System organ class Common Not Known

Infections and infestations Candida overgrowth, overgrowth
of Clostridium difficile

Blood and lymphatic neutropenia, eosinophilia, | leukopenia, positive | thrombocytopenia, haemolytic

system disorders decreased haemoglobin | Coombs test anaemia

drug fever, interstitial nephritis,
cutaneous vasculitis

leukopenia, positive | pseudomembranous colitis

Immune system disorders

Gastrointestinal disorders

Coombs test
Hepatobiliary disorders transient rise in liver transient rise
en; in bilirubin

Skin and subcutaneous
tissue disorders

skin rash, urticaria
and pruritus

erythema multiforme, toxic epidermal
necrolysis and Stevens-Johnson
syndrome, tic oedema

| CEFUROXIME |

INFEKOR
750 mg Powder for Injection (IM/IV)
ANTIBACTERIAL

PRODUCT DESCRIPTION:
White o faintly yellow powder

FORMULATION:
Each vial contains:
Cofuront .

elevations in serum creatinine,
elevations in blood urea nitrogen
and decreased creatinine clearance

Renal and urinary disorders|

USP. 750mg

PHARMACODYNAMICS/PHARMACOKINETICS:

General disorders and injection site reactions
administration site which may include pain
conditions and thrombophlebiti

Mechanism of action
Celuroxlme mhlblts bacterial cell wall synthes\s lol\owmg attachment to pemc\lhn bmd\ng protems (PBPs). This results in the
wall which ly:
resls'ance

Description of selected adverse reactions

Cephalosporins as a class tend to be absorbed onto the surface of red cell membranes and react with antibodies
directed against the drug to produce a positive Coombs test (which can interfere with cross matching of blood) and very
rarely haemolytic anaemia.

Transient rises in serum liver enzymes or bilirubin have been observed which are usually reversible.

Pain at the intramuscular injection site is more likely at higher doses.

However it is unlikely to be a cause for discontinuation of treatment.

Paediatric population
The safety profile for

diumiin children the profile in adults.

OVERDOSE AND TREATMENT:
Overdose can lead to neurological seque\ae including encepha\opalhy‘ convulsions and coma. Symptoms of overdose can
oceurifthe dose s P

STORAGE CONDITION:

Store attemperatures notexceeding 30°C.
CAUTION:

Foods, Drugs, Devic i
AVAILABILITY:

10mLUSP Type Il clear glass vial sealed with grey butyl rubber stopper and flip-off seal (Box of 1's).

ADRREPORTING STATEMENT:
For suspected adverse drug reaction, report to the FDA: www.fda.gov.ph. Patient should seek medical attention immediately at
the first sign of any adverse drug reaction.

FDARegistration no.: DRP-12077-01
Date of First Authorization: Jan. 2023
Date of Revision of Package Insert: Feb. 2023

Manufactured by:

SWISS PARETERALS LTD.

Unitll, PlotNo. 402, 412-414 Kerala Industrial Estate, GIDC,
Near Bavla, Ahmedabad, Gurajat, 382220 India

Imported by:

MEDINOVAPHARMACEUTICALINC.
3270-CArmstrong Rd., Merville, Brgy. 201, Pasay City,
Metro Manila.

Distributed by:

{7 ONE PHARMA

ONE PHARMAMARKETING INC.
L51,B21, Abel Nosce St, BF Resort Village,
Talon Il, Las Pifias City, Metro Manila

S2PH-INF750PI-IN01-01

Bacterial resistance t
* hydrolysis by beta-| Iactamases including (but not I\m\ted lo) exlended -spectrum beta-| Iaclamases (ESBLs), and Amp-C
enzymes, that may ly incertain P 3

penicilin-bi insor il
*outer which restricts
+bacterial efflux pumps.
Organisms that have acquired resistance to other injectable cephalosporins are expected to be resistant to cefuroxime.
Depending on the mechanism of resistance, organisms with acquired resistance to penicillins may demonstrate reduced
susceptibility or resistance to cefuroxime.
Pharmacokinetics
Absorption
After | volunteers, the mean peak serum concentrations ranged from 27 to 35
pg/mL for a 750 mg dose and from 33 to 40 pg/mL for a 1000 mg dose, and were achieved within 30 to 60 minutes after
administration. Following intravenous (IV) doses of 750 and 1500 mg, serum concentrations were approximately 50 and 100
ug/mL, respectively, at15mmutes

proteinsin G gative bacteria;

