LETI Pharma GmbH

Listing AE-Symptoms

LETI MIAU-KAT 2022

EUPAS46091

Patient identifier Symptom PT SOC Relatedness to IMP
002-01 Headache Headache Nervous system disorders not related
002-01 Headache Headache Nervous system disorders not related
002-01 Injection site redness Injection site erythema General disorders and possibly related
administration site conditions

002-01 Injection site redness Injection site erythema General disorders and possibly related
administration site conditions

002-01 Injection site swelling Injection site swelling General disorders and possibly related
administration site conditions

002-01 Injection site swelling Injection site swelling General disorders and possibly related
administration site conditions

002-01 Injection site swelling Injection site swelling General disorders and possibly related
administration site conditions

002-01 Generalised itching Pruritus Skin and subcutaneous tissue possibly related
disorders

002-01 Generalised itching Pruritus Skin and subcutaneous tissue possibly related
disorders

002-01 Generalised itching Pruritus Skin and subcutaneous tissue possibly related
disorders

002-02 Injection site redness Injection site erythema General disorders and possibly related
administration site conditions

002-02 Injection site redness Injection site erythema General disorders and possibly related
administration site conditions

002-02 Injection site redness Injection site erythema General disorders and possibly related

1.1 List of AE-Symptoms

administration site conditions

Page 1

of 33



LETI Pharma GmbH

002-02

002-02

002-02

002-02

002-02

002-02

002-02

002-02

002-02

002-02

002-02

002-02

002-02

Injection site redness

Injection site redness

Injection site pain

Injection site pain

Injection site pain

Injection site pain

Injection site pain

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site warmth

LETI MIAU-KAT 2022

Injection site erythema

Injection site erythema

Injection site pain

Injection site pain

Injection site pain

Injection site pain

Injection site pain

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site wamth

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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002-02

002-02

002-04

002-04

002-04
002-04

002-04

002-04

002-05

002-05

002-08

002-08

002-08

002-08

002-08

Injection site warmth

Injection site warmth

Irritant cough

Dyspnoea

Headache
Injection site redness

Injection site swelling

Injection site swelling

Headache

Headache

Injection site redness

Injection site pain

Injection site pain

Injection site pain

Injection site pain

LETI MIAU-KAT 2022

Injection site warmth

Injection site warmth

Cough

Dyspnoea

Headache
Injection site erythema

Injection site swelling

Injection site swelling

Headache

Headache

Injection site erythema

Injection site pain

Injection site pain

Injection site pain

Injection site pain

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Nervous system disorders
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

possibly related

possibly related

not related

possibly related

not related
possibly related

possibly related
possibly related
not related

not related

possibly related
possibly related
possibly related

possibly related

possibly related
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002-08

002-08

002-08

002-08

002-08
002-11

002-11

002-11

002-11

002-11

002-11

002-11

002-11

002-11

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Common cold

Injection site redness

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site warmth

Injection site warmth

LETI MIAU-KAT 2022

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Nasopharyngitis
Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site warmth

Injection site warmth

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Infections and infestations
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

possibly related

possibly related

possibly related

possibly related

not related
possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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002-11

002-12

002-12
002-13

002-13

002-13

002-13

002-13

002-13

002-13

002-14

002-14

002-14

002-16

002-16

itchy throat

Bronchial hyperreactivity

Rhinoconjunctivitis
Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Eye redness

Headache

Injection site itching

Injection site swelling

Injection site itching

Injection site itching

LETI MIAU-KAT 2022

Throat irritation

Bronchial hyperreactivity

Conjunctivitis

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Ocular hyperaemia

Headache

Injection site pruritus

Injection site swelling

Injection site pruritus

Injection site pruritus

1.1 List of AE-Symptoms

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders

Eye disorders

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Eye disorders

Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

possibly related

not related

not related
possibly related

possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
not related

possibly related
possibly related

possibly related

possibly related
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002-16

002-16

002-16

002-22
002-22

002-22

002-22

002-22

002-22

002-22

002-22

002-22

002-22

002-22

Injection site swelling

Injection site swelling

Injection site swelling

Breath sounds abnormal
Cough

Dyspnoea

Injection site redness

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site warmth

Nasal congestion

LETI MIAU-KAT 2022

Injection site swelling

Injection site swelling

Injection site swelling

Breath sounds abnormal
Cough

Dyspnoea

Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site warmth

Nasal congestion

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Investigations

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders

possibly related

possibly related

possibly related

possibly related
possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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002-22
002-22

