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FoliTab™ 500

Conirolleg-Release bren With Vitamin C and
Folic Acid to assist in the abksorption of fron.

Rx only
PRESCRIBING INFORMATION

WARNING: Accrdensal overdose of irar-contalning
products is & leading cause of fated poisoning i
chikdren unter £, Keep this product out of reach of
children. In case of accidanisl cverdose. cafl a dootor
of pakeen eontral canler immadiately.

DESCRIPTHON

FoilTab™ 500 caplets are a hematinic jor orai
administration containing irgn in 2
controfled-release dose form; Vitamin C for
anhancement ¢f inon absorption: and Folic Acid.

Jne caplet provides:
“Ferous Sultate

{equivalent 10 185 mg of elemental yon)
Vitamin C (25 AScarbic AC)....oovecverennn 500 mg
Folic Acid..... oo
“in controfied release dose farm.

Inactive Ingredients: Croscarmelicse Sodium,
Dicakium Phaosphate, FD&C Biie 41 Lake FORC
Blug #2 Lake, FOSC Fed #40 Lake, FDAC Yellow #5
Lake, Hypromelipse, Magnesium Silicale, Maghesium
Stearate, Microoystaliine Cellulose, Wineral O,
Foiyethylerne Giycol, Polyinyipysolicone, Stearc Acid
and Titaniury Dioxida.

CLINICAL PHARMACOLOGY

When oral ron s administered hotween meals itis
absorbed  most  efficiently.  Tradifional  won
pregarations frequently cause gastric irritation when
taken on an emply stomach. Sludies with ion in
controlled  release farm have  indicaied that
relatively litde of the iron is relvased in the storech,
gastric  intgderance  occurs  infraguently,  and
hematologic response is consislent with ihat
obizined from immadiate releass lerreus suifate

Iron is found in the body principally as hemoglobi
It i stored @ the liver, spieen, and bene marrow
the form of ferritin, Concentrations of plasma won
and the tolal iron-binding capacity of plasma vasy
greatly in different physiclogical conditions and
igease states.

Vilamin C (Ascorbic Acid) plays a rale in anemia
therapy. It augments the conversian of fofic acid o
its active orm, fofinic acid. In addition, Viamin C
promotas the reduction of farric iron ia food fo the
more readfly absorbed ferous form. Severe and
prolanged Vilamin C deficiency Is associated with
an anemia that s usuafiy hypochyomic bt
acrasionally megaloblastic in type.

Iron and folle acid are sbsorbed in the proximal
smail testine, particularly the ducdenum. Whie
folic acid is absorbed maximally and rapidly =t this
site, iron is absorbed in a descending gradient fom
the ducdenum distally.

Folic acid, afier absomtion, s rapidly converted into
ity ruetabolically active forms. Half of the folic acid
storad v the body s found i the liver. | is alsa
concentrated i spiral  fleid.  Approximatedy
two-thirds is bound o plasma proten.

Trie percertage of absompfion of focd folates
averages apoul 0%, except for the {olates
ingested in egy youlk, bver and yeast.

INCICATIONS AND USAGE

Neon-pregnant Adults: For the treatment of iron
deficiency and prevention of concomitant folic acid
deficiency.

Pregnant Femajes: For the provention and
treatmeni of iron deficiency and to supply 2
maintenance dosage of foli asid.

CONTRAINDICATIONS

Connrgindicated in patients with pemicious anemia
&nd in the rare instance of hypersensitivity 1o folic
acid. Hemochromatosis and hemosiderosis are
contraindications to iron therapy.

FRECAUTIONS

Anemia is @ manifesiation tha! raguires appopriate
investigalion to delerming its cause of causes. Folic
Acid alone is unwarranted it the treatment of
vitamin 812 geficiency states. such as pernicious
anemia, Folic Acid, sspecially in doses above 100
mcg gally. may obseure perticious anemia i that
hematological  remission may  ocour whils
neurniogical manifestations remain progressive.
Concomitant parenleral inerapy with vitamin B12
may be necessary Jor adequaie treatment of
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patienis with 2 deficiency of vitamin B12.

Parnicious anemia is rare i woman of chiidbearing
ade, and the likebhood of iis coccurrence aleng with
pragnancy is reduced by the impairment of fertdity
associated with vitamin B2 deficiency. n aldsr
patients and those with condifions tending to lead
1o vitamin B12 depletion, serum B1Z levels should
be reqularly assessed during treatment.

Brug interactions: Absorption of Iron is inhibited by
magnesium trisilicate and antacids containing
carhonaies. Since oral ¥on products imerere with
ahsorption of oral tetracyckne antbictics, these
products should nol be faken within two houss of
aach other fron absorpiion may also be inhibited
by the ingastion of milk or agygs.

Carginogenesie: Adetuate ¢ata are not available
on long-term potantial for carcinogenssis In
animals and humans.

Fragnancy: Pregrancy Category A. Stuties in
pregnant woman have not shown thai the
ingredients i the FolTab ™ 800 Capiet formuia
ncrease the risk of feial abnormalifes
administered during pregnancy. i this drug is used
duting preghancy. the possibility of fetat harm
appears remote. Because stuties cannot fule oul
the gossibilly of harm, however, FoiiTab” 6808
caplets should be used during pregnancy only if
clearly needed.

Nursing Methers: Folic acid and ascorbic acd are
excreted in breast mitk.

ABVERSE REACTIONS

Rarely, contofied-refease ron  produces
gastiviniestinal reactions, such as diarhez or
constipation, Administering the dose with meafs
will minimize thesa effecis in the iron-sensitive
patiant. Aflergic senstization has been rapored
wittt both oral and parerteral administration of folic
ackt

GVERDOSAGE

Signs and symptoms of iron toxicity, which may be
dedayed hecause the iron is in a controlied release
torm, may include paflor and cyanosis, vomiting of
hipod, diarrhea, passage of dark-colored stool,
shock, drowsiness and coma. in overdosage,
efforis should e made to hasten the sfimination of
the caplets ingested. An emefic should he
administeredt 85 soon &% possible. followed oy
gastic lavage i indicated. immediately follawing
emesis, 2 large dose of a saline catharic shoukd
be used to speed passage through the inestinal
ract. X-ray examination may then be considered to
gdelermine the position and number of caplets
remaining in the gastrointestinal tract.

DOSAGE AND ADMINISTRATION

Adults. inciuding Pregnant Females: The
recommended dase s one caplet dally on an
emply stomach,

HOW SUPPLIED

FoliTap™ 500 marcon caplets embossed with
CPC2485 are supplied in packages of 30 caples
each containing 3 child resisiant blisters of 10
caplets.

Rx only

Store below 77°F {25°C). Protect from light to
aveid tablet color changes.,

Bisiributed by:
Rising Pharmaceuticals, inc.
Alferndale, NJ 07401

Manutactured by:
Contract Pharmacal Corp.
Hauppauge, NY 11788
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