Product Information — Edison Limelight THC Vape - 1g

Edison Limelight THC Vape - 1g

Australian Product Information

1 Name of the Medicine

Edison Limelight THC Vape - 1g

2 Qualitative and Quantitative Composition
Each vape of Edison Limelight THC Vape - 1g contains:

e Active Ingredients:
o 850 mg/g delta-9-tetrahydrocannabinol (THC)
Total Cannabinoids: 850 mg/g
e Product contains other non-active ingredients including flavouring agents.

Product Description:

Edison Limelight is a terpinolene-dominant cultivar, commonly associated with sativa-dominant
genetics. Terpenes are extracted from fresh frozen flower and re-combined with high-purity cannabis
distillate to create a formulation that is both high in potency and true to the original flower’s aroma and
flavour.

Edison vape cartridges feature C-CELL® hardware and are compatible with any standard 510-thread
device.

3 Pharmaceutical Form

Edison Limelight THC Vape - 1g is supplied as a pre-filled cartridge containing cannabis extract
formulated for vaporisation using a compatible medical vaporisation device. Each cartridge contains:

e 850 mg/g delta-9-tetrahydrocannabinol (THC)
For instructions on use and dosing, see Section 4.2 Dose and method of administration.

4 Clinical Particulars

4.1 Therapeutic Indications

Edison Limelight THC Vape - 1g is not registered on the Australian Register of Therapeutic Goods
(ARTG), so there are no specific indications approved for its use.

Edison Limelight THC Vape - 1g is only available via. the Special Access Scheme (SAS-B) or the
Authorised Prescriber (AP) scheme and should be used as a treatment for specific medical conditions
and clinical indications by the authorised prescribing healthcare professional.

4.2 Dose and Method of Administration

Edison Limelight THC Vape - 1g is intended for administration by inhalation using a TGA-approved
vaporiser device. The recommended starting dose is 1 inhalation or the lowest effective dose,
administered when required. The dose may be increased gradually if necessary based on individual
patient response and tolerability.
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Dosing and titration of medicinal cannabis vape products should be individualised and conducted under
the supervision of a qualified healthcare professional to determine the optimal therapeutic dose for
each patient.

PERFORMANCE ATTRIBUTES

Performance Attributes below assume a 3 second inhalation on the lowest heat setting, typically 2.8V*,
values are an average of the aggregate from puffing machine data and analytical equipment.

® Aerosol perinhalation (average): 1.6mg
® THC per inhalation (average): 1.3mg
o Number of inhalations per cartridge (average): 483

*It’s recommended to use the lowest heat setting with vapor devices to minimize potential
degradation of cannabinoids and volatile ingredients such as terpenes.

TITRATION PERIOD

A titration period is required to reach the optimal dose. The amount and timing of the medication will
vary between patients. The optimal dose for Edison Limelight THC Vape - 1g has not been established. It
is important to “start low and go slow” to minimise the risk of side effects. The optimal dose may vary
depending on the patient, and it may take up to 1-2 months of up-titration before achieving the
optimal dose.

If vaping for the first time, inhale 1-2 puffs and wait 5-10 minutes to assess response.
If required, inhale an additional puff.

Repeat as needed.

Use the minimum number of inhalations required to achieve symptom control.

MAINTENANCE PERIOD

The optimal dose is the lowest dose that achieves the highest benefit established during the titration
period. This dose should be maintained during treatment. Re-titration (up or down) may be required
depending on any changes to the patient’s concurrent medications or any tolerance concerns or
adverse events.

METHOD OF ADMINISTRATION

Edison Limelight THC Vape - 1g is intended for administration by inhalation using a TGA-approved
vaporiser device. The recommended starting dose is the lowest effective dose, administered when
required. The dose may be increased gradually if necessary based on individual patient response and
tolerability.
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Dosing and titration of inhaled medicinal cannabis products should be individualised and conducted

under the supervision of a qualified healthcare provider to determine the optimal therapeutic dose for

each patient.

It is best to take Edison Limelight THC Vape - 1g with food.

HANDLING INSTRUCTIONS

DO

DON'T

Keep the device upright when possible
(especially right after use).

