Limitations of the data

This document contains information from reports of adverse events that the TGA has received in relation to therapeutic goods. It does not contain all
known information, and an assessment of the safety of a medicine cannot be made based on this information.

Causality

e The reports received by the TGA contain suspected associations that reflect the observations of an individual reporter. The reporter may be a health
professional, a sponsor, or a member of the public.

e Adverse events are suspected of being related to a therapeutic good, but this relationship is usually not certain - the symptom may be related to the
underlying illness or to other factors.

e There might be no relationship between the adverse event and the medicine - it may be a coincidence that the adverse event occurred when the
medicine was taken.
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Case no. Report Gender Age Medicines reported as being taken MedDRA Reaction Terms
Entry Date
496901 26/05/2020 | Male 29 (22% Tetrahydrocannabinol, less than 1% Cannabidiol) Vomiting
cannabidiol ; tetrahydrocannabinol) - Suspect (-)
496917 26/05/2020 | Female | - i (Cannabidol 10mg/ml) (cannabidiol) - Suspect (- | Asthenia; Diarrhoea; Fatigue; Generalised
) tonic-clonic seizure; Infection; Insomnia;
Lethargy; Malaise; Overdose; Rash;
Somnolence; Status epilepticus
497014 | 26/05/2020 | Male | 29 (cannabidiol) - Suspect (-); || | vomiting
(22% Tetrahydrocannabinol, less than 1% Cannabidiol) (cannabidiol ;
tetrahydrocannabinol) - Suspect (-)
497099 27/05/2020 | Female | 58 (cannabidiol) - Suspect (-} Diarrhoea
497101 27/05/2020 | Female | 63 (cannabidiol) - Suspect (-); - Pruritus; Rash
(pregabalin) - Concomitant (-); (codeine phosphate
hemihydrate ; paracetamol) - Concomitant (-);
(carbamazepine) - Concomitant (-)
497103 27/05/2020 | Female | 42 (cannabidiol) - Suspect (-); - Tinnitus; Vertigo
(aspirin) - Concomitant (-); (amitriptyline hydrochloride) -
Concomitant (-); (codeine phosphate hemihydrate ;
paracetamol) - Concomitant (-); (doxylamine
succinate) - Concomitant (-); Trade Name Not Specified (Product not
Coded) - Concomitant (-); Trade Name Not Specified (melatonin) -
Concomitant (-
497199 28/05/2020 | Female | 45 {cannabidiol) - Suspect (-); - Dizziness; Nausea; Somnolence; Vertigo
(meloxicam) - Concomitant (-); (naproxen) - Concomitant (-);
- (esomeprazole) - Concomitant (-); - (codeine
phosphate hemihydrate ; paracetamol) - Concomitant (-);
(codeine phosphate hemihydrate ; paracetamol) - Concomitant
(-); (Black Cohosh Powder) - Concomitant (-); Trade Name
Not Specified (tibolone) - Concomitant (-); - (alprazolam) -
Concomitant (-); (sertraline hydrochloride) - Concomitant (-)
497201 28/05/2020 | Female | 58 {cannabidiol) - Suspect (-); Anxiety
sertraline hydrochloride) - Concomitant (-)
497501 01/06/2020 | Interse | 42 h (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-) | Abdominal discomfort
X
497591 | 02/06/2020 | Female [ 74 | |GG (<2 --bidio) - Suspect () Diarrhoea
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(cannabidiol) - Suspect (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Affect lability; Aggression; Loss of libido;
Psychotic disorder

Overdose; Psychotic disorder

(cannabidiol) - Suspect (-)
(cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Chromaturia; Daydreaming; Dry mouth;
Pollakiuria

(cannabidiol) - Suspect (-)

Feeling drunk; Memory impairment

(Tetrahydrocannabinol 1 mg/mL:
(cannabidiol ; Tetrahydrocannabinol (THC)) -

Nausea; Vomiting

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); Norspan (buprenorphine hydrochloride) - Suspect (-)

Abnormal dreams; Decreased appetite;
Dizziness; Lethargy; Nausea; Vomiting

_(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect
(-)

Dizziness; Increased appetite

(cannabidiol) - Suspect (-)

Peripheral swelling

(cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect (-)

Drug ineffective; Euphoric mood;
Hallucination

(tetrahydrocannabinol) - Suspect (-)

Therapeutic response decreased

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Diarrhoea

(cannabidiol) - Suspect (-)

Diarrhoea; Drug ineffective;
Gastrooesophageal reflux disease

(tetrahydrocannabinol) - Suspect (-);
(20mg/mL Tetrahydrocannabinol: less than
1mg/mL Cannabidiol (cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-)

Blood pressure increased;
Depersonalisation/derealisation disorder

(cannabidiol ; Tetrahydrocannabinol (THC)) - Interacting (-);
(warfarin sodium) - Interacting (-)

International normalised ratio increased

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); Trade Name Not Specified (Product not Coded) -
Concomitant (-)

Rash

_(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

497728 03/06/2020 | Male 47
497774 03/06/2020 | Male 39
497792 03/06/2020 | Male 42
498339 10/06/2020 | Female | 74
498477 11/06/2020 | Female | 44
498673 15/06/2020 | Female | 79
498951 17/06/2020 | Female | 51
499024 18/06/2020 | Male 63
499485 23/06/2020 | Female | -

499656 24/06/2020 | Male 48
499739 25/06/2020 | Female | 90
500601 06/07/2020 | Female | 34
500849 08/07/2020 | Female | 36
500943 08/07/2020 | Male -

501008 09/07/2020 | Male 55
501118 10/07/2020 | Female | 41
501170 11/07/2020 | Female | 88

Disturbance in attention; Dry mouth;
Euphoric mood; Fatigue

-(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-);
Trade Name Not Specified (diazepam) - Suspect (-); Trade Name Not
Specified (pregabalin) - Suspect (-); Trade Name Not Specified
(tapentadol) - Suspect (-)

Aphasia; Delirium; Headache
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501179 11/07/2020 | Female | 77 (Tetrahydrocannabinol (THC) 20 mg/mL and Acute myocardial infarction
cannabidiol (CBD) 5 mg/mL) (cannabidiol ; Tetrahydrocannabinol
(THQ)) - Concomitant- (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect
501336 14/07/2020 | Female | 83 (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Feeling abnormal
502065 21/07/2020 | Female | 69 (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Balance disorder; Dizziness; Fatigue;
Nausea; Somnolence; Vomiting
502181 22/07/2020 | Unspec | 70 Trade Name Not Specified (cannabidiol ; Tetrahydrocannabinol (THC)) | Agitation; Hallucination
ified
502328 24/07/2020 | Female | 28 (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-) Diarrhoea
502799 30/07/2020 | Male 37 (cannabidiol) - Suspect (-) Abdominal pain; Diarrhoea; Nausea
503144 04/08/2020 | Female | 32 (Tetrahydrocannabinol (THC) 20 mg/mL and Decreased appetite; Headache;
cannabidiol (CBD) 5 mg/mL) (cannabidiol ; Tetrahydrocannabinol Oropharyngeal pain; Product quality issue
(THC)) - Suspect
503758 12/08/2020 | Male 86 (cannabidiol ; tetrahydrocannabinol) - Suspect (-); Diarrhoea; Eructation; Flatulence; Taste
(metformin hydrochloride) - Concomitant (-);_ disorder
(tramadol hydrochloride) - Concomitant (-)
503759 12/08/2020 | Male 21 Trade Name Not Specified (alprazolam) - Suspect (-); Trade Name Not | Dysarthria; Product counterfeit;
Specified (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-) Somnolence
503818 12/08/2020 | Male 49 (cannabidiol ; Tetrahydrocannabinol (THC)) - Heart rate increased
Suspect (-)
504137 17/08/2020 | Male 34 (cannabidiol ; Tetrahydrocannabinol (THC)) - Decreased appetite; Poor quality sleep
504193 17/08/2020 | Female | 52 (cannabidiol) - Suspect (-); Anxiety
(candesartan cilexetil) - Concomitant (-);
(esomeprazole) - Concomitant (-); (fluticasone propionate ;
salmeterol xinafoate) - Concomitant (-); Trade Name Not Specified
(Product not Coded) - Concomitant (-); Trade Name Not Specified
(tapentadol) - Concomitant (-); (salbutamol) - Concomitant (-)
505335 25/08/2020 | Male 24 (cannabidiol ; Tetrahydrocannabinol (THC)) - Fatigue; Tremor; Vomiting
Suspect (-)
505358 25/08/2020 | Female | 56 (cannabidiol) - Suspect (-) Hypertension
505439 26/08/2020 | Female | 80 (atorvastatin calcium propylene glycol solvate) - Decreased appetite; Dizziness; Somnolence;

