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THCTPYKIIIs

AT MEIMYHOI0 3aCTOCYBAHHS JIKAPCLKOr0 3ac00y

MEPOIEHEM
(MEROPENEM)

MixHapoaHa Ha3Ba:
Meropenem

Jlikapcbka dopma:
CrepunbHHit NOPOLLOK JUIsS BHYTPIlIHBOBEHHOTO BBEAEHHS,

Ckaan:
OnuH dnakoH MIiCTHTL MEpPONEHEMY TPUFiLPAT, 1O eKBiBANEHTHO | T MepOreHeMy.
Jlonomiscna pevosuna: xkap6oHaT HaTpilo, WO ekBiBaneHTHO 0.208 T HaTpio (Ans perymosanns pH).

OcHOBHI Qi3HKO-XiMiUHI BIacTHBOCTI:
Kpucraniunuit nopomox 6inoro aGo maitie 6inoro koasopy.

ATX Koa: JOIDHO02

®apmakoTepaneBTHYHA Ipyna:
[TpoTumikpoOHi 3aco6M Ans cHcTeMHOro 3acTocyBaHHs. KapGanenemu.,

®apmMakoJIOriyHi BJaCTHBOCTI:

Dapmakoounamixa:

AHTHOIOTHK Tpynu KapOaneHeMiB [uls napeHTepanbHOro 3acTocyBanhs. Binm  crifikuii a0
aerigponentuaasu -1 (DHP-1) moannu i ve notpeGye 104aTKOBOrO BUKOpHUCTaHHs iHribitopa DHP-
I. bakrepuumnana nis MmeponeHemy o6yMOBIEHa i€l0 HAa CHHTE3 KIITUMHHOT CTIHKH Oakrepii. CuibHa
OakTepuumMaHa Ais MEPONEHEMY Ha LIKPOKHIA CNEKTp aepobiB Ta aHaepOBiB MOACHIOETHCS BHCOKUM
MPOHMKHEHHSIM Yepe3 KNITHHHY CTiHKY OakTepii, cTabifbHICTIO 10 GiNbLIOCTI GeTa-nakramas |
BHUCOKOIO CMOPIAHEHICTIO 10 OIIKIB, 3B’ 3aHUX 3 MEHILMIIHOM.

MiniManbHi GakTepuLKMIHI KOHLEHTpaLil 3a3B1Yail Taki Xk, 1K MiHiMaIbHi IHTIOYI0U] KOHLIEHTpaLii.

Criektp aHTuOakTepiafibHOi [ii MeponeHemy BKIIOYAE MPAKTHYHO BCi  KAiHIYHO 3Hauylli
PpaMIIO3MUTHBHI Ta rpaMHEraTUBHI aepoOHi Ta aHaepobHi MIKPOOPraHi3MH.

[lpenapar akTuBHMi 10 aepoGHMX rPaMNOZUTUBHUX Gakrepiii: cillus spp., Corynebacterium
diphtheriae, Enterococcus liquifaciens, Enterococcus avium, Listeria monocytogenes, Lactobacillus
spp., Nocardia asteroides, Staphylococcus aureus (NEHILMIIIH-NTPOAYKYIOY]  Ta MEHiLMIiH-
HENpoOAyKyloui  wramu), coagulase-negative  staphilococcs,  BkIIOUaIOUuM Staphylococcus

saprophyticus, — Staphylococcus — capitis,  Staphylococcus — cohnii, Staphylocoggg.ﬁ3éwj\0.s'u.s,
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intermedius, Staphylococcus sciuri, Staphylococcus lugdenensis, Streptococcus pneumoniae (K
4YTJIMBMX TaK 1 CTiKMX Jl0 neHiwuniny), Strepiococcus agalactiae, Streptococcus pyogenes,
Streptococcus equi, Streptococcus bovis, Streptococcus mitis, Streptococcus mitior, Streptococcus
milleri, Streptococcus sanguis, Streptococcus viridans, Streptococcus  salivarius, Streptococcus
morbillorum, Streptococci group G. rpyna F, Rhodococcus equi:

Aepobu  rpamHeraTWBHMX Gaktepiii: Achromobacter xylosoxidans, Acinetobacter —anitratus,
Acinetobacter Iwoffii, Acinetobacter baumannii, Aeromonas hydrophila, Aeromonas sorbria,
Aeromonas  caviae, Alcaligenes  faecalis, Bordetella bronchiseptica, Brucella melitensis,
Campylobacter coli, Campylobacter jejuni, Citrobacter freundii, Citrobacter diversus, Citrobacter
koseri, Citrobacter amalonaticus, Enterobacter aerogenes, Enterobacter agglomerans, Enterobacter
cloacae, Enterobacter sakazakii, Escherichia coli, Escherichia hermannii, Gardnerella vaginalis,
Haemophilus influenzae (BKn0YarO4M WTaMK, sSKi MPOAYKYIOTH B-nakramazy Ta crilikux 10

N

neHiunniny), Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter pylori, Neisseria
meningitidis, Neisseria gonorrhoeae (BKII0YAIOUH LUTAMM, SK NPOAYKYHOTh -1akTamasy Ta Ltamin
CTIMKMX 10 MNEHiuMNiHy 4 cnekTiHoMmiuuny), Hafnia alvei, Klebsiella pneumoniae, Klebsiella
aerogenes, Klebsiella ozaenae, Klebsiella oxytoca, Moraxella catarrhalis, Morganella morgannii,
Proteus mirabilis, Proteus vulgaris, Proteus penneri, Providencia retigeri, Providencia stuartii,
Providencia alcalifaciens, Pasteurella multocida, Plesiomonas shigelloides, Pseudomonas
aeruginosa, Pseudomonas putida, Pseudomonas alcaligenes, Pseudomonas cepacia, Pseudomonas
Jluorescens, Pseudomonas stutzeri, Pseudomonas pseudomallei, Pseudomonas acidovorans,
Salmonella spp., Salmonella enteritidis, Salmonella typhi, Serratia marcescens, Serratia liguefaciens,
Serratia rubidaea, Shigella sonnei, Shigella flexneri, Shigella boydii, Shigella dvsenteriae, Vibrio
cholerae, Vibrio parahaemolyticus, Vibrio vulnificus, Yersinia enterocolitica;

AHaepoOHi Gakrepii: Actinomyces odontolyticus, Actinomyces meyeri, Bacteroides-Prevotella-
Porphyromonas spp., Bacteroides fragilis, Bacteroides vulgatus, Bacteroides variabilis, Bacteroides
preumosintes, Bacteroides coagulans, Bacteroides uniformis, Bacteroides distasonis, Bacteroides
ovatus, Bacteroides thetaiotaomicron, Bacteroides eggerthii, Bacteroides capsillosis, Prevotella
buccalis, Prevotella corporis, Bacteroides gracilis, Prevotella melaninogenica, Prevotella
intermedia, Prevotella bivia, Prevotella splanchnicus, Prevotella oralis, Prevotella disiens,
Prevotella rumenicola, Prevotella ureolyticus, Prevotella oris, Prevotella buccae, Prevorella
denticola, Prevotella levii, Porphyromonas asaccharolyticus, Bifidobacterium spp., Bilophilia
wadsworthia, Clostridium perfringens, Clostridium bifermentans, Clostridium ramosum, Clostridium
sporogenes, Clostridium cadaveris, Clostridium sordellii, Clostridium butyricum, Closiridium
clostridiiformis, Clostridium innocuum, Clostridium subterminale, Clostridium tertium, Eubacterium
lentum, Eubacterium aerofaciens, Fusobacterium mortiferum, Fusobacterium necrophorum,
Fusobacterium nucleatum, Fusobacterium varium, Mobiluncus curtisii, Mobiluncus mulieris,
Peptostreptococcus anaerobius, Peptostreptococcus micros, Peptostreptococcus saccharolyticus,
Peptococcus  saccharolyticus,  Peptococcus — asaccharolyticus,  Peptostreptococcus — magnus,
Peptostreptococcus  prevotii, Propionibacterium  acnes,  Propionibacterium avidium,
Propionibacterium granulosum. KE
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Hactynni Gakrepii criiiki 1o npenapary. Stenotrophomonas maltophilia, Enterococcus faecium Ta
METULMIITHPE3UCTEHTHHH cTadinoKkok.

MeponeHem edekTHBHMN, fK Npu MOHOTepamil, Tak | npu komOiHoBamiit Tepamii 3 iHLIHMM
AHTUMIKPOOHMMM 3ac00aMM MijL Yac JIKYBaHHS MiKpOOGHUX iHeKLUili,

Dapmarkokinemuka:

Posnoain:

[1pu BHYTPILLHEOBEHHOMY BBEJIEHHI NpoTaAroM 30 XB 1 I MeporieHeMy MaKCHMaibHa KOHLEHTPALs
CTaHOBHUTH 49 MKI/MJ1, a npoTArom 5 XB 60/10CHOIO BBeAeHHS — | 12 MKr/MIl. 38’ 3yBaHHs 3 Ginkami
M1asMy CTaHOBUTL 2%.

