PRESCRIBING INFORMATION
For the Use Only of & Registered Modical Practiioner

CILANEM 500 mg

(Imipenem and Cllestatin for Injectlon USP)

Toreduce the of drug-resistant bacterla and maintain the uffuwvemss of Imipenem and Cliastatin and other antibacterial druge, CILANEM 500 mg (lmipensm and Clastatin Infection) should be used only to treat or
prevent infections thet are proven er strongly suspercted b be caused by bacts
For Intravenous Injection Only
COMPOSITION
Active Ingrodiarts
CILANEM 500
Each vial contalne:
ImipanemUSP e
uivalent o anl Imiperem  500mg
Gilantatin Sodium LISP (Starile)
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GILANEM 500 mg ls-a sterlle formukation of Im aﬂiummydnﬂbluﬂc and cBastalin sodum (he Inhiblter of the renal dipeptidass, dehydropaptidasa I}, with sodkam bicasbonate added as a buffer. Imipenem and clastatin
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ofAction
mmlslpohrﬂlnﬂbmrofbadlrlllullml sis and Is highly reactive lowards panldiin-binding proteln. Imipanem |s mone potent In Its bactericldal affisct than cther antibiotics studied. nam als provides sxcellent
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Antimfcroblal Activily

Imi nemhuhm Inst a wide rangs of has bean shown tabe active agalet moet straine of the following microongantems, bath in vite and In clinleal Inflections
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Thefollwing i vitn data ane avaliable, mnmummmmm
Imipanem exhibis in vifro minimum Inhiblary concentraticns o4 pgimL or less againet most (2 80%) siraine of tha following microanganisms; however, tha safely.and sffectivenass ofimlpenem In treating dinkal Infections dua
o microorganiemehava notbean kshed In adeq uagan«imlloonwled clinical trials.
Gram-posifive aerbes:
Becilus Listeria

li:P morocytoganes
Gmpcmn‘beood Group G streptococd
Wirkians group streptococel
Gram-nagative aambes:
Aeromonas Alsatigenes spp.
R et e
P:wdmu Inchuding penlclll roducing sirains 50,

Frovolola distons
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o, Jnat souma (endafas of | o
For specles considerad susceptible o rulu&leawunwmnmnlnlumlhleemdhlnEum Inmdmnllwms mhhlminﬁaranﬁaﬁofldw oflhaearbapemmdmmuanhma,butnotallm
Imipanem |s sffactval mammmlysbbymondmdmm ing panicilirasss, caphalosporinasss and sxtendad specirum bata-lactameses, but not metalo-bate-lactamanes. Although sffsctvely sta

y, rasiptance, Mmlm,lsgawalu?duehlmmhnnoidwaﬂed parmeability and beh-lmmauehydrulyu’s.
The macharism of of imipanem of anibictics, such & quinolonsa, amn% lycomides, macrolides and tracycines. Thera is no tagel-based oross-eaistance batwoen imipenam and thesa
;Jhmmmmﬂmmﬂu  micro-organksms may exhilbit reslstanca to mare than one class of antbecterial agents mechaniem Is, or Ircludes, impermaablity o same compaunds,

Intravenous Adminlsiration

Infravenous infuslon of Iml manmmhMMuli K Jevele of iml antimicroblal that from 144024 h’hmm dags, from 214058 g/mLfor the 500 mg dose, and from 41 10 83
1gpfri_ior Hhe 1000 my dmm m&m o mbuhﬂp mehﬁmmm ervels of v astein mammnuhlmammm & infusion of imipanem and cilestafin
rlmefrmn15b25|.nm1.hrﬂnzin dne.frnmﬂbwhnlni.fnrhm dose, a| ﬁun&insﬂpo"m 1000 mg dose.

The plesma hal-ifs of each com The bindi |m|pununhhumurumprnhus mrraﬂvimﬁmdm:tduhnm“ mataly40%. imataly 70% of the adminisiered imipenam ia
mﬁiﬂlnhﬁmmnmhﬂnlﬂum W Liine i bnmwhru&ﬂhﬁmlmhﬁmlmmmdmnnﬁgm
my dose. Approsimataly 70% nfﬂleclalshnlndumdnﬂlmmad in Ihumsvnﬂln 10huu!oidrn|nshh1 uflmlpsnunmdciamhn lq
Noaceurmillation nflmlpenemfﬂhm Inplaama or uring s obsarved with ragimena administe umysswuy hourain with namal ranal function
In skdertyvoluntsers mxmmmmmﬂmhnhmdrqai hmmmddm ldrdodomeflmbunmmmmdmmm admhhwlmmmsy X0 minuies are conelstent with thoss
|na|hpd||ml1d rulal forwhichno dosege alemsfonis Tha mean plasma helf-lives of imipenem and diastetin are 91 + 7.0 minuies and 89 + 15 minuies, respactively. Muliple dosing hasno
plwrraoohalgl namor chastatin, and noaccumuiation of mipena m\
Impanwn when administered ilme.ll metabolizad in the kidneys by dal asa | rauulln&m rdahvulylm\fbvah munnu Ciastatin sodium, an inhibiter of this enzyme, effectively prevents renal metabolism of imipenem so that
whmlmlpnanmdnhmﬂnmdum mnmmm adequate Imipenem are schieved In ne.
Aftsra 1 gram dose of Imipenam:and cl Injsction, the fol owing average levels of Imipenam were measured (usually at 1 hnurpul:hﬂ eoceptwhanendicated) in the tissuss.and flulds listsd:
Imipenam Laval
Thesue ar Flukl N mg/m or gy Ranga
Virows Humor |3 9.4 (1.5 houn powt oss) 288018
Ausonss Humee | § 299 {2 howrs posl doss) 24638
Lung Thsaus (] 6.6 [medisn) 3510165
| Sputurm 1 e =
Plaural 1 220 -
Praritoneal 12 230 8.0, + 5.9 £ hours pear duss) | —
Blo 2 5.3 (325 houws post dosn} 44 80
| CSF (uinfamed) | § 1.0 {4 hours post doss) 0261020
| CSF nflamed) 7 2.8 (2 hoirs post doss) 05055
Falopan Tubes |1 1348 -
1 14 -
1 50 =
Bore 10 28 04 oS54
Inkerstitinl Fluid 12 164 1004 228
Skin 12 44 NA
Faerla 12 44 NA

Imipanem-clizstatin sodium|s hamodialyzable, However, ussfuinase ofthls procedune n the overdesage seting s questionabla (ses OVERDOBAGEAND TS MANAGEMENT).
THERAPEUTIC INDICATIONS ¥