(levothyroxine sodium) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) -
(ergocalciferol) - Concomitant (-); Trade

Concomitant (-);

Suspect (-);

Tachycardia
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Name Not Specified (esomeprazole) - Concomitant (-); Trade Name
Not Specified (hydrochlorothiazide) - Concomitant (-); Trade Name
Not Specified (mirtazapine) - Concomitant (-); Trade Name Not

Specified (telmisartan) - Concomitant (-)

(celecoxib) - Concomitant (-); (duloxetine
hydrochloride) - Concomitant (-); (benserazide
hydrochloride ; levodopa) - Concomitant (-);- (levothyroxine
sodium) - Concomitant (-); (paracetamol) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect (-); Trade Name Not Specified (clonazepam) -
Concomitant (-)

Coordination abnormal; Fatigue;
Hallucination

- (atenolol) - Concomitant (-); (calcium
carbonate ; colecalciferol) - Concomitant (-); (perindopril) -
Concomitant (-);- (atorvastatin calcium) - Concomitant (-);
(atorvastatin calcium trihydrate) - Concomitant (-);

(paracetamol) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Trade
Name Not Specified (amlodipine) - Concomitant (-); Trade Name Not
Specified (escitalopram) - Concomitant (-); Trade Name Not Specified
(leflunomide) - Concomitant (-); Trade Name Not Specified
(magnesium amino acid chelate) - Concomitant (-); Trade Name Not
Specified (methotrexate) - Concomitant (-)

505711 31/08/2020 | Male 77
505841 01/09/2020 | Female | 69
505850 01/09/2020 | Female | 73

Hallucination

(omeprazole ; omeprazole magnesium) - Concomitant
(amiodarone hydrochloride) - Concomitant

(mirabegron) - Concomitant (-);- (calcium carbonate) -
Concomitant (-);- (rosuvastatin calcium) - Concomitant (-);
- (apixaban) - Concomitant (-);- (metoprolol tartrate) -
Concomitant (-); (glyceryl trinitrate) - Concomitant
(-); (paracetamol) - Concomitant (-); (clopidogrel) -
Concomitant (-);
(TETRAHYDROCANNABINOL 26.3 mg/mL, CANNABIDIOL less than 1
mg/mL) (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-);
Trade Name Not Specified (gliclazide) - Concomitant (-); Trade Name
Not Specified (metformin hydrochloride) - Concomitant (-); Trade
Name Not Specified (ramipril) - Concomitant (-); Trade Name Not

Euphoric mood; Hallucination
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Specified (ubidecarenone) - Concomitant (-); Trade Name Not
Specified (venlafaxine hydrochloride) - Concomitant (-)

505893 | 01/09/2020 | Female | 65 (levothyroxine sodium) - Concomitant (-); Anxiety; Dizziness; Dry mouth;
(levothyroxine sodium) - Concomitant (-); Hallucination; Headache; Nausea
(paracetamol) - Concomitant (-); -
(TETRAHYDROCANNABINOL 26.3 mg/mL, CANNABIDIOL less than 1
mg/mL) (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

505895 01/09/2020 | Female | 29 (cannabidiol ; Tetrahydrocannabinol Hallucination
(THC)) - Suspect (-); Trade Name Not Specified (duloxetine
hydrochloride) - Concomitant (-); Trade Name Not Specified
(ubidecarenone) - Concomitant (-)

505903 01/09/2020 | Male 89 - (bisacodyl) - Concomitant (-); Disturbance in attention; Fatigue;
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-) Hallucination

505976 02/09/2020 | Male 25 - (pregabalin) - Suspect (-); Trade Name Not Specified Product counterfeit; Somnolence
(alprazolam) - Suspect (-); Trade Name Not Specified (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

505985 02/09/2020 | Female | 63 (vortioxetine) - Concomitant (—);- (amitriptyline Abnormal dreams; Anxiety; Hallucination

hydrochloride) - Concomitant (—);- (oxycodone hydrochloride) -
Concomitant (-);_ (levothyroxine sodium) - Concomitant
(-); (metoclopramide hydrochloride) - Concomitant (-);
(tapentadol) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-);
(zolpidem tartrate) - Concomitant (-); (buprenorphine
hydrochloride) - Concomitant (-); (liothyronine sodium) -
Concomitant (-); Trade Name Not Specified (baclofen) - Concomitant
(-); Trade Name Not Specified (irbesartan) - Concomitant (-); Trade
Name Not Specified (lamotrigine) - Concomitant (-); Trade Name Not
Specified (lorazepam) - Concomitant (-); Trade Name Not Specified
(melatonin) - Concomitant (-); Trade Name Not Specified (memantine)
- Concomitant (-); Trade Name Not Specified (olanzapine) -
Concomitant (-); Trade Name Not Specified (ondansetron) -
Concomitant (-); Trade Name Not Specified (oxycodone) -
Concomitant (-); Trade Name Not Specified (paroxetine) -
Concomitant (-); Trade Name Not Specified (progesterone) -
Concomitant (-);- (diazepam) - Concomitant (-)
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505998

02/09/2020

Male

78

- (fentanyl citrate) - Concomitant (-);- (fentanyl) -
Concomitant (-);_ (metoprolol tartrate) - Concomitant (-);
(gabapentin) - Concomitant (-);

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Trade

Name Not Specified (Erythropoietin) - Concomitant (-); Trade Name
Not Specified (amitriptyline) - Concomitant (-); Trade Name Not
Specified (fentanyl) - Concomitant (-); Trade Name Not Specified

(paracetamol) - Concomitant (—);- (sertraline hydrochloride) -
Concomitant (-)

506005

02/09/2020

Female

69

Confusional state; Dizziness; Hallucination

(codeine phosphate hemihydrate ; paracetamol) -

Concomitant (-); (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-); (zolpidem tartrate) -

Concomitant (-)

506508

09/09/2020

Male

26

Hallucination

(sertraline hydrochloride) - Concomitant (-);
- (TETRAHYDROCANNABINOL 26.3 mg/mlL,
CANNABIDIOL less than 1 mg/mL) (cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect (-); Trade Name Not Specified (cyanocobalamin) -
Concomitant (-); Trade Name Not Specified (dextran 70) -
Concomitant (-); Trade Name Not Specified (docusate sodium ;
sennosides) - Concomitant (-); Trade Name Not Specified (melatonin) -
Concomitant (-); Trade Name Not Specified (paracetamol) -
Concomitant (-); Trade Name Not Specified (pregabalin) - Concomitant
(-); Trade Name Not Specified (quetiapine) - Concomitant (-); Trade
Name Not Specified (sodium valproate) - Concomitant (—);-
(ascorbic acid) - Concomitant (-)

507158

16/09/2020

Male

34

Seizure

(oxycodone hydrochloride) - Concomitant (-);
(cannabidiol) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

507159

16/09/2020

Female

60

Dizziness; Nausea; Vomiting

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

507160

16/09/2020

Female

85

Dizziness; Nausea; Vomiting

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
(fluoxetine hydrochloride) - Concomitant (-);
(fluoxetine hydrochloride) - Concomitant (-); Trade Name Not
Specified (Product not Coded) - Concomitant (-); Trade Name Not
Specified (temazepam) - Concomitant (—);- (diclofenac
potassium ; diclofenac sodium) - Concomitant (-)

