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Information leaflet for medical cannabis oil.
Only f(t))[ those in possession of a license to use medical
cannabis

Active Materials . )
The cannabis plant contains more than 500 different
chemical compounds, essentially from three families of
Elant metabolites: terpenoids, flavonoids and the best
nown chemical group known as the cannabinoids. This
group of plant cannabinoids contains more than 100
compounds which are unique to the cannabis plant. To
date, “cannabis products” authorized for medical use are
defined and classified according to the ratio and quantity
of the THC, CBD and CBN cannabinoids.

Read the entire leaflet carefully before using the
product. This leaflet contains a summary of the
information about the product; if you have ‘additional
questions, contact the medical team. You must always
take a dose according to your medical license for
cannabis and your doctor’s instructions. You must read
and strictly comply with the limitations and conditions of
the licensé regarding use and possession as they appear
on the license. . o
This product is prescribed for you. You must not give it to
others. It could cause them damage even if it seems to
you like they have a similar medical condition to yours.
Additionally,” passing the product to others is likely to
cause you to lose your license and is considered a
criminal offense. .

The cannabis product is defined as a dangerous drug and
is forbidden for use unless legally licensed. Possession
and the location cannabis is used for medical purposes
is in accordance with the regulations set by Medical
Cannabis Unit at the Ministry of Health. .

You must not take this product out of Israel without a
special permit.

1. What is medical cannabis designated for?

Medical cannabis is for treating different illnesses as
defined by the IMC Unit of the Ministry of Health.

2. Before using Medical Cannabis

Do not use the product if: o

» you have or are developing a sensitivity (allergy) to
cannabis or oil.

+ you suffer from active psychosis, a prior psychotic
condition, an anxiety disorder, or if there is a history of
significant tpsych!atrlc diseases in first degree relatives,
especially for patients younger than 30.

« you suffer from a history of addiction or drug abuse.

* Do not use medical cannabis over a prolonged period
without consulting with a doctor. Continual medical
monitoring is obligatory.

« If you are a patient planning a pregnancy, are pregnant
or breastfeeding,

This leaflet is not a substitute for a conversation with a

doctor or pharmacist. .

Special warnings with respect to use of this product:

+ "Cannabis {)ro ucts” are defined as “dangerous drugs’,

and use of them for medical purposes iS according to

what is stated on the license.

» While using the dangerous drug it is forbidden to perform

activities requiring concentration, including driving and/ or

operating heavy machinery. ]

« It is forbidden to use a dangerous drug in the presence

of minors or in Fubllc.

* You must not take more than the recommended dosage.

In the absence of any other instruction from a physician,
ou must take the lowest dose that achieves the objective
or use.

* In order to prevent poisoninf;, you must keep the

cannabis products in a closed place out of the reach of

children and/ or babies. If you have taken an overdose or

a child accidentally swallowed the medicine, contact the

hospital's Emergency Room immediately and bring the

product packaging with you.

* Do not take medical cannabis in the dark. .

* You must check the product and dosage well prior to

each time you use it. )

* You must not give this_ Rroduct or any of its content to

someone else, as use without the instructions of a doctor

can cause damage, even if it looks like they suffer from a

similar illness.

+ Every “cannabis product” is designated for a specific
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MAO, Anxiolytics, sedatives, n"7'7> nn T "nin, hypnotics,
Phenothiazines Sedating ~ H1-Blockers, " bnmywon
D"A71"71)'0IX, RI, Azelastine, Cocaine, Disulfiram,
Metyrosine, _Paraldehyde, Pramipexole, Zolpidem,
Sorafenib, Ritonavir, ~Fenofibric Acid, Brimonidine,
Conivaptan, Dasatinib, Doxylamine, Droperidol, Fusidic
Acid, Hydroxyzine, Ivacaftor, Luliconazole, Magnesium
Sulfate, " Methotrimeprazine, Mifepristone, Perampanel,
Simeprevir, Sodium Oxybate, Bosentan, Dabrafenib,
Deferasirox, St. John's worth, Common valerian, Ginkgo
biloba, Mitotane, Tocilizumab, Protease inhibitors,
Theophlline, Mirtazapine
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pharmacological dose; you must not exceed the
recommended dosage. .