CILANEM mwmwam Injaction) e Indicated for the treatment of serious infections caused yuﬁ‘hbwm ofthe nated microcrganisma In tha conditione listad balow:
* Lower i tract Infections. Sisphylococcus euwrsws (penicllinaze-producing stralns), Acireloix Eschericiza cofl, Hesmophlius influenzas, Hasmopitius parainfivenzas”, Kebslslfa

Sersifa marcescens.
» Unl Infectiol and licated). Enfermcoccus faecals, il ucd Ing}*, Entsrabacter Escherchia coll, Kisbslella
nlrytrlnt nl(eompluhd uncompl 1) Staphylococeirs alvens {penicllinese-producing straine)”, BpaCies, coff, spacies, Momanala morganit,

BEFUTOSS.
. Im-ubdamlml Infoctions. Enmonom FeotaRs, Staphylocoerus Bumus (pmulmasa-pmduug siraing), smpm epatios, Extherfchis col, Kiobsiaf q:euas,
idlos spetos iohuting B. fragiie, Fumobecieitom apacied smu' p 3
. nfect ms®,
Gynmlglcl i m&lbm'c;cg;‘m yforommmu:(perldlnﬂ-pmd.ldrumm}' Shphmcamlpldamm mmaw»ww Escherichia coll,
. ;F:‘ Enfarmcocrys fapcals, Staphylococrus awsus (penicilinass-producing sirping), Entwbam' Esrharichia coff, Kishsiolly spacies, Praucdomonss seruginnss, Sanlh! apacies”, Bactamides

owe g o afoctins Soroms
nt infections. EnMnmmM Staphiococous aureus (penkilinase-producing straine), Enferobacier species, Pssutiomonss asnignosa
&@mﬂlﬂnlﬁuﬂhnmmm Smm(pmblllmpm g s). epidermidis, Achelobacier specles, Ciirobacter specles, Enfervbacier

morgant, Profeus visgarts, mmwmmmmmam

Spacias”,
Palymi; |&':hlﬁlum.CILM.NEM.‘iﬂIII d Cilaststin Injection) is indicetad for icrobic infections including thosa in which S - {akin and akin structurs),
ol Imipenem an in Inj il [y i 8 including in prawmonise {pnaumonia, camia; pyngﬂnass 4l raj, or
norpenk!llnueprom amhm:gl o catzative organisms. Howswer, mnhﬂalﬂgdommgmmmagarlwmm usually trsated with mmmamwu.wm a8 penicllin G,
" lsm In gysternwas studied In fewsr than 10 Infections.

SUDm hlh‘hllnpdnn)llmd mdhn erobic and ic bactaria, The majority of these infeclions are esspciated with contamination by faacel flora, or
wu:vrhl Iﬁ hu. skin, and mauth. In'thi n:dmhadu 8, Imipenem and Clastalin combination & usually sffscive against Bacteroidss fraglls ep., the most commonly encountersd anasroble: s, which Is
u resietant nndycnulu, cephalpaporing snd pen

L of it apsmm of bactericidal aﬂwﬂyagmmtgam-pmmm gram-negativeaarobic and anasrobic bacterda, Imipenam and Cilastatin combination is useful for the treatmant of mibexd infections and as presumptive
therapy priortothe Kentfication of the causative I3

me,

;:phyhlll GérLANEusmnq Imipenem md matnInpwhmlllalwndubdlurﬂ'nemnhmufouhnpui—upurahvanﬁchmunpabanbundugung inated i i surgical d whem
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CILANEM 500 (hhnrumnddhshhl? I not Iulnrlln with meningite or central yeiam Infections b jety and eflicacy have not besn established.

For Pedlatric Uss Information, sea PRECAUTICNS: Pediatric Liss; and ANDADMINISTRATION sections,

Allhnudl clinicgl |mperﬂl haa baan chearved in patients with cystic fibrosis, chronic pulmonery disaase, and lowar respiretory tract infections caused by Prsudomonss seruginass, becterial amdication may not necessariy ba
Alwﬂh nli'larbeh-ladml anibictics, some stralns of Pmmnmmwmhoummbp reslstance falrty rapldly during treatment with Imipenem and Cllastatin combination. During therapy of Pseudomones seruginoss Infections,

rbdmmapnblnymmgmuhmmunu%m

nlections rsistel oﬂmerurllbbﬂu,furmlﬂe ing, penicllin, andsﬂnodmsmc.hmbeensm o irsatment with Imipanem and Cliaetatin combinetion.

Considaration shouldbe ghven tooff ance nn natianal J pmpﬂahunnfanﬂ- alagents.

Suscapiibilityoftha causstive arganism o lhe houkd ba tested (if poasibia), atadbufnlaﬂlarauharamld)la

Tomdunalha develo, ofdmg-mmrrthamril and mairtain the affecivansss of Imj nndci ther antiasteral drugs, (nLANErasoomum.pmammcmm Injection] should ba usad only to
g&m thatane prove o be caused by susceptible bacterla, When wlhnaand s\.lwapﬂblllylnfnmaﬂmmmhhb.may be corsldered In alecting or modifying amtibacieral therapy.

Inthe uanfmeh&m.lmlapldamld mmmsmmwhmmmpmmmmmw

GONTRAINDICATIONS

CILANEM 500 g (kmipenen and Cilastatin njecion) hava gh itivi 7 Ciastatinor b any componant fexcipient of this product.

WARNINGS ™

SERKOUS AND OCCASIONALLY FATAL HYPERSENSIT) sANAPHYLAC R()!Ic EACTIONS HAVE BEEN REPORTED IN PATIENTS RECEMING THERAFY WITH BETA-LACTAMS. THESE REACTIONS ARE MOREAPTTO
OCCURIN PERSONS WITHAHISTORY OF SE MsrrNrrvTo ULTIPLEALL ERGENS,

THERE HAVE BEEN REPORTS OF PATIENTS WITH A HISTORY OF PENICILLIN HYPERSENSI‘I’NITYWHO HAYE EXPERIENCED SEVERE HYPERSENSITIVITY REACTIONS WHEN TREATED WITH ANOTHER BETA-
LAGTAM. BEFORE INITIATING THERAFY WITH IMIPENEM-CILASTATIN, CAREFUL INQUIRY SHOULD BE MADE CONCERNING PREV]UJS HYPERSENSITIVITY REAGTIONS TO PENICILLING, CEPHALOSPORINS,
QTHER BETALACTAMS, AND OTHER ALLERGENS. IF ANALLERGIC REACTION OCCURS, IMIPENEM—CILASTAHN SHOULDBE DISCONTINUED.

mmmmmnnmm REQLIRE RMEDIATE EMERGENGY TREATMENT WITH EPINEFHRINE. QXYGEN, mmmsmm. AND AFONAY MANAGEMENT, INCLUDING INTUBATION, MAY ALED BE
Salzrure Polantial: Setzures and other CNS adverse sxperlences, such as confuslonal staies and nryndanlc hmbom with Intravenaus | mipensm-clizstatin (sese ADVERSE REACTIONS).

