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Soficlor

For Oral Suspension
Cefaclor Monohydrate
Equivalent to Cefaclor

Composition

Cefaclor y to cefaclor ¥
125 mg / 5mi

Sotum B 0.030g/60mi as g 1

Clinical Pharmacology

Microbiology -In viro lests demonsirate thal the
bactericidal. action of the cephalospaonns. resulls from
inhibition of cell-wall synthesis. Cefaclor is active in vitro
against most strains of chinical isolates of the following
organisms

Aembs Gram-posiive:
|r1|:|u:hng coag -pos

)
s!rams {when tested Dy n vitro methods), exhitd
cross resistance between cefacior and methicitn
SIreplococcus pyogenes
gmuo A B-hemalytic streplococe)
repIOCOCCUS pReumonias
erohs. Glam-negalwe:

H’aevmpﬂr. us infitenzae, including

Proteus, and Serratia sp are resistant to celaclon, When l\ssl.e:l
by in witro methods, occi exhibi

between celaclor and methicillin-type antibiotics. Cefaclor |s
not active agains! Morganalls margani, Profeus vidgars, and
Providencia retigei

Disk Susceptibility Tests

Cuantitative metheds that requira measurement of zone
digmeters give the mast precise estimales of antibiclic

tansillitis, caused 5. pyogenss (group A B-hemotytic
streptococci), and M. catarrhais.

n more sefious -nl'ecuons otitrs media, and infections caused

by less in divided doses
Nate: Penicillin is usually the drug of cno»ce in :ne arg d. with a dosaga of 1g/day.
and of . clor Ocal Suspension 125mg/Smi
prop hy ol ic fover, A lin  has ‘Beg EQJ:‘.SﬂiI . P 4
by ‘the Heart A as i i
standard ragimen for the p lwis of bacterial 8 25mtid 5mitid.

for clental, oral and’ upper respiratory tract procedures, with

18 Smitid 10 mi Lid,
B.LD. Treatment aption; for the treatrment of Otitis Media and
pharyngitis, the lotal daily dosage may be divided and
 every 12 hours

suscaplindity. One such has been perhclll'm W g rallcﬂai and acceptable alternative in the
for use with disks for testing o The streptococcal n
currantly a zone dmmeler criteria for the this satiing. Calaclur is g affective in the:

disk are app for bacterial however,

susceptibdity to cefackor With this procedure, a report from
the iaboratory of “resistant” indicates that the infectin
organism is.not likely to raspmd to therapy. A reporl o

Ggests that the org: would
be susceptible if the infection is confined to issues and fluids
(&g, urine) in which high antibiofic levels can be oblained or if
high dosage is used

Pharmacokinetics
Cataclor s well alter aral 1o lasting
subjects. Total absorplion s 1he same whother the drug is
given with o withoul food; however, the presence of food may
dalay the absorplion. About 25% s bound to plasma proteins.
Cefacior appears to be widely distnbuted in the body; it
croases the placenta and is excreled in low conceniration in
breasl milk;

?ve imately 0% to 85% of the drug is excreted unchanged

urine within & hours, the greater portion being excrated

|r| the farst 2 hours. The serum hall-ida in normal subjects is 0.6
ta 0.9 howr. In patients with reduced renal lunction, the Sarsm
haif-ife- of - cefaclor is slightly prolonged.  In thos
compiete absence of renal function, the plasma hall-ite of me
intact molecule is 2.3 to 2.8 hours

ol
dala
astablishing :rw.- alrucncy of cefacior in 1ho subseguent
pravention of either rheumatic fever or bacterial endocarditis
are not avallable at present

including pyelonephritis and cysmls
caused by E cof, -F' mirabilis, Kiebsigila sp. and coagulase-
negative staphylococc
Mote: Cefaclor has bean found to be effective in both acute
and chronic urinary tract infections.

i ruCiLn 1 caused by
Staphylococcus aureus and S, pyogenes (group A B
hemolytic streptococcus),
ﬂooropﬁme culture and suscepub.h:y skuores shou‘u be

organism w cefacror

Dosage and Administration

Soficlor is administerad orally.

