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i, whether o Tigher please see: hilps:/wwnn (dagouSTIC.
Agiation i imasmen o vl fcton e Wi Btutors 593 st Cove gt opuatons
vegular monitoring ofcreatinne clearance of these  Geranc Patients
Specal Senses Tase perversion St & recommened borsgo e 13, NONSLIGALTOXGOLOGY
S T —— 0 OVERDOSAGE otamacakneic o a s s of mperen 500 g and lasat 500 g it |
In the case of overdasage, iscontinue Imipenem and Clstatin or Ijcton (), reat 8 B0 7 BONES 2 SR e T BORCE 8 MR T S
W blasn o Taltives of mipener and clastatn are 91 = 7 mines and 69« 15 minutes msw“mw . genetic oxcity. The ests used were: V79 mammaian cell mutagenesis assay (clastain
Body as a wide Drug fover Injecton (V) s hemodialyzabe. ;  1oSpectvol. sogium alone and imipenem alone), Ames test (ciestatn sodum aone and imipenem
alone), unscheduled DNA synhesis assay (mipenem/ilastatn sodium) and in vivo mouse
Renal Acute renal falure RIPTION accumuaton of imipenemiciastati s bserved. Cylogenstiostot (mipenemicliastatin sodum), Nono of these st showed any evidonce
Imienemandlastaintornocton USe 1) nanand sttt st e
Uine discoloration formultion of imipenem anivacieril, and cilstatin, a ronal dehydropopiidase  Pedatic Patents “
ot Wy SOl Dbl 030 85 & G et an Glasn o mecion, Do of 7 mgkgidos i patnts 3 morts o< 3 yeas of ag,and 15 mgkgidosen
Adverse Laboratory USP (V) is an anibactrialdrugfor inravenous adminstaton ated with mean trough piasma concontrations of

hanges
‘Adverse laboratory changes reported since the drug was marketed were:
Hematologic: agranulocytosis.

patients 3 10 12 years of age were assoc

ieramyon, IS o 11204 noyimL and 6202 megm e e S0 s G R R
Which s produced by Steptomyces cattieya. ts chemical name i (SRES)-3-[(2- ; e treatment

Examination of published terature

ang
T Spect of aers reactons inalt and pciatis patrts.

7 DRUG INTERACTIONS
71 Ganciclovir

and Gilstatin for Injection (L\). These drugs should not be used cunwmmuy o
for Injection (V)

X ecid
Concomitant administation of Imipenem and Gilastatin for Inection (1) and probenecid
esults in increases in the plasma level and hait-ife of imipenem. Therefore, it is nt
recommended thal probenecid be given concomitantly with Imipenem and Ciastatin for
Injection (1)

73 Valproic Acid
Case_reports In the literature have shown that co-administration of carbapenems,
including Imipenem and Cilastain for Injection (LV,), to patients receiving valproic acid
or divalproex sodium results in a reduction in valproic acid concentrations.

i cancontalons mayaop beow h hraputc e s 8 sl o s et
narstors ncreasing th 15 of reakough sozures

ineracion I unknown, data ffom /n i and aniral Stdies supgest (ha carbepencrs
may D the byl of ot 20 gucronds metaboits (VPA-) back to
valpr

oovions (3.3 e conerant v of pene Gl o geton 1) 2nd
valproic acid/divalproex sodium is generally not recommended. Antibacterias other than

controled on valproic acig or ivalproex sodium.

hycrate. s an off-whie,
s mocarwagtol :mv i iy e nwater and ity skl matranol
0,

o i

f
& cooH
Cllastatin sodium is the socium sat f a derivatized heptenoic acd. s chemical name is
sodum

oot 153 oot yelovih i, g tscon, amorps conpon
molecuar iight Il i S e 1 SR ol &
TG S s st o

cH, COOH
< A
S—/ NH,

COONa

joses.
of non-CAS infections

1 a dose-ranging study of smaler premature infants (670 101,890 g) i the fist woek of Ife,
o of 20 mgp 12 by 1510 3 miutes o vas assooted i mean peak and

0 43 eyl and 1.7 mey afer e does
respecive tion of ciastatin in neonates may occur folowing
il dus of rane an0 Craa o o ). T sty o acrmuton

i
5
35
§

imipenem and Ciastatin for njection (V) is @ comtinaton of imipenem and clastatin. Tre
bacteicical actiy of mipe fom b niotonof cl il syt s st
afinty s for peniciln binding proteins (P8PS) 1A, 18, 2,4, 5 and & of Escherchia cof, and
TN 3.3 s of oo g T il 1ot e o b 5
2and PBP 18,

and Itis a potent
infibitr of beta-lactamases from certain Gram-negative_bacteria which are_inherently
9 Serratiaspp. and

Enterobacter spp.

Resistance

16 HOW SUPPLIED/STORAGE AND HANDLING

161 How Supplied

Imipenem and Cilastatin for Injection, USP (V) is suppled s a sterile powder mixture in

gl doa vies cosinig ripanen (ks spivlet) and st (e il
ollo

equivalent) as f
Product Code | Unit of Sale smnuu. Each
0 mg imipenem
oo
40025 o 63323-345.25 |50 m clasian NDC 63323-349.01
Unitof 25 cquaentan 20 mL Single-Dose Vial
m: samum bicarbonate
0 mg mpenen
walet and
00005 NG 63323:322:25 | 500 mg clastatn NDC 63323-322-01
Unitof 25 equivalnt and 20 mL Single-Dose Vial
1 sodium bcrborate

162 Storage and Handiing

as resistant o imipenem.

Imipenem and Cilastatn for Injction, USP (V) sterile powder should be stored at 20° to
25°C (68° to 77°F) [See USP Controlled Room Temperature)

17, PATIENT GOUNSELING INFORMATION
* Advse_patents thal alergc reaclons, ncudng serious allic fectons, coud
o 223 At sanus s oquro immedat teamert. he s rpor

eoss mpaEnatity BaCIOn 1 Iipahem ad CRAAR o eCuo U, oy
carbapenems, beta-lactams or oiher alergens

Gouna) i bt antbactrialcrgs iciuing mipsnem an isstatn o rocton
10 shouscn b uae o et b . Thy o ot et il e

e oo o8y fo cton (11

therapy, kipping

dosesor the
Immediate treatment and (2) ncrease the likeiood that bacteria willdevelop resstance
ection

drugs in the future.
* Galralpaes o ok i

izures have been reported curing Uealment wilh  Imipanem and Giasan or
injecton 1Y) and with closely reated antvacteral
g Vilprot 206 o S0 vaproat. Varoio aidconcerirtiors
in the blood may dop below the therapeutic ange upon co-adminstration with
Imipengm, and Clasiat o Ijcton (L. f Teament with Impenem and
ia ection (. opl

 Advise patients that diarrhea s a common problem caused by antbacteral drugs and
usually resolves when the drug is discontinued. Sometimes, frequent watery o bloody
diarthea may accur and may be a sign of a more serious intestnal infection. If severe
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