osntal or a Labarateny. minutes or by i e 5 using the specific
ausilabla prasantabiors. PHARMACOLOGICAL PROPERTIES i
Merope nem for |nJect|0n I P ey the adminiztratian of » 500 mg dose. No acamulatian of meropenem in pasma o urine
10 he s for i inject with starila
rom ; . Thatapaneen sawmpenem snlfictic Tor pareneesl use, thal Is relalivedy stabla |
Walew for_Irjection (S| per 250mg Meropareen). This provades an - bbb lyoli oo Ao
More nam 500 mg { 1000 mg L pale yellas. inhikstor o GHP-1 i
Inject| ‘Meropensm’ for intravanous infusian may bs constauled with compatible infusion fuids Merapenem awerls s bacteriodal action by meriaring weh vital bacteral cel wal
e fan ! ) iz ot patients  wih backanal menigRs, Achiawng concantratins o excoss of hose
o - Ao B acinmanet and e meskad aoly o e Pemlbs BN Prote (FBPs|  pucuine o il et bacinrin,
RENAM CONTRA-INDICATIONS
:“" “‘“’-""“"‘“b - ‘MOREMANY & contrardcated i palierts wha Rave damoratratad hypessansiiily 1o 81 X i s (MBC) #re-comimsanty the
erapenam (Sarila) thin pracuct. i Far T8 the  semdar to those in adults, ledmnanmhﬂt e fo meempenem was sEprEmasly 1.5
B dn mntysiaue Warapeoent Bo0:fig. MBCMIC ratins ware 2 of lass 23N o2 Inaar avar
Sadium Garbanata SPECIAL sibiie ik T i
anhydraus|Starila) " i thedose rangaol 181040 mghg.
Eq: 1o Sadium 451 studhes in paients wit renal insufficiency have shown the plosmas
3 1 mg carbaperams and beta-lactam antiviotcs, peniciling and cophalosporing. As wan all rouine mathode. [n vito besbs s that acts with various.
[l ioli i - (S “Prssadibn anfiniotics. a
Atverss Crug Reactions'). Balore infiatng therapy with mernpenem, carefl ingury anlibiolisufoc,
MORENAM 1000 mg Phanmacckinelic studies in the akary hek shown & meducton in plasme clearsn of
o ook MOREMAM shouh be e vl caulln i aliens Wi uch a iskory. I ary alegic A siege sl al ased on
Meropenern (Sierl) 19 TeAclian to merapenam cocurs, the dnyg should be inatic= and cormelalion af clcal and mﬂnmng:nl Gutcomas with zane
R Stk e Wi 1000 mg T b, damatar o studios in patents with liver dissase have shown o efects of uer
f,‘:;,‘“ﬁ"“mlsmh, ® Lsss of ‘MORENAM' i galionts will hemali disanas shoukd be s wilh caraful CATEGORISATION | METHOD GF ASSESSMENT | MIC breakpaints{mgiL)
Eq. 1o Sodium 802 mig g Zoewa Dénmatar mem} Pro-clnical Safely Duta z
Az with ather antibotcs, -avergrowsn of nan-suscepible arganisme. may ooour and, Suscapline =i =4 7
tharefirne, Intarmadiato 121013 B
Resistant =11 ER) . i
Usaly [ Gl
PRESENTATION Tha in vilra antinactarial spanm of mnmmm mn ther msgerity of chnicaby
MORENAM is prisaried a5 & sleri whis powdsr flad In clear giass vl cantaining. ol dtis h 0 M aswih practicaty sgnificant resarctic: sliaing of bactesin,  Faran v dose the LDk, in rodents & greatar than 2000 mgfkg. In repeat dose studies
i i X Therskn sitince Exahiaw sl i 1 6 Mol oly minor sMacts ware seen odiding & airad decrasss n red call
r. " EN shout be preswibed wih care for indviduals win @ hetory of gastm.estnal Tl i 590 mgihg,
meropene IR fanyhy draus poency], complsinks, pariculary collls, :"mww“"" Pl Abihertas, awoats =
It Is knportant o consider he dagnosis of peeudomembrancus. colls in he case of Nquifacians, sap., Masarda In shudes at the 1 ot dass i ral m
For ety graen of meropanem IR (antydrous potency ) e val containg 90myg v 2 sludias al gnest DW 5% in rats
{3 Simmad] af sodium. poferta who deyelnp dinrhoss in associalion wilh the e of MORENAM . Aifiough astamides, s suruis if poaitivs). resriketye v i Sl i vl o & TE
Pharmaceutical Form: it ather z g t AEUE i ey,
MERENAM for canatitutian for i warmer. i, shmnutans,
ik e b e b The i o wilh possitialy naphrolis dugs shodd be T e A 2 i i
INDIGATIGNS 0 ] {pancin plibie and resiztant), T
MORENAM = indicate fo trealment, n aduls and chikden, for the fllowing infectiors. agaiactiae, BygerIes, equL bavis,
Elﬁr.acp and Inlﬂlﬁlﬂy In mhn‘x wder 3 monthe oid hawve not been windans, saivarious,
- Preumonias and Neaccomsal Preumanias 'MORENAM (5 nct recommandad fo use b Iha aga, Tharm ia na PHARMACEUTICAL PARTICULARS
- Urinary Tracl Infectons: e P niies
- Inr-abdoenal infections ) Gram-neganve aercbes: ‘MORENAM: dwitharadded 4
, such as and pebag Ferp il meditinns mway from chitdran, anitrats, o
:ﬂ:i“. i ; -, v, i with the following i i s
kin and Skin cture Infections m fancaks, Bordefeds branchisephca, Bruceda mitens's, Campydabacier oo,