Case reports In tha Berature have shown that co-administration of carbapenems, Including imipenem, acld or divalprosx sadium results In & reduction In valproke acld concentrations. The valproke add
mnoumﬂonsmdmp Hmmmuapeuﬂcruue a5 8 resUlt of this Ineraction muehrelnuudngme ﬂsknrbrsdtlhmu hselmres. Inema.d the doss wardnaddnrdmlrmmdhm ot be sufficlent b avercome this
intaraction. The concomitant uss of imi and valpmic acid/sodium vl malp or dival sodilm ianot recommanded. ncarhapenams should be conaidarad to froati %chmn iants whose seizursa
arewell controlled nnwipldcaeldordm roex sodm, Hf adminletration of Imipanem nlham Is necszeary, mppbmnmlanﬂwnwlummmmlld be conskierad {(ses DRUG INTERACTION
Mﬂm:&w%mmwﬂ mlml:‘a;rrhmaam| |mmlum bean repnrtadam uga of nearly all a agents, Includng imlpanem-cilastatin, and may range In sevartty from miki diamhea to fatal colifs. Troatment with antibactarial
agen ora on laadng mma

G dificle produces texins Aand Bwhich corirbute b the bmdeDAD mhltfc.dmuemulmdm%mmrﬂly uhﬂhﬂmmhmmhmﬂmu mﬂyw m
caleciomy. COAD muzt be cansidared in all patients who presant with dishea. bictic wee. Caraful medical history is necessary since has baen reported tooccur over two &fierthe admi on of .

I;IuthMMUHMI manﬂhluﬂcuunot directed againgt C. difficle may need to be discontinued. Appropriate fhuld and slecirolyls management, proteln supplementation, amtiblotic teatment of €. difficlie, and

surg uation natirhed s

Pseudormrrbramcollﬂs reported with all antblotics, mmafrunrrlldinIfo-ﬂ'mtnrlnglnmﬁ&.hﬁemdluhhwmﬂnﬂhshuhhpmmmuﬂmlnmmn of gastro-Intestingl

wlea& ~: ﬁgﬂn Tmmam-relahddmmudmmmmammammmmndmms While shudie incicete that 2 bodn of Clostridum difficile s one of the primey causes of ai inted colitis,
B €308 S0 coneklorsd,

G!I.ANEMﬁg;hmmandﬁhﬁhhaﬁm}mlmmﬂ.imnfwﬁum(1.ﬂmEq).\|hld1Mdhlﬂwnlﬂnmnhrahmbypﬁhlhmacmhdladndumdu

Genoral

Patinis shoukd be counsaled ko inform thair physician rllha{a'a taking velpraic acid or dival prosx sodium. \Hpruc ackl mwnta‘lmsm the bipod may dmop below the tharapeutic range upon wudmnmm with Imipsnem and

Cllastatin Injection. If restmentwith Imipenem and Glastatin Injection ls necsssary and contirued, atiemative or: antl-coradsant medeation prmmnrd!ormn@rumybe

CNS advarse expariences such as myoconic Wﬂuﬂlﬂaﬁqam B8l have been with I uus Irlipmsm-ulishﬂn. sspedalg:i:nhmmm ded, Thesa hava
umnadmndmmmrlyn s with CNS [8... brain lesions or hisbory of ssizures) 8 compromised ranal function. However, thara repu-hufﬂNSadmuaa:pnﬁmmmpMMuhﬂmmgmd
of docurnented un S disorderorcomgrom nctian.

When mmnded dmdlmmaﬂom Imipenem-clastatin wars moded adult patients with creatinine clearances of 20 mLimin .73, whether or mlundsrgdng hemodialysle, hed a higher ek of selzure anthity than thosa

wﬂfmtrrpannmtdlmalll.ldnn Thersfore, MBMmhﬂndmng wddlmh'ﬂmpmﬂmsmmmmsndad{snDO&BEANDADMINBTRA

F 5 mL/minA 73 m" lysisls Instituted within 48 hours.

E“.m herancs to the ndad rd d ;!'.ndl.l p;hnl:mﬂ‘llm fadnr;ﬂ_;l e Anficommuisart therapy should be cartinued in patierts with lanm:
racomme; LT nngn a8 i ui a»ml lyin L By inued n wil seinurg

disordere, If focal tremors, mynclonus, or re occur, patieris nﬁ uahdmurnbglcdry. ﬂwonuﬂwwhmmpylfmtulmdyl , and the dosage of Intravenous Imipenem-clastatin combination re-

axaminad mmmmmrﬂamhb&mwhnmﬂoﬂcdmﬂ

Aswith ofherantiblotcs, pobrgudunoﬂmmunlﬂmandnﬂnmmﬂhwwwhofmwmmm Repeated svalustion of the pallant's condition b sssentlal. If supernfecton oocurs during therepy, approprate

MHWW Initha ab of a provan or strongly suspacisd hactarial Infaction or a prophylactic Indication ts unlkely o provida benefit to the paliant and Incnaasas the risk of the development of drug-

