Generic Name Reaction Cases (In-peri 1 ~ Sole-Suspect (In-peri S DPAR Date

Lymph node pain 40 71 39 70 6.34 4.38 1 71 23483 46 96758 1.61 1.22 9/29/2021
Lymphadenopathy 703 1275 693 1252 3.81 3.54 1 1275 22279 1375 95429 1.30 1.20 9/29/2021
Atrial tachycardia 3 4 3 4 411 1.03 1 4 23550 4 96800 1.12 -0.64 9/29/2021
Cardiac discomfort 5 5 5 5 20.55 2.40 1 5 23549 1 96803 1.72 0.15 9/29/2021
Cardiac flutter 18 21 18 21 7.19 3.54 1 21 23533 12 96792 1.63 0.90 9/29/2021
Cardiac tamponade 3 3 3 31233 1.28 1 3 23551 1 96803 1.45 -0.62 9/29/2021
Cardiomegaly 8 8 6 6 5.48 1.90 1 8 23546 6 96798 1.39 0.18 9/29/2021
Cardiomyopathy 5 6 5 5 3.52 1.18 1 6 23548 7 96797 1.09 -0.32 9/29/2021
Myocarditis 94 103 90 98 9.62 6.76 1 103 23451 44 96760 1.82 1.50 9/29/2021
Palpitations 438 680 435 674 4.45 4.00 1 680 22874 628 96176 1.41 1.28 9/29/2021
Pericardial effusion 17 19 16 18 3.90 2.08 1 19 23535 20 96784 1.26 0.43 9/29/2021
Pericarditis 215 237 204 225 12.33 9.56 1 237 23317 79 96725193 1.71 9/29/2021
Sinus bradycardia 1 4 1 4 411 1.03 1 4 23550 4 96800 1.12 -0.64 9/29/2021
Sinus tachycardia 10 12 9 11 3.52 1.63 1 12 23542 14 96790 1.16 0.18 9/29/2021
Ventricular extrasystoles 6 6 6 6 4.11 1.33 1 6 23548 6 96798 1.19 -0.22 9/29/2021
Ear discomfort 11 21 11 20 3.20 1.81 1 21 23533 27 96777 1.12 0.39 9/29/2021
Eustachian tube obstruction 6 7 6 7 9.59 2.48 1 7 23547 3 96801 1.61 0.31 9/29/2021
Hyperthyroidism 3 7 3 7 4.79 1.61 1 7 23547 6 96798 1.30 0.00 9/29/2021
Iritis 1 4 1 4 3.29 0.88 1 4 23550 5 96799 0.99 -0.77 9/29/2021
Ocular discomfort 12 15 12 15 6.85 3.00 1 15 23539 9 96795 1.58 0.71 9/29/2021
Anaesthesia oral 1 5 1 5 20.55 2.40 1 5 23549 1 96803 1.72 0.15 9/29/2021
Gastric ulcer 2 3 2 3 6.16 1.03 1 3 23551 2 96802 1.24 -0.83 9/29/2021
Gastritis 11 14 11 14 4.79 2.22 1 14 23540 12 96792 1.38 0.47 9/29/2021
Intestinal ischaemia 2 4 2 4 3.29 0.88 1 4 23550 5 96799 0.99 -0.77 9/29/2021
Oral discomfort 7 13 7 13 4.45 2.03 1 13 23541 12 96792 1.32 0.39 9/29/2021
Pancreatitis acute 1 4 1 4 548 1.23 1 4 23550 3 96801 1.27 -0.50 9/29/2021
Tongue discomfort 6 6 6 6 3.08 1.07 1 6 23548 8 96796 1.00 -0.41 9/29/2021
Tongue pruritus 1 6 1 6 3.52 1.18 1 6 23548 7 96797 1.09 -0.32 9/29/2021
Axillary pain 41 78 40 76 3.68 2.72 1 78 23476 87 96717 1.26 0.88 9/29/2021
Chest discomfort 380 622 371 607 3.17 2.86 1 622 22932 806 95998 1.15 1.02 9/29/2021
Chest pain 764 1066 753 1047 3.12 2.88 1 1066 22488 1406 95398 1.14 1.04 9/29/2021
Facial discomfort 4 4 4 4 5.48 1.23 1 4 23550 3 96801 1.27 -0.50 9/29/2021
Feeling drunk 3 6 3 6 3.08 1.07 1 6 23548 8 96796 1.00 -0.41 9/29/2021
Hangover 2 5 2 4 20.55 2.40 1 5 23549 1 96803 1.72 0.15 9/29/2021
Hunger 1 4 1 3 548 1.23 1 4 23550 3 96801 1.27 -0.50 9/29/2021
Injection site paraesthesia 11 18 11 18 3.52 1.88 1 18 23536 21 96783 1.19 0.39 9/29/2021
Ulcer 3 10 3 10 4.57 1.86 1 10 23544 9 96795 1.32 0.24 9/29/2021
Liver disorder 2 3 2 3 411 0.83 1 3 23551 3 96801 1.06 -1.01 9/29/2021
Liver injury 2 3 2 3 4.11 0.83 1 3 23551 3 96801 1.06 -1.01 9/29/2021
Anaphylactic reaction 196 344 195 343 2.24 1.97 1 344 23210 630 96174 0.85 0.67 9/29/2021
Anaphylactic shock 5 10 5 10 8.22 2.81 1 10 23544 5 96799 1.61 0.53 9/29/2021
Seasonal allergy 5 7 5 7 3.60 1.30 1 7 23547 8 96796 1.13 -0.18 9/29/2021
Appendicitis 16 23 16 23 5.91 3.12 1 23 23531 16 96788 1.53 0.83 9/29/2021
Laryngitis 15 35 15 35 4.23 2.64 1 35 23519 34 96770 1.34 0.78 9/29/2021
Mastitis 5 6 5 6 8.22 2.06 1 6 23548 3 96801 1.52 0.11 9/29/2021
Meningitis aseptic 2 3 2 3 3.08 0.69 1 3 23551 4 96800 0.90 -1.16 9/29/2021
Rhinovirus infection 2 11 2 11 3.77 1.66 1 11 23543 12 96792 1.20 0.18 9/29/2021
Tonsillitis 21 46 21 46 4.85 3.16 1 46 23508 39 96765 1.44 0.95 9/29/2021
Tooth infection 1 3 1 3 411 0.83 1 3 23551 3 96801 1.06 -1.01 9/29/2021




