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'COMPANY NAME: Medical umun Pharmaceuticals

TRADE NAME: Long-acting, br
FFORM: Vials containing dry subslanoe equivalentto! 500 mg al\ﬂ 19 oeﬂnaxane
COMPOSITION: Ceftriaxone: (6R, 7R}-7-(Z) 1
sodium pergram of ceftriaxone.

Each Xoraxon 500mg. vialfori.m. injection contains:

bicyclo [4.2.0] ot the form of the disodium salt, Xoraxon contains approximately 83 mg (3.6 mEg) of

Caftiaxone 0.5 (as sterle C mg).
Diluent:1% lidocaine hydrochloride injection.

Each 2 mlampoule contains: Lidocaine hydrochloride 0.029

Each Xoraxon 500mg.vialoriv. injecton contains:

569.5mg).
Diluent:sterile water for injection, of volume = 5.
Each Xoraon Ig,valforim. nectoncortains:

eftiaxone 1g(
Diluent 1%macamenyamcmanue.memon
Each4 mlampoule contains: Lidocaine hydrochloride 0.04g
Each Xoraxon 1g.vil foriv. njection contains:

Ceftriaxone 1
Diluent:sterilewater for injection, ofvolume = 10,
PROPERTIES, EFFECTS Microbiology The bactericidal effect of cefiriaxone results from infibition of cell wall synthesis. Cefiriaxone exerts in vitro aciivity against a wide range of gram-negative and gram-positive microorganisms. Cefliaxone is highly stable to most f-lactamases, both peniclinases and

i C

1193mg)

1193mg).

pyogenes), Agalactiae),

Grantnegative aerobes: Aeromonas spp., Alcaligenes spp, Branhamella catarthels (j-iactamase negalive and positive), Cilrobaclr spp., Enterobacter spp. (some sirains are resistant), Escherichia coli, Haemophilus ducreyi, Haemophius infuenzae (including peniclinase-producing sirans), Haemophilus
parainfiuenzae, Klebsiella spp. (incluing KI. pneumoniae), Moraxella spp., Morganella morganii, Neisseria gonorhoeae (including penicillnase-producing strains), Neisseria meningltidis, Plesiomonas shigelloides, Proteus mirabils, Proteus vulgaris, Providencia spp., Pseudomonas aeruginosa (some strains are
ves\slanl) Salmonellaspp. (incuding . typhi), Serratiaspp. (mcmdmgs marcescens), Stigellasp. Voiospp (ncing\. choers) Yersiias, (ncuding Y enterocolice)
antbiotics, e.g.penicilins, older
fragils), I

clnical

e i ptF - varium), Peptococcus spp., Peptostreptococous spp.

bythe agaror cLs)
ceftriaxone.
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Dilution test, inhibitory concentrations inmg/l 16-32 264
Diffusion st  diskwith 30 ug ceftriaxone),
I 221

20-14 <13

i o Where NCCL i lyuse, altemative,
DIN, ICS and others may be subsiituted.
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NOTE: I one study lower cinical cure rates were observed with a single dose of Ceftriaxone. compared to
INICAL STUDIE:
SKINAND SKIN STRUCTURE INFECTIONS caused by 3 , treptococ, acae, ttoca, P bils, Morganelt 1
ter

herapy. |

URINARY TRACTINFECTIC

UNCOMPLICATED GO

PELVIC INFLAMMATORY

approprate antichizmyial coverage should be added.
\CTERIAL.

BONEANDJOINTINFECTIC "

INTRA-ABDOMINALINFECTIO! " !

raxon, lie: hlamydia trachomati. Therefore,

1 Efcacyfor

SURGICAL PROPHYLAXIS asingle 1 gm dose of

calculous cholecystls in highvisk patients, such as those over ge, vith
urgery). Although i Jaceby

i asingle 1gmadc f.

CONTRAINDICATIONS Xoraxonis contraindicatedin patents with known allergy tthe cephalosporin lass of antbiotics
[Cefiiaxone mustnotbe mixed or administered simultaneously wth calcium containing solution or products,even v

Inumberof

, vaginalor chroni

9 bypas

Tisk (eg,

P
in surgical patients for

Tarthermore sasmall

i atients.
neonates f they req| i WV solutions, LINICAL PHARMACOLOGY, WARNINGS and
DO of cases of i it fvids forboth

WARNING ‘ORE THERAPY WITH CEFTRIAXONE D, CAREFUL INQUIRY SHOULD BE MADE TO DETERMINE WHETHER THE PATIENT HAS HAD PREVIOUS HYPERSENSITIVITY REACTIONS TO CEPHALOSPORINS, PENICILLINS OR OTHER DRUGS. THIS PRODUCT
SHOULD BE CIVEN CAUTIOUSLY T0 PENICILLIN-SENSITIVE PATIENTS. ANTIEIOTICS SHOUL AUTION TOANY PATIENT WHO HAS DEMONSTRATED SOME FORM OF ALLERGY, PARTICULARLY TO DRUGS. SERIOUSACI REQUIRE
‘THE USE OF SUBCUTANEOL

oraxon must not Y-site. However, in patients other than neonates, Xoraxon and calcium-

solutions,

4DO: N)

CLINICALPHARMACOLOGY, CC
iffi

C.Difficile.

d Bwhi DAD.
Careful DAD
diffcile

mortaly, imi [on)
ts.If COAD. ted or confirmed, tibiot tC.

