SUPRANEM®

betarlactams (inclading penicilling and cephaloaporing).
Serious hypersensitivity reactions including ansphylaxie has been

Suy * b of imip ¥ which is some of them without a hi of ious allergi
a " B - lactam mmtibacterial, and cilastati mpovr_bed.;-u : a history of previous allergic
sodivm, that p the remal iholism of imip by &
dehydropeptidase 1.

emta: Pregnancy categery C.
W" s o . . No human reproductive stadies have been conducted Some
It conta by and sodium 85 active wdverge events are obgerved in gome animal gtudics, especially with

mgmdmm,&ndnnnhﬂ.rbnnmuexmmmr.

The i of Sup ® inhibits bacterial cell wall
uymhmsbybmdmgwuneormmofﬂwpmcﬂhnbmdmg
proteins (PBPs) and so blocks the final transpeptidation of
peptdoglycmsyn‘hwsmbmnlceﬂwaﬂ‘husmhbmnguﬂ

Bacteria lly lyses due to ongoing activity
afuﬂwnﬂmnlynnmzymwhﬂeuﬂw:ﬂumhlymmuhd.
The cilastati P of Sup ® mn renal
metaholism of fmipenem by competitive inhibiton of
dehydropeptidase of renal tubules.

Half-life LV.: 60 mimrtes

Distribution Rapidly and widely to most tissues and
fluids including sputum, pleoral fluid,
peritoneal fluid, interstitial fluid, bile,
aqueous homnor, and bone; highest
concentrations in pleural fluid, interstitial
fhuid, and peritoneal fuid; low
concentrations in CSF

Metsbolism: Renal

Excretion: Urine (~ 70% unchanged drug)
Imipenen: 20%; cilestatine: 40%

Protein bindi

Treatnend  of lower respitslory tracte, winey fract, intre
Ibdmml.gynm]og:w bonumd]mnt.skmmdskmmm
and poly and is
Antibacderial activity: registant grm-negative bacilli (Prewdomonas
Eram-positive bacteria
(methiciline-gensitive Stap aureus and Str sp)

Suprmem'ls contraindicated in patients with hypumsmwty to
in or any comp of the fi

Suprmr.m is contraindiceted i patients with meningitia {pafety

and efficacy have not been establizhed)

Dosage adjustment ig necessaty in patieni with impaired renal
function

Elderly patients often require lower doses (adjust to remal
function)

Prolonged use couse fungal or bacterial super-infection,
inchuding C. m-amxmd dlaﬂm (nbnavd >2 months
postantibiotic ) and colitis,
A.!lthubmmoc:mdmthNSldvmeﬂwm(eg.
confessional states and seizures), use with caution in patients with a

higtory of seizmres.

Paticnis with impaired remal fimetion arc &t increased Tisk of
lmzmuxfmiwnpedydnuadguamd.

Not in p CNS infections due to seizure
potential,

LV. me in newborns to 16-year old children with non-CNS
infections is supported by evidence from edequate and well -
controlled studics. It is not recommended in pediatric paticnts less
than 30kg with impaired renal function as no data are available.

Use with ceution in patienis with a history of hypersensitivity to

lnpdnmbulmtufludlmd:uhlwlhuwnnnnnkvmm
of distribution and cl are d in WOmeD.

Supranem®  cuters breast milk. Usc with caution.

NOTE: The dosage is based on imip contert. The admini

route ig LV,

Neonates <3 months and weight > 1500z-Non-CNS infections:
<1 week: 25 mg/ky every 12 houra

1-4 wecks: 25 mg/kg svery 8 hours

4 weeks to 3 months: 25 me/kg every 6 hours
Children > 3 months - nen-CNS infections:

15-25mg/kg every 6 houms;, meximamn dossge: susceptible
m&mmzyd:ymdmmlywblemmx Ap/day
Adults:

‘Weight = 70 kg: 250-1000 mg svery 6-8 hours; maximum 4g/day
NOTE: For adults weighing <70 kg refor to Doging
adjustment in renal impedement