Whila intrevendus imipanem-clastatin poasaases the charactaratic low imdcity of the bite-lactam group of arfibictics, perodic sassasment of organ aystam functions, including ranal, hapatic, and hematapoetic, ia
“’"‘““""“‘hﬁfﬁ“"
Information for
Patiants shoukd be counssled to inform thair pinysician if they are taking valpreic acid or dival prex sodium. Valpmic ackd concantretions in the blpod mey dmop below the therapeutic range: upm coadministration with Imipenem and
Cllaetatin Injaction. [ftreaimentwith Imipenem and Gliastalin Injection Is necassary and contirusd, atiemathve or: Hmnhlwrll-wnwluntmadwﬂunhprmrﬂnrdhrhntseh:m ba nesded.
Patlents should ba counsaked that antbactsral druge including Intravenous inbenem-dlulaﬂnshwld nrl{ und {0 treat bacierial Infactions. They da not treat viral Infections (e 1he commaon cokd}. When infravenous Imi
cliastatin Is prescribed #o freata bacterial Infection, pmmuhwmdwnhmmmhfu rearty n the course of therapy, the medication should hsialmnmngyu directed. Skipping dosea or not comp Iha
ﬂ‘l unc:mofn?mmwﬂ) may decrenase the effeciivenses of the Immediats treatment and (2) Incressa the lIkellhood that bacherla will develop reslstance and wil not be tnestable by Intravenous imipsnem orather anl il

nigs

Diarhea lea commen causad by antiictics, which usually ends when the antiblolle Is discontinued, Semetimes aftsr nectment wihantbldics, can and sloole (wih erwithout stomach
amranr]mmlah:}:'m"mnmw mmnmﬁMMﬁnmwmsmn pertients should m&wmplmmmmm T AR, e emmes
Effects on ability to drive and use machines

Thers are nospeciiicdete; howsver, some of the GNS side-effacte, suchas d psychic dsturb fuh d sel may effect the abllityto drive or operate machinery.
U;EDAP (:T studies with cllastatin sodium at doses of 30, 100, and 300 mg/giday administared Intravenously in rabbite and 40, 200, and 1 W slbu.runewsly upin
gpmdmah 19-1 3 ﬂmss the maximum recommended dalyhummdula tmarmfm rhwamhash)olﬂw Intravenous formulation of Imipen am—uhmﬂn rrmgdw) myd
sffecton Mls No evidancs of teratogenicihywas obsarved In given Im at intravanous dosesof 15, 3007 60 and rats given iml Irllmumusdunsdzzs 450, o

Mmm-pmmummz.sm the mexdmumrecommend dally human dose {on a mgim’ surface ansa haels) Inthe wo npaelsl.

ip dosen of 20 and 80, andambwlamudmdmrrwmy up b0 0.5 timea”™ (rice) & appriedmataly sxqual o (rats} the highast recormmendied daity intravenous
hummdm{mnmgfm’hodyam )mpmgmrdmdmhdunirqmmhd ejorergancgonesi, evealed nes ofteratogenicly.
Imipenem-cliestatin sodlum, when administerad subcutansousty lo ts at doseges equivalent o the usual hunm dose of the Intrevenous formulation and higher 1DNh4ODOmM). caused body welght loss, diarrhea,

| When cam la doses of imi in eodium ware ghven io non-pregnant rabbits, body waight loss, diarhes, and deaths wem alsa obsarved. This imtolarance is not unfikes thet seen with other bete-lactam

deaths.
e remnssdotig et o bk gt e AT fokstmvencusfoctr) o 160 oy ebcuaneatsocn) el n s ol eudngomoss,
hm ﬂtw“d umh}‘ um |. Q) or 8l n al al
Inappetance, glu'nlmdanhae.lbnrmn Sd a1 w0 Gasa, In GonTTASt no o Iﬂmnwdw rl : ( i ok

S Monkays ware o‘l'lr:l‘pnnam-elmn sodum upto 180

(wbwmml.ls Injaction). Whan dosss of Imipanem-dllastatin sodlum appmdrmjy ornppmdm 0.6 timas" the maximum recommendsd dally humm dose of the Intravenous formulaton) wers
: mmh?rad Iumd:ﬂwgo s monlays at an infravenous infusion rate whi mimi;hunmcinmlu e was minimal matemal intplarence {occasional emesis), no matemal deaths, no svidenca of teratopenicily, butan
ncreaes Inembryorls
Nuadwnaﬂnchmhhhlumhdﬂhm b d when Imip Jastalin sodum was administered subcula iy bo rats late In gesiation at dosages up fo 320 mgfkg/day, approimately equal fo the highest
racommandsd human doaa (on & mgim" bedy surface ansa bagls).
Thara ae, howsver, no adaquate andwal-controled shdes in pragnantwomen. Imi i usad during pragnancy only if the potantial benefit justifias th inlrizk o the and fatus.
“LmBaudmpahrRhodywrfmmauH.&n’mofwm

n
T ilpgtatin sndiumhas besn hearman milk. I i ilastatin is deemad essential, the mother should stop breast-feading.

PancBztrics
Usa of Intravencus Iripenan-cliastatin In padiatric patlants, necnatsabo 16 years ofage, Is aupportad by evidence from adequale and wel-controlled studkes of Inravenous Inipensim-clastalin In adults and by the dinkal studies and

puumhaa Iitatetune in mmmamsdmmhimmﬁmﬂmﬂmmm 23 manths of age (with non-CNS infattions), mmmmndaddmsoimh'mm imipanem-ciastatin injaction i 1510 25 mokg/doss
administored rs. Dosos of 2 Errln'kgidmmpnhanhamurﬂmhﬁamufags and 15 mplkg/dosein pdnnlssmﬂwmuf mean trough pl lllrnwrmhhumdlmpanwnw 1+0.4 pgiml
and0610.2 i.fdbwl Iﬂpbﬂﬂ-mhuhlnﬂubnl. m?conunhllonuﬂn:mmmlnmoﬂol.wn furbummmsedueshwupmﬂaddamm urine corcentrations for

the tretmantof non-GN3 shudies in du u'amum.lm H muzum&y , and of infections with moderataly susceptible organizme (primari
m?ﬂ]m?Pw@m)hMM(mTﬂﬂﬂhDﬂSﬂﬁEMD NISTRATION seclion). Hulardmﬂupinin In older chi ) have been used In patients with cystic flbrosls {see E AN
* Twa pallsnte were lsss than 3 months ofage.