s MYERRCTIIN. WITH. COTHEN: MEDICAHENTS. AND - CTHER. RORMS- OF Compiobaciar uni, CATACir oy CUTDMAAr verss, Girboactar hoser  1.9% Seduam Chiide sokitin
Seplicacmia INTERACTION aevgenss, [Paniosa) 5&: or 104 Glucoee zoluion
Probenecid petes £ e and thus inhibits the azany, cal, 2%
used as oo wiih anti-virad or anti- ranal n-r.Mhn weith tha mnm |nmwm$a:l‘h'mlhlh ma.u; ared piasr m vaginals, infiuenzas (including B nmﬁmcum unusxam salulion
Turigal agerts. cuncerfration of meropenem. As ihe potency tion al action I
doscd withew! proberocd are adequats, the co-adminstration of probeneckd with Wiiwnan. postg. it gt eyl D £ Ghicride sahtion
MORENAM has proved nlh:ncbu_l n_kmn of In comiation with ather antimicrobisl MORENANM is nol tecomymanded, Jinciding b ase posive, P"WI"' i il L straicis| Ma-m.ulz 5% or 10% Mu:a
Th et et of MORENAM 1 ¥y protein binding of slbee ciags ix masabiiien il fop il el bt -t B AR e sﬁu pratect fram hlakai:lrpuwewl enpeeding 30°C
There i o expeviance in paediairc patients wih nectopenia or prmary o secondary F i T MORENAM sheus it b e,
1 misabiis, Protar . Prolos penner, Providencis rettogen, Providancia shari, vacibivaad
immuncdaficlency. thesefone. ro ‘with other Baged on ;:l e Providancla mmcmg Fa s mm!nma 1o uss reshiy Tl
proleing would be expecied. ‘Meropenam' may mduce serum valproic aad levels 5 mm , constituted as described above, dmnn:m:mq
DOSAGE AND ADMINISTRATION pwﬂ“r e bamperalura (U o 25°Clor ndr rakigeestion [4°C) us shown i the
Adts A | capacia, F f
The 4 apy ¥ ity has baan wih other withowt iieert Acidovorsn, Sumanedls Sp.
ol irdeaction e e condifioe of e patirt sl i Howavs, 8 lnnkitlg  Eifmaiiods i Sealie Diisent Haurs stable
Th e disly chowage 16 s folkrws - o 1525'C +e
PREGHANEY AND LACTATION ; . -
500mg ¥ wwiry & hiurs B thi naatmant ef:mau.mnn UT, gynamcsiogeal infactians Anaerobic bacteria: . " ‘inls consteate with Watsr for Injections
such as endomaintis, skin and skin siructure nfection The safety of b Animal studiss itk meyer. for bolus injedti L] an
hawo nct shown any advarse affoct an 1ha develaping foohus. Tha anly adverse csact anp., £ ke virintis,
1 IV every B hours in the treatment of nosocomial preumonias, perilanitis, presumed cbrervad in animal mproducive shudies was @ incn ndence of aborton: N w Soluions {1-20 mgéml} prepared with:
indctions o nautraperic palicnts, scpticacmia. mankay al 13 fmes the EBXposurE in man, ENAM snould not be used n 999" " | “OF% sodum chiande £l "
otagial Banal Rest | s roiies capaiinal, mwm tuwnis, Priveoseliy comoris, i
In maningis tha recommanded dosage is 2g avary B hours. Peagancy Ullesk ina g raft jostinea.the poserlist sk o Sy s, 1n wrery Priicu tarmdie, Pronale o provarih | | 7% e 3 i
splancAniLs, Provalalia oris, vaalﬂlh disians, Prevotela nimanicals, Bactaroies | TER Giremn and B.555% sodim chionde ] T
As with othar antibiotics, partiouiar caution |s Tecommended in using mernpenom urolytis, Prevotedy oris; Prevalela buccas, Devmsve danfiod, i v, | e o 5 i
monattirapy in crificall il getimnts with known or suspected Prsudomans wumnnea m i detectabie 11 very low concenlians in rimal bresst mik, Bophia e !
bower rezpralnry fract réecton. ShOUD Nt b UGed-In- broastfeeding women urless The. potential bonedt Jusiies: e Ciastichas partingens, CRATKAT Mmantans, mumm ranasim, Claskidium | 5% gl s B 18T palansnt aERe 3 i
pemntial sk o the batry, sparogenes, Clasiighum cadavers,  Closndun Chastncdium T25% or 10% manntal i infuzian o] T4
Regular sensithily festing whan freating anngnosy Chasinum oy 5 3
eriarilon, MACHINERY Jertiam, Eutectediin fBrtom EGCiun  aeroisciens, Fusabechern romisrm, bl e
e o 1 bl 112 et e ok MOREAARE atum, wanum, | 5% ghretan arel D.02% sodum bieabonal
Dosaga Schecue far Aats wih impaire Fenal Funcion and usemathines. curtisf, mins, F , itk 2 3
Drsaga shauld be reduced in patents with creatining claarance lass Man 51 mifmin, o
as seheduled below. POSSIBLE ADVERSE DRUG REACTIONS magnus, pravat, acnes,
: Seoaus ars rare. Guing f1e il tiaks the falowing adverse everts F Instructions for Use | Handiing
Creatinine Clearance Dase (Based on unit Fregquency (e
tmLiin] S of 500 g, 19, 20 e D, Ty Fiatar 1 'Dnnnnnmmmmmnnn aborn. Sandsrd ssepic chrigus shoukl be
+ Lol et i . i W sabifian betore Lise
%50 e il b ey 12 hours site of yection. i
10-25 e hall i chrses wanry 12 houes i AR Al S8 foraln ple s o
<10 aie-hall il cater wonry 28 hours Syl rarcky, sysh
occur folowing adminziralian af mempenem. These reachcr may ncude A minaw Kikishuiof u sy S