» Use of cannabis can cause a decrease in blood
sugar values and can cause a sensation of fatigue and
dizziness. For diabetics, it is recommended that you are
equipped with a snack, candy or a cool, sweet drink.

Before treatment, it is important that you update the
doctor if: ) .

* you are pregnant or planning to conceive.

» you are under 18. . )

» you suffer from liver or kidney disease.

» “you suffer from cardiovascular diseases such as:
angina, heart attack in the past, unregulated hypertension
or a problem with a pacemaker/arrhythmia or pulse.

» you suffer from changes in pulse or in blood pressure
observed after starting treatment. Cannabis treatment
is nor recommended for patients suffering from severe
cardiovascular disease. .

* you have a history of addiction to medicine or any other
chemical. . ) . o

« you have difficulty in performing daily activities such as
food preparation and hot drinks. = N

« you take non-prescription medicines and nutritional
supplements. o . -

. %Qu take sleeping medications, sedatives and medicine
which have a sedative effect. these medicines are likely
to increase the sedative effect and muscle relaxation,
thereby increasing the risk of falls and other accidents.

» you fake muscle relaxant medicines such as Baclofen
or Benzodiazepines such as: Diazepam (Valium), given
that it is likely to cause a deterioration in muscle strength
which can cause increased risks and falls.

» you suffer from active psychoses or suffered from a
psychotic episode in the past.

« you suffer from an anxiety disorder. =~ o

» you have a history of significant psychiatric iliness in first
degree relatives, esg_emally if you are under 30.

« you suffer from Schizophrenia or Bipolar Disorder.

Use by children and adolescents
This product is not for use by children and adolescents
under the age of 18 (except for certain indications detailed

in the regulations of the IMC Unit).
Use by the elderly:
The elderly are more likely to be sensitive to the side

effects of the product such’as drowsiness and dizziness
and therefore extreme caution is required to prevent
falls and other accidents which could occur. It is a good
idea to prevent suddenly going from a lying down/sittin
osition to a standing position to prevent dizziness. Use 0
he product requires extreme caution for the elderly with
functional limitations who live alone.

Examination and monitoring: )

If you are taking Valgroa_te_ (for the treatment of Epilepsy)
together with cannabis, it is recommended that your liver
function is monitored.

Interactions / Reactions between medicines o
If you take or have taken recently, other medicines
including non-prescription medicines and/or nutritional
supplements, tell your doctor or pharmacist prior to use.
In particular, you must inform the doctor of pharmacist
if you are taking the following medicines (The list below
states the active agents in the medicines: If you are not
sure if you are using one of these medicines, please
consult your doctor or pharmacist): .
HP(poegcemlc medicines - it is possible that blood
glucose values will decrease in accordance with dosage
and onset or change of treatment. ) .
Medicines for reducing blood pressure - It is possible
that there will be a decrease in values for blood pressure
and the need to dose accordingly.. . .
Medicines with a symptomatic effect - (including
Prefaratlons for local freatment of the eye or the nose
hat have the potential for systemic absSorption) - it is
possible that there will be an increase in the appearance
of tachycardia or increased blood pressure.
Depressors of the CNS - (for example medicines for
sleep disorders, for sedation, alcohol, opiates) - It is
possible that they will strengthen the feelings of sedation,
dizziness, ataxia, loss of balance and risk of falling, an
increase In the risk for driving and operating dangerous
equipment. With opiates, there is also the increased risk
for respiratory depression. i
Medicines with the effect of relaxing muscles - (for
example Benzodiazepines) - it is possible that there will
be an'increase in muscle weakness and a risk of falling.
Medicines with anticholinergic effects - (For example:
tricyclic antidepressants, antihistimines for use against
allergies) A possible increase in the potential for
tachycardia and dizziness. i
Additional detailing _regardin
could influence or be influence
cannabis in the body: . n )
Opiates, barbiturates, preparations containing cannaboids,
MAO inhibitors =Anxiolytics, sedatives, chemicals in
eneral anesthetics, thnohcs., Phenothiazines, Sedating
1-Blockers, ~ anti-cholinergics, SSEI, _ Azelastine,
Cocain, isulfiram, Metryrosine, Paraldehyde,
Pramipexole, Zolpidem, Sorafenib, Ritonavir, Fenofibric
Acid, Brimonidine, Conivaptan, Dasatinib, Doxylamin,
Droperidol,  Fusidic Acid, Hydroxyzine, Ivacaftor,
Luliconazole, Magnesium Sulfate, methotrimeprazine,
Mifepristone, Perampanel, Simeprevir, Sodium Oxyabte,
Bosentan, Dabrafenib, Deferasirox, St. John’s worth,
Common valerian, Ginkgo biloba, Mitotane, Tocilizumab,
Protease inhibitors, Theophlline, Mirtazapine.

