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Cilanem’

Imipenem and Cilastatin for Injection USP

DESCRIPTION

Cilanem™ is a combined preparation of Imipenem and Cilastatin. Imipenem is a penem antibacterial
drug. Cilastatin sodium is a renal dehydropeptidase inhibitor that limits the renal metabolism of
imipenem. The bactericidal activity of imipenem results from the inhibition of cell wall synthesis. Its
greatest affinity is for penicillin binding proteins (PBPs) 1A, 1B, 2, 4, 5 and 6 of Escherichia coli, and
1A, 1B, 2, 4 and 5 of Pseudomonas aeruginosa. The lethal effect is related to binding to PBP 2 and PBP
1B. Imipenem has a high degree of stability in the presence of beta-lactamases, both penicillinases and
cephalosporinases produced by Gram-negative and Gram-positive bacteria. It is a potent inhibitor of
betalactamases from certain Gram-negative bacteria which are inherently resistant to most beta-lactam
antibacterials, e.g., Pseudomonas aeruginosa, Serratia spp., and Enterobacter spp.

INDICATIONS

Cilanem™ for intravenous use is a combination of Imipenem, a penem antibacterial, and Cilastatin, a
renal dehydropeptidase inhibitor, indicated for the treatment of the following serious infections caused
by designated susceptible bacteria:

 Lower respiratory tract infections « Urinary tract infections « Intra-abdominal infections
« Gynecologic infections « Bacterial septicemia  Bone and joint infections
« Skin and skin structure infections « Endocarditis

DOSAGE AND ADMINISTRATION

« The dosage of Cilanem™ in adult patients should be based on suspected or confirmed pathogen
susceptibility.

« For adult patients with normal renal function (creatinine clearance of greater than or equal to 90
mL/min), the recommended dosage regimens are: 500 mg every 6 hours OR 1000 mg every 8 hours
OR 1000 mg every 6 hours.

« A reduction in dose must be made for a patient with a creatinine clearance of less than 90 mL/min.

« Patients with creatinine clearances of less than 15 mL/min should not receive Cilanem™ unless
hemodialysis is instituted within 48 hours.

« Reconstitute Cilanem™ vial with appropriate diluent and dilute the reconstituted suspension with an
appropriate infusion solution before administering by intravenous infusion.

Recommended Cilanem™ Dosage in Pediatric Patients for Non-CNS Infections:

Age ‘ Dose (mg/kg) ‘ Frequency (hours)
Greater than or equal to 3 Months of Age
15-25 mg/kg Every 6 hours
Less than or equal to 3 months of age (Greater than or equal to 1,500 g body weight)
4 weeks to 3 months of age 25 mg/kg Every 6 hours
1 to 4 weeks of age 25 mg/kg Every 8 hours
Less than 1 week of age 25 mg/kg Every 12 hours

* Doses less than or equal to 500 mg should be given by intravenous infusion over 20 to 30 minutes.
* Doses greater than 500 mg should be given by intravenous infusion over 40 to 60 minutes

Recommend that the maximum total daily dosage not exceed 4g/day.

CONTRAINDICATIONS
Hypersensitivity to any component of this combination.

SIDE EFFECTS

* Phlebitis  * Nausea, diarrhea, vomiting e Rash, pruritus, urticaria * Pain injection site, erythema
at injection site, vein induration e Fever e Hypotension e Seizures, dizziness, somnolence

PRECAUTION AND WARNINGS

* Hypersensitivity Reactions: Serious and occasionally fatal hypersensitivity (anaphylactic) reactions
have been reported in patients receiving therapy with beta-lactams. If an allergic reaction to this
combination occurs, discontinue the drug immediately.

* Seizure Potential: Seizures and other CNS adverse reactions, such as confusional states and
myoclonic activity, have been reported during treatment with this combination. If focal tremors,
myoclonus, or seizures occur, patients should be evaluated neurologically, placed on anticonvulsant
therapy if not already instituted, and the dosage of this combination re-examined to determine whether
it should be decreased or the antibacterial drug discontinued.

USE IN PREGNANCY AND LACTATION

Pregnancy Category C. There are no adequate and well-controlled studies of this combination in
pregnant women. This combination should be used during pregnancy only if the potential benefit
justifies the potential risk to the mother and fetus.

It is not known whether Imipenem-Cilastatin sodium is excreted in human milk. Because many drugs
are excreted in human milk, caution should be exercised when this combination is administered to a
nursing woman.

PHARMACEUTICAL PRECAUTIONS
Store at or below 25° C temperature. Keep away from light and wet place. Keep out of reach of children.