AUC and Cma; with ind ingle d f250to 1000 mg following IM and IV
administration. There was no evidence of accumulation of cefuroxime in the serum from normal volunteers following repeat
tion of 1501 hours.
Y
Distribution

Protein binding has been stated as 33 to 50%, depending on the methodology used. The average volume of distribution ranges

from 9.3 to 15.8 L/1.73 m2 following IM or IV administration over the dosage range of 250 to 1000 mg. Concentrations of

cefuroxime in excess of the minimum inhibitory levels for common pathogens can be achieved in the tonsilla, sinus tissues,

bronchial mucosa, bone, pleural fluid, joint fluid, synovial fluid, interstitial fluid, bile, sputum and aqueous humour. Cefuroxime

passes the blood-brain barrier when the meninges are inflamed.

Biotransformation

Cefuroxime is not metabolized.

Elimination

Cefuroxime is excreted by glomerular filtration and tubular secretion. The half-life after either orir

administration is approximately 70 minutes. There is an almost complete recovery (85 to 90%) of unchanged cefuroxime in urine

‘within 24 hours of administration. The majority of the cefuroxime is excreted within the first 6 hours. The average renal clearance

ranges from 114 to 170 mL/min/1.73 m2 following IM or IV administration over the dosage range of 250 to 1000 mg.

Special patient populations

Gender

No differences in the pharmacokinetics of cefuroxime were observed between males and females following a single IV bolus

injection of 1000 mg of cefuroxime as the sodium salt.

Elderly

Following IM or IV administration, the absorption, distribution and excretion of cefuroxime in elderly patients are similar to

younger patients with equivalent renal (unctmn Because elderly pallents are more I\ke\y to have decreased renal function, care
anditmay

Paediatrics

The serum half-life of cefuroxime has been shown to be substantially prolonged in neonates according to gestational age.
However, in older infants (aged >3 weeks) and in children, the serum half-life of 60 to 90 minutes is similar to that observed in
adults.

Renalimpairment

Cefuroxime is primarily excreted by the kidneys. As with all such anllblotlcs In patients with markedly impaired renal function (i.e.
C10r<20 mL/mmute) iti thatth d Ild be reduced its slower excretion.

Hegatlc impairment

Since cefuroxime is primarily eliminated by the kidney, hepatic dysfunction is not expected to have an effect on the

pharmacokinetics of cefuroxime.

PK/PDrelationship

For cephalosporins, the most important pharmacokinetic-pharmacodynamic index correlating with in vivo efficacy has been

shown to be the percenlage of the dosmg interval (%T) that the unbound concentration remains above the minimum inhibitory
forindividual target species (i.e. % T>MIC).

INDICATIONS:
Indicated for
+Community acquired pneumonia
~Acute exacerbations of chmmc bronchms
. Soﬂ tissue infections: cellulitis, erysipelas and wound infections
*Intra-abdominal infections
+ Prophylaxis against infection in i (including i and
surgery (including caesarean section)

In the treatment and prevention of infections in which it is very likely that anaerobic organisms will be encountered, cefuroxime
hould b i i

belowin adults and children, including birth)

Consi hould be given ial guic the

DOSAGE AND MODE OF ADMINISTRATION:
Posology
Table 1. Adults and children = 40 kg



Indication Dosage

Community acquired pneumonia and acute 750 mg every 8 hours (intravenously or intramuscularly)
exacerbations of chronic

Soft-tissue infections: cellulitis, erysipelas and
wound infections.

Intra-abdominal infections

/6 Sodium Lactate Injection
Compound Sodium Lactate Injection BP (Hartmann's Solution).
The stability of cefuroxime sodium in Sodium Chloride Injection BP 0.9% wiv and in 5% Dextrose Injection is not affected by the

CONTRAINDICATIOMS:

Complicated urinary tract infections, including 1.5 g every 8 hours (intravenously or intramuscularly)

Severe infections 750 mg every 6 hours (intravenously)

1.5 g every 8 hours

orto any of th

Hlstory of severe hypersensitivity (e.g. anaphylactic reaction) to any other type of beta-lactam antibacterial agent (penicillins,
monobactams and carbapenems).

