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Earliest Reaction Date: 23-Jan-2022 MedDRA Version: MedDRA 26.0

Reaction Name Total Fatal
Gastrointestinal disorders
   Gastrointestinal signs and symptoms NEC
      Abdominal discomfort 1 0
   Nausea and vomiting symptoms
      Nausea 1 0
      Retching 1 0
   Oral soft tissue signs and symptoms
      Hypoaesthesia oral 1 0
      Lip pruritus 1 0
      Oral pruritus 2 0
   Oral soft tissue swelling and oedema
      Lip swelling 1 0
      Mouth swelling 1 0
   Stomatitis and ulceration
      Mouth ulceration 1 0
      Stomatitis 1 0
   Tongue signs and symptoms
      Swollen tongue 3 0
      Tongue erythema 1 0
Gastrointestinal disorders SOC TOTAL 15 0
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Reaction Name Total Fatal
General disorders
   Asthenic conditions
      Fatigue 1 0
   Pain and discomfort NEC
      Chest discomfort 1 0
   Therapeutic and nontherapeutic responses
      Adverse drug reaction 1 0
      Drug ineffective 1 0
General disorders SOC TOTAL 4 0
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Immune system disorders
   Anaphylactic and anaphylactoid responses
      Anaphylactic reaction 2 0
Immune system disorders SOC TOTAL 2 0
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Injuries
   Medication errors, product use errors and issues NEC
      Wrong technique in product usage process 1 0
   Underdoses NEC
      Intentional underdose 1 0
Injuries SOC TOTAL 2 0
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Investigations
   Physical examination procedures and organ system status
      Oral cavity examination 1 0
Investigations SOC TOTAL 1 0
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Nervous system disorders
   Neurological signs and symptoms NEC
      Dizziness 1 0
Nervous system disorders SOC TOTAL 1 0
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Respiratory disorders
   Breathing abnormalities
      Dyspnoea 1 0
   Bronchospasm and obstruction
      Wheezing 1 0
   Coughing and associated symptoms
      Cough 2 0
   Upper respiratory tract signs and symptoms
      Dysphonia 1 0
      Oropharyngeal discomfort 1 0
      Throat irritation 2 0
      Throat tightness 1 0
Respiratory disorders SOC TOTAL 9 0
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Skin disorders
   Angioedemas
      Angioedema 1 0
   Apocrine and eccrine gland disorders
      Hyperhidrosis 1 0
   Dermal and epidermal conditions NEC
      Skin reaction 1 0
Skin disorders SOC TOTAL 3 0
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Vascular disorders
   Peripheral vascular disorders NEC
      Flushing 1 0
Vascular disorders SOC TOTAL 1 0
TOTAL REACTIONS FOR DRUG 38 0

TOTAL REPORTS 11


