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Far the use of 3 Regslered Medical Practibaner or & Hospits! or a Laboratary

R Amikacin Injection IP 100 mg / 2 ml
Amixin 100

Injection

Compesition:

Each 2 mi contains.

Amikacin Suiphaiz IP

Eq o Amikacn 100 mg
Methyl Paraben 1P 0.16% wiv
(A5 Proservative)

PropyiParsben 1P D.02% wiv

Far IM/IV Lse Only

(s Proservativa)
Water for Injections IP qs.

Ttnraw\flinlndiulinun
i BT it i b Lhetic, ami ide antibiotic which is active against a road specium of Gram-negative organisms, incuding

ankann s Indlcabed In the slmn term of serious Infections due to strains of Gram- negmhle bacteria, Incuding
50 spacies, Althowgh ami i ¥ choice for infacti i, atfimes it may b

ef known or

ga slaphylococei, patients allergic negathve inf

Posology and method of administration
Amikacin should not be physically premixed with other drugs, bat should be ini ing 1o the dose and
route.

The patient's pr ined for ion of 1 dosag

The stafus n| renal function should be esf by of the serum ini ion of the

creatining clearance rate. The blood urea nitrogen (BUNJ is much less reliabie for this purpose. Hsawenml tenal function should be made
perindically during therapy.

Adultsand Chiddren over 12 years

Th o e for d ith

15 mg/kg/day which may be 5 & single daily dose o divided Il 2 equal doses 1.8, 7.5 morkg 12 1. The 1ot daily dose should not
exceed 1.5g.In and in febrile ic patients, dosing should be twice daily, as there is not enough data to support once daily
dosing.

Chitdren 4 weeks to 12 years

Th infusion) dose in children with honis 15-20 which
may be administared as 15-20 mg-'kg oncea day; o as 7.5 mo/ka 12 h.In endocarditis and in febrile neutropenic patients dosing should be twice
daily, a5 I e daily dosing.

Neanates

Aninitial loading dose of 10 ma/kg fobowed by 7.5 ma&a g 12,
M!IIM of administration:
injaction may b
Pharmacological properties
ATC code:JO1GBOG

Pharmacodynamic Properties
Amikacin is a semi-gynthatic aminoglycoside antibiotic derived from Kanamycin A, 1t is active against a hmau snamrum of Gram-negative
jisims, including f 5, E i coll and some Gram-positive arg: a4,
are in mlm Although the exact mechanism of action has not been fully elucdatad, the drugs appear to
i ;nqn‘:

Pharmacokinetic Properfies

Amikacin is rapidly absorbed after inframuszular injection. Peak plasma concentrations equivalent to about 20 mg / mL are achieved one hour after
1M doses of 500 mg, reducing to about 2 g fml. 10hours after injections,

Twenty per cent or kess is bound {o serum protein and serum ions remain in the
hours.,

renge for sensitive organisms for 10to 12

disease. These situations include: the rnrllatlm af thelawfa! me Infections when the m'yamsms.

Single doses of 500 mg administered as an intravenous infusion over a period of 30 minutes produce a mean peak serum concentration of 38
g/ mi. Repeated infusions da nat produce drug ion i adufts with '} function. However renal function will lead to
accumulation.

In adulis wi I i fifie of amikacin is usually 2-3 hours. 94 - %8% of a single IMor IV dose of amikacin is
excreded unchanged by qlmruku filtration within 24 hours. Urine concantrations of amikacin avarage 563 pg/ mL. in the first 6 hours following &
single 230 mg IM dose and 163 pg /mL. over 6-12 hours. Follawing a single 500 mg M dose urine concentrations average 832 pg ‘miL. in acufts wih
normal renal function.

Amikacin diffuses readily through and is excreted in the urine unchanged, primarily by glomerudar fitration. It has been found in
pleural fluid, amniotic fasid and in the peri ity W instrati

Contraindications

Amikacin sulphate Injection | di with k lergy toamikacinor any ofth
Spa:hiuramlgammmimfnrm

| during amikacin therapy.

Caution should be appled to patients with pre-existing renal insufficiency, pra-existing hearing or vestibular damage and diminished glomeruiar
fitration. Pamms treatea with parenteral aminoglycosioes should be umer ciose clinical observation because of the potential otolaxicity and

withtheir use. Safety for e than 14 day
1} merany L3 Sﬂm 1o last seven days or more in patients with renal impairment, or 10 days in oter palients, & pre-eatment audiogram shoukd
e odstained and repaated during therapy.

Undesirableeffects

‘When the recommended precautions and dosages are followed the incidence of toxic reactions, such as tinnitis, vertigo, and partial reversible
deatness, skin rash, dlug ﬂmr headache, paraesthesia, nausea and vomiting & low. Urinary signs of renal irritation (albumin, casts, and red or
wihite cells) reported.

Overdoss

In case of overdosage there [sa gmala] rigk for nwhm oto- and it bockage) reactions. N blockage with

respiratory arrest needs including uf ionic calcium {e.g, a8 gluconat or lectobionat in 10-20% solution). In the

event of overdosage or toxic reaction, diahysis or is will aid in the remaoval nf amlkacm ffamihe bimcl Mmlka:ln levels are

Lo ay . i i borr infant, exch
with other ducts and forms of

The concurrent or serial use of ather neuruimlc ototoxic o neuhrmmc agents, particularly hamtmun. cispatin, amphotericin B, ciclosporin,
viomyein, B, colistin, or other shauld be avoided either

systemlcﬁlvurmmal!;necamaelﬂmpotmml for ffects Where this i monitor carefully.

lmreaaed nephrotoxicity has been reported following itant p inistration of amis i hiotics and

( usa may tini level

The concurrent use of amikacin aullale injection with potent divretics re'mmrynlc acid or furosemide) should be avoided since diuretics by
Ihemselvﬁ may cause ofotoicity. In addition, when administered intravenously, divretics may enhance aminoglycoside foxicity by altering

seTUm

Pregnancy & Lactation:
L2 with Caution,

Storage: Store at a temperature nat exceeding 30°C. Protect from light.
Haep the medicing out of reach chilirn.

Presentalion
2mi wizl packed in the carion song with packags insert.
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