Surgical prophylaxis for gastrointestinal, 1.5 g with the induction of anaesthesia. This may be
gynaecological surgery (including caesarean section) supplemented with two 750 mg doses (intramuscularly)
and orthopaedic operations after 8 hours and 16 hours

Surgical prophylaxis for cardiovascular and 1.5 g with induction of anaesthesia followed by 750 mg
oesophageal operations (intramuscularly) every 8 hours for a further 24 hours

Table 2. Children <40 kg

Infants and toddlers > 3 weeks and
children < 40 kg

Infants (birth to 3 weeks)

AND ONS:
Hypersensitivity reactions

Aswith all bets agents, seri i fatal i i b d. Incase
of severe hypersensitivity reactions, treatment with cefuroxime must be and adequate emergency
measures must be nitiated.

Before beginning treatment, it should be established whether the patient has a history of severe hypersensitivity reactions to
cefurorime, o ot cephalospoins orto any ther ype f betaactam agen. Caution should be usedf cefurome s given o

history of toother by
Cephalosponn antibiotics may, in general, be given salely to pauenls who are hypersensmve to pemc\lhns a\though cross-
reactions have been reported. Specna\ isi P

Community acquired pneumonia 30 to 100 mg/kg/day (intravenously) given 30 to 100 mg/kg/day
as 3 or 4 divided doses; a dose of (intravenously) given as
60 mg/kg/day is appropriate for most infections | 2 or 3 divided doses

Complicated urinary tract infections |
including pyelonephritis
Soft-tissue infections: cellulitis,

erysipelas and wound infections
Intra-abdominal infections

Renalimpairment
Cefuroxime is primarily excreted by the k\dneys Therefore, as with all such antibiotics, in patients with markedly impaired renal

Concurrenttreatment wi
Cephalosporin anublot\cs at high dosage should be given with caution to patients receiving concurrent treatment with potent

as Renalimpairment has been reported during use of these combinations. Renal
i intt ly and those with known pre-existing renalimpairment.
0
Use of cefumxlme may result in the overgrowth of Candida. Prolonged use may a\so result in lhe overgrowth of other non-
which may req freatment.
1t iated litis has been reported with use of cefuroxime and may range in severity

from ml\d |u I\fe threalemng Th\s d\agnosls should be considered in patients with diarrhoea during or subsequent to the
( of therapy with ce(urox\me and the administration of specific treatment for
is should notbe given.

Clostridium dif id

functioniti that its slower excretion. \nlra abdomma\ infections
Table 3. P Factivi tsuitable for the treatment of i gali fermentil
Creatinine clearance T, (hrs) Dose (mg) hactena
> 20 mL/min/1.73 m’ 1.7-26 Itis not necessary to reduce thg standard dose The development ofa positive Coombs Test ith the use of i hing of blood.
(750mg to 1.5 g three times daily) Slight interference with copper reducnun methods (Benedict's, Fehling's, Clinitest) may be observed. However, this should not
10-20 mL/min/1.73 m* 43-6.5 750 mg twice daily lead tofalse-positi
<10 mL/min/1.73 m’ 14.8-22 750 mg twice daily As a false negative result may occur in the ferricyanide test, it is recommended that either the glucose oxidase or hexokinase
Patients on haemodialysis 375 Afurther 750 mg dose should be given intravenously or d fi d
intramuscularly at the end of each dialysis; in addition to Intracameral use and eye disorders . 3 X
parenteral use, cefuroxime sodium can be incorporated into the Cefuroxime is not formulated for \ntracamera\ use. Indw\dua\ cases and cluslers al serious ocular adverse reactions have been
peritoneal dialysis fluid (usually 250 mg for every 2 litres of reported following of ime sod from vials approved for
dialysis fluid). intravenous/intramuscular administration. These reacllons mc\uded macu\ar oedema retinal oedema, retinal detachment,
Patients in renal failure on continuous |7.9-12.6 750 mg twice daily; for low-flux haemofiltration follow the dosage ﬁ"ﬂ;’;'ﬂzmam" ‘bout excinions fecucec, P
. ; . ; it pi
art:_m:‘v:nmﬁ haerg‘t‘)d\?\ySIi{(FC AVH) (?gvmr recommended under mpaired renal function. Cefuroxime powder for solution for injection and infusion contains 40.6 mg sodium per 750mg vial, equivalent to 2% of the WHO
ﬁ"'e:‘i‘;e“':‘e;’y"zni{: ion (HF) in 6 (HF) recommended maximum daily intake of 2 g sodium for an adult. This should be considered for patients who are on a controlled
Hepaticimpairment

Cefuroxime is primarily eliminated by the kidney. In patients with hepatic dysfunction this is not expected to effect the

