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THCTPYKILIS

JJH MEJIHHHOIO 3aCTOCYBAHHS Jika PCLKOTO 33006}'

MEPOIIEHEM
(MEROPENEM)

Miznapoana Hassa:
Meropenem

Jlikapebka Gopma:
CrepunbHUit NOPOLLOK IS BHYTPILIHLOBEHHOTO BBEAEHHS.

Craan:
Oamn GakoH MiCTHTH MEpOTIEHEMY TPHIIPAT, 110 eKBIBANEHTHO | T MeponeHemy.
Honomioena pevosuna: kapboHat Hatpilo, 110 ekBianeHTHo 0.208 r HaTpilo (Ans perymosanns pH).

OcHoBHI iznKo-XiMiuHI BAaCTHBOCTI:
Kpucraniunnii nopouok Ginoro abo maitike 6inoro koasopy.

ATX Koa: JOIDHO02

dapmakoTepaneBTHYHA rpyna:
[TpoTumikpoGHi 3ac06M A1 CHCTEMHOIO 3aCTOCYBaHHS. Kap6anenemu.

DapMarkoJIOrivyHi BJAaCTHBOCTI:

DapmarkoouHamixa:

AHTHOIOTHK rpynu KkapOaneHeMiB Jis NapeHTepaNbHOrO 3acTocyBaHus. Bin  crilikuil 10

Aerigponentuaasu -1 (DHP-1) moannu i He notpe6ye 101aTKOBOTO BHKOpUCTaHHs iHriditopa DHP-

1. bakrepuumana nis meponenemy o6ymMoBieHa Ai€k0 HA CHHTE3 KAITHHHOT CTIHKH Gakrepiit. Cuabna

GakTepuuMaHa 1lis MEpPONEHeMy Ha LWMPOKHi CneKTp aepo0iB Ta aHaepobiB MOACHIOETLCS BUCOKUM

NPOHWKHEHHAM 4epe3 KMTHHHY CTiHKY Oakrepiil, cTabiAbHICTIO 40 GinblIOCTI bera-nakramas |

BMCOKOI) CMOPIAHEHICTIO /10 OIIKIB, 3B I3aHUX 3 MEHILMIIHOM.

MiHimManbHi GakTepHLMAHI KOHUEHTpALLT 3a3BUYail Taki Xk, SK MiHiMalbHi iHriOyioui KoHLEeHTpauii.

Criektp  antuGakrepianbHOi Aif MeponeHeMy BKIIOYAE MNPAKTHUHO BCi  KAIHIYHO 3Hauy I

rpamMo3UTHBHI Ta rpaMHeraTUBHi aepo0Hi Ta aHaepoOHi MIKpOOpraHismu.

[penapar akTuBHMi 10 aepobHMX rpamMnosuTUBHUX OGakrepiii: cillus spp., Corynebacterium

diphtheriae, Enterococcus liquifuciens, Enterococcus avium, Listeria monaocytogenes, Lactobacillus

spp., Nocardia asteroides, Staphylococcus aureus (NEHIUMAIH-NPOAYKYIOH] Ta NeHiluIiH-

HENpoJyKyioui  wramu), coagulase-negative  staphilococcs,  Bkmouaroum Staphylococcus

saprophyticus, — Staphylococcus — capitis,  Staphylococcus — cohnii, Staphylocogeussamxylosus,
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Staphylococcus  warneri, Staphylococcus hominis,  Staphylococcus .w’nms’(u})g;.;/w




intermedius, Staphylococcus sciuri, Staphylococcus lugdenensis, Streptococcus pneumoniae (3K
YYTIMBUX TaK i CTIKUX [0 newiuuniny), Streptococcus agalactiae, Streptococcus pyogenes,
Streptococcus equi, Streptococcus bovis, Streptococcus mitis, Streptococcus mitior, Streptococcus
milleri, Streptococcus sanguis, Streptococcus viridans, Sireptococcus salivarius, Streplococcus
morbillorum, Streptococci group G, rpyna F. Rhodococcus equi:

Aepobu  rpamHeraTMBHUMX Gakrtepiii: 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 (BKnioyaioun wTamm, sKi MNpOAYKYIOTb B-nakramaszy Ta criikux J0
neniunniny), Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter pylori, Neisseria
meningitidis, Neisseria gonorrhoeae (BKIIOMAI04M WITAMH, AKI NPOLYKYIOT B-nakramasy Ta wramis
CTIHKMX 10 NeHiuMdiHy uM cnekTiHomiumuy), 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 Oakrepii: 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 thetaiolaomicron, Bacteroides eggerthii, Bacteroides capsillosis, Prevotella
buccalis, Prevotella corporis, Bacteroides gracilis, Prevortella 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. Closiridium butyricum, Clostridium
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  prevolii, Propionibacterium  acnes,  Propionibacterium
Propionibacterium granulosum.




