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046961 14/09/2010 |12 Years [Female |Prophylaxis GARDASIL 13/09/2010 - Injection site erythema 13/09/2010 Unknown Erythema
Pruritus 13/09/2010
Hypersensitivity 13/09/2010
Erythema 13/09/2010
046962 14/09/2010 |13 Years [Female |Prophylaxis GARDASIL 13/09/2010 - .5ml Ocular hyperaemia 13/09/2010 Recovered/r
Pallor 13/09/2010 esolved
Dizziness 13/09/2010
Flushing 13/09/2010
Erythema 13/09/2010
Feeling hot 13/09/2010
Hypersensitivity 13/09/2010
046982 17/09/2010 (13 Years [Female |Prophylaxis GARDASIL 15/09/2010 - S5ml Syncope 15/09/2010 [15/09/2010 [Recovered/r Syncope
esolved
046983 17/09/2010 |13 Years |Female |Prophylaxis GARDASIL 15/09/2010 - Sml Dizziness 15/09/2010 Recovered/r
Headache 15/09/2010 esolved
047014 20/09/2010 |14 Years |Female |Prophylaxis GARDASIL 17/09/2010 - Sml Peripheral coldness 17/09/2010 Recovered/r
Cyanosis 18/09/2010 esolved
047022 22/09/2010 (13 Years [Female |Prophylaxis GARDASIL 17/09/2010 - S5 ml Rash 17/09/2010 Not
Vomiting 17/09/2010 recovered at
Periorbital oedema 17/09/2010 time of
Dizziness 17/09/2010 reporting
047024 22/09/2010 (13 Years |[Female |Prophylaxis GARDASIL 13/09/2010 - S5ml Syncope 13/09/2010 Recovered/r
esolved
047025 22/09/2010 (13 Years [Female |Prophylaxis GARDASIL 22/09/2010 - S5 ml Syncope 22/09/2010 Recovered/r
esolved
047030 22/09/2010 (13 Years |[Female |Prophylaxis GARDASIL 20/09/2010 - 20/09/2010 [.5ml Tremor 20/09/2010 |26/09/2010 |Recovered/r
Dizziness 20/09/2010 |[26/09/2010 |esolved
Nausea 20/09/2010 |26/09/2010
047031 22/09/2010 (13 Years |[Female |Prophylaxis GARDASIL 13/09/2010 - S5ml Panic attack 13/09/2010 Recovered/r Abdominal pain
Hyperventilation 13/09/2010 esolved Vertigo
047039 23/09/2010 (12 Years |[Female |Prophylaxis GARDASIL 15/09/2010 - Pain in extremity 15/09/2010 Unknown
Abdominal discomfort 15/09/2010
Oropharyngeal pain 15/09/2010
047052 24/09/2010 (13 Years |[Female |Prophylaxis GARDASIL 21/09/2010 - S5 ml Urticaria 21/09/2010 Recovered/r
esolved
047067 28/09/2010 |13 Years [Female |Prophylaxis GARDASIL 23/09/2010 - Sml Syncope 23/09/2010 Recovered/r
esolved
047068 28/09/2010 (13 Years |[Female |Prophylaxis GARDASIL 24/09/2010 - 5 ml Syncope 24/09/2010 Recovered/r
esolved
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047073 28/09/2010 |12 Years [Female |Prophylaxis GARDASIL 21/09/2010 - .5ml Abdominal discomfort 21/09/2010 Recovered/r
Chest discomfort 21/09/2010 esolved
Throat tightness 21/09/2010
047074 28/09/2010 (12 Years [Female |Prophylaxis GARDASIL 24/09/2010 - S5ml Syncope 24/09/2010 Recovered/r Syncope
Bradycardia 24/09/2010 esolved
Hypotension 24/09/2010
047075 28/09/2010 Female [Prophylaxis GARDASIL 23/09/2010 - Cyanosis 23/09/2010 Recovered/r
Peripheral coldness 23/09/2010 esolved
Cold sweat 23/09/2010
