
Reaction MedDRA SOC 

Name

Reaction MedDRA 

HLGT Name

Reaction MedDRA HLT 

Name

Reaction 

MedDRA PT 

Name

Reaction 

Total

Fatal

Spleen, lymphatic and 

reticuloendothelial 

system disorders

Lymphatic system disorders 

NEC

Lymph node 

pain
1 0

Total 1 0

Aural disorders NEC Ear disorders NEC Ear pain 1 0

Total 1 0

Gastrointestinal motility 

and defaecation 

conditions

Diarrhoea (excl infective) Diarrhoea

2 0

Gastrointestinal and 

abdominal pains (excl oral 

and throat)

Abdominal 

pain upper 1 0

Nausea 2 0

Vomiting 3 0

Total 8 0

Injection site 

mass
1 0

Injection site 

pain
4 0

Body temperature 

conditions

Febrile disorders Pyrexia
4 0

Feelings and sensations 

NEC

Chills
3 0

Peripheral 

swelling
3 0

Swelling 1 0

Inflammations Inflammation
1 0

Pain and discomfort NEC Pain 1 0

Total 18 0

Allergic conditions Allergies to foods, food 

additives, drugs and other 

chemicals

Food allergy

1 0

Total 1 0

Bacterial infectious 

disorders

Bacterial infections NEC Cellulitis
1 0

Infections NEC Administratio

n site 

infection
1 0

Skin structures and soft 

tissue infections

Skin 

infection
1 0

Total 3 0

Exposure 

during 

pregnancy
1 0

Injection site reactions

General system 

disorders NEC

General signs and symptoms 

NEC

Blood and lymphatic 

system disorders

Ear and labyrinth 

disorders

Gastrointestinal 

disorders

Gastrointestinal signs 

and symptoms

Nausea and vomiting 

symptoms

Infections - pathogen 

unspecified

Injury, poisoning and 

procedural complications

Exposures, chemical 

injuries and poisoning

General disorders and 

administration site 

conditions

Administration site 

reactions
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Exposures associated with 

pregnancy, delivery and 

lactation

Immune system 

disorders

Infections and 

infestations



Maternal 

exposure 

during 

pregnancy

16 0

Total 17 0

Muscle pains Myalgia 2 0

Muscle related signs and 

symptoms NEC

Muscle 

spasms
1 0

Musculoskeletal and 

connective tissue 

disorders NEC

Musculoskeletal and 

connective tissue pain and 

discomfort

Pain in 

extremity 6 0

Total 9 0

Headaches Headaches NEC Headache 3 0

Neurological disorders 

NEC

Disturbances in 

consciousness NEC

Lethargy
1 0

Total 4 0

Respiratory disorders 

NEC

Coughing and associated 

symptoms

Cough
1 0

Oropharynge

al pain
1 0

Rhinorrhoea
1 0

Total 3 0

Skin 

discolouratio

n
1 0

Skin reaction
1 0

Dermatitis and eczema Eczema 1 0

Pruritus NEC Pruritus 1 0

Rash 1 0

Rash pruritic
2 0

Total 7 0

Bone and joint 

therapeutic procedures

Limb therapeutic procedures Limb 

immobilisatio

n
1 0

Total 1 0

Embolism and 

thrombosis

Peripheral embolism and 

thrombosis

Deep vein 

thrombosis
2 0

Total 2 0

TOTAL REACTIONS FOR DRUG 75

TOTAL REPORTS 25

TOTAL FATAL OUTCOME REPORTS 0

Injury, poisoning and 

procedural complications

Exposures, chemical 

injuries and poisoning

Vascular disorders

Skin and subcutaneous 

tissue disorders

Epidermal and dermal 

conditions

Dermal and epidermal 

conditions NEC

Rashes, eruptions and 

exanthems NEC

Surgical and medical 

procedures

Exposures associated with 

pregnancy, delivery and 

lactation

Musculoskeletal and 

connective tissue 

disorders

Muscle disorders

Nervous system 

disorders

Respiratory, thoracic and 

mediastinal disorders

Respiratory tract signs 

and symptoms

Upper respiratory tract signs 

and symptoms