Hactynni Gaxrepii criiiki 10 npenapary: Stenotrophomonas maltophilia, Enterococcus faccium Ta
METHLIMIITHPE3UCTEHTHHI cTaillOKOK.

Meponernem e(eKTHBHMIA, AK NpuU MOHOTepamnil, Tak i npu KomOiHOBaHiii Tepanii 3 IHIHMH
AHTMMIKPOOHUMM 3aco0aMM Mij yac NiKyBaHHA MiKpOOGHUX iHEKLUii.

Dapmarkokinemuka:

Posnoaina:

[Tprt BHYTPilLHEOBEHHOMY BBeJIEHHI PpoTArom 30 XB 1 I MeponeHeMy MaKCHMalbHa KOHLEHTPALLs
CTaHOBUTb 49 MKI/M1, a NpoTArom S XB 60MOCHOro BBeAeHHsS — | 12 Mkr/Mi. 3B’ s3yBanHs 3 Ginkamu
71a3MH1 CTAHOBUTL 2%.

JloGpe npoHMKae B TKAHUHK OPraHi3My i piAMHHU, BKIFOYAIOYHM CTMHHOMO3KOBY PiJMHY NPH MEHIHIITI.
Merabosizm T2 BHBE/ICHHS:

MeTraboniT meponeHemy € MikpoGioIoriiHO aKTHBHUM.

70 % BBeaeHOT [103M BMBOAMTLCA i3 CeYEl Yy HE3MIHEHOMY BWrAsAi nporsrom 12 roj.
DapMakoKIHETHYHI 1aHi y AiTel Taki ik, K i y 10pOCIHX.

DapmMaKkoKIHETHKA MEpPONeHeMy 3MIiHIOEThCS Y MAUIEHTIB 3 HUPKOBOK HEJOCTATHICTIO, TOMY
KOpEeryBaHHs 103M s LIET PNy NaLieHTIB 34IACHIOETbCA BIANOBIAHO [0 KIpEHCY KpeaTHHIHY.
[TeuinkoBi 3aXBOPIOBAHHA HE BIUIMBAIOTH HA (haPMAKOKIHETHKY MEpPOTEHeMY.

Iokazauus:
JlikyBanus indexuii aiteit ta 10pocnux, CnpuuMHeHMX OaHMM abo Kinbkoma 30yJHMKAMM, sKi €
4yTAUBI IO Npenapary:

- [1HeBMOHIT (BKJIIOYAIOUH TOCMITANBHY).

- Indekuii ceyoBUBIAHUX LINAXIB.

- IHdekuiT uepeBHOT MOPOIKHUHU,

- linekonorivni indekuii (Taki AK eHAOMETPUT Ta 3anajbHi 3aXBOPIOBAHHSA OPraHiB Ta30BOT

MOPOYKHUHH).

- Indekuii wkipu Ta M AKUX TKAHWH.

- MeHiHriT.

- Centuuemis
BukopuctoByeThes sk eMnipuuHa Teparisi npu CyMHiBY 11010 GakTepiansHoi indekiii y gopocanx
(3 ¢ebpunbHumu enizogamu Ha TAi HeWTponeHii) y Buraaai mouotepanii abo B komGiHalii 3
NPOTUBIPYCHUMM 260 NPOTUrPUOKOBUMH NpenapaTamu.

IIpornnoka3anus:

[TinBuieHa 4yTAUBICTD 10 Npenapary.

3 obepexHICTIO NpU3HayacThes B KoMOiHALIT 3 MOTeHUIHHO HEQPOTOKCHYHUMM NpenapaTami, a
TAKOXK MalieHTaM 3 AUCIIENCier0, 0co0IMBO NPH KOMIT-acolLiioBaHOT.

Crnioci6 3acTocyBaHHs Ta 030!
Hnst nopocanx 103yBaHHA Ta TPUBANICTH Tepartil BCTAHOBIOIOTHCA BIANOBIAHO 10 THNY mmmwcn
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I[Tpn nueBMOHIT, 1H(EKUT CEYOBMBIAHMX LWASAXIB, TFIHEKONOTIUHMX IHQEKUIAX (eHaAOMeTpHuT Ta
3anajibHi 3aXBOPIOBAHHA OpraHiB Manoro Ttasa), iH(pekwT wripn Ta M’ akux TKauud — S00 mr
BHYTPIiLLIHLOBEHHO KOXkHi 8 roj.

