​populaciuri farmakokinetikuri modelis safuZvelze Catarebulma monte karlos simulaciam aCvena, rom 20 mg/kg 8 saaTSi erTxel dozirebis reJimiT P. aeruginosa-sTvis miRweuli iqna 60% T>MIC dRenaklul axalSobilTa 95%-Si da droulad dabadebul axalSobilTa 91%-Si.

xandazmulebi
janmrTel xandazmul subieqtebSi (65-80 wlis) Catarebulma farmakokinetikurma kvlevebma aCvena plazmuri klirensis Semcireba, rac korelaciaSi iyo kreatininis klirensis asakTan dakavSirebul SemcirebasTan da araTirkmlismieri klirensis ufro mcire Semcireba. xandazmul pacientebSi dozis koreqcia saWiro ar aris, garda Tirkmlis saSualo da mZime ukmarisobis SemTxvevebisa (ix. paragrafi 4.2).

farmakokinetikuri/farmakodinamikuri damokidebuleba
sxva beta-laqtamuri antibaqteriuli saSualebebis msgavsad, meropenemis koncentraciebi saukeTesod korelirebs efeqtianobasTan, rodesac koncentraciebi aRemateba MIC-s (T:dro > MIC: minimaluri inhibirebis koncentracia). preklinikur modelebSi, meropenemma aCvena efeqtianoba, rodesac plazmuri koncentraciebi aRemateboda inficirebuli organizmebis MIC-s dozirebis diapazonis daaxloebiT 40%-iT.

5.3. preklinikuri usafrTxoebis monacemebi
cxovelebze Catarebuli kvlevebi miuTiTebs, rom meropenemi kargad gadaitaneba Tirkmelebis mier. 7-dRian kvlevaSi Tagvebsa da ZaRlebSi Tirkmlis milakebis dazianebis histologiuri mtkicebuleba dafiqsirda mxolod 2000 mg/kg da meti dozis erTjeradi miRebis Semdeg da maimunebSi 500 mg/kg dozaze.
meropenebi, zogadad kargad gadaitaneba centraluri nervuli sistemis mier. efeqtebi dafiqsirda mRrRnelebSi mwvave toqsikurobis kvlevebSi 1000 mg/kg-ze met doziebze.
mRrRnelebSi meropenemis intravenuri LD50 aRemateba 2000 mg/kg-s.
6 Tvemde xangrZlivobis ganmeorebiTi dozebis kvlevebSi dafiqsirda mxolod mcire efeqtebi, maT Soris ZaRlebSi sisxlis wiTeli ujredebis parametrebis daqveiTeba.
Cveulebriv testebSi ar iyo mutagenuri potencialis mtkicebuleba da ar iyo mtkicebuleba reproduqciuli toqsikurobis, maT Soris teratogenuli potencialis Sesaxeb virTxebSi 750 mg/kg-mde da maimunebSi 360 mg/kg-mde doziT Catarebul kvlevebSi. 
zrdasrul cxovelebTan SedarebiT, axalgazrda cxovelebSi meropenemis mimarT momatebuli mgrZnobelobis niSnebi ar dafiqsirebula. cxovelebze Catarebul kvlevebSi intravenuri formula kargad aitaneboda.
cxovelebze Catarebul kvlevebSi meropenemis erTaderT metabolits toqsikurobis msgavsi profili hqonda.

6. farmacevtuli maxasiaTeblebi

6.1. damxmare nivTierebebis CamonaTvali
uwylo natriumis karbonati

6.2. SeuTavseblobebi
merovalis gamoyeneba SesaZlebelia 6.6 paragrafSi miTiTebul sainfuzio xsnarebTan erTad.
merovali ar unda Seerios an daematos sxva preparatebs.

6.3. Senaxvis vada
24 Tve

ganzavebis Semdeg:
intravenuri ineqciis bolusiT Seyvana
bolusiT ineqciisTvis xsnari mzaddeba saineqcio wyalSi gaxsniT saboloo koncentraciamde 50 mg/ml. bolusiT ineqciisTvis momzadebuli xsnaris qimiuri da fizikuri stabiluroba gamoyenebisas dadasturebulia 2 saaTis ganmavlobaSi 25°C-mde temperaturaze an 12 saaTis ganmavlobaSi macivarSi (5°C) Senaxvisas.
mikrobiologiuri TvalsazrisiT, Tu gaxsnis/aRdgenis/ganzavebis meTodi ar gamoricxavs mikrobiologiuri dabinZurebis risks, produqti dauyovnebliv unda iqnes gamoyenebuli.
Tu ar gamoiyeneba dauyovnebliv, Senaxvis dro da pirobebi momxmareblis pasuxismgeblobas warmoadgens.

intravenuri infuziis Seyvana
sainfuzio xsnari mzaddeba samkurnalo produqtis ganzavebiT 0.9%-ian natriumis qloridis sainfuzio xsnarSi an 5%-ian deqstrozis sainfuzio xsnarSi saboloo koncentraciiT 1-dan 20 mg/ml-mde. sainfuzio xsnarisTvis momzadebuli 0.9%-iani natriumis qloridis xsnaris qimiuri da fizikuri stabiluroba gamoyenebisas dadasturebulia 4 saaTis ganmavlobaSi 25°C-mde temperaturaze an 24 saaTis ganmavlobaSi macivarSi (5°C) Senaxvisas. sxva xsnarebis Sesaxeb detaluri informaciisTvis ixileT paragrafi 6.4.