002-22

002-22

005-03

005-03

005-03

005-03

005-03

005-03

005-03

014-03
014-03

014-03
014-03

Rhinitis
Runny nose

Sneezing

Itchy throat

Injection site redness

Injection site redness

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Swallowing difficult
Nasal congestion

Common cold

Eye redness

LETI MIAU-KAT 2022

Rhinitis
Rhinorrhoea

Sneezing

Throat irritation

Injection site erythema

Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Dysphagia
Nasal congestion

Nasopharyngitis
Ocular hyperaemia

1.1 List of AE-Symptoms

Infections and infestations
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Gastrointestinal disorders
Respiratory, thoracic and
mediastinal disorders
Infections and infestations
Eye disorders

possibly related
possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

not related
not related

not related
not related
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014-03

014-07

014-07

014-07

014-07

014-11

014-11

014-11

015-01

015-01

015-02
015-02

015-02

015-02

Itchy throat

Injection site redness

Injection site redness

Injection site redness

Injection site swelling

Injection site redness

Injection site itching

Injection site swelling

Injection site itching

Injection site itching

Otalgia
Injection site redness

Injection site swelling

Injection site swelling

LETI MIAU-KAT 2022

Throat irritation

Injection site erythema

Injection site erythema

Injection site erythema

Injection site swelling

Injection site erythema

Injection site pruritus

Injection site swelling

Injection site pruritus

Injection site pruritus

Ear pain
Injection site erythema

Injection site swelling

Injection site swelling

1.1 List of AE-Symptoms

Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Ear and labyrinth disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

not related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

not related
possibly related

possibly related

possibly related
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015-02

015-02

015-02

015-04
015-04

015-04

015-04

015-04

015-04

015-04

015-04

015-04

015-04
015-05

Injection site swelling

Injection site swelling

Nasal obstruction

Itching eyes

Injection site redness

Injection site haematoma

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Eye redness

SARS-CoV-2 acute
respiratory disease

LETI MIAU-KAT 2022

Injection site swelling

Injection site swelling

Nasal obstruction

Eye pruritus
Injection site erythema

Injection site haematoma

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Ocular hyperaemia
COVID-19

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders

Eye disorders

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Eye disorders

Infections and infestations

possibly related

possibly related

possibly related

possibly related
possibly related

not related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
not related
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015-05

015-05

015-05

015-05

015-05

019-01

019-01

019-01

019-01

019-01

019-01

019-01

019-01

Injection site redness

Injection site itching

Injection site swelling

Throat clearing

Itchy throat

Dyspnoea

Dyspnoea

Dyspnoea

Injection site redness

Injection site redness

Injection site redness

Nasal obstruction

Allergic rhinitis

LETI MIAU-KAT 2022

Injection site erythema

Injection site pruritus

Injection site swelling

Throat clearing

Throat irritation

Dyspnoea

Dyspnoea

Dyspnoea

Injection site erythema

Injection site erythema

Injection site erythema

Nasal obstruction

Rhinitis allergic

1.1 List of AE-Symptoms

General disorders and

administration site conditions

General disorders and

administration site conditions

General disorders and

administration site conditions

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and

administration site conditions

General disorders and

administration site conditions

General disorders and

administration site conditions

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders

possibly related

possibly related

possibly related

not related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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019-01

019-01

019-02

019-02

019-02

019-02

019-02

019-02

019-02

019-02

019-02

019-02

019-02

Runny nose

Runny nose

Sensation of heaviness

Injection site redness

Injection site redness

Injection site redness

Injection site pain

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling
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Rhinorrhoea

