cannabidiol (CBD) 25 mg/ml

@ o jon (CMI) -
‘This leaflet provides important information about
using aruma drops 1:25. It does not contain all available
information. Talktoyourdoctororplmadstifyou

would 1i

or
1. What is aruma drops 1:25 used for?

aruma drops 1:25 is a full spectrum cannabis extract
for oral use, containing the active ingredients
tetrahydrocannabinol (THC) and cannabidiol (CBD).
aruma drops 1:25 may be prescribed for anumber of
medical conditions and is used when other medicines
have not worked to relieve your symptoms. For more
information, see Section1 What i

used for?in the full CMI.

2. What should I know d
1:25?

Donot use aruma drops 1:25 if you have ever had

an allergic reaction to tetrahydrocannabinol (THC),
cannabidiol (CBD), or any of the ingredients listed at the
end of the CMI.

Donot use aruma drops 1:25 if you have a personal

or family history of mental health problems such as
schizophrenia, psychosis, or other significant psychiatric
disorder.

Donot use aruma drops 1:25 if you are breast-feeding.

Talk to your doctor if you have any other medical

or plan to become pregnant.
For more mformatlon see.
2 in the full CMI.

3. What if am taking other medicines?

Some medicines may interfere with aruma drops 1:25
and affect how it works. A llst of these medlcmes isin

2in the
full CMIL.

4.How doIuse aruma drops 1:25?

aruma drops 1:25 is for oral use only. Use the included
oral syringe to measure the dose prescribed by your
doctor.

Moreinstructions can be found in Section4 HowdoTuse
aruma drops1:25? in the full CMIL

5. What should I know while using aruma drops
1:25?

aruma drops1:25

(THC) s 1mg/mland

For more information, see
2in the full CML

6. Are there any side effects?

Some potential side effects of aruma drops 1:25 may
include feeling dizzy or tired, elated or euphoric, nausea,
diarrhoea, or an increase or decrease in appetite. Other
side effects not listed may occur in some people. Tell your
doctor or pharmacists if you feel unwell or experience
any other adverse effects while taking aruma drops 1:25.
For more information, including what to do if you have
side effects, see Section 6. Are there any side effects?in
the full CMI.

25mg/ml
Things « Tell any doctor, pharmacist, or other
you health professional you visit that ] .
hould d youare using vo Pleaseread this leaflet carefully before you start using
aruma drops1:25.
« Use the oral syringe included with L L. N
your aruma drops1:25 package to Where to find information in this leaflet:
administer accurate doses 1. What isaruma drops1:25 used for?
« Call your doctor immediately if you 2. What should Iknow i d
notice your condition getting worse 1:25?
3. Whatiflam i licines?
. 4. Howdoluse anuma drops1:25?
Things | + Donotexceed thorecommendeddose | 3 e ol fcnom it 2
should 6. i 2
notdo + Donot take aruma drops 1:25 with hot 7. Product details
food or drinks
+ Donot give aruma drops 1:25 to
anyone else, even if they have the same
condition as you i i
+ Donot drive or operate machinery for N iol (CED)
hile taking aruma drops 1:25 .
v 9 also called cannabinoids.
Things « Avoid alcohol when taking aruma ‘The THC and CBD in arumadrops 1:25 act on very
tobe drops1:25 specific targets in the body, known as cannabinoid
careful of . receptors. These receptors are found naturally
+ Youmay feel drowsy o tired when throughout the body, in most tissues and organs,
taking aruma drops1:25 but they are especially numerous in the brain and
nervous system.
after Yﬁ?lll' N 2;:’;; fnrommmohistluri:%:aﬁeﬁuvéfisg‘l’ lSt ‘There is a growing body of evidence that medicinal
medicine Do not freeze. ' ' . cannabis may have arole in the treatment of anumber
) of medical conditions, including:
+ Keepoutof reach of children « Pain that may be persistent and is not related to

cancer (unremitting neuropathic pain)

Fits (seizures) caused by epilepsy

Nausea or vomiting due to cancer treatment

Some inflammatory gastrointestinal conditions that
cause stomach pain

Muscle spasticity (spasming or stiffness) and pain
due to Multiple Sclerosis

Shaking and/or involuntary movements related to
Parkinson's Disease

Loss of appetite due to HIV or cancer therapy

End of life care (palliation)

Your doctor may have prescribed aruma drops 1:25 for
another purpose.