HloGpe npoHMKae B TKAHWHK OPraHi3My i pilMHHU, BKIIOYAI0UH CIMHHOMO3KOBY PiJAMHY MPU MEHIHIIT].
MeTta60.1i3M Ta BUBe/IEHHS:

MeTaboiT MeporneHemMy € MiKpoGioNOriuHO aKTHBHUM.

70 % BBeaeHOI 103M BMBOAMTBCSA {3 CEUEIO Yy HE3MIHEHOMY B npoTsrom 12 roj.
dapMaKkOKIHETUYHI JaHi y AiTel Taki x, K i y J0pOCIUX.

dapmakokiHeTHKa MEpONEHeMY 3MIiHIOEThCA Y MAUIEHTIB 3 HWUPKOBOK HEJOCTATHICTIO, TOMY
KOperyBaHHs 03H JUlsl L€l TPYNH NauieHTiB 3iHCHIOETHCA BIAMOBIIHO 10 KIPEHCY KpeaTHHiHY.
[TeuinkoBi 3aXBOPIOBAHHA He BMJIMBAIOTH HA (PAPMAKOKIHETHKY MEPOTIEHEMY.

IToxa3zauus:
JlikyBanHs indekuil aiTeit Ta 10pocaux, cnpuyMHeHUX OaHMM abo Kinbkoma 30yaHMKAMH, SKi €
4yTJIMBI 10 Mpenapary:

- [1neBMOHIT (BKJIFOUAIOUH TOCTITABHY).

- IneKuiT ceyoBUBIIHUX HUISXIB.

- IndexuiT yepeBHOT MOPOIKHUHM.

- Iinexonoriuni indekuii (Taki Ak €HIOMETPUT Ta 3anajibHi 3aXBOPIOBAHHSA OpraHiB Ta30BOi

MOPOMKHUHMK).

- Indekuil Wwkipy Ta M IKUX TKAHKH.

- MeHiHriT.

- Centuuemis
BukopuctoByeThes Kk emnipuyHa Tepanis Npv CyMHIBY 1040 GakrepiansHoi indekuii y nopociux
(3 GebpunbHumMK emizofamu Ha T HeHTporeHii) y Burasai mouotepanii a6o B komGiHalii 3
MPOTUBIPYCHUMH ab0 NMPOTUrpUOKOBUMMU MpenapaTamu.

IIporunoka3zanusi:

[TinBuieHa YyTAUBICTb 10 Npenapary.

3 00epeKHICTIO NMpU3HayacTbess B KOMOIHALIT 3 MOTEHUIiHO HeQpOTOKCHUHUMM NpenapaTamy, a
TAKOX Mali€HTaM 3 JUCTeNCieto, 0CO6IMBO NMPH KONMT-aCOLiiI0BaHOT.

Crnioci6 3acTocyBaHHS T 103H:
Jlnst jopocnnx 103yBaHHA Ta TPUBANICTh Tepartil BCTAHOBIIOIOTLCA BIAMNOBIAHO 10 THMY TﬁIﬂ)tﬂ(QCTl
iH(EKLIT, a TAKOXK CTaHy nauieHTa. PekoMen10BaHo Taki 1060BI 103M: ol




Ilpy nHeBMOHIT, IH(EKUil CeYOBMBIAHMX WIAAXIB, TIHEKONOTIYHMX IH(EKUIAX (EHJAOMETPUT Ta
3analjibHi 3aXBOPIOBAHHS OpraHiB Manoro Ttasa), iHdekuii wkipy Tta M SKux TKaHuH — 500 mr
BHYTPILIHBOBEHHO KOXKHI § roj.

[Ipu rocnitanbHiil MHEBMOHIT, NEPUTOHITI, NpH Mif03pi Ha OakTepianbHy iH(EKIIIO 3 HeliTponeHicto,
a TaKOXK MpPH CENTHULEMIT - | I BHYTPILLIHBOBEHHO KOKHI 8 Toj1.

[Tpy MeHIHTITI - 2 T BHYTPiLLIHLOBEHHO KOXHI 8 roa.

[TaLlieHTaM 3 HUPKOBOIO HEIOCTATHICTIO, AIKLIO KipeHC KpeaTuHiny < S0 MII/XB, 103y CIijl 3MEHLIMTH
TaKUM YHHOM:

KuaipeHc kpeaTuHiny Opaunopasosa 103a Uae
TOTA
(ma/xB) (500mr yu 1r um 2r)
‘ 50-26 “ IloBHa oHOpa3oBa 103a H KoxHi 12 roaun W
25-10 [TonoBrHa 0/1HOPa30BOT 103U Kosxni 12 roann
P
| <10 H [TonoBuHa 0/IHOPa30BOT 1031 H KoxHi 24 roauu W

MeponeHeM BHBOAMTHCS 3@ AOMNOMONOK remojianizy, TOMY MpU HEOOXIAHOCTI MpOAOBIKEHHS
NiKyBaHHS, CJiJ BBECTH MOBHY OJHOPA30BY 03y (3al€XKHO BiA THUMY Ta TSHXKKOCTI iHQeKLIT) nics
CEeaHCy remojianisy AJs BiAHOBJIEHHs €PEKTUBHOT KOHLEHTpALLIT MEPONIEHEMY B MJ1a3Mi.

Hemae naHux npo 3acTocyBaHHS MEpONEHemy nauieHTaMm, ki nepeOyBaroTh Ha MEepUTOHEATbLHOMY
nianisi.

[lalienTH 3 NEYiHKOBOIO HEAOCTATHICTIO HEe NOTpeOyrOTh Kopekuii A03u. [TauieHTam niTHLOro BiKy 3
HopManbHOW QyHkUiero HHUpoK a6o KK >50 ma/xB Kopekiist 1031 He NoTpiOHa.

s niteit Bikom Bia 3 MicsuiB 10 12 poKiB peKOMEH0BaHa A03a A5 BHYTPIUIHEOBEHHOIO BBEACHHS
ctaHoBUTH 10-20 Mr/Kr KOxHI 8 roj (3a1eKHO BiJl TUIY Ta TSHKKOCTI IHPEKLIT, @ TAKOWK YYTAMBOCTI
J0 Mpenapary Ta 3arajJbHOMY cTaHy nauieHTa). Jlitam 3 macoto Tija >50 kr npu3HavyaoTh 1034, AK |
JOPOCIIHM.

[Ip1 MEHIHTITI peKOMEH/10BaHa 103a cTaHOBUTb 40 MI/Kr KOXHI 8 ro.

IHCTpYyKUis AJ1s1 IPUIOTYBaHHS Ta BBEAEHHS PO3YHHY:
Meponenem BBOAATbH BHYTPILHBOBEHHO OOJIFOCHO HE MEHLLUE HiK MpOTAroM S XB ab0 y BUIs
BHYTPILLUHBbOBEHHOT iHGY3iT npoTsirom 15-30 xB.

J1st BHYTPILIHBOBEHHOTO OOJIFOCHOrO BBEACHHS MEPOMNEHEM CJliJl PO3UMHUTH Y CTEPUIILHIN BOAI 1UTs
iH’€eKLIM (Ha koukHI 250 Mr meponeHemy S5 mi), 110 3a6e3nedye KOHLUEHTpaLito po3unHy S0 Mr/mi.
Jna BHYTpilUHBOBEHHOT 1H(Y3iT MEponeHeM Cliji pO3BECTH Y CTEpUbHIN BOAI s iH’eKuii abo y
CYMICHOMY po3uuHi aas iHdy3i#, a notim pozsectr (50-200 mut) y cyMiCHOMY po3uuHi ast iH(y3ii.
Meponernem cyMmicHUH 3 TakiMU poszuuHamu s iHQysii: 0,9% po3uuH HaTpio Xjopuiay A
BHYTPIlIHbOBEHHOT iHY3ii; 5% abo 10% po3uuH raokosun anst iHdysii; S% po3uuH riaoko3u ans
iHpy3iit B 0,02 po3unHi HaTpito rigpokapbonaty; 0,9% po3uuH HaTpito xjopuay 3 5% po3uuHOM
rnoko3u ans iHdysii; S % posuuH rioko3u aas indysii 3 0,225 po3urHOM HATPIO XJAOPUAY A
iHQY31i; 5% po3unH raroko3u aas indysii 3 0,15% po3unHom kanito ans
iHDy31i; 2,5% abo 10% po3unH MaHiTy A iHDy3ii.

MeponeHem He cllij 3MiLYBaTH 3 PO3YMHAMM IHLIKX JIKAPChKHUX 3ac00iB.
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Ilepen BBEJEHHAM PO3BeJCHMH po3urH HeoOXiaHO 360BTaTH. Yci (GaKoHH NpusHaueHl Juuie s
0JIHOPa30BOro BMKopHcTaHHs. [1ia 4ac po3BeeHHs MepoleHeMy Clli JOTPUMYBATHCS CTAHAAPTHHX
CTEPUIBHUX YMOB. PO3UMH it BHYTPIlIHbOBEHHUX iH]Y3iH PEKOMEHLYETHCS BUKOPUCTATH BIApasy
nic/si NPUrOTYBAHHA.