[lpu rocniTanbHiil NHEBMOHIT, NEPUTOHITI, NpK NiA03pi Ha GakTepianbHy iH(EKILIO 3 HellTponeHielo,
a TAKOK Mpu CENTHUEMIT - 1 I BHYTPILIHLOBEHHO KOKHI 8 TOJI.

ITp1 MEHIHTITI - 2 T BHYTPillIHBOBEHHO KOKHi 8 roj.

[TanieHTam 3 HUPKOBOIO HEAOCTATHICTIO, AKLLO KNipeHe KpeaTHHiHy < 50 MII/XB, 103y CHijL 3MEHLIWTH
TaKUM YHHOM:

Kuaipenc kpeatuniny Oaunopa3zosa 103a
) Yacrora
(ma/xB) (500mr un 1r uu 2r)
50-26 IToBHa osiHOpasoBa 103a H KoxkHi 12 roann ‘
25-10 [TonoBrHa oaHOpa30BOT 1031 Koxni 12 roamu ‘
<10 H [Tonoruna oaHopa3oroi 103M KoskHi 24 ronun

MeponeHem BHBOAMTBCA 3a JA0NOMOrOK remojianizy, TOMY 0Opu HEOOXIAHOCTI NPOAOBIKEHHS
NIKYBaHHA, C/iJ BBECTH MOBHY OJHOPA30BY 103y (3aN€XHO BIJ TUMY Ta TSKKOCTI iH(eKUIT) nicss
ceaHcy remojlianisy s BiAHOBAEHHS ePEKTUBHOT KOHLEHTpaLIT MEPOTIEHEMY B Ma3mi.

Hemae panux npo 3acTocyBaHHS MepONEHeMy nalieHTaM, AKi nepedyBaloTh Ha MEpUTOHEaNbHOMY
Aianisi.

[laiieHTH 3 NEYiHKOBOIO HEAOCTATHICTIO HEe NOTPeOyIOTh Kopekiii 103u. [lauienTaM NiTHLOro BiKY 3
HOpMalbHOO dyHKIiet HiHpok abo KK >50 mMa/xB Kopekuis 1034 He noTpidHa.

Jlns piredt Bikom Bia 3 MicauiB 10 12 pokie pekomMeH10BaHa 103a s BHYTPILIHBOBEHHOTO BBEACHHS
cTaHOBUTb 10-20 MI/Kr KOXKHI 8 rojl (3a71eAH0 BiJl THNY Ta TSHKKOCTI iHPEKLIT, @ TAKOK YV TIAHBOCTI
10 Npenapary Ta 3arajJbHoMy cTaHy nauienta). Jlitam 3 Macolo Tina >50 Kr npu3HavaioTh 1034, AK |
JOPOCIHUM.

[Ipu MeHIHTITI peKoMeHq0BaHa /103a cTaHOBUTb 40 MI/Kr KOXHI 8 roj.

IHCTpYKUist AJ1s1 IPHTOTYBAHHSI TA BBEEHHSI PO3UHHY:
MeporneHeM BBOAATH BHYTPIILHBOBEHHO OOJKOCHO HE MEHLUE HiXK NpoTarom S XB abo y Burasi
BHYTPILUHBOBEHHOT iH(Y3iT npoTsarom 15-30 xB.

J1s BHYTPILLHBOBEHHOTO OOMOCHOIO BBEACHHS MEPONEHEM CJ1iJlL PO3YHHUTH Y CTEPHJIbHIN BOJI JUIs
iH’ekuid (Ha koxHi 250 Mr meponeremy S mi), 1to 3abe3nevye KOHUEHTpALi po3dnHy SO Mr/ma.
Jlns BHYTpilIHBOBEHHOT iH(Y3iT MeponeHeM Clifl po3BECTH Y CTEpUbHIH BOAI Ans iH eKuii abo y
CyMiCHOMY po34MHi Aas iHdy3ii, a notim pozsectH (50-200 M) y cyMiCHOMY po3umrHi st iH(Y31i.
Meponenem cyMicHHH 3 TakuMu posuuHamu ansa iHdysii: 0,9% po3uuH HaTpilo Xnopuay Ans
BHYTPILWHBLOBEHHOT iH(Y3iT; 5% abo 10% po3uud raokosun ans iHdy3ii: 5% pos3unH rioKo3u ans
iHgysiit B 0,02 posumni Hatpito riapokapbounary; 0,9% poszuuH Hatpilo xnopuay 3 5% po3unHoM
rMOKo3K g iHdy3ii; 5 % posuuH raokosu ans ingysii 3 0,225 po3unHOM HATpitO XJ0opuay A
iHQys3ii; 5% posunH raoko3un A indysiii 3 0,15% posunHom kanito ans
iHGy3iit; 2,5% abo 10% po3uuH MaHiTy aas iHdy3ii.