medicines which
by the breakdown of

Use of the product and food .

» Use of cannabis can cause a decrease in blood
sugar values and can cause a sensation of fatigue and
dizziness. It is recommended that you take your dose of
cannabis after a light meal in order to decrease the risk of
a drop in blood sugar level. It is recommended that you
are equipped with a snack/candy or a sweet drink before
taking the product. .

» It is recommended that you have a light meal around an
hour and a half after taking the product. .

* You should avoid drinking grapefruit juice for the duration
of treatment with cannabis.

Use of the product and alcohol .
Do not drink wine or alcoholic beverages for the duration
of treatment with cannabis, especially at the onset of
treatment, or when you are changm% the product/dose.
Drinking alcohol during treatment with cannabis is_likely
to increase the different effects such as dizziness,
disturbance to coordination, drowsiness, loss of balance
or lower response times, and thereby negatwely effect
your ability to drive, operate machinery and increase the
risk of falls and other accidents.

Pregnancy, breastfeeding and fertility .

» Do not use cannabis if you are pregnant, planning to
conceive or are breastfee, qu. . )

» Use effective contraception during treatment with
medical cannabis and for at least three months after
stopping treatment. ) )

» Some of the components of cannabis are transferred in
breast milk. ) . )

» Use during pregnancy can result in low birth-weight of
the newborn. . ) . )
» Fertility - It is possible that there will be decrease in
sperm count and motility in men and decreased potential
in conceiving in women. )

If ){ou are pregnant or breastfeedln?, you should consult
with a physician or a pharmacist before use.

Driving and use of machinery:

Use of this product can affect alertness and can cause
drowsiness, dizziness and a number of additional side
effects (such as a decrease in concentration, reduced
coordination and a slowmg of reaction time) which can
damage your ability to drive and/or operate heavy/
dangerous machinery and increase the risk of accidents.
Do not drive or operate dangerous machinery while using.

3. How should the product be used? .
You must always use the product in accordance with the
instructions of the medical team. You must check with the
doctor or the pharmacist if ¥ou_ are unsure about dosage
or the manner of treatment with the product. The dose
and manner of use will be determined solely by the doctor.
Determining the daily and monthly dose is individual to
each patient and will be performéd in a process called
Titration ggradual ralsm? of the dose), whereby it is
possible to determine the appropriate daily cluanmy
recommended which constitutes the lowest possible dose
to achieve maximum benefit with minimum side effects.
The titration process will be accompanied by monitoring
by the medical team who will advise you régarding the
dosage and manner of using the Product, in accordance
with your condition, response to treatment and the side
effects. At the end of the process, the daily dose which is
best for you will be determined. o
The process of obtaining the optimal dose (the titration)
can continue for a number of weeks and can occasionally
even longer, so you need to be patient. .
If there is a change to your health or a reaction to the
treatment later on, there may be a requirement for
R‘erformmg the titration process again. o

ote: if a suitable dose after the process of titration cannot
be achieved, you can discuss the possibility of switching
to a different THC/CBD concentration ratio or a different
roduct, or a different method of delivery with the medical
eam. If needed, it is possible to combine treatment with
2 products of different THC/CBD concentration ratios
(for example: one product for the daytime and another at

night).