To reconstitute: Shake lo loosen powder. Add waler and
shake vigorously to disperse powder. Add water 1o the 60 mi
mark and shake well.

Mu#s The usuas adull dosage Is 250 mg every 8 hours. For
he

producing amp SISlant slrains patients with markedly impaired renal function have not Deen
Escherichia cofl dotermined. Haemodialysis shortens the halt-ife by 25% to
Proteus micabilis A0,
Kiebsleta sp
Citrobacler diversus Indication
Neissena gonorhoeae Saficior cual 5 ion is indicated in the the
Anaeroos following infections when caused by susceptible sirains at the
acnos and B das sp

iemluﬂ-ng Bacleroides Iragilis) Qiilis_media: caused by S pneumonias, H. Influenzae,

HoCOCei s {group A & ¥ o 3
Peplostrepiococel and M, catarrhahs,

Note: Pssudomanas sp, Acinetobacher
calcoacelicus (farmerly Mima sp and Herallea sp),
and most sirains of enterococcl (Enterococcus
lagcals [.rovm)z_Srreprococm faec: s; groun v]

Lowpr y_lract " qap i
caused by S preumnoniae, H. influenzae, 5. pyogenes (group
A Y and M.

Lipger fesp iract infacs luding phanyngitis and

More sevare hypersensitivily reactions, including Stevens
Johnson syndrome, toxic epidarmal necrolysis, and
anaphylaxis, have been reported rarely. Anaphylaxis may be
mare common in patients with a history of penicillin alksrgy

Gaslrointestingl symploms occur in aboul 25% of patients
and include diarthea (1 in 70} of

My range in sevarily from mild to e threatening. Treatment
with broad-spectrum antibiolics alters the normal flora of the
colon and may permit overgrowth of clostridia.  Studies
indicate that a foxin produced by Clastridium dificile is a
primary cause of anlitiotic-assocaated coliis, Mild cases of

pseudomembrancus colitis may appear eithar ounng or after
antibiglic treatment. Mausea and vomiting have been
reported rarely As with some penicilins and some other
cephalosponns, transient hepatitis and jaundice

colitis  wsually respond to“drug
discontinuance alone. In moderate lo severe cases,
management should include sigmoidoscopy. appropriate
bactariciogic studies, and fluid, electrolyte. ‘and protein

have been reported ranaly.

Other effects considerad related to therapy included
gosinoptilia (1 in S0 patients), genital prurtus or vaginitis (less
than 1 in 100 pabenis), and, rasely, thrombocylopena of
reversible interstilial nephritis

Causal Relafionship Uncertain -

CNGS - Rarely, &

somnalence haue been reported.
Transitory abnormalitbes in clinécal iaboeatory lest resulls have
been reported.  Although they were of uncertain etiology, they
are “listed below to serve as alerfing information for the
physician

tic -Sligh elevations of AST [SGOT), ALT (SGPT), or
alkating phosphatase values (1 in 40).

Hematopoietc -As has also been reported with olber Blactam
L+ . transient P and, rarely,
neﬂolync anemia and_reversible neutroouma of gos.vpme
clinical significance. There have been rare reports of
mc(ease(f prmh!ombln time with or without chinical bleading in

and

When the colitis does not improve after the
drug has been discontinued, ar when || is gevere, oral

dosage is 250 mg

Sofickar may din aof i

renal 1un:1|m Under sucha ooﬂdﬂ»on "the dosage is:usuaily
unchanged

In the ol i&h

therapeutic dosage of So!lcior should be adm.msﬂered for nl
least 10 days.

Contraindication
Soficior is contraindicated in patlents wilth known alergy 1 the
cephalosporin group of antibiotics.