Rhinorrhoea

Discomfort

Injection site erythema

Injection site erythema

Injection site erythema

Injection site pain

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

1.1 List of AE-Symptoms

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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019-02

019-03

019-03

019-03

019-03

019-03

019-03

019-03

019-03

019-03

019-03

019-03

019-03

Runny nose

Allergic cough

Allergic cough

Allergic cough

Chest tightness

Cough

Cough

Fatigue

Fatigue

Feeling of warmth facial

Feeling of warmth facial

Injection site pain

Injection site pain

LETI MIAU-KAT 2022

Rhinorrhoea

Allergic cough

Allergic cough

Allergic cough

Chest discomfort

Cough

Cough

Fatigue

Fatigue

Feeling hot

Feeling hot

Injection site pain

Injection site pain

1.1 List of AE-Symptoms

Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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019-03

019-03

019-03

019-03

019-03

019-03
019-03

019-03

019-03

019-03

019-03

019-03

021-01
021-01

Injection site itching

Injection site itching

Nasal congestion

Nasal congestion

Nasal congestion

Common cold
Allergic rhinitis

Lump feeling in throat

Sneezing

Sneezing

Sneezing

Itchy throat

Itching eyes

Injection site redness

LETI MIAU-KAT 2022

Injection site pruritus

Injection site pruritus

Nasal congestion

Nasal congestion

Nasal congestion

Nasopharyngitis
Rhinitis allergic

Sensation of foreign body

Sneezing

Sneezing

Sneezing

Throat irritation

Eye pruritus
Injection site erythema

1.1 List of AE-Symptoms

General disorders and

administration site conditions

General disorders and

administration site conditions

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Infections and infestations
Respiratory, thoracic and
mediastinal disorders

General disorders and

administration site conditions

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Eye disorders

General disorders and

administration site conditions

possibly related

possibly related

possibly related

possibly related

possibly related

not related
possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

not related
possibly related

EUPAS46091

Page 13 of 33



LETI Pharma GmbH

021-01

021-01

021-01

021-01

021-01

021-02

021-02

021-02
021-02

021-02

021-02

021-02

021-02

021-02

Injection site redness

Injection site redness

Injection site swelling

Injection site swelling

Injection site swelling

Asthmatic attack

Water retention

Headache

Injection site redness

Injection site redness

Injection site redness

Injection site redness

Injection site redness

Injection site itching

LETI MIAU-KAT 2022

Injection site erythema

Injection site erythema

Injection site swelling

Injection site swelling

Injection site swelling

Asthma

Fluid retention

Headache
Injection site erythema

Injection site erythema

Injection site erythema

Injection site erythema

Injection site erythema

Injection site pruritus

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Metabolism and nutrition
disorders

Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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021-02

021-02

021-02

021-02

021-02

021-02

021-02

021-02

021-02
021-03

021-03

025-01

025-02

025-03

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site warmth

Injection site warmth

Injection site warmth

Tingling lips
Injection site itching

Injection site swelling

Injection site itching

Injection site itching

Dyspnoea
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Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site warmth

Injection site warmth

Injection site warmth

Paraesthesia oral
Injection site pruritus

Injection site swelling

Injection site pruritus

Injection site pruritus

Dyspnoea

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Gastrointestinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
possibly related