Ask your doctor if you have any questions about why
aruma drops 1:25 has been prescribed for you.

What should I know before using aruma
ps 1:25'

Warnings
Donot take arima drops1:25if:
« youareallergic to tetrahydrocannabinol (THC),

cannabidiol (CBD), or any of the ingredients listed at
theend of thisleaflet

'you have a personal or family history of serious mental
health problems such as schizophrenia, psychosis, or
other significant psychiatric disorder

youare breast-feeding

Always check the ingredients to make sure you can use
this medicine.

Check with your doctor if:

« youare under 18 years of age

'you are over 65 years old

you have any other serious medical condition such as
liver or kidney problems

'you have a serious heart problem such as angina,
aprevious heart attack, poorly controlled high
blood pressure, or a problem with your heart rate
or heartbeat

'you have a personal or family history of drug or
substance abuse

During treatment, you may be at risk of developing
certain side effects. It is important you understand
theserisks and how to momtor for them. See additional
information under 2

Pregnancy and breastfeeding

Do not use aruma drops 1:25 if you are pregnant or
breastfeeding.

Check with your doctor if you intend to become
pregnant or intend to breastfeed.

Wha am taking other me e

Tell your doctor or pharmacist if you are taking any other
medicines, including any non-prescription medicines,
vitamins, or supplements.

Tell your doctor or pharmacist if you are using medicines
for:

+ anxiety or sleeping problems (for example diazepam,
triazolam, zopiclone, zolpidem, buspirone or St. John's
Wort (a herbal preparation))

muscle spasms (such as baclofen)

bacterial infections (antibiotics such as rifampicin,
clarithromycin)

epilepsy or nerve pain (such as phenytoin,
phenobarbital, carbamazepine)

high cholesterol (known as statins; for example,
atorvastatin or simvastatin)

fungal infections (such as itraconazole, fluconazole
and ketoconazole)

HIV infection (for example ritonavir)

thinning your blood (known as coumarins; for
example, warfarin)

heart problems (for example, digoxin or medicines
known as betablockers, including bisoprolol,
propranolol)

inflammation (known as corticosteroids; for example,
hydrocortisone, beclomethasone, prednisolone)
putting you to sleep or relaxing your muscles before
an operation or surgery (such as propofol)
contraception or cancer treatment (hormone
medicines such as ethinyloestradiol, levonorgestrel or
dydrogesterone)

Check with your doctor or

. How do I use aruma drops

aruma drops 1:25 is for oral use only. Use the included
oral syringe to measure the dose prescribed by your
doctor.

Howmuchtotake

‘Your doctor will tell you how much aruuma drops
1:25 to take

A titration period is often required to reach the
optimal dose. The number and timing of doses will
vary between patients

‘Your doctor will provide you with a dosing schedule
based on your needs

Some medicines may interfere with
and affect how well it works.

Follow

1:25 until your doctor tells you to stop.



When to take aruma drops 1:25
aruma drops 1:25 can be taken before or after food.
Howtouse the oral syringe

Unscrew the cap located on the top of the aruma
drops1:25 bottle. If this is your first use, insert the
clear bottle adaptor with the small hole in the centre
into the bottle.

=

~

Insert the tip of the syringe into the bottle adaptor
and press down until it is snug.

. Invert the bottle so that the top of the bottle with the
attached syringe is facing downward.

w

L

Draw up the prescribed amount of aruma drops 1:25
into the syringe by pulling back the plunger so that
the black line aligns with the medication dose.

@

. Turn the bottle upright and remove the syringe by
pulling up on the barrel.

6. k the amount of that you

aruma drops1:25 should be taken regularly at the same
timeeach day.

Ify iss your dose at ime, skip the dose
your d

Donot doubl thedose

'youmissed.

If you think that you have taken too much aruma drops
1:25, you may need urgent medical attention.
‘Youshould immediately:

phone the Poisons Information Centre

(by calling 1311 26), or

contact your doctor, or

go to the Emergency Department at your nearest
hospital

have drawn up matches the prescribed dose.
7. Aim the tip of the syringe into the mouth and depress
the plunger into the barrel. Swallow the dose.

8. Towash the syringe, separate the plunger from the
Dbarrel and wash with warm water. Allow it to dry
completely before the next dose.

Replace the cap on the aruma drops 1:25 bottle and
store upright, as instructed.