PREGNANCY AND LACTATION

pharmacokinetics of cefuroxime. Pregnancy . .
Melhodufadmlnlstrat\cn Th ‘l it ‘amc:AnIlsJofdata' m the p tud i h
I aperiod of 3to 5 minutes directly into a vein or via a drip tube or toxicity. C lyifthe therisk.
miusmn over30to 60 minutes, or by deep injection be injected wel\wuhm the bulk Cefuroxime has been shown to cross the placenta and attain therapeutic levels in amniotic fluid and cord blood after
ofa relallvely large muscle and not more than 750 mg shou\d be \njected al one swte For doses greater than 15gi L o ori tothe mother.
actation

. Fori
Instructions for constitution

Table 4. Additional ic i b quired.

Cefuroxime is excreted in human milk in small quantities. Adverse reactions at therapeutic doses are not expected, although a
risk of d\anhoea and fungus infection oi the mucous membranes cannot be excluded A decision must be made whether to
th

— - - - - - erapy the benefitof breast feeding for
Addllhonal volumes and solution/suspension concentrations, which may be useful when fractional doses are the child and the beneft onherapy forthe woman.
require
Vial size Routes of administration | Amount of water to | Approximate cefuroxime Resulting product Effect bility to dri d hil
be added (mL) (mg/mL)** the ability to driy d use However, based on known
750 mg intramuscular intravenous [ 3 mLatleast6 mL | 216 Suspension 3 imei ffecton the ability to drive and use machines.
bolus intravenous infusion | at least 6 mL* 116 Solution
116 Solution INTERACTIONS:
Cefuroxime may affect the gut flora, leading to lower oestrogen reabsorption and reduced efficacy of combined oral
* i i 1050 or 100 ml of tible infusic i ility, below) contraceptives.
** The resulting volume of the of gefng"“e in medium is increased due to the displacement Cefuroxlme is excreted by glomerular filtration and Iubular secretion. Concom\lanl use of probenicid is not recommended.
factorof the
As for all parenteral medicinal pmducts inspect the reconstituted solution or suspension visually for particulate matter and Poterma\ { dloop di
discoloration prior to administration. High i ied out wi trong:
injection: After addition of of diluentfori injection, is formed. (such as ide) or potential L ions (such as antibiotics), since impairment of renal
Intravenous bolus injection or intravenous infusion: After addition of the speclf fied amount of d\luent for \nlravenous bolus or function i tbe ruled out.
infusion, a clear solution s formed. Th i difthe i OtherInteractions
Solutions and suspensions range in colour from clear to yellow coloured depending on concenlral\on diluent and storage D n i 4 1 3
conditions used. When made up for intramuscular use, it becomes off-white and opaque. When made up for i C horal g ratio INR).

administration, itmay be yellowish.
Compatibility
Cefuroxime sodium (5 mg/mL) in 5% wiv or 10% wiv xylitol injection may be stored for up to 24 hours at 25 °C.
é . " . " o 1%lid h

Ce pi Itwill retain potency for up to 24 hours atroom temperature in:

0.9% Sodium Chloride Injection BP w/v

5% Dextrose Injection BP

0.18% wiv Sodium Chloride plus 4% Dextrose Injection BP

5% dextrose containing 0.9% Sodium Chloride Injection
dex .45% Sodium Chloride |

5% dextrose containing 0.225% Sodium Chloride Injection

10% Dextrose Injection

10% Invert Sugarin Water for Injection

Ringer'sinjection USH

Lactated Ringer's Injection USP

ADVERSE DRUG REACTIONS:

The most common adverse reactions are neulmpema eoslnupmha trans\em rise in hver enzymes or bilirubin, particularly in
gliver disease, but the

The lrequency calegones assigned to the adverse reactions below are estimates, as for most reacuons suitable data for

calculating incidence are not available. In addition the incidence of adverse reactions associated with cefuroxime sodium may

vary according to the indication.

Data from clinical trials were used to determine the frequency of very common to rare adverse reactions. The frequencies

assigned to all other adverse reactions (i.e. those occurring at <1/10,000) were mainly determined using post-marketing data,

and refer thana

Treatment related adverse reactions, all gmdes are ||sted below by MedDRA body system organ class, frequency and grade of

severity. Tl forth frequency: very common 2 1/10; common 2 1/100to <

1/10, uncommon 2 1/1,000 to < 1/100; rare 2 1/10,000 to < 1/1,000; very rare < 1/10,000 and not known (cannot be estimated

fromthe available data).
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