Meponenem He CJlil 3MiLYBaTH 3 PO3YMHAMM THLIKUX J1IKApChKUX 3ac00iB.




[Tepen BBEAEHHSAM pO3BEACHUH PO3YMH HEOOXiAHO 360BTaTH. YCi (QIAKOHM NPHU3HAYCHI NMLIE A
0/IHOPA30BOIro BUKOpUCTaHHA. [1i4 4ac po3BeeHHa MEPOTIEHEMY CIliL JOTPHUMYBATHCS CTAHAAPTHHX
CTEpUABLHUX YMOB. PO3UMH ISl BHYTPILIHLOBEHHNUX iH(Y31H PEKOMEHYETBCS BUKOPUCTATH BIAPA3Y
nicjis NPUrOTYBaHHA.

Ocob0aMBOCTI 3aCTOCYBAHHSI:

Sk i npu 3acTocyBaHHI iHIWMX aHTHOIOTMKIB, ML 4ac NiKyBaHHA IHQEKUIA HIKHIX AMXanbHHX
WSXIB, CHAPUYMHEHUX CUHBOTHIHHOIO MaJM4KOIO, PEKOMEHAYEThCA PEryJIsSpHO  BH3HAYATH
4YTAUBICTb 30y AHMKA.

[TceBaoMeMOPAHO3HUIT KOMIT CNIOCTEPIraEThes Mij Yac NpuifoMy NPaKTUYHO BCIX aHTHOIOTHKIB, |
HOro aianaszoHu IHTEHCHBHOCTI QOPMYIOThCs BijL Nerkux ao Hebesreunux ang xutta Gopm. Tomy
aHTUBIOTUKKM NMPU3HAYAIOTH 3 00EPEKHICTIO NalliEHTaM 13 3aXBOPIOBAHHAMM LIJTYHKOBO-KHIIKOBOTO
TpakTy, 0COGJMBO npu KomiTi, Y pasi BUHMKHEHHs Aiapel nia 4ac npuiomy aHTHOIOTHKIB Clij
3aniflo3pUTH riceBaomMeMOpano3Huii KoniTy. Hespaxkarouu Ha ue, OCHOBHOIO NMPUYUHOIO PO3BUTKY
konity € Clostridium difficile, 110 npoyKye TOKCHH, CJTiJl BpaxOBYBATH if iHILI MOKJIMBI NPHUYHHA,
ICHYIOTB KAiHIuHI Ta 1a6OpaTOpPHI AaHi OO0 YaCTKOBOT NEPeXpecHoT rinepuyTIMBOCTI MIXK IHILIMMHU
kapbaneHemMamMu Ta OeTa-lakTaMHMMM aHTHOIOTMKAMM, NEHilMaiHaMK Ta uedanocnopuHamu.
HesBajkalouu Ha Te. U0 aneprivyui peakuii 4acTo MoB’A3aHi 13 3acTOCYBaHHAM OeTa-laKkTamHux
aHTMOIOTHKIB, MPW 3aCTOCYBAHHI MeponeHemy anepridHi peakuii crnocrepiraancsa piako. [lepen
BBE/EHHAM MEpOreHeMy Malli€HTIB CiJ PO3NMUTATH LOAO MIABMILEHOT 4YyTauBOCTI 0 Oera-
NaKTaMHUX aHTHOIOTUKIB B aHamHesi, i B TAKOMY BMMaAKy MEpONEHEM CJiJ 3aCTOCOBYBATH 3
o0epexHicTIO.

[lpu mnosiBi anepriuHMX peakuiii npenapar ciijl BIAMIHMTH TMPUAOM MEpOMEHEMY Ta Hajatu
Bi/LNOBI/IHE JIIKYBaHHS.

[MauienTam i3 3aXBOPIOBAHHSIMH MEYIHKM MEpPOMNEHEeM MPH3HAYAIOTh 11iJl PErYIsPHUM KOHTPOJIEM
piBHsa OinipyOiHy Ta TpaHcamiHas.

SK iy BUNAAKY 3 iHLIMMHU @HTHOIOTHKAMK, Y BUTAZKY 3 MEPONEHEMOM OUIKYEThCS, IO BIH CTHMYIOE
picT CTIHKMX MIKPOOpraHi3miB.

He peKOMEH/yeThCsi 3aCTOCOBYBAaTH MEPONEHEeM NpH iH(EKUIAX, CNPUYAHEHHX CTIHKUMM 110
METHLIUAIHY cTadiIOKOKaMH.

