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. : . o Prophylaxis dose:
l For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory. } The prophylaris dosa for —— LT e dosee d the i dose AROTHH ot sxtesd
15mg/day for infants and 30 mg/day for children.
VI I C O F 0 L O RA L For infants 1-12months old(estimated weight of 4.2 -10kg): 0.6ml-1.5ml of Vitcofol syrup once a day 0.6 ml of syrup prov:des
3.9mg of elemental Iron and 1.5ml of syrup provides 9.9 mg of elemental Iron.
For Children 1-5 years old(estimated weight of 10-18kg): 1.5ml-2.7ml of Vitcofol syrup, once a day. 4.5ml of syrup provides
SUSPENSION WITH IRON
Folic acid i ia:
Adult:
COMPOSITION Treatment dose:
Each 5 mi (approx, teaspoonful) contain: 0.25-1mg @aily: 2.5ml{once a day)-5mi{twice daily) of Vitcofol Syrup. 2.5ml of syrup provides 0.25mg of folic acid and 10ml of
Folic Acid B.! P syrup provides 1mg of folic acid.
Cyanc B. 5 meg Maintenance dose:
(Vitamin B.,) Adult:0.4mg daily(4ml of Vitcofol syrup once a day). 4ml of syrup provides 0.4mg of folic acid
Ferrous Fumarate B.P. ... For pregnant and lactating women:0.8 ily(8ml of Vitcofol syrup daily). 8mml of syrup provides 0.8mg offolic acid 'E?,
equivalent to Elemental Iron 32.73 mg ylaxis dose of ic anemia in pi 20.2 -0.5mg daily(2-5 ml of Vitcofol syrup once a day). 2ml of syrup %
Flavoured Vehicle ..... pmvsdes 0.2mg of folic acid and 5mi of syrup pmvxdes 0.5mg of folic acid
Permitted Colour: Carmoisine Child:
Pres»ervauves: Treatment dose:The treatment dose of folic acid is up to 1mg/day(up to 5ml of Vitcofol syrup twice daily) for children(regardiess F:3 &
:og!um Methy! Hydroxybenzoate B.P. .......7.50 mg of age). 5 mlof Vitcofol syrup twice daily provides 1 mg of Folic acid. ES
odium 2. ; E
Propyl Hydroxybenzoate B.P.......2.50 mg Maihterance doge: s
For infants 1-12 months old(estimated weight of 4.2-10kg): 0.1 mg/day (1ml of Vitcofol syrup once a day). 1 ML OF SYRUP &
DESCRIPTION OVIDE G OF FOLIG « s
Red colored, strawbeery-peach flavoured uniform suspension having a sweet taste. 180 ml suspension filled in 180 ml labeled PROVIDES 0.1 M LICACID o E
amber colored pet bottle with ROPP Cap and Packed ina Carton For children 1-4 years old(estimates weight of 10-16kg): 0.3mg/day(3ml of Vitcofol syrup once a day).3ml of syrup provides
MECHANSMOFACTION 0.3mg of folic acid ) , o — 3
Oral administration of 1-3mg/kg of elemental iron daily in divided doses produces a reticulocyte response within 4-7 days of For children above 4 years:0.4mg/day of Vitcofol syrup aday).4ml of syrup provides 0.4mg of folic acid = =
starting treatment in iron deficient individuals. Hemoglobin and hematocrit generally rise after 7 days and in severe anemia 2 2
hemoglobin concentrations increase by 2g/l per day. Folic acid after conversion to 5,6,7 8-tetrahydrofolate polyglutamates, PRECAUTIONS & WARNINGS x g
functions as a coenzyme in single carbon unit transfer. It plays a major role in purine synthesis & pynmldme synthesis. It mediates Iron should not be used to treat hemolytic anaemias unless an iron deficient state also exists. Iron should not be admini d to <
de novo synthesis of methyl groups & this methyl is transferred to | ysteine to form i balamin is readily patients receiving d blood i since there is a considerable amount of iron in the haemoglobin of transfused z |3 5
converted into the coenzyme ( Y lamin & 5-dec in), which are egsgnha]'qrce[l growth & replication. erythrocytes. Folic acid should be administered wnh exlreme cauuon to pahenls wuh undiagnosed anemia, since folic acid may £ «;: z H]
PHARMACOKINETICS obscure the diagnosis of pernicious anemia by all of the disease while allowing neurologic 5|2 ;
. ” s < o prog LA ivity history shou!d be obtained from the patient prior to administration of Vitamin B,,. The ZE 2
As much as 60% of a therapeutic dose of an iron salt may be absorbed in iron deficient patients. Iron which is transferred by the increase in nucleic acid < by ingvitamin B, tovitamin B, deficient patients could resultingout. o3 =z
mucosal epithelium to the body is bound to plasma transferrin in the ferric state. Daily excretion of iron in healthy men amounts to Y g viam 12 P esuitngou gg - =
only 0.5-2 mg. This excretion occurs principally through feces and as desquamation of cells such as skin, Gl mucosa, nails, hair ADVERSE DRUG REACTIONS £ |3z o