Chillblains
Head injury

Maternal exposure during breast feeding

Underdose

Blood iron decreased
Blood pressure decreased
Blood pressure increased
Coma scale abnormal

Electrocardiogram ST segment elevation

Heart rate abnormal
Hepatic enzyme abnormal
Troponin abnormal
Troponin normal

Diabetic ketoacidosis
Axillary mass
Costochondritis
Temporomandibular joint syndrome
Anosmia

Cerebral thrombosis
Dysgeusia

Facial paralysis

Facial spasm

Hemiplegic migraine
Presyncope
Seizure like phenomena
Tunnel vision

Vertebral artery dissection
Oversensing

Product contamination physical
Product quality issue
Anxiety

Nephrolithiasis

Adnexa uteri pain
Amenorrhoea

Breast mass

Breast pain

Breast swelling

Breast tenderness
Dysmenorrhoea

Heavy menstrual bleeding
Intermenstrual bleeding
Menstrual disorder
Menstruation delayed
Menstruation irregular
Oligomenorrhoea

Pelvic pain
Polymenorrhoea

Choking sensation

Dry throat

Nasal discomfort
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Oropharyngeal discomfort 35
Paranasal sinus discomfort 2
Pharyngeal paraesthesia 9
Pneumonia aspiration 2
Pulmonary congestion 3
Pulmonary pain S
Throat irritation 87
Aneurysm 1
Hot flush 80
Hypertension 174
Raynaud's phenomenon 4
Antiphospholipid syndrome 2
Coagulopathy 4
Disseminated intravascular coagulation 2
Immune thrombocytopenia 30
Increased tendency to bruise 1
Splenic infarction

Splenic vein thrombaosis 1
Thrombocytopenia 241
Thrombocytosis 1
Acute coronary syndrome 1
Acute myocardial infarction 16
Arteriosclerosis coronary artery 3
Atrial fibrillation 60
Atrial flutter 6
Atrioventricular block 2
Cardiac arrest 15
Cardiac failure )
Cardiac failure congestive 1
Cardiac ventricular thrombosis 2
Cardiogenic shock 3
Cardiomyopathy 3
Myocardial infarction 33
Myocardial ischaemia 2
Stress cardiomyopathy 2
Motion sickness 1
Otorrhoea 1
Vestibular disorder 3
Blindness 8
Blindness unilateral 3
Conjunctival haemorrhage 9
Conjunctivitis allergic 2
Eye haemorrhage 5
Eyelid ptosis S
Optic neuropathy 1
Retinal artery occlusion 4
Retinal artery thrombosis 3
Retinal tear 1
Retinal vein occlusion 10
Vitreous detachment 3
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Vitreous floaters

Abdominal rigidity

Colitis ischaemic

Dyspepsia

Epiploic appendagitis
Gastrointestinal haemorrhage
Gingival bleeding
Haemorrhoids

Intestinal ischaemia
Intestinal obstruction

Lip pain

Mesenteric panniculitis
Mesenteric vein thrombosis
Mouth haemorrhage
Proctalgia

Chills

Exercise tolerance decreased
Fatigue

Injection site discomfort
Injection site hypersensitivity
Multiple organ dysfunction syndrome
Necrosis

