Medical/Pharmacy Protessionals Only™
Amikacin Injection IP 500mg/2mi
Eaom s AMIXIN 500

Amikacm Sulphate [P Injection
Eq. to Amikacin S00mg

Methylparaben 1P D48%w/iy

(A5 Praservative)

Propylpaahen P 0.02%wih

{As Praservative)

For M/ W Use Only

Water for injections IP 0.8

Therapeutic indications

Amikacin Injection is a semi-synthetic, aminoqlycoside antbiolic which is active against  broad spectrum of Gram i i including
Amikacin is indicated In the rstm-tm treatment of sericus i dua o ibde sirains of Gi gative bacteria, including

Pseudomonas species. Although amikacn is not the drug of chol attimes it may be indicated for tha treatment
af known or suspected staohylococeal disease, These siluations include: the Initiation of tharagy for severe infections when the ceganisms

I taphylococe, f i o other o
Posology and method of administration
Amikacin should not be physically premixed with other drugs, but should be q fo the dose and

raute,

The status uf renal function should be estimated by measurement of the serum creatini of the

creatining clearance rate. The blood urea ntrogen (BUN) is much less reliable for this purpose. ﬂamssment of renal function should be made
perodicatly turing therapy.

Addults and Children over 12 years

Th or d for adults and ith { =50 mlifmin)is
15 mg/kg/day which may be admi ingle caky o irded infa 2 equal doses L. 7.5 mg/ka q 12 h. The total daily dose should nat
smaﬂ 1.5 g. In endocarditis and in febrile neutropenic patients, dosing should be twice daily, a5 there & not enough data to support once daily
doging.

Children 4 weeks tn 12 years

The (5w with normal renal Tunction Is 13-20 marka/day which
mayheadmmsiewedaaia ZUmgmg madﬂy uaa?smg'kuﬂ?h' penic p ing should be twice
daily, &5 E gl 0.
Neorates
Aninitial loading dose of 10 mg/kg followed by 7.5 mg/kg 12 h,
Method of administration:
Amikacin sulfate injecti g ularly or
Pharmacodynamic Propertics
Amikacin = a semi-symthetic aminoglycoside antibiotic derived from Kanemyun A Il ls active against a broad spectrum of Gram-negstive
Escherichia coli and arEs
are i ||1 acllm Alitluughthe Exam mechanism mm has not been fully ehucidated, the drugs appear to
Enhibst protein synthes ibile b ibly binding to 305 ril
Pharmacokinetic Properties
Amikacin is rapidly absorbed after i injection. Peak pl ivalent o about 20 mg/mid are achieved one hour after
M doses of 500 mg, reducing fo about 2 pgd/mi 10 hours after injactions.
Tweanty per cent or IBss is Dound 1 serum protein 2nd serum M5 ramain in the idal range for sensitive for 10t 12

fiours,

Single doses of 500 myg administered as an Iﬂlravenan mﬁﬁlnn uver a period of 30 mimustes produce a mean peak serum concentration of 38
yp/'mi. Repeated infusions do not praduce d in ith narmal renal function. However, decreased renal function will lead to
accumutation,

Inaduilt Tunclion 2 of amikac

¥ 2-3Nours. B4 - 88% of & singde IM or IV dose of amikacin is
excreted unchanged by ulnrnarular ﬁliratlun within 24 Imurs Unna ounnamlmm of amlkaclrl Avarage 553 ugfmlin the first 6 hours following a

single 250 mg M dose and 163 pg/) 6-12 hours, A mp IM dose uring average 832 pgiml in adults with
normial renal function.

Amikacin diffuses il fluics and i intheri qped, primarily by glomerular filbration. 1t has been found in
plewral fiusd, amniotc fiui inthe ity i i

Contraindications

Amikacin suifate injectionis contraindicated in patients with known allergy to amikeacin or any component of the farmulation.
Special warning and mcauﬁnnslwuse
¥ ing amikacin therapy.

Caution should be applied fo pafients with pre-existing renal insufficiency, pre-existing hearing or vestibular damage and diminished glomenular
fittration. Patients treated with parenieral aminoglycosides should be under Dlnse clinical observation because of the potential olotodcity and
nephrotoxicity associaied with thelr use. Safety romealmempr [V than 14 days has not b st

If therapy is expectad to last days of mare in th renal impal or 10 days in other patients, a pre-treatment audiogram should
e obtainad and repeated during arapy,
Undesirable effects

Whan the recommandad precautions and dosages are fellowad the incidence of toxic reactions, such as tinnitis, vartigo, and partial reversibie
dMJr\eSS. akin rash, ﬂmﬂ ‘EI‘E’J N&Bﬂa‘)ﬂ'e persestiesia, nausea and vomiting i low. Urinary signs of renal irritation {albumin, cests, and red or

Dverdose

In case of overdosage thers is a general rigk for nephiro-, olo- end neuratoxic k reactions. uiar biockage with
respiratory arrest needs appropriate freatment incleding application of ionic calcium {e.g. as gluconat or lactobionat in 10-20% solufion). In the
e\'emdmrdosaga orfoxic ra:l:lmn peritonaal dmh-sns or haﬂmndlalysas wiill aid in ihe removal nfamlkm:mfmmthc blood. Amikacin levels are

n infant y
i forms of i
The concurrent or serial use of other ic, ototoooe or iC agents, parti in, cisplatin, icin B, ch
i viomycin, in B, colistin, in. or other ami ides shoukl be avoided edther
systemically or topically because of the dditive effect: ihi possible, monitor carefully.
lnmaaau nephrolosicity has been reparted following inistration of aminoglycosi and caphakep

The concurrent use of amikacin sullate injection with potent diuretics {ethacrynic acid w furcsemide) should be avaided since diuretics by
themselvas may cause otoboicity. In addition, when administered intravenoushy, diuretics may enhance aminogiyooside oxicity by atering

Pregnancy & Lactation:

Usewith Caution.

Storage: Store at a temperature not exceeding 30°C. Profect from light.
Improper storage condition may deteriorate the product quality

Keep the medichne cut of reach of chidien.
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