possibly related

possibly related

possibly related

possibly related
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025-03

025-03

025-03

025-03

025-03

025-03

025-03

025-03

025-03

025-05
025-05

029-01

029-01

029-01

Dyspnoea

Dyspnoea

Injection site redness

Injection site pain

Injection site itching

Injection site swelling

Nasal congestion

Itchy throat

Itchy throat

Eye redness
Pyrexia

Asthma

Injection site redness

Injection site redness

LETI MIAU-KAT 2022

Dyspnoea

Dyspnoea

Injection site erythema

Injection site pain

Injection site pruritus

Injection site swelling

Nasal congestion

Throat irritation

Throat irritation

Ocular hyperaemia
Pyrexia

Asthma

Injection site erythema

Injection site erythema

1.1 List of AE-Symptoms

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders

Eye disorders

General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
not related

possibly related

possibly related

possibly related

EUPAS46091
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029-01

029-01

029-01

029-01

029-01

029-01

029-01

029-01

029-02

029-02

029-02

029-02

029-02

Injection site redness

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site wheal

Injection site wheal

Injection site warmth

Injection site redness

Injection site redness

Injection site redness

Injection site redness

Injection site itching

LETI MIAU-KAT 2022

Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site urticaria

Injection site urticaria

Injection site warmth

Injection site erythema

Injection site erythema

Injection site erythema

Injection site erythema

Injection site pruritus

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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029-02

029-02

029-02

029-02

029-02

029-02

029-02

029-02

029-02

030-01

030-01

030-01

030-01

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Lump feeling in throat

Injection site redness

Injection site redness

Injection site itching

Injection site itching

LETI MIAU-KAT 2022

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Sensation of foreign body

Injection site erythema

Injection site erythema

Injection site pruritus

Injection site pruritus

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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030-01

030-01

030-01

030-01

030-01
030-02

030-02

030-02

030-02

030-02

030-02

030-02

030-02

030-03

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Tingling lips
Injection site redness

Injection site muscle pain

Injection site muscle pain

Injection site pain

Injection site pain

Injection site itching

Injection site swelling

Injection site swelling

Dyspnoea

LETI MIAU-KAT 2022

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Paraesthesia oral
Injection site erythema

Injection site induration

Injection site induration

Injection site pain

Injection site pain

Injection site pruritus

Injection site swelling

Injection site swelling

Headache

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Gastrointestinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

Nervous system disorders

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related
possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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030-03

030-03

030-03

031-01

031-01
031-01

031-01

031-01

031-01
031-01

031-01

031-01
031-01

031-01

031-01

Injection site itching

Injection site swelling

Allergic rhinitis

Allergic cough

Breath sounds abnormal
Dyspnoea

Dyspnoea

Fatigue

Lacrimation

Nasal congestion

Nose congestion

Eye redness
Allergic rhinitis

Allergic rhinitis

Allergic rhinitis

LETI MIAU-KAT 2022

Injection site pruritus

Injection site swelling

Rhinitis allergic

Allergic cough

Breath sounds abnormal
Dyspnoea

Dyspnoea

Fatigue

Lacrimation increased

Nasal congestion

Nasal congestion

Ocular hyperaemia
Rhinitis allergic

Rhinitis allergic

Rhinitis allergic

1.1 List of AE-Symptoms

General disorders and

administration site conditions

General disorders and

administration site conditions

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Investigations
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders

General disorders and

administration site conditions

Eye disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Eye disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders

possibly related

possibly related

possibly related

possibly related

possibly related
possibly related

possibly related

not related

possibly related
possibly related

possibly related

possibly related
possibly related

possibly related

possibly related

EUPAS46091
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031-01

031-01

031-01

031-01

031-01

031-01

031-01

031-03

031-03

031-03

036-02

036-02

036-02

036-02

Sneezing

Sneezing

Throat clearing

Throat clearing

Throat clearing

Itchy throat

Itchy throat

Injection site pain

Injection site pain

Injection site itching

Breath sounds abnormal

Breath sounds abnormal

Chest pain

Injection site redness

LETI MIAU-KAT 2022

Sneezing

Sneezing

Throat clearing

Throat clearing

Throat clearing

Throat irritation

Throat irritation

Injection site pain

Injection site pain

Injection site pruritus

Breath sounds abnormal

Breath sounds abnormal

Chest pain

Injection site erythema

1.1 List of AE-Symptoms

Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Investigations

Investigations

General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
not related

not related

not related

possibly related
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036-02

036-02

036-02

036-02

036-02

036-02

036-02
036-02

036-02

036-02

036-03

036-03

036-03

036-03

Injection site redness

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Heart racing
Sneezing

Itchy throat

Itchy throat

Injection site redness

Injection site redness

Injection site redness

Injection site redness

LETI MIAU-KAT 2022

Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Palpitations
Sneezing

Throat irritation

Throat irritation

Injection site erythema

Injection site erythema

Injection site erythema

Injection site erythema

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Cardiac disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