Bukopueranust npu JiKyBaHHI aiTeil:

Y piteil go 3 micauiB Oesnexa Ta ePEKTMBHICTL HE BHBYEHI, TOMY MEPONEHEM LMM JITAM He
NMPU3HAYAIOTb.

Y neaiaTpuuHiil mpakTMUi y nauieHTiB 3 HefiTporeniero ab0 NEPBMHHAM YW BTOPMHHMM
iMyHO1e(iLIUTOM JaHi PO 3aCTOCYBAHHSA MEPOTIEHEMY BIACYTHI.

V niteit 3 nopyieHHsM QYHKLIT Me4iHKK Ta HUPOK AaHi 1010 3aCTOCYBAaHHA MEPOMNEHEMY BIJICYTHI.
VY nauieHTiB 3 MeYiHKOBOIO HEAOCTATHICTIO KOPEeKLis 1034 He noTpibHa. ¥ TakoMy BUMAZKY npenapar
NPU3HAYAIOTD M peryspHiuM KoHTponem 6inipyOiny Ta TpaHcamiHas.

Nauientam 3 HupkoBoto HegoctaTHicTio (KK <51 Ma/XB) 103y €/1il SMEHLIWTH,

3acrocyBanus y nepioa Barirnocti abo rogysaHHst rpy/uiio:
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Besneka meponeHemy npu JikyBaHHi BaritHuX He OyJia j10c/ijKeHa.

[lin yac BariTHOCTI NOTEHIIIHA KOPUCTL AN MaTepi NOBMHHA MEPEBHILYBATH PU3MK HEraTMBHOIO
BIIMBY Ha M. Y KOXKHOMY BHUNAAKY HEOOXiHE CnocTepeKkeHHs 3a NaLliEHTOM.

I[Tpu rpysHoMy BHUros0oByBaHHI y pa3i HeoOXiZAHOCTI BBeJAEHHS Npenaparty rpyaHe BHUrOJ0BYBaHHS
CIILA MPUNUHHTH,

IMepenosyBannsi:

[lepenosyBanna MoxKe BHHUKATH MijJ 4ac JIIKYBaAHHA MEPOMEHEMOM, OCOOJIMBO Y MAUIEHTIB 3
HUPKOBOIO HEOCTATHICTHO.

JlikyBaHHA: cuMnTOMaTHyHa Tepanis. Y HOpMI npenapaTr WBUAKO BUBOAMTLCA 3 OpraHizmvy. Y
Mali€HTIB 3 HUPKOBOIO HEJOCTATHICTIO remojianiz epeKTHBHO BUansc MeporeHem 1 iHoro
MeTabosiTH.

3aaTHICTL BIUIMBATH HA IBHAKICTL Peakuii npu KepyBaHHI aBTOTPaHCNopTomM a00 iHmHMu
MexXaHi3MaMHu:
JlaHi BiACYTHI.

Bzaemopist 3 iHmmmMu JikapebKUMH 3acobamu:

Sk 1 meponenem, npobGeHelr BUBOAMTLCS LIAAXOM KaHanbleBoi cekpeuii. Tomy BiH 36iabLiye
rnepioj HamiBBUBEJAEGHHS MEpOIeHeMy Ta Horo KOHUEeHTpauito B niaasmi. OpHoOYacHe 3aCTOCYBaHHS
MeponeHemMy Ta NpodeHeLM LY He PEKOMEHYEThCS.

HeratusHuii BiiiuB MEpOIeHemMy Ha IHLUI 1pernapaTyu He BCTAaHOBJIEHA.

MeporneHem MOKe 3HUIKYBATH PIBEHb BaJLNPOEBOT KUCIOTH B NJAa3MI KPOBI, Y TOMY YHCAT Y ICHKHX
NALIEHTIB, SKI OTPUMYIOTh TEPANEBTUYHY 03Y.

[ToGiuna ais:
Tsxki nobiuHi peakuii BUHUKAIOTH piiko. Onucani HacTynHi nodiuni edexTh:

Anepeiuni peaxyii: piko — aHriOHeBPO3HUI HaOpsK, aHadinakTHUuHI peakuii.

Hepmamonoziuni peaxyii: cBepOiX, BUCHTIAHHSA, KPONUB'AHKA; PIAKO — MyabTH(OpMHA (eKCyaaTHBHA
eputema), cuuapom CriBeHca- [AKOHCOHA Ta TOKCUUYHUIA eniaepmanbHUi HEKpPOi3.