Basadon studies OF 135 padialric patients <3 monthe of age {weighing 21,500 gms}, the following dosape schedule is racommended for non-CNS infectiona:

<Tweskofage: 25 vy 2

1 {0 4 woale of age:. wa

4weeks fo Jmonths ofage: avaBhrl\.

i P Ihan ":fMd e rfants {670 1o 1,890 ) fl of Itfs, of 20 mgfleg 4120 by 15 to 30 minutes infusion was assoclabed with peak and Iml

Innpuhlshnd smdla maturs Infans {670 o rame) In the first waalc of IHfs, a dose qih by 1510 30 m WS Mean 2£ma Imipsnsm
concentrations of 43 mLmT ppimL rrulhplsdnus, lnlpauwaly Emmur. mocersle pccumulation of cilaslstin in neonates may oeeur llowing muliiple doses of infevenous |m|;namarll-uﬂm£l lI)!ma sataty of thia

aceumulation e unknewn,
Inhwnnmlnélamam-dhm combination e not recommended In pediatric patierds withmen MsmeInfacﬂmsbmnuma riskof salzures.

isorders andior compromised renal function faccurmulation of imipenem-ci ey peeur) have ahown GNS side effects, especially when recommended deseges basad on bodyweight and ranal function wera
sxceedsd. Hence It Is recommanded that the: e schedules of Impenam-cllastatin should buh'ldiyldhemdh nndulnHlshud lnﬂemwhmtmummnﬂrmd I focal trsmaors, myoclonus or comulsions accur, the patient

should be evalusted neuralegically and placad on Ill'llﬂ‘llr!p‘vlfrlntdraadylnlhb.rhd Ifthaee sympioms
Intravennus imipenam-cilastatin combination is not recomenanded in pediatri patients <30 kg with impainad rarelmndm nnndaharamma

Gorlatrics
The tbarature on approxd 02U who ware 65 of age or ovar, includi 300 sublects who were 75 ysars of age and over show that ro overall differences|n orefiectivensss batween theea ol
mmmd magm%rmmhm bgfrfbrepwhd mmmﬁnml epaniency %% dmamu cas in raapmmmmas idurly and yoursger patients, but groater mamnym of some aker i mmuabmnm

Thsﬁllmmhbe luhﬁmmhd bytha hdntg andthe mk.?fﬂ?mc reactiona io this drug mey be greater in patients with impaired renal function. Because eldarly patients are more liksly ta hevwe decreased renal function,
Itor ren,

Nodosage adjustment ls requinsd mﬂhmemdmallmhmnlsnm(m DOSAGEANDADMINISTRATION).

Carcinogenesls, Huhmh.lmlm:g:ﬁ

Lang term studies in animals have not besn parformed to evaluate cardinogenic ?inmsluflmpmam-uhm Genetic todcily studies were performad in 8 variety of bacierial and mammalian teats i wvoand i1 viim. The tests used

weare: Y78 mammallan call mutagenesls assay (Imipanem-cliestatin sodium and Imipsnem akone}, Amas test (cliastatin scdium alone Ind Imipersm alone}, unschedulsd DNAeynthesls assey (Imlpenem-clastatin sodium) and i vio

mouse cytogenetica test (mipenem-clastatin sodum). Numufﬂmm:hwadanymgmurgamh:alhm

Repraducthva tests In male and famale rats wars paformed with Imlpenem-clastatin sodhum at fkgiday and ata. doaa of 320 mg/g/day, wmmlnlquudinh heat recommanded

human doss of the Intravenass formulation éonnmg\"bodywrfammmls) agmamnmfmmaywmmmmmmnummw Mo othar ndverse affscts wens cbaanved on fartiity, reproductive

parfnnnawn,fataluabir%wor

Banclciovr. Ganeralized selzurss have been raported Inpatisnis who recalved ganciclovir and mi astatin, These drugs shoukinotba used cancomitanty unless tha potertial benefits outwelgh the risks.
mwmmwdmwmmumhmwmmmd ltmlhnndladnnrhmrnry Conwrllatplwenauddmad minimal incyeeses in plaama leval and half ife of
Imbmun.vdhlﬂmrymmf[ﬁnlmb«nmm approsdmetaly 80%. rlslmddun. mmwﬂmadnirlﬂmhndlmmlmbmmdbm meldmhlnmlynirlmdmmlnplmn
Kevals ofimipanam and plaama nnnmmmmerusdmmbmaudbagmnwihmmmmpammmhi
Imipanern-clastatin ahoukd not be mixed with of physlcally added b othar antiblotics. However, mipenem-cliasistin may be administenad concomitantywith other antbiotios, suchas aminoghyesides.

acld / divalproex: Case rsports In the Ilternhn hava shown thet co-administration of curbq)enms Inchuding Irrlpenam h&l‘ﬂeﬂh receiving valprok ack or divalpmex eodlum reeults In a reduction In valprolc acld
concentrations, The valpric Boid concentretions may drop betow the therapeutic ma-uamulufmmnhmbun ncreasing the dbmmghmmmnhmmmofhnmmmnnuﬂmn dete
from i vitraand animal studies suggest that amsnwlmllthlwdmlyt valpldcankhduwmldemehbulb Cancormitant usa of
|proe: sodium ia notrecommandad and aliemative snthactarial or jea should be consi {sae WARNINGS).
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Whedicament I & prodiiet which aTects your hedth i i coneumption coriTary 1o INetuctions. o
o you F the docka’s the mated

of use and the istruclions
mmmmmwmmum
The nd the 3l e the wxperts in ies, thair e and rislos.
Da not by yoursell infernupt the perlod of ireatment prescribed.
Do not et the same prssaription wilhoul consulfing your doc.
all med|cameis out of reach of childnen.
Council of Amh Heath Minisiss,
Union of Arab Phamexists.
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CILANEN 500 myg {imi Is for lyand it should not beused intramuscularly.

Thedosape recommendations for CILANEM 590 mg (Imipenem-and Clastatin| repnesent ua ofimipenem o be adminkiened, Anequivalent amaunt of cliastatin Is also pragant In the selution. Each 125 mp, 250myg,
orsnﬂ dmusrnuldbagvanhyhmnwnd"%snﬂnnmmhsomn n:]zh]’snrruor n-ngbn;mmnuammaammnmmm In patients who devalop naussa during the Infusion, Ii'mramﬂ'mlunl::‘l
The total di for Intravenous should be based on the type or severlty of infection and ghven in equally divided doses based on conslderation of degras of susceptiblity of the pathagenis), renal function,
mdbody&mm mmm ?'DmUn'lnﬁ 73m’, requine adustment of dosags es described balow.

with Impalred renal function, u]udgadbycmllrha
Tor Adults with Normal Renal

Dousdhdlan:ls1babwamhaudmapaﬂaﬂwiﬂ1nmrﬂmndhmﬂonmdabodyw#\tnfmm hese dosss should be usad for a patiantwith a creatinine clearance of > T1 mLimin1.73m’" and a body welght of = Tkg.A

radudonlnldnesmu:tabemmf?&wmammnmdwwmdsmmmﬂ ?ii mbodywe htlamﬁ&nmm tha majorlty of k spacies. Dosage In cokimn B-of Table 1 nded
mans incolumn ow are r B caul BUBCH) ms ] mens In column able 1 are recomme

fm&mwwqmmmmm“upuwmmwm pnrrumysgr’r'n na rdpdtogen T

Table 1: Intrvenous dosage schaduls for aduits with normal renal funciion (creatinine clearanceof 71 rNJrrlnH Talrﬂnndbndymﬂﬂom

