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Package leaflet: Information for the
patient
Kanavit, injection emulsion
phytomenadionum

Read all of this leaflet carefully before you
start using this medicine because it contains
important information for you.

- Keep this leaflet. You may need to read it
again.

- If you have any further questions, ask your
doctor or pharmacist.

- This medicine has been prescribed for you
only. Do not pass it on to others. It may harm
them, even if their signs of illness are the same as
yours.

- If you get any side effects, talk to your doctor
or pharmacist. This includes any possible side
effects not listed in this leaflet. See section 4.

What is in this leaflet
1. What Kanavit is and what it is used for
2. What you need to know before you use
Kanavit
How to use Kanavit
Possible side effects
How to store Kanavit
Contents of the pack and other information

What Kanavit is and what it is used for

Kanavit contains phytomenadion (vitamin K1).
Vitamin K1 plays an important role in the formation
of blood clotting agents (coagulation factors) and
has a beneficial effect in vitamin K1 deficiency in
intestinal microflora disruption after antibiotic and
chemotherapy agents treatment.

Kanavit is used to prevent and treat disorders of
blood clotting caused by vitamin K deficiency,
bleeding complications caused by blood-clotting
drugs (e.g. warfarin), reduced blood clotting after
prolonged gall bladder obstruction, bowel
diseases associated with decreased nutrient
absorption (malabsorption), after long-term
treatment with antibiotics, sulphonamides and
salicylates, decreased blood coagulation in early
stages of liver cirrhosis. Preventive administration
before the delivery to prevent bleeding in babies
and neonates, to treat neonatal bleeding.

In surgery, in prolonged bile drainage from the
liver to the intestine (bile ducts drainage) and in
the preoperative preparation of patients with
reduced blood clotting.

2. What you need to know before you use
Kanavit

Do not use Kanavit:

- if you are allergic to phytomenadion or any of the
other ingredients of this medicine

(listed in section 6).

Warnings and precautions
Talk to your doctor or nurse before using Kanavit,

you have severe liver disease

you have a deficit (deficiency) in the glucose-
6-phosphate dehydrogenase enzyme (vitamin
K1 may cause red blood cell breakdown)
prior to biochemical examination
(phytomenadione increases serum bilirubin
levels)

You suffer from bleeding conditions due to
other causes (e.g. gynaecological bleeding)

Other medicines and Kanavit

Tell your doctor or pharmacist if you are using,
have recently used or might use any other
medicines.

The effects of Kanavit and the effects of other
concomitant medications may interfere with each
other. Tell your doctor or pharmacist, especially if
you are taking:

Phenacetin, sulphonamides, quinine — co-
administration with Kanavit may increase the risk
of red blood cell destruction.

Sulphonamides - concomitant administration of
Kanavit in neonates may increase the risk of
bilirubin deposition in brain structures (so called
core jaundice).

Cholestyramine - reduces the absorption of
vitamin K1 from the intestine.

Pregnancy, breast-feeding and fertility

If you are pregnant or breast-feeding, think you
may be pregnant or are planning to have a baby,
ask your doctor or pharmacist for advice before
taking this medicine.

Pregnancy

No data are available on the administration of
phytomenadione during pregnancy. Kanavit can
only be given during pregnancy if the benefits of
the treatment outweigh the possible risk for the
unborn child.

Breast feeding

Phytomenadione is excreted in small amounts in
breast milk. Breastfeeding women may use
Kanavit only if the benefit of the treatment
outweighs the potential risk.

Driving and using machines
Kanavit has no or negligible influence on the
ability to drive or use machines.

3. How is Kanavit used

Always use this medicine exactly as your doctor or
pharmacist has told you. If you are not sure, talk to
your doctor or pharmacist.

Dosage
Adults and elderly patients

Bleeding due to drugs decreasing blood
coagulation (e.g. warfarin):

In severe cases, 10 to 20 mg (1 to 2 ampoules) of
Kanavit diluted in 5 ml to 10 ml water for injections
or 5% glucose solution is given via a slow
intravenous injection (vein injection).

Prevention and treatment of bleeding in biliary
tract and liver diseases:

In case of a moderate decrease in coagulation
factors (blood clotting agents), 5 mg to 10 mg is
administered intramuscularly (injection into the
muscle) 3 times a week. In case of a more severe
decrease in blood clotting and apparent bleeding,
1-2 ampoules are administered 1-2 times a day
into the muscle (intramuscular administration).