Oco0HMBOCTI 32CTOCYBAHHS:

SIk 1 npu 3acTocyBaHHI IHWIMX aHTUOIOTHKIB, MiA 4Yac JiKyBaHHA IHQEKUIA HMIKHIX AMXANbHUX
WJISXiB, CHAPHYMHEHUX CUHBOIHIHHOIO MalM4KOl, PEKOMEHAYEThCA PEryJsipHO  BH3HAYATH
YYT/IMBICTb 30yAHHMKA.

[lcepaoMeMOPaHO3HKI KOMIT COCTEPIraeThes Mij 4ac NpuiiomMy MpaKTUYHO BCiX aHTHOIOTHKIB, i
HOro AianazoHM iHTEHCHBHOCTI GOPMYIOTHCS Bijl JIerkuX 10 HebesnedHux aus xuTTa Gopm. Tomy
aHTUGIOTUKK NMPU3HAYAIOTH 3 00EPEXKHICTIO NALIEHTAM 13 3aXBOPIOBAHHAMHU [LJTYHKOBO-KHIIKOBOTO
TpakTy, 0cO6IMBO Npu KOMiTi. YV pasi BUHMKHEHHs Aiapei mig 4ac npuiomy aHTHOIOTHKIB CIijL
3anigo3puTi rncepaoMemMOpano3Huil konity. Hezpaxarouu Ha 1€, OCHOBHOIO MPUYUHOID PO3BUTKY
koaiTy € Clostridium difficile, 1o npoaykye TOKCHH, CJTiZl BpaXOBYBATH # iHILI MOKIMBI NPUYHHH.
[CHYIOTb KJiHIYHI Ta 1abopaTopHi AaHi OA0 YaCTKOBOT NEPEXPECHOT MinepyyTIMBOCTI MIXK IHIIMMHU
kapbaneHemamy Ta OeTa-NakTaMHMMKM aHTUOIOTMKAMM, NeHiuMniHaMu Ta 1edasocrnopuHamu.
HesBaskaloun Ha Te, U0 ajlepriuni peakiiii 4acTo MOB’A3aHi i3 3acTOCYBaHHAM Oera-naKTamHux
aHTUGIOTHKIB, MpPU 3aCTOCYBaHHI MeporeHemy aiepriddi peakuii crnocrepiranues piako. [lepen
BBEJIEHHAM MEpOMNeHeMy MAalli€HTIB CJid PO3MUTATH LIOJAO0 MiABMIIEHOT 4yTiMBOCTI 10 Oera-
NaKTaMHMX aHTUOIOTHKIB B aHaMHe3i, i B TakoMy BMMAJKy MEpOINEHEM CJiJ 3acTOCOBYBaTH 3
00epEKHICTIO.

[lpy nosBi anepriyHux peakuUill npenapar ciil BiAMIHMTM MPUIAOM MeEpOreHeMy Ta HajaTw
BIIMOBI/IHE JiKYBaHHs.

[NlawieHTam i3 3aXBOPIOBAHHSIMHM MEUIHKM MEpPOINEeHeM MNPU3HAYAIOTh MiJl PEryIsspHUM KOHTPOJEM
piBHs 6inipyOiHy Ta TpaHcaMiHa3.

Ak iy BUNAAKY 3 HIIMMK @aHTHGIOTHKAMHM, Y BUTIAJKY 3 MEPONEHEMOM OYiKYEThCS, 110 BIH CTHMYJIHOE
picT CTIHKUX MiKpOOpPraHi3MiB.

He peKkOMEH/YeThCA 3aCTOCOBYBATH MEpOTIEHEM TNpH iH(EKUisX, CNpUYMHEHMX CTIHKAMK 10
METHLUIIIHY cTadilloKOKaMHu.

BukopucTaHHs NpH JiKyBaHHI aiTel:

YV piteit 10 3 micsaui Oesnexa Ta eEKTUBHICTb HE BHMBYEHI, TOMY MEPOMNEHEM LIMM JITAM He
NpU3HAYAIOTh.

YV meniaTpuuHii npakTHLi Yy TNaLieHTIB 3 HelTponeHicio abo NEpBUHHMUM YW BTOPUHHUM
iMyHOIe() iLIMTOM JaHi MPO 3aCTOCYBAHHSA MEPOINIEHEMY BiJICYTHI.

V niteit 3 nopymeHnam GyHKLUIi Me4iHKKM Ta HUPOK AaHi 100 3aCTOCYBAHHs MEPOMEHeMY BiICYTHI.
V nawui€eHTiB 3 MEUiHKOBOKO HEJOCTATHICTIO KOPEKIis 1031 He MoTpiOHa. Y TakoMy BUIIAAKy npenapar
NPU3HAYAIOTH T1iJ PeryIsipHUM KOHTpoaeM 6inipy6iny Ta TpaHcamiHas.

[Mauientam 3 HupkoBoto HegocratHicTio (KK <51 Ma/XB) 103y Cllijt 3SMEHILUTH.

3acTrocyBaHHs y nepioa BarirHocTi abo rogyBaHHust Cpy/ILo:




besneka meporneHemy npu JliKyBaHHI BariTHUX He OyJa J10c/IiJuKeHa.

[Tin yac BariTHOCTI MOTEHILIHHA KOPUCTL /U MATepi NMOBMHHA MEPEeBUILYBATH PU3UK HEraTUBHOIO
BIUUIMBY Ha M. Y KOXKHOMY BUNAAKY HEOOXIHE CIIOCTEPEIKEHHS 3a NallEHTOM.

[Ipu rpyaHOMY BUrOLOBYBaHHI Y pasi HeOOXiAHOCTI BBEJEHHS Mpernapary rpyJjaHe BUTOJA0BYBaHHS
CJIJ IPUNTMHUTH.

IlepenosyBanusi:

[lepenosyBaHHss MoO)Ke BMHMKATH MiA 4ac JIIKYBaHHS MEpOMNEHEeMOM, OCOOJMBO Yy MNAlEHTIB 3
HUPKOBOIO HEJOCTATHICTHO.

JlikyBaHHA: cCUMMTOMaTH4Ha Tepanis. Y HOpMI Mpenapar WBMAKO BUBOAWUTHLCS 3 OpraHizmy. Y
NaUIEHTIB 3 HHUPKOBOIO HENOCTATHICTIO remojianiz e(eKTUBHO BUAASAE MeporneHeM i Horo
MeTaboiTH.

31aTHICTE BIJIMBATH HA WIBH/KICTHL peakuii Npu KepyBaHHI aBTOTPAHCHOPTOM ab0 iHIMHMU
MexaHi3MaMHu:
Jlani BIACYTHI.

B3zaemonist 3 iHIIMMH JTiKapCbKUMH 3aco0aMu:

Sk 1 MepornieHeM, npoOeHelur BUBOAWTHCA LUMAXOM KaHasiblieBoi cekpeuii. Tomy BiH 30iibL1ye
nepioJl HamiBBHUBEIEHHS MEpONEeHeMY Ta HOro KOHUEHTpauito B mniasMi. OIHOYACHE 3aCTOCYBaHHS
MeporeHemMy Ta NpobeHenly He PeKOMEHYEThCS.

HerarrBHU# BIIJIMB MEPOIEHEMY Ha IHLUI Npernapary He BCTaHOBJIEHA.

MeporneHeMm MOXKe 3HWIKYBATH PIBEHb BaJbMPOEBOT KUCJAOTH B MJa3Mi KPOBI, Y TOMY UKCII Y S KHX
NaLi€eHTIB, SIKIi OTPUMYIOTh TepaneBTHUYHY J103Y.

IToGiuna nis:
Tsxki noOiYHI peakuii BHHUKAOTL piako. OnucaHi HacTynHi No6iuHI edeKTH:

Anepeiuni peaxyii: piako — aHrOHEBPO3HUI HaOpsik, aHadinakTUUHI peakilii.

Hepmamonoziuni peaxyii: cBepOiK, BACHNAHHA, KPONUB’ AHKA; PiAKO — MyJbTH(OpPMHA (eKCyAaTHBHA
epurema), cunapom CriBeHca-/KOHCOHA Ta TOKCHUHUI enijiepManbHUi HEKpOJi3.