etc. Adverse effects may include upper abdominal discomfort, nausea, metallic taste, heartburn and either constipation or diarrhea, § 5 @
About 70-80% of a 2 mg oral dose of folic acid is absorbed. Itis distributed into plasma and extracellular fluid. In plasma, folate is blackening of the stools, itchy skin eruption, malaise, and bronchospasm. T
bound weakly to albumin (70%). About 70% of small doses of folate (about 1 mg) are retained and the restexcreted into urine. DRUG INTERACTION
Physiological y in (< 2mg doses) given orally are absorbed by binding to proteins present in gastric Th £ " ly i o b i - 5 I
4 < P P 3 e e of is & efficacy is by iron. The of iron is -
secretion. These proteins are intrinsic fac(or_am_d R_—bmder. Inthe upper gut the R-binder is degraded by pancreatic enzymes and reduced by simultaneous ingestion of antac»ds Folic acid occasionally reduces plasma levels of anticonvulsants, particularly b=
the cyanocobalamin released binds to free intrinsic factor. The cyanocobalamin-intrinsic factor complex is taken up by specific phenytoin. Chloramphenicol-treated patients may respond poorly to Vitamin B12. : I
receptors in the ileum and only cyanocobalamin reaches portal blood. Peak blood levels of cyanocobalamin are atiained only 8-10 Ve H S
hours after the oral dose. Free cyanocobalamin is excreted in the same way as inulin, that is, it is filtered by the glomerulus and is CONTRAINDICATIONS H <
neither excreted nor absorbed by the renal tubules. VITCOFOL SYRUP is contraindicated in previous hyp i iated with ineffeclive erythropoiesis, marrow <l %
hypoplasia, primary (idiopathic) or secondary iron storage dlsease mtestlnaldxsease active rheurnatoid arthritis, and Addisonian E-. s
INDICATIONS pernicious anemia. =g L2
VITCOFOL SYRUP is indicated for the following: Ferrous Fumerate: Treatment and Prevention of Iron deficiency anaemia. a.f H s 8
Folic acid: Treatmentand Prevention of folate deficiency. Vitamin B12 (Cyanocobatamin): Prevention of Vitamin B12 deficiency. OVERDOSAGE E3 H S g
M RATION The main features of overdosage may include abdominal pain, vomiting, and diarrhea; g: i ing is fi =0 H E
DOSAG,E _AND AD 'N'_ST Vomiting should be induced immediately, followed as soon as possible by parenteral injection of desferrioxamine mesylate, and = ‘ §
Iron deficiency Anemia: e ‘ N ) . , then gastric lavage. Fluid replacement is essential. = 5 1)
Elementaliron content of Ferrous Fumarate is 33% and 100 mg ferrous BP 1032.79mg ron PREGNANCY AND LACTATION : % < E
Adults: ; 3 § ) - There is as such no precaution for the use of VITCOFOL SYRUP in this group except vitamin b,, should not be used for the < = m:g
Treatment Dose: 100-200mg daily of Elemental Iron (8-15mi of Vitcofol syrup twice daily) or as directed by the Physician. treatment of megaloblastic anaemia of pregnancy unless vitamin b,, deficiency has been demonstrated. = = Z S «
Prophylactic dose: 60-120mg daily of Elemental Iron (10-19ml of vitcofol syrup daily). ; - = ; 3 | %
Prophylaxis dose in pregnancy: Doses of 40 to 100 milligrams daily of Elemental Iron (6-15mi daily). STORAGE : Store below 30°C. "& i - iy s
Children: SHELF LIFE: 18 months from the date of manufacturing F ' m @iy
e N H >
Treatmentdose: PRESENTATION: Vitcofolis filled in 180 ml amber coloured bottle and packed in mono carton with package insert %= E H g g =
The dose for children is 3 yin 1-3divided OTE: For overweight/ ildren ideal weight PREPARATION DATE: 07/01/2011 ! PEE 1 i 33
should be used to calculate dosage). E = o il s e H 2
ol E R £ <
Forinfants 1-12 months old (estimated weight of 4.2 -10kg): 1 ml -2.2ml of vitcofol syrup, two times a day. 1 ml of syrup provides ﬂ {é ; HE ' [Z =2 2 5
6.6mg of elemental Iron and 2.2ml of Syrup provides 14.52mg of elemental Iron. Manufactured in India by: S T l w8 22 g i g
] &
For children 1-5 years old (estimated weight of 10-18kg): 2.2m}- 4m| of vitcofol syrup, two times a day. 4ML OF SYRUP - = 9 z:/; e e S S8 e
PROVIDES 26.4MG OF ELEMENTAL Iron. FDC Limited 7 : 25}} 8 < . £isiE2
. § 8 =
For Children 5-12 years old(estimated weight of 18-39 kg): 4 mi-8.8ml of Vitcofol syrup, two fimes a day. 8.8m of syrup provides B-8 MIDC Area, Waluj > W BE <3 8838¢ES
58mg of elemental Iron. Aurangabad - 431 136. = : = .
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