DAENs For HYDROXYCHLOROQUINE - 52+ YEARS

Date

Database of Adverse Event Notifications for Hydroxychloroquine - 307 Cases of 632 Single Suspected Medicine of a 52 YEARS PERIOD

22-May-23

DATA SOURCE https://daen.tga.gov.au/medicines-search/
Date is on or after 1/01/1971 and is before 9/05/2023

Age Category is Less than 5, 5 to 11, 12 to 17, 18 to 64, 65 and above, or Unknown
Tradename and Active Ingredient is :
contains 'Hydroxychloroquine'

Filters:

Sorted by MedDRA reaction Terms

Case number | Reportentry date | Age (years) |Gender Medicines reported as being taken MedDRA reaction terms
485833 14/01/2020 44 Female ¢ Endone (oxycodone hydrochloride) - Suspected ¢ Abdominal pain upper
* GLUCAGEN HYPOKIT (Glucagon) - Suspected * Ageusia
e Humira (Adalimumab) - Suspected e Arthralgia
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Chronic cutaneous lupus erythematosus
¢ Mirena (levonorgestrel) - Suspected * DNA antibody negative
¢ Novorapid (Insulin aspart) - Suspected * Depression
¢ Oxycontin (oxycodone hydrochloride) - Suspected * Drug ineffective
¢ Rosuvastatin (rosuvastatin calcium) - Suspected * Drug interaction
¢ Trade name not specified (Product not coded) - Suspected * Fibromyalgia
¢ Trade name not specified (aspirin) - Suspected * Gait disturbance
¢ Trade name not specified (colecalciferol) - Suspected o Liver function test abnormal
¢ Trade name not specified (cyanocobalamin; folic acid; Intrinsic factor; |® Migraine
levomefolic acid) - Suspected * Nausea
¢ Trade name not specified (ezetimibe) - Suspected  Panic attack
¢ Trade name not specified (glyceryl trinitrate) - Suspected ® Paraesthesia
¢ Trade name not specified (ivabradine) - Suspected  Psoriasis
¢ Trade name not specified (leflunomide) - Suspected  Psoriatic arthropathy
¢ Trade name not specified (methotrexate) - Suspected * Respiratory syncytial virus infection
¢ Trade name not specified (mycophenolate mofetil) - Suspected o Sleep disorder
¢ Trade name not specified (paracetamol) - Suspected  Suicidal ideation
¢ Trade name not specified (prasugrel) - Suspected * Systemic lupus erythematosus
¢ Trade name not specified (prednisolone) - Suspected * Tachyarrhythmia
¢ Trade name not specified (ramipril) - Suspected * Type 1 diabetes mellitus
¢ Trade name not specified (reboxetine) - Suspected o Urinary tract infection
¢ Trade name not specified (sildenafil) - Suspected o Viral tonsillitis
¢ Trade name not specified (sulfasalazine) - Suspected
¢ Trade name not specified (tofacitinib) - Suspected
¢ Trade name not specified (topiramate) - Suspected
235791 30/11/2007 61 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Abdominal pain upper
Suspected ® Chest pain
¢ Trade name not specified (sulfasalazine) - Suspected * Decreased appetite
¢ Trade name not specified (prednisolone) - Not suspected * Hepatic function abnormal
o Liver function test increased
* Myalgia
* Nausea
* Pyrexia
® Rash macular
* Vomiting
340010 8/05/2014 - Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Abdominal pain upper
Suspected ¢ Condition aggravated
¢ Mobic (meloxicam) - Not suspected
 Plaguenil (hydroxychloroquine sulfate) - Not suspected
762365 19/12/2022 72 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
¢ Trade name not specified (methotrexate) - Suspected * Acute kidney injury
¢ Trade name not specified (prednisolone) - Suspected * Anaemia
¢ Trade name not specified (trimethoprim) - Suspected  Diverticulitis
¢ Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected * Fatigue
¢ Atorvastatin (atorvastatin) - Not suspected * Herpes simplex viraemia
¢ Trade name not specified (folic acid) - Not suspected * Mucosal inflammation
¢ Myelodysplastic syndrome
* Myelosuppression
* Neutropenia
® Oral pain
* Oropharyngeal pain
* Pancytopenia
® Rash erythematous
® Skin ulcer
* Thrombocytopenia
393310 12/08/2016 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain

¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

¢ Acute myocardial infarction
* Angina unstable

* Musculoskeletal stiffness
 Polyarthritis
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688305 30/12/2021 24 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
¢ Trade name not specified (azathioprine) - Suspected ¢ Alanine aminotransferase increased
¢ Trade name not specified (ciclosporin) - Suspected * Aspartate aminotransferase increased
¢ Trade name not specified (methotrexate) - Suspected * Disease progression
¢ Trade name not specified (mycophenolate mofetil) - Suspected ® Dizziness
e Prolia (Denosumab) - Not suspected ® Drug-induced liver injury
¢ Sumatriptan (sumatriptan succinate) - Not suspected ¢ Gamma-glutamyltransferase increased
¢ Trade name not specified (calcium carbonate) - Not suspected * Hepatotoxicity
¢ Trade name not specified (prednisone) - Not suspected * Nausea
¢ Trade name not specified (topiramate) - Not suspected o Tinnitus
¢ Vitamin B Complex (Biotin; folic acid; pantothenic acid; pyridoxine; * Vomiting
riboflavine; thiamine) - Not suspected
439870 7/08/2018 24 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
¢ Trade name not specified (azathioprine) - Suspected ¢ Alanine aminotransferase increased
¢ Trade name not specified (ciclosporin) - Suspected ® Aspartate aminotransferase increased
¢ Trade name not specified (methotrexate) - Suspected * Disease progression
¢ Trade name not specified (mycophenolate mofetil) - Suspected ® Dizziness
¢ Trade name not specified (prednisone) - Suspected ® Drug-induced liver injury
e Caltrate (calcium carbonate) - Not suspected ¢ Gamma-glutamyltransferase increased
e Prolia (Denosumab) - Not suspected * Hepatotoxicity
¢ Sumatriptan (sumatriptan succinate) - Not suspected * Nausea
¢ Trade name not specified (topiramate) - Not suspected o Tinnitus
* Vomiting
50920 9/02/1988 43 Female ¢ Dyazide (hydrochlorothiazide; triamterene) - Suspected ¢ Abdominal pain
¢ Orudis (ketoprofen) - Suspected * Anaemia
e Plaquenil (hydroxychloroquine sulfate) - Suspected * Nausea
* Oedema
101984 6/07/1995 54 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
¢ Pulmicort (budesonide) - Not suspected * Angioedema
* Trade name not specified (Product not coded) - Not suspected ® Pruritus
* Trade name not specified (ascorbic acid) - Not suspected  Urticaria
* Trade name not specified (dl-alpha-tocopherol) - Not suspected
726885 4/04/2022 59 Female |e COVID-19 Vaccine AstraZeneca (ChAdOx1-S (Viral vector)) - Suspected |* Abdominal pain
¢ Panafcort (prednisone) - Suspected e Arthralgia
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Dizziness
¢ Trade name not specified (methotrexate) - Suspected * Fatigue
¢ COMIRNATY COVID-19 vaccine (tozinameran) - Not suspected ¢ Headache
* Nausea
* Polymyalgia rheumatica
206863 11/04/2005 29 Female | Chloroquine (chloroquine phosphate) - Suspected ¢ Abdominal pain
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Ascites
Suspected * Coagulopathy
¢ Trade name not specified (prednisolone) - Suspected * Hepatic failure
* Hepatitis B
* Hepatitis cholestatic
 Jaundice
* Multiple organ dysfunction syndrome
 Renal failure
* Vomiting
343702 9/07/2014 51 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
e Chest discomfort
¢ Cutaneous vasculitis
e Diarrhoea
* Dyspnoea
e Flatulence
692397 11/01/2022 47 Female ® OLUMIANT (baricitinib) - Suspected ¢ Abdominal pain
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Contusion
¢ Trade name not specified (prednisolone) - Suspected * Diarrhoea haemorrhagic
¢ APO-Frusemide (furosemide) - Not suspected e Electrocardiogram QRS complex shortened
e Palexia (tapentadol) - Not suspected  Epistaxis
¢ Trade name not specified (folic acid) - Not suspected * Gastrointestinal tract irritation
¢ Trade name not specified (leflunomide) - Not suspected * Gingival bleeding
¢ Trade name not specified (methotrexate) - Not suspected * Supraventricular tachycardia
* Vertigo
o Vision blurred
* Vomiting
135122 14/01/1999 41 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
e Salazopyrin (sulfasalazine) - Suspected * Hepatitis
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected
698582 21/01/2022 50 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain

o Lethargy

* Nausea

® Rash

 Visual impairment
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276551 8/12/2010 44 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
¢ Trade name not specified (folic acid) - Suspected * Migraine
¢ Trade name not specified (methotrexate) - Suspected
¢ Endep (amitriptyline hydrochloride) - Not suspected
¢ Panadol Osteo (paracetamol) - Not suspected
84072 20/04/1993 46 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Abdominal pain
e Salazopyrin (sulfasalazine) - Suspected * Nausea
* Trade name not specified (aspirin) - Suspected * Vomiting
361139 9/06/2015 55 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Abnormal behaviour
Suspected * Anxiety
¢ Doxycycline Hyclate (doxycycline hyclate) - Not suspected * Depression
* Hepatitis
® Insomnia
* Nausea
* Psychotic disorder
488178 13/02/2020 34 Female | Acetylsalicylic acid (Acetylsalicylic acid) - Suspected * Abortion spontaneous
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Adrenal haemorrhage
¢ Trade name not specified (Enoxaparin) - Suspected o Atrial septal defect
e Cyclophosphamide (cyclophosphamide monohydrate) - Not e Cerebral infarction
suspected * Deep vein thrombosis
* Heparin (heparin sodium) - Not suspected * Myocardial hypoperfusion
¢ Trade name not specified (rituximab) - Not suspected * Myocarditis
* Pulmonary embolism
* Pulmonary infarction
¢ Thrombotic microangiopathy
 Transient ischaemic attack
512653 20/11/2020 21 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Acanthosis nigricans
¢ Trade name not specified (methotrexate) - Suspected * Bone density decreased
¢ Trade name not specified (mycophenolate mofetil) - Suspected  Chronic hepatitis
* Trade name not specified (prednisone) - Suspected * Drug ineffective
¢ Trade name not specified (azathioprine) - Not suspected * Tinnitus
* Trade name not specified (ciclosporin) - Not suspected * Weight increased
514087 8/12/2020 42 Male e Arava (leflunomide) - Suspected e Acanthosis
e Cosentyx (Secukinumab) - Suspected  Actinic keratosis
* ENSTILAR (betamethasone dipropionate; calcipotriol) - Suspected ¢ Adverse drug reaction
¢ Enbrel (Etanercept) - Suspected e Arthralgia
e Humira (Adalimumab) - Suspected o Arthritis
¢ Neoral (ciclosporin) - Suspected * Autoimmune hepatitis
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Back pain
e Sulphasalazine (sulfasalazine) - Suspected * Cutaneous sarcoidosis
¢ Trade name not specified (alendronate sodium) - Suspected ® Diarrhoea
¢ Trade name not specified (doxycycline) - Suspected ¢ Drug ineffective
¢ Trade name not specified (meloxicam) - Suspected o Folliculitis
¢ Trade name not specified (methotrexate) - Suspected e Furuncle
¢ Trade name not specified (prednisone) - Suspected * Granuloma annulare
¢ Granulomatous dermatitis
o Joint effusion
* Joint swelling
o Liver function test abnormal
* Loose body in joint
¢ Lupus-like syndrome
* Mobility decreased
* Nasal congestion
* Oropharyngeal pain
* Osteoporosis
* Pain
* Papule
 Psoriasis
 Psoriatic arthropathy
* Rash
500858 8/07/2020 82 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected H mtal exposure to product

e Targin 40/20mg (naloxone hydrochloride dihydrate; oxycodone
hydrochloride) - Suspected

¢ Trade name not specified (lansoprazole) - Suspected

¢ Trade name not specified (pregabalin) - Suspected
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494497 4/05/2020 70 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Acid fast bacilli infection
Suspected * Bacterial infection
¢ Trade name not specified (methotrexate) - Suspected * Bone abscess
¢ Trade name not specified (prednisolone) - Suspected ® Cachexia
¢ Trade name not specified (Immunoglobulin) - Not suspected  Calcinosis
¢ Trade name not specified (rivaroxaban) - Not suspected  Chills
* Decreased appetite
 Delirium
* Dermal sinus
¢ Disseminated mycobacterium avium complex infection
* Enterobacter infection
* Pain
® Pain in extremity
* Peptostreptococcus infection
® Pyrexia
* Sepsis
 Skin bacterial infection
o Skin lesion
* Weight decreased
502252 23/07/2020 61 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Acinetobacter bacteraemia
Suspected * Anaemia
¢ Trade name not specified (Etanercept) - Suspected * Breath sounds
¢ Trade name not specified (methotrexate) - Suspected * Burkholderia pseudomallei infection
* Cough
* Crepitations
* Dyspnoea
® Flank pain
* Hyperlactacidaemia
* Hypotension
* Hypoxia
o Intervertebral discitis
¢ Leukocytosis
* Malaise
* Neutrophilia
* Osteomyelitis
* Pneumonia
* Pyrexia
524220 18/03/2021 62 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Acquired pigmented retinopathy
* Maculopathy
* Ocular toxicity
 Retinal toxicity
 Toxicity to various agents
770905 3/04/2023 77 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected o Acute febrile neutrophilic dermatosis
* JAKAVI (ruxolitinib) - Suspected ¢ Off label use
¢ Trade name not specified (colchicine) - Suspected
¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
347642 17/09/2014 64 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Acute generalised exanthematous pustulosis
Suspected
¢ Trade name not specified (amitriptyline hydrochloride) - Not
suspected
* Trade name not specified (colecalciferol) - Not suspected
¢ Trade name not specified (magnesium) - Not suspected
* Trade name not specified (naproxen) - Not suspected
* Trade name not specified (omeprazole) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
194820 23/02/2004 59 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Acute generalised exanthematous pustulosis
194785 20/02/2004 54 Female |e Naprosyn SR (naproxen) - Suspected  Acute generalised exanthematous pustulosis
e Plaguenil (hydroxychloroquine sulfate) - Suspected
424855 3/01/2018 57 Female | Arava (leflunomide) - Suspected  Acute generalised exanthematous pustulosis
e Plaguenil (hydroxychloroquine sulfate) - Suspected * Treatment noncompliance
 Simponi (Golimumab) - Suspected
* Trade name not specified (methotrexate) - Not suspected
331980 4/12/2013 68 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Acute hepatic failure
Suspected * Hepatitis B reactivation
¢ Trade name not specified (leflunomide) - Suspected ¢ Hepatorenal failure
¢ Trade name not specified (methotrexate) - Suspected
226916 23/03/2007 74 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - e Acute kidney injury

Suspected

* Trade name not specified (clopidogrel) - Suspected

* Trade name not specified (perindopril) - Suspected

e Atorvastatin (atorvastatin) - Not suspected

¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium
trihydrate) - Not suspected

¢ Trade name not specified (aspirin) - Not suspected

* Trade name not specified (digoxin) - Not suspected

* Trade name not specified (metoprolol tartrate) - Not suspected

¢ Agranulocytosis
* Dyspnoea
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143303

31/08/1999

88

Female

¢ Doxycycline Hyclate (doxycycline hyclate) - Suspected

¢ Gentamicin Sulphate (gentamicin sulfate) - Suspected

o Lasix (furosemide) - Suspected

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (cefazolin sodium) - Suspected

¢ Trade name not specified (digoxin) - Suspected

¢ Trade name not specified (metformin hydrochloride) - Suspected
¢ Trade name not specified (spironolactone) - Suspected

* Acute kidney injury
® Drug level increased

362379

25/06/2015

71

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Candesartan-hydrochlorothiazide (candesartan cilexetil;
hydrochlorothiazide) - Not suspected

¢ Dabigatran (dabigatran etexilate mesilate) - Not suspected

¢ Pramipexole hydrochloride (pramipexole dihydrochloride
monohydrate) - Not suspected

e Salbutamol (salbutamol sulfate) - Not suspected

e Seretide Accuhaler (fluticasone propionate; salmeterol xinafoate) -
Not suspected

¢ Trade name not specified (aspirin) - Not suspected

¢ Trade name not specified (colecalciferol) - Not suspected

¢ Trade name not specified (fentanyl) - Not suspected

¢ Trade name not specified (metformin hydrochloride) - Not suspected
¢ Trade name not specified (pantoprazole) - Not suspected

¢ Trade name not specified (prednisone) - Not suspected

¢ Trade name not specified (tiotropium) - Not suspected

¢ Trade name not specified (verapamil hydrochloride) - Not suspected

* Acute kidney injury
® Drug-induced liver injury
* Hepatic encephalopathy

286614

29/07/2011

74

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Irbesartan-hydrochlorothiazide (hydrochlorothiazide; irbesartan) -
Suspected

o Slow-K (potassium chloride) - Suspected

¢ Trade name not specified (allopurinol) - Suspected

¢ Trade name not specified (calcium carbonate) - Suspected

¢ Trade name not specified (colecalciferol) - Suspected

¢ Trade name not specified (lansoprazole) - Suspected

¢ Trade name not specified (bisoprolol fumarate) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected

® Trade name not specified (furosemide) - Not suspected

* Acute kidney injury

® Erythema

* Hepatic function abnormal
¢ Leukocytosis

* Pyrexia

564987

8/06/2021

63

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (acitretin) - Suspected

¢ Trade name not specified (dapsone) - Suspected

¢ Trade name not specified (melphalan) - Suspected

¢ Trade name not specified (prednisone) - Suspected

¢ Trade name not specified (thalidomide) - Suspected

¢ Ombitasvir-Paritaprevir-Ritonavir (ombitasvir; paritaprevir; ritonavir) -
Not suspected

¢ Trade name not specified (Immunoglobulin) - Not suspected

¢ Trade name not specified (betamethasone dipropionate) - Not
suspected

¢ Trade name not specified (ritonavir) - Not suspected

¢ Trade name not specified (triamcinolone) - Not suspected

¢ Adverse event
¢ Drug ineffective
* Fatigue

» Off label use

96054

26/09/1994

66

Female

o Lamisil (terbinafine) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ \oltaren (diclofenac potassium; diclofenac sodium) - Suspected

* Ageusia

523950

18/03/2021

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (itraconazole) - Suspected

 Alanine aminotransferase increased

 Off label use

523247

15/03/2021

Male

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
* Trade name not specified (itraconazole) - Not suspected

 Alanine aminotransferase increased

 Off label use

225001

24/01/2007

Female

¢ Cyclophosphamide (cyclophosphamide monohydrate) - Suspected
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected

¢ Trade name not specified (perindopril) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