047077 28/09/2010 |12 Years [Female |Prophylaxis GARDASIL 21/09/2010 - .5ml Hypoaesthesia 21/09/2010 Recovered/r
Pain in extremity 21/09/2010 esolved
Gait disturbance 21/09/2010
Chest discomfort 21/09/2010
Dizziness 21/09/2010
Myalgia
Groin pain
047082 29/09/2010 Female [Prophylaxis GARDASIL 23/09/2010 - Paraesthesia 23/09/2010 Recovered/r
Paresis 23/09/2010 esolved
047096 29/09/2010 Female |[Prophylaxis GARDASIL 22/09/2010 - 22/09/2010 Chronic fatigue syndrome Not
Viral infection 22/09/2010 recovered at
Lethargy 22/09/2010 time of
Somnolence 22/09/2010 reporting
Dysstasia 22/09/2010
Blood alkaline 09/2010
phosphatase increased
Fatigue 22/09/2010
Dizziness
Pallor
Headache
Joint swelling 06/2011
Rash 06/2011
Arthralgia 06/2011
047097 30/09/2010 |12 Years |Female [Prophylaxis GARDASIL 23/09/2010 - 23/09/2010 [.5ml Myalgia 23/09/2010 Recovered/r
Lethargy 23/09/2010 esolved
Headache 23/09/2010
047101 30/09/2010 |12 Years |Female [Prophylaxis GARDASIL 30/09/2010 - 30/09/2010 [.5ml Presyncope 30/09/2010 Recovered/r
Mydriasis 30/09/2010 esolved
Dizziness 30/09/2010
Fatigue 30/09/2010
Visual impairment 30/09/2010
Photopsia 30/09/2010
Please also refer to the caveat document enclosed.
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047103 30/09/2010 |13 Years [Female |Prophylaxis GARDASIL 30/09/2010 - Anaphylactic reaction 30/09/2010 Unknown VENTOLIN Asthma
Swollen tongue
047104 01/10/2010 |14 Years |Female [Prophylaxis GARDASIL Hypersensitivity 23/09/2010 Recovered/r
Angioedema 23/09/2010 esolved
047105 01/10/2010 |14 Years |Female [Prophylaxis GARDASIL 16/09/2010 - Headache Not Fatigue
Fatigue recovered at
time of
reporting
047109 01/10/2010 |12 Years |Female [Prophylaxis GARDASIL 30/09/2010 - .5ml Hyperventilation 30/09/2010 Recovered/r
Syncope 30/09/2010 esolved
Tetany 30/09/2010
047111 04/10/2010 |13 Years |Female [Prophylaxis GARDASIL 30/09/2010 - .5ml Anaphylactic reaction 30/09/2010 Unknown
Hypotension 30/09/2010
Rash maculo-papular 30/09/2010
Tachycardia 30/09/2010
Erythema
047114 30/09/2010 |13 Years [Female |Prophylaxis GARDASIL .5ml Urticaria Recovered/r
Hypersensitivity esolved
047118 04/10/2010 |13 Years |Female [Prophylaxis GARDASIL 30/09/2010 - Hypoaesthesia 30/09/2010 Recovered/r
Hyperventilation 30/09/2010 esolved
Paraesthesia 30/09/2010
Tetany 30/09/2010
Joint stiffness 30/09/2010
Muscle twitching 30/09/2010
Anxiety 30/09/2010
047123 05/10/2010 |13 Years |Female |Prophylaxis GARDASIL 01/10/2010 - Hypersensitivity 01/10/2010 Recovered/r
Rash erythematous 01/10/2010 esolved
Flushing 01/10/2010
Headache 01/10/2010
047127 05/10/2010 |12 Years |Female GARDASIL 20/09/2010 - 20/09/2010 |1 Dosage Muscular weakness 20/09/2010 Recovering/r
forms Chest pain 20/09/2010 esolving
Back pain 27/09/2010
Dizziness 20/09/2010
Abdominal pain upper 20/09/2010
Fatigue 20/09/2010
Dyspnoea 27/09/2010
Paraesthesia 21/09/2010