Merapenam s ceamnd by haemodiahss aatrmant with

conirned
noceszary, # i recam #nat the unil dose {based on the type and severty o
itactian) & sdminizied at tha complation of he Rasmadistyals procedins 1o, st

Skin reactons: ragh, prunhs, urficara | Rerely severn skon raactians, such as
ma mutiforme,  Stevens-Johnson Syndrome and toxio
epitermanaclyss, haya bean chianad.

Drssgs i Aduta
No dasage adjusiment & i palionts with
Warning and Precautions for Use"|

iSee “Special

Eldurly Plfonis
Mo dosage adjustment i mquuud for tha aldarly with normai ranal functian or creatinine
climaranes v Abows 50 ml {m

Chdran
For children nyar 3 manths and up ta 12 years of age e muummwuaﬂ dosa i mic
mipkg every B hours: d.euunﬁinuon type and severity of infectio

* Gast i pain, naused, vomiting, dlarrhasa

Biood: Reversibie

ared neutrapenia (inchading very rare cases of unmmdowhn] A pvaulne dhwt nf

indirect Coombs test may develop in some subjects; there have teen reports of
Fodativn i mmmmwaaunun..

Liver function; Incroases ¢

slkaine

23 jagimi e

s . pagiml fa thy
the 500 mg dose and 49 ugimifar he 1 g dose.

Shelf Life
Plagse rafar b (e ouler caton
C.

- & reductian 2a7

Howsvar,
alh as regards Cmax s ALIC,

A 5 minute infraverous bokss injection of MORENAM in heaity volintsees resulls in
pimitarihe 112 pgymifo the |

Qe

T 0UB 15000 1 1 T & AN, 3 il 0 S il wars compared in
crozsover tial. These durations of infusion resubed in peak plasma kevels of

118,81 a0 84 misrogramm, rezpoatvaly.

Afier an 1 dose of 500 mg, plasma lavels of merpenaem deding to values of 1 pgimior
Lo vablo

« Cantral Canvuks

paihogan and the condition of the pasent. In chidren ovar 80 kg waight, adult danngn
shauld be used.

Methad of Administratian
Da givan 88 an

bBolus inpction aver spororimatedy §

* m%laldugmlnnﬁdmﬂ
* This d

OVERDO!
Acodental

Gl
cuerdosage coukd coour during therapy, pmunn, in palients with renal
Impairment

Whanmidlgk doses. s
tunctian,

1 houe.

rssopSnam and 5 MAaboiRS.

e urine aver 12 hours, afler which Bl Rether urinary sxcretion is detectatis, Urinary

Improper storape. the product.
M by
AMERICAN® 2,
SomiTmae

Arsmizir Harvadmn St b Pt L
(AR IS0 BBE301S Cartfient COmpany]  1op