Children Doges mp to 90 mghkp/dsy have been wused

Adulte: Mild infections: é50-500 mg every § hours; Severe: 500
mg every 6 hours

'NOTE: Rarely used for mild infections

Ad.u.lts Fullysumapifnlnnrgmnm 250 mg every & hours;
500 tyg every 6 hoyrg

Ad.u.lts F‘u]]y meqm'ble organisms: 500mg every 6-8 hours;
epiible ofguni SODmgeveryﬁhoufsotlgevery

8 hours

Adults Fully susce-pﬁhle orgardgmg: 500 mg every & howey;
i 1 g every 6-8 hours

NOTE: anmmdnﬂydnneahuuldnmmadSﬂmgfkgor4
giday, whichever iy lower

i : 250 mg every 6 hours
Complicated: 500 mg every 6 hours

AMm:SﬂBmgeverﬁﬁhmfan!wmﬂ:mwim
otal therapy for 4 total of 4-6 weeks.

Adults: 500 mg every & hours

Adultz: 500 mg overy § hours

'NOTE: Higher doses may be needed based on organism sensitivity.
Children: 20 mg/kg every 8 hours for 10 days
Adnltz 20 mg/kg(up to 1g) every §-8 honrs for 10 days

Patiente with 8 Cler < 5 ml/minute/1.73 m”should not receive
Supranem® unles hemodialyzis is instituted within 48 hours.

Patients weighing <30 kg with impaired renal function should NOT
receive Supranem®,

Hemodialysis: Use the doxing recommendation for patients with a
Clor 6-20 ml/mimate; administer dose after diatysis session and every
12 hours thereafier

Petitoneal dialysis: Doss ag for Cler 6-20 ml/minute

Redoced LY, Diogage: Regimen Biaged on Creptining Clesrsnes: (mlmingts/1 T3 12)

Do not take gnii-gignhes medications without prior congultation
with your physician.
Your urine cutput should decreass after use.

Report itching, rash, hives, difficulty in breathing, black furry
wngue.loouﬂonlmuﬂmglmnlmdvu@nul itching or discharge
1o your physician.

Tell your physiciam if you have any sensitivities to any drugs
foods.

‘Total dafly doac fior ngrmal nenal fometion : 1.5
Cle= 71| 58 mg qFh | 250 mg gbh | 250 mg qbh | 250 mg qh | 125 mg gk

Clo41-70{ 250 mg q6h | 250 gh | 250 mgqh | 125 mg qeh | 125 my fb

2140 256 mg g&h | 25015 q%h | 250 mg q12h | 125 mg g | 125 mg g8k

Clur 620 | 250 mg g12h{ 290 mg q12h| 250 mg q12h | 125 mg q12h| 125 mg 12h

‘Bady Weight (ks) Avmdmnnhntuleofﬁu]nmm wlihanyofﬂ:e following:
=70 L] 50 40 30 BCG; G lovir; G
Tole! daily dowe fio nerzmal reonl fmticn = 1 gilay 3.]" m or, effuchs sof S%W.;; inoreseed by
Cler 71| 250 mg q6h | 250 mg q8h | 125 mgqbh | 125 mg qfih | 125 mg ¢80 Supranem ® may decrease the levels or effecta of BCG,
Che41-70| 250 mg qBh | 125 mg g6k | 125 mg géh | 125 mg q8h | 125 mg qkh Divalproex, Typhold Vaccinie, Valprolc Acid
Clec21-40] 250 mg 170 250 mg 4128 125 mg qBh [125 mgq12h| 125 mg q1ah Pk - Fiii
Clu6-20 |250mg q1Zh| 125 mg q12h | 125 mg q12h | 125 mg q17h 125 mg q17h Ceniral Nervous Syliam. Seionre

Dermatologic: Rash
(Qastroimtestinal: Naoses, disrrhea, vomiting
Genitourinary: Olipuria/anuria

anemia,
admm,uﬂmnn,'hﬂjmbmmmsed,hmmmw

“Total daily dosc fox noxmel el Scticn : 2 gldny
Clez 71| 500 mg qéh | 500 mg qEh | 250 mg qh |250mg qth | 250 mg gk