* Alopecia

180555

14/11/2002

Male

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Alopecia

257217

25/09/2009

32

Female

¢ Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisone) - Not suspected

 Alopecia totalis

210471

8/08/2005

71

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (atenolol) - Suspected

* Trade name not specified (leflunomide) - Suspected

* Trade name not specified (simvastatin) - Suspected

 Alopecia totalis
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412729 23/06/2017 - Female |e Arava (leflunomide) - Suspected o Alopecia
e Humira (Adalimumab) - Suspected ¢ Arthropathy
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Drug ineffective
* Madarosis
 Transfusion
169934 12/10/2001 59 Male e Arava (leflunomide) - Suspected  Alopecia
* Plaguenil (hydroxychloroquine sulfate) - Suspected * Psoriasis
¢ Trade name not specified (aspirin) - Not suspected
* Trade name not specified (ranitidine) - Not suspected
234072 5/10/2007 55 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Alveolitis
Suspected ® Asthenia
¢ Salbutamol (salbutamol sulfate) - Not suspected  Chills
¢ Trade name not specified (diazepam) - Not suspected ¢ Hypotonia
¢ Trade name not specified (prednisolone) - Not suspected * Pyrexia
¢ Trade name not specified (venlafaxine hydrochloride) - Not suspected |® Rash maculo-papular
¢ Trade name not specified (zolpidem tartrate) - Not suspected
470213 3/07/2019 39 Female |e Endep (amitriptyline hydrochloride) - Suspected * Amnesia
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Anaphylactic reaction
¢ Trade name not specified (methotrexate) - Suspected o Arthritis
e Xolair (Omalizumab) - Suspected * Asthma
e Warfarin (warfarin sodium) - Not suspected o Blister
® Chest pain
¢ Costochondritis
* Cough
® Device issue
* Dyspnoea
* Fatigue
 Feeling abnormal
 Gastric disorder
¢ Headache
* Hypoaesthesia
* Injection site bruising
* Musculoskeletal stiffness
* Nausea
* Pain
* Photosensitivity reaction
 Pleurisy
® Pruritus
¢ Rheumatic disorder
o Skin exfoliation
» Suffocation feeling
* Sunburn
* Therapeutic response unexpected
* Vocal cord dysfunction
367307 14/09/2015 45 Female | Aranesp (Darbepoetin alfa) - Suspected * Anaemia
e Plaguenil (hydroxychloroquine sulfate) - Suspected  Aplasia pure red cell
e Cyclophosphamide (cyclophosphamide monohydrate) - Not * Myelodysplastic syndrome
suspected * Renal transplant
* Myfortic (mycophenolic acid) - Not suspected  Systemic lupus erythematosus
* Trade name not specified (furosemide) - Not suspected * Therapeutic product effect decreased
¢ Trade name not specified (prednisolone) - Not suspected
* Trade name not specified (tacrolimus) - Not suspected
213027 1/11/2005 82 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Anaemia
Suspected o Cardiac failure
* Trade name not specified (amiodarone hydrochloride) - Suspected o Liver function test increased
¢ Trade name not specified (ezetimibe) - Suspected
¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium
trihydrate) - Not suspected
* Trade name not specified (irbesartan) - Not suspected
® Trade name not specified (ramipril) - Not suspected
170091 16/11/2001 50 Female e Arava (leflunomide) - Suspected * Anaemia
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Hepatic function abnormal
Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (sulfasalazine) - Suspected
* Trade name not specified (Gold) - Not suspected
432292 1/05/2018 35 Female |e Phenergan (promethazine hydrochloride) - Suspected ¢ Anaphylactic reaction

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (loratadine) - Suspected

¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (ranitidine) - Suspected

* Weight increased
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708818 11/02/2022 74 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Angiocentric lymphoma
e Piperacillin-Tazobactam (piperacillin sodium; tazobactam sodium) - ¢ Drug ineffective
Suspected * Respiratory failure
¢ Trade name not specified (azithromycin) - Suspected
¢ Trade name not specified (ceftriaxone) - Suspected
¢ Trade name not specified (hydrocortisone) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (methylprednisolone) - Suspected
¢ Trade name not specified (vancomycin) - Suspected
412552 21/06/2017 81 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Angioedema
¢ Apomorphine Hydrochloride (apomorphine hydrochloride * Back pain
hemihydrate) - Not suspected * Decreased appetite
e Azilect (rasagiline) - Not suspected * Dyspnoea
e Cartia (aspirin) - Not suspected  Ear pain
¢ Colofac (mebeverine hydrochloride) - Not suspected * Eye pain
e Ezetrol (ezetimibe) - Not suspected ¢ Headache
* Karvezide 300/12.5 AUST R 101833 (hydrochlorothiazide; irbesartan) - |® Hyperhidrosis
Not suspected * Muscular weakness
¢ Madopar (benserazide hydrochloride; levodopa) - Not suspected * Nausea
¢ Motilium (domperidone) - Not suspected * Rash macular
e Ostelin Vitamin D (colecalciferol) - Not suspected ® Rash pruritic
¢ Panadeine (codeine phosphate hemihydrate; paracetamol) - Not * Tremor
suspected e Visual impairment
¢ Sinemet (carbidopa monohydrate; levodopa) - Not suspected
e Spiriva (tiotropium bromide monohydrate) - Not suspected
* Symbicort Turbuhaler 200/6 (budesonide; formoterol (eformoterol)
fumarate dihydrate) - Not suspected
¢ Trade name not specified (pantoprazole) - Not suspected
¢ Ventolin CFC-free Inhaler (salbutamol sulfate) - Not suspected
o Zoloft (sertraline hydrochloride) - Not suspected
412107 14/06/2017 78 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Angioedema
e Apomorphine Hydrochloride (apomorphine hydrochloride * Back pain
hemihydrate) - Not suspected * Decreased appetite
e Azilect (rasagiline) - Not suspected * Dyspnoea
e Cartia (aspirin) - Not suspected  Ear pain
¢ Colofac (mebeverine hydrochloride) - Not suspected * Eye pain
e Ezetrol (ezetimibe) - Not suspected ¢ Headache
* Karvezide 300/12.5 AUST R 101833 (hydrochlorothiazide; irbesartan) - |* Hyperhidrosis
Not suspected * Muscular weakness
¢ Madopar (benserazide hydrochloride; levodopa) - Not suspected * Nausea
¢ Motilium (domperidone) - Not suspected ® Rash pruritic
e Ostelin Vitamin D (colecalciferol) - Not suspected * Tremor
¢ Panadeine (codeine phosphate hemihydrate; paracetamol) - Not e Visual impairment
suspected
 Sinemet CR 50/200 (carbidopa monohydrate; levodopa) - Not
suspected
e Spiriva (tiotropium bromide monohydrate) - Not suspected
* Symbicort Turbuhaler 200/6 (budesonide; formoterol (eformoterol)
fumarate dihydrate) - Not suspected
¢ Trade name not specified (pantoprazole) - Not suspected
¢ Ventolin CFC-free Inhaler (salbutamol sulfate) - Not suspected
o Zoloft (sertraline hydrochloride) - Not suspected
460195 21/03/2019 - Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Angioedema
e Xolair (Omalizumab) - Suspected * Chronic spontaneous urticaria
¢ Trade name not specified (ciclosporin) - Not suspected * Osteoporosis
¢ Trade name not specified (montelukast) - Not suspected * Rash vesicular
* Trade name not specified (prednisolone) - Not suspected
192771 2/12/2003 37 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Angioedema
Suspected ® Rash
142561 11/08/1999 67 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Angioedema
e Zinaxin (Zingiber officinale) - Suspected * Skin exfoliation
237071 18/01/2008 68 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Angioedema
Suspected  Stevens-Johnson syndrome
¢ Trade name not specified (colchicine) - Suspected
e Atorvastatin (atorvastatin) - Not suspected
* Trade name not specified (aspirin) - Not suspected
* Trade name not specified (furosemide) - Not suspected
* Trade name not specified (metoprolol tartrate) - Not suspected
284027 8/06/2011 53 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Aphthous ulcer

o Blister

* Eye swelling

® Pruritus

® Rash erythematous
® Skin oedema
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192119 12/11/2003 - Male o Lipitor (atorvastatin calcium) - Suspected ¢ Aphthous ulcer
¢ Norvasc (amlodipine) - Suspected ¢ Night blindness
¢ Noten (atenolol) - Suspected * Photophobia
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Sinemet (carbidopa monohydrate; levodopa) - Suspected
¢ Trade name not specified (codeine) - Suspected
e Zantac (ranitidine; ranitidine hydrochloride) - Suspected
208762 20/06/2005 56 Female * Mobic (meloxicam) - Suspected * Aplastic anaemia
e Plaguenil (hydroxychloroquine sulfate) - Suspected * Pancytopenia
e Salazopyrin (sulfasalazine) - Suspected
* Trade name not specified (diazepam) - Not suspected
424582 28/12/2017 64 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Apnoea
Suspected * Ataxia
¢ Trade name not specified (folic acid) - Not suspected  Cardiac failure
¢ Trade name not specified (paracetamol) - Not suspected ® Cerebral ischaemia
¢ Trade name not specified (prednisolone) - Not suspected ¢ Confusional state
* Microangiopathic haemolytic anaemia
* Muscular weakness
* Neurological decompensation
* Pyrexia
* Renal impairment
 Status epilepticus
* Thrombocytopenia
* Thrombotic thrombocytopenic purpura
515175 22/12/2020 70 Male « Eylea (Aflibercept) - Suspected o Arrhythmia
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Blindness transient
¢ Trade name not specified (prednisone) - Suspected ® Insomnia
¢ Candesartan (candesartan cilexetil) - Not suspected * Myalgia
e Eliquis (apixaban) - Not suspected * Neovascular age-related macular degeneration
¢ Metoprolol (metoprolol tartrate) - Not suspected o Tinnitus
o Visual impairment
186161 22/05/2003 - Male e Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Arrhythmia
¢ Trade name not specified (aspirin) - Not suspected o Circulatory collapse
* Trade name not specified (calcium) - Not suspected * Palpitations
* Syncope
505288 24/08/2020 - Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Arterial rupture
¢ Trade name not specified (methotrexate) - Not suspected * Drug intolerance
¢ Trade name not specified (prednisolone) - Not suspected o Fall
¢ Trade name not specified (tofacitinib) - Not suspected e Joint dislocation
o Xarelto (rivaroxaban) - Not suspected o Peripheral ischaemia
470574 8/07/2019 60 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Arthralgia
¢ Trade name not specified (methotrexate) - Suspected * Ataxia
¢ Trade name not specified (prednisolone) - Suspected * Coordination abnormal
¢ Trade name not specified (folic acid) - Not suspected * Diplopia
* Dysarthria
¢ Holmes tremor
o Infection reactivation
 JC virus granule cell neuronopathy
* Nystagmus
 Oscillopsia
* Product use in unapproved indication
457687 20/02/2019 17 Female |e Cyclophosphamide (cyclophosphamide monohydrate) - Suspected e Arthralgia

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (rituximab) - Suspected

 Cholecystitis

* Cryoglobulinaemia

* Disease progression

* Fatigue

¢ Haematochezia

* Malaise

* Mood swings

¢ Nephrocalcinosis

* Neuropathy peripheral

* Neutropenia
 Palindromic rheumatism
* Paraproteinaemia
 Polyarthritis

® Purpura

¢ Recrudescent typhus
 Sjogren's syndrome

* Stomatitis

* Tenosynovitis

¢ Tubulointerstitial nephritis
e Vasculitis
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175549 17/05/2002 52 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected e Arthralgia
* Face oedema
* Fatigue
* Myalgia
* Rash maculo-papular
* Spleen disorder
165319 8/06/2001 65 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Arthralgia
e Ativan (lorazepam) - Not suspected * Myalgia
¢ Premarin (conjugated estrogens) - Not suspected
* Trade name not specified (piroxicam) - Not suspected
607447 20/08/2021 56 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected o Arthritis bacterial
¢ Trade name not specified (leflunomide) - Suspected * Drug ineffective
¢ Trade name not specified (methotrexate) - Suspected * Neutropenic sepsis
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (sulfasalazine) - Suspected
767176 21/02/2023 56 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Ascites
e Cardiac failure
¢ Cardiomyopathy
o Left ventricular hypertrophy
¢ Oedema peripheral
¢ Pulmonary hypertension
 Restrictive cardiomyopathy
 Right ventricular failure
768172 3/03/2023 56 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Ascites
o Left ventricular hypertrophy
* Oedema peripheral
¢ Pulmonary hypertension
 Restrictive cardiomyopathy
 Right ventricular failure
436516 20/06/2018 62 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ® Asphyxia
¢ Trade name not specified (mirtazapine) - Suspected * Completed suicide
¢ Trade name not specified (methotrexate) - Not suspected * Toxicity to various agents
475856 5/09/2019 89 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Asthenia
Suspected * Decreased appetite
¢ Trade name not specified (hydralazine hydrochloride) - Suspected * Dyspnoea
o Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected * Insomnia
* Metoprolol (metoprolol tartrate) - Not suspected * Mobility decreased
* Oestrogens Conjugated (conjugated estrogens) - Not suspected  Oral discomfort
¢ Trade name not specified (Darbepoetin alfa) - Not suspected ® Pruritus
¢ Trade name not specified (Evening Primrose Oil) - Not suspected * Rebound effect
¢ Trade name not specified (allopurinol) - Not suspected * Somnolence
¢ Trade name not specified (amlodipine) - Not suspected  Systemic lupus erythematosus
* Trade name not specified (calcium carbonate) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
* Trade name not specified (furosemide) - Not suspected
¢ Trade name not specified (iron) - Not suspected
¢ Trade name not specified (magnesium) - Not suspected
¢ Trade name not specified (paracetamol) - Not suspected
¢ Trade name not specified (ranitidine) - Not suspected
® Trade name not specified (sodium bicarbonate) - Not suspected
214340 16/12/2005 79 Female ¢ Augmentin Duo Forte (amoxicillin trihydrate; potassium clavulanate) - | e Asthenia
Suspected * Decreased appetite
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Hepatic function abnormal
¢ Imdur (isosorbide mononitrate) - Not suspected o Liver function test abnormal
¢ Trade name not specified (prednisolone) - Not suspected * Nausea
¢ Trade name not specified (warfarin sodium) - Not suspected
¢ Urex-M (furosemide (frusemide)) - Not suspected
e Zantac (ranitidine; ranitidine hydrochloride) - Not suspected
281311 13/04/2011 70 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ® Asthenia
Suspected ® Pain in extremity
¢ Trade name not specified (piroxicam) - Suspected
242171 23/06/2008 - Male e Plaguenil (hydroxychloroquine sulfate) - Suspected ® Asthma
 Salbutamol (salbutamol sulfate) - Not suspected
o Seretide MDI (fluticasone propionate; salmeterol xinafoate) - Not
suspected
* Trade name not specified (prednisone) - Not suspected
210011 21/07/2005 66 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Asthma
o Cellufresh (carmellose sodium) - Not suspected ® Dizziness

¢ Rhinocort (budesonide) - Not suspected

e Spiriva (tiotropium bromide monohydrate) - Not suspected

¢ Symbicort Turbuhaler (budesonide; formoterol (eformoterol)
fumarate dihydrate) - Not suspected

¢ Zanidip (lercanidipine hydrochloride) - Not suspected

* Muscular weakness
* Nervousness
e Tinnitus
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467579 6/06/2019 58 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Asthma
¢ Atorvastatin (atorvastatin) - Not suspected * Hypercholesterolaemia
¢ Trade name not specified (fluticasone propionate; salmeterol * Hypertension
xinafoate) - Not suspected * Maculopathy
¢ Trade name not specified (methotrexate) - Not suspected * Optic atrophy
¢ Trade name not specified (telmisartan) - Not suspected * Optic neuritis
¢ Trade name not specified (tiotropium bromide) - Not suspected * Overdose
* Retinal toxicity
¢ Visual impairment
159765 22/11/2000 46 Male e Aldazine (Thioridazine hydrochloride) - Suspected * Ataxia
e Epilim (sodium valproate) - Suspected  Chills
¢ Lamictal (lamotrigine) - Suspected * Cough
¢ Monopril (fosinopril sodium) - Suspected * Gastritis
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Headache
¢ Solone (prednisolone) - Not suspected * Rash maculo-papular
* Somnolence
* Tremor
737858 29/05/2022 - Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Autoimmune disorder
¢ Drug ineffective
* Fatigue
* Malaise
* Pain
374463 18/01/2016 - Female ¢ Arimidex (anastrozole) - Suspected * Back pain
e Lipitor (atorvastatin calcium) - Suspected  Pain in extremity
¢ Orencia (Abatacept) - Suspected
* Plaguenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
* Panadol (paracetamol) - Not suspected
* Trade name not specified (Product not coded) - Not suspected
* Trade name not specified (calcium) - Not suspected
240120 17/04/2008 67 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected  Balance disorder
¢ Trade name not specified (prazosin hydrochloride) - Not suspected  Dizziness
* Nausea
* Vertigo
* Vomiting
91632 14/03/1994 30 Female ¢ Methoblastin (methotrexate) - Suspected ¢ Bladder cancer
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Auranofin) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
239616 4/04/2008 44 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Blindness unilateral
* Trade name not specified (prednisone) - Not suspected  Retinal scar
492359 7/04/2020 83 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Blindness
e Bispro (bisoprolol fumarate) - Not suspected * Cerebrovascular accident
 Blackmores Macu Vision (ascorbic acid; cupric oxide; d-alpha- * Memory impairment
tocopheryl acid succinate; zinc oxide) - Not suspected * Rash
e Diaformin (metformin hydrochloride) - Not suspected
* Enlafax-XR (venlafaxine hydrochloride) - Not suspected
e Lipostat (pravastatin sodium) - Not suspected
* Panafcortelone (prednisolone) - Not suspected
 Spren (aspirin) - Not suspected
394790 7/09/2016 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Blindness
* Dizziness
349711 4/11/2014 69 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Blindness
* Trade name not specified (prednisolone) - Suspected * Dyschromatopsia
15299 13/03/1977 78 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Blindness
¢ Aldomet (methyldopa; methyldopa sesquihydrate) - Not suspected  Retinal disorder
e Chlotride (chlorothiazide) - Not suspected
¢ Deca-durabolin (Nandrolone decanoate) - Not suspected
¢ Indocid (indometacin) - Not suspected
¢ Rhusal (Aspirin) - Not suspected
e Visken (pindolol) - Not suspected
281727 20/04/2011 45 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ® Blindness