Posnaou 3 60Ky wayHkoso-kuuikoeoeo mpaxmy: Olb y XUBOTI, HyA0Ta, OJtOBaHHSA, JAiapes; B
MNOOJMHOKUX BUMAAKaxX - HEOOOPOTHE MiJABULLEHHS piBHA OinipyOiHYy B KpOBI, TpaHCcaMiHa3, JyKHOT
docdarasu i nakraraeriaporeHasu. B nooanHoKMX BUnaakax — nceBaoMeMOpaHO3HUN KOJIT.
Iopywennsa 3 6oky cucmemu KpogomeopeHHs. OOOPOTHUN TpoMOOUMTO3, e03uHOGiINis,
TPOMOOLIMTOMNEHis, JTEHKONEHIs Ta HeHTpomneHis (BKIIOYatOuM arpaHylouuTos). ¥ Aesikux MauieHTiB
MO3UTHBHA NpsMa Ta Hernpsma npoda Komba; Takoxk - 4aCTKOBE CKOPOUYEHHSI TPOMOONIaCTHHOBOTO
yacy.

Posznaou [JHC ma nepughepuunoi nepsosoi cucmemu: ronoBHui 6inb, napecresii; MOKAUBO - CY0MH,
X0ua B3a€MO3B’ 30K 3 MEPONEHEMOM He BCTAHOBJIEHU .

Micyeei peaxyii: 3ananenus, TpoM60haediT, 611b y Miclli BBEACHHS.
IHwi: KaHAKL03 POTOBOT MOPOKHUHH, BariHalbHUHI KaHIAKW03.
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YnakoBka:

CrepuibHIii NOPOLIOK Ul NPUrOTYBAHHS BHYTPILIHLOBEHHOIO PO3YMHY — | T Mepornetemy
MICTHUTBCS Yy CKISHOMY (IaKoHI 3 TyMOBOIO MPOGKOIO, amioMiHIEBOIO KPULIKOK Ta MIacTHKOBOIO
KPHULIKOIO.

[lo 1 ¢naxony 3 incTpykuieto i3 3aCTOCYBaHHA B KapTOHHIH ab0 rocniTaibHii ynaxkosui - no 50
(akoHiB y KapTOHHIH KOpoOL,.

Tepmin npumaTHocTi:
2 pOKH.

He BrkopucToByBaTH Npenapar nicas 3akiHueHHs TEPMiHY NPHAATHOCTI, O BKA3AHO Ha YMaKOoBII.

YMoBH 36epiranus:

36epiratu npu Temnepartypi He Buie 25°C y 3aXULIEHOMY Bij CBIT/IA MicCLIi.

36epiratv B HEJOCTYITHOMY A AiTeH Miclli.

PekomMeH1yeThest BUKOPUCTOBYBATH LIOHHO MPUIOTOBNCHHIA pO34MH A4 iH €Ki abo i y3iii, xoua
MPUroTOBNCHUH PO3UMH MeponeHeMy 36epirae cBO ePeKTHBHICTb NPH KiMHATHIH Temneparypi (He
Buiie 25°C) abo B x0n0annbHUKY (+4°C) MpOTAroM HACTYMHOTO Yacy:

T . Tpusaanicre A
‘puBagicThL
. P ) crabiabHocTi
3aci6 past po3seenHs et s (romuum)
. npu remneparypi 15- . )
n emMneparypi a0
25°C g 43 (If P
l Boaa nns iH’exuii jL 8 ronnH —}L 48 roauu 1
] 0,9 % Hatpito xn0pH oM H 8 roaunH ” 48 roamu J
) 5 % rnoko3010 ]L 3 roauH “ 14 rojinu ]
L 5 % rmokosoto Ta 0,225 % HaTpito XJI0pHAOM H 3 roauH H 14 roaun }
5 % rmoko3010 Ta 0,9 % HaTpito XT0PUIOM 3 roauH 14 roaunn 1
P p |
5% raroko30t0 Ta
) 3 roaunH 14 roaun
0,15% kanito xnopua
2,5 % a6o 10 % po3unHoM ManiTony i .
. 3 roauH 14 roauH
BHYTPILIHBOBEHHOT iHD Y3l |
10 % raroko3ot0 TL 2 roauH —” 8 roamu ]
5 % rmoxosoto ta 0,02 % Hatpiio
. . : oo 2 roauH 8 roanH
Oikap6oHAaTOM JUIS BHYTPIIHBOBEHHUX iH(Y3iii

Meponenem He NLISIrac 3aMoOPOKEHHIO!

YMoBH npoaaxy B anreni:
[l rpyna papmaueBTUYHNX 3aC06iB (3aCTOCOBYETHCA 3a NPUIHAUECHHSAM JTiKaps).

Bupobnuk:
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Instruction for use
MEROPENEM

International name:

Meropenem

Pharmaceutical form:

Sterile powder for solution for intravenous injection

Composition:

One vial contains Meropenem Trihydrate equivalent to 1g Meropenem.

Excipient: Sodium Carbonate equivalent to 0.208g Sodium (for pH adjustment).

Description:

White or almost white crystal powder.

ATC code: JOIDHO02

Pharmacological group:

Carbapenem group

Pharmacological action:

Pharmacodynamics

Antibiotic of carbapenem group for parenteral use. It is resistant to dehydropeptidase -1 (DHP-1)
of human and doesn’t require additionally to use DHP-1 inhibitor. The bactericide action of
Meropenem is due to the action on synthesis of bacterial cell wall. The strong bactericide action
of Meropenem to wide range aerobes and anaerobes is due to high penetration it the bacteria cell
wall, stability to most of beta-lactamase and high affinity to penicillin bound proteins. The
minimal bactericide concentrations usually are the same as minimal inhibitory concentrations.
The stage of antibacterial action of meropenem includes practically all clinically significant

gram-positive and gram-negative aerobic and anaerobic microorganisms.
The drug is active to aerobic gream-positive bacteria: acillus s ., Corynebacterium diphtheriae,
V. 'p

Enterococcus liquifaciens, Enterococcus avium, Listeria monocytogenes, Lactobacillus spp.,
Nocardia asteroides, Staphylococcus aureus (penicillinase-producing and non-producing strains),
coagulase-negative staphilococcs, including Staphylococcus saprophyticus, Staphylococcus
capitis, Staphylococcus cohnii, Staphylococcus xylosus, Staphylococcus warner, Staphylococcus
hominis, Staphylococcus simulans, Staphylococcus —intermedius, Staphylococcus  sciuri,
Staphylococcus lugdenensis, Streptococcus pneumoniae (penicillin resistant and susceptible),
Streptococcus  agalactiae, Streptococcus pyogenes, Streptococcus equi, Streptococcus bovis,

Streptococcus  mitis, Streptococcus mitior, Streptococcus millerd, Streptococcus _sanguis,

G, group F, Rhodococcus equi;

y.,

M

s,

/




Aerobic gram-negative bacteria: Achromobacter xylosoxidans, Acinerobacter anitratus,
Acinetobacter Iwoffii, Acinetobacter baumannii, Aeromonas h ydrophila, Aeromonas sorbria,
Aeromonas caviae, Alcaligenes faecalis, Bordetella bronchiseptica, Brucella melitensis,
Campylobacter coli, Campylobacter jejuni, Citrobacter freundii, Citrobacter diversus, Citrobacter
koseri, Citrobacter amalonaticus, Enterobacter aerogenes, Enterobacter agglomerans,
Enterobacter cloacae, Enterobacter sakazakii, Escherichia coli, Escherichia hermannii,
Gardnerella vaginalis, Haemophilus influenzae (including f-lactamase producing strains and
ampicillin resistant strains), Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter
pylori, Neisseria meningitidis, Neisseria gonorrhoeae (including f-lactamase producing strains
and penicillin and spectinomicin resistant strains) , Hafnia alvei, Klebsiella pneumoniae,
Klebsiella aerogenes, Klebsiella ozaenae, Klebsiella oxytoca, Moraxella catarrhalis, Morganella
morgannii, Proteus mirabilis, Proteus vulgaris, Proteus penneri, Providencia rettgeri, Providencia
stuartii, Providencia alcalifaciens, Pasteurella multocida, Plesiomonas shigelloides, Pseudomonas
aeruginosa, Pseudomonas putida, Pseudomonas alcaligenes, Pseudomonas cepacia, Pseudomonas
fluorescens, Pseudomonas stutzeri, Pseudomonas pseudomallei, Pseudomonas acidovorans,
Salmonella spp., Salmonella enteritidis, Salmonella typhi, Serratia marcescens, Serratia
liquefaciens, Serratia rubidaea, Shigella sonnei, Shigella flexneri, Shigella boydii, Shigella
dysenteriae, Vibrio cholerae, Vibrio parahaemolyticus, Vibrio vulnificus, Yersinia enterocolitica;
Anaerobic bacteria: Actinomyces odontolyticus, Actinomyces meyeri, Bacteroides-Prevorella-
Porphyromonas spp., Bacteroides fragilis, Bacteroides vulgatus, Bacteroides variabilis, Bacteroides
pneumosintes, Bacteroides coagulans, Bacteroides uniformis, Bacteroides distasonis, Bacteroides
ovatus, Bacteroides thetaiotaomicron, Bacteroides eggerthii, Bacteroides capsillosis, Prevotella
buccalis, Prevotella corporis, Bacteroides gracilis, Prevotella melaninogenica, Prevotella
intermedia, Prevotella bivia, Prevotella splanchnicus, Prevotella oralis, Prevotella disiens,
Prevotella rumenicola, Prevotella ureolyticus, Prevotella oris, Prevotella buccae, Prevotella
denticola, Prevotella levii, Porphyromonas asaccharolyticus, Bifidobacterium spp., Bilophilia
wadsworthia, Clostridium perfringens, Clostridium bifermentans, Clostridium ramosum,
Clostridium sporogenes, Clostridium cadaveris, Clostridium sordellii, Clostridium butyricum,
Clostridium clostridiiformis, Clostridium innocuum, Clostridium subterminale, Clostridium
tertium, FEubacterium lentum, FEubacterium aerofaciens, Fusobacterium mortiferum,
Fusobacterium necrophorum, Fusobacterium nucleatum, Fusobacterium varium, Mobiluncus
curtisii, Mobiluncus mulieris, Peptostreptococcus anaerobius, Peptostreptococcus micros,
Peptostreptococcus saccharolyticus, Peprococcus saccharolyticus, Peptococcus asaccharolyticus,
Peptostreptococcus  magnus,  Peptostreptococcus — prevotii, — Propionibacterium  acnes,
Propionibacterium avidium, Propionibacterium granulosum.