following antioioti
managemen,

o occur over two months aft Appropriate flid

bserved, tothatof other Ce INICALPHARMACOLOGY). Therefore,

am dail
treatment. Vitamin K N

Xoraon. P ih impai K synthesis or | stores (eg,
ysms. C.

above. Cases of pancreali y , have been in patients treated with

f galloladder

conservative management. Therefore, Xoraxon should in i
i

the sonographic

mmon cold). early

antibacterial

therapy may (
drugsinthe fulur.

antibiotc

Ifthis occurs,
is, Muts

gl

Pregnancy Teratogenic Effects
P c.

or Inprimates
There are, however, "

CONTRAINDICATIONS).
eftriaxone( xoraxon), 32% and

andyounger
(see CLINICALPHARMACOLOGY).
N:

Inclinicalial
1% overall,

LOCALREACTION

%after i r

17% (3117) after 1350 mg/mL and 5% (1/20) after

frash (1.7%).L feverorchils
1%).L

HEMATOLOGI neutropenia, lymphopenia
diarthea (2.7%). L 9

T (3.1%) or SGPT (3.3%).L o
(1.2%).L

RENAL
CENTRALNERVOUS

19%).
MISCELLANEOU 19%).
ther 0, anaphylaxis, basophila,bilary lithiasis,
palpitation Jur

colits,dyspepsia, epistaxis, latulence, gallbladder sludge, glycosuria, hematuria, jaundice, leukocytos monocytosis

o
In some of hese cases,

GASTROINTESTINAL - stomlits and glossiis
GENITOURINARY-oliguria.
DERMATOLOGIC- exanthema,

urticaria,edema. y

drugfever, ik
bs'test,fal

hemorrhage

hypertonia,

Altered Laboratory Tests: and elevated LOH OSAGEAND N

furosemide). Th toxiciy of

2

DOSAGE AND

containing solutions in the same IV administration line. Xoraxon must not be admini i with calci

ining V solutions, including continuous calcium-containing infusions such as parenteral nutrition via a Y-site. However, in patients other than neonates, Xoraxon and

PEDIATRIC PATIENTS
For
For 1

INDICATIONS AND USAGE).
12hour

K
Thereafter,

ily i 12hours)
oftherapyis 71014 days.
ADULTS

2t04 grams, i order
Ifc
For 1 112102

Generall

or
therapy should be continued for atleast 2 days after therapyis 4 o 14 days; in
lays, i

DIRECTIONS FOR USE Intramuscular Administration

OMPATIBILITYAND STABILITY)
50 mgor350

After

frequired,

h 1 mL

oraxor
Amount of Diluentto be Added

250 mgimL_ 350mgimL
18mL 1.0mL

[Vial Dosage Size

500mg
1gm 36mL 24mL
Intravenous Administration Xoraxon should bé administered nfravenotsly by nfusion over a period of 30 minutes. Concentrations between 10 mgmL and 40 mg/mL are
STABILITY)

[VialDosage Size Amount of Diluentto be Added

[500mg 48mL

Tom [
After reconstitution, each 1 mL 1
COMPATIBILITY AND: STAEIUTV gyl

if desired.

diluent (see COMPATIBILITYAND.

95mL |

7.5 mgimL 10 mg/mL 4
il precipitate. D

Vancomycin, amsaceine, aminoghycoside, and fuconazol ar physically ncompzttie wih coiaxone n admixures. When any ofthess dngs aefo be adisered concomianty withcfixone by et inravenous nfusia, s ecormended hal he bo iven secuentialy, it orough fushing of e

7°F (25°Clor fer
torage
Diluent Con Room Temp. (25°C) i )
Sterle Waterforlrecton 0 2days T0days
250,350 26hours 3days
109% Sodum Chioride Soluion 100 2days 10days
250,350 28 hours 3days
[5% Dexirose Soluton 100 2days 10days
250,350 2 hours 3days
[BacteriostatcWater 0.9% Benzy Alcohol 100 2hours T0days
250,350 26 hours 3days
1% Lidocaine Souon (Wihoutepephine] 0 2Ahours T0days
250,350 24 hours 302y
10, 20and40mg/mL 10%) for i PVC containers:
torage.
oom Temp. (25°C) i <)
PV conta
ays T0days
ays T0days
ays 10days
ays T0days
ays Tncompatble
ays Tncompatble
Tior24 hours, TomgimLand 20 mgimL: Sodum G container), 10% Normosol-Min 5% Dext
(glassand PVC conts Tonosol Bin 5% ter
NOTE y Dextrose or0.9% Sodium C! 10 mg/mL and40mg/mL °C)inPVCor
Bweeks. Aferthaving DONOTREFREEZE.
STABILITY. I
STORAGE. -Keep outofeachof chidren. -Storebelow 30°C. ~Protect fom light
DOSAGE FORMS AND PACKS. ~Packsforim 1 Sgor gcefiiaxone,anc ampovie 2mlor4miof % Idocaine solton
~Packs foriv.injection: 1 1gcefiriaxone,and 1
[ Keep outofreach of children. ]
Manufactured by: The Tenth of Ramadan fo industries and (RAMEDA)

For: Medical Union Pharmaceuticals,
Abu-Sultan, Ismailia, Egypt.
Issue date: 2412/ 2012
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