¢ Simponi (Golimumab) - Suspected

* Road traffic accident
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510928 2/11/2020 77 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected o Blister
¢ Panafcortelone (prednisolone) - Suspected * Blood blister
¢ Trade name not specified (prednisolone) - Suspected * Disseminated varicella zoster vaccine virus infection
e Zostavax (live varicella vaccine) - Suspected * Musculoskeletal discomfort
¢ APO-Frusemide (furosemide) - Not suspected * Pneumonitis
¢ Aratac (amiodarone hydrochloride) - Not suspected * Rash
¢ Atorvastatin (atorvastatin) - Not suspected
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Not suspected
e Salbutamol (salbutamol sulfate) - Not suspected
¢ Trade name not specified (Product not coded) - Not suspected
¢ Trade name not specified (bisoprolol fumarate) - Not suspected
¢ Trade name not specified (doxycycline) - Not suspected
¢ Trade name not specified (escitalopram) - Not suspected
¢ Trade name not specified (ferrous fumarate) - Not suspected
¢ Trade name not specified (metformin hydrochloride) - Not suspected
¢ Trade name not specified (omeprazole) - Not suspected
¢ Trade name not specified (paracetamol) - Not suspected
¢ Trade name not specified (spironolactone) - Not suspected
o Trelegy Ellipta (fluticasone furoate; umeclidinium bromide; vilanterol
trifenatate) - Not suspected
205663 1/03/2005 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Blood creatine phosphokinase increased
® Zocor (simvastatin) - Suspected * Muscular weakness
¢ Efexor-XR (venlafaxine hydrochloride) - Not suspected * Renal impairment
e Ezetrol (ezetimibe) - Not suspected * Rhabdomyolysis
* Mobic (meloxicam) - Not suspected
¢ Sandrena (estradiol) - Not suspected
¢ Trade name not specified (glucosamine hydrochloride) - Not
suspected
¢ Trade name not specified (omega-3 marine triglycerides) - Not
suspected
¢ Trade name not specified (sotalol hydrochloride) - Not suspected
516858 18/01/2021 27 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Blood pressure increased
¢ Trade name not specified (azathioprine) - Suspected ¢ Concomitant disease aggravated
¢ Trade name not specified (methyldopa) - Suspected * Gestational diabetes
¢ Trade name not specified (prednisone) - Suspected * Maternal exposure during pregnancy
* Premature delivery
* Superimposed pre-eclampsia
769030 14/03/2023 87 Female e Coloxyl (docusate sodium) - Suspected * Breath sounds abnormal
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Fatigue
e Levothyroxine Sodium (levothyroxine sodium) - Suspected ¢ Hypophagia
® Ovestin (estriol) - Suspected o Lethargy
* Risedronate (risedronate sodium) - Suspected  Pallor
* Trade name not specified (Senna) - Suspected * Pneumonia aspiration
¢ Trade name not specified (mirtazapine) - Suspected * Pyrexia
* Trade name not specified (pregabalin) - Suspected * Sedation
¢ Nexium (esomeprazole) - Not suspected * Sepsis
¢ Trade name not specified (allopurinol) - Not suspected * Somnolence
¢ Trade name not specified (amlodipine) - Not suspected * Wrong patient received product
¢ Trade name not specified (aspirin) - Not suspected
* Trade name not specified (paracetamol) - Not suspected
415618 8/08/2017 - Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Bronchitis
Suspected
407846 26/04/2017 63 Female | Enbrel (Etanercept) - Suspected  Bronchitis
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - o lllness
Suspected
* Trade name not specified (methotrexate) - Suspected
205438 22/02/2005 - Male e Arava (leflunomide) - Suspected * Bronchopulmonary aspergillosis
¢ Humira (Adalimumab) - Suspected * Mycetoma mycotic
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (diclofenac sodium) - Not suspected
150756 22/03/2000 59 Female e Celebrex (celecoxib) - Suspected * Bronchospasm
¢ Plaguenil (hydroxychloroquine sulfate) - Suspected ® Pruritus
329757 1/11/2013 71 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Burning sensation
Suspected * Dermatitis exfoliative
e Abisart (irbesartan) - Not suspected * Erythema
¢ Fendex ER (Felodipine) - Not suspected ® Psoriasis
e Fish Oil (natural fish oil) - Not suspected
¢ Nexium (esomeprazole) - Not suspected
* Norspan 10 (buprenorphine) - Not suspected
213483 16/11/2005 80 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Burning sensation

 Skin exfoliation
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768384 6/03/2023 56 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Cardiac failure
o Cardiomyopathy
 Right ventricular failure
259697 11/11/2009 79 Male e Cardizem (diltiazem hydrochloride) - Suspected o Cardiac failure
* Plaguenil (hydroxychloroquine sulfate) - Suspected * Drug eruption
¢ Trade name not specified (aspirin) - Suspected * Dyspnoea
¢ Trade name not specified (ramipril) - Suspected ¢ Oedema
e Atorvastatin (atorvastatin) - Not suspected * Rash
¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium  Reticular erythematous mucinosis
trihydrate) - Not suspected
¢ Trade name not specified (amitriptyline hydrochloride) - Not
suspected
* Trade name not specified (dexamethasone) - Not suspected
304637 2/08/2012 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Cardiomyopathy
91281 22/02/1994 42 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Cardiomyopathy
234971 1/11/2007 - Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Cardiomyopathy
Suspected * Dyspnoea
* Cortisone (cortisone acetate) - Not suspected o Left ventricular dysfunction
o Efexor (venlafaxine hydrochloride) - Not suspected o Palpitations
¢ Motilium (domperidone) - Not suspected
* Neulactil (periciazine) - Not suspected
¢ Nexium (esomeprazole) - Not suspected
¢ Trade name not specified (alprazolam) - Not suspected
* Trade name not specified (atenolol) - Not suspected
* Trade name not specified (furosemide) - Not suspected
¢ Trade name not specified (ranitidine) - Not suspected
* Trade name not specified (spironolactone) - Not suspected
297763 22/03/2012 55 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Catarrh
® Crying
¢ Headache
o Palpitations
¢ Rheumatoid arthritis
® Thinking abnormal
227760 19/04/2007 80 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected o Catatonia
¢ Trade name not specified (methotrexate) - Not suspected ¢ Confusional state
* Depression
767648 27/02/2023 - Male e Atorvastatin (atorvastatin) - Suspected o Cellulitis orbital
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Condition aggravated
¢ Trade name not specified (methotrexate) - Suspected * Cytopenia
¢ Trade name not specified (prednisolone) - Suspected  Fatigue
¢ Trade name not specified (tacrolimus) - Suspected * Product use in unapproved indication
* Trade name not specified (Product not coded) - Not suspected * Pyrexia
* Trade name not specified (aspirin) - Not suspected * Treatment failure
27013 18/03/1982 57 Not Specifi ® Plaquenil (hydroxychloroquine sulfate) - Suspected ® Chest pain
¢ Trade name not specified (prednisone) - Not suspected  Chills
¢ Tryptanol (amitriptyline hydrochloride) - Not suspected * Cough
* Decreased appetite
¢ Headache
* Malaise
* Vomiting
* Weight decreased
196390 13/04/2004 64 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ® Chest pain
¢ Trade name not specified (prednisolone) - Not suspected * Gastrooesophageal reflux disease
219511 27/06/2006 76 Female |e Celebrex (celecoxib) - Suspected o Chills
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - e Chromaturia
Suspected * Diarrhoea
¢ Trade name not specified (methotrexate) - Suspected * Faeces discoloured
¢ Trade name not specified (sodium aurothiomalate) - Suspected o Liver function test increased
¢ Alendro Once-Weekly (alendronate sodium monohydrate) - Not * Melaena
suspected
o Diltiazem (diltiazem hydrochloride) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (indapamide hemihydrate) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected
300794 22/05/2012 50 Female o Fluvax (Influenza virus haemagglutinin) - Suspected  Chills

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Product not coded) - Suspected

* Gingival swelling

* Hypotension

* Malaise

* Mouth ulceration

® Oral pain

* Pyrexia

o Skin infection

* Stevens-Johnson syndrome
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182993 17/02/2003 50 Female | Mobic (meloxicam) - Suspected o Chills
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
* Psoriasis
* Pyrexia
* Rash
* Tenderness
525540 23/03/2021 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Chromaturia
* Neck injury
 Paraesthesia
515217 22/12/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Chronic cutaneous lupus erythematosus
¢ Trade name not specified (methotrexate) - Suspected  Psoriatic arthropathy
¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Cosentyx (Secukinumab) - Not suspected
¢ Trade name not specified (sulfasalazine) - Not suspected
o XELJANZ (tofacitinib) - Not suspected
541454 21/04/2021 45 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - o Circulatory collapse
Suspected ¢ Hypokalaemia
* Trade name not specified (celecoxib) - Suspected ¢ Hypothermia
¢ Trade name not specified (clarithromycin) - Suspected * Overdose
* Trade name not specified (paracetamol) - Suspected * Pulse absent
541133 20/04/2021 16 Female e Folate (folic acid) - Suspected o Circulatory collapse
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Hypokalaemia
Suspected * Overdose
¢ Trade name not specified (methotrexate sodium) - Suspected * Ventricular tachycardia
¢ Trade name not specified (prednisolone) - Suspected
200299 25/08/2004 73 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - o Circulatory collapse
Suspected ¢ Thrombocytopenia
* Trade name not specified (clopidogrel) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
* Heparin Sodium (heparin sodium) - Not suspected
* Trade name not specified (Enoxaparin) - Not suspected
* Trade name not specified (warfarin sodium) - Not suspected
189714 20/08/2003 29 Female e Brufen (ibuprofen) - Suspected ¢ Coagulopathy
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Hepatitis
231376 31/07/2007 53 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected e Coma
e Prexige (Lumiracoxib) - Suspected * Hepatic failure
 Jaundice
o Liver tenderness
o Liver transplant
* Nausea
396363 5/10/2016 43 Female | Methadone (methadone hydrochloride) - Suspected e Coma
* Plaguenil (hydroxychloroquine sulfate) - Suspected  Toxicity to various agents
* Trade name not specified (diazepam) - Suspected
* Trade name not specified (oxycodone) - Suspected
e Dilantin (phenytoin sodium) - Not suspected
 Propranolol (propranolol hydrochloride) - Not suspected
¢ Trade name not specified (lamotrigine) - Not suspected
® Trade name not specified (mirtazapine) - Not suspected
459168 8/03/2019 24 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Completed suicide
* Trade name not specified (naproxen) - Suspected
¢ Trade name not specified (pregabalin) - Suspected
¢ Trade name not specified (quetiapine) - Suspected
¢ Endep (amitriptyline hydrochloride) - Not suspected
* Trade name not specified (fluoxetine hydrochloride) - Not suspected
¢ Trade name not specified (lorazepam) - Not suspected
408237 2/05/2017 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Completed suicide
¢ Trade name not specified (quetiapine) - Suspected  Toxicity to various agents
e Citalopram (citalopram hydrobromide) - Not suspected
¢ Trade name not specified (diazepam) - Not suspected
* Trade name not specified (mirtazapine) - Not suspected
* Trade name not specified (temazepam) - Not suspected
743078 1/07/2022 26 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Condition aggravated
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisone) - Suspected
407961 27/04/2017 - Female | Fexofenadine (fexofenadine hydrochloride) - Suspected  Condition aggravated

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (cetirizine hydrochloride) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (montelukast) - Suspected

* Trade name not specified (ranitidine) - Suspected
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742799 29/06/2022 26 Female ¢ Advantan (methylprednisolone aceponate) - Suspected * Condition aggravated
¢ Betnovate (betamethasone) - Suspected * Dermatomyositis
¢ Diprosone (betamethasone dipropionate) - Suspected * Drug ineffective for unapproved indication
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
741119 16/06/2022 43 Male e Cyclophosphamide (cyclophosphamide monohydrate) - Suspected  Condition aggravated
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Drug ineffective for unapproved indication
¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (rituximab) - Suspected
* Trade name not specified (Enoxaparin) - Not suspected
¢ Trade name not specified (methylprednisolone) - Not suspected
* Trade name not specified (warfarin sodium) - Not suspected
430803 6/04/2018 - Female |e Cyclophosphamide (cyclophosphamide monohydrate) - Suspected  Condition aggravated
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected o Intentional product use issue
¢ Trade name not specified (methylprednisolone) - Suspected » Off label use
¢ Trade name not specified (mycophenolate mofetil) - Suspected o Pleural effusion
* Trade name not specified (prednisone) - Suspected o Pleuritic pain
405199 14/03/2017 35 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Condition aggravated
¢ Opsumit (macitentan) - Suspected * Pulmonary arterial hypertension
¢ Trade name not specified (sildenafil) - Suspected
e Lasix (furosemide) - Not suspected
¢ Trade name not specified (rivaroxaban) - Not suspected
488314 14/02/2020 52 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Condition aggravated
¢ Trade name not specified (mycophenolate mofetil) - Suspected  Skin lesion
* Trade name not specified (prednisone) - Suspected * Treatment failure
362322 25/06/2015 52 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Condition aggravated
¢ Trade name not specified (mycophenolate mofetil) - Suspected  Skin lesion
¢ Trade name not specified (prednisone) - Suspected o Treatment failure
203589 15/12/2004 60 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Confusional state
¢ Humira (Adalimumab) - Not suspected * Demyelination
* Trade name not specified (methotrexate) - Not suspected * Disorientation
¢ Trade name not specified (prednisolone) - Not suspected ¢ Encephalitis
* Encephalomyelitis
¢ Medication error
¢ Ophthalmoplegia
312597 17/01/2013 <1 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Congenital genitourinary abnormality
* Foetal exposure during pregnancy
107660 1/04/1996 81 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Conjunctivitis
e |soptin SR (verapamil hydrochloride) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
104157 25/10/1995 80 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Conjunctivitis
o Fefol (ferrous sulfate; folic acid) - Not suspected
* Isoptin SR (verapamil hydrochloride) - Not suspected
* Moduretic (amiloride hydrochloride dihydrate; hydrochlorothiazide) -
Not suspected
* Panamax (paracetamol) - Not suspected
* Tagamet (Cimetidine) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
2691 1/06/1983 72 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Constipation
* Capadex (dextropropoxyphene hydrochloride; paracetamol) - Not
suspected
e Lanoxin PG (digoxin) - Not suspected
* Minipress (prazosin hydrochloride) - Not suspected
* Naprosyn (naproxen) - Not suspected
439113 25/07/2018 45 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Constipation
* Fatigue
* Photosensitivity reaction
618156 6/09/2021 56 Female |¢ COMIRNATY COVID-19 vaccine (tozinameran) - Suspected * Contusion
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Rash pruritic
Suspected
506407 8/09/2020 35 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Cornea verticillata
* Detachment of retinal pigment epithelium
* Macular pigmentation
* Photopsia
* Retinal artery occlusion
* Retinopathy
e Visual acuity reduced
 Visual impairment
507058 15/09/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Cornea verticillata

* Retinal toxicity
* Retinopathy
* Toxicity to various agents
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51397 16/03/1988 56 Female e Clinoril (sulindac) - Suspected * Corneal deposits
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected o Visual field defect
¢ Trade name not specified (prednisone) - Suspected
166573 18/07/2001 63 Female e Arava (leflunomide) - Suspected * Cough
* Plaguenil (hydroxychloroquine sulfate) - Suspected * Dysphonia
¢ Trade name not specified (methotrexate) - Suspected * Hepatic function abnormal
¢ Trade name not specified (prednisolone) - Suspected ¢ Leukopenia
 Paraesthesia
* Weight decreased
433423 15/05/2018 32 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Cough
¢ Myfortic (mycophenolic acid) - Suspected * Respiratory tract infection
e Cellcept (mycophenolate mofetil) - Not suspected
e Elevit (ascorbic acid; Biotin; calcium hydrogen phosphate; calcium
pantothenate; colecalciferol; cupric sulfate; cyanocobalamin; dl-alpha-
tocopheryl acetate; ferrous fumarate; folic acid; heavy magnesium
oxide; manganese sulfate monohydrate; nicotinamide; potassium
iodide; pyridoxine hydrochloride; riboflavine; sodium selenite; thiamine
nitrate; zinc citrate trihydrate) - Not suspected
¢ Ostelin 1000 (ergocalciferol) - Not suspected
¢ Trade name not specified (aspirin) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (mycophenolate mofetil) - Not suspected
688912 31/12/2021 71 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ COVID-19 pneumonia
e Kaletra (lopinavir; ritonavir) - Suspected o Electrocardiogram QT prolonged
e Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected * Hepatic steatosis
* Rosuvastatin (rosuvastatin calcium) - Not suspected * Hepatitis
* Trade name not specified (Tocilizumab) - Not suspected * Off label use
¢ Trade name not specified (oxygen) - Not suspected * Respiratory failure
¢ Trade name not specified (pantoprazole) - Not suspected
¢ Trade name not specified (ramipril) - Not suspected
* Trade name not specified (warfarin sodium) - Not suspected
124779 6/02/1998 73 Male o Lescol (fluvastatin) - Suspected  Cranial nerve disorder
e Plaguenil (hydroxychloroquine sulfate) - Suspected
e Drixine Nasal (oxymetazoline hydrochloride) - Not suspected
o Lasix (furosemide) - Not suspected
* Trade name not specified (atenolol) - Not suspected
387375 4/05/2016 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * C-reactive protein increased
¢ Trade name not specified (methotrexate) - Suspected ¢ Red blood cell sedimentation rate increased
* Therapeutic response decreased
751208 6/09/2022 18 Female |e GP2013 (rituximab) - Suspected  Cushingoid
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Drug ineffective
¢ Trade name not specified (azathioprine) - Suspected * Osteoporosis
* Trade name not specified (dapsone) - Suspected
* Trade name not specified (leflunomide) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (mycophenolate mofetil) - Suspected
* Trade name not specified (prednisolone) - Suspected
462983 18/04/2019 - Female |e Cellcept (mycophenolate mofetil) - Suspected e Cushingoid
* Plaguenil (hydroxychloroquine sulfate) - Suspected o Intentional product use issue
¢ Trade name not specified (methotrexate) - Suspected * Off label use
¢ Trade name not specified (rituximab) - Suspected
* Trade name not specified (prednisolone) - Not suspected
445102 27/09/2018 - Female o Cellcept (mycophenolate mofetil) - Suspected ® Cushingoid
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected e Intentional product use issue
¢ Trade name not specified (methotrexate) - Suspected o Off label use
353752 30/01/2015 - Female | Cyclophosphamide (cyclophosphamide monohydrate) - Suspected e Cushing's syndrome
e Plaguenil (hydroxychloroquine sulfate) - Suspected * Diabetes mellitus
¢ Trade name not specified (azathioprine) - Suspected * Drug dependence
¢ Trade name not specified (ciclosporin) - Suspected * Drug ineffective
* Trade name not specified (dapsone) - Suspected * Hypertension
¢ Trade name not specified (methotrexate) - Suspected o |ll-defined disorder
¢ Trade name not specified (montelukast) - Suspected * Off label use
* Trade name not specified (prednisone) - Suspected
352167 6/01/2015 51 Female |e Cyclophosphamide (cyclophosphamide monohydrate) - Suspected e Cushing's syndrome
¢ Plaguenil (hydroxychloroquine sulfate) - Suspected * Diabetes mellitus
* Trade name not specified (azathioprine) - Suspected * Drug dependence
¢ Trade name not specified (ciclosporin) - Suspected * Hypertension
¢ Trade name not specified (dapsone) - Suspected o |ll-defined disorder
¢ Trade name not specified (methotrexate) - Suspected * Off label use
¢ Trade name not specified (montelukast) - Suspected * Treatment failure
* Trade name not specified (prednisone) - Suspected
499034 18/06/2020 44 Female | Diprosone (betamethasone dipropionate) - Suspected ¢ Cutaneous lupus erythematosus

e Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

* Trade name not specified (mometasone furoate) - Suspected
* Trade name not specified (prednisolone) - Suspected