Prevention of bleeding prior to surgical procedures
in patients with reduced coagulation factors levels:
Half to two ampoules are administered
intravenously (administration into the vein) prior to
urgent surgeries; in less urgent cases 10 to 20 mg
intramuscularly (injection into the muscle) daily.

Other bleeding conditions:

In case of a reduced level of factor Il, VIl and X, in
bleeding of different aetiology, 1 to 2 ampoules are
administered intramuscularly (administration into
the muscle) until the coagulation rates are
corrected and bleeding is stopped.

The highest single dose is 20 mg, the highest daily
dose of 40 mg Kanavit for both modes of
administration!

Use in children

Kanavit can be administered to your baby by an
intravenous or intramuscular injection. Preventing
bleeding due to vitamin K deficiency

Healthy babies born on term or near the delivery
term: A single injection (1 mg) at birth or soon
after.

Premature neonates with the body weight = 2.5 kg
and especially high-risk term neonates: One
milligram with intramuscular (administration into
the muscle) or intravenous (administration into the
vein) administration at birth or soon after it.
Premature neonates with the body weight
<2.5kg:

0.4 mg/kg (corresponding to 0.04 ml/kg)
intramuscularly (administration into the muscle) or
intravenously (administration into the vein) at birth
or soon after it.

Method of administration

Adults and elderly patients:
Intravenous (into the vein) and intramuscular (into
the muscle) administration,

Children and teens:
Intravenous (into the vein) and intramuscular (into
the muscle) administration,

If you use more Kanavit than you should

If you were administered more product than you
should, there are usually no serious symptoms.
Intravenous administration of Kanavit may cause
an acute allergic reaction such as hot flushes,
sweating, chest pain, shortness of breath, bluish
to blue-violet skin and mucous membranes
(cyanosis), bronchial narrowing
(bronchoconstriction) and cardiac collapse.

In neonates, especially preterm infants, a high
dose of Kanavit can cause anaemia due red blood
cell destruction (haemolytic anaemia). There is
also a risk of bilirubin accumulation in brain
structures (core jaundice).

Overdose with Kanavit does not usually require
any treatment because phytomenadione is quickly
eliminated from the body.

If you stop using Kanavit
If you have any further questions on the use of this
medicine, ask your doctor or pharmacist.

4. Possible side effects

Like all medicines, this medicine can cause side
effects, although not everybody gets them. The
following side effects may develop during
phytomenadione treatment, according to the
frequency of occurrence:

Fr




Uncommon (may affect up to 1 in 100 patients):
rash, injection site reaction, injection site
inflammation, injection site pain

Not known (cannot be estimated from the
available data): circulatory failure, increased
sweating (hyperhidrosis), bluish to blue-violet skin
and mucous membranes (cyanosis), bronchial
narrowing (bronchospasm), anaemia in red blood
cells destruction (haemolytic anaemia), neonatal
jaundice.

Reporting of side effects

If you get any side effects, talk to your doctor or
pharmacist. This includes any possible side
effects not listed in this leaflet. You can also report
side effects directly to the address:

Statni ustav pro kontrolu 1éCiv

Srobarova 48

100 41 Praha 10

web site: www.sukl.cz/nahlasit-nezadouci-ucinek.
By reporting side effects, you can help provide
more information on the safety of this medicine.

5. How to store Kanavit

Keep this medicine out of the sight and reach of
children. Do not store above 25°C.

Store in the original package in order to protect
from light.

Do not use this medicine after the expiry date
which is stated on the carton and after EXP. The
expiry date refers to the last day of that month.
Use immediately after opening.

Do not throw away any medicines via wastewater
or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These
measures will help protect the environment.

6. Contents of the pack and other information

What Kanavit contains

One ml of emulsion for injection contains 10 mg of
phytomenadione (vitamin K1),

Excipients:

Polysorbate 80

Sodium acetate

Disodium edetate dihydrate

Water for injections Hydrochloric acid

What Kanavit looks like and contents of the
pack

Kanavit is green to yellow, slightly opaque to
slightly cloudy emulsion with no indication of
phase separation.