These are resistant to the drug: Stenotrophomonas maltophilia, Enterococcus f;

methicillin resistant staphylococcus.




Meropenem is effective in mono- and combination therapies together with other antimicrobial
agents during the treatment of microbial infections.
Pharmacokinetics
Distribution
During the administration of 1 g meropenem for 30 min intravenously the maximal concentration
is reached as 49 mkg/ml but during 5 min bolus administration - 112 mkg/ml. Plasma protein
bound is 2%.
It is well penetrated in body tissues and fluids including cerebrospinal fluid with meningitis.
Metabolism and excretion
The only metabolite of meropenem is microbiologically active.
70% of the administered dose is excreted in urine unchanged within 12 h. Pharmacokinetics data
in children is the same is in adults.
Pharmacokinetics of meropenem is changed in patients with renal impairment therefore the dose
adjustment is this group of patients is done according to creatinine clearance.
Hepatic deceases doesn’t influence on pharmacokinetics of meropenem.
Indications:
Treatment of infections in children and adults caused by one or several microorganisms
susceptible to the drug:
- Pneumonias (including hospital)

- Urinary tract infections

- Intra-abdominal infections

- Gynecological infections (such as endometritis and inflammatory deceases of pelvic cavity

organs)

- Skin and soft tissue infections

- Meningitis

- Septicemia
As an empirical therapy in case of a doubt on bacterial infection in adults (with febrile episodes
on the background of neutropenia) in monotherapy or in combination with antiviral or antifungal
drugs.
Contraindications
Hypersensitivity to the drug.
It is administered with caution in combination with potentially nephrotoxic drugs, as well as in
patients with dyspepsia, especially in cases associated to colitis.
Dosage and administration:
In adults dosage and duration of the therapy is established according to the type and severity of

infection as well as the condition of the patient. It is recommended the following dai
s




In pneumonias, urinary tract, gynecologic (endometritis and pelvic cavity organs inﬂammatory
disease (, skin and soft tissues infections - 500mg intravenously in every 8 h.

In hospital pneumonias, peritonitis, in patients where there is a doubt on bacterial infections with
neutropenia , as well as in septicemia 1 g is administered intravenously in every 8h.

In meningitis - 2g intravenously in every 8 h.

In patients with renal impairment when creatinine clearance is < 50ml/min the dose should be

reduced as follows:

) Dose calculated on a dose unit Number of
CC (ml/min) o _
(500mg or 1g or 2g) administrations
50-26 One dose unit [nevery 12 h
25-10 Half of a dose unit In every 12 h
<10 Half of a dose unit In every 24 h

Meropenem is removed by hemodialysis, therefore in case if it is necessary to continue the
treatment, the dose unit should be administered (is established according to type and severity of
the infection) after the hemodialysis session in order to recover the effective concentration in
plasma.

There is no experience of the use of meropenem in patients being on peritoneal dialysis.

Patients with hepatic impairment don’t require dose adjustment. Elderly patients with normal
renal function or CC >50 ml/min the dose adjustment is not required.

In children from 3 months to 12 years old the recommended dose for intravenous administration
is 10-20mg/kg in every 8 h according to type and severity of the infection as well as sensitivity
and condition of the patient. In children with >50 kg body weight the doses as in adults are
administered.

In meningitis the recommended dose is 40mg/kg in every 8 h.

Preparation of the solution and administration rules

Meropenem is administered intravenously bolus injection not less than during 5 min or as
intravenous infusion during 15-30 min .

For intravenous bolus injection meropenem should be reconstituted in sterile water for injection
(On every 250mg meropenem 5ml) that provides 50mg/ml concentration solution/

For intravenous infusion meropenem should be reconstituted in sterile water for injection or in

compatible solution for infusion and after diluted (50-200ml) in compatible solution for infusion

Meropenem is compatible with the following solutions for infusion: 0,9% Sodium Chloride

solution for intravenous infusion; 5% or 10% glucose solution for infusion; 5% glucose solution

for infusion in 0,02 sodium bicarbonate; 0,9% sodium chloride solution with 5% glu soltitio;



for infusion; 5% glucose solution for infusion with 0,225 sodium chloride solution for infusion;
5% glucose solution for infusion with 0,15% potassium solution for infusion; 2,5% or 10%
mannitol solution for infusion .

Meropenem should not be mixed with the solutions of other medications.

Before administration the diluted solution should be shaken. All vials are only for a single use.
During the dilution of meropenem standard aseptic norms should be followed/ I tis recommended
to use the newly prepared solution for intravenous injection and infusion.

Safety measures:

As with other antibiotics, during the treatment of infections of lower respiratory tract caused by
Pseudomonas aeruginosa it is recommended to establish regularly the susceptibility of the
causative.

Pseudomembranous colitis is observed during administration practically of all antibiotics and its
intensity ranges form mild to life threatening forms. Therefore, antibiotics are administered
cautiously in patients with gastrointestinal system disorders especially in case of colitis. In case of
diarrhea developed during administration of antibiotics the diagnosis of pseudomembranous
colitis should be considered. Despite that, the main reason of development of colitis is Clostridium
difficile producing toxin other causative reasons should be considered as well.

There are clinical and laboratory data on partially cross hypersensitivity between other
carbapenems and beta-lactam antibiotics, penicillins and cephalosporins. Despite that allergic
reactions are often associated with the use of beta-lactam antibiotics, the allergic reactions were
rarely observed during administration of meropenem. Patients should be questioned about the
hypersensitivity to beta-lactam antibiotics in anamnesis before administration of meropenem and
in such case administration of meropenem should be done cautiously.

The drug should be withdrawn and appropriate measures conducted when allergic reactions
develop.

In patients with hepatic deceases, meropenem is administered under regular control of bilirubin
and transaminases.

As with other antibiotics, in case of meropenem it is expected to make resistant microorganisms
to grow.

The use of meropenem in infections caused by methicillin resistant staphylococcus is not
recommended.

Use in pediatrics:

In children up to 3 months the safety and effectiveness is not studied therefore meropenem is not
administered in these children.

In pediatric practice in patients with neutropenia or primary or secondary immunodeficiency the

data on use of meropenem are missing.




In patients with hepatic impairment the dose correction is not needed. In such case the drug is
administered under regular control of bilirubin and transaminases.

In patients with renal impairment (CC <51 ml/min) the dose should be reduced.

Pregnancy and lactation

In pregnancy the safety of meropenem is not studies.

In pregnancy the potential benefit for mother should exceed the risk of negative influence on
fetus. In each case observation on the patient is necessary.

In lactation in case if it is necessary to administer the drug the lactation should be stopped.

Over dosage:

The over dosage may be during treatment with meropenem especially in patients with renal
Impairment.

Treatment: Symptomatic therapy. In norm the drug is rapidly excreted from the body . in patients
with renal impairment hemodialysis is effectively removes meropenem and its metabolites.
Effect on ability of driving and working machines

There are no data.

Interaction with other drugs:

Like meropenem probenecid is removed by tubular secretion. Therefore it increases half-life of
meropenem and its concentration in plasma. The concomitant administration of meropenem and
probenecid is not recommended.

The undesirable effect of meropenem on other drugs is not established.

Meropenem may reduce valproic acid level in blood plasma including in some patients under
therapeutic dose.

Side effects:

Severe side effects are rare. The following side effects are described: Allergic reactions: rare -
angioneurosis swelling, anaphylactic reactions.

Dermatology reactions: itching, rash, urticaria; rare - multiform (exudative erythema), Stevens-
Johnson’s syndrome and toxic epidermal necrolysis.

Gastrointestinal system disorders: abdominal pain, nausea, vomiting, diarrhea; in single cases -
irreversible increased levels of blood bilirubin, transaminases, alkaline phosphatase and
lactatdehydrogenase . In single cases - pseudomembranous colitis.