* Disease progression
* Drug ineffective for unapproved indication
 Off label use
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515078 21/12/2020 63 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Cutaneous sarcoidosis
¢ Trade name not specified (mycophenolate mofetil) - Suspected ® Product use in unapproved indication
¢ Trade name not specified (prednisone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
515064 21/12/2020 49 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Cutaneous sarcoidosis
¢ KENACORT A10 (triamcinolone acetonide) - Suspected * Product use in unapproved indication
¢ Trade name not specified (methotrexate) - Suspected
* Trade name not specified (prednisone) - Suspected
* Trade name not specified (tacrolimus) - Suspected
712742 22/02/2022 62 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ® Cutaneous T-cell lymphoma
¢ Trade name not specified (mycophenolate mofetil) - Suspected * Disease progression
¢ Trade name not specified (prednisone) - Suspected * Drug ineffective
e Gentamicin (gentamicin sulfate) - Not suspected
138835 28/04/1999 62 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected e Cystitis haemorrhagic
* Haematuria
187073 13/05/2003 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Deafness
e Bi-quinate (quinine bisulfate heptahydrate) - Not suspected
* Vioxx (rofecoxib) - Not suspected
351703 18/12/2014 34 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Deafness neurosensory
¢ Trade name not specified (azithromycin) - Suspected o Tinnitus
e Triprim (Trimethoprim) - Suspected
¢ Doxycycline Hyclate (doxycycline hyclate) - Not suspected
¢ Endep (amitriptyline hydrochloride) - Not suspected
¢ Trade name not specified (melatonin) - Not suspected
253702 13/07/2009 44 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Deafness
* Dizziness
e Tinnitus
125821 17/03/1998 50 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Decreased appetite
¢ Trade name not specified (prednisolone) - Not suspected * Myalgia
* Nausea
 Paraesthesia
221511 8/09/2006 37 Female |e Eugynon (ethinylestradiol; Levonorgestrel) - Suspected * Deep vein thrombosis
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Drug ineffective
Suspected * Dyspnoea
¢ Trade name not specified (Infliximab) - Suspected o Pleuritic pain
* Trade name not specified (leflunomide) - Suspected * Pulmonary embolism
¢ Trade name not specified (methotrexate) - Suspected ¢ Tachycardia
* Trade name not specified (pantoprazole) - Suspected
329836 1/11/2013 62 Female | Arava (leflunomide) - Suspected * Deep vein thrombosis
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Mediastinum neoplasm
¢ Coversyl (perindopril) - Not suspected
o Lasix (furosemide) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (paracetamol) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected
463602 29/04/2019 16 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Depressed level of consciousness
* Trade name not specified (sertraline hydrochloride) - Suspected ¢ Depressed mood
¢ Drug withdrawal syndrome
* Electrocardiogram QRS complex prolonged
o Electrocardiogram QT prolonged
o Electrolyte imbalance
* Hypotension
* Intentional overdose
o Lupus-like syndrome
® Suicide attempt
467392 4/06/2019 16 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Depressed level of consciousness
* Trade name not specified (sertraline hydrochloride) - Suspected o Electrolyte imbalance
* Hypotension
* Intentional overdose
o Lupus-like syndrome
o Suicidal ideation
743262 1/07/2022 55 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Depression

¢ Trade name not specified (betamethasone dipropionate) - Suspected
¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (indomethacin) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (thalidomide) - Suspected

¢ Cyclophosphamide (cyclophosphamide monohydrate) - Not
suspected

¢ Trade name not specified (Anakinra) - Not suspected

¢ Trade name not specified (colchicine) - Not suspected

¢ Trade name not specified (dapsone) - Not suspected

¢ Trade name not specified (potassium iodide) - Not suspected

* Drug ineffective
 Hip fracture

® Insomnia

* Spinal fracture

* Weight increased

16 of 43



452260 3/12/2018 - Not Specifi » Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Depression
 Panic attack
o Suicidal ideation
186045 19/05/2003 43 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Dermatitis
116446 4/04/1997 27 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Dermatitis bullous
341062 23/05/2014 43 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Dermatitis exfoliative
Suspected
 Paracetamol-Codeine Phosphate (codeine phosphate hemihydrate;
paracetamol) - Not suspected
* Trade name not specified (calcipotriol) - Not suspected
* Trade name not specified (diclofenac sodium) - Not suspected
42071 15/05/1986 70 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Dermatitis exfoliative
¢ Dolobid (Diflunisal) - Not suspected
o Lasix (furosemide) - Not suspected
e Serepax (oxazepam) - Not suspected
¢ Trade name not specified (captopril) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected
122327 13/11/1997 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Dermatitis exfoliative
e Cardizem CD (diltiazem hydrochloride) - Not suspected * Rash erythematous
* Noten (atenolol) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
251744 2/06/2009 78 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Dermatitis exfoliative
Suspected  Skin exfoliation
* Swelling face
112864 5/11/1996 41 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Dermatitis exfoliative
* Trade name not specified (Evening Primrose Oil) - Suspected * Stomatitis
107105 19/03/1996 56 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Dermatitis psoriasiform
¢ Oedema
o Skin exfoliation
 Vasculitis
102853 14/08/1995 33 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Dermatitis psoriasiform
® Pruritus
769810 21/03/2023 - Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Dermatomyositis
741769 21/06/2022 26 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Dermatomyositis
Suspected ¢ Off label use
¢ Trade name not specified (methotrexate) - Suspected * Rebound effect
¢ Trade name not specified (prednisone) - Suspected
¢ Trade name not specified (tacrolimus) - Not suspected
472383 29/07/2019 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Dermatomyositis
¢ Trade name not specified (mycophenolate mofetil) - Suspected * Product use in unapproved indication
* Trade name not specified (prednisolone) - Suspected
271344 27/07/2010 36 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Detachment of retinal pigment epithelium
Suspected * Photopsia
* Retinal toxicity
* Retinopathy
e Visual acuity reduced
o Visual impairment
274514 14/10/2010 68 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - e Diarrhoea
Suspected
¢ Trade name not specified (aspirin) - Not suspected
* Trade name not specified (calcium carbonate) - Not suspected
¢ Trade name not specified (celecoxib) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
* Trade name not specified (methotrexate) - Not suspected
197098 7/05/2004 50 Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Diarrhoea
287775 22/08/2011 64 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Diarrhoea
Suspected * Drug eruption
¢ Trade name not specified (sulfasalazine) - Suspected
30748 8/06/1983 24 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Diarrhoea
* Trade name not specified (naproxen) - Not suspected * Dyspepsia
* Mouth ulceration
* Nausea
* Weight decreased
191094 7/10/2003 65 Female |e Arava (leflunomide) - Suspected e Diarrhoea
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected e Infection
e Salazopyrin (sulfasalazine) - Suspected * Mouth ulceration
¢ Trade name not specified (methotrexate) - Suspected  Pallor
* Pancytopenia
® Rash pruritic
235321 15/11/2007 28 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Diarrhoea

e Salazopyrin EN (sulfasalazine) - Suspected

* Seretide 250/25 MDI (fluticasone propionate; salmeterol xinafoate) -

Not suspected

o Liver function test abnormal
¢ Lymphoedema

* Pyrexia

® Rash
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172647 13/02/2002 31 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ® Diarrhoea
Suspected * Mouth ulceration
¢ Trade name not specified (methotrexate) - Suspected * Myelosuppression
e Caltrate (calcium carbonate) - Not suspected * Neutropenia
¢ Trade name not specified (calcitriol) - Not suspected ® Pharyngitis
¢ Trade name not specified (prednisolone) - Not suspected * Pyrexia
¢ Trade name not specified (warfarin sodium) - Not suspected
320937 4/06/2013 65 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - e Diarrhoea
Suspected * Mouth ulceration
* Trade name not specified (leflunomide) - Suspected * Pancytopenia
¢ Trade name not specified (methotrexate) - Suspected * Sepsis
¢ Trade name not specified (sulfasalazine) - Suspected
* Trade name not specified (Piperazine citrate) - Not suspected
¢ Trade name not specified (meloxicam) - Not suspected
* Trade name not specified (omeprazole) - Not suspected
488113 12/02/2020 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Diarrhoea
¢ Trade name not specified (azathioprine) - Suspected * Neuropathy peripheral
* Trade name not specified (leflunomide) - Suspected  Vision blurred
¢ Trade name not specified (methotrexate) - Suspected
* Trade name not specified (Adalimumab) - Not suspected
523951 18/03/2021 - Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ® Diarrhoea
¢ Trade name not specified (itraconazole) - Suspected o Off label use
523246 15/03/2021 - Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ® Diarrhoea
Suspected ¢ Off label use
* Trade name not specified (itraconazole) - Not suspected
80891 14/11/1992 62 Female | Feldene (piroxicam) - Suspected * Diplopia
¢ Ogen (estropipate (piperazine oestrone sulfate)) - Suspected o Eyelid ptosis
* Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Myasthenic syndrome
* Provera (medroxyprogesterone acetate) - Suspected
* Rocaltrol (calcitriol) - Suspected
* Trade name not specified (penicillamine) - Suspected
e Zantac (ranitidine; ranitidine hydrochloride) - Suspected
73872 30/10/1991 68 Male o Fefol (ferrous sulfate; folic acid) - Suspected  Diplopia
¢ Panadeine Forte (codeine phosphate hemihydrate; paracetamol) - ¢ Headache
Suspected * Nausea
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Photophobia
¢ Trade name not specified (temazepam) - Suspected
¢ VValium (diazepam) - Suspected
403368 8/02/2017 - Male * Plaguenil (hydroxychloroquine sulfate) - Suspected * Disease progression
¢ Trade name not specified (imatinib) - Suspected * Drug ineffective
¢ Trade name not specified (methotrexate) - Suspected
* Trade name not specified (mycophenolate mofetil) - Suspected
360394 29/05/2015 47 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Disease progression
Suspected * Drug ineffective
¢ Minocycline Hydrochloride (minocycline hydrochloride dihydrate) -
Suspected
¢ Trade name not specified (allopurinol) - Suspected
¢ Trade name not specified (clarithromycin) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
360389 29/05/2015 67 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Disease progression
Suspected * Drug ineffective
¢ Minocycline Hydrochloride (minocycline hydrochloride dihydrate) -
Suspected
¢ Trade name not specified (allopurinol) - Suspected
¢ Trade name not specified (clarithromycin) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
556782 21/05/2021 47 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Disease progression
¢ Trade name not specified (doxycycline) - Suspected * Drug ineffective for unapproved indication
¢ Trade name not specified (methotrexate sodium) - Suspected ¢ Off label use
¢ Trade name not specified (mycophenolate mofetil) - Suspected  Sarcoidosis
¢ Trade name not specified (nicotinamide) - Suspected * Toxicity to various agents
466508 28/05/2019 5 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Disease progression

* Trade name not specified (Immunoglobulin) - Suspected

¢ Trade name not specified (Tocilizumab) - Suspected

¢ Trade name not specified (bosentan monohydrate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (methylprednisolone) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (naproxen) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (ruxolitinib) - Suspected

e Co-trimoxazole (sulfamethoxazole; trimethoprim) - Not suspected
* Trade name not specified (betamethasone dipropionate) - Not
suspected

* Drug ineffective
* Morphoea
* Product use in unapproved indication
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490603 12/03/2020 - Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Disease progression
¢ Trade name not specified (prednisolone) - Suspected * Eye movement disorder
¢ Trade name not specified (prednisone) - Suspected * Mobility decreased
¢ Trade name not specified (ruxolitinib) - Suspected ® Scleroderma
¢ Trade name not specified (tacrolimus) - Suspected * Therapeutic product effect incomplete
483485 5/12/2019 - Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Disease progression
* Mabthera (rituximab) - Suspected * Graft versus host disease in skin
¢ Trade name not specified (ciclosporin) - Suspected
¢ Trade name not specified (ibrutinib) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (sirolimus) - Suspected
® Bactrim DS (sulfamethoxazole; trimethoprim) - Not suspected
¢ Trade name not specified (lamotrigine) - Not suspected
¢ Trade name not specified (quetiapine) - Not suspected
* Valaciclovir (valaciclovir hydrochloride) - Not suspected
402819 27/01/2017 - Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Disease progression
¢ Trade name not specified (imatinib) - Suspected ¢ Quality of life decreased
¢ Trade name not specified (methotrexate) - Suspected
* Trade name not specified (mycophenolate mofetil) - Suspected
410953 1/06/2017 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Disease recurrence
¢ Trade name not specified (azathioprine) - Suspected * Drug ineffective
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (sirolimus) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
688645 30/12/2021 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Dizziness
* Trade name not specified (azathioprine) - Suspected * Drug intolerance
¢ Trade name not specified (ciclosporin) - Suspected * Drug-induced liver injury
¢ Trade name not specified (methotrexate) - Suspected * Hepatotoxicity
¢ Trade name not specified (mycophenolate mofetil) - Suspected o Liver function test abnormal
* Trade name not specified (prednisone) - Suspected * Nausea
* Tinnitus
* Vomiting
445681 5/10/2018 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Dizziness
¢ Trade name not specified (azathioprine) - Suspected * Drug intolerance
¢ Trade name not specified (ciclosporin) - Suspected ¢ Drug-induced liver injury
¢ Trade name not specified (methotrexate) - Suspected * Hepatotoxicity
¢ Trade name not specified (mycophenolate mofetil) - Suspected o Liver function test abnormal
¢ Trade name not specified (prednisone) - Suspected * Nausea
* Tinnitus
* Vomiting
493527 23/04/2020 47 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Dizziness
¢ Hypoaesthesia
e Vision blurred
87666 13/09/1993 37 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ® Dizziness
¢ Trade name not specified (Desipramine hydrochloride) - Not  Pruritus
suspected * Rash
¢ Trade name not specified (prednisolone) - Not suspected
228562 16/05/2007 56 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Dizziness
e Eutroxsig (levothyroxine sodium) - Not suspected * Tinnitus
¢ Panadol Osteo (paracetamol) - Not suspected  Vision blurred
e Panafcort (prednisone) - Not suspected
703728 1/02/2022 - Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Drug dependence
Suspected e Lichen planus
¢ Trade name not specified (apremilast) - Suspected ® Product use in unapproved indication
¢ Trade name not specified (ciclosporin) - Suspected * Treatment failure
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
302039 13/06/2012 49 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Drug eruption
Suspected
¢ Trade name not specified (celecoxib) - Not suspected
¢ Trade name not specified (diclofenac potassium) - Not suspected
* Trade name not specified (tamoxifen citrate) - Not suspected
 Zoladex (goserelin; goserelin acetate) - Not suspected
199775 6/08/2004 49 Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Drug eruption
490506 11/03/2020 38 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Drug hypersensitivity
¢ Trade name not specified (methotrexate) - Suspected ¢ Drug ineffective
¢ Trade name not specified (sulfasalazine) - Suspected
767676 27/02/2023 52 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Drug ineffective

* Sulphasalazine (sulfasalazine) - Suspected
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750234

26/08/2022

Female

e GP2013 (rituximab) - Suspected

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (dapsone) - Suspected

¢ Trade name not specified (leflunomide) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected

¢ Drug ineffective

742147

23/06/2022

26

Female

¢ Advantan (methylprednisolone aceponate) - Suspected

¢ Betnovate (betamethasone) - Suspected

* Diprosone (betamethasone dipropionate) - Suspected

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (prednisone) - Suspected

* Trade name not specified (tacrolimus) - Suspected

* Drug ineffective

740647

13/06/2022

24

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (acitretin) - Suspected

¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (dapsone) - Suspected

¢ Trade name not specified (itraconazole) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected

¢ Trade name not specified (prednisolone) - Not suspected

¢ Drug ineffective

605698

18/08/2021

56

Not Specif]

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (acitretin) - Suspected

¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (dapsone) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (tacrolimus) - Suspected

¢ Trade name not specified (thalidomide) - Suspected

¢ Drug ineffective

591634

23/07/2021

36

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (methylprednisolone) - Not suspected

¢ Drug ineffective

549053

7/05/2021

50

Female

» Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

* Drug ineffective

548383

5/05/2021

39

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
* Trade name not specified (prednisolone) - Suspected

* Drug ineffective

548382

5/05/2021

79

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

* Drug ineffective

514193

9/12/2020

63

Male

» Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

* Drug ineffective

502924

31/07/2020

62

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
* Trade name not specified (prednisolone) - Suspected

* Drug ineffective

502595

28/07/2020

62

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

¢ Drug ineffective

495068

8/05/2020

39

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

* Trade name not specified (triamcinolone acetonide) - Suspected
* Trade name not specified (isoniazid) - Not suspected

* Drug ineffective

420691

26/10/2017

26

Female

¢ Cyclophosphamide (cyclophosphamide monohydrate) - Suspected
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (Belimumab) - Suspected

¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected

¢ Trade name not specified (prednisone) - Suspected

¢ Trade name not specified (rituximab) - Suspected

¢ Trade name not specified (tacrolimus) - Suspected

¢ Drug ineffective

341297

28/05/2014

Female

¢ Cyclophosphamide (cyclophosphamide monohydrate) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

* Drug ineffective

146404

1/12/1999

30

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Drug ineffective

767405

23/02/2023

52

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Sulphasalazine (sulfasalazine) - Suspected
* Trade name not specified (pembrolizumab) - Not suspected

* Drug ineffective for unapproved indication
 Off label use
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742145 23/06/2022 24 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Drug ineffective for unapproved indication
¢ Trade name not specified (acitretin) - Suspected ¢ Off label use
¢ Trade name not specified (azathioprine) - Suspected
¢ Trade name not specified (ciclosporin) - Suspected
¢ Trade name not specified (colchicine) - Suspected
¢ Trade name not specified (dapsone) - Suspected
¢ Trade name not specified (itraconazole) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
742035 23/06/2022 46 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Drug ineffective for unapproved indication
¢ Trade name not specified (ciclosporin) - Suspected ¢ Off label use
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (ranitidine) - Suspected
¢ Trade name not specified (prednisone) - Not suspected
741177 16/06/2022 43 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Drug ineffective for unapproved indication
¢ Trade name not specified (mycophenolate mofetil) - Suspected » Off label use
e Cyclophosphamide (cyclophosphamide monohydrate) - Not
suspected
* GP2013 (rituximab) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected
* Trade name not specified (warfarin sodium) - Not suspected
744302 11/07/2022 - Female e Arava (leflunomide) - Suspected * Drug ineffective
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Drug intolerance
¢ Enbrel (Etanercept) - Not suspected * Immunosuppression
¢ Trade name not specified (methotrexate) - Not suspected * Joint swelling
o Peripheral swelling
743566 5/07/2022 - Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Drug ineffective
¢ Trade name not specified (acitretin) - Suspected * Feeling abnormal
¢ Trade name not specified (mycophenolate mofetil) - Suspected o Lichen planus
* Trade name not specified (prednisone) - Suspected * Product use in unapproved indication
o Sleep disorder
307446 25/09/2012 - Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Drug ineffective
Suspected ¢ Headache
¢ Minocycline Hydrochloride (minocycline hydrochloride dihydrate) -
Suspected
¢ Trade name not specified (betamethasone) - Not suspected
¢ Trade name not specified (mometasone furoate) - Not suspected
512114 16/11/2020 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Drug ineffective
¢ Trade name not specified (azathioprine) - Suspected ¢ Heavy menstrual bleeding
¢ Trade name not specified (ciclosporin) - Suspected ¢ Immune thrombocytopenia
¢ Trade name not specified (mycophenolic acid) - Suspected ¢ [ron deficiency anaemia
¢ Trade name not specified (prednisolone) - Suspected » Off label use
o Platelet count decreased
® Purpura
 Systemic lupus erythematosus
* Therapeutic response decreased
750043 24/08/2022 18 Female ® GP2013 (rituximab) - Suspected * Drug ineffective
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected » Off label use
* Trade name not specified (azathioprine) - Suspected
* Trade name not specified (dapsone) - Suspected
* Trade name not specified (leflunomide) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (mycophenolate mofetil) - Suspected
* Trade name not specified (prednisolone) - Not suspected
427463 15/02/2018 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Drug ineffective
¢ Trade name not specified (ciclosporin) - Suspected » Off label use
¢ Trade name not specified (dapsone) - Suspected
¢ Trade name not specified (montelukast) - Suspected
* Trade name not specified (ranitidine) - Suspected
417657 7/09/2017 - Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Drug ineffective
¢ Trade name not specified (azathioprine) - Suspected ¢ Off label use
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (montelukast) - Suspected
o Xolair (Omalizumab) - Not suspected
395891 27/09/2016 2 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Drug ineffective
Suspected » Off label use
¢ Trade name not specified (azithromycin) - Suspected ¢ Osteomyelitis bacterial
* Trade name not specified (doxycycline) - Suspected * Q fever
¢ Trade name not specified (methylprednisolone) - Suspected
* Trade name not specified (prednisolone) - Suspected
395740 23/09/2016 3 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Drug ineffective