0
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discomfort or poisoning.

What should I know while using arvuna drops

Things youshoulddo
Always use the oral syringe included with your aruma
drops 1:25 package to administer accurate doses. If
youlose or break your syringe, you should purchase a
replacement from a pharmacy.
Call your doctor immediately if you:
+ notice your condition getting worse
change any other medicines you are taking, including
any non-prescription medicines, vitamins, or
supplements
notice any of the serious side effects listed under

i i 2

Tell any doctor, pharmacist, or other health

you visit that you

drops1:25.

Things youshouldnotdo

+ donot take more aruma drops 1:25 than your doctor
has told you to

donot take with hot food or drinks

donot take after the expiry date printed on the pack
or if the packaging shows signs of tampering

donot give aruma drops 1:25 to anyone else, even if
they have the same condition as you

Driving orusingmachines Lessserious side effects Other side effects not listed here may occur in some
people.
not drive or while taking L ious side eff What todo Tell your doctor or if i are

aruma drops 1:25. concerned about any side effects.

Very common (affecting Speak to your
THC can be detected in saliva for many hours after more than 1in10 people): if you Reportingside effects
administration and in urine for several days after use. + feeling dizzy or tired expel;lence Consumers, patients, carers, and/or health
Check with your doctor when it is safe to drive after + nausea A ‘;‘f“‘ese professionals are encouraged to report side effects
stopping taking aruma drops 1:25. « diarrhoea and they to the Therapeutic Goot_ﬂs Administration online at
Drinking alcohol - increases or decreases in worry you
Avoid . appetite By reporting side effects, you can help provide more

whenusing Common (affectingless information on the safety of this medicine.

Alcohol may interact with aruma drops 1:25, affecting than1in 10 people): to your doctor or
co-ordination, concentration, and reaction time. «+ memory problems or y "
Looking after your medicine difficulty concentrating your medicines. "
Wash the oral syringe after each use and allow it to dry . ::ss of batl;nce 7. Product details

» drymouf
completely before the next dose. « lack of energy or feeling ‘This medicine is only available with a doctor’s
Store the bottle upright. weak v prescription following approval from the Therapeutic
Store the bottle below 25°C away from moisture, heat, « feeling intoxicated Goods Agency (TGA) Special Access Scheme.
and light. + feelingirritable What ariuma drops 1:25 contains
Do not freeze. « blurred vision Each 1ml of aruma drops 1:25 contains:
KEEP OUT OF REACH OF CHILDREN. + headache

) ) o . constipation Activeingredients | tetrahydrocannabinol (THC) <1 mg
Getting rid of - ) cannabidiol (CBD) 25 mg
- \ a b g . « difficulty speaking
you no longer need to use this medicine or it is out of ommo ecting

date, take it to any pharmacy for safe disposal. ':h.:n 1in 10r(l)(£ople)g less Other ingredients | MCT oil (coconut-derived)
Do not use this medicine after the expiry date. « fainting

- changesinpulse, heart Donot take thi licine if i of

6. Are there any side effects? rate, or blood pressure theseingredients.
Tell your doctor or pharmacist as soon as possible does not contain added gluten,
if you do not feel well while you are using d £ lactose, sugars, preservatives, or flavourings.
Mimedens e sdeetocs Smeimester | st o sl anberayelow
" . . . . liquid contained in an amber glass bottle with a tamper-
‘You are more likely to get side effects when you start « seeing or hearing th?ngs_ that Call your evident child resistant cap. An oral syringe is provided for
your treatment. They are usually minor and temporary. arenot there (hallucinations) dochnmt:;.lat ely, accurate dosing of the medicine.
However, some side effects may require medical + severe paranoia or Y . ied by
attention. - thoughts of suicide Emergency ‘Aruma Labs Holdings Pty Ltd
Donot by these lists of « feeling depressed atyour Level 24, Tower Three
effects. Youmay not experience any of them. « feeling over-excited, nearest 300 Barangaroo Ave
See the following information and ask your doctor ‘Cl‘g?é“:z:%'tm losing touch if W“l tal fgg%nsggigolé\] SW2000
or pharmacist if you have any questions about side ) v 3 . www.arumalabs.com
effects. « worsening fits or seizures any of these W g
related to epilepsy ide effects

info@arumalabscom
‘This leaflet was prepared in May 2021.
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