Clean contacts regularly:
Remove cartridge.

Wipe battery contact + cartridge base with a dry
cotton swab.

If residue persists, use a lightly dampened swab
with isopropyl alcohol, then allow to fully dry
before use.

Use only compatible 510 cartridges and
reputable batteries.

Don’t overtighten cartridges (can restrict airflow
and damage the center pin).

Don’t leave the device in a pocket/bag powered
on (accidental activation).

Don’t expose to water, high humidity, or
condensation.

Don’t use if the cartridge is cracked, heavily
leaking, or if the battery is
damaged/overheating.

4.3 Contraindications

Edison Limelight THC Vape - 1g is contraindicated in:

Patients with allergies or hypersensitivity to the active substances or to any of the excipients.

Patients with unstable cardiovascular disease.

e Patients with any known or suspected family history of schizophrenia, or other psychotic

illnesses.

e Patients with any previous psychotic or concurrent active mood or anxiety disorders.

Patients who are pregnant or breastfeeding [see 4.8 Effects on fertility, use in pregnancy and

lactation].

4.4 Special Warnings and Precautions for Use
IDENTIFIED PRECAUTIONS

Patients under 18 years of age.
Severe liver or renal disease.

Drug dependency (including nicotine and heavy alcohol consumption).
Other medications (especially sedatives such as opioids and benzodiazepines).
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e Elderly patients (as metabolism in the elderly is slower and they may be more sensitive to the
pharmacological effects of cannabis).

USE IN HEPATIC AND RENAL IMPAIRMENT

No specific studies have been carried out on hepatic and renal impairment. The effects of Edison
Limelight THC Vape - 1g may be exaggerated or prolonged and frequent clinical evaluation by a clinician
is recommended in this patient population.

USE IN THE ELDERLY

No specific studies have been carried out in elderly patients, however, as elderly patients may be more
prone to develop potential CNS adverse reactions, care should be taken.

PAEDIATRIC USE

No specific studies have been carried out on paediatric patients. Edison Limelight THC Vape - 1g should
not be prescribed for children and adolescents under 18 years of age.

EFFECTS ON LABORATORY TESTS
No data available.
4.5 Interactions with other medicines and other forms of interactions

Cannabis is metabolised via the hepatic cytochrome pathway and excreted via the biliary tract in
faeces, along with urinary excretion of acid metabolites. Because the Cytochrome P450 (CYP450)
enzyme system is implicated in the metabolism of THC and CBD, there are likely to be significant
pharmacokinetic interactions, particularly with drugs that are metabolised by, or either inhibit or
induce CYP450 enzymes.

The clinical significance is greater for medications that have a narrow therapeutic window such as
warfarin. THC also has the potential to inhibit CYP isozymes 3A4, 3A5, 2C9, and 2C19, while CBD has the
potential to inhibit CYP 2C19, 3A4, and 3A5.

It is possible that the bioavailability of drugs that are metabolised by these isozymes may increase with
concurrent medicinal cannabis consumption, e.g., anticoagulants (warfarin, apixaban, rivaroxaban),
amitriptyline, phenytoin, theophylline, granisetron, dacarbazine, and flutamide.

Medications that may reduce the effect of Edison Limelight THC Vape - 1g include:

e Medications to treat inflammation, including asthma (e.g. Prednisone, Pulmicort).
Medications to treat seizures.

Some medications to treat depression or anxiety disorders, some antibiotics, some
contraceptives, some HRT medications.

Dabrafenib (Tafinlar) to treat cancer.

Hydrocortisone.

Aspirin.

St John’s Wort.
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4.6 Fertility, pregnancy and lactation

No data is available; however, Edison Limelight THC Vape - 1g is not recommended for women who are
pregnant, planning to become pregnant, or breastfeeding.

4.7 Effects on ability to drive and use machines

Cannabinoids may impair the ability to drive and operate machinery because they may cause
somnolence and sedation. Edison Limelight THC Vape - 1g is a full spectrum cannabis product and
contains THC which may be detected in drug tests.