A

iyl | Fuly mwwmmm
Infocion gram-poaltive and grem-nagatie primarily some sirains of P
bmba and enaermbes Baruginosd
Wl 250my gth 0omg gth
[Fotal Dy D = 1.0) (Total Dy Do = 20g)
[ 00y gl oomgeh
[Fotal Dy Doz = 1.55) (Tital Dy Dow = 20g)
or or
500mg qfh Tag8
(WoieiDndyDosa=20g) |  (ToieiDnbyDoss=30g) |
‘Sevare, Mo freabning 500mg gl 19§
anly [Tl Diadly Dosa = 2:0¢) MDIH':N=W
19yn
{Totad Dhally Doz = 4.0g)
Unoomplveted Lrimary 250 mg oih 260mg goh
et infecion [oinl Dy Doz = 1.95) {Tiokel Dy Doz = 1.95)
Complad  urinry LT 00 mg h
trext infecion [Feinl Dy Dose = 205) {Tiokal Dy Doz = 295)
i of irrenesnous i s recommentad thet ; mmnlmmamnnomammn har dosss
greats eﬂlmyHumvonpaﬂultsmt\uaheyaarlofauﬂhqﬂcﬂhmdsmmmmmmmmmmmtamsmmamuphmm Ivkied doses, not exceading
mﬁmmmmmm ‘Renal Functicn and‘or Body

Welght<Ti kg
Patlents with creatinine clearance of 70 mLfmin™.73 m’ and/or body welght lass than 70 kg require dosage reduction of CILANEM 500 mg (Imipensm and Cilastatin Injection) as Indleatad In the tables below. Creatinine clearance
m-&‘be uh.lllhdfrun:uummuhnna concantration by tha folkowing scueation:

U%Mlmlnmwu
T, (Females)=0.63% above value
Todahnmmﬂndmhadl.llmﬂnm ired renal function endforreduced bodyweight:
dally dose from Tahls 1 abows based onInfiscian charactaristics.
2a mammmu dossia 1.0g, 1.5, or 2.0, usathe appropriats subsachion of Tabla 2 below and confinue with stap 3.
dwe 3.0gor Dn,useﬂ'nuppmpﬂataswnnoﬁwhamdwﬂnmmmps

Seladlhsbnd it on the far leftwhich ks dossst o the it
!mml r pailwtslnlvwh (k.

\Mmra row and col d doaeg
2Rlduud|nt'amnuuduransu img In scdult patients with impairad renal function (craadinine desrance 70 mL/min't .73 m") and/or body weight <70 ig.
¥ Totad Dty Dioaes from Tab 1 kst
10 ghdey 1.6 ey 2.0g/dey
And ad creslnine cleemnce | and  craminine  clearrs | ard  crealinha  clesrance
Boy Waiight | (rLivinH79 me )iz /1.7t ) i ind" .73 ) i
L st [arm [0 oo s [orm]es0[eon [om [orm[orm [om
1han the reducad domge then e then the
regimen (mg) egimen (mg) rogimen {mg) b
27 20 [ 250 [ 20 [ 250 | soo [ 250 [ 250 | 250 | s00 [ =0 =
gh | gbh | qith | qi%h | gbh | géh | qh | giih| gth | qth | qbh | qih
& 250 [ 125 | 250 | 125 | 250 | 250 [ 250 | 250 | %00 [ zm0 | 280 [ 20
oh | ofh | qi2h | qiSh | qg6h | g8h | qdh | qi2h | g8h | aBh | qBh | q13h |
Y 125 | 125 | 125 [ 128 | 250 [ 20 | 250 | 250 | 230 =0
o6h | obh | ofh | qi2h | gfh | gdh | qi2h | qiZh | g6h | oBh | qBh | qi2h
L] 126 | 126 | 126 | 126 | 260 | 125 | 125 | 125 | 20 | 2 | 2% | R
gh | ot | qizh | qizh | ofh | oBh | gih | qldh | q6h | abh | qloh | gioh
12 [ 126 [ 126 [ 126 [ 126 [ 16 [ 16 [ 15[ 200 [ 125 | 126 [ 126
gh | o | qiZh | qih | ofh | g8h | g | qizh] gBh | obh | oBh | gt2h |

Table 3: Reduced Intravenous dosage of Intravencus imipenem-cRastati bn adult patients with Impalred renal funclion (creatinine cleerance: 70 mLimin't .73 m) and/or body welght <70 kg,

1 Totsl Dalty Dosa from Table 1 a:
3.0 giday 40 giday
And and creatinine clearance and creatinine clearance
Body'Waight | (miminf1.73 m 2 }is: [MLiminf.78m2 ) isc
[l I =1 [#r0 Jatd0 Jez |1 [#70 2140 [oam
thran the reducad dodags rgiman (mag) s Tnon the reduced dosage regiman () ks
) 1000 500 [ 500 1000 R ED
oh gh | qen | aqizn o gn | gh | qun
750 500 500 500 1000 R ERED
g | gn gon | gizh h gh | qin | gtm
500 500 0 250 750 500 500 500
gh h q8h gizh eh gh qéh | gizh
40 500 260 250 260 500 0 260 250
oh h g6k qizh geh gh gth | qizh
30 260 260 20 250 a0 260 260 250
gth | geh | qh ] qidh | gt 96| qeh | qizh |

Patients wi should be treatad with infravencus Imipanerm-ciiestatin 125 mg of 250 12 hours for mest pathogens. Thers may be an Increasad risk of seizures when dosas of
Blﬂmgmyﬂl'nurlamldmmshmdhmaupah ianta. ™ ey i

Paﬂenhvdhcmﬂr}lnlr dearancs SI;;anrﬂnﬂ a3 rlr:m ot recalve Intravenous lmipererm-cliestatin unless hermnodialysls Is Instiuted within 48 hours. Thera Is Inadequate Infarmation to recommend usage of Intravenous

\mipenem-clastatin undergelng peritoneal

Hamodialysls: When teating patlents wi mmmw:mmwmm%ﬂmmmmdmgemmmmmmmmmmhlmmdsmzommwmm'(s«
Intravenous Schedula forAduts