not related
possibly related

not related

possibly related

possibly related

possibly related

possibly related

possibly related
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036-03

036-03

036-03

036-03

036-03

036-03

036-03

036-03

036-03

036-03

037-02

037-02

037-02

Injection site redness

Injection site pain

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site wheal

Injection site warmth

Injection site redness

Injection site redness

Injection site redness

LETI MIAU-KAT 2022

Injection site erythema

Injection site pain

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Injection site urticaria

Injection site warmth

Injection site erythema

Injection site erythema

Injection site erythema

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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037-02

037-02

037-02

037-02

037-03

037-03

037-03

037-03

039-01

039-01
039-01

039-01
039-01

039-01

Injection site haematoma

Injection site swelling

Injection site swelling

Injection site swelling

Cough

Nasal congestion

Runny nose

Sneezing

Cough

Diarrhoea
Sensation of warmth

Headache
Injection site redness

Injection site redness

LETI MIAU-KAT 2022

Injection site haematoma

Injection site swelling

Injection site swelling

Injection site swelling

Cough

Nasal congestion

Rhinorrhoea

Sneezing

Cough

Diarrhoea
Feeling hot

Headache

Injection site erythema

Injection site erythema

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Gastrointestinal disorders
General disorders and
administration site conditions
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

not related

possibly related

possibly related

possibly related

not related

not related

not related

not related

not related

not related
not related

not related
possibly related

possibly related
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039-01

039-01

039-01

039-01

039-01

039-01

039-01

039-01

039-02
039-02

039-02

039-02

039-02

039-02

Injection site redness

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Nasal congestion

Runny nose

Itchy throat

Abdominal cramps
Fatigue

Fatigue

Food craving

Injection site redness

Injection site pain

LETI MIAU-KAT 2022

Injection site erythema

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Nasal congestion

Rhinorrhoea

Throat irritation

Abdominal pain
Fatigue

Fatigue

Food craving

Injection site erythema

Injection site pain

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Gastrointestinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
Metabolism and nutrition
disorders

General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

not related

not related

possibly related

not related
not related

not related

not related

possibly related

possibly related
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039-02

039-02

039-02

039-02

039-02

039-02

039-02

039-02

041-01

041-01

041-01

041-02

041-02

041-02

Injection site pain

Injection site pain

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Mood swings

Nausea

Injection site redness

Injection site itching

Injection site swelling

Coughing

Injection site pain

Injection site itching

LETI MIAU-KAT 2022

Injection site pain

Injection site pain

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Mood swings

Nausea

Injection site erythema

Injection site pruritus

Injection site swelling

Cough

Injection site pain

Injection site pruritus

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Psychiatric disorders
Gastrointestinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
not related

not related

possibly related
possibly related
possibly related
possibly related

possibly related

possibly related
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041-02

041-02

041-02

041-03

041-03

041-03

041-03

041-03

041-03

041-03

041-03

041-03

041-03

041-03

Injection site swelling

Runny nose

Sneezing

Cough

Dysphonia

Headache

Headache

Injection site redness

Injection site redness

Injection site redness

Injection site hematoma

Injection site itching

Injection site itching

Injection site itching

LETI MIAU-KAT 2022

Injection site swelling

Rhinorrhoea

Sneezing

Cough

Dysphonia

Headache

Headache

Injection site erythema

Injection site erythema

Injection site erythema

Injection site haematoma

Injection site pruritus

Injection site pruritus

Injection site pruritus

1.1 List of AE-Symptoms

General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Nervous system disorders
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related
possibly related
possibly related
possibly related
not related

possibly related
possibly related
possibly related
possibly related
possibly related
not related

