- Fortibiotic

Powder for IM, IV and IV injection infusion
(ampicillin sodium/sulbactam sodium)
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CLINICAL PHARMACOLOGY
pletion of a il k i and sulbactam are ataned. I
fampiclin lone. Peok ampicil 10910 150 megmL.are attained at ampiclin plus 1000 mg subactam and 40 10 71
megiml after 1000 lin pl leve 8 megimL and 21 o 40 megimL,respectivel. Afleran inframuscular
injction f 100 ) peak fom 810 37 megml arealined.
iy 1
Approvimatly 75 to 85 o h
il i probenceid.
In patients wih one o theother uncton. The dose of Fartbiotic in
§
lin h n d sl i
TABLE 1 in Various Body  Fluids
luid or Tissue Dase grams] Concentration
AmpicilinSulbactam imeglml or megi
5051V
Bier id Cantharides)
Tisue Fui
Intestnal Mucosa
i
Fenclaton of icll —
15 I peak serum
blined. T hour
MICROBIOLOGY —
bactercidal at ! e stageof a lin has a broad
specirum of bactricidal aclvity against many gram-postve and gram:negalive aerobic and anaerobi bactria. (Ampicilnis however,degraded by bea-lact spectrum of acvity —
. . I
In partcul; Ibactam ha
il —
The presence of subactam in the Fortibi the antibacteil of ampiclin toincude many bacteria normally resstant 0 it and o other beta-lactam antbacerias. Thus, Fortibiotic

Gram-Positive Bacteria: Staphylococcus aureus (bela-latamase and.non-beta-lactamase_producing), Stophylococus epideidis (beta-lactamase and non-beta-lactamase_producing), Staphylococs saprophytias
tformerly

e " o Y hals bela-lck § hon-bel herchia ol bela-lacamase
and non-b Kebsill spsies ol k bt producing) Proteus mirabils (beta-lactamase and non-be Prteus ilgars, Pr tger, Provid
turi
Anaerobes: fuding B fagi
 Thes b therel
INDICATIONS AND USAGE
kin and i i Escherichia ol *Kebsiella spp* ncluding K ) 3 wils* Eterobace pp,*
and Acinclobader calcaceticas*
see diatric Use
I i i Kebsiella spp. including K ), Badtemides spp. including . il s
Escherchia finclucing B, ragis|

*Efcacy or this organism n ths organ system was studied in ewer than 10 nfections.

ot Jised ab @ Therefore, mixed infec
Approp inorder d ideniy i

by suscept When e and susceptibiy fabl,thy should be considred in sclecting or madfying anibaceral therapy. In the absence of such cat,local pidemiology and suscepliiity
pattems may contribute o the empirc seection of herapy.
CONTRAINDICATIONS

ylasis o Ibactam oro oler
peniclinsand cephalosporins)
WARNINGS
Hypersensitivy
Th o occur
peniclin, , cephalosporins, I an allergic reacton occurs Fortbiotic should b discontinued and the appropriate
herapy inttted
Hepatotonicly
Hepatic dysfuncion, d ic Hepalic oxicly death Hepat
at egularintevas in palients with hepatic mpairmen.
Severe Cutaneous Adserse Reactons
y toxic (TEN), Stevens- lative, rythema mutforme, and G
ot TIONS seclions.

Clostridium diffite-Associated Diarthea
aters the normal floraofthecolon leading o overgronth of C difile.
c 2

y safer
the administaton of antibactrilagents.
I8 4
C difle and suricl evalution should be nstutd as cnicallyinicaled
PRECAUTIONS
General: A high percetage of paients h kin ash. Thus, ampicilin class antibacerial should not b administere 0 patens wih mononuceosi. In paiets treated with

ioti Pseudomones or Candidal the drug should b discontinued
andjor appropriae herapy nsiued.

hy therapy, di plting the
fture
Diah by 5 when the anibacerial i discontinued.Someli stating treatment with antbacteril, and bloody stools fith or
d he antibactrial. I i
linand sulbactam. Concurrent