4.8 Adverse effects (Undesirable effects)
No data specific to Edison Limelight THC Vape - 1g is currently available.

Adverse reactions to Edison Limelight THC Vape - 1g may include, but are not limited to:

e Abnormal thoughts/cognitive e Malaise
impairment e Nausea

e Appetite changes e Paranoia

® Muscle weakness ® Drowsiness

® Dizziness e Blurred vision

e Dry mouth e Tachycardia

e Fatigue

Long-term use may increase the risk of triggering or aggravating psychiatric and/or mood disorders,
negatively affect cognitive function (ability to think or make decisions) or decrease the beneficial effects
of Edison Limelight THC Vape - 1g (tolerance).

Special attention should be taken with patients that present with any of the following undesired side-
effects with Edison Limelight THC Vape - 1g:

Paranoia

Hallucinations

Rapid or irregular heartbeat

Hypotension associated with light-headedness,
Dizziness, or fainting.

Seizures (if you do not have a history of epilepsy)

Depression or suicidal ideation

4.9 Overdose

Accidental ingestion of greater doses than prescribed may result in an increase in adverse events or in
drug-drug interactions. In the event of a higher dose relating to an adverse event/s, patients should
immediately contact their:

Healthcare Provider, or

the Poisons Information Centre on

13 11 26 (Australia), or

go to their nearest Hospital Emergency Department.
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In the case of an overdose, treatment should be symptomatic and supportive. For information on the
management of overdose, contact the Poisons Information Centre on 13 11 26 (Australia).

5 Pharmacological Particulars

5.1 Pharmacodynamic Properties
PHARMACOTHERAPEUTIC GROUP
Other Analgesics

ATC CODE — N02BG10

MECHANISM OF ACTION

Cannabinoids, the main active components of cannabis, interact with cannabinoid receptors (CB1 and
CB2) in the endogenous endocannabinoid system, or ECS.

CB1 receptors are the most abundant of the two receptor types, predominantly found in the central
nervous system (CNS), and in regions responsible for cognitive function. CB2 receptors are prevalent in
the immune and peripheral nervous systems playing a crucial role in maintaining physical well-being by
regulating functions such as immunity, inflammation, and pain.

Delta-9-tetrahydrocannabinol (THC) is the major psychoactive component of cannabis and interacts
with both CB1 and CB2 receptors. When combined with CBD, the psychoactive characteristics of THC
are diminished.

CLINICAL TRIALS
No data available.
5.2 Pharmacokinetic Properties

Pharmacokinetic (PK) or Pharmacodynamic (PD) data has not been obtained for Edison Limelight THC
Vape - 1g PK parameters may vary considerably from patient to patient. Most data on the PK and PD
profiles of cannabis are extrapolated from THC studies.

ABSORPTION

Cannabis products consumed via inhalation are absorbed more rapidly than those consumed orally.
Inhalation allows cannabinoids to enter the bloodstream directly through the lungs, bypassing first-pass
metabolism in the liver. As a result, inhaled cannabis generally has higher and more predictable
bioavailability, commonly estimated to range between approximately 30-60%, depending on factors
such as inhalation technique, device efficiency, and individual physiology. The onset of effects is
typically rapid, occurring within minutes, with peak effects usually reached within 5-15 minutes. The
duration of effects is generally shorter than oral consumption, commonly lasting between 2—4 hours.
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DISTRIBUTION

Cannabinoids are distributed throughout the body; they are highly lipid soluble and accumulate in fatty
tissue. The release of the cannabinoids from fatty tissue is responsible for the prolonged terminal
elimination half-life.

Due to its high lipid solubility, THC has a large apparent volume of distribution, approximately 10 L/kg,
and the plasma protein binding of THC is mainly bound to low-density lipoproteins, with up to 10%
present in red blood cells, while its metabolite, 11-OH-THC, is strongly bound to albumin with only 1%
found in the free-faction.

METABOLISM

THC and CBD are metabolised in the liver by CYP isoenzymes, including CYP2C9, CYP2C19, CYP2D6, and
CYP3A4. They may be stored for as long as 4 weeks in the fatty tissues from which they are slowly
released at sub-therapeutic levels back into the blood stream and metabolised via the renal and biliary
systems.