Suspected
¢ Trade name not specified (doxycycline) - Suspected
¢ Trade name not specified (methylprednisolone) - Suspected

o Off label use
o Osteomyelitis bacterial
* Q fever
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395739

23/09/2016

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (azithromycin) - Suspected
¢ Trade name not specified (doxycycline) - Suspected

¢ Drug ineffective

o Off label use

* Osteomyelitis bacterial
* Q fever

471279

16/07/2019

Male

* Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

* XELJANZ (tofacitinib) - Suspected

e Celebrex (celecoxib) - Not suspected

* Panadol Osteo (paracetamol) - Not suspected

* Trade name not specified (amlodipine) - Not suspected

¢ Trade name not specified (prednisolone) - Not suspected
e Tritace (ramipril) - Not suspected

* Drug ineffective

 Oral herpes

e Pollakiuria

* Squamous cell carcinoma of skin

744469

13/07/2022

46

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Omalizumab) - Suspected

¢ Trade name not specified (montelukast) - Suspected

* XELJANZ (tofacitinib) - Suspected

* Drug ineffective
* Pemphigus
 Pruritus

743283

2/07/2022

24

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (acitretin) - Suspected

¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (colchicine) - Suspected

¢ Trade name not specified (dapsone) - Suspected

¢ Trade name not specified (itraconazole) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (tacrolimus) - Suspected

¢ Drug ineffective
* Rebound effect

106534

19/02/1996

48

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Drug ineffective
» Red blood cell sedimentation rate increased

508473

1/10/2020

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Drug ineffective
* Systemic lupus erythematosus

743260

1/07/2022

46

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (ranitidine) - Suspected

* Drug ineffective
* Therapeutic product effect incomplete

420144

18/10/2017

13

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

* Trade name not specified (ceftriaxone) - Suspected

* Trade name not specified (dexamethasone) - Suspected

¢ Trade name not specified (omeprazole) - Suspected

¢ Augmentin (amoxicillin trihydrate; potassium clavulanate) - Not
suspected

¢ Trade name not specified (doxycycline) - Not suspected

* Trade name not specified (prednisolone) - Not suspected

* Drug interaction
 Off label use
* Toxic epidermal necrolysis

315350

11/03/2013

74

Female

e Arava (leflunomide) - Suspected

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (sulfasalazine) - Suspected

¢ Diltiazem (diltiazem hydrochloride) - Not suspected

* Metoprolol (metoprolol tartrate) - Not suspected

¢ Trade name not specified (methylprednisolone) - Not suspected
* Trade name not specified (omeprazole) - Not suspected

* Trade name not specified (paroxetine hydrochloride) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected

* Drug interaction
* Pancytopenia

418294

18/09/2017

77

Not Specifi

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

e Prolia (Denosumab) - Not suspected

¢ Trade name not specified (Gold) - Not suspected

¢ Trade name not specified (doxycycline) - Not suspected

¢ Trade name not specified (piroxicam) - Not suspected

* Trade name not specified (prednisone) - Not suspected

* Tramadol (tramadol hydrochloride) - Not suspected

* Drug intolerance

472894

5/08/2019

60

Not Specifi

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Drug reaction with eosinophilia and systemic symptoms
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362802

30/06/2015

68

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (captopril) - Suspected

¢ Trade name not specified (metronidazole) - Suspected

¢ Amoxicillin-Clavulanic Acid (amoxicillin trihydrate; potassium
clavulanate) - Not suspected

¢ Atorvastatin (atorvastatin) - Not suspected

¢ Buprenorphine transdermal (buprenorphine) - Not suspected

¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium
trihydrate) - Not suspected

¢ Flucloxacillin Sodium (flucloxacillin sodium monohydrate) - Not
suspected

e Lantus (Insulin glargine) - Not suspected

¢ MS Contin (morphine sulfate pentahydrate) - Not suspected

¢ Mircera (Methoxy polyethylene glycol-epoetin beta) - Not suspected
¢ Novorapid (Insulin aspart) - Not suspected

¢ Paracetamol Modified Release (paracetamol) - Not suspected

¢ Trade name not specified (Enoxaparin) - Not suspected

¢ Trade name not specified (Etacrynic acid) - Not suspected

¢ Trade name not specified (amoxicillin trihydrate) - Not suspected
¢ Trade name not specified (aspirin) - Not suspected

¢ Trade name not specified (bisoprolol fumarate) - Not suspected
¢ Trade name not specified (ceftriaxone) - Not suspected

¢ Trade name not specified (ciprofloxacin hydrochloride) - Not
suspected

¢ Trade name not specified (furosemide) - Not suspected

¢ Trade name not specified (hydrochlorothiazide) - Not suspected
¢ Trade name not specified (leflunomide) - Not suspected

* Drug reaction with eosinophilia and systemic symptoms

352620

12/01/2015

36

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

e Levlen ED (ethinylestradiol; levonorgestrel) - Not suspected
* Trade name not specified (prednisolone) - Not suspected

* Drug reaction with eosinophilia and systemic symptoms

488054

11/02/2020

31

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
¢ Trade name not specified (sulfasalazine) - Suspected

* Drug reaction with eosinophilia and systemic symptoms
* Face oedema

¢ Lymphadenopathy

* Pyrexia

® Rash morbilliform

 Stevens-Johnson syndrome

503983

14/08/2020

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Tocilizumab) - Suspected

¢ Trade name not specified (leflunomide) - Suspected

¢ Atorvastatin (atorvastatin) - Not suspected

e Lovan (fluoxetine hydrochloride) - Not suspected

¢ Trade name not specified (methotrexate) - Not suspected

* Drug reaction with eosinophilia and systemic symptoms
* Neuropathy peripheral
o Vision blurred

453946

28/12/2018

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Tocilizumab) - Suspected

* Trade name not specified (leflunomide) - Suspected

e Atorvastatin (atorvastatin) - Not suspected

e Lovan (fluoxetine hydrochloride) - Not suspected

* Trade name not specified (methotrexate) - Not suspected

* Drug reaction with eosinophilia and systemic symptoms
* Neuropathy peripheral
e Vision blurred

452490

5/12/2018

31

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (sulfasalazine) - Suspected

* Drug reaction with eosinophilia and systemic symptoms
* Stevens-Johnson syndrome
* Toxic epidermal necrolysis

194962

27/02/2004

69

Female

e Celebrex (celecoxib) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Drug-induced liver injury

48749

27/10/1987

26

Female

 Fergon (Ferrous gluconate) - Suspected

¢ Neo-mercazole (carbimazole) - Suspected

* Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisone) - Suspected

 Dry skin

294132

4/01/2012

49

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Endep (amitriptyline hydrochloride) - Not suspected

¢ Femoston (dydrogesterone; estradiol) - Not suspected
¢ Nexium (esomeprazole) - Not suspected

* Noten (atenolol) - Not suspected

* Dysgeusia
* Nausea
* Parosmia

59057

2/03/1989

55

Female

e Orudis SR (Ketoprofen) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisolone) - Suspected

* Dyspepsia

64395

14/02/1990

47

Female

e Feldene (piroxicam) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Dyspepsia
® Gastric ulcer

175137

2/05/2002

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Dyspepsia

* Gastrointestinal disorder
* Nausea

o Visual impairment
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63391 15/11/1989 75 Female ¢ Moduretic (amiloride hydrochloride dihydrate; hydrochlorothiazide) - | Dyspepsia
Suspected ® Peptic ulcer
¢ Orudis SR (Ketoprofen) - Suspected
¢ Plaguenil (hydroxychloroquine sulfate) - Suspected
64202 20/02/1990 48 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Dysphagia
* Trade name not specified (Product not coded) - Not suspected * Dyspnoea
¢ Trade name not specified (prednisolone) - Not suspected * Rash
e Valium (diazepam) - Not suspected
286310 22/07/2011 74 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Dysphagia
Suspected o Fall
¢ Rosuvastatin (rosuvastatin calcium) - Not suspected * Glycogen storage disorder
¢ Trade name not specified (prednisolone) - Not suspected * Mobility decreased
* Muscle atrophy
* Muscular weakness
* Myopathy toxic
553579 14/05/2021 59 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Dysphagia
¢ Trade name not specified (esomeprazole) - Suspected ¢ Hyperkeratosis
¢ Trade name not specified (prednisolone) - Suspected * Mucosal ulceration
¢ Trade name not specified (sulfasalazine) - Suspected ¢ Odynophagia
e Poly-tears (hypromellose) - Not suspected * Oesophageal food impaction
* Trade name not specified (calcium carbonate) - Not suspected * Oesophagitis
¢ Trade name not specified (carbamazepine) - Not suspected ¢ Therapeutic product effect incomplete
¢ Trade name not specified (clonazepam) - Not suspected
¢ Trade name not specified (colecalciferol) - Not suspected
¢ Trade name not specified (cyanocobalamin) - Not suspected
* Trade name not specified (docusate sodium) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (lactulose) - Not suspected
* Trade name not specified (levetiracetam) - Not suspected
* Trade name not specified (macrogol 3350; potassium chloride;
sodium bicarbonate; sodium chloride) - Not suspected
¢ Trade name not specified (metoclopramide) - Not suspected
* Trade name not specified (mirtazapine) - Not suspected
¢ Trade name not specified (sertraline hydrochloride) - Not suspected
¢ Trade name not specified (topiramate) - Not suspected
314508 25/02/2013 53 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Dysphagia
Suspected * Muscular weakness
* Myopathy
¢ Nephropathy
 Proteinuria
283538 31/05/2011 64 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Dyspnoea
¢ Antenex (diazepam) - Not suspected
¢ Megafol (folic acid) - Not suspected
¢ Micardis (telmisartan) - Not suspected
¢ Panafcort (prednisone) - Not suspected
e Plavix (clopidogrel) - Not suspected
¢ Trade name not specified (furosemide) - Not suspected
¢ Trade name not specified (methotrexate) - Not suspected
¢ Trade name not specified (ondansetron hydrochloride dihydrate) -
Not suspected
¢ Trade name not specified (simvastatin) - Not suspected
197907 4/06/2004 70 Female |e Arava (leflunomide) - Suspected * Dyspnoea
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ® Lung disorder
Suspected * Pneumonia
¢ Trade name not specified (methotrexate) - Suspected
229819 18/06/2007 54 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Dyspnoea
¢ Lymphadenopathy
* Migraine
¢ Oedema mouth
e Oral discomfort
* Oropharyngeal pain
* Rash maculo-papular
515008 19/12/2020 72 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Electrocardiogram QT prolonged
¢ Trade name not specified (Tocilizumab) - Not suspected
513540 2/12/2020 72 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Electrocardiogram QT prolonged

e Piperacillin-Tazobactam (piperacillin sodium; tazobactam sodium) -
Not suspected

¢ Trade name not specified (Tocilizumab) - Not suspected

¢ Trade name not specified (amiodarone hydrochloride) - Not
suspected

¢ Trade name not specified (azithromycin) - Not suspected

¢ Trade name not specified (ceftriaxone) - Not suspected

¢ Trade name not specified (oxygen) - Not suspected

* Trade name not specified (vancomycin) - Not suspected

» Off label use
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505558 27/08/2020 71 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Electrocardiogram QT prolonged
¢ Trade name not specified (lopinavir; ritonavir) - Suspected ¢ Off label use
¢ Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected
¢ Rosuvastatin (rosuvastatin calcium) - Not suspected
¢ Trade name not specified (Tocilizumab) - Not suspected
¢ Trade name not specified (oxygen) - Not suspected
¢ Trade name not specified (pantoprazole) - Not suspected
¢ Trade name not specified (ramipril) - Not suspected
e Warfarin (warfarin sodium) - Not suspected
335080 14/02/2014 66 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - e Electrocardiogram QT prolonged
Suspected  Palpitations
¢ Trade name not specified (buspirone hydrochloride) - Suspected
¢ Trade name not specified (nortriptyline hydrochloride) - Suspected
¢ Trade name not specified (quetiapine) - Suspected
¢ Trade name not specified (ranitidine) - Suspected
720161 14/03/2022 57 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Enanthema
¢ Trade name not specified (pilocarpine) - Suspected ® Pruritus
* Rash maculo-papular
410241 18/05/2017 84 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Encephalitis
* Polymerase chain reaction positive
o Varicella zoster virus infection
505765 31/08/2020 53 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Encephalopathy
¢ Trade name not specified (Tocilizumab) - Suspected * Off label use
¢ Trade name not specified (methylprednisolone) - Suspected * Pneumonia
* Rosuvastatin (rosuvastatin calcium) - Not suspected
* Trade name not specified (lopinavir; ritonavir) - Not suspected
¢ Trade name not specified (noradrenaline (norepinephrine)) - Not
suspected
¢ Trade name not specified (oxygen) - Not suspected
* Trade name not specified (telmisartan) - Not suspected
420770 27/10/2017 13 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Epiglottitis
¢ Trade name not specified (omeprazole) - Suspected * Toxic epidermal necrolysis
* Trade name not specified (prednisolone) - Not suspected
521567 5/03/2021 - Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected o Erectile dysfunction
¢ Rosuvastatin (rosuvastatin calcium) - Not suspected
¢ Trade name not specified (ramipril) - Not suspected
732608 2/05/2022 87 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Erythema multiforme
* Trade name not specified (allopurinol) - Suspected
80795 4/11/1992 67 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Erythema multiforme
* Panamax (paracetamol) - Not suspected ® Pruritus
* Trade name not specified (Tenoxicam) - Not suspected
449631 2/11/2018 64 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ® Erythema
¢ Efexor-XR (venlafaxine hydrochloride) - Not suspected * Face oedema
o Localised oedema
472266 29/07/2019 73 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Erythema
® Rash pruritic
309036 29/10/2012 80 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Erythema
e Insulin (insulin) - Not suspected * Rash
o Plavix (clopidogrel) - Not suspected o Urticaria
193129 15/12/2003 61 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ® Erythrodermic psoriasis
Suspected
425641 18/01/2018 - Female e Acetylsalicylic acid (Acetylsalicylic acid) - Suspected * Exposure during pregnancy
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Foetal death
¢ Immunoglobulin Human Normal (human immunoglobulin G) - * Treatment failure
Suspected
¢ Trade name not specified (Enoxaparin) - Suspected
¢ Trade name not specified (azathioprine) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
o Warfarin (warfarin sodium) - Suspected
648011 21/10/2021 26 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Exposure during pregnancy
¢ Trade name not specified (Enoxaparin) - Suspected * Premature delivery
¢ Trade name not specified (aspirin) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
376566 29/02/2016 79 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Eye haemorrhage
* Trade name not specified (aspirin) - Suspected
489320 26/02/2020 50 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Eye pain
¢ Trade name not specified (prednisolone) - Not suspected * Halo vision
* Photopsia
e Vision blurred
122115 4/11/1997 68 Female |e Biaxsig (roxithromycin) - Suspected * Face oedema

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisone) - Not suspected

* Rash
* Tongue oedema
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297588 19/03/2012 61 Female e Arava (leflunomide) - Suspected  Febrile neutropenia
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Pneumonia
¢ Trade name not specified (methotrexate) - Suspected
¢ Atorvastatin (atorvastatin) - Not suspected
¢ Doxepin (doxepin hydrochloride) - Not suspected
¢ Panadeine Forte (codeine phosphate hemihydrate; paracetamol) -
Not suspected
¢ Panadol Osteo (paracetamol) - Not suspected
¢ Trade name not specified (diazepam) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (irbesartan) - Not suspected
¢ Trade name not specified (omeprazole) - Not suspected
¢ Trade name not specified (pantoprazole) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
417212 30/08/2017 - Male e Plaguenil (hydroxychloroquine sulfate) - Suspected e Feeling abnormal
* Nausea
46538 21/05/1987 25 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Foetal distress syndrome
Suspected * Growth retardation
* Trade name not specified (Sulindac) - Suspected
569698 16/06/2021 - Male e Acetylsalicylic acid (Acetylsalicylic acid) - Suspected * Foetal exposure during pregnancy
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Foetal growth restriction
¢ Immunoglobulin Human Normal (human immunoglobulin G) - ® Foetal heart rate deceleration abnormality
Suspected * Immature respiratory system
¢ Trade name not specified (Enoxaparin) - Suspected * Premature baby
¢ Trade name not specified (colecalciferol) - Suspected
¢ Trade name not specified (folic acid) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
646602 19/10/2021 - Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Foetal exposure during pregnancy
Suspected ® Foetal heart rate deceleration abnormality
¢ Trade name not specified (Enoxaparin) - Suspected * Premature baby
¢ Trade name not specified (Immunoglobulin) - Suspected
¢ Trade name not specified (aspirin) - Suspected
¢ Trade name not specified (betamethasone) - Suspected
¢ Trade name not specified (hydrocortisone) - Suspected
¢ Trade name not specified (magnesium) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
585737 14/07/2021 - Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Foetal exposure during pregnancy
¢ Magnesium Sulfate (dried magnesium sulfate) - Suspected * Premature baby
¢ Trade name not specified (betamethasone) - Suspected
¢ Trade name not specified (colecalciferol) - Suspected
¢ Trade name not specified (folic acid) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Trade name not specified (tacrolimus) - Suspected
516411 12/01/2021 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Foetal exposure during pregnancy
¢ Trade name not specified (azathioprine) - Suspected * Premature baby
¢ Trade name not specified (methyldopa) - Suspected
* Trade name not specified (prednisone) - Suspected
738449 1/06/2022 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Foreign body
® Product complaint
237809 12/02/2008 63 Male e Arava (leflunomide) - Suspected ® Gastric cancer
¢ Enbrel (Etanercept) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
278817 17/02/2011 66 Female e Arava (leflunomide) - Suspected * Gastrointestinal carcinoma
e Plaguenil (hydroxychloroquine sulfate) - Suspected o Intestinal polyp
¢ Trade name not specified (methotrexate) - Suspected
* Megafol (folic acid) - Not suspected
481076 6/11/2019 53 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Gastrointestinal disorder
¢ Trade name not specified (ramipril) - Suspected ® Subacute cutaneous lupus erythematosus
¢ Trade name not specified (prednisolone) - Not suspected * Toxic epidermal necrolysis
154929 17/07/2000 46 Female e Celebrex (celecoxib) - Suspected * Gastrointestinal haemorrhage
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (methotrexate) - Suspected
412664 22/06/2017 33 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Gastrooesophageal reflux disease
® Product substitution issue
133094 11/11/1998 47 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Gingival bleeding
Suspected * Nausea
¢ Trade name not specified (naproxen) - Suspected  Psoriasis
¢ Trade name not specified (coal tar) - Not suspected * \Vomiting
500057 29/06/2020 79 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Glaucoma

e Vision blurred
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439735

6/08/2018

Not Specif]

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (azathioprine) - Suspected

¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (sirolimus) - Suspected

¢ Trade name not specified (tacrolimus) - Suspected

 Graft versus host disease

476443

12/09/2019

88

Male

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Haematochezia

223097

14/11/2006

52

Female

e Arava (leflunomide) - Suspected

¢ Humira (Adalimumab) - Suspected

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

e Salazopyrin (sulfasalazine) - Suspected

¢ Trade name not specified (Yttrium) - Suspected

¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

* Trade name not specified (penicillamine) - Suspected

* Haematuria
* Renal cell carcinoma

287264

11/08/2011

58

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (sulfasalazine) - Suspected

® Bactrim DS (sulfamethoxazole; trimethoprim) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected

* Trade name not specified (irbesartan) - Not suspected

* Haemolytic anaemia

335982

6/03/2014

78

Male

e Arava (leflunomide) - Suspected

e Plaquenil (hydroxychloroquine sulfate) - Suspected
e Zyloprim (allopurinol) - Suspected

o Atacand (candesartan cilexetil) - Not suspected

 Hallucination
o Intervertebral disc disorder

404442

28/02/2017

38

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (azathioprine) - Not suspected
* Trade name not specified (prednisolone) - Not suspected

* Hallucination
o Suicidal ideation

114964

5/02/1997

30

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Headache

249418

18/03/2009

64

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Headache

® Pruritus

* Rash maculo-papular
* omiting

242738

9/07/2008

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Headache
e Vision blurred
 Visual impairment

402307

18/01/2017

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

¢ Methadone (methadone hydrochloride) - Not suspected

¢ Movicol (macrogol 3350; potassium chloride; sodium bicarbonate;
sodium chloride) - Not suspected

¢ Nicorette Gum (nicotine) - Not suspected

¢ Thyroxine (levothyroxine sodium) - Not suspected

¢ Trade name not specified (Product not coded) - Not suspected
¢ Trade name not specified (esomeprazole) - Not suspected

¢ Trade name not specified (folic acid) - Not suspected

¢ Trade name not specified (paracetamol) - Not suspected

¢ Trade name not specified (temazepam) - Not suspected

¢ VVenlafaxine (venlafaxine hydrochloride) - Not suspected

* Hepatic enzyme increased
* Stomatitis
* Vaginal ulceration

222716

27/10/2006

Female

e Arava (leflunomide) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Hepatic function abnormal

65411

9/05/1990

66

Female

¢ Durabolin (Nandrolone phenylpropionate) - Suspected
¢ Indocid (indometacin) - Suspected

¢ Orudis SR (Ketoprofen) - Suspected

¢ Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Hepatic function abnormal

64195

30/01/1990

55

Female

¢ Feldene (piroxicam) - Suspected

e Grisovin (griseofulvin) - Suspected

* Navidrex (Cyclopenthiazide) - Suspected

* Plaguenil (hydroxychloroquine sulfate) - Suspected
 Serepax (oxazepam) - Suspected

* Trade name not specified (enalapril maleate) - Suspected

* Hepatic function abnormal

154759

13/07/2000

56

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Premarin (conjugated estrogens) - Suspected

e Salazopyrin EN (sulfasalazine) - Suspected

¢ Trade name not specified (calcitriol) - Suspected

¢ Trade name not specified (lisinopril) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (verapamil hydrochloride) - Suspected
e Zoton (lansoprazole) - Suspected

* Hepatic function abnormal
* Hepatocellular injury

116277

25/03/1997

70

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Naprosyn (naproxen) - Not suspected

* Hepatic function abnormal
 Skin exfoliation
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688304

30/12/2021

71

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Tocilizumab) - Suspected

¢ Trade name not specified (lopinavir; ritonavir) - Suspected

¢ Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected

¢ Rosuvastatin (rosuvastatin calcium) - Not suspected

¢ Trade name not specified (pantoprazole) - Not suspected

¢ Trade name not specified (ramipril) - Not suspected

¢ Trade name not specified (warfarin sodium) - Not suspected

* Hepatic steatosis

* Hepatitis

e Intentional product use issue
o Off label use

507423

19/09/2020

71

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Tocilizumab) - Suspected

¢ Trade name not specified (lopinavir; ritonavir) - Suspected

¢ Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected

¢ Rosuvastatin (rosuvastatin calcium) - Not suspected

¢ Trade name not specified (pantoprazole) - Not suspected

¢ Trade name not specified (ramipril) - Not suspected

e Warfarin (warfarin sodium) - Not suspected

* Hepatic steatosis
* Hepatitis
o Off label use

688647

30/12/2021

71

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
e Kaletra (lopinavir; ritonavir) - Suspected

¢ Trade name not specified (Tocilizumab) - Suspected

¢ Acetylsalicylic acid (Acetylsalicylic acid) - Not suspected

¢ Rosuvastatin (rosuvastatin calcium) - Not suspected

¢ Trade name not specified (pantoprazole) - Not suspected

¢ Trade name not specified (ramipril) - Not suspected

¢ Trade name not specified (warfarin sodium) - Not suspected

* Hepatic steatosis
* Hepatitis

» Off label use

* Respiratory failure

359785

20/05/2015

71

Female

¢ Dabigatran (dabigatran etexilate mesilate) - Suspected
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

* Hepatitis

203637

17/12/2004

30

Female

e Cenovis Libido for Her A Natural Aphrodisiac - AUST L 94999
(chromium picolinate; Cimicifuga racemosa; Dulacia inopiflora;
Epimedium sagittatum; nicotinamide; pyridoxine hydrochloride;
Tribulus terrestris; Turnera diffusa) - Suspected

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Trade name not specified (felodipine) - Not suspected

* Trade name not specified (gabapentin) - Not suspected

¢ Trade name not specified (oxycodone hydrochloride) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected

* Hepatitis

202504

12/11/2004

Male

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Hepatitis

90865

1/02/1994

78

Male

« Brufen (ibuprofen) - Suspected

e Cytotec (misoprostol) - Suspected

¢ Floxapen (flucloxacillin sodium monohydrate) - Suspected
¢ Isordil (diluted isosorbide dinitrate) - Suspected

o Lasix (furosemide) - Suspected

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Hepatitis

273783

24/09/2010

48

Female

¢ Amoxil (amoxicillin trihydrate) - Suspected

e Arava (leflunomide) - Suspected

e Klacid (clarithromycin) - Suspected

¢ Mobic (meloxicam) - Suspected

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (alprazolam) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (venlafaxine hydrochloride) - Suspected
¢ Zyprexa (olanzapine) - Suspected

¢ Monoplus (Fosinopril sodium; Hydrochlorothiazide) - Not suspected
¢ Nexium (esomeprazole) - Not suspected

e Ostelin Vitamin D (colecalciferol) - Not suspected

¢ Trade name not specified (Product not coded) - Not suspected

¢ Trade name not specified (folic acid) - Not suspected

* Hepatitis fulminant

190916

26/09/2003

29

Female

* Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Hepatitis
* Nausea
* Vomiting

40733

18/12/1985

62

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Hot flush

® Pruritus

* Rash

 Skin exfoliation

135028

11/01/1999

41

Female

e Oruvail SR (Ketoprofen) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Hyperacusis
o Tinnitus

312763

21/01/2013

56

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (ibuprofen) - Suspected

* Tamiflu (oseltamivir) - Not suspected

* Hypersensitivity

722189

21/03/2022

40

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (alprazolam) - Suspected

* Hypertension
* Tachycardia

721563

18/03/2022

70

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (minoxidil) - Suspected
¢ Trade name not specified (spironolactone) - Suspected

* Hypertrichosis
* Maculopathy
* Therapeutic product effect incomplete
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721562 18/03/2022 57 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Hypertrichosis
¢ Trade name not specified (flutamide) - Suspected o Therapeutic product effect incomplete
¢ Trade name not specified (minoxidil) - Suspected
¢ Trade name not specified (spironolactone) - Suspected
174527 15/04/2002 65 Female | Arava (leflunomide) - Suspected ¢ Hypoaesthesia
e Plaguenil (hydroxychloroquine sulfate) - Suspected * Neuropathy peripheral
e Didrocal (calcium carbonate; etidronate disodium) - Not suspected
* Minax (metoprolol tartrate) - Not suspected
* Trade name not specified (aspirin) - Not suspected
* Trade name not specified (prednisone) - Not suspected
e Zantac (ranitidine; ranitidine hydrochloride) - Not suspected
180559 6/11/2002 57 Female | Arava (leflunomide) - Suspected ¢ Hypokalaemia
¢ Avapro (irbesartan) - Suspected * Hyporeflexia
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Neuropathy peripheral
 Salazopyrin EN (sulfasalazine) - Suspected ® Paraesthesia
¢ Trade name not specified (prednisone) - Suspected  Peripheral ischaemia
* Trade name not specified (tamoxifen citrate) - Suspected * Sensory disturbance
364269 21/07/2015 - Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Immune thrombocytopenia
Suspected ¢ [ron deficiency anaemia
¢ Trade name not specified (azathioprine) - Suspected » Off label use
¢ Trade name not specified (mycophenolate mofetil) - Suspected  Systemic lupus erythematosus
* Trade name not specified (prednisolone) - Suspected * Therapeutic response decreased
363879 14/07/2015 - Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Immune thrombocytopenia
Suspected * Iron deficiency anaemia
¢ Trade name not specified (azathioprine) - Suspected ¢ Off label use
¢ Trade name not specified (mycophenolic acid) - Suspected * Systemic lupus erythematosus
¢ Trade name not specified (prednisolone) - Suspected * Therapeutic response decreased
519997 22/02/2021 80 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Immunodeficiency
305831 24/08/2012 80 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected o Infection
¢ Flucloxacillin Sodium (flucloxacillin sodium monohydrate) - Not
suspected
e Lexapro (escitalopram) - Not suspected
* Noten (atenolol) - Not suspected
 Serepax (oxazepam) - Not suspected
680274 10/12/2021 81 Female ¢ Enbrel (Etanercept) - Suspected ¢ Inflammatory marker increased
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Optic atrophy
o Visual impairment
441699 27/08/2018 - Female |e Buscopan (hyoscine butylbromide) - Suspected * Intestinal perforation
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Intussusception
e Intragam 10 (normal immunoglobulin) - Suspected
* Microlax Enema (sodium citrate dihydrate; sodium lauryl
sulfoacetate; sorbitol) - Suspected
¢ Movicol (macrogol 3350; potassium chloride; sodium bicarbonate;
sodium chloride) - Suspected
¢ Mylanta (aluminium hydroxide; magnesium hydroxide; simethicone) -
Suspected
* Novorapid (Insulin aspart) - Suspected
¢ Panadeine (codeine phosphate hemihydrate; paracetamol) -
Suspected
* Slow-K (potassium chloride) - Suspected
¢ Trade name not specified (Enoxaparin) - Suspected
¢ Trade name not specified (aspirin) - Suspected
* Trade name not specified (azathioprine) - Suspected
¢ Trade name not specified (methylprednisolone) - Suspected
¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (ondansetron) - Suspected
* Trade name not specified (oxycodone) - Suspected
¢ Trade name not specified (paracetamol) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
* Xylocaine (lidocaine (lignocaine) hydrochloride) - Suspected
262441 4/02/2010 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Jaundice
205069 8/02/2005 - Male * Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Jaundice
o Liver function test abnormal
335386 21/02/2014 53 Male * Actemra (Tocilizumab) - Suspected * Joint swelling
e Plaguenil (hydroxychloroquine sulfate) - Suspected * Pain
* Panadol (paracetamol) - Not suspected
425921 23/01/2018 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Leukoencephalopathy
¢ Trade name not specified (methotrexate) - Suspected o Viral infection
¢ Trade name not specified (prednisolone) - Suspected
¢ Atorvastatin (atorvastatin) - Not suspected
¢ Trade name not specified (esomeprazole) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (perindopril) - Not suspected
245012 1/10/2008 76 Male ¢ Humira (Adalimumab) - Suspected ¢ Leukopenia

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
* Trade name not specified (leflunomide) - Suspected

* Upper respiratory tract infection
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699989 24/01/2022 20 Female ® APO-Flucloxacillin (flucloxacillin sodium monohydrate) - Suspected o Lip swelling
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Mouth ulceration
* Trade name not specified (phenoxymethylpenicillin) - Suspected ® Rash
366627 31/08/2015 41 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - o Lip swelling
Suspected * Nausea
e Pruritus
® Rash
624751 15/09/2021 35 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected o Lip swelling
 Paraesthesia oral
* Rash pustular
431784 23/04/2018 - Not Specifi e Plaquenil (hydroxychloroquine sulfate) - Suspected e Lip swelling
¢ Pharyngeal oedema
* Unevaluable event
244791 22/09/2008 - Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected e Lip ulceration
¢ Avapro (irbesartan) - Not suspected * Mouth ulceration
e Lipitor (atorvastatin calcium) - Not suspected  Pruritus
e Losec (omeprazole) - Not suspected ® Purpura
¢ Trade name not specified (metformin hydrochloride) - Not suspected |e Rash papular
o Skin exfoliation
433169 14/05/2018 57 Female | Arava (leflunomide) - Suspected o Liquid product physical issue
e Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Palmoplantar pustulosis
 Simponi (Golimumab) - Suspected * Product colour issue
* Trade name not specified (methotrexate) - Not suspected  Psoriatic arthropathy
 Pustular psoriasis
® Rash
313989 14/02/2013 50 Female e Aclasta (zoledronic acid; zoledronic acid monohydrate) - Suspected o Liver function test abnormal
¢ Actemra (Tocilizumab) - Suspected ® Painin jaw
e Crestor (rosuvastatin calcium) - Suspected o Sinusitis
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Tooth abscess
e Salazopyrin (sulfasalazine) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
¢ Micardis (telmisartan) - Not suspected
¢ Norvasc (amlodipine) - Not suspected
¢ Physiotens (moxonidine) - Not suspected
o Seretide MDI (fluticasone propionate; salmeterol xinafoate) - Not
suspected
325180 16/08/2013 - Female e Arava (leflunomide) - Suspected o Liver function test increased
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
o Salazopyrin EN (sulfasalazine) - Suspected
261706 8/01/2010 - Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - o Liver function test increased
Suspected * Pyrexia
* Trade name not specified (sodium valproate) - Suspected * Rash
e Atorvastatin (atorvastatin) - Not suspected
¢ Candesartan-hydrochlorothiazide (candesartan cilexetil;
hydrochlorothiazide) - Not suspected
* Trade name not specified (aspirin) - Not suspected
¢ Trade name not specified (escitalopram) - Not suspected
* Trade name not specified (fenofibrate) - Not suspected
¢ Trade name not specified (nifedipine) - Not suspected
* Trade name not specified (quetiapine) - Not suspected
213565 17/11/2005 48 Female | Arava (leflunomide) - Suspected e Liver injury
e Artane (trihexyphenidyl (benzhexol) hydrochloride) - Suspected
o Efexor (venlafaxine hydrochloride) - Suspected
e Klacid (clarithromycin) - Suspected
* Mobic (meloxicam) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (alprazolam) - Suspected
¢ Trade name not specified (clarithromycin) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
* Zyprexa (olanzapine) - Suspected
o Amoxil (amoxicillin trihydrate) - Not suspected
* Monoplus (Fosinopril sodium; Hydrochlorothiazide) - Not suspected
¢ Nexium (esomeprazole) - Not suspected
* Ostelin 1000 (ergocalciferol) - Not suspected
* Trade name not specified (Product not coded) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
393663 18/08/2016 72 Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Lower respiratory tract infection
415015 28/07/2017 - Female ¢ Enbrel (Etanercept) - Suspected * Lower respiratory tract infection

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

e Pollakiuria
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230385 28/06/2007 54 Female e Arava (leflunomide) - Suspected * Lung neoplasm malignant
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Pneumonia
Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (meloxicam) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected
143416 3/09/1999 48 Male ¢ Plaguenil (hydroxychloroquine sulfate) - Suspected ¢ Lymphopenia
¢ Trade name not specified (Product not coded) - Suspected * Neutropenia
* Trade name not specified (retinol) - Suspected ® Rash erythematous
144887 19/10/1999 62 Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Macular degeneration
433426 16/05/2018 53 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Macular degeneration
¢ Trade name not specified (fluticasone propionate; salmeterol * Maculopathy
xinafoate) - Suspected * Overdose
¢ Trade name not specified (tiotropium) - Suspected * Retinal toxicity
¢ Trade name not specified (methotrexate) - Not suspected ¢ Visual field defect
433427 16/05/2018 69 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Macular degeneration
 Off label use
* Optical coherence tomography abnormal
* Overdose
 Retinal toxicity
e Vision blurred
o Visual field defect
218908 5/06/2006 44 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Macular opacity
¢ Trade name not specified (Product not coded) - Not suspected * Vision blurred
¢ Trade name not specified (prednisone) - Not suspected
494143 29/04/2020 60 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Maculopathy
Suspected  Retinal depigmentation
* Retinal toxicity
494141 29/04/2020 68 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
494140 29/04/2020 55 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Maculopathy
Suspected  Retinal depigmentation
* Retinal toxicity
494136 29/04/2020 57 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
494135 29/04/2020 62 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Maculopathy
Suspected  Retinal depigmentation
* Retinal toxicity
494132 29/04/2020 71 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
494131 29/04/2020 78 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected  Retinal depigmentation
* Retinal toxicity
494130 29/04/2020 63 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
494128 29/04/2020 54 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Maculopathy
Suspected  Retinal depigmentation
* Retinal toxicity
494127 29/04/2020 74 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
494126 29/04/2020 88 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
494125 29/04/2020 55 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal depigmentation
* Retinal toxicity
494123 29/04/2020 75 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
 Retinal depigmentation
* Retinal toxicity
494122 29/04/2020 73 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal depigmentation
* Retinal toxicity
530903 3/04/2021 62 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495391 12/05/2020 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495390 12/05/2020 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495389 12/05/2020 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy

* Retinal toxicity
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495388 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495387 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495386 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495385 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495384 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495383 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495378 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495376 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495375 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495374 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495373 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495372 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495371 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495367 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495366 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495365 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495364 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495363 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495362 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495348 12/05/2020 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
494142 29/04/2020 69 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494139 29/04/2020 63 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494138 29/04/2020 63 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494137 29/04/2020 34 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494134 29/04/2020 57 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494133 29/04/2020 61 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494129 29/04/2020 53 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Maculopathy
Suspected * Retinal toxicity
494124 29/04/2020 50 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
495377 12/05/2020 62 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
* Retinal toxicity
* Toxicity to various agents
495361 12/05/2020 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Maculopathy
e Atorvastatin (atorvastatin) - Not suspected  Retinal toxicity
* Trade name not specified (fluticasone propionate; salmeterol  Toxicity to various agents
xinafoate) - Not suspected
* Trade name not specified (methotrexate) - Not suspected
* Trade name not specified (telmisartan) - Not suspected
* Trade name not specified (tiotropium bromide) - Not suspected
231513 3/08/2007 40 Female |e Humira (Adalimumab) - Suspected ¢ Malignant melanoma
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisone) - Suspected
164233 3/05/2001 64 Female | Betaloc (metoprolol tartrate) - Suspected ¢ Malignant melanoma

e Imuran (azathioprine) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisone) - Suspected

o Skin cancer
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431916 24/04/2018 36 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Maternal exposure during pregnancy
¢ Trade name not specified (azathioprine) - Suspected * Premature delivery
¢ Trade name not specified (paracetamol) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

770094 24/03/2023 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Medication error
e Levothyroxine Sodium (levothyroxine sodium) - Suspected ® Product administration error
e Risedronate (risedronate sodium) - Suspected * Somnolence
¢ Trade name not specified (mirtazapine) - Suspected
* Trade name not specified (pregabalin) - Suspected