possibly related

possibly related

possibly related
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041-03

041-03

041-03

041-03

041-03

041-03

041-03

041-03

041-03

042-02

042-02

042-02

042-02

042-02

Injection site swelling

Injection site swelling

Injection site swelling

Eye redness

Itching mouth

Allergic rhinitis

Sneezing

Itchy throat

Itchy throat

Injection site redness

Injection site redness

Injection site itching

Injection site swelling

Injection site swelling

LETI MIAU-KAT 2022

Injection site swelling

Injection site swelling

Injection site swelling

Ocular hyperaemia

Oral pruritus

Rhinitis allergic

Sneezing

Throat irritation

Throat irritation

Injection site erythema

Injection site erythema

Injection site pruritus

Injection site swelling

Injection site swelling

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Eye disorders
Gastrointestinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related

possibly related

possibly related
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042-05

042-05
042-05

042-05

042-05

042-05

042-05

042-05

042-05

042-05

042-05

042-05

042-05

042-05

042-05
042-05

Sensation of warmth

Headache

Injection site redness

Injection site redness

Injection site redness

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Lacrimation

Eye redness

Rhinitis

Rhinitis
Sneezing

LETI MIAU-KAT 2022

Feeling hot

Headache
Injection site erythema

Injection site erythema

Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Lacrimation increased

Ocular hyperaemia

Rhinitis

Rhinitis
Sneezing

1.1 List of AE-Symptoms

General disorders and
administration site conditions
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Eye disorders

Eye disorders

Infections and infestations
Infections and infestations
Respiratory, thoracic and
mediastinal disorders

EUPAS46091

possibly related

possibly related
possibly related

possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related
possibly related

possibly related
possibly related
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045-01

045-01

045-01

045-01

045-01

045-01

045-01

045-01

045-01

045-01

045-01

045-01

045-01

Injection site redness

Injection site redness

Injection site redness

Injection site redness

Injection site redness

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

LETI MIAU-KAT 2022

Injection site erythema

Injection site erythema

Injection site erythema

Injection site erythema

Injection site erythema

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
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045-01

045-01

045-01

045-01

045-01

045-02

045-02

045-02
045-02

045-02

045-02

045-02

045-02

045-02

045-02

Injection site swelling

Injection site warmth

Injection site warmth

Injection site warmth

Injection site warmth

Cough

Cough

Dizziness

Fatigue

Fatigue

Sensation of warmth
Headache
Headache

Injection site redness

Injection site redness

LETI MIAU-KAT 2022

Injection site swelling

Injection site warmth

Injection site warmth

Injection site warmth

Injection site warmth

Cough

Cough

Dizziness

Fatigue
Fatigue
Feeling hot
Headache
Headache

Injection site erythema

Injection site erythema

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Nervous system disorders
Nervous system disorders
General disorders and
administration site conditions
General disorders and
administration site conditions

EUPAS46091

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
possibly related

possibly related
possibly related
possibly related
possibly related

possibly related

possibly related
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045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02

045-02
045-02

Injection site redness

Injection site pain

Injection site pain

Injection site itching

Injection site itching

Injection site itching

Injection site itching

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Lacrimation

Lacrimation

Lacrimation

Nasal congestion

LETI MIAU-KAT 2022

Injection site erythema

Injection site pain

Injection site pain

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site pruritus

Injection site swelling

Injection site swelling

Injection site swelling

Injection site swelling

Lacrimation increased

Lacrimation increased

Lacrimation increased

Nasal congestion

1.1 List of AE-Symptoms

General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
General disorders and
administration site conditions
Eye disorders

Eye disorders

Eye disorders

Respiratory, thoracic and
mediastinal disorders

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related

possibly related
possibly related

EUPAS46091
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045-02 Eye redness

045-02 Sneezing

045-02 Sneezing
450

LETI MIAU-KAT 2022

Ocular hyperaemia
Sneezing

Sneezing

450 450

Eye disorders
Respiratory, thoracic and
mediastinal disorders
Respiratory, thoracic and
mediastinal disorders

EUPAS46091

possibly related
possibly related

possibly related

450

1.1 List of AE-Symptoms
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