507161

16/09/2020

Female

52

Diarrhoea

_ (cannabidiol) - Suspect (-)

Anxiety
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(cannabidiol ; tetrahydrocannabinol) -

Suspect (-); (diltiazem hydrochloride) - Concomitant (-);
(oxybutynin hydrochloride) - Concomitant (-);
(paracetamol) - Concomitant (-);

(pramipexole dihydrochloride) - Concomitant (-); Trade Name Not
Specified (aspirin) - Concomitant (-); Trade Name Not Specified
(calcitriol) - Concomitant (-); Trade Name Not Specified (escitalopram)
- Concomitant (-); Trade Name Not Specified (magnesium) -
Concomitant (-); Trade Name Not Specified (melatonin) - Concomitant
(-); Trade Name Not Specified (rasagiline mesilate) - Concomitant (-);

Trade Name Not Specified (rosuvastatin calcium) - Concomitant (-);
(diclofenac diethylamine) - Concomitant

(

Anxiety; Atrial fibrillation; Tachycardia

Abnormal behaviour; Psychotic disorder

-)
(cannabidiol ; tetrahydrocannabinol) - Suspect (-)
(cannabidiol ; tetrahydrocannabinol) - Suspect
-)

(

Psychotic disorder

(cannabidiol) - Suspect (-)

Diarrhoea; Headache; Nausea

(cannabidiol ; tetrahydrocannabinol) -

Suspect (-)

Apathy; Balance disorder; Depression;
Lethargy

(cannabidiol) - Suspect (-)

Anger; Mood swings

(cannabidiol) - Suspect (-)

Cyanosis; Pain in extremity

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-)

Cognitive disorder; Dizziness; Hyperphagia;
Physical disability; Somnolence

(Each bottle (10g) contains 6.5% total THC,
5% total CBD) (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Drug ineffective; Product contamination

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Mental impairment

(CBD 200mg/mL, less than 0.2%
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Urinary retention

(20mg/mL Tetrahydrocannabinol: less than
1mg/mL Cannabidiol (cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Dissociation

_ (cannabidiol) - Suspect (-)

Product contamination physical; Product
quality issue

Decreased appetite

507163 16/09/2020 | Female | 79
507191 16/09/2020 | Male 25
507197 16/09/2020 | Male 25
507198 16/09/2020 | Male 79
507201 16/09/2020 | Male 67
507393 18/09/2020 | Female | 66
507636 22/09/2020 | Male 48
507739 23/09/2020 | Female | 44
508239 29/09/2020 | Female | 42
508320 30/09/2020 | Female | 71
508465 01/10/2020 | Female | 47
508939 08/10/2020 | Female | 31
508994 09/10/2020 | Male -

509046 09/10/2020 | Male -

509368 14/10/2020 | Female | 71

(Cannabidiol 240mg/mL) (cannabidiol) - Suspect (-)
(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

Abdominal pain upper; Dry mouth
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(cannabidiol) - Suspect (-)

Hypersensitivity

- (TETRAHYDROCANNABINOL
26.3 mg/mL, CANNABIDIOL less than 1 mg/mL) (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-); Trade Name Not Specified
(baclofen) - Concomitant (diazepam) -
Concomitant

’

Hallucination

(alendronate sodium) - Concomitant (-);

(paracetamol) - Concomitant (-); (pantoprazole) - Concomitant
(-); (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-); Trade Name Not Specified
(aspirin) - Concomitant (-); Trade Name Not Specified (ferrous sulfate)
- Concomitant (-);- (amlodipine ; telmisartan) - Concomitant (-

);_ (cyanocobalamin) - Concomitant (-);-

(colecalciferol) - Concomitant (-)

Hallucination

(paracetamol) - Concomitant (-);

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); (naloxone hydrochloride dihydrate ; oxycodone
hydrochloride) - Concomitant (-); Trade Name Not Specified
(celecoxib) - Concomitant (-); Trade Name Not Specified
(metoclopramide) - Concomitant (-); Trade Name Not Specified
(pantoprazole) - Concomitant (-)

Hallucination

(amlodipine besilate ; atorvastatin calcium) -
Concomitant (-);- (metformin hydrochloride) - Concomitant (-);
(fentanyl) - Concomitant (oxycodone
hydrochloride) - Concomitant
(hydrochlorothiazide ; irbesartan) - Concomitant (-);- (furosemide
(frusemide)) - Concomitant (-);- (tibolone) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect.
(fluoxetine hydrochloride) - Concomitant (-);
(naloxone hydrochloride dihydrate ; oxycodone
hydrochloride) - Concomitant

Confusional state; Decreased appetite

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Fall; Hallucination

(cannabidiol ; dronabinol) - Suspect-

Hallucination

(cannabidiol) - Suspect (-)

Somnolence

509783 19/10/2020 | Female | 55
509940 20/10/2020 | Male 79
509945 20/10/2020 | Female | 90
509946 20/10/2020 | - -

510065 21/10/2020 | Female | 80
510102 22/10/2020 | Male 52
510196 23/10/2020 | Male 44
510456 27/10/2020 | Female | 92
510772 30/10/2020 | Male 65

(Cannabidiol 50mg)-(cannabidiol) - Suspect (-)

Anger; Suicidal ideation
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(cannabidiol) - Suspect (-); Trade Name Not
Specified (cannabidiol ; Tetrahydrocannabinol (THC)) - Concomitant (-)

Dizziness

_ (cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Anxiety; Hallucination; Psychotic disorder

(cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Dry mouth; Headache

(Each bottle (10g) contains 6.5% total THC,
5% total CBD) (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Product quality issue

_(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Feeling abnormal; Headache; Lethargy;
Vision blurred

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Cognitive disorder; Delirium; Poisoning

I 25l -Suspect ]

Facial paralysis; Muscular weakness; Speech
disorder

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Taste disorder

(THC: 300 mg/g, CBD: less than 1 mg/g)
(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Product complaint; Product quality issue

- (TETRAHYDROCANNABINOL
26.3 mg/mL, CANNABIDIOL less than 1 mg/mL) (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-); Trade Name Not Specified
(amitriptyline) - Concomitant (-)

Dizziness; Hyperacusis; Loss of
consciousness; Paraesthesia

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect

Angina pectoris; Muscle spasms

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Accidental overdose; Erythema; Feeling hot;
Hallucination

_(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

Confusional state; Hallucination;
Hyperhidrosis; Nausea; Seizure;
Somnolence; Tachycardia

(cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Dissociation; Euphoric mood

(CBD 200mg/mL, less than 0.2%
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Rhinitis allergic

510875 02/11/2020 | Male 77
511092 03/11/2020 | Male 26
511231 04/11/2020 | Female | -

512557 20/11/2020 | Male -

512642 20/11/2020 | Male 48
512973 25/11/2020 | Male 52
513014 25/11/2020 | Female | 70
513385 01/12/2020 | Female | 48
513725 04/12/2020 | - -

514727 16/12/2020 | Female | 50
514834 17/12/2020 | Male 69
515026 21/12/2020 | Female | 83
515074 21/12/2020 | Male 30
515213 22/12/2020 | Female | 72
515948 05/01/2021 | Female | 23
515949 05/01/2021 | - 21

_ (cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Seizure
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_ (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

Cold sweat; Decreased appetite; Diarrhoea;
Hot flush; Hyperhidrosis; Nausea

_(cannabidiol ; Tetrahydrocannabinol (THC)) -

Suspect (-)

Decreased appetite; Diarrhoea; Nausea

_ (tetrahydrocannabinol) - Suspect (-)

Decreased appetite; Diarrhoea;
Gastrointestinal pain

_ (cannabidiol ; tetrahydrocannabinol) - Suspect (-
)

Aggression; Burning sensation; Nausea

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); (cannabidiol ;

dronabinol) - Suspect (-)