For the entire duration of treatment with the product,
monitoring by the medical team is required. Monitoring
will be more frequent at the start of treatment and after
every change in dose. It is a good idea, as far as possible,
to reach a balance for treatment with chronic medicines
before startn]? to use medical cannabis.

How to use i . )

Use of the product: sublingual delivery. Before use,
you must receive training for use by someone from the
medical team. )

« Remove the lid of the bottle, quickly turn the bottle
over so it is a vertical position (not at ‘an angle) above
the teaspoon and drop the required number of drolgs
(according to the dose) onto the spoon. Then turn the
bottle back quickly to a standing position.

« Count the preciSe number of drops on the teaspoon. In
the event of failure to count the number of drops, clean
the teaspoon and start to drop and count again, into a
different teaspoon.

« Put the teaspoon in your mouth under your tongue and
drop the liquid onto the tissue under the tongue. When
taking the teaspoon out of your mouth, keep it close
against the bottom side of the fongue so that the teaspoon
leaves the mouth without being left with oil residue.

« After administering under the tongue, wait 1-2 minutes
before swallowing saliva to allow the oil to be absorbed.

« After taking the oil, close the lid of the bottle well.

« Itis recommended that you wait at least 15 minutes after
taking the oil before you eat or drink in order to improve
absorption from the tissue under the tongue.

« Attention: for most, the sublingual drops do not take
immediate effect and it is possible that the effect will only
be felt after a relatively long time (an hour or later). The
time it starts to take effect and the duration of the effect
of treatment with the sublmgual drops is later and more
prolonged in comparison with treatment by inhalation.

* The “continuity of treatment is imporfant. You must
persevere with” treatment as recommended by the
medical team in order to achieve the most benefit.

You must not take more than the recommended
dosage.

Dose:
According to the instructions of the doctor alone. If you
are unsure about your dose, you must check with the
doctor or the pharmacist. You must not take more than the
recommended d.osagie. )
If you have accidentally taken a h|gfher dose, you may
faint, experience large changes in blood pressure, pulse
,blood sugar level or breathing rate. A high dose of the
chemical can, in certain cases, for people with a prior
tendency, cause temporary psychotic episodes, anxiety
or hallucinations. ) .
If you have taken an overdose or a child accidentally
swallowed the medicine, contact the hospital’s Emergenc!
Room immediately and bring the product packa%mg witl
gou. After taking an overdose you must see a doctor to
e monitored. ) .
If you forgot to take the product at the required time,
you should take the forgotten dose as soon as you
remembered. However, if the time for taking the next dose
is close, skip the forgotten dose and take the next dose at
the usual time, continuing with treatment without change.
Do not take a double dose instead of the forgotten dose.

You must persevere with treatment as recommended
by the doctor. Do not change the dose without
consulting with the medical team.

Possession and location of use: in accordance with the
licensing_conditions given to the patient by the Unit for
Medical Cannabis and the guidelines of the IMC Unit.

Termination of use: .

You must consult with a doctor before deciding to
terminate use of cannabis after using it on a permanent
basis. The sudden termination of use can affect, among
other things, sleep, appetite and emotions.