mikrobiologiuri TvalsazrisiT, Tu gaxsnis/aRdgenis/ganzavebis meTodi ar gamoricxavs mikrobiologiuri dabinZurebis risks, produqti dauyovnebliv unda iqnes gamoyenebuli. Tu ar gamoiyeneba dauyovnebliv, Senaxvis vada da pirobebi momxmareblis pasuxismgeblobas warmoadgens.
produqtis 5%-ian deqstrozis xsnarSi gaxsnili xsnari dauyovnebliv unda iqnes gamoyenebuli.
dauSvebelia ganzavebuli xsnarebis gayinva.

6.4. Senaxvis specialuri sifrTxilis zomebi
inaxeba 25°C-ze dabal temperaturaze, mSral adgilas da sinaTlisgan dacul adgilas.
dauSvebelia gayinva.
rekomendebulia axlad momzadebuli xsnarebis gamoyeneba intravenuri ineqciisa da infuziisTvis.
ganzavebuli produqti dauyovnebliv unda iqnes gamoyenebuli, Tumca ganzavebis Semdeg produqtis Senaxva SesaZlebelia oTaxis temperaturaze (25˚C) an macivarSi (5˚C).

Senaxvis pirobebi da xangrZlivoba ganzavebis da/an pirvelad gaxsnis Semdeg
	gamxsneli
	25˚C-ze stabiluria saaTebis ganmavlobaSi

	5˚C-ze stabiluria saaTebis ganmavlobaSi


	saineqcio wyali
	2
	12

	xsnarebi, romlebic momzadebulia qvemoT mocemuli xsnarebiT (1-20 mg/ml)

	0,9% natriumis qloridi
	4
	24

	5% glokoza
	1
	4

	10% glokoza
	1
	2

	5% glokoza da 0,225% natriumis qloridi
	2
	4

	0,9% natriumis qloridi da 5% glukoza
	1
	4

	5% glokoza da 0,15% kaliumis qloridi
	1
	6

	2,5% manitolis intravenuri infuzia
	2
	16

	10% manitolis intravenuri infuzia
	1
	8

	5% glukoza da 0,02% natriumis bikarbonatis intravenuri infuzia
	1
	6



momzadebuli meropenemis xsnaris gayinva dauSvebelia.

6.5. konteineris forma da Semcveloba
merovali mowodebulia ufero III tipis minis flakoniT, 25 ml tevadobiT.

6.6. utilizaciis gansakuTrebuli sifrTxilis zomebi da sxva mopyroba
gamouyenebeli produqti da narCeni masala unda ganadgurdes „samedicino narCenebis kontrolis regulaciis“ da „SefuTvisa da SefuTvis narCenebis kontrolis regulaciebis“ Sesabamisad.

merovali keTdeba intravenuri bolusiT ineqciiT, romelic grZeldeba daaxloebiT 5 wuTi, an intravenuri infuziiT, romelic grZeldeba daaxloebiT 15-30 wuTi, Sesabamisi miwodebis formebis gamoyenebiT.

bolusiT intravenuri ineqciisTvis merovali unda momzaddes steriluri saienqcio wyliT (5 ml 250 mg meropenemisTvis). es daaxloebiT 50 mg/ml koncentracias uzrunvelyofs.

merovali intravenuri infuzia SeiZleba ganzavdes Sesabamis sainfuzio siTxeebSi (50-200 ml).
merovali SeiZleba gamoyenebul iqnes Semdeg sainfuzio siTxeebTan erTad. 0.9%-iani natriumis qloridis xsnari
5%-iani an 10%-iani glukozis xsnari
0.02%-iani natriumis bikarbonati 5%-ian glukozis xsnarTan erTad
0.9%-iani natriumis qloridi da 5%-iani glukoza
0.225%-iani natriumis qloridis xsnari 5%-ian glukozasTan erTad
0.15%-iani kaliumis qloridis xsnari 5%-ian glukozasTan erTad
2.5%-iani an 10%-iani manitolis xsnari
merovali ar unda Seerios sxva preparatebis Semcvel xsnarebs.
momzadebisa da miRebis dros daculi unda iyos standartuli aseptikuri teqnika.
momzadebuli xsnarebi gamoyenebaxmde unda SeanjRres.
yvela flakoni gankuTvnilia mxolod erTjeradi gamoyenebisTvis

7. vaWrobis licenziis mflobeli

VEM İlaç San. ve Tic. A.Ş.
Maslak Mahallesi AOS 55. Sokak
42 Maslak A Blok Sit. No: 2/134
Sarıyer/İSTANBUL/TÜRKİYE

vem ilaC san ve tik. a.S.
maslak mahalesi aos 55 sokak
42 maslak a blok sit. #2/134
sarier/stamboli/TurqeTi

8. vaWrobis licenziis nomeri 

2020/114

9. licenziis pirvelad miniWebis/ganaxlebis TariRi

licenziis pirvelad miniWebis TariRi TurqeTSi: 22/05/2020

10. teqstis Sesworebis TariRi
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