Musculoskeletal stiffness; Neuralgia

(THC: 300 mg/g, CBD: less than 1 mg/g)
(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Psychotic disorder

(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

Abdominal pain

(sertraline hydrochloride) - Interacting (-); Trade Name Not
Specified (cannabidiol ; Tetrahydrocannabinol (THC)) - Interacting (-)

Serotonin syndrome

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Suspect (-)

Tetrahydrocannabinol (THC)) - Suspect (-)

Headache
(cannabidiol ; dronabinol) - Malaise
(cannabidiol ; Headache

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

515996 06/01/2021 | Male 26
516159 08/01/2021 | Female | 80
516266 11/01/2021 | Female | 78
516269 11/01/2021 | Female | 29
516356 12/01/2021 | Female | 36
516504 13/01/2021 | Male 56
516537 13/01/2021 | Female | 10
516823 18/01/2021 | Male 41
517051 20/01/2021 | Male 34
517075 20/01/2021 | Male 86
517226 22/01/2021 | - 35
517234 22/01/2021 | - 63
517406 25/01/2021 | Female | 46

Headache; Oropharyngeal pain

(cannabidiol ; Tetrahydrocannabinol (THC)) -
(oxycodone hydrochloride) - Concomitant (-);
(fluoxetine hydrochloride) - Concomitant (-);
levothyroxine sodium) - Concomitant (-);-
(pregabalin) - Concomitant (-);- (hydroxocobalamin) -
Concomitant (-);- (rabeprazole sodium) - Concomitant (-);
- (quetiapine ; quetiapine fumarate) - Suspect (—);-
(prochlorperazine maleate) - Concomitant (-);- (liothyronine
sodium) - Concomitant (-); Trade Name Not Specified (celecoxib) -
Concomitant (-); Trade Name Not Specified (diazepam) - Concomitant
(-); Trade Name Not Specified (lorazepam) - Concomitant (-); Trade
Name Not Specified (ondansetron) - Concomitant (-); Trade Name Not
Specified (paracetamol) - Concomitant (-); Trade Name Not Specified

Suspect (-);

Dyskinesia; Migraine; Sedation
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(rizatriptan) - Concomitant (-); Trade Name Not Specified (topiramate)
- Concomitant (-)

517563

27/01/2021

Female

46

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
(paliperidone) - Suspect (-);- (metformin
hydrochloride) - Concomitant (-); Trade Name Not Specified
(dulaglutide) - Concomitant (-); Trade Name Not Specified (gliclazide) -

517584

27/01/2021

Male

38

Concomitant (-); Trade Name Not Specified (nicotine) - Suspect (-)

Accidental overdose; Hypotension

(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

517811

29/01/2021

Female

30

Hypotension; Lethargy

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
(Not on ARTG) (arginine ; ascorbic acid ;
asparagus ; Bladderwrack ; Brassica oleracea ; bromine ; Camellia
sinensis ; carnitine ; Citrus aurantium ; cyanocobalamin ; Fucus
vesiculosus ; Honey ; human chorionic gonadotrophin ; iodine ;
ornithine) - Suspect (-)

517822

29/01/2021

Female

50

Amenorrhoea; Diarrhoea; Dizziness;
Headache; Malaise; Product complaint;
Product quality issue; Pyrexia

(paroxetine hydrochloride) - Concomitant (-);-
(cannabidiol ; Tetrahydrocannabinol (THC)) -

Concomitant (-); (cannabidiol ;

I
Tetrahydrocannabinol (THC)) - Suspect (-);
(hydrocortisone) - Concomitant (-); (gabapentin) -
Concomitant (-);- (gabapentin) - Suspect (-);
(quetiapine ; quetiapine fumarate) - Concomitant (-);
(liothyronine sodium) - Concomitant (-); Trade Name Not Specified
(colecalciferol) - Concomitant (-); Trade Name Not Specified

(lamotrigine) - Concomitant (-); Trade Name Not Specified
(lamotrigine) - Suspect (-)

517861

29/01/2021

Female

74

Blood creatine increased; Liver function test
increased

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-);
(naloxone hydrochloride dihydrate ; oxycodone hydrochloride)
- Concomitant (-); (diazepam) - Concomitant (-)

518207

03/02/2021

Female

36

Hallucination, auditory

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-)

Paralysis

518381

05/02/2021

Female

82

Trade Name Not Specified (cannabidiol) - Suspect (-); Trade Name Not
Specified (medium chain triglycerides) - Concomitant (-)

518441

05/02/2021

Male

36

Rash

_ (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect

Agitation

518555

08/02/2021

Female

79

Trade Name Not Specified (cannabidiol ; Tetrahydrocannabinol (THC))
- Suspect (-)

Agitation; Blood glucose increased;
Euphoric mood; Hallucination; Medication
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error; Oxygen saturation decreased,;
Somnolence; Tachycardia; Tremor

518696

09/02/2021

43

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Depression; Nightmare

518768

10/02/2021

Female

72

- (TETRAHYDROCANNABINOL
26.3 mg/mL, CANNABIDIOL less than 1 mg/mL) (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect
- (TETRAHYDROCANNABINOL 26.3 mg/mlL,
CANNABIDIOL less than 1 mg/mL) (cannabidiol ; Tetrahydrocannabinol
(THQ)) - Suspect- Trade Name Not Specified (cannabidiol) -
Concomitant (-)

Disturbance in attention; Dizziness;
Hallucination; Insomnia; Nausea

518799

10/02/2021

Female

85

(metformin hydrochloride) - Concomitant (-);
(metoprolol tartrate) - Concomitant
(codeine phosphate hemihydrate ; paracetamol) - Concomitant

(TETRAHYDROCANNABINOL 26.3 mg/mL, CANNABIDIOL less than 1
mg/mL) (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect-
; (spironolactone) - Concomitant ; Trade
Name Not Specified (apixaban) - Concomitant ; Trade Name
Not Specified (empagliflozin) - Concomitant ; Trade Name
Not Specified (escitalopram) - Concomitant ; Trade Name
Not Specified (ezetimibe) - Concomitant ; Trade Name Not
Specified (lercanidipine hydrochloride) - Concomitant ;
Trade Name Not Specified (ramipril) - Concomitant
Name Not Specified (rosuvastatin calcium) - Concomitant
Trade Name Not Specified (sitagliptin) - Concomitant

Sedation

518831

10/02/2021

Female

64

(amitriptyline hydrochloride) - Concomitant
(cannabidiol ; Tetrahydrocannabinol
; Trade Name Not Specified (irbesartan) -

(THC)) - Suspect
Concomitant

Disturbance in attention; Hallucination

518857

10/02/2021

Male

13

Cardiac arrest

518862

10/02/2021

Male

23

(cannabidiol) - Suspect (-)
(macrogol 3350 ; potassium chloride ; sodium bicarbonate ;

sodium chloride) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Hallucination

518864

10/02/2021

Male

39

(fluoxetine hydrochloride) - Concomitant
(methadone hydrochloride) - Concomitant

(pramipexole) - Concomitant-;

Hallucination
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(cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect ; Trade Name Not Specified (buprenorphine
hydrochloride) - Concomitant ; Trade Name Not Specified
(ketamine) - Concomitant ; Trade Name Not Specified

(lamotrigine) - Concomitant ; Trade Name Not Specified
(topiramate) - Concomitant

(cannabidiol ; Tetrahydrocannabinol

(THC)) - Suspect (-); (carbamazepine) - Concomitant
; Trade Name Not Specified (paracetamol) - Concomitant

Diarrhoea; Seizure; Therapy non-responder

(cannabidiol ; Tetrahydrocannabinol (THC)) -

Tremor

(cannabidiol) - Suspect (-)

Mania

(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

Diarrhoea; Nausea; Vomiting

(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)

Head discomfort; Headache

(zopiclone) - Concomitant (-); (buprenorphine
hydrochloride) - Concomitant (-); (buprenorphine
hydrochloride) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Euphoric mood; Nausea

(cannabidiol) - Suspect (-)