The pack contains 5 glass ampoules of 1 ml

Marketing Authorisation Holder
BB Pharma a.s., Durychova 101/66,
142 00 Praha 4 - Lhotka, Czech Republic

Manufacturer
HBM Pharma s.r.o0., Sklabinska 30, 036 80 Martin,
Slovak Republic

This leaflet was last revised on
13/10/2016

The following information is intended for medical
or healthcare professionals only:

Dosage and method of administration:

Adults and adolescents:

Bleeding after indirect anticoagulants:

In severe cases, 10 to 20 mg (1 to 2 ampoules) of
Kanavit diluted in 5 ml to 10 ml water for injections
or 5% glucose solution is administered via a slow
intravenous injection. If bleeding persists, the
administration may be repeated after three to four
hours. In emergencies, transfusions of whole
blood or frozen plasma are necessary. In milder
cases, Kanavit is administered intramuscularly. It
should always be borne in mind that the effect of
vitamin K is prolonged and, above all, in high
doses and the simultaneous discontinuation of
anticoagulant therapy may reach the maximum
after 24 hours when an undesirable increase in
blood coagulation may occur. Therefore, caution
should be exercised in oral or intramuscular
administration. Choose rather lower doses, so that
the patient is not at risk of a new thromboembolic
event due to a rapid increase in coagulation
factors levels.

Prevention and treatment of bleeding in biliary
tract and liver diseases:

In a moderate decrease of coagulation factor
level, 5 mg to 10 mg is administered
intramuscularly 3 times a week. With a more
severe blood coagulation decrease and bleeding,
1 to 2 ampoules are administered intramuscularly
1-2 times daily until normalization of the
prothrombin complex. In less advanced stages of
cirrhosis of the liver, 20 to 30 mg of Kanavit is
administered intramuscularly 3 times a week.

Prevention of bleeding prior to surgical
procedures in patients with reduced coagulation
factors levels: Half to two ampoules are
administered intravenously prior to urgent

surgeries; in less urgent cases 10 to 20 mg
intramuscularly daily.

Other bleeding conditions:

1 to 2 ampoules are administered intramuscularly
in a reduced level of factor Il, VIl and X and in
bleeding of different aetiology, until coagulation
system correction and bleeding cessation. The
highest single dose is 20 mg, the highest daily
dose of 40 mg Kanavit for both modes of
administration!

Note: For intravenous administration, the injection
emulsion is diluted five times (water for injection
or 5% glucose solution), applied slowly, at a rate
of about 1 ml in 20 seconds.

Paediatric population (<18 years):

neonates = 36 weeks of gestational age:

1 mg in the form of intramuscular injection at birth
or soon after birth

Preterm neonates (< 36 weeks of gestational age,
> 2.5 kg) and especially high-risk neonates born in
term (e.g. immaturity, birth asphyxia, obstructive
jaundice, inability to swallow, anticoagulant or
antiepileptic agents administration in the mother):
1 mg IM or IV at birth or soon after birth. The
number of further doses and their frequency
should be determined based on the coagulation
status.

Preterm neonates (< 36 weeks of gestational age,
< 2.5 kg body weight):

0.4 mg/kg (equivalent to 0.04 mi/kg) IM or IV at
birth or soon after birth. This parenteral dose
should not be exceeded. The number of further
doses and their frequency should be determined
based on the coagulation status.

It has been proven that oral prophylaxis in
patients with a cholestatic hepatic disease and
malabsorption as the underlying disease is not
sufficient (see section 5.1).

WARNING: consideration should be given to the
calculation and measurement of the dose in
relation to the body weight of the baby (frequent
errors in order - i.e. ten-times)

Dosage in premature neonates at birth as
prophylaxis of vitamin K deficiency bleeding
according to the table:

Body weight
of the baby

Vitamin K
dose at birth

Injected
volume

1 kg
1.5 kg
2 kg
2.5kg
>2.5kg

0.04 mi
0.06 mi
0.08 mi
0.1 ml
0.1 mi

0.4 mg

0.6 mg

0.8 mg

1mg

1mg

In breast-fed neonates, it is recommended to
administer further oral doses, but safety and
efficacy data for these subsequent doses are
limited (see section 5.1).

Method of administration

Adults and elderly patients:
Intravenous and intramuscular administration.

Paediatric population:
Intravenous and intramuscular administration.

Special warnings and precautions for use
Caution should be exercised in advanced liver
diseases.

In individuals with a known glucose-6-phosphate
dehydrogenase deficiency where vitamin K may
induce haemolysis of erythrocytes, the risk-benefit
ratio should be considered prior to the
administration.

In biochemical tests, phytomenadione increases
serum bilirubin levels.

Kanavit is not a universal anticoagulant medicine
and its use in bleeding conditions caused by other
factors than those reported (for example, in the
treatment of gynaecological bleeding) is
inappropriate.

Incompatibilities

In solution, the product is incompatible with
dextran, vitamin B 12, hydantoinates and
barbiturates.

Overdose management

There is no need for treatment if there are no
serious clinical symptoms of overdose because
the half-life of phytomenadione is short (1.2 to 3.5
hours).