Dogsge Mlt-t ky)Bthmpnunmddmm-ndnmdﬂunhmmmdu lalvala, Tha patient should recelva Intravenous
Wmmrhamodab-mdlﬂzwmrgmhlﬂmhmdﬁ odialysis session. Dialyeis CNSLels should be carefully monitored; for patients on
o ot m;mddwmt:\ebu:fﬂltm hslhupotnrrﬂllﬂd:nfmru(mPREGAlm NS) . ant thrse hourslser For igh-k
Prup.'wwc rlnghyhm infactionsinady ram of Imipsnem-Clastatin Injection anassthoaia gram irs [etar. For high-risk (i.e. coloractal)
surgery, two addtional (| grlndnmombedvonatamdmhousalhrhdg

{See PRECAUTIONS: Padatric patients)
Fnrpadhmnpaﬂm‘h zamﬂdmhmmmhm—ﬁnﬁhﬁmmu15h25wmmmmryﬂhwm Basad on studes In adui, the maxdmum dally dosa for raatment of inflactiona with fuly
ibke ovgariama is 2.0 g per day, and of infoctions with moda bty susceptibi organiams (p Iy of P aerugpnoes) ind O giday. me(uphsomgm&ynduumum)mmm.nmmmm

F:rpodh:;lcpuﬂam samun‘h ofaua (welghing 2 1,500 grams), the following desage schedule s recammendad for non-CNS Infscions:
<

mlwwhdagoz shm
4weoks % s,
Dumlmlhannr ul i 5t

300
Dosss grealer than rrl&boghanhykﬁawmilnﬁ.ﬂbnmﬂhﬂnmhm
me:mEudm mg {Imipanem and Cilastatin Injection] is not rcommendsd in peediatric patients with meningitia or CNS infections because of the risi of seizures. If meningilis is auspacied, then other appropriste
Inlmmm CILANEM 500 myg (Imipsnsm and Glastatin Injection] ks not recommandad in pasdiairic patints <30 gy with impairsd renal Rnetion, &% no dats s avalable.

In the afderly
Aqadm an::i muﬂ%lffad the tokabity and efficacy of Imipenem and Clastaiin Injection. The dosage ahould be detarmined by the ssverty of the Infaction, the suscaptiblltty of the cauisathes onganiam(a), the patienfs dinical
con renal

Gmbrm#ﬂ'ndalsmuﬂhwmdadmhmhnwb1DOanfan|ppruprluhcmpeﬂ Infusien sakition,
Astggested procedurs s to add approxmetely 10mi from the appropriabs co patbhnﬁumsﬂuﬂon(mlmofdmmmdummmmmmmtnhmsmmlmmmmmrgsmpemhnhma

bl infusion sglution cortainer.
mﬂ : THE SUSPENSION IS NOT FOR DIRECTINFUSION.
Rapeatwith an lddﬂmal 10 rnLufoun'pahhlalnﬁunnsduhmhlnluraWhhmﬁdvﬂwﬂhhhw&hﬂamﬂuwduﬂnn Tha rasulin #lnimmlhuld bpe ngliated until clsar.

alcohol a5 & pressrvetive has assoclated with tadcy In neonates. Wiile teodclty has not besn dermonstrated In pediatric patisnts graatsr than three monthe of age, smal psdetric patients In this age range may alsa be at
rnka llnuldhnndyﬂnrafnm uimmnngmmmudmu&mnmmmmmﬁmﬂmci Iqm)llmmmhdhﬁmnshmm pahnls%ﬁuqun;ylga
Before recanatittion, the amdsrshmldlsmudaiahm e balow 25°C (77°F).
Mmﬂh.rhdsduﬂms:f EM 508 mg {Imipanemand Iashﬂnl Mon&mgefmncdnﬂesshyellow\faﬂaﬂonwfeobrwmtlmsramedenoliﬂ‘edﬂn ﬁnd
Inliaapl wlinical and pharmeceut 13 {Imipenam and Clastatin Injiection) should be adminisbared a8 a frashly prapaned solution. CILANEM 500 myg {imi im and ﬁln‘hmlsmadion)n
I use vials and reconsdtuted with ebolowglnndlhomn( Preparation of Solution abave), malmtalns satisfactory potancy for 4 hours at room temperatura or for 24 hours unaer refiigaration (4°C}. Solutions of

Sudhm nﬁw‘mmdmmmn Injaction) ahould not be frozen.

5‘% De:ﬂmemdo smlunchlmda jeciion

5% Dexirose Injection with 0.225% or 0.45% saline solution

5% Daxirnea Injaction with 0.15% peiassiumchloride solution

Mannltal 5% and 10%

ghLANEMSmm (Imipenem and Clastatin Injerction) should not be mixed with or physically added 1 ofher antibiotics. Howewer, Imipenem and Ciasttin Injasction may be sdministansd concomitartty with other antibiolics, such sy

¢l 500 mg{Imipanaem and Cllestatin Injection) b chamically incompatiblewith Iactets and should not be reconstiited with di uents contalning lactate.
ml drug products ahouki ba SHAKEN WELL when mconstituted, and inspacted visuslly for parficulabe metier prior fo administration. I parficulale matter i evident in moonstiuted fluids, the drug sohstions ahoukd ba
scarded.

OVERDOSAGE AND TS MANAGEMENT **
Nomlhlnfnmnﬂml:muamﬂnmmdm%l
mhamdwudu?. dscontinue Intravenaus imlpen t'aalwmpbmalhaly.md Institute supportive measuras a6 required, Imipenem-cllastatn sodiim s hamodialyzable, Howsver, usefulness of this procadure In

The acute intravanoy hmtyoflmlrnns ultaﬁnwi.lmmarabnnﬂ1walltdlednmusatduwuf751w1359mm Following drug administration, ataxia was mpidy p i clonk ions wera noted in about

45 mires. Dealhsuwurrudmmh S6minutes tal desee,

The acule ntravenous tedeity of hﬁiﬂs:dulnu-spmduwdmﬂlnEm10mnutasmrsisltdmof771h1503 . In el d ps, feralea hed decressed activity, bradypnes, and pinsis with clonic

oomulsbmpmedl daath; Inmalee pbslsmmnalalldoeelwelsﬂlamsmddonlcwmmlmsmmﬂdlbm i?? mg'kg). Inanather rat study, famale rats showad atada, nea, and
decransad achivity i all but e ket cose (550 wars procaded by donic convulsions. Male rebs showed ramars st all dosss, and donic convusions and phsia ware sean at v two highest doses (1150.and 1734

mﬁ mnugbshnwlﬂandumhulu dnlssolﬂ1h1?34mm

Jnfmumlml am-clastatin combination 1 ganerally well leratad, oftha 1 nsmmmtsdlndﬂwlmhmmwmﬂhdrmm o background diseasss and lcal impalrmeants, making it cifficult to
mmmpfnmgwaammmm%mm ragey with ¥ nwmﬂmummdamtnm A shlegodineat ™
M?MMMmmmmnmmwmmmwmmmeM