Drug ineffective; Seizure

(cannabidiol) - Suspect (-);- (cannabidiol) - Suspect
; Trade Name Not Specified (sodium valproate) - Suspect (-)

Change in seizure presentation; Drug
ineffective

(cannabidiol) - Suspect (-)

Abdominal discomfort; Gastrooesophageal
reflux disease

(cannabidiol ;

tetrahydrocannabinol) - Suspect (-)

Supraventricular tachycardia

(Not on ARTG)
(Cannabis sativa ; Dioscorea villosa ; Vitex negundo) - Suspect (-)

Breast swelling

(cannabidiol

; Tetrahydrocannabinol (THC)) - Suspect (-)

Product odour abnormal

(Cannabidiol 240mg/mL) (cannabidiol) - Suspect (-)

Diarrhoea; Nausea

- (TETRAHYDROCANNABINOL
26.3 mg/mL, CANNABIDIOL less than 1 mg/mL) (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Feeling abnormal; Psychogenic seizure;
Unresponsive to stimuli

518867 10/02/2021 | Male 49
518910 11/02/2021 | Female | 80
519040 12/02/2021 | Female | 46
519055 12/02/2021 | Female | 24
519065 12/02/2021 | Female | 37
519145 15/02/2021 | Male 47
519198 15/02/2021 | Female | 4

519205 15/02/2021 | Female | 3

519227 15/02/2021 | Female | 57
519745 19/02/2021 | Male 77
519771 19/02/2021 | Female | -

519892 22/02/2021 | Male -

519968 22/02/2021 | Male 37
520063 23/02/2021 | Female | 28
520252 24/02/2021 | Female | 80

(calcium carbonate ; colecalciferol) -
Concomitant (-); (oxycodone hydrochloride) - Concomitant (-);

Dizziness; Dyspnoea; Tremor
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(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); (levothyroxine sodium) - Concomitant (-);
- (meloxicam) - Concomitant (-);- (buprenorphine

hydrochloride) - Concomitant (-); Trade Name Not Specified

(amitriptyline hydrochloride) - Concomitant (-);_

(felodipine ; ramipril) - Concomitant (-)

520381 24/02/2021 | Female | 37 (Tetrahydrocannabinol (THC) 20 mg/mL and Paraesthesia oral
cannabidiol (CBD) 5 mg/mL) (cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect (-)

520553 25/02/2021 | Male 44 Trade Name Not Specified (cannabidiol) - Suspect (-) Diarrhoea; Nausea

520587 25/02/2021 | Female | 4 Trade Name Not Specified (cannabidiol) - Suspect (-) Diarrhoea

520589 25/02/2021 | Male 35 (cannabidiol ; Oropharyngeal pain
tetrahydrocannabinol) - Suspect (-)

520711 26/02/2021 | Male 88 Trade Name Not Specified (cannabidiol) - Suspect (-) Condition aggravated

520809 28/02/2021 | Female | 60 - (donepezil hydrochloride) - Concomitant (-); Drug ineffective; Sedation; Taste disorder
(rabeprazole sodium) - Concomitant (-); (doxylamine
succinate) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Trade Name
Not Specified (cannabidiol) - Suspect (-)

520900 01/03/2021 | Male 29 (cannabidiol ; Anxiety
tetrahydrocannabinol) - Suspect (-)

520902 01/03/2021 | Female | 20 (CBD 200mg/mlL, less than 0.2% Polyuria
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect (-)

520992 02/03/2021 | Female | 33 (cannabidiol ; Tetrahydrocannabinol Dizziness; Hallucination; Inappropriate
(THC)) - Suspect (-) affect

521383 04/03/2021 | Male 82 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-) Transient ischaemic attack

521557 05/03/2021 | Female | 86 (cannabidiol ; Depression; Gait disturbance; Tremor
tetrahydrocannabinol) - Suspect (-)

521650 05/03/2021 | Female | 43 Trade Name Not Specified (cannabidiol) - Suspect (-) Abnormal dreams; Somnolence

522268 10/03/2021 | Female | 77 (cannabidiol ; Tetrahydrocannabinol (THC)) - | Confusional state; Somnolence
Suspect (-)

522348 10/03/2021 | Female | 26 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Psychotic disorder

(buprenorphine hydrochloride) - Concomitant (-);
(tapentadol) - Concomitant (-); (tapentadol) - Concomitant

(-); (propranolol hydrochloride) - Concomitant (-);
(buprenorphine hydrochloride) - Concomitant (-); Trade
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Name Not Specified (Amphetamine) - Concomitant (-); Trade Name
Not Specified (diclofenac) - Concomitant (-); Trade Name Not
Specified (gabapentin) - Concomitant (-); Trade Name Not Specified
(oxazepam) - Concomitant (-); Trade Name Not Specified (topiramate)
- Concomitant (-); Trade Name Not Specified (ziprasidone) -
Concomitant (-)

(CBD 200mg/mL, less than 0.2%

Agitation; Insomnia

(CBD 200mg/mL, less than 0.2%

Insomnia; Irritability

Accidental overdose; Binocular eye
movement disorder; Burning sensation;
Headache; Motor dysfunction; Tremor;
Tunnel vision; Vomiting projectile

Product quality issue

Drug ineffective; Liquid product physical
issue; Prescribed overdose; Product odour
abnormal

Balance disorder; Depressed mood;
Dizziness; Malaise

(cannabidiol ;

Product quality issue

Anxiety; Blood pressure decreased; Malaise;
Reaction to excipient

Product prescribing issue

Migraine; Nausea; Product quality issue;
Retching

Inappropriate antidiuretic hormone
secretion

Diarrhoea; Headache; Nausea

Aggression

Pneumonia; Respiratory failure

522669 12/03/2021 | Male 18
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect-)
522817 12/03/2021 | Male 23
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect-
524756 22/03/2021 | Female | 40 Trade Name Not Specified (cannabidiol) - Suspect (-); Tysabri
(Natalizumab) - Suspect (-)
525084 22/03/2021 | Male 37 (cannabidiol) - Suspect (-)
525272 23/03/2021 | Male 18 (cannabidiol) - Suspect (-)
525683 24/03/2021 | Male 59 _ (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)
525689 24/03/2021 | Male -
tetrahydrocannabinol) - Suspect (-)
526574 | 25/03/2021 | Female | 52 I (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-)
528224 29/03/2021 | Female | 46 (cannabidiol ; dronabinol) - Suspect (-)
529952 01/04/2021 | Male 38 (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)
531077 03/04/2021 | Unspec | 17 - (cannabidiol) - Suspect (-)
ified
531763 06/04/2021 | - 45 (cannabidiol ;
tetrahydrocannabinol) - Suspect (-)
533809 08/04/2021 | Male 31 ‘mnabidiol 50mg/mL) (cannabidiol) - Suspect (-)
536724 13/04/2021 | Male 3 (Cannabidiol 100mg/mL) (cannabidiol) -
Suspect (-)
537671 14/04/2021 | Female | 88