No reaction on previous exposure to drug
Scar inflammation

Suprapubic pain

Systemic inflammatory response syndrome
Thirst

Cholecystitis

Cholelithiasis

Hepatic failure

Appendicitis perforated
Diverticulitis

Gingivitis
Herpes virus infection
Herpes zoster reactivation
Kidney infection

Localised infection

Sweating fever

Tooth abscess

Urosepsis

Adverse event following immunisation
Contusion

Eye contusion

Muscle injury

Muscle strain

Subdural haematoma
Subdural haemorrhage

Blood fibrinogen decreased
Blood glucose decreased
Blood glucose fluctuation
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Blood glucose increased 10
Blood pressure abnormal 9
Blood test abnormal 1
Eosinophil count increased 3
Fibrin D dimer 8
Fibrin D dimer increased 397
Grip strength decreased 3
Hepatic enzyme increased 2
Inflammatory marker increased 2
International normalised ratio increased 2
Liver function test increased 5
Myocardial strain 10
Neutrophil count decreased 2
Platelet count decreased 17
Platelet count increased 4
Troponin | increased 3
Troponin increased 36
Urine output increased 5
White blood cell count decreased 7

Gout 13

Hyperglycaemia 8
Hyponatraemia 3
Bone pain 9
Fibromyalgia 5
Flank pain 2
Groin pain 12
Limb mass 1
Muscle spasms 96
Musculoskeletal chest pain 19
Myalgia 1487
Spinal pain 1
Synovial cyst 4
Trismus 5
Breast cancer 5
Gastrointestinal carcinoma 3
Lymphoma 1
Malignant melanoma 2
Neoplasm malignant 5
Allodynia 3
Amnesia 18
Aphasia 18
Aura 1
Balance disorder 53
Cerebral haemorrhage 6
Cerebral infarction 8
Cerebral venous sinus thrombosis 19
Cerebral venous thrombosis 1
Cerebrovascular accident 78
Clonic convulsion 1
Dementia 3
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6.70
3.65
3.37
9.13
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Demyelination 9
Electric shock sensation 10
Facial paresis

Fine motor skill dysfunction
Haemorrhage intracranial
Haemorrhagic stroke
Hydrocephalus

Intracranial aneurysm
Ischaemic stroke
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Memory impairment
Migraine with aura
Myasthenia gravis

Nerve compression
Neurological symptom
Occipital neuralgia
Parosmia

Restless legs syndrome
Ruptured cerebral aneurysm
Sciatica

Sinus headache

Sleep deficit

Subarachnoid haemorrhage
Tension headache
Thrombotic stroke
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Transient global amnesia
Transient ischaemic attack

N
N

Vestibular migraine
Vith nerve paralysis

(o]
o w

Confusional state

Delirium febrile

Depressed mood
Dissociation

Acute kidney injury
Chromaturia
Haemorrhage urinary tract

P N d RO

Nocturia
Pollakiuria 14
Polyuria

Proteinuria

Renal failure

Renal infarct
Erectile dysfunction

P ARR WS

Ovarian cyst ruptured
Postmenopausal haemorrhage 18
Bronchiectasis 1
Epistaxis 117
Haemoptysis 20
Lung opacity 1
Pleural effusion 10
Pneumonitis 2
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4.00
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4.87
9.74
3.04
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7.31
7.31
3.57
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6.09
4.26
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341
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14.61
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Pulmonary embolism
Pulmonary fibrosis
Pulmonary haemorrhage
Pulmonary hypertension
Pulmonary infarction
Pulmonary thrombosis
Respiratory failure

Blood blister

Cutaneous vasculitis
Ecchymosis

Pain of skin

Piloerection

Sensitive skin

Skin sensitisation

Skin swelling

Bed rest

Hospitalisation

Aortic aneurysm

Aortic aneurysm rupture
Aortic dissection
Arterial occlusive disease
Deep vein thrombosis
Embolism

Giant cell arteritis
Infarction
Jugular vein thrombosis
Labile blood pressure
Orthostatic hypotension
Phlebitis
Thrombophlebitis
Thrombophlebitis superficial
Thrombosis

Varicose vein

Vascular pain
Vasodilatation

Venous thrombosis

Eye pain

Abdominal discomfort
Feeling cold

Gait disturbance
Adverse event following immunisation
Fall

Tremor
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34303 101
35031 2
35032 2
35031 1
35020 1
35027 1
35022 6
35016 7
35028 5
35022 9
35003 17
35032 2
34997 22
35012 14
35029 3
35032 2
35014 11
35032 1
35032 1
35030 1
35032
34259 136
35028 1
35025 3
35029 1
35027 1
35032 1
35011 15
35030 2
35012 7
34875 20
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