4. Side effects

Cannabis can cause side effects in some users. If one of
the side effects gets worse, or you suffer from a side effect
not listed in the leaflet - you must consult with the doctor

or the pharmacist. These effects can go away after getting

used to the product. i i
Acute side effects of medical cannabis usage are:
1. Dizziness; dizziness can be more significant in older
Eatlent:;,_ even to the point of falling.
. Vomiting . )
3. Aworsening of Multiple Sclerosis.
4. Urinary Tract Infection . .
5. Anxiety in new users, psychotic effects (at high dosage).
6. Neurological symptoms such as: decreased
coordination, decrease in muscle strength, sedation and
sleep, concentration difficulties, changes in psychometric
activity, unclear speech and a slowing of reaction times.
7. Decrease in cognitive function. . .
8. Decreased alerfness and an increased risk of accidents
if the patient is driving or required to perform complex
tasks while under the influence of the medical preparation.
9. Use during pregnancy can result in low birth-weight of
the newborn. .
10. General effects: dry mouth, headaches, coughing and
a burning sensation in'the throat.
11. Tachycardia
Side effects for chronic use of medical cannabis are:
1. Dependence . . .
2. There is an increased risk of chronic bronchitis and
defective functioning of the lungs.
3. Symptoms and psychotic” disturbances are more
common in patients with a history of psychotic symptoms
or a family history of such symptoms. .
4. A decrease in the levels of FSH, LH, prolactin and
rowth hormones. )

. Digestive disorders and disturbance to electrolyte
balance, something that requires special attention for
gatlents suffering from renal insufficiency.

. Use for 10 years or more can cause permanent
damage to cogpnitive function.
Additional side effects described
literature:

1. Cannabis Arthritis.

2. Arrhythmia.

3. Heart failure., » .
4. A decrease in body temperature and mobility, and in
rare cases even paralysis. ) . i

5. A steep drop in the sugar levels of diabetic patients.

6. Hypomania (loss of judgment and reckless behavior)
7. Damage caused by smoking.

in the case

If a side effect appears, if a side effect worsens or
when you suffer from a side effect not listed in the
leaflet, you should consult a doctor.

5. Storage conditions: .
Cannabis components can break down, be oxidized
and lose activity when exposed to heat, moisture and
light. According to the recommended packaﬂmgf/storage
conditions, pay attention and comply with the following
rules for storage and maintenance:
1. Pay attention to the expiration date of the product.
2. Keep the product in its original packaging and store it in
a dark and dry place below 25°C. .
3. Itis important to close it well to prevent the penetration
of light and moisture and keep it away from fire.
4. Do not throw the product in the garbage or down the
drain. You should ask the supplying pharmacist how to
dispose of product that is not in’use in a manner which
rotects the environment. . .
. Do not store other medicines / medical products in the
same packaging.

Do not mix or add any other substance to the
contents of the product. This product is fit for use and
any addition to it could damage the medical efficacy
of the treatment.

6. Additional information
In addition to the active component(s), the product also
contains MCT oil.

The manufacturer and manufacturer’s address:
Breath of Life Cannabis Manufacturing of Medical
Products Ltd, Revadim.

uali arification [his product Ieft our factory arter
it was grown under suitable conditions, was Iprocessed
and packaged under appropriate conditions (IMC-GMP)
and was Sent to its destination in accordance with
appropriate distribution conditions (IMC-GMP). Al this is
in accordance with the Israeli standards (IMC) published
on the website of the Unit for Medical Cannabis of the
Ministry of Health and which have quality stickers
placed’upon evaluation from time to time and"a number
of times a year by the Ministry of Health or a body
appointed by it. In"order to preserve the g}uallty of the
product, it must be kept for its entire shelf-life in Suitable
conditions; store the product in its original packaging in
a dark and dry place below 25°C. Ensure the packagin

is closed in order to prevent the penetration of ligh

and moisture. The sample for determining batch data
is assessed at a laboratory approved by the Ministry
of Health, according to the regulation guidelines for
standards and marketing approval of “the product.
The sample results comply with the Ministry of Health
conditions for marketing of the product. Further to that,
it is a botanic product (grown agriculturally), for which
there can be variability with respect to thé contents of
the product itself, and this is influenced by a range of
different factors including temperature, moisture, time
and conditions of storage, and therefore the conditions
for keeping cannabis are factors that can significantly
affect the |(_:lu_allty of the product. BOL Pharma invests
much effort in providing an appropriate, high-qualit

product. For any complaint regarding this™ product,

contact the supplying pharmacist.
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