Posnaou 3 60Ky wnynkoeo-kuwikogo2o mpaxmy: 0i1b Yy JKUBOTI, Hya0Ta, O/NOBaHHs, aiapes; B
MOOAMHOKMUX BHUMAJKaX - HEOOOPOTHE MiABUIILEHHA piBHsA OinipyOiHY B KPOBI, TpaHcamiHaz, NykKHOT
(Gocdarasu i nakraTaeriaporeHasu. B oo MHOKMX BUNaaKax — ncesioMeMOpaHO3HUiE KONIT.
Hopywenna 3 060ky cucmemu KposomeopenHs. OOOPOTHUI TpoMOOUMTO3, eo3uHOdiNis,
TPOMOOLMTONEHIs, TeHKONEHIs Ta HelHTponeHis (BKIOYAKOUYH arpaHyiounTo3). Y AesKUX NalieHTiB
NO3UTHBHA Nnpama Ta Henpama npoda Komba; Takok - 4aCTKOBE CKOPOUYEHHs TPOMOONIACTHHOBOIO
yacy.

Posnaou [JHC ma nepughepuynoi nepeo6oi cucmemu: ronoBHUi 6inb, napecTesil; MOKINBO - CYJ10MM,
X04a B3a€MO3B 430K 3 MEPOTNEeHEeMOM He BCTAHOBJIEHUH.

Micyeei peaxyii: 3ananenns, Tpom6odgnediT, 6i1b y Miclli BBEAEHHS.

[Hwi: KaHAK103 pOTOBOT MOPOIKHUHM, BariHaNbHUHA KaHAM03.
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Ynakopka:
CrepunbHUii NOPOLIOK NSl NPUIOTYBAHHS BHYTPILIHLOBEHHOIO PO34YHHY — | © Meponenemy

-

KPHUW KOO,

MICTUTBCS Y CKAAHOMY (IIaKOHI 3 FYMOBOIO NPOGKOIO, alioMiHieBOIO KPUIIKOIO Ta MIacTHKOBOIO

[To 1 dnaxony 3 iHcTpyKuieio i3 3acTocyBanHs B kapToHHiii aGo rocnitasbHill ynakosui - no 50
(pnakoHiB y KapToHHINH KOpOOL,.

Tepmin npuaarnocri:
2 poKu.
He BikopuctoByBati npenapar niciis 3akiHueHHs TepMiHy MPUAATHOCTI, 1O BKA3AHO Ha YMaKkoBLli.

YmoBu 36epiranus:

36epiratu npu Temnepatypi He Buuie 25°C y 3aXULIGHOMY Bij CBITJa MiCLLi.
306epiraTu B HEAOCTYMHOMY /115 AiTel Miclii.

PexomeHayeTbCs BUKOPHCTOBYBATH LLOHHO NPUIOTORNCHUH PO3UMH AN iH’ eKiLiii a60o iHy3ii, xoua
NPUrOTOBNCHUH PO3UMH MeporeHemMy 30epirae cBoto ePeKTHBHICTL NPH KiMHATHII Temneparypi (He
Buiie 25°C) abo B X010AMABHUKY (+4°C) MPOTAroM HACTYIMHOrO Hacy:

g~

‘ 3 Tpusaaicrs
TpuBanicrs

cradiabHOCTI (rOAMHH)
npu remneparypi 15-

crabinnnocTi

3acid aas po3BeaeHHs (roanunm)

[PH TeMnepaTypi 1o

25°C
4°C
{ Boaa nns in’exuiii “ 8 roauH “ 48 roaux HI
‘ 0,9 % HaTpito X10pHUAOM | 8romun | 48 roaun |
| 5 % raoko3o10 ” 3 rojuH 14 roamu W
5 % rmoko3010 1a 0,225 % HaTpito XJTOPHIOM 3 roanH 14 roamn
P p , iH
5 % rmoko3010 Ta 0,9 % Harpito xnopuaom 3 roauH 14 roaun ]
p1to Xnop |
5% rnoko3010 Ta
. 3 roJmnH 14 roaun
0,15% xanito xnopua
2,5 % abo 10 % po3unHOM MaHiToNy Ans 1 3 14
- o rOAUH rOJIMH
BHYTPILIHBLOBEHHOT iH(Yy3il |
10 % rinokoson H 2 rOUH H 8 roamnn
5 % raoko3oto Ta 0,02 % Hatpiio T— g '
. . - o roja roJiu
OikapboHATOM AN BHYTPilIHBOBEHHMX iH]Y3iH

Meponenem He nijusirae 3aMOPOKEHHIO!