The concurrent administration of alopurinol and ampiclin increases substantaly the incidence of rashes in patents eceiving both drugs as compared o paiens receiving ampicilin alone. I is nol known whether this

ortibiotic
ampicln
Tintest™, st or Testape”)
i e gucuronide.
G Mt Impairment of Fertity: Long term stu
Pregnancy
ats and rabbisa doses biotic Thereare howeve,
o adequate and well-controlld studie in pregnant women.
(see -PREC Test
Howeser s ol
inlervention or esusciation of the newbom will e necessary.
ilin and sulb
Pediaric Use: ider for din adul
o duls with harmacokineic studi
alicnts and post markeling ac flance (see CLINICAL INDIC \DVERSE REACTIONS, DOSAGE AND
ADVERSE REACTIONS
Lol 160 Pain at IV in -3t 3% hlebits - 12%
Systemic Adverse Reactons
0 of e the patints
Toof i, candidizsis, aigue, malis, headache,chest pain flatu Jossi fenton, dysuria, edema,
focil sweling eythema,chils, substemal pain epist
P ddionall
one pedilric palient recening Fortibiotic.
Adverse Laboratory Changes
Hepatic Increased AST (SGOT), LT SGPT), alaline phosphetas,and LDI.
Hematologic: Decreased hemoglobin, hematocit, RBC, WBC, neutrophis,lymphocytes, platelts and increased lymphocyes, monocyle, basophils,cosinaphis, and plateets,
lood Chemisiry: Decreased serum albumin and tota prolcins.
Renal: Increased BUN and creainine
Urinaysis: resence of RC' and hyaline casts in urine
Postmareling experince
Blood and Lymphatic System Dis ytic anemia, d reported. Thse reacions are usually reversible on discontnuation of therapy and are belevd o be
ibi +lactam antbacteri

Gastrointetinal Disoders: Abdominal pin, cholsaic hepals,choestas, hypebiiubinemia aundic, bnormal hepati funcion, mlen, gasrs, stomalis, dyspepsia blck “hay” tongue, and Clotidim difcie

Nervous System Disoders: Convulsion and dizziness
Renal and Urinary Disorders: Tubulointestil nephris
Respiratory, Thoracic and Mediastinal Disoders: Dysprea

i Tissue Disorders: Tovc ngioedema

OVERDOSAGE
eurol

i may occur with the altainment o high CSF levels of bela-actams. Ampicilin may be removed from circulation by hemodialyss The molecular weight, degree of protein

DOSAGE AND ADMINISTRATION
Fortibiotic may be administered by ciher the IV or the I routes
dminisra

10-15 minutes or 1530
i DIREC pan
Fortibioticis 15 g (1 i 5 1 g sulb
This 15 1 5 i g subactam.
should not exceed 3 grams per day.
e 300 m per kg of body weght
This Ampicilin,/ Sulbactam, 0 per day
of Ampicilln  Sulb i i and the total
per day. 14 days. In clnical i,
u / Sulbactam. sce CLINICAL
impaired Renal Function
The dose of Ampi
] nd
TABLE2
Fortbiotic Dosage
Creatinine Clearance Recommended
(mlminL 75m2) Half Life (e ibi
> 30 I qéhqBh
1529 5 84120
51 9 2024
When orly Tabl s weight feady sate of
renal function.
Maes Ll

72 x serum creainine
Females 085 x above value
COMPATIBILITY, RECONSTITUTION AND STABILITY

por P
When concomitant therapy with aminoglycosides is indicated, Fortibiotic and aminoglycosides should be reconstiuted and administered separatl, due o the in viro inactivation of aminoglycosides by any of the
aminopenicilins.

DIRECTIONS FOR USE
Genera Dissolution Procedures: Fortibiotc serle y any of his insert. Sol o stand afer

Storage Conditons:

afer Sterile water for Ijection, M6 Sodium

Storea 25°C
lactate injecton, 5% dextrose in 0.45% Sane, 1% Invertsugar
Pack

G

e contaning 5 fecion + nset el

| Keep all medicaments out of reach of children

Manufactured by: South Egypt Drug Industries Company (SEDICO)
( ’ for Amoun Pharmaceutical Co. sx

Packed by Amoun Pharmaceutical Co.

El-Obour City, Al Qalyubia, Egypt.
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