Fafratthe s —0.7%
bt iachion ails — 0.4%

induration—0.2%
whhi’alﬁm 0.1%

mfamr(o %ﬂfm fa%?d m&fﬂ MWWWW ﬂﬂ%ﬂ}kwwh (azm,mmmmmmzm Romason e e aen 2.5k darhed (1 ;o

arMMd'ungdmﬁm of the palients or raposted since the drug was mariated are Sated within sach body system n order o
coiflis the onset of psaudomembranous orafter IMRWNGS” l collfls, b fulminant

rnpuhcfaiure HMWS mmmmpain. Inngun mllarhyparho mn gmfﬂmumhmua mlﬂbum:ﬁrHMsee e emnnhau i e hegalE
ﬁ&w pmcw;pa a, nemamlwdaprul mrbcybsﬂ:ne e mmubcthll, aulwmmm:mn anemi
Special Senses— :g‘nrqlws tnrimlalta
Mm—mmmgmu, hypemnllhﬂun mumd:splnepuh
Camdiovasculer—palpitations, g,
Sidn — Stevens-Johnson sy tode sp y ythema mulifierme, dermatitis, angl tic edema, anglosd anaphylactic reactione, flushing, cyancels, hyperhidrosts, skin texture ch
e b asthenia/ weakness, drug fever.
m”aauﬂamlﬂm%:mfmm pdyura,t.rina&lmk'nﬁnn.T" roleof i imij i in combinationin changeain renal funclion iz difficult to assesa, since factors predizposing fo p 1 i or iy
impaired enel fnction usualy

MMWMWamrnrmhgwhmrmmmmgmmmmmmammmnuwmmmmmmmmm
without o that cinloal irfala elnoa he markefed!
: -WA.LT o nmwmmmwmw? ornaporiad drsgwas were:
Hemic: increased ecsinophis, Mmmammmmmmmwm abnomial / prodonged profhrombin time, hereesed
Fonal: BU#M@.
Mm wine:profaln, uria red blood cedls, Lrine whits biood cofs, ura ceats, urine bifrubin, and urime urob@rogen.

Instucles of 178 pediatric patierds > 3 months of age, the following adverse svents were nofed:

The Most Conrmion Cirical Adverss Experencas Wikl Regard B D
Relationahip (Patiant Incidence >1%).
(AgemoBmpedores | WNoofPrlenbbld) |
[ flcl ]
Gasiroaniwity 20,1
Vaniting 1)

ki
Fash EY-F)
Inxtion, 1.l FIE
[ Urogenal Systom
Lrine decolomlion 2010
Phishits — 428
s prbionk et Bt e e sl A3 o ctmaikd W st SOROVY,

Inatidiesof 138 patfents (newbom fo 3 months afage), the fofowing adverse svents wor noted:

The bost Common Clnical Adverse Expariences Wihout Regard 1o
T ——— -
| Digestive Systom
Diahea 4j3.0%)
Oral Cand dinsis 3 (1.5%)
Sdn
Resh 2 (1.5%)
Uj
Oliguria / aruria B27%)
Ivassular
T n 1 {1.5%)
| Narvous Systam
Cormeulsions [TEEED]
Patients (> 3 Manths of Age} With Normal Pretherspy but Abnarmal During Therspy
Laboratory Valiss.
No. of Pationts Wi
Abnormalitien /
Lahoratory Abnormality No. of Patienis With Lah Dona
Paramuier %)
Hermogiobin Age<Gmos: <10gm% 18129 (14.7)
Bmos. n 12ym. <11,5gm %
L E El ’.ij
6 ok tn 12 yik.: <0 v %
Neutrephis »1000/MM? fabsoits) 4123 (3.3)
il 7% 16117 (128
PRt ] £ TiB iR
Urine Protsin > a7 (68
Saturh Crssiining 1.2 mydL 0105 {0}
BUN 322 mgil. 108 )
[AST (56011 238 I 1&T8 (17.9)
ALT (SGPT) >3 103 (10.8)
Patlants (<3 Months of Age) With Normal Fretherapy but Abnormal During
Thenapy Luboralory Values.
No. of Patients With
Laboratory Parameter Abnormallties® (%]
Eosinophl CountT 11 {8.0%)
Hematoort | 3{2.0%)
Hematocrit 1{1.0%)
Platelet Count T 5 (4.0%)
Platalet Count | 2(20%
Serum CreatinineT 5(5.0%
BiinubinT 3 {3.0%)
Bllrubln 4 1{1.0%
| AsT(s60n T 5(60%
AT{SGPT) T 3{3.0%)
Sarum Akaling PhosphataT 2 {3.0%)
2 mmmhmmtammdmhmﬂnhlm
during or post and, thareiors, variss by test.
Harafn dh ok supestod @ imiar s it exceal e pesciairic padients.

Explry Date with Warning
The product should not ba used afterthe explry dats mentionsd on the pack.

STORAGE
Thedry powder shoukd be storad below 25°C.

ForVial- Aftsrconatiation as directsd, the solrtion maindal mlhhcuz hours at nsam temperatuns (25°C} or for 24 hours under refrigaration (4°C).
SduhnmnfCILANEMSDOm(ImpenunandCilmhhnqusﬁnn) mm‘m Gl wo

CILANEMSUD mg{Imipsnem and Cllastetin Injsction) supplisd a8 a sterle poveder mixturs In singls dose containers vial.
DATE OF LAST REVISION OF PACKAGE LEAFLET
Ociober 2010

KEEPALL MEDICINES OUT DF REACH OF CHILDREN.

Marketing Authorization Holder: Manufactured in Indla by:

Sun Pharmacsufical Industries Lfd. Sun Pharmaceutical Ind. Ltd.
Sun House, 201 Bi1, Wastarn Express Industrial Area - 3,

Highweay, Garegaon (Easf), Dewas -455 001

Mumbai - 400083, India
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