YMoB# npojazky B anreni:
[l rpyna gapmaueBTuuHMX 3ac00iB (3aCTOCOBYETLCS 3a NPU3HAUCHHSIM nikaps).
Bupotunk: TTTURUT.

lReHTHG I xaLiAHuE

At dd 4 ] u.’lh'* i
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Micuesnaxo/ukennsi BHPOOHHKA Ta ajpeca MiCHsi IPOBATKEHHST OO JisILHOCTi:
I'py3ia, Muxercbka 061acth,
3319, Linkani.
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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 spp., Corynebacterium diphtheriae,

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 warneri, 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 millerr, Streptococc

G, group F, Rhodococcus equi;
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Aerobic gram-negative bacteria: 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
kosert, Citrobacter amalonaticus, Enterobacter aerogenes, FEnterobacter agglomerans,
Enterobacter cloacae, Enterobacter sakazakii, Fscherichia coli, Escherichia hermannii,
Gardnerella vaginalis, Haemophilus influenzae (including B-lactamase producing strains and
ampicillin resistant strains), Haemophilus parainfluenzae, Haemophilus ducreyi, Helicobacter
pylori, Neisseria meningiridis, Neisseria gonorrhoeae (including p-lactamase producing strains
and penicillin and spectinomicin resistant strains) , Hafnia alvei, Klebsiella pneumoniae,
Klebsiella aerogenes, Klebsiella ozaenae, Klebsiella oxytoca, Moraxella catarrhalis, Morganella
morgannil, Proteus mirabilis, Proteus vulgaris, Proteus penneri, Providencia rettgeri, Providencia
stuartis, 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,
FPrevotella rumenicola, FPrevotella 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, Peptococcus saccharolyticus, Peptococcus asaccharolyticus,
Peptostreptococcus  magnus,  Peptostreptococcus — prevotii,  Propionibacterium  acnes,
Propionibacterium avidium, Propionibacterium granulosum.

These are resistant to the drug: Stenotrophomonas maltophilia, Enterococcus f_a.g.cmmw-,‘md

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 followmg 513‘1}5’ Bosés" =
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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 In every 12 h
25-10 Half of a dose unit Inevery 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

e

for infusion in 0,02 sodium bicarbonate; 0,9% sodium chloride solution with 5% glucesé soliitions,
o= [




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,.
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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.




Presentation form:

)
;

Sterile powder for intravenous solution - Meropenem lg 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:

Stability of the prepared Stability of  the
Diluent l.solution at prepared solution at
‘15—25°C 4°C temperaturaze
’Water for injection 8h 48 h
E9% Sodium chloride solution J‘B h 48 h
5% glucose solution for infusion 3h 14 h J
5% glucose solution for infusion with 0,225% sodium !3 b ik :
)chloride solution for infusion
5% glucose solution for infusion with |
[0,9% sodium chloride solution ph 14k
5% glucose solution for infusion with L1 g ol ]
0,15% potassium chloride solution for infusion |
2,5% or 10% mannitol solution for infusion 3h 14h
10% glucose solution for infusion with 2h 8 h
5% glucose solution for infusion with b 1 .8 b
0,02% sodium bicarbonate solution

Don'’t froze meropenem!

Release from pharmacy: 11 pharmaceutical product group, released with form N3 prescription.

Manufacturer Company:
Ltd. “AbiPharm”




Georgia, Mtskheta municipality
3319, Tsilkani
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HPharm speciﬁkaua
dokumenti # versia 01 originali [ba.
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 xelmowera TariRi
Ggv. 110 -dan
parametri meTodi zRvari
g . meropenemis anotacia TeTri feris
aRwera vizualuri
qaRaldze
e sazomi mowyobiloba
anotaciis sigrzZe (Stangel-fargali) 50.0 sm
anotaciis sigane Sazomi uoiigobilohn 15.0 sm
& (Stangel-fargali) :

gamoyenebis instruqcia
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= specifikacia
dokumenti # versia 01 originali b.a.
8012GEQ/Sp/16
specifikacia SesafuT masalaze: preparatis meropenemis anotacia
Ggv. 210-dan
dgmm39b69d0
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 TiTqmis TeTri feris kristaluri fxvnili.

farmakologiuri jgufi:
karbapenemebis jgufis antibiotiki

aTq kodi - JO1DHO02

farmakologiuri moqmedeba:

farmakodinamika

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

meropenemis  bagqtericiduli mogmedeba ganpirobebulia bagteriis ujredis kedlis sinTezze
zemoqmedebiT. meropenemis Zlieri baqtericiduli mogmedeba, farTo speqtris aerobuli da anaerobuli
baqteriebis mimarT, ganpirobebulia baqteriis ujredis kedelSi maRali SeRwevadobiT, mravali -
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.