Reconstitution and Preparation of Cilanem™ Solution for Intravenous Administration

« Do not use diluents containing benzyl alcohol to reconstitute Cilanem™ for administration to
neonates because it has been associated with toxicity in neonates. While toxicity has not been
demonstrated in pediatric patients greater than three months of age, small pediatric patients in this age
range may also be at risk for benzyl alcohol toxicity.

« Contents of the vials must be reconstituted by adding approximately 10 mL of 0.9% Sodium Chloride
Injection (supplied).

« Reconstituted Solutions of Cilanem™ range from colorless to yellow. Variations of color within this
range do not affect the potency of the product.

« The reconstituted suspension must not be administered by direct Intravenous Infusion

o After reconstitution, shake vial well and transfer the resulting suspension to 100 mL of 0.9% Sodium
Chloride infusion solution (supplied) before administering by intravenous infusion.

« Repeat transfer of the resulting suspension with an additional 10 mL of infusion solution to ensure
complete transfer of vial contents to the infusion solution. Agitate the resulting mixture until clear.

« Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit.

Storage of Reconstituted Solutions

« Cilanem™, as supplied in single dose vials and reconstituted with the supplied 0.9% Sodium Chloride
Injection maintains satisfactory potency for 4 hours at room temperature or for 24 hours under
refrigeration (5°C). Do not freeze solutions of Cilanem™.

PACKAGING

Each box contains one vial containing Imipenem & Cilastatin for injection (a sterile mixture of
Imipenem Monohydrate and Cilastatin Sodium) equivalent to Imipenem 500 mg and Cilastatin 500 mg
respectively and one bottle of 100 mL 0.9 % Sodium Chloride Injection (as diluent) along with a vial
hanger.
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SK+F

ESKAYEF PHARMACEUTICALS LTD.
RUPGANJ, NARAYANGANJ, BANGLADESH
TM TRADEMARK

R/PM0850 V01

BNGRIHNR Gy AT 972 HerShifo~ 35,953,

faqad

et o e 8 Fet2ifora @i o35fo! 3EEmT 936 (e MBS F341 FrearSif
9B @A fSRREEEms RIS T e [ReAe @i S 3HANET IRBBRAARID
PIRIFIIOIT FeT QD (I Bl TR et (I Twvot| O STAERp @IhifE ot I Escherichia coli
JSORAT 1A, 1B, 2, 4, 5 8 6 =7 932 Pseudomonas aeruginosa 93 1A, 1B, 2, 4 8 5 ¥9a
IABTER AR5 @ifoma (PBP) &ifSl SfemwEs sitd N sfeiq @ @et PBP 1B @iq PBP 2 a3
SR QIRG 26T BleT| ([ BI-eTIHESH, Koty I -l 93e s-sifsibe aenRam Sesta
Il SIRFTTRG 992 CTRIETSIEGT SoifEfom sy S alald BiftTg swiv Iw aft ey
IO A-FEMGS BSORAQ ; I ToSToeRs @6F wHiHoH 6T fowidt @a~s
Pseudomonas aeruginosa, Serratia spp 932 Enterobacter spp 93 @B1-eHBIe it Rt

Attt
FreTtE™ R S Oy 3w, Tt 936 (e afSamgiagrer 9ae Frerifome, o abfe @rter
R fBros gD 97 @i 56, It FRNftie BFod Fewdd GH fho:

o {9 YITered Segad « 33 BT 3NTn i~ * 3G WIS NN
o STINIPASTD INCPIXA o S GIBeIfeTgt * @A 92 TITB DI
* G 8 GII SONTTH ML o QTSIDIRISIITT

Hiat @ I

« SlIgATF PO G FeImE™ 93 Hiat RS I Do @R[ MRS AU AR ToT

Tl

* FoIRS o HaehTia ( ferfb~ fFamar »off fo/ fAfi wwar @) dieaes M o0
#3176 QSN ¢oo fi.at. dfs & w6 aed @Rt sooo fA.41. &f b To @da WAt sooo f.4f.
45 & 90! Tl

* (P F forrafbfRm fpatar so fivfer. / AT 93 513t T it Sy Aiat Qi3 S A aal
* (@ PN (RGN fPaimar s fife. / ff G 93 51 S8 ot aHa et dutst Fat @