340739 19/05/2014 - Female ¢ Actemra (Tocilizumab) - Suspected * Melanocytic naevus
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
o Cellufresh (carmellose sodium) - Not suspected
¢ Endep (amitriptyline hydrochloride) - Not suspected
¢ Endone (oxycodone hydrochloride) - Not suspected
¢ Faverin (Fluvoxamine maleate) - Not suspected
e Lipitor (atorvastatin calcium) - Not suspected
¢ Nexium (esomeprazole) - Not suspected
¢ Panadol (paracetamol) - Not suspected

313514 6/02/2013 55 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Melanosis
e Ostelin Vitamin D (colecalciferol) - Not suspected
¢ Trade name not specified (methotrexate) - Not suspected
¢ Trade name not specified (piroxicam) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected

284599 17/06/2011 65 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Microangiopathic haemolytic anaemia
e Caltrate Plus (calcium carbonate) - Not suspected * Nervous system disorder
e Caltrate Vitamin D (calcium carbonate; colecalciferol) - Not suspected | Pyrexia
* Panadol Osteo (paracetamol) - Not suspected * Renal impairment
* Progynova (estradiol valerate) - Not suspected * Seizure
* Provera (medroxyprogesterone acetate) - Not suspected ¢ Thrombocytopenia
* Trade name not specified (aspirin) - Not suspected
¢ Trade name not specified (metoprolol tartrate) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected

744500 13/07/2022 22 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Migraine

44143 23/10/1986 56 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Mouth haemorrhage
Suspected ® Purpura
* Myocrisin (Sodium aurothiomalate) - Suspected * Rash
¢ Trade name not specified (Tolbutamide) - Suspected * Rectal haemorrhage
* Trade name not specified (naproxen) - Suspected * Thrombocytopenia

417560 5/09/2017 67 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Mouth ulceration
¢ Trade name not specified (methotrexate) - Suspected
e Citalopram (citalopram hydrobromide) - Not suspected
¢ Megafol (folic acid) - Not suspected
¢ Trade name not specified (meloxicam) - Not suspected

209625 8/07/2005 47 Female | Arava (leflunomide) - Suspected * Mouth ulceration
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Seizure
Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (celecoxib) - Not suspected
* Trade name not specified (prednisolone) - Not suspected

460229 21/03/2019 71 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Mouth ulceration
¢ Trade name not specified (leflunomide) - Suspected * Weight decreased
¢ Trade name not specified (methotrexate) - Suspected

163947 19/04/2001 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Multiple congenital abnormalities

414215 17/07/2017 - Not Specifi e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Multiple organ dysfunction syndrome
¢ Trade name not specified (aspirin) - Suspected * Pancytopenia
* Trade name not specified (methotrexate) - Suspected

237854 13/02/2008 - Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Muscle disorder

323577 22/07/2013 21 Male ¢ Bactrim (sulfamethoxazole; trimethoprim) - Suspected * Muscle spasms
¢ Minocycline Hydrochloride (minocycline hydrochloride dihydrate) - ® Paraesthesia
Suspected
¢ Plaguenil (hydroxychloroquine sulfate) - Suspected

271476 29/07/2010 70 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Muscle twitching
e Atacand Plus 16/12.5 (candesartan cilexetil; hydrochlorothiazide) - * Muscular weakness
Not suspected
* Fosamax Once Weekly Tablets (alendronate sodium) - Not suspected
e Levothyroxine Sodium (levothyroxine sodium) - Not suspected
¢ Norvasc (amlodipine) - Not suspected
* Trade name not specified (Product not coded) - Not suspected

175695 27/05/2002 26 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Muscular weakness

Suspected
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222323 10/10/2006 53 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Mycobacterial infection
Suspected * Pneumonia
¢ Trade name not specified (leflunomide) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (prednisone) - Suspected
¢ Trade name not specified (sulfasalazine) - Suspected
¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium
trihydrate) - Not suspected
« Seretide 500/50 Accuhaler (fluticasone propionate; salmeterol
xinafoate) - Not suspected
e Spiriva (tiotropium bromide monohydrate) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
¢ Trade name not specified (meloxicam) - Not suspected
e Tramal SR (tramadol hydrochloride) - Not suspected
486125 17/01/2020 54 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Myocardial infarction
* Metoprolol (metoprolol tartrate) - Not suspected
¢ Trade name not specified (paracetamol) - Not suspected
* Trade name not specified (paroxetine) - Not suspected
247134 15/12/2008 55 Female e Arava (leflunomide) - Suspected * Myocardial infarction
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
e Plavix (clopidogrel) - Suspected
e Lipitor (atorvastatin calcium) - Not suspected
¢ Nexium (esomeprazole) - Not suspected
¢ Panadeine (codeine phosphate hemihydrate; paracetamol) - Not
suspected
* Trade name not specified (ramipril) - Not suspected
472342 29/07/2019 - Not Specifi ® Cyclophosphamide (cyclophosphamide monohydrate) - Suspected * Myocarditis
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ® Product use in unapproved indication
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (mycophenolate mofetil) - Suspected
273302 13/09/2010 - Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Myopathy
* Nexium (esomeprazole) - Not suspected
52042 18/04/1988 57 Female e Orudis (ketoprofen) - Suspected * Nausea
e Plaguenil (hydroxychloroquine sulfate) - Suspected
52038 18/04/1988 42 Female e Orudis (ketoprofen) - Suspected * Nausea
e Plaguenil (hydroxychloroquine sulfate) - Suspected
196957 3/05/2004 64 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Nausea
 Pain
44553 2/12/1986 43 Male * Plaguenil (hydroxychloroquine sulfate) - Suspected * Nausea
¢ Isoptin (verapamil hydrochloride) - Not suspected  Tinnitus
¢ Viokase (Pancreatin) - Not suspected * Vertigo
e Zyloprim (allopurinol) - Not suspected
44811 2/01/1987 63 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Nausea
* Tremor
* Vertigo
105822 12/01/1996 10 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Nausea
¢ Naprosyn (naproxen) - Not suspected * Weight decreased
* Trade name not specified (prednisolone) - Not suspected
119288 21/07/1997 59 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Nervousness
 Tinnitus
174261 8/04/2002 63 Female | Arava (leflunomide) - Suspected * Neuropathy peripheral
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ® Paraesthesia
¢ Noten (atenolol) - Not suspected
¢ Ogen (estropipate (piperazine oestrone sulfate)) - Not suspected
 Rocaltrol (calcitriol) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected
e Zantac (ranitidine; ranitidine hydrochloride) - Not suspected
248276 4/02/2009 - Female |e Lipitor (atorvastatin calcium) - Suspected * Neutropenia
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Aropax (paroxetine hydrochloride) - Not suspected
¢ Indocid (indometacin) - Not suspected
e Losec (omeprazole) - Not suspected
* Micardis Plus (hydrochlorothiazide; telmisartan) - Not suspected
399215 18/11/2016 52 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Night blindness
® Ocular toxicity
® Retinal injury
 Visual acuity reduced
228663 18/05/2007 66 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ¢ Nightmare
95332 26/08/1994 55 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Nocturia
* Moduretic (amiloride hydrochloride dihydrate; hydrochlorothiazide) - | Polyuria

Not suspected
¢ Naprosyn (naproxen) - Not suspected
* Ogen (estropipate (piperazine oestrone sulfate)) - Not suspected
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391320

6/07/2016

50

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (colchicine) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (Rifampicin) - Not suspected

¢ Trade name not specified (ethambutol hydrochloride) - Not
suspected

¢ Trade name not specified (isoniazid) - Not suspected

* Trade name not specified (pyrazinamide) - Not suspected

* Nodular vasculitis
¢ Product use issue
* Rebound effect

220185

18/07/2006

65

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
e Losec (omeprazole) - Not suspected
* Trade name not specified (simvastatin) - Not suspected

* Oedema peripheral

178224

21/08/2002

23

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Oedema
* Rash

508903

8/10/2020

55

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (lopinavir; ritonavir) - Suspected

* Trade name not specified (azithromycin) - Not suspected

* Trade name not specified (ceftriaxone) - Not suspected

 Off label use
* Respiratory failure

742163

24/06/2022

55

Female

¢ Cyclophosphamide (cyclophosphamide monohydrate) - Suspected
¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (Anakinra) - Suspected

¢ Trade name not specified (betamethasone dipropionate) - Suspected
¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (colchicine) - Suspected

¢ Trade name not specified (dapsone) - Suspected

¢ Trade name not specified (indometacin) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (potassium iodide) - Suspected

¢ Trade name not specified (rituximab) - Suspected

¢ Trade name not specified (thalidomide) - Suspected

o Off label use
* Treatment failure

721564

18/03/2022

82

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (dutasteride) - Suspected

¢ Trade name not specified (minoxidil) - Suspected

¢ Trade name not specified (spironolactone) - Suspected

® Orthostatic hypotension
* Therapeutic product effect incomplete

224173

19/12/2006

86

Male

e Actonel (risedronate sodium) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisone) - Suspected

* Osteonecrosis of jaw

177098

14/07/2002

55

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

e Arava (leflunomide) - Not suspected

e Celebrex (celecoxib) - Not suspected

® Premarin (conjugated estrogens) - Not suspected

* Provera (medroxyprogesterone acetate) - Not suspected

¢ Otorrhoea

357663

16/04/2015

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisolone) - Not suspected

 Pancreatitis

413938

12/07/2017

74

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisolone) - Suspected

* Pancreatitis necrotising

488469

17/02/2020

Not Specifi

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (aspirin) - Suspected
* Trade name not specified (methotrexate) - Suspected

* Pancytopenia

237704

7/02/2008

84

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (trimethoprim) - Suspected

¢ Trade name not specified (pantoprazole) - Not suspected

* Pancytopenia

231307

30/07/2007

32

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (methotrexate) - Suspected

e Alu-tab (aluminium hydroxide) - Not suspected

¢ Trade name not specified (calcitriol) - Not suspected

¢ Trade name not specified (folic acid) - Not suspected

¢ Trade name not specified (pantoprazole) - Not suspected

¢ Trade name not specified (venlafaxine hydrochloride) - Not suspected
o Trifeme 28 (ethinylestradiol; levonorgestrel) - Not suspected

* Pancytopenia

72647

28/08/1991

65

Male

 Celestone-M (betamethasone valerate) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisolone) - Suspected

* Pancytopenia

193782

9/01/2004

66

Female

¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium
trihydrate) - Suspected

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (leflunomide) - Suspected

¢ Trade name not specified (meloxicam) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

* Pancytopenia
* Renal impairment

460759

27/03/2019

Not Specif]

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

 Parkinson's disease
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744043 8/07/2022 46 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Pemphigus
¢ Trade name not specified (Omalizumab) - Suspected  Pruritus
¢ Trade name not specified (montelukast) - Suspected * Treatment failure
o XELJANZ (tofacitinib) - Suspected
460332 22/03/2019 49 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Pharyngeal swelling
¢ Trade name not specified (sulfasalazine) - Suspected * Rash
* Trade name not specified (prednisolone) - Not suspected
196391 13/04/2004 49 Female e Plaquenil (hydroxychloroquine sulfate) - Suspected * Photopsia
* Trade name not specified (prednisolone) - Not suspected ® Pruritus
223012 9/11/2006 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Photopsia
o Levothyroxine Sodium (levothyroxine sodium) - Not suspected * Retinal detachment
¢ Trade name not specified (prednisone) - Not suspected  Vitreous floaters
316427 27/03/2013 62 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Photosensitivity reaction
» Caduet 10/20 (amlodipine besilate; Atorvastatin calcium) - Not
suspected
107220 22/03/1996 62 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Photosensitivity reaction
o Feldene (piroxicam) - Not suspected
76274 31/03/1992 40 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Photosensitivity reaction
¢ Trade name not specified (prednisolone) - Suspected
69028 8/01/1991 63 Female e |soptin (verapamil hydrochloride) - Suspected * Photosensitivity reaction
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
66723 25/07/1990 64 Female ¢ Indocid (indometacin) - Suspected * Photosensitivity reaction
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
63644 6/12/1989 72 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Photosensitivity reaction
¢ Naprosyn (naproxen) - Not suspected
43604 25/09/1986 64 Male e Plaquenil (hydroxychloroquine sulfate) - Suspected * Photosensitivity reaction
e Clinoril (sulindac) - Not suspected
¢ Trade name not specified (prednisone) - Not suspected
42318 29/05/1986 73 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Photosensitivity reaction
¢ Rhusal (Aspirin) - Suspected
136023 8/02/1999 55 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Photosensitivity reaction
Suspected * Rash maculo-papular
* Trade name not specified (azathioprine) - Suspected
¢ Trade name not specified (calcitriol) - Suspected
¢ Trade name not specified (cisapride) - Suspected
¢ Trade name not specified (omeprazole) - Suspected
¢ Trade name not specified (prednisone) - Suspected
¢ Trade name not specified (Methysergide maleate) - Not suspected
¢ Trade name not specified (amitriptyline hydrochloride) - Not
suspected
* Trade name not specified (enalapril maleate) - Not suspected
234142 8/10/2007 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Photosensitivity reaction
* Skin hyperpigmentation
245630 20/10/2008 - Female | Plaquenil (hydroxychloroquine sulfate) - Suspected * Pigmentation disorder
e Actonel (risedronate sodium) - Not suspected
e Caltrate (calcium carbonate) - Not suspected
e Celebrex (celecoxib) - Not suspected
¢ Trade name not specified (mycophenolate mofetil) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected
470220 3/07/2019 - Not Specifi ® Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Pneumocystis jirovecii pneumonia
* Trade name not specified (rituximab) - Suspected
422446 22/11/2017 - Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Pneumonia
222285 10/10/2006 64 Female |e Arava (leflunomide) - Suspected e Pneumonia
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
¢ Trade name not specified (methotrexate) - Suspected
210251 28/07/2005 57 Female e Arava (leflunomide) - Suspected * Pneumonia
¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
¢ Trade name not specified (celecoxib) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected
* Trade name not specified (sulfasalazine) - Not suspected
425994 24/01/2018 77 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Pneumonia
¢ Trade name not specified (methotrexate) - Suspected * Rheumatoid lung
¢ Codalgin Forte (codeine phosphate hemihydrate; doxylamine
succinate; paracetamol) - Not suspected
o Karvea (irbesartan) - Not suspected
704627 2/02/2022 - Male ¢ Plaguenil (hydroxychloroquine sulfate) - Suspected e Product use in unapproved indication
* Rectal haemorrhage
403752 16/02/2017 70 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
e Crestor (rosuvastatin calcium) - Not suspected
109007 6/06/1996 48 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected  Pruritus

» Orudis (ketoprofen) - Not suspected
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91429 7/03/1994 43 Female ¢ Maxolon (metoclopramide hydrochloride) - Suspected  Pruritus
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Naprosyn (naproxen) - Not suspected
® Premarin (conjugated estrogens) - Not suspected
e Primolut N (norethisterone) - Not suspected
1109 8/08/1985 36 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected e Pruritus
o Clinoril (sulindac) - Not suspected
126943 27/04/1998 79 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
e Cardizem CD (diltiazem hydrochloride) - Not suspected ® Psoriasis
* Trade name not specified (atenolol) - Not suspected * Rash
¢ Trade name not specified (metformin hydrochloride) - Not suspected
¢ Trade name not specified (prednisolone) - Not suspected
310492 26/11/2012 17 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Pruritus
Suspected * Rash
152648 16/05/2000 57 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected e Pruritus
* Rash
119005 11/07/1997 57 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
¢ Zantac (ranitidine; ranitidine hydrochloride) - Suspected * Rash
e Voltaren (diclofenac potassium; diclofenac sodium) - Not suspected
62855 12/10/1989 60 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected * Pruritus
* Rash
146003 18/11/1999 50 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected e Pruritus
* Trade name not specified (prazosin hydrochloride) - Not suspected ® Rash erythematous
115647 26/02/1997 51 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected  Pruritus
* Trade name not specified (prednisolone) - Not suspected * Rash maculo-papular
67544 24/09/1990 37 Female e Caltrate (calcium carbonate) - Suspected  Pruritus
* Isoptin SR (verapamil hydrochloride) - Suspected * Rash maculo-papular
* Plaguenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
* Voltaren (diclofenac potassium; diclofenac sodium) - Suspected
43456 4/09/1986 74 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
e Voltaren (diclofenac potassium; diclofenac sodium) - Suspected * Rash maculo-papular
e Zyloprim (allopurinol) - Suspected
¢ Trade name not specified (prednisone) - Not suspected
42773 27/06/1986 67 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected  Pruritus
* Trade name not specified (prednisone) - Not suspected * Rash maculo-papular
¢ Voltaren (diclofenac potassium; diclofenac sodium) - Not suspected
23503 26/08/1980 32 Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
¢ Indocid (indometacin) - Not suspected * Rash maculo-papular
¢ Trade name not specified (aspirin) - Not suspected
¢ Trade name not specified (erythromycin) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
107657 1/04/1996 72 Male * Plaguenil (hydroxychloroquine sulfate) - Suspected e Pruritus
¢ Trade name not specified (prednisolone) - Not suspected * Rash maculo-papular
 Urticaria
127424 13/05/1998 58 Female e Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
e Cardizem CD (diltiazem hydrochloride) - Not suspected * Rash
e Clinoril (sulindac) - Not suspected  Skin exfoliation
¢ Oroxine (levothyroxine sodium) - Not suspected
¢ Trade name not specified (aspirin) - Not suspected
136147 12/02/1999 77 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Pruritus
e Ledertrexate (Methotrexate) - Not suspected  Urticaria
¢ Norvasc (amlodipine) - Not suspected
¢ Oroxine (levothyroxine sodium) - Not suspected
e Serc (betahistine dihydrochloride) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
170365 27/11/2001 36 Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Psychotic disorder
220203 18/07/2006 71 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Pulmonary tuberculosis
¢ Trade name not specified (Adalimumab) - Suspected
¢ Trade name not specified (Gold) - Suspected
¢ Trade name not specified (methotrexate) - Suspected
¢ Trade name not specified (sulfasalazine) - Suspected
262719 11/02/2010 55 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ® Purpura
* Nexium (esomeprazole) - Not suspected * Rash maculo-papular
2703 25/07/1984 63 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected ® Purpura
¢ Indocid (indometacin) - Not suspected ¢ Thrombocytopenia
* Trade name not specified (prednisolone) - Not suspected
197175 10/05/2004 54 Female o Keflex (cefalexin monohydrate) - Suspected ® Pustule
¢ Naprosyn SR (naproxen) - Suspected * Rash
¢ Plaguenil (hydroxychloroquine sulfate) - Suspected
700424 25/01/2022 35 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Rash
508543 2/10/2020 - Female |e CIMZIA (Certolizumab pegol) - Suspected ® Rash

e Plaguenil (hydroxychloroquine sulfate) - Suspected
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450623

15/11/2018

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

e Lantus (Insulin glargine) - Not suspected

¢ Metformin (metformin hydrochloride) - Not suspected

¢ Metoprolol (metoprolol tartrate) - Not suspected

¢ Trade name not specified (colecalciferol) - Not suspected
¢ Trade name not specified (irbesartan) - Not suspected

* Rash

426803

6/02/2018

67

Female

* Plaguenil (hydroxychloroquine sulfate) - Suspected

e Cipramil (citalopram hydrobromide) - Not suspected

e Coversyl (perindopril) - Not suspected

e Lengout (colchicine) - Not suspected

e Tazac (nizatidine) - Not suspected

¢ Trade name not specified (metoprolol tartrate) - Not suspected
* Trade name not specified (prednisone) - Not suspected