1 : BUNA

Clr#1-70| 500 mg g8h | 250 mg q6h | 250 mg q&h |250 mg qfh | 125 mg gk

Clr2140| 250 mg u6h | 250 g q&h | 250mg qfh 250 mg q12h| 125 mgqih

Clar 620 | 250 mg q12h| 250 mg q17h| 230 mg g12h (250 mg 412k 125 mg q12h)

Total daity dnse for normal renal fanotion : 3
Claz71 g gFh | 750 mg qBh | 540 mg q6h | 500 mg q%h | 250 mg g6h

Cle41-70 500 mg gk | 500 mg qBh | 504 mg gBh | 250 mg g6k | 250 mg qBh

Tl 21-40| 500 mg gfk | 500 mg qBh | 250 mg g6k | 250 mg 96h | 250 mg g6h

colitis, hep (inelud cnset), hepatic  failure,
‘hyperchl hyperhidrosis,  hyperkalemin, hypersensitivity,
‘hyperventilation, h)thl::munm‘ " , hypotension, injection  site
1, ik 1. 2 b Trral: agr 1 y

sis), pal athesia, pharyngeal pain,

pnlyatlhl;n]gn. polyuna, pomme Coomba’test, prothrombin time

Cla 620 q1Zh) 250 mg q12h)

Totz! daity dose for nurmal rensl fimction : 4 /dey

pruritus, pruritus vulva:, pseudummbmmul uo]mx,
paychic disturt raah,
increased, somnolence, staining of luth, Stevens-Johnsoh

Clarz 71 |1000 mg 6] 1000 mg 2k | 750 mp agh | 500 me geh | 500 mg qim

Clard1-7¢| 750 mg ¥ | 750 mg q¥h 500mg qfh | 500 mg qkh | 250 mg gsh

Clr2140 | 500 mg goh | 500 mg-48h | 500mg gah | 250 magsh | 250 ms g

Cla6.20 |500.22g q12h| 500 500 mg q12h{250 mg q12h| 250 mg q120)

Hepuhcdyrﬁmchmmnyﬁmhﬂlmpmm]unmclemme B0
ing the dosing fr

Add 20 ml NaCl (0.9%) or dextrose (5%) solution o the vial and
shake well, Add the regyltant suspengion to & vesssl eontaining af
lcast 100 ml of the same solution and shake well until the mixture
tums into a clear solution. Administer this solution as 1.V. infiision
during 20-30 minutes.

If the final solution ie cloudy or if there is any particles, AVOID
use.

The color of the final solution must be clear to yellow. If it ia
brown, AVOID use.

Tn case of nausea, reduce the speed of administration.

Tn case of conpomitant vee with ofher antibiotics, do NOT mix
them.

Supranem® DO NOT INJECT BY DIRECT LV. BOLUS.
Do not use solvents containing benzyl aleohol for LV, infusicn for
children.

Iuofuemd.imhn..wllyuurphylir,imimmedilmbn

tasts perversion, thoracic spinepain, thrombocytopenia,
thrombocythemia,  tinnitos,  tomgus/tooth discoloration, tongue
papillar hyperirophy, toxic epidermal necrolysis, transaminases
increased, tremor, rine digcoloration, urticaria, vertige

Treat lympbmmcll]y and inmtitute supportive measurements
i dialysable. However its useflilness
uqunhnnablnmomdungolemng

Befors reconstitution store below 30°9C, protect from light and kecp
the vial in the package,

Keep out of the reach of children.

DO NOT use the drug after the expiration dats

Use the solution after reconstitution immediately.

Vialn for LV, infusion: 250 mg and 500 mg

Tnf ion Handbook (Lexi (3 Refe

Handbooks’ APhA®): 2010-2011, Pages: T34-787
PDR 64: 2010
A to Z Drug Facts: 6th edition, Pages: 1957-1960