The predominant phase 1 metabolites of THC are 11-OH-THC and 11-nor-9-carboxy-THC (THCCOOH),
which undergo phase 2 glucuronidation to produce cannabinoid glucuronides.

CBD undergoes a significant first-pass effect leading to the formation of several metabolites, most
notably, 7-COOH-CBD.

EXCRETION

Approximately 65% of the excretion of THC and its metabolites occurs via the faeces and 20% via urine.
After 5 days, approximately 80% to 90% of the total dose is excreted. Unlike THC, a large proportion of
CBD is excreted unchanged in the faeces. The CBD half-life is estimated to be 20-36 hours.

Cannabinoids and their metabolites are excreted slowly due to their slow movement out of body fat
and other tissues back into the bloodstream. Therefore, they can sometimes be found in urine and
faeces for several weeks post-administration.

5.3 Preclinical Safety Data

Edison Limelight THC Vape - 1g has not been evaluated in preclinical studies.

GENOTOXICITY

No genotoxicity studies have been undertaken with Edison Limelight THC Vape - 1g.
CARCINOGENICITY

No carcinogenicity studies have been undertaken with Edison Limelight THC Vape - 1g.
GENERAL TOXICITY

The toxicological assessments conducted on Edison Limelight THC Vape - 1g assume a conservative
standard of consumption of 80 mg/day of our inhalation products over a 52 year period, as
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recommended by ASTM D8588-24 Approach to Calculating the Daily Inhalation Exposure Limit for a
Non-cannabinoid Ingredient Intended for use in Cannabinoid Products for Vapourization.

Lifetime Toxicological Assessment - PASS

6 Pharmaceutical Particulars

6.1 List of Excipients

[insert excipients here]
Refer to Section 2 - Qualitative and quantitative composition. [optional]

6.2 Incompatibilities
Incompatibilities were either not assessed or not identified. [optional]
6.3 Shelf Life

For storage conditions and expiration dates, please refer to the Edison Limelight THC Vape - 1g product
label.

6.4 Special Precautions for Storage

Store below 25 °C. Keep out of direct sunlight.

e Do not use this product after the expiry date, which is stated on the container. The expiry date
corresponds with the last day of the month indicated.

o Keep out of reach of children.

6.5 Nature and contents of container

Name Edison Limelight THC Vape - 1g

Form Vaporisation Extract.

Pack Size 1g

Container Presented in a glass cartridge with a child resistant closure

6.6 Special Precautions for Disposal

It is recommended that expired or opened Edison Limelight THC Vape - 1g should be returned to the
pharmacy for disposal. Do not throw away this product via wastewater or household waste; ask your
pharmacist how to dispose of this product as proper disposal will help protect the environment.
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6.7 Physicochemical Properties

Chemical Structure

T THC
AS-Tetrahydrocannabinol (A°-THC) ‘ OH
e Molecular formula: C31H300, H,C ‘O e
e Tricyclic dibenzopyran system with a cyclohexene ring Ehs ‘
e Key functional groups: Hydroxyl (-OH), ether linkage, double bond at 9-position

e Description: Primary psychoactive cannabinoid; binds CB1 receptors in the CNS
CAS Number [insert CAS number here]

7 Maedicine Schedule (Poisons Standard)
POISON SCHEDULE

CONTROLLED DRUG — SCHEDULE 8

POSSESSION WITHOUT AUTHORITY IS ILLEGAL. KEEP OUT OF REACH OF CHILDREN.
CATEGORY OF ACTIVE INGREDIENTS — CATEGORY 3.

PRESCRIPTION ONLY MEDICINE.

8 Sponsor
ACP Pharmaceuticals Pty. Ltd. Seaford, Vic, 3198

Telephone: +61 03 8780 3800
Email: Info@acppharma.com.au

Website: https://theacg.com.au/contact

Edison Limelight THC Vape - 1g is an unapproved medicine and is not included in the Australian Register
of Therapeutic Goods (ARTG).

9 Date of First Approval
Version 1: January 30, 2026

10 Date of Revision
Executed Version 1 Dated January 30" currently In Force

Section Changed | Summary of New Information
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