Hematopoietic system disorders: reversible thrombocytosis, eosinophilia, thrombocytopenia,
leukopenia and neutropenia (including agranulocytosis). In some patients direct and indirect
Comb’s positive probe ; also - partial reduction of thromboplastin time.

CNS and peripheral neural system disorders: headache, paresthesia; possibly - seizures, though
the causal relation to meropenem is not established.

Local reactions: inflammation, thrombophlebitis, injection site pain.

Others: mouth cavity candidiasis, vaginal candidiasis.
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Presentation form:

Sterile powder for intravenous solution - Meropenem 1g in glass vial with rubber stopper,
aluminum cap and plastic cover.

1 vial with instruction for use is in carton box or hospital packaging - 50 vials in carton box.
Shelf life:

Shelf life - 2 years.

Don’t use the drug after the expiration of shelf life indicated on the package.

Storage

Store at not above 25 C at the place protected from light.

Keep away from children.

It is recommended to use newly prepared solution for injection or infusion though the prepared
solution of meropenem maintains effectiveness at the room temperature (not above 25C) or in

refrigerator (+4C) during the following time:

@bih'ty of the prepared Stability of the
Diluent solution at prepared solution at
15-25°C 4°C temperaturaze
'Water for injection 8 h 48 h
0,9% Sodium chloride solution 8 h 48 h
5% glucose solution for infusion 3h 14 h »
5% glucose solution for infusion with 0,225% sodium s n
chloride solution for infusion
5% glucose solution for infusion with N
0,9% sodium chloride solution - bk
5% glucose solution for infusion with
0,15% potassium chloride solution for infusion A0 ih |
2,5% or 10% mannitol solution for infusion gh 14h K
10% glucose solution for infusion with 2h 8 h ]
5% glucose solution for infusion with bk 2 b
0,02% sodium bicarbonate solution

Don'’t froze meropenem!

Release from pharmacy: Il pharmaceutical product group, released with form N3 prescription.

Manufacturer Company:
Ltd. “AbiPharm”




Georgia, Mtskheta municipality
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xelmowera TariRi

specifikacia
" dokumenti # versia 01 originali b.a.
8012GEO/Sp/16
specifikacia SesafuT masalaze: preparatis meropenemis anotacia
moamzada: Seamowma: Seamowma: daamtkica:
registraciis ganyofilebis ufrosi | warmoebis xarisxis kontrolis ganyofilebis direqtori
ufrosi ufrosi

xelmowera TariRi

xelmowera TariRi

xelmowera TariRi

Ggv. 110-dan

(Stangel-fargali)

parametri meTodi zRvari
: : meropenemis anotacia TeTri feris
aRwera vizualuri
qaRaldze
taciis sior7 sazomi mowyobiloba -
anotaclis sigrZe (Stangel-fargali) .0 sm
B sazomi mowyobiloba
anotaciis sigane 15.0 sm

gamoyenebis instruqcia
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dokumenti # versia 01 originali b.a.
8012GEO/Sp/16
specifikacia SesafuT masalaze: preparatis meropenemis anotacia
Ggv. 210-dan
d9mm396900
MEROPENEM

saerTaSoriso dasaxeleba:
meropenemi (Meropenem)

wamlis forma:
steriluri fxvnili venaSi Sesayvani xsnaris mosamzadeblad

Semadgenloba:

erTi flakoni Seicavs 1g meropenemis eqvivalentur meropenemis trihidrats.

damxmare  nivTiereba:  0.208g  natriumis  eqvivalenturi natriumis  karbonati  (pH-is
SesanarCuneblad).

sRweriloba:
TeTri an TiTgmis TeTri feris kristaluri fxvnili.

farmakologiuri jgufi:
karbapenemebis jgufis antibiotiki

aTq kodi - JOIDHO02

farmakologiuri mogqmedeba:

farmakodinamika

parenteraluri gamoyenebis karbapenemebis jgufis antibiotiki, mdgradia adamianis dehidropeptidaza-
I (dhp-1)-is mimarT, ar moiTxovs damatebiT dhp-1-is inhibitoris gamoyenebas.

meropenemis  baqtericiduli moqmedeba ganpirobebulia bagteriis ujredis kedlis sinTezze
zemoqmedebiT. meropenemis Zlieri baqtericiduli mogmedeba, farTo speqtris aerobuli da anaerobuli
baqteriebis mimarT, ganpirobebulia baqteriis ujredis kedelSi maRali SeRwevadobiT, mravali B-
lagtamazas mimarT stabilurobiT da penicilinebis SemboWavi cilebisadmi maRali afinobiT.
minimaluri bagqtericiduli koncentraciebi, Cveulebriv igivea, rac minimaluri mainhibirebeli
koncentraciebi.

meropenemis antibaqteriuli aqtivobis speqtri moicavs praqtikulad yvela klinikurad mniSvnelovan
gramdadebiT da gramuaryofiT aerobul da anaerobul mikroorganizms.

prepalatl aqtlurla aerobuli gramdadeblTl baqteriebis mlmarT Baczllus 5pp Cozjynebacu,uum




specifikacia
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specifikacia SesafuT masalaze: preparatis meropenemis anotacia

Ggv. 310-dan

spp.,  Nocardia asteroides,  Staphylococcus —aureus (penicilinazas maproducirebeli  da
aramaproducirebeli Stamebi), koagulaza-uaryofiTi stafilokokebi, maT Soris Staphylococcus
saprophyticus,  Staphylococcus — capitis,  Staphylococcus — cohnii,  Staphylococcus — xylosus,
Staphylococcus  warneri, Staphylococcus hominis, Staphylococcus simulans, Staphylococcus
intermedius, Staphylococcus sciuri, Staphylococcus lugdenensis, Streptococcus pneumoniae
(penicilinis mimarT mgrZnobiare da mdgradi), Streptococcus agalactiae, Sireptococcus pyogenes,
Streptococcus equi, Streptococcus bovis, Streptococcus mitis, Streptococcus mitior, Streptococcus
milleri, Streptococcus sanguis, Streptococcus viridans, Streptococcus salivarius, Streptococcus
morbillorum, streptokokebi jgufi G, jeufi F, Rhodococcus equi;

aerobuli  gramuaryofiTi baqteriebi: Achromobacter xylosoxidans, Acinetobacter —anitratus,
Acinetobacter Iwoffii, Acinetobacter baumannii, Aeromonas hydrophila, Aeromonas sorbria,
Aeromonas caviae, Alcaligenes faecalis, Bordetella bronchiseptica, Brucella melitensis,
Campylobacter coli, Campylobacter jejuni, Citrobacter freundii, Citrobacter diversus, Citrobacter
koseri, ~ Citrobacter —amalonaticus, ~Enterobacter —aerogenes, Enterobacter —agglomerans,
Enterobacter cloacae, Enterobacter sakazakii, Escherichia coli, Escherichia hermannii,
Gardnerella vaginalis, Haemophilus influenzae (B-laqtamazas maproducirebeli Stamebisa da
ampicilin-rezistentuli Stamebis CaTvliT), Haemophilus parainfluenzae, Haemophilus ducreyi,
Helicobacter pylori, Neisseria meningitidis, Neisseria gonorrhoeae (B-lagtamazas maproducirebeli
Stamebis da penicilinisa da spektinomicinisadmi mdgradi Stamebis CaTvliT), Hafnia alvei,
Klebsiella pneumoniae, Klebsiella aerogenes, Klebsiella ozaenae, Klebsiella oxytoca, Moraxella
catarrhalis, Morganella morgannii, Proteus mirabilis, Proteus vulgaris, Proteus penneri,
Providencia rettgeri, Providencia stuartii, Providencia alcalifaciens, Pasteurella multocida,
Plesiomonas  shigelloides, Pseudomonas aeruginosa, Pseudomonas putida, Pseudomonas
alcaligenes, Pseudomonas cepacia, Pseudomonas Jluorescens, Pseudomonas stuizeri, Pseudomonas
pseudomallei, Pseudomonas acidovorans, Salmonella spp., Salmonella enteritidis, Salmonella typhi,
Serratia marcescens, Serratia liquefaciens, Serratia rubidaea, Shigella sonnei, Shigella flexneri,
Shigella boydii, Shigella dysenteriae, Vibrio cholerae, Vibrio parahaemolyticus, Vibrio vulnificus,
Yersinia enterocolitica,

anaerobuli baqteriebi: Actinomyces odontolyticus, Actinomyces meyeri, Bacteroides-Prevotella-
Porphyromonas spp., Bacteroides fragilis, Bacteroides vulgatus, Bacteroides variabilis, Bacteroides
pneumosintes, Bacteroides coagulans, Bacteroides uniformis, Bacteroides distasonis, Bacteroides
ovatus, Bacteroides thetaiotaomicron, Bacteroides eggerthii, Bacteroides capsillosis, Prevotella
buccalis, Prevotella corporis, Bacteroides gracilis, Prevotella melaninogenica, Prevotella
intermedia, Prevotella bivia, Prevotella splanchnicus, Prevotella oralis, Prevotella disiens,
Prevotella rumenicola, Prevotella ureolyticus, Prevotella oris, Prevotella buccae, Prevotella
denticola, Prevotella levii, Porphyromonas asaccharolyticus, Bifidobacterium spp., Bilophilia
wadsworthia,  Clostridium — perfringens, Clostridium bifermentans, Clostridium  ramosum,
Clostridium sporogenes, Clostridium cadaveris, Clostridium sordellii, Clostridium buytyri
Clostridium clostridiiformis, Clostridium innocuum, Clostridium subterminale, Clostridii
Eubacterium lentum, Eubacterium aerofaciens, Fusobacterium mortiferum, ;1
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necrophorum, Fusobacterium nucleatum, Fusobacterium varium, Mobiluncus curtisii, Mobiluncus
mulieris, — Peptostreptococcus — anaerobius, — Peptostreptococcus — micros, Peptostreptococcus
saccharolyticus, Peptococcus saccharolyticus, Peptococcus asaccharolyticus, Peptostreptococcus
magnus, Peplosireptococcus prevotii, Propionibacterium acnes, Propionibacterium avidium,
Propionibacterium granulosum.