X T AT 8b O Ty FREATSIIATRI 2717 A
« fEdishel St S a7 SIIier Jie I SRS i o[ 938 of galief 3Rpex N
eI i SZeIp I Ao 2@l
sifSHIGs 932 R-fFiavas ST oy Fesa" a7 o351 wiat:
T | wa (@ o) | S{AfS (279
© § 1 o7 @ftP JACK 65
se-x¢ fidt./ & &fS o 7ot
© HI5T J1 01 P8 IO (G (GTH deoo 31 I Ol afp)
8 A (AP © 7 I e a8/ s 46 & g5t
S (AW 8 Fig T e fa.a/ @fs A4fS v ot
S I FE W e fa.at./ &fe fS 5% IOt
* ¢oo fi1. 41, I1 O P (SST R 20-wo RGBS At Fro a1
* ¢oo fi.if. a7 WP (Sio FHAINR 8o-yo ARG Srgrst T o[l 9F MR T SATERD
8311/ fi 97 WP (SIS fATthfo A3
aifefdatat
93 =Ff5T (A SAMIAS &ifS Ffoner@mniictol|
strfetfofaat

« Ifsia, afd, St o I, eSO, ARBHIRAT o SNGRHET BIW A,
‘aﬁﬁmﬁmw *Gd el e R, Fi @i, Refeet

<

sodol

oA gfofaie [IG-aniabr it fofhesta aha Sifoe ade Iuifoe FIaD aforer@u~ATe
AT IS TR T (I ALREAN AT (7Lt I O DITHP it I HI© !
fipfe a3 aifBarmiioe e g 93 @G Foad GfbeTol @ FARPSHAT (65 972
ARG afFfed 28R o @iEl I iPie @8, SR @t f{pR o or S
SRS RIS IO @ 932 ifoIeIanrs (Qifst fio o 932 93 eged afat
SRSfRTRHC it 31 HiaT HHIT At IFBINGRIIT Tk B STl

FEIRBIT & BRI ST

(IR SO 11 IEI6! Ffeetig Soia IS 972 stfies siThwt St iR SREE B Fla
GYN3 I MO A M7 I FRAT eI iy U anshis! @ 271 Sfaewy 932 et
CTHSIE Hfoqsh Wivo o fF of TRt TR @ ey TWS 334 Hioqsh HG o7 Of FIWNBISH
HIT (Ha Hodo! AT PJ© a[|

ﬁ““’ Iﬁs Eaﬂ Gl 5|\9$’0
2@° CTEARTIT Ofstatat it oI e AT | QteTt 8 Aot QP W YN K30 NSHeTa I8
YA

AT SIS e et SRsfé~ 8 sgfoa Rt

o AT GHE SO TR @GR Iebiee] SHAfEe SRS AR $d [ Al SRS 9
ST REfegia st sadt el @y for o @it Tt AR aw fafet Atiis @,
93 ITT @M 37 (@ [@GTIReT Gepiated f[aferaa i Ao A

* SRR ST AT Tl TR SIS do fifeT 0.6% G (FIARES IR FA© T

(FFREo)
o S SRsffe TIRAR 32 T (@S Tgn S o Si[l Foe o oo RS 2 97 ST
IO BI ARKITON ToHT |

o SJ5ff0 TR ST sttt Swst St Qi i

« R SRR S5 SRR S ST Siefelia AP [6fpo FEIN doo fafeT 0.6% cHifSar
(PRI BAFTHN TR (FRAI2Po) HES FINIEI DO 2l

* 3RIPTHA AR &S SIAET SAMIN @I BB 60 I G5 i3 so fifer NHSHN
AP T SRR NI P A1 Hefpi~ Fog 3! 93 B ol

o R SR AT GHta A7t 612 g SeTel 618 P 64 o[ @I PN St I [
93¢ faet ot T1eg 15

ssffée Sefriea sieamd
Fratma™ o OIS Siid-TRARPS 0.0% CEIH (@FHRS gl gAsfoe It ae FelRS
OIIaly 8 T 0 992 @IPGIHDE AeTH (@° CTARTIN) FAA 28 ! ABAGAD DIYHHo! IS AL

Frema @ fRaifo St 3@ Al
333
oS A TR NGHIRG T T 932 Frergnfon Gfieme kg a3 ety

OIS 97 (B3 foRld) 9 9HT6 RIS It TP FTEAFT oo fi.alf. 932 FeBHifo coo .o,
99 STHQeNl WG A Pl A 9P @oel doo fA.fed. 0.6% CTSAE (PIAIES SNGHHN
(SRRFB) 932 BB SIie g7l

HFOIRD

SK+F

ATHAT HIHITSCHIT oS
PANG, VAN, T

™ (GTHID

Pantone Code : @ PANTONE 654 C

e PM Specification
Job Name : Cilanem Datasheet Paper . 60 gsm offset paper W
Size : L-340 mm, W-100 mm Lamination . N/A
Print . 1 Color offset paper Loading Process  : N/A
Others :