Adverse Effects i
Adverse effects considered related to therapy with Cefaclor
a:s listpd balow:
ersmsd.w:y reactions have been reported in about1.5%
patients and include morbilliform erlptions (I in 100)
Pruntus wrticaria, and positive Coombs' lests each ocour in
less than 1 in 200 patient
Cases of serum-sickness-ike reactions have been reporied
with the use of Cefacigr. These are characterized by findings
of erytherna multiforme, rashes; and other skin manitestations
accompanied by arthritis [asthraigia, with of wihout foves,

“and difer lrom classic semm sickness in that uvere ul

admums‘er&d 3 ||mes daily. A dosage of 250 mg
3 times dally for 10 days s recommended for sinusitis. For
mare severe infeclions (such as pneumonia) or those caused
by susceptible organisms, doses may be doubled. Doses of
dgiday have been administered safely to nofmal subjects for
28 days but the total daily dosage should not exceed inis
Amount.

For tha treatment of acute gonococcal urathiis in males and
{emales, a single dose of 3g combined with prebenecid, 1g,
is given

Childran: The usuzal daily recommended dosage for chiddren is
20mg/kglday in divided doses every 8 hours. For bronchitis
and preumaonia, the dosage is 20mgikg/day in dwvided doses
administered 3 times dally

Chinitest™ tablets but not with Tes-Tape® (Glucose Enzymatic
Tast i ip, USP)

trism should be ied with caution
in individuals with a history of gas trointestinal diseasze,
:Jattu:uh!riy coltis

- Pragnant Calegory B - Reproduction sludies have
benn oer in mice and rals at doses up 1o 12 limes the
human dose and in ferrets given 3 imes the maximam human
dose and have revealed no evidence of impaired fertility o
harm to the felus due to Coramr There are, howevar, no
studies in WOmen.

vancomycin is the drug ol choice
by C difficile.  Other

colit

causes of colitis should ba Tuled out
Serious and fatal hyp itive reactions {including
i and severe adverse have been
repum in patients recelving therapy with beta-lactams. Before
Initiating therapy with Soficlor, careful inquiry should be made
avious ty reactions to  penicilins,
of other beta-lactam agents. If an
allergic reaction oceurs, Soficior must be discontinued iImmediatety

and appropriate altemnative therapy instiuted

Precautions

General - I an alergic reaction to cefackor occurs, the drug
should be discontinued, and, il necessary, the patient should
be treated with appropriale agenls. eg, pressor ammnes
artihistamings, or corticostercids

Pralonged use of cefaclor may result in the ol non-

animal sludies are nol nlways
predictive of human response, fthis drug should be used
during pregnancy only il clearly needed

Nursing Mothers -Small amounis’ of cefaclor have. been
detected in mother’s milk following administration of single
500-mg doses. Trace amounts wera detected a1 1 hour.
effect on nursing nfants is not known. Caution should be
exercised when Cefaclor is administered to a nursing woman
Pediatric Use - Salety and effectveness of this product for use
in infants less than | month of age have not been established

Drug Interaction:

There have been rare reports ol increased anticoagulant effect
when cefaclor and oral ar were

concomitanily. As with other Blactam antibictics, the renal
excration of cefaclor is inhibiled by probenecid,

of

areful of the patient is

g lor and
Henn] -Seght ele\raleun»s in BUN or serum creatinine [Ie%s than
1 in 500) or abnormal whinalysis (less than | m 200)

a.uullmi | Wamings

n patients, i
should be mnnsmm cautiously. Tnuo is clm-ca! Md
partal (¢33

nfial |f superinfection ocours during therapy. appropriate
measures should be taken
Positive direct Coombs’ tests have been reporled during
treatmant with the cephalospaorin antibiotics. In hamatalogic
sludies or in lransfusion cross-matching procedures  whan
antigiobulin 1ests are porformed on the minor side or in
testing of newborns whose mothers have received
cephalosporin antibiatics before parturition. it should be

mnumllm and the cephasosporms and there is |nsience= m
which patienis have had reactions. including anaphylasés. to
both drug classes,

Antibiotics, including cefaclor, should be administered
cautiously to any patient who has demonsirated some foem of
allargy, particutarly to drugs.

