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Phytomenadione 10 mg. Mixed Micelles
Ampoule I.V., |.M.

Composition:
Phytovit MM ampoule:
Each 1 mlampoule contains: 10 mg vitamin k, ( phytomenadione ) in a mixed micelles vehicle
Properties:
In Phytovit MM, vitamin k, is solubilized by means of a physiologic colloid system of bile acid-lecithin micelles,
a transport medium also found in the body. This system is characterised by better local and venous tolerance than other
traditional solutions for injection.
Vitamin k, is essential for the formation of prothrombin, Factor VII, factor IX, and factor X, within the body.
Lack of vitamin k, leads to an increased tendency to haemorrhage. When an antidote to an anticoagulant is necessary it is
essential to use vitamin k; itself, as vitamin k, analogues are much less effective.
Pharmacokinetics:

Absorption: Onset of action occurs approximately 1-3 hours after intravenous administration
Distribution: The primary distribution compartment corresponds to the plasma volume. In blood plasma 90% of
phytomenadione is bound to lipoproteins (VLDL fraction). Normal plasma concentrations of phytomenadione range from 0.4 to
1.2 pg per litre. After i.v. administration of 10 mg vitamin K1 (Phytovit MM), the plasma level after 1 hour is about 500ng/ml and
about 50 ng/ml at 12 hours. Phytomenadione does not readily cross the placenta and is poorly distributed into breast milk.
Metabolism: Phytomenadione is rapidly converted into more polar metabolites, including phytomenadione-2,3-epoxide: some
of this metabolite is reconverted into phytomenadione.
Elimination: Following metabolic degradation, phytomenadione is excreted in the bile and urine as glucuronide and sulfate
conjugates. Less than 10% of a dose is excreted unchanged in the urine. The elimination half-life in adults has been reported to
be between 3and 14 hours .
Indications and usage:
Phytovit MM is indicated in the following coagulation disorders:
* Anticoagulant - induced prothrombin deficiency caused by coumarine or indandion derivatives.
* Hypoprothrombinemia associated with liver diseases.
*Hypoprothrombinemia scondary to factors limiting absorption or synthesis of vitamin K e.g. obstructive
jaundice, biliary fistula, ulcerative colitis, celiac disease, intestinal resection, cystic fibrosis of the
pancreas, and regional enteritis.
* Hypoprothrombinemia due to antibacterial therapy.
* Other drug-induced hypoprothrombinemia where it is definitely shown that the result is due to
interference with vitamin K metabolism e.g. salicylates.
*Prophlaxis and therapy of haemorrhagic disease of the newborn.
Dosage and Administration:
Adults:
* Severe life-threatening haemorrhage during anticoagulant therapy:
10-20 mg vit. K, (1-2 ampoules), by slow intravenous injection ( at least 30 seconds ). Thrombin level should be monitored three
hours later, if the response has been inadequate repeat the dose.
Not more than 4 Phytovit MM ampoules should be given intravenously in 24 hours. If necessary, Phytovit MM can be injected into
the lower chamber of an I.V. set during an infusion of sodium chloride ( 0.9% ) or glucose (5% ).
*In acute intoxication with oral anticoagulants: 1-2 Phytovit MM ampoules (10-20 mg vit. K,) daily intravenously,
until the coagulation status comes to normal.
*Vitamin K therapy in patients with bleeding due to vitamin K deficiency:
Minor bleeding: An oral dose of 1-5 mg vit. K, can be given.
Fatal haemorrhage: 10 mgintravenously.
* In patients with absorption problems: 1-5 mg vit. K, should be given parenterally.
Children:
Haemorrhage in children: 2-5mgi.v.
Asymptomatic children at risk of bleeding: 1-5mgi.v.
Neonates:
Prophylaxis:
Pre-term neonates of less than 36 weeks gestation weighing 2.5 kg or greater and term neonates at special risk:
1 mg .M. or L.V. at birth or soon after birth. The size and frequency of doses depend on coagulation status.
Pre-term neonates of less than 36 weeks gestation, weighing less than 2.5 kg: 0.4 mg/kg |.M. or |.V. at birth or soon after birth.
The frequency of further doses will depend on coagulation status.
Therapy:
Initially 1mg 1. V and further doses as required, depending on clinical picture and coagulation status.

Contraindi
Use in patients with hypersensitivity to any of the components.
Special warnings and special precautions: at the time of use, the ampoule content should be clear. In potentially fatal and
severe haemorrhage due to over dosage of coumarin anticoagulants, intravenous injections of Phytovit MM must be
administered slowly (in 30 seconds ) and not more than 40 mg should be given during a period of 24 hours.
Drug Interactions:
No significant interactions are known other than antagonism to coumarin anticoagulants.
Pregnancy and Lactation:
* There is no specific evidence regarding the safety of Phytovit MM in pregnancy but, as with most drugs, the administration
during pregnancy should only occur if the benefits overweigh the risks.
* Itis notknown if vitamin K appears in breast milk ; it should be used cautiously in breast-feeding women.
Undesirable effects:
Injection site reactions have been very rarely observed after intravenous or intramuscular injections of vitamin K.
Storage Conditions:
Keep at room temperature, away from light.
Package:
Boxes containing 3 ampoules, 1 ml each.
Produced by : Medical Union Pharmaceuticals,

Abu-Sultan, Ismailia, Egypt.
Issue Date : 11/8/ 2004, Rerevision Date: 5/6/2013
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