® Rash

305966

28/08/2012

11

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Rash

196544

19/04/2004

77

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Rash

175796

24/05/2002

69

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
e Salazopyrin EN (sulfasalazine) - Not suspected
* Trade name not specified (prednisolone) - Not suspected

* Rash

170016

16/11/2001

52

Male

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Rash

166212

9/07/2001

Female

e Arava (leflunomide) - Suspected

e Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Fenac (Diclofenac sodium) - Not suspected

* Microgynon (ethinyloestradiol; levonorgestrel) - Not suspected
* Salazopyrin (sulfasalazine) - Not suspected

® Rash

142399

5/08/1999

49

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Rash

126618

14/04/1998

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Rash

86702

10/08/1993

49

Female

o Keflex (cefalexin monohydrate) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
* Premarin (conjugated estrogens) - Not suspected

* Rash

71533

26/06/1991

36

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Rash

35050

25/07/1984

79

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

® Rash

7424

8/02/1973

70

Male

¢ Indocid (indometacin) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (Product not coded) - Suspected

® Rash

188350

9/07/2003

71

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisolone) - Not suspected

® Rash erythematous

122815

26/11/1997

78

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisone) - Not suspected

® Rash erythematous

103379

6/09/1995

73

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Celestone (betamethasone) - Not suspected

* Murelax (oxazepam) - Not suspected

e Zantac (ranitidine; ranitidine hydrochloride) - Not suspected

® Rash erythematous
o Skin exfoliation

216340

8/03/2006

46

Female

* Plaguenil (hydroxychloroquine sulfate) - Suspected
e Celebrex (celecoxib) - Not suspected
* Norvasc (amlodipine) - Not suspected

* Rash generalised
o Skin exfoliation
 Urticaria

475284

29/08/2019

80

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Antroquoril (betamethasone valerate) - Not suspected

¢ Atacand (candesartan cilexetil) - Not suspected

¢ Mersyndol Forte (codeine phosphate hemihydrate; doxylamine
succinate; paracetamol) - Not suspected

¢ Oroxine (levothyroxine sodium) - Not suspected

¢ Trade name not specified (aspirin) - Not suspected

¢ Trade name not specified (menthol) - Not suspected

¢ Trade name not specified (prednisolone) - Not suspected

¢ Trade name not specified (pregabalin) - Not suspected

* Rash macular

536998

14/04/2021

32

Male

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

* Rash maculo-papular

536997

14/04/2021

48

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

* Rash maculo-papular

354233

10/02/2015

20

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Trade name not specified (colecalciferol) - Not suspected

¢ Trade name not specified (ibuprofen) - Not suspected

* Trade name not specified (prednisolone) - Not suspected

* Rash maculo-papular

172918

18/02/2002

60

Male

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

e Lipitor (atorvastatin calcium) - Not suspected

* Salazopyrin (sulfasalazine) - Not suspected

* Rash maculo-papular

119352

23/07/1997

60

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Rash maculo-papular

68145

1/11/1990

77

Male

¢ Noten (atenolol) - Suspected

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Aldomet (methyldopa; methyldopa sesquihydrate) - Not suspected
¢ Lanoxin PG (digoxin) - Not suspected

* Rash maculo-papular

291199

1/11/2011

73

Male

* Plaguenil (hydroxychloroquine sulfate) - Suspected

e Crestor (rosuvastatin calcium) - Not suspected

e Diaformin (metformin hydrochloride) - Not suspected

* Trade name not specified (prednisolone) - Not suspected
* Trade name not specified (ramipril) - Not suspected

* Rash maculo-papular
 Rash pruritic
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83597 24/03/1993 60 Male ¢ Aurorix (moclobemide) - Suspected * Rash morbilliform
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
e Diprivan (propofol) - Not suspected
¢ Trade name not specified (aspirin) - Not suspected
512110 16/11/2020 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Rash pruritic
475418 30/08/2019 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Rash pruritic
336729 18/03/2014 - Male * APO-Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Rash pruritic
255454 15/08/2009 36 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Rash pruritic
201347 29/09/2004 53 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Rash pruritic
¢ Trade name not specified (folic acid) - Not suspected
* Trade name not specified (methotrexate) - Not suspected
* Trade name not specified (prednisolone) - Not suspected
249255 13/03/2009 - Female ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected ® Rash pustular
¢ Trade name not specified (Product not coded) - Not suspected
165330 12/06/2001 61 Not Specifi » Plaguenil (hydroxychloroquine sulfate) - Suspected ® Rash pustular
259737 11/11/2009 56 Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Rash
Suspected * Rash maculo-papular
¢ Trade name not specified (trimethoprim) - Suspected
¢ Trade name not specified (lisinopril) - Not suspected
588211 19/07/2021 43 Female |e APO-Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ® Rash
* Rash maculo-papular
 Rash pruritic
 Throat irritation
368993 13/10/2015 - Female |e Botox (Botulinim toxin type a) - Suspected e Rash
e Plaquenil (hydroxychloroquine sulfate) - Suspected e Urticaria
¢ Trade name not specified (erythromycin) - Suspected
¢ Trade name not specified (prednisone) - Suspected
93415 1/06/1994 56 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected  Red blood cell abnormality
* Trade name not specified (enalapril maleate) - Not suspected
¢ Trade name not specified (ranitidine) - Not suspected
¢ Voltaren (diclofenac potassium; diclofenac sodium) - Not suspected
330176 5/11/2013 31 Female |e Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Renal impairment
Suspected
¢ Codalgin Forte (codeine phosphate hemihydrate; doxylamine
succinate; paracetamol) - Not suspected
¢ Esomeprazole Magnesium Trihydrate (esomeprazole magnesium
trihydrate) - Not suspected
¢ Trade name not specified (sertraline hydrochloride) - Not suspected
106564 21/02/1996 41 Male ¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Retinal disorder
¢ Trade name not specified (methotrexate) - Not suspected
51475 18/01/1988 67 Female |e Plaquenil (hydroxychloroquine sulfate) - Suspected * Retinal disorder
423639 8/12/2017 54 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Retinal disorder
Suspected * Toxicity to various agents
438568 9/07/2018 62 Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
763188 27/12/2022 53 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763187 27/12/2022 50 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763186 27/12/2022 34 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763184 27/12/2022 57 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763183 27/12/2022 50 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763182 27/12/2022 54 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763181 27/12/2022 62 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763180 27/12/2022 57 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763179 27/12/2022 55 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763178 27/12/2022 78 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763177 27/12/2022 88 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763176 27/12/2022 55 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763175 27/12/2022 73 Male ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763174 27/12/2022 54 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763173 27/12/2022 69 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity

* Retinopathy
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763172 27/12/2022 69 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763171 27/12/2022 63 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763165 27/12/2022 57 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763164 27/12/2022 63 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763163 27/12/2022 74 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected e Retinal toxicity
* Retinopathy
763162 27/12/2022 62 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763161 27/12/2022 71 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected  Retinal toxicity
* Retinopathy
763160 27/12/2022 60 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763159 27/12/2022 75 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
763157 27/12/2022 58 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
* Retinopathy
401480 30/12/2016 53 Female ¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Retinal toxicity
o Visual field defect
262942 18/02/2010 - Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Retinopathy
Suspected
427161 12/02/2018 63 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Rheumatoid arthritis
Suspected
¢ Trade name not specified (ciclosporin) - Not suspected
¢ Trade name not specified (methotrexate) - Not suspected
396335 4/10/2016 - Female |e Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected ¢ Rheumatoid arthritis
* Trade name not specified (methotrexate) - Not suspected
128500 18/06/1998 16 Female e Losec (omeprazole) - Suspected  Rhinitis
e Orudis SR (Ketoprofen) - Suspected
e Plaguenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (Cod-liver oil) - Suspected
309972 14/11/2012 - Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -  Right ventricular failure
Suspected
¢ Trade name not specified (Product not coded) - Not suspected
¢ Trade name not specified (amitriptyline hydrochloride) - Not
suspected
¢ Trade name not specified (estradiol valerate) - Not suspected
¢ Trade name not specified (pantoprazole) - Not suspected
¢ Trade name not specified (paracetamol) - Not suspected
¢ Trade name not specified (varenicline) - Not suspected
122091 3/11/1997 56 Female |e MS Contin (morphine sulfate pentahydrate) - Suspected ® Scleroderma
¢ Orudis SR (Ketoprofen) - Suspected  Skin necrosis
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (Interferon alfa-2a) - Suspected
¢ Trade name not specified (felodipine) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
349597 31/10/2014 69 Male e Plaguenil (hydroxychloroquine sulfate) - Suspected  Seizure
e Avapro (irbesartan) - Not suspected
e Pariet (rabeprazole sodium) - Not suspected
e Zocor (simvastatin) - Not suspected
428043 23/02/2018 - Male ¢ Orencia (Abatacept) - Suspected o Sinusitis fungal
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected * Synovitis
¢ Trade name not specified (azathioprine) - Suspected  VIth nerve paralysis
¢ Trade name not specified (ciclosporin) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
140338 8/06/1999 13 Female | Plaquenil (hydroxychloroquine sulfate) - Suspected o Skin discolouration
298386 3/04/2012 64 Male ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - ¢ Small cell lung cancer
Suspected
¢ Trade name not specified (leflunomide) - Suspected
¢ Trade name not specified (prednisolone) - Suspected
e Zoladex (goserelin; goserelin acetate) - Suspected
e Coversyl (perindopril) - Not suspected
* Trade name not specified (Product not coded) - Not suspected
42125 20/05/1986 34 Female e Mysteclin V (Nystatin; Tetracycline hydrochloride) - Interaction * Somnolence
¢ Plaquenil (hydroxychloroquine sulfate) - Interaction * Syncope
442380 31/08/2018 - Female ¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) - * Stevens-Johnson syndrome
Suspected
* Trade name not specified (prednisolone) - Not suspected
408676 9/05/2017 13 Not Specifi » APO-Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected * Stevens-Johnson syndrome

* Trade name not specified (beclometasone dipropionate) - Not
suspected
* Trade name not specified (prednisolone) - Not suspected
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407787

24/04/2017

13

Female

¢ APO-Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (beclometasone dipropionate) - Not
suspected

¢ Trade name not specified (omeprazole) - Not suspected

* Trade name not specified (prednisolone) - Not suspected

* Stevens-Johnson syndrome

407077

12/04/2017

13

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

 Stevens-Johnson syndrome

348611

13/10/2014

50

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

 Stevens-Johnson syndrome

23879

21/10/1980

75

Male

* Moduretic (amiloride hydrochloride dihydrate; hydrochlorothiazide) -
Suspected

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Trade name not specified (naproxen) - Suspected

 Systemic lupus erythematosus rash

744631

13/07/2022

33

Female

e Clindamycin (clindamycin) - Suspected

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Minocycline Hydrochloride (minocycline hydrochloride dihydrate) -
Suspected

¢ Trade name not specified (Rifampicin) - Suspected

¢ Trade name not specified (ciprofloxacin hydrochloride) - Suspected
¢ Trade name not specified (isotretinoin) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

* Trade name not specified (triamcinolone) - Suspected

* Therapeutic product effect incomplete

744629

13/07/2022

67

Male

e Clindamycin (clindamycin) - Suspected

e Clobetasol (clobetasol propionate) - Suspected

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
* MK-3222 (tildrakizumab) - Suspected

¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (triamcinolone) - Suspected

* Therapeutic product effect incomplete

516280

11/01/2021

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (ciclosporin) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
* Trade name not specified (prednisone) - Suspected

* Trade name not specified (thalidomide) - Suspected

* Therapeutic product effect incomplete

300852

23/05/2012

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

* Thrombocytopenia

227521

12/04/2007

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (leflunomide) - Suspected

¢ Trade name not specified (methotrexate) - Suspected

e Celebrex (celecoxib) - Not suspected

¢ Doxycycline Hyclate (doxycycline hyclate) - Not suspected
e Pariet (rabeprazole sodium) - Not suspected

* Symbicort Turbuhaler 200/6 (budesonide; formoterol (eformoterol)
fumarate dihydrate) - Not suspected

¢ Trade name not specified (atenolol) - Not suspected

¢ Trade name not specified (folic acid) - Not suspected

e Zocor (simvastatin) - Not suspected

* Thrombocytopenia

211610

12/09/2005

35

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisolone) - Not suspected

* Thrombocytopenia

158156

28/09/2000

74

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (ceftriaxone) - Suspected
¢ Trade name not specified (methotrexate) - Suspected

* Thrombocytopenia

64136

24/01/1990

54

Male

¢ Naprosyn (naproxen) - Suspected

e Plaguenil (hydroxychloroquine sulfate) - Suspected
e Ridaura (Auranofin) - Suspected

e Salazopyrin (sulfasalazine) - Suspected

¢ Trade name not specified (Sulindac) - Suspected

* Trade name not specified (atenolol) - Suspected

¢ Thrombocytopenia

364533

27/07/2015

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

e Thrombotic thrombocytopenic purpura

159072

6/11/2000

Not Specif]

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

 Tinnitus

415823

10/08/2017

27

Female

e Flucloxacillin (flucloxacillin sodium monohydrate) - Suspected

¢ Hydroxchloroquine RBX (hydroxychloroquine sulfate) - Suspected
e Piptaz (piperacillin sodium; tazobactam sodium) - Suspected

¢ Trade name not specified (aciclovir) - Suspected

¢ Trade name not specified (clonazepam) - Suspected

¢ Trade name not specified (doxycycline) - Suspected

¢ Trade name not specified (ganciclovir) - Suspected

¢ Trade name not specified (ivermectin) - Suspected

¢ Trade name not specified (levetiracetam) - Suspected

* Trade name not specified (moxifloxacin) - Suspected

* Toxic epidermal necrolysis

263630

10/03/2010

62

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisone) - Suspected

* Toxic epidermal necrolysis

263056

23/02/2010

62

Female

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

* Toxic epidermal necrolysis

220842

16/08/2006

77

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Actonel (risedronate sodium) - Not suspected

o Coversyl Plus (indapamide hemihydrate; perindopril arginine) - Not
suspected

e Disprin (aspirin) - Not suspected

¢ Sotacor (Sotalol hydrochloride) - Not suspected

¢ Trade name not specified (prednisolone) - Not suspected

* Toxic epidermal necrolysis
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73425

18/09/1991

58

Male

¢ Atarax (hydroxyzine embonate) - Suspected
¢ Betnovate (betamethasone) - Suspected
¢ Plaguenil (hydroxychloroquine sulfate) - Suspected

* Toxic epidermal necrolysis

486384

21/01/2020

59

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (clonazepam) - Suspected

¢ Trade name not specified (desvenlafaxine) - Suspected

¢ Trade name not specified (mirtazapine) - Suspected

¢ Trade name not specified (oxazepam) - Suspected

* Trade name not specified (pregabalin) - Suspected

¢ Trade name not specified (promethazine hydrochloride) - Suspected
¢ Trade name not specified (tapentadol) - Suspected

¢ Trade name not specified (amitriptyline) - Not suspected

* Trade name not specified (leflunomide) - Not suspected

¢ Trade name not specified (sulfasalazine) - Not suspected

 Toxicity to various agents

742524

27/06/2022

24

Male

 Botulinum Toxin Type A (Botulinim toxin type a) - Suspected

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected
* Propranolol (propranolol hydrochloride) - Suspected

¢ Trade name not specified (Omalizumab) - Suspected

¢ Trade name not specified (ciclosporin) - Suspected

* Trade name not specified (gabapentin) - Suspected

¢ Trade name not specified (methylprednisolone) - Suspected

¢ Trade name not specified (montelukast) - Suspected

¢ Trade name not specified (mycophenolate mofetil) - Suspected
¢ Trade name not specified (oxybutynin hydrochloride) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

* Trade name not specified (pregabalin) - Suspected

¢ Trade name not specified (sodium cromoglycate) - Suspected

* Trade name not specified (danazol) - Not suspected

* Treatment failure

503809

12/08/2020

Female

¢ Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (fexofenadine hydrochloride) - Suspected
¢ Trade name not specified (montelukast) - Suspected

* Treatment failure

209161

28/06/2005

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

e Celebrex (celecoxib) - Not suspected

* Trade name not specified (methotrexate) - Not suspected
* Trade name not specified (prednisolone) - Not suspected

* Tremor

167334

8/08/2001

77

Not Specif]

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Fosamax (alendronate sodium) - Not suspected
o Murelax (oxazepam) - Not suspected

* Tremor

536999

14/04/2021

45

Female

» Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

 Urticaria

397607

26/10/2016

Female

» Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

 Urticaria

362829

30/06/2015

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

 Urticaria

329932

4/11/2013

90

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

 Urticaria

329930

4/11/2013

Female

* APO-Hydroxychloroquine (hydroxychloroquine sulfate) - Suspected

 Urticaria

205570

25/02/2005

67

Female

¢ Nexium (esomeprazole) - Suspected

e Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (metoprolol tartrate) - Suspected
¢ Diamicron MR (gliclazide) - Not suspected

e Kinidin Durules (quinidine bisulfate) - Not suspected

* Trade name not specified (pilocarpine) - Not suspected

 Urticaria

62279

14/08/1989

28

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
* Trade name not specified (prednisolone) - Not suspected

e Urticaria

173014

21/02/2002

Male

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Vaginal haemorrhage
* Vulvovaginal discomfort

141850

22/07/1999

77

Male

e Brufen (ibuprofen) - Suspected
¢ Plaquenil (hydroxychloroquine sulfate) - Suspected
¢ Trade name not specified (prednisone) - Suspected

 Vasculitis

188842

25/07/2003

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Vertigo

172712

14/02/2002

Female

e Plaguenil (hydroxychloroquine sulfate) - Suspected

* Vertigo

329223

25/10/2013

64

Female

* Plaguenil (hydroxychloroquine sulfate) - Suspected

¢ Candesartan-hydrochlorothiazide (candesartan cilexetil;
hydrochlorothiazide) - Not suspected

* Trade name not specified (atenolol) - Not suspected

¢ Trade name not specified (colecalciferol) - Not suspected
¢ Trade name not specified (folic acid) - Not suspected

* Trade name not specified (leflunomide) - Not suspected

* Trade name not specified (methotrexate) - Not suspected
* Trade name not specified (prednisolone) - Not suspected

* Vertigo
 Vestibular nystagmus
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315011

5/03/2013

Female

¢ Atorvastatin (atorvastatin) - Suspected

e Levothyroxine Sodium (levothyroxine sodium) - Suspected

¢ Panadol Osteo (paracetamol) - Suspected

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

¢ Trade name not specified (amitriptyline hydrochloride) - Suspected
¢ Trade name not specified (prednisolone) - Suspected

¢ Trade name not specified (ramipril) - Suspected

¢ Trade name not specified (folic acid) - Not suspected

 VVestibular neuronitis

453947

28/12/2018

Female

¢ Plaquenil (hydroxychloroquine sulfate) - Suspected

o Vision blurred

75504

11/02/1992

59

Male

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected
¢ Trade name not specified (prednisolone) - Suspected

e Visual impairment

57124

19/10/1988

69

Male

* Doloxene (dextropropoxyphene napsilate monohydrate) - Suspected
e Ecotrin (Aspirin) - Suspected

¢ Feldene (piroxicam) - Suspected

¢ Hydroxychloroquine Sulphate (hydroxychloroquine sulfate) -
Suspected

¢ Mogadon (nitrazepam) - Suspected

* Tagamet (Cimetidine) - Suspected

¢ Trade name not specified (diazepam) - Not suspected

 Visual impairment
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