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect

Rash
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538084 15/04/2021 | Male 59 _ (cannabidiol ; Tetrahydrocannabinol (THC)) - Diarrhoea; Mouth ulceration
Suspect (-)
544977 29/04/2021 | Unspec | 61 _ (cannabidiol) - Suspect (-) Dizziness; Headache; Nausea
ified
545021 29/04/2021 | Unspec | 77 (cannabidiol ; Headache
ified Tetrahydrocannabinol (THC)) - Suspect (-)
547387 04/05/2021 | Female | 40 (cannabidiol) - Suspect (-) Confusional state; Disorientation
547808 04/05/2021 | Male 66 (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-) Nausea
547997 05/05/2021 | Male 61 Trade Name Not Specified (cannabidiol ; Tetrahydrocannabinol (THC)) | Fatigue; Myalgia
- Suspect (-)
548359 05/05/2021 | Male 83 (cannabidiol ; Tetrahydrocannabinol Rash
(THC)) - Suspect (-)
548361 05/05/2021 | Male 75 (cannabidiol) - Suspect (-) Acute myocardial infarction; Chest pain
549885 | 08/05/2021 | Female | 70 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Hallucination
(naloxone hydrochloride dihydrate ; oxycodone hydrochloride)
- Concomitant (-)
550130 10/05/2021 | Unspec | - Trade Name Not Specified (cannabidiol) - Suspect (-) Headache; Nausea
ified
550135 10/05/2021 | Male 45 (cannabidiol ; Tetrahydrocannabinol (THC)) - Somnolence
Suspect (-)
550927 11/05/2021 | Female | 24 ? (cannabidiol ; Tetrahydrocannabinol (THC)) - Anxiety; Disorientation; Disturbance in
Suspect ) attention; Dizziness; Feeling abnormal;
Paranoia
552021 13/05/2021 | Unspec | 53 (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-); | Amnesia; Blood pressure decreased; Heart
ified Trade Name Not Specified (INCMGA00012) - Suspect (-) rate decreased; Nausea; Vomiting; Weight
decreased
552818 14/05/2021 | Female | 85 (cannabidiol ; dronabinol) - Suspect (-) Myoclonus
555221 19/05/2021 | Female | 76 (cannabidiol ; Tetrahydrocannabinol (THC)) - Burning sensation
Suspect (-)
557245 24/05/2021 | Female | 65 (cannabidiol ; Tetrahydrocannabinol Eye pain
(THC)) - Suspect (-)
558060 25/05/2021 | Female | 4 - (cannabidiol) - Suspect (-)_ (phenobarbital Drug ineffective

(phenobarbitone) sodium) - Concomitant (-); Trade Name Not
Specified (clobazam) - Concomitant (-); Trade Name Not Specified
(stiripentol) - Concomitant (-); Trade Name Not Specified (topiramate)
- Concomitant (-)
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559974 28/05/2021 | Female | 50 - (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-);. Menopause
(drospirenone ; ethinylestradiol) - Suspect (-)
562617 | 02/06/2021 | Female | 26 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Constipation
Trade Name Not Specified (oxycodone) - Concomitant (-);
(diazepam) - Concomitant (-)
563716 04/06/2021 | Male 28 (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Presyncope
563759 04/06/2021 | Female | 27 (CBD 100mg/mL) (cannabidiol) - Suspect (-) Dizziness; Headache
564617 07/06/2021 | Female | 46 (cannabidiol) - Suspect (-) Concomitant disease aggravated; Panic
attack
564643 07/06/2021 | Male 56 Trade Name Not Specified (cannabidiol ; Tetrahydrocannabinol (THC)) | Mood altered; Paranoia
- Suspect (-)
564646 07/06/2021 | Female | 71 (cannabidiol ; Tetrahydrocannabinol (THC)) - Dizziness; Nausea
Suspect (-)
564654 07/06/2021 | Female | 88 (cannabidiol) - Suspect (-) Diarrhoea
565229 08/06/2021 | Male 27 (THC: 300 mg/g, CBD: less than 1 mg/g) Arthralgia; Dyspnoea; Haemoptysis;
(cannabidiol ; tetrahydrocannabinol) - Suspect (-) Headache; Nausea
565458 08/06/2021 | Female | 27 (cannabidiol ; dronabinol) - Suspect (-) Seizure
566428 10/06/2021 | Male - (cannabidiol ; Product quality issue; Therapeutic product
tetrahydrocannabinol) - Suspect (-) effect decreased
572712 | 22/06/2021 | Female | 26 I (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-); Constipation
Trade Name Not Specified (oxycodone) - Concomitant (-)
573457 23/06/2021 | Female | 44 (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-) Dizziness; Dyspepsia; Lethargy; Vertigo
575366 25/06/2021 | Male 7 (cannabidiol ; Somnolence
tetrahydrocannabinol) - Suspect (-)
578051 01/07/2021 | Female | 86 _ (cannabidiol ; Tetrahydrocannabinol (THC)) - Dyspepsia
Suspect (-)
580555 06/07/2021 | Male 31 _ (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Abdominal distension; Abdominal pain
upper; Flatulence
581568 07/07/2021 | Female | - _ (cannabidiol ; tetrahydrocannabinol) - Suspect | Anxiety; Fatigue; Headache
(-)
582441 08/07/2021 | Male 30 (cannabidiol ; dronabinol) - Suspect (-) Anxiety; Euphoric mood; Somnolence
583859 12/07/2021 | - - (cannabidiol ; Product quality issue
Tetrahydrocannabinol (THC)) - Suspect (-)
583882 12/07/2021 | - 28 (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Dizziness; Somnolence
587409 16/07/2021 | Unspec | 66 (cannabidiol ; Tetrahydrocannabinol (THC)) - Tachycardia
ified Suspect (-)
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590427 22/07/2021 | Female | 79 (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Nightmare
593628 28/07/2021 | Unspec | - (cannabidiol ; Tetrahydrocannabinol (THC)) - Coating in mouth; Flatulence
ified Suspect (-)
594309 29/07/2021 | Female | 69 (Tetrahydrocannabinol (THC) 20 mg/mL and Dizziness; Dry mouth; Somnolence
cannabidiol (CBD) 5 mg/mL) (cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect (-)
594386 29/07/2021 | Male 57 (cannabidiol) - Suspect- Abdominal pain; Eye pain; Headache;
Nausea; Retching
600049 09/08/2021 | Female | 86 _ (cannabidiol ; tetrahydrocannabinol) - Suspect | Dizziness; Gait disturbance; Visual
(-) impairment
601557 11/08/2021 | Female | - Trade Name Not Specified (cannabidiol) - Suspect (-) Disorientation; Dizziness; Gait disturbance;
Mania; Product label issue
602190 12/08/2021 | Unspec | 36 _ (cannabidiol ; Tetrahydrocannabinol (THC)) - Anxiety; Lethargy
ified Suspect (-)
603621 14/08/2021 | Male 36 (cannabidiol ; Anxiety; Bipolar | disorder; Dizziness;
Tetrahydrocannabinol (THC)) - Suspect (-) Feeling abnormal; Heart rate increased;
Panic reaction
604925 17/08/2021 | Male 22 (cannabidiol ; Accidental overdose; Aggression; Anxiety;
tetrahydrocannabinol) - Suspect (-) Expired product administered;
Hallucinations, mixed; Paranoia
605314 17/08/2021 | Female | 69 -cannabidiol) - Suspect (-) Diarrhoea; Hot flush; Syncope
609375 23/08/2021 | Female | 43 (cannabidiol ; Tetrahydrocannabinol (THC)) - Anxiety; Palpitations; Tachycardia
Suspect (-)
616781 03/09/2021 | Male 27 - (cannabidiol ; dronabinol) - Suspect (-) Lymphadenopathy
619632 07/09/2021 | Male 61 (cannabidiol ; tetrahydrocannabinol) - Feeling abnormal
Suspect (-)
626337 17/09/2021 | Female | 59 - (TETRAHYDROCANNABINOL Mania
26.3 mg/mL, CANNABIDIOL less than 1 mg/mL) (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)
630438 23/09/2021 | Female | 35 (cannabidiol ; Peppermint Qil) - Suspect | Paraesthesia
(-)
631293 24/09/2021 | Female | 54 (cannabidiol ; Tetrahydrocannabinol Swollen tongue; Throat irritation; Urticaria
(THQ)) - Suspect=
634091 29/09/2021 | Female | 53 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-) Idiosyncratic drug reaction
635618 01/10/2021 | Male 84 (cannabidiol) - Suspect (-) Deafness; Feeling cold; Insomnia
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(cannabidiol ;
tetrahydrocannabinol) - Suspect (-)

Blood pressure increased; Cardiac failure;
Drug interaction; Fluid retention;
Somnolence; Swelling face; Wheezing

I -5 o) - svspec

Abnormal behaviour; Abnormal sensation in
eye; Feeling drunk; Insomnia; Nausea;
Paranoia; Soliloquy; Tinnitus