preparatisadmi mdgradia Stenotrophomonas maltophilia, Enterococcus faecium da meTicilin-
rezistentuli stafilokokebi.

meropenemi efeqturia mono- da kombinirebul TerapiaSi sxva antimikrobul saSualebebTan erTad
polimikrobuli infeqciebis mkurnalobis dros.

garmakokinetika:

gadanawileba

I'g meropenemis 30 wuTis ganmavlobaSi venaSi Seyvanisas miiRweva magsimaluri koncentracia -
49mkg/ml, xolo 5 wT-is ganmavlobaSi bolusuri Seyvanisas - 112mkg/ml. plazmis cilebs
ukavSirdeba daaxloebiT 2%.

kargad aRwevs organizmis qsovilebsa da siTxeebSi, maT Soris baqteriuli meningitiT
daavadebulebis cerebrospinalur siTxeSi.

metabolizmi da gamodevna

meropenemis erTaderTi metaboliti mikrobiologiurad araaqtiuria.

miRebuli dozis 70% gamoiyofa SardTan erTad Seucvleli saxiT, 12 saaTis ganmavlobaSi.

bavSvebSi meropenemis farmakokinetikuri maCveneblebi mozrdilebis msgavsia.

meropenemis farmakokinetika Tirkmlis ukmarisobiT daavadebulebSi icvleba, amitom am jgufis
pacientebSi dozis koreqcia xdeba kreatininis klirensis gaTvaliswinebiT.

RviZlis daavadebebi gavlenas ar axdens meropenemis farmakokinetikaze.

Cveneba:
preparatisadmi mgrZnobiare erTi an ramdenime mikroorganizmiT gamowveuli infeqciebis
mkurnaloba bavSvebsa da mozrdilebSi:
- pnevmoniebi (maT Soris hospitaluri);
- saSarde sistemis infeqciebi;
- muclis Rrus organoTa infeqciebi;
- ginekologiuri infeqciebi (rogoricaa, endometriti da menjis organoTa anTebiTi daavadebebi);
- kanisa da rbili qsovilebis infeqciebi;
- meningiti;
- septicemia;
- empiriuli Terapiis saxiT, bagteriul infeqciaze eWvis SemTxvevaSi, mozrdil pacientebSi
(neitropeniis  fonze febriluri epizodebiT) monoTerapiaSi an antivirusulzan Sok
sawinaaRmdego saSualebebTan kombinaciaSi. ;




specifikacia

dokumenti #

8012GEO/Sp/16

versia 01

originali

b.a.

specifikacia SesafuT masalaze: preparatis meropenemis anotacia

Ggv. 510 - dan

UakuCveneba:

- preparatisadmi momatebuli mgrZnobeloba.
sift TxiliT iniSneba potenciurad nefrotogsikur preparatebTan kombinaciaSi, aseve pacientebSi
dispefsiiT, gansakuTrebiT kolitTan asocirebul SemTxvevebSi.

dozireba da miRebis wesi:

mozrdilebSi dozireba da Terapiis xangrZlivoba dgindeba infeqciis tipisa da simZimis, aseve,
pacientis mdgomareobis gaTvaliswinebiT. rekomendebulia Semdegi sadReRamiso dozebi:
pnevmoniebis, saSarde sistemis, ginekologiuri (endometriti da menjis Rrus organoTa anTebiTi
daavadebebi), kanisa da rbili gsovilebis infeqciebis samkurnalod - 500mg intravenurad yovel 8
saaTSi erTxel.

hospitaluri pnevmoniebis, peritonitis, pacientebSi neitropeniiT baqteriul infeqciebze eWvis
SemTxvevaSi, aseve, septicemiis dros iniSneba - lg intravenurad yovel 8 saaTSi erTxel.

meningitis dros - 2g intravenurad yovel 8 saaTSi erTxel.

pacientebSi Tirkmlis funqciis darRveviT, roca kreatininis klirensi naklebia 50ml/wT-ze doza unda
Semcirdes Semdegnairad:

lireatininis klirensi doza dozis erTeulze gadaangariSebiT J R el 1
(ml/wT) (500mg an 1g an 2g)

50-26 JerTi dozis erTeuli |yovel 12 saaTSi B
R5-10 |dozis erTeulis naxevari |lyovel 12 saaTSi ]
<10 ‘Hdozis erTeulis naxevari T[}iovel 24 saaTSi J]

meropenemi  gamoidevneba hemodializiT, amitom, Tu mkurnalobis gagrZeleba saWiroa,
rekomendebulia dozis erTeulis (dgindeba infeqciis tipisa da simZimis mixedviT) Seyvana
hemodializis damTavrebis Semdeg, raTa plazmaSi aRdges meropenemis efeqturi koncentracia.
meropenemis gamoyenebis gamocdileba pacientebSi, peritonealuri dializiT, ar arsebobs.

pacientebi RviZlis funqciuri ukmarisobiT, dozis koreqcias ar moiTxoven.

xandazmuli pacientebi Tirkmlis normaluri funqciiT an kk meti 50 ml/wT-ze, dozis koreqcias ar
saWiroeben.

bavSvebSi 3 Tvidan 12 wlamde rekomendebuli doza intravenuri gamoyenebisTvis Seadgens 10-20
mg/kg yovel 8 saaTSi erTxel infeqciis tipisa da simZimis, mgrZnobelobisa da pacientis
mdgomareobis gaTvaliswinebiT. 50kg-ze meti wonis bavSvebSi iniSneba mozrdilTa dozebi.
meningitis dros rekomendebuli doza Seadgens 40mg/kg yovel 8 saaTSi.

preparatis xsnaris momzadebis da Seyvanis wesi

meropenemi iniSneba intravenurad bolusuri ineqciis saxiT aranakleb 5 wuTis ganm
intravenuri infuziis saxiT 15-30 wuTis ganmavlobaSi.
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intravenuri bolusuri ineqciisTvis meropenemi unda gaixsnas sterilur saineqcio wyalSi (meropenemis
yovel 250mg-ze Sml), rac uzrunvelyofs 50mg/ml koncentraciis xsnaris miRebas.

intravenuri  infuziisTvis meropenemi unda gaixsnas sterilur saineqcio wyalSi an SeTavsebad
sainfuzio xsnarSi da Semdeg kvlav ganzavdes (50-200ml-mde) SeTavsebad sainfuzio xsnarSi.
meropenemi  SeTavsebadia Semdeg sainfuzio xsnarebTan: 0,9% natriumis qloridis xsnari
intravenuri infuziisTvis; 5% an 10% glukozis sainfuzio xsnari; 5% glukozis sainfuzio xsnari 0,02%
natriumis bikarbonatTan erTad; 0,9% natriumis qloridis xsnari 5% glukozis sainfuzio xsnarTan
erTad; 5% glukozis sainfuzio xsnari 0,225% natriumis qloridis sainfuzio xsnarTan erTad; 5%
glukozis sainfuzio xsnari 0,15% kaliumis sainfuzio xsnarTan erTad; 2,5% an 10% manitolis
sainfuzio xsnari.

meropenemi ar unda Seerios sxva preparatebis Semcvel xsnarebs.

gamoyenebamde ganzavebuli xsnari unda SeinjRres. yvela flakoni mxolod erTjeradi
gamoyenebisTvisaa. meropenemis ganzavebisas daculi unda iyos standartuli aseptikis normebi.
rekomendebulia intravenuri ineqciisa da infuziisTvis gamoiyenon meropenemis axalmomzadebuli
Xsnari,

usafrTxoebis zomebi:
iseve, rogorc sxva antibiotikebis SemTxvevaSi, Pseudomonas aeruginosa-Ti gamowveuli qveda
sasunTqi  gzebis infeqciebis meropenemiT monoTerapiisas, rekomendebulia, regularulad
gamomwvevis mgrZnobelobis dadgena.