Muscle tightness 21/09/2010
Pain in extremity 27/09/2010
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047133 06/10/2010 Female GARDASIL Fatigue Unknown
Lethargy
Somnolence
047134 06/10/2010 |12 Years |Female [Prophylaxis GARDASIL 06/10/2010 - Syncope 06/10/2010 Recovered/r
esolved
047146 08/10/2010 |13 Years |Female |Prophylaxis GARDASIL 05/10/2010 - Blood glucose increased  [05/10/2010 Recovered/r [LANTUS
Ketonuria 05/10/2010 esolved APIDRA
Asthenia 05/10/2010 ELTROXIN
047156 11/10/2010 |13 Years |Female |Prophylaxis GARDASIL 04/10/2010 - Sml Vomiting 04/10/2010 Recovered/r
esolved
047157 11/10/2010 |13 Years [Female |Prophylaxis GARDASIL .5ml Rash 30/09/2010 Recovered/r
Headache 30/09/2010 esolved
Asthenia 30/09/2010
Nausea 30/09/2010
Syncope 30/09/2010
Anxiety 30/09/2010
047159 07/10/2010 |13 Years |Female [Prophylaxis GARDASIL 01/10/2010 - .5ml Polydipsia 02/10/2010 Not
Thirst 02/10/2010 recovered at
time of
reporting
047160 11/10/2010 (13 Years |[Female |Prophylaxis GARDASIL S5ml Asthenia 16/09/2010 Recovered/r
esolved
047161 11/10/2010 (13 Years [Female |Prophylaxis GARDASIL S5ml Clonus Recovered/r
Syncope esolved
047162 11/10/2010 (12 Years [Female |Prophylaxis GARDASIL 17/09/2010 - 17/09/2010 |.5ml Dizziness 17/09/2010 Recovered/r
esolved
047190 14/10/2010 (14 Years |[Female |Prophylaxis GARDASIL 06/10/2010 - 06/10/2010 Livedo reticularis 06/10/2010 Recovered/r Asthma
Throat irritation 06/10/2010 esolved
Asthenia 06/10/2010
Dizziness 06/10/2010
Hypersensitivity 06/10/2010
047192 14/10/2010 (13 Years |[Female |Prophylaxis GARDASIL 12/10/2010 - S5ml Dizziness 12/10/2010 Not
Nausea 12/10/2010 recovered at
Gait disturbance 12/10/2010 time of
reporting
047194 14/10/2010 (13 Years [Female |Prophylaxis GARDASIL 30/09/2010 - Convulsion 30/09/2010 Unknown EPILIM Epilepsy
LAMICTAL
2010-000002 |15/10/2010 |13 Years |Female |Prophylaxis GARDASIL 05/10/2010 - Fatigue 06/10/2010 Not Atrial septal defect
Headache 06/10/2010 recovered at Petit mal epilepsy
Dizziness 06/10/2010 time of Asthma
Pallor 06/10/2010 reporting Constipation
Somnolence 06/10/2010
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2010-000020 |19/10/2010 |13 Years |[Female |Prophylaxis GARDASIL 08/10/2010 - 08/10/2010 [.5ml Injection site reaction 08/10/2010 Not
Contusion 08/10/2010 recovered at
Oedema peripheral 08/10/2010 time of
Nausea 08/10/2010 reporting
Fatigue 08/10/2010
2010-000034 |20/10/2010 (14 Years |[Female |Prophylaxis GARDASIL 04/10/2010 - Urticaria 07/10/2010 Recovered/r
esolved
2010-000035 |20/10/2010 |13 Years |Female |Prophylaxis GARDASIL 21/09/2010 - 21/09/2010 |.5ml Headache 23/09/2010 Recovered/r
Fatigue 23/09/2010 esolved
Malaise 23/09/2010
2010-000052 |21/10/2010 |13 Years |Female |Prophylaxis GARDASIL 27/09/2010 - 27/09/2010 Pruritus 02/10/2010 Recovered/r
Rash erythematous 02/10/2