preparati aqtiuria aerobuli gramdadebiTi baqteriebis mimarT: Bacillus spp., Cor ynebacterium
diphtheriae, Enterococcus liquifaciens, Enterococcus avium, Listeria monocy Iogenes ; '/cmé»wﬂm; N
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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, Streptococcus 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-laqtamazas 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 retigeri, 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;

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 butyricum,
Clostridium clostridiiformis, Clostridium innocuum, Clostridium subterminale, (,:’osmfhz,yj,;eéguwz,.“
Eubacterium lentum, Eubacterium aerofaciens, Fusobacterium mo;!.jemm ﬂf’obac!gunﬁr"__
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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 bagteriuli meningitiT
daavadebulebis cerebrospinalur siTxeSi.

metabolizmi da gamodevna

meropenemis erTaderTi metaboliti mikrobiologiurad araagtiuria.

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 gsovilebis infeqciebi;
- meningiti;
- septicemia;
- empiriuli Terapiis saxiT, bagteriul infeqciaze eWvis SemTxvevaSi, mozrdil pacientebSi
(neitropeniis ~ fonze febriluri epizodebiT) monoTerapiaSi an antivirusulizan~ Sokos::
sawinaaRmdego saSualebebTan kombinaciaSi. o Vs
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UsmkuCveneba:

- preparatisadmi momatebuli mgrZnobeloba.
siftTxiliT 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 anlebiTi
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 - 1g intravenurad yovel 8 saaTSi erTxel.

meningitis dros - 2g intravenurad yovel 8 saaTSi erTxel.

pacientebSi Tirkmlis funqciis darRveviT, roca kreatininis klirensi naklebia S0ml/wT-ze doza unda
Semcirdes Semdegnairad:

kreatininis klirensi doza dozis erTeulze gadaangariSebiT s Seradobs
(ml/wT) (500mg an 1g an 2g)

50-26 |lerTi dozis erTeuli lyovel 12 saaTSi
25-10 |[dozis erTeulis naxevari ~ |iyovel 12 saaTSi |
[<]0 ]|dozis erTeulis naxevari :l[yovel 24 saaTSi I

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. S0kg-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 ganmaviebaSi an

intravenuri infuziis saxiT 15-30 wuTis ganmavlobaSi. G a3,
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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 gloridis 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
sifiTxiliT 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 Closiridium 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-laqtamur antibiotikebs, penicilinebsa da cefalosporinebs Soris.
miuxedavad imisa, rom beta-laqtamuri antibiotikebis gamoyenebasTan xSirad asocirdeba alergiuli
reaqciebi, 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 sifrTxilea saWiro. meropenemze alergiuli reaqciis gamovlinebis
SemTxvevaSi, aucilebelia preparatis moxsna da saTanado RonisZiebebis miReba.

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

sxva antibiotikebis msgavsad, meropenemis SemTxvevaSic, mosalodnelia aramgrZnobiare
mikroorganizmebis zrda, rac TiToeul pacientze mudmiv dakvirvebas moiTxovs. IR
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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 funqciis 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.

lagtaciis periodSi preparatis daniSvnis aucileblobisas, saWiroa ZuZuTi kvebis Sewyveta.

dozis gadaWarbeba:

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

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 reagciebi: iSviaTad - angionevrozuli SeSupeba, anafilagsiuri reagciebi.

dermatologiuri reaqciebi: gavili, 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 ] 48 sT ]
0,9% natriumis qloridis xsnari [ 8sT | 48 sT |
5% glukozis sainfuzio xsnari [ 3sT | \
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5% glukozis sainfuzio xsnari 0,225% natriumis 3T 14 <T
qloridis sainfuzio xsnarTan erTad
5% glukozis sainfuzio xsnari
0,9% natriumis gloridis xsnarTan erTad il =gl
5% glukozis sainfuzio xsnari 3 <T 14 sT
0,15% kaliumis gloridis sainfuzio xsnarTan erTad 8
,5% an 10% manitolis sainfuzio xsnari ] S5l | 14 sT |
10% glukozis sainfuzio xsnari | 25T | 8sT |
5% glukozis sainfuzio xsnari ST 8 ST
0,02% natriumis bikarbonatTan erTad

meropenemis xsnaris gayinva ar SeiZleba!

afTiagidan gacemis pirobebi: ®o®do393¢o 3MMEYIIHOL xaa@o 11 gs0E)ds am®ds N3
M93E33GH0.

mwarmoebeli kompania:
Sps “abifarmi”

misamarTi:
saqarTvelo, mexeTis raioni,
3319, wilkani