fsevdomembranuli  koliti aRiniSneba praqtikulad yvela antibiotikis gamoyenebisas da misi
intensivoba meryeobs msubuqidan sicocxlisaTvis saSiSi formebis CaTvIliT. amitom, antibiotikebi
siftTXiliT iniSneba pacientebSi kuW-nawlavis sistemisadmi CivilebiT, gansakuTrebiT kolitis
SemTxvevaSi. antibiotikebis miRebis fonze ganviTarebuli diareis dros, mniSvnelovania
“fsevdomembranuli  kolitis” diagnozis gaTvaliswineba. miuxedavad imisa, rom kolitebis
gamomwvev ZiriTad mizezs Clostridium difficile-s mier producirebuli togsini warmoadgens (rac
antibiotikebs ukavSirdeba), mainc gasaTvaliswinebelia sxva gamomwvevi mizezebi.

arsebobs klinikuri da laboratoriuli monacemebi nawilobriv-jvaredin momatebul mgrZnobelobaze
sxva karbapenemebsa da beta-lagtamur antibiotikebs, penicilinebsa da cefalosporinebs Soris.
miuxedavad imisa, rom beta-laqtamuri antibiotikebis gamoyenebasTan xSirad asocirdeba alergiuli
reaqeiebi, meropenemis daniSvnisas momatebuli mgrZnobelobis reaqciebi iSviaTad gamovlenila.
meropenemis  daniSvnamde aucilebelia pacientis gamokiTxva anamnezSi beta-laqtamuri
antibiotikebisadmi momatebuli mgrZnobelobis reaqciebis arsebobaze da aseT SemTxvevaSi
meropenemis daniSvnisas didi sifiTxilea saWiro. meropenemze alergiuli reaqciis gamovlinebis
SemTxvevaSi, aucilebelia preparatis moxsna da saTanado RonisZiebebis miReba.

pacientebSi RviZlis daavadebebiT, meropenemi iniSneba bilirubinisa da transaminazebis mudmivi
kontrolis qveS.

sxva antibiotikebis msgavsad, meropenemis SemTxvevaSic, mosalodnelia aramgrZnobiare
mikroorganizmebis zrda, rac TiToeul pacientze mudmiv dakvirvebas moiTxovs. :
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meropenemis  gamoyeneba  meticilin-rezistentuli  stafilokokebiT — gamowveuli infeqciebis

samkurnalod ar aris rekomendebuli.

gamoyeneba pediatriaSi:

3 Tvemde asakis bavSvebSi meropenemis efeqturoba da usafrTxoeba Seswavlili ar aris, amitom am
asakis bavSvebSi meropenemi ar iniSneba.

pediatriul praqtikaSi, pacientebSi neitropeniiT an pirveladi an meoradi imunodeficitiT,
meropenemis gamoyenebaze monacemebi ar arsebobs.

bavSvebSi RviZlis da Tirkmlis funqciis darRveviT, meropenemis gamoyenebaze monacemebi ar
aris.

pacientebSi RviZlis ukmarisobiT ar aris aucilebeli dozis koreqcia. am SemTxvevaSi preparati
iniSneba bilirubinisa da transaminazebis mudmivi kontrolis qveS.

pacientebSi Tirkmlis funqgciis darRveviT (kk naklebi 51 ml/wT) saWiroa dozis Semcireba.

orsuloba da laqtaciis periodi:

orsulobis periodSi meropenemis usafrTxoeba Seswavlili ar aris.

orsulobis dros preparatis daniSvnis potenciuri sargebeli dedisTvis unda aWarbebdes nayofze
uaryofiTi gavlenis risks. TiToeul SemTxvevaSi aucilebelia eqimis mudmivi dakvirveba.

laqtaciis periodSi preparatis daniSvnis aucileblobisas, saWiroa ZuZuTi kvebis Sewyveta.

dozis gadaWarbeba:

dozis SemTxveviTi gadaWarbeba SesaZlebelia mkurnalobis dros, gansakuTrebiT pacientebSi
Tirkmlis darRveuli funqciiT.

mkurnaloba: simptomuri Terapia. normaSi preparati swrafad gamoidevneba organizmidan.
pacientebSi Tirkmlis darRvevebiT, hemodializi efeqturad gamodevnis meropenems da mis
metabolitebs.

avtomobilisa da sxva meqanikuri saSualebebis marTvaze gavlena:
ar aris monacemebi.

sxva samkurnalo saSualebebTan urTierTqmedeba:

iseve rogorc meropenemi, probenecidi milakovani sekreciiT gamoidevneba. amitom igi zrdis
meropenemis naxevargamoyofis periodsa da plazmaSi mis koncentracias. probenecidisa da
meropenemis erTdrouli daniSvna rekomendebuli ar aris.

meropenemis sxva preparatebze arasasurveli farmakologiuri gavlena dadgenili ar aris.

meropenemma SesaZlebelia Seamciros valprois mJavas done sisxlis plazmaSi. maT Soris, zogierT
pacientSi Terapiul dozaze qvemoT.

gverdiTi movlenebi:
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mZime formis gverdiTi movlenebi iSviaTad viTardeba. aRwerilia Semdegi gverdiTi movlenebi:
alergiuli reaqciebi: iSviaTad - angionevrozuli SeSupeba, anafilagsiuri reaqciebi.
dermatologiuri reaqciebi: qavili, gamonayari, WinWris cieba; iSviaTad - multiformuli (eqsudaciuri)
eriTema, stivens-jonsonis sindromi da togsikuri epidermuli nekrolizi.
saWmlis momnelebeli sistemis mxriv: tkivili mucelSi, gulisreva, Rebineba, diarea; erTeul
SemTxvevaSi — sisxISi bilirubinis, transaminazebis, tute fosfatazas da laqtatdehidrogenazas donis
Seqcevadi mateba; erTeul SemTxvevaSi - fsevdomembranuli koliti.
sisximbadi sistemis mxriv: Seqcevadi Trombocitozi, eozinofilia, Trombocitopenia, leikopenia da
neitropenia (agranulocitozis iSviaTi SemTxvevebis CaTvliT). zogierT pacientSi SesaZlebelia
pirdapiri da arapirdapiri dadebiTi kumbsis sinji; aseve - Tromboplastinis drois nawilobrivi
daqveiTeba.

- cns-Is da periferiuli nervuli sistemis mxriv: Tavis tkivili, paresTezia; SesaZlebelia - krunCxva,
Tumca meropenemTan mizezobrivi kavSiri dadgenili ar aris.
adgilobrivi reaqciebi: anTeba, Tromboflebiti, tkivili ineqciis adgilze.
sxvadasxva: piris Rrus kandidozi, vaginaluri kandidozi.

gamoSvebis forma:

steriluri fxvnili venaSi Sesayvani xsnaris mosamzadeblad - meropenemi lg, SuSis flakonSi,
daxuruli rezinis sacobiT, aluminis CaCiT da plastmasis TavsaxuriT.

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

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

Senaxvis pirobebi:

inaxeba araumetes 25°C temperaturaze, sinaTlisagan dacul adgilze.

inaxeba bavSvebisaTvis xelmiuwvdomel adgilze.

rekomendebulia venaSi saineqciod an sainfuziod gamoiyenon axalmomzadebuli xsnari, Tumca
meropenemis momzadebuli xsnari inarCunebs efeqturobas oTaxis temperaturaze (araumetes 25°C)
an macivarSi (+4°C temperaturaze) Semdegi drois ganmavlobaSi:

momzadebuli xsnaris momzadebuli xsnaris
Ggamxsneli stabiluroba stabiluroba
15-25°C temperaturaze 4°C temperaturaze
saineqcio wyali | 8sT t 48 sT

0,9% natriumis gloridis xsnari | 8sT I 48 sT
5% glukozis sainfuzio xsnari BB 3sT |
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5% glukozis sainfuzio xsnari 0,225% natriumis %

qloridis sainfuzio xsnarTan erTad Sl 14 5T

5% glukozis sainfuzio xsnari

0,90/% natriumis qloridis xsnarTan erTad k) A 8l

5% gluko;is s‘ainfuzi.oixsngri ' 36T 14 ST

0,15% kaliumis gloridis sainfuzio xsnarTan erTad

2,5% an 10% manitolis sainfuzio xsnari I 3sT I 14 sT |
10% glukozis sainfuzio xsnari I 28T | 8sT |
5% glukozis sainfuzio xsnari .

0,0Z%A) natriun?i:bikarbonatTan erTad R ]

meropenemis xsnaris gayinva ar SeiZleba!

afTiagidan gacemis pirobebi: ®sM3>393GMo 3OMEIIHOL xamamo II, asoE)ds xm®ds N3

9393BH0.

mwarmoebeli kompania:
Sps “abifarmi”

misamarTi:
saqarTvelo, mexeTis raioni,
3319, wilkani