;Pseuoomnmh(anous colils I\as been reported with virtually ail

rive thesefore, i 15

and
lmmrtsm ‘1o consider its diagnosis in patients who deveiop
diarrhea in association with the use of anfibiotics. Such colitis

o thal a positive Coombs’ tost might be due to the

; an
Slgns and S -The toxic rcullomng an
ovordose of cefacior may include nausea, mmng epigasiric
distress, and diarrhea The severnity of the epigastric desiress.
and the diarrhea are dose rela If cither symploms are
present, it is probable that they are secondary to an
underlying disease state, an a.lerulc reaction, or the effects of
other intoxication,
Treatman| - [n managing avardosaga congider the possibility
of muliple drug overdoses. interacion among drugs, and
urusual drug kinatics in your patient
Unless 5 times the normal dose of celacior has been ingested,

rug.
Cefal:bnr should be administered with caution in the
af markedly impaired renal function. Since lhe h.nlr life clf
cefaclor in anuna is 2 3 to 2.8 hours, dos:

will not be necessar
Protect the patient’s alrway and suppert ventliation and
monitor and  maintain, within

patiants with moderate or severa renal impairmaent are usuaﬂy
not required. Chinical experience with celaclor under such
conditions is limsted. therafore, carelul clinical observabon and
Iaboeatory studies should be made.

As a resull of administration of cefaclor, a faise-positive
reaction for glucose in 1he orine may occur. This has bean
observed with Benedicl's and Fehling's solutions and also with

acceptable imils, the patients vital signs, biood gases, serum
electrolytes. etc. Absarplion of drugs from the gastrointestinal
lract may be decreased by ﬁwmg activated charcoal, which,
in many cases, is more elleclive than emesis or lavage
consider charcoal instead of or in addition to gastric emplying
Repeated doses'of charcoal over ime may hasten elimnation
of some drugs Ihal have been absorbed, Saleguard the

immiung and no o dats or
sequelae of the reaction. While further investigation is
ongoing, serum sickness-like reactions appear te-be due 10
hypersensitivity and more ‘'often occur dum\g‘ot foliowing a
sacond (or subsequent) course of theqpr with Cetacior,
ch reactions have been reporied more frequently in children
than in adults with an overall occurrence ranging from 10 200
(0.5%) in one focused trial o'2 in B.346 (0.024%) in overall
chinical trials (with an incidence in chaldren in clinical irials of
0.055%) 1.1 in 38,000 (0.003%) in sponianeous event reports.
Signs and symptoms Usualfy occur a few uans after inibation
of therapy and subside within a lew days after. cessation’ of
therapy. Anhmsla:nmsn and. glucocorticoids appear  to
enhance resclution of the lizgr\s and symptoms. No serious
soquolae have been rapor

jpatient’s airway when employing gastric emplying or charcoal
Forced diuresis, peritoneal dialysis. haemodialysis, or
charcoal haemoperfusion have not been established as
benelicial lor an overdose of cefaclor

Description

Before reconstitution: White or slightiy yellow coiour, free
flowing powder with strawberry odor.

After . reconsttution: Yellowish-white fo  yellow cokour,
strawDecry Amvoumd suspansion.

Dry powder may be white or slightly yellow solely due to the nature
of cefaclor. The quality and efficacy of the product are not
affected,

Packing
B0 mi packing in plastic bottles.

Shelf-life
The expiry date is indicated on the packaging
Storage 5
Store af controlled room temperature, in a cool dry place below
25°C, After reconstitution, store in a refrigerator and discard unused
portion after 7 days.
Friendly advice to parents:
*  Shake Ihe constiluled suspension well betore
@iving it to your chitd
*  Complete the antibiolic colrse
= When you miss a dose. take the medcing 85 so0n
a8 you remamber
= Take plenty of luid such as water and milk
s Avoed hardisolid food when having sore throat
= Have plenty of res!

CONTROLLED MEDICINE
KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK
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