(citalopram hydrobromide) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-);
(cannabidiol) - Suspect (—);-

(pregabalin) - Concomitant (-)

Seizure

_ (cannabidiol) - Suspect-

Asthenia; Chest discomfort; Decreased
appetite; Dyspnoea; Tremor

(CBD 200mg/mlL, less than 0.2%
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Alcohol abuse; Decreased appetite;
Disturbance in attention; Fatigue; Feeling
drunk; Hair growth abnormal;
Hospitalisation; Memory impairment;
Mobility decreased; Mood altered; Nail
growth abnormal; Nausea; Poisoning;
Product complaint; Quality of life
decreased; Somnolence; Tremor; Weight
decreased

(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); Trade Name Not Specified (tetrahydrocannabinol) -
Suspect

Fall

(cannabidiol ; tetrahydrocannabinol) -

Fatigue; Headache; Vertigo

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Oral mucosal blistering

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Pneumonitis

_ (cannabidiol ; tetrahydrocannabinol) - Suspect-

Ataxia; Atrial fibrillation; Confusional state;
Dizziness

(cannabidiol) - Suspect (-)

Adverse event

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Incorrect product formulation administered

638752 06/10/2021 | Female | 70
641809 12/10/2021 | Female | 50
652894 29/10/2021 | Female | -

654465 02/11/2021 | Male 72
661393 09/11/2021 | Unspec | -

ified

666129 17/11/2021 | Male 66
668344 19/11/2021 | Female | 52
668358 19/11/2021 | Female | 36
670226 23/11/2021 | Male 44
677476 06/12/2021 | Male 72
677519 06/12/2021 | Male 19
681608 14/12/2021 | Male 41
686750 23/12/2021 | Female | 39

(cannabidiol) - Suspect (-)

Anaphylactic reaction; Swelling; Urticaria;
Vomiting
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(cannabidiol ;

tetrahydrocannabinol) - Suspect (-)

Abdominal pain upper; Product complaint

(cannabidiol ; tetrahydrocannabinol) - Suspect

Depression

(cannabidiol ; Tetrahydrocannabinol (THC)) -

Diarrhoea; Vomiting

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
Trade Name Not Specified (gabapentin) - Concomitant (-)

Agitation; Drug ineffective

(cannabidiol ;
tetrahydrocannabinol) - Suspect

Drug ineffective; Dry eye; Headache;
Product taste abnormal

(cannabidiol ;
tetrahydrocannabinol) - Suspect (-)

Eye pain; Eye swelling; Headache;
Oropharyngeal pain

_ (cannabidiol) - Suspect (-)

Acute generalised exanthematous
pustulosis

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Cough; Dry throat; Throat irritation

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
(metoclopramide hydrochloride) - Concomitant (—);-
(mycophenolic acid) - Concomitant (-); Trade Name Not Specified
(prednisone) - Concomitant (-); Trade Name Not Specified (tacrolimus)
- Concomitant (-); Trade Name Not Specified (temazepam) -
Concomitant (-)

Tremor

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
(buprenorphine hydrochloride) - Concomitant (-);-
(tapentadol) - Concomitant (-)

Chest pain; Drug ineffective; Gait inability;
Limb immobilisation; Malaise; Nausea;
Neurotoxicity

_ (cannabidiol ; tetrahydrocannabinol) - Suspect
(-)

Feeling abnormal; Skin irritation

(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-);
Trade Name Not Specified (magnesium) - Concomitant (-);
(colecalciferol) - Concomitant (-)

688375 30/12/2021 | Male -

692232 11/01/2022 | Male 49
692244 11/01/2022 | Female | 55
692249 11/01/2022 | Male 31
692970 12/01/2022 | Female | 54
693135 12/01/2022 | Female | 55
693749 13/01/2022 | Female | 49
698290 21/01/2022 | Male 37
698310 21/01/2022 | Female | 61
699548 24/01/2022 | Female | 36
700427 25/01/2022 | Female | 78
701604 27/01/2022 | Female | 25
702050 28/01/2022 | Female | 67

Confusional state; Insomnia; Tachyphrenia

(CBD 200mg/mlL, less than 0.2%
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Condition aggravated; Decreased appetite;
Disturbance in attention; Drug
detoxification; Fatigue; Gait disturbance;
Hair growth abnormal; Hypokinesia;
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Memory impairment; Nail growth
abnormal; Tremor; Weight decreased

703698 01/02/2022 | Female | 34 (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-) Feeling abnormal
707835 09/02/2022 | Male - Trade Name Not Specified (cannabidiol) - Suspect (-) Dizziness
707873 09/02/2022 | Male 57 (cannabidiol ; dronabinol) - Suspect (-) Depression
707915 09/02/2022 | Male 55 (cannabidiol ; dronabinol) - Suspect (-) Depression
708424 10/02/2022 | - - (cannabidiol ; Tetrahydrocannabinol (THC)) - Abdominal discomfort
Suspect (-)
709010 | 11/02/2022 | - 71 _ (cannabidiol ; tetrahydrocannabinol) - Suspect | Headache; Nausea
(-)
709828 14/02/2022 | Female | 86 (cannabidiol ; Accidental overdose; Somnolence; Vision
tetrahydrocannabinol) - Suspect (-) blurred; Vomiting
711089 17/02/2022 | Male 13 _ (Cannabidiol 100mg/mL) (cannabidiol) - Asphyxia; Seizure
Suspect (-)
711101 17/02/2022 | Male 11 (sodium valproate) - Concomitant (—);- (clobazam) - Myelodysplastic syndrome
Concomitant (-);- (lamotrigine) - Concomitant (-);
(Macrogol) - Concomitant (-); (cannabidiol) -
Suspect (-); (colecalciferol) - Concomitant (-)
716664 03/03/2022 | Female | 2 (cannabidiol ; tetrahydrocannabinol) - Suspect (-) Accidental exposure to product by child
716687 03/03/2022 | Female | 78 (cannabidiol ; Tetrahydrocannabinol (THC)) - Vomiting
716708 03/03/2022 | Male 35 Trade Name Not Specified (cannabidiol ; Tetrahydrocannabinol (THC)) | Dry mouth; Euphoric mood; Hypertension;
- Suspect (-) Paranoia
717289 04/03/2022 | - 27 (Tetrahydrocannabinol (THC) 20 mg/mL and Rash
cannabidiol (CBD) 5 mg/mL) (cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect (-)
718340 08/03/2022 | Female | 70 (Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-); | Pruritus allergic
Trade Name Not Specified (baclofen) - Concomitant (-); Trade Name
Not Specified (temazepam) - Concomitant (-)
718349 08/03/2022 | Male 35 (cannabidiol ; Tetrahydrocannabinol Agitation; Hallucination; Paranoia
(THC)) - Suspect (-); Trade Name Not Specified (tapentadol) -
Concomitanﬂ_ (tramadol hydrochloride) - Concomitant (-)
718363 08/03/2022 | Female | 75 (perindopril) - Concomitant (-); Diarrhoea

(Cannabidiol 50mg/mL) (cannabidiol) - Suspect (-);
(buprenorphine) - Concomitant (-); (colecalciferol) -
Concomitant (-); (paracetamol) - Concomitant (-);
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- (conjugated estrogens) - Concomitant (-);
(medroxyprogesterone acetate) - Concomitant (-);

(agomelatine) - Concomitant (-);- (rivaroxaban) - Concomitant
(-)

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Disorientation; Dizziness; Malaise; Nausea

(CBD 200mg/mlL, less than 0.2%
THC) (cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Accidental overdose; Insomnia

- (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Anaphylactic reaction

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Product contamination microbial; Product
quality issue

(cannabidiol ; Tetrahydrocannabinol

(THC)) - Suspect (-)

Chest pain; Flushing; Hypertension

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Diarrhoea

(aspirin) - Concomitant ; (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect
(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect
(tamsulosin hydrochloride) - Concomitant (-);

(atorvastatin calcium) - Concomitant ; Trade Name Not
Specified (Psyllium Husk Powder) - Concomitant

Syncope

(cannabidiol ; tetrahydrocannabinol) - Suspect (-);
Trade Name Not Specified (alprazolam) - Suspect (-)

Hypertension; Somnolence

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Anxiety; Self-injurious ideation

(cannabidiol) - Suspect (-)

Hypomania

(cannabidiol) - Suspect

Vertigo

Trade Name Not Specified (Clinoptilolite) - Concomitant (-); Trade
Name Not Specified (clobazam) - Concomitant (-); Trade Name Not
Specified (lamotrigine) - Concomitant (-); Trade Name Not Specified
(levetiracetam) - Concomitant (-); Trade Name Not Specified
(midazolam) - Concomitant (-); Trade Name Not Specified (sodium
valproate) - Concomitant (-); Trade Name Not Specified (sulthiame) -
Concomitant (-); (4.2% (w/w) CBD)
(Cannabidiol 125mg CBD in 2.98g of gel) - Suspect (-)

718446 08/03/2022 | Female | 84
718452 08/03/2022 | Male 64
718458 08/03/2022 | Unspec | -
ified

719614 11/03/2022 | Male -

720158 14/03/2022 | Male 48
720192 14/03/2022 | Female | 45
721703 18/03/2022 | Male 73
722240 21/03/2022 | Female | 16
723661 24/03/2022 | Female | 25
726624 01/04/2022 | Female | 43
727254 05/04/2022 | Female | 67
727664 06/04/2022 | Male 10
729492 13/04/2022 | Male 34

Lower respiratory tract infection

—(tetrahydrocannabinol) - Suspect.

Anxiety
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(oxycodone hydrochloride) - Concomitant (-);
(cannabidiol ; Tetrahydrocannabinol (THC)) -
Suspect (-); (naloxone hydrochloride dihydrate ; oxycodone
hydrochloride) - Concomitant (-)

Multiple fractures; Road traffic accident;
Treatment noncompliance

_ (cannabidiol ; tetrahydrocannabinol) - Suspect

(-)

Headache

(cannabidiol ; tetrahydrocannabinol) -
Suspect (-)

Self-injurious ideation

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Tongue blistering

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Pneumonia; Product contamination
microbial; Product quality issue

_ (cannabidiol ; tetrahydrocannabinol) -

Suspect (-)

Diarrhoea; Dizziness; Vertigo

(cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Pneumonia; Product expiration date issue;
Product odour abnormal; Product quality
issue; Weight decreased

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Diarrhoea

(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

Drug dependence; Psychotic disorder

(tetrahydrocannabinol) - Suspect (-)

Neuropathy peripheral

(cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-)

Generalised tonic-clonic seizure

(cannabidiol ; Tetrahydrocannabinol
(THC)) - Suspect

Drug ineffective

(cannabidiol ; tetrahydrocannabinol) - Suspect (-
); (cannabidiol ;
Tetrahydrocannabinol (THC)) - Suspect (-)

Abnormal behaviour; Agitation; Condition
aggravated; Irritability; Somatic delusion

(cannabidiol ; tetrahydrocannabinol) - Suspect.
(oxycodone hydrochloride) - Concomitant (-);
(promethazine hydrochloride) - Concomitant (—);-
(pantoprazole) - Concomitant (-);- (ondansetron hydrochloride ;
ondansetron hydrochloride dihydrate) - Concomitant (-)

Anaphylactic reaction; Diarrhoea;
Hypotension; Vomiting

_ (Cannabidiol 240mg/mL) (cannabidiol) - Suspect (-)

Catatonia; Dizziness; Unresponsive to
stimuli

730071 16/04/2022 | Male -

730271 19/04/2022 | Female | 37
731072 22/04/2022 | Unspec | -

ified

732039 28/04/2022 | Female | 50
732856 03/05/2022 | - -

733413 05/05/2022 | Female | 64
733892 09/05/2022 | - -

736560 23/05/2022 | Female | 77
740696 14/06/2022 | Male 33
740829 15/06/2022 | Male 56
740861 15/06/2022 | Male 59
741523 20/06/2022 | Male 26
741526 20/06/2022 | Male 33
741854 22/06/2022 | Female | 39
742770 29/06/2022 | Female | 19
743668 06/07/2022 | Male 78

(cannabidiol ;
tetrahydrocannabinol) - Suspect (-)

Dizziness; Hallucination, auditory
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744011 08/07/2022 | Male 80 (cannabidiol ; tetrahydrocannabinol) - Suspect (-); Fall
(sacubitril ; valsartan) - Suspect (-); Trade Name Not Specified

(metformin hydrochloride) - Suspect (-)

744955 16/07/2022 | Male 17 Trade Name Not Specified (cannabidiol) - Interacting (-); Trade Name Agitation; Akathisia; Condition aggravated;
Not Specified (clonidine) - Interacting (-); Trade Name Not Specified Drug interaction; Drug-genetic interaction;
(fluoxetine hydrochloride) - Interacting (-); Trade Name Not Specified Insomnia; Mydriasis; Obsessive-compulsive
(loratadine) - Interacting (-); Trade Name Not Specified (risperidone) - | disorder; Psychomotor hyperactivity
Interacting (-)
745736 22/07/2022 | Female | 48 (cannabidiol ; tetrahydrocannabinol) - Suspect Burning sensation; Dizziness; Dry mouth;
Dyskinesia; Hypoaesthesia; Malaise; Muscle
twitching; Paraesthesia
745864 24/07/2022 | Female | 19 (tetrahydrocannabinol) - Suspect (-) Psychotic disorder
746222 25/07/2022 | Male 81 (cannabidiol) - Suspect- Eructation; Headache
746588 27/07/2022 | Male - (cannabidiol) - Suspect (-) Adverse event
746908 29/07/2022 | Male 17 Trade Name Not Specified (cannabidiol) - Interacting (-); Trade Name Agitation; Akathisia; Condition aggravated;
Not Specified (clonidine) - Interacting (-); Trade Name Not Specified Drug interaction; Drug-genetic interaction;
(fluoxetine hydrochloride) - Interacting (-); Trade Name Not Specified Insomnia; Mydriasis; Obsessive-compulsive
(loratadine) - Interacting (-); Trade Name Not Specified (risperidone) - | disorder; Psychomotor hyperactivity;
Interacting (-) Screaming

747728 04/08/2022 | Female | 82 (cannabidiol ; Tetrahydrocannabinol (THC)) - Suspect (-) Chest pain

748111 08/08/2022 | Female | 34 Condition aggravated
(cannabidiol ; tetrahydrocannabinol) - Suspect (-)

748190 09/08/2022 | Male 30 (cannabidiol) - Suspect Epistaxis

748595 11/08/2022 | Female | 47 (cannabidiol) - Suspect (-) Catatonia

748693 12/08/2022 | Female | 57 (cannabidiol) - Suspect Vertigo

748838 14/08/2022 | Male 37 (cannabidiol ; Tetrahydrocannabinol Abnormal sensation in eye; Lacrimation

(THC)) - Suspect (-) increased; Ocular discomfort
748911 15/08/2022 | Male 39 (cannabidiol ; Tetrahydrocannabinol (THC)) - Mouth ulceration; Oral pain
Suspect (-)

749204 17/08/2022 | - 18 (cannabidiol ; Tetrahydrocannabinol (THC)) - Dyspnoea; Headache; Tachycardia
Suspect (-)

750742 31/08/2022 | Male 24 _ (cannabidiol ; tetrahydrocannabinol) | Euphoric mood
- Suspect (-)
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Case no. Report
Entry Date

751117 5/09/2022 Male 28

Gender Age Medicines reported as being taken MedDRA Reaction Terms

(cannabidiol ; tetrahydrocannabinol) - | Clumsiness
Suspect (-)

751122 5/09/2022 Male 62 (cannabidiol ; tetrahydrocannabinol) - 5uspect. Vomiting
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