IRON
VITAMIN B COMPLEX

FERLI N® :Syrup (Oral Drops)
S

Hematinic yrup

FORMULATION

Syrup (Oral Drops)
Each mL contains:

Iron, elemental (as Ferrous Sulfate, 74.64 mq).................... 15 mg
Thiamine HCI (Vitamin B.)......coveveerniiceennn e, 10 mg
Pyridoxine HCI (Vitamin B,) .....cccoveevivivnniicccesssnee 5 mg
Cyanocobalamin (Vitamin B,,).....cccocoveniciiiinin 25 mcg
o Tl Yl o 10 mcg
Syrup

Each 5 mL (1 teaspoonful) contains:

Iron, elemental (as Ferrous Sulfate, 149.34 mg).................. 30 mg
Thiamine HCI (Vitamin B, )....cvverreiirinrrrrrs s 10 mg
Pyridoxine HCI (Vitamin B,) .....cccoveevivnninicccenssnee 10 mg
Cyanocobalamin (Vitamin B,,)......ccceueeererrreccnenicrenenee, 50 mcg

PHARMACOLOGY

Iron is an essential constituent of the body necessary for hemoglobin formation and for processes in living
tissues involving oxygen. Administration of iron corrects erythropoietic abnormalities due to iron deficiency.
Iron does not stimulate erythropoiesis in the absence of iron deficiency.

The vitamin B complex group functions as coenzymes for various metabolic and biochemical reactions. Thia-
mine is converted to thiamine pyrophosphate (TPP), a coenzyme needed for oxidation of carbohydrate. Pyri-
doxine hydrochloride is converted to pyridoxal phosphate, a coenzyme required in the metabolism of amino
acids. Cyanocobalamin is converted to methylcobalamin and 5-deoxyadenosylcobalamin essential for carbo-
hydrate and fat metabolism. Folic acid is required for nucleoprotein synthesis and the maintenance of normal
erythropoiesis.

PHARMACOKINETICS

Iron is irregularly and incompletely absorbed from the gastrointestinal tract, the main sites of absorption being
the duodenum and jejunum. Absorption is aided by the acid secretion of the stomach or by dietary acids and
is more readily effected when the iron is in the ferrous state. Absorption is also increased in conditions of iron
deficiency or in the fasting state but is decreased if the body stores are overloaded.

Ferrous iron passes through the gastrointestinal mucosa directly into the blood and is immediately bound to
transferrin. Transferrin transports iron to the bone marrow where it is incorporated into hemoglobin.

Most of the iron liberated by destruction of hemoglobin is conserved and reused by the body. Iron excretion
occurs primarily as desquamation of cells such as skin, GI mucosa, nails and hair; only trace amounts of iron
are excreted in the bile and sweat.

The B complex vitamins are generally readily absorbed from the gastrointestinal tract. They are also widely
distributed in the body tissues. Excretion is through the urine as metabolites or in the original form.

INDICATION
For the prevention and treatment of iron deficiency anemia in infants and children.

DOSAGE/ADMINISTRATION (Note: Dose is based on elemental iron.)
Syrup (Oral Drops): Supplemental (PrOﬁhylactic) Dose:
Term infants....... Img/kg body weight per day up to a maximum of 15 mg/day
To start no later than 4 months of age and to continue at least through the remainder of
the 1st year of life.
Preterm infants.... 2 mg/kg body weight per day up to maximum of 15 mg/day
To start no later than 2 months of age and to continue at least through the remainder of
the first year of life.
Therapeutic Dose:
3 mg/kg body weight per day in 3 to 4 divided doses
Duration of treatment depends on the cause and severity of iron deficiency but in general,
approximately 4 to 6 months of oral iron therapy is required to reverse uncomplicated iron
deficiency anemia.

Syrup: Supplemental Dose:
Equivalent to RDA: 10 to 15 mg daily
Therapeutic Dose:
3 mg/kg body weight per day in 3 to 4 divided doses
Duration of treatment depends on the cause of the severity of iron deficiency
but in general, approximately 4 to 6 months of oral iron therapy is required to

reverse uncomplicated iron deficiency anemia.

Supplemental (Prophylactic) Dose Therapeutic Dose
Age Group Orally, once daily or as prescribed by a physician Orally, 3 times a day or as prescribed by a physician

Syrup (Oral Drops) 05 ml 05 L

610 12 mos. 0.75to 1 mL 0.75to 1 mL

1to7yrs. 1TmL 1mL
Syrup

210 6 yrs. 2.5 mL (1/2 teaspoon) 2.5 mL (1/2 teaspoon)

710 12 yrs. 2.5 mL (1/2 teaspoon) 5 mL (1 teaspoon)

CONTRAINDICATIONS _ . - S
Primary hemochromatosis, peptic ulcer, regional enteritis or ulcerative colitis.

PRECAUTIONS

Do not use iron to treat hemolytic anemias unless an iron deficient state also exists. Do not administer thera-
peutic iron doses longer than six months except under the supervision of a physician. Do not administer
parenteral iron together with oral iron to avoid iron overload. Do not administer iron to patients receiving
repeated blood transfusions, since there is considerable amount of iron in the hemoglobin of transfused eryth-
rocytes. Folic acid should be administered with caution to patients with undiagnosed anemia since it may
obscure the diagnosis of pernicious anemia resulting to progression of neurologic complications.

ADVERSE REACTIONS

Orally administered iron, due to its astringent action, produces gastrointestinal irritation and abdominal pain
with nausea and vomiting. These irritant side effects are usually related to the amount of elemental iron taken
rather than the type of preparation. Other effects may include either diarrhea or constipation. Side effects may
bﬁ reduced by administration with or after food or by starting therapy with a small dose and increasing gradu-
ally.

May cause temporary staining of teeth.

Stools may appear darker in color.

Prolonged folic acid therapy may cause a decrease in vitamin B, , serum concentration.

DRUG INTERACTIONS

Concurrent administration of antacids with oral iron may decrease iron absorption.

When taken concomitantly, absorption of both iron salts and tetracyclines is diminished. Reponses to iron
may be delayed when receiving concomitant chloramphenicol therapy. Iron salts have also been reported to
decrease absorption and thus reduce the bioavailability and clinical effect of levodopa with carbidopa,
methyldopa, penicillamine, and some quinolones (ciprofloxacin, norfloxacin, ofloxacin). Oral iron prepara-
tions should not be ingested concomitantly with or within 2 hours of a dose of these medications.
Concurrent administration of chloramphenicol and folic acid in folate-deficient patients may result in the
antagonism of the hematopoietic response to folic acid.

AVAILABILITY
FERLIN® Syrup (Oral Drops) - in 15 mL bottles
FERLIN® Syrup - in 120 mL bottles

Manufactured by AMHERST LABORATORIES, INC.
UNILAB Pharma Campus, Barangay Mamplasan
Bifian, Laguna, Philippines

for UNILAB, Inc. .
No. 66 United Street, Mandaluyong City Trusted Quality Healthcare

Metro Manila, Philippines

ALWAYS KEEP CONTAINER TIGHTLY CLOSED
STORE AT TEMPERATURES NOT EXCEEDING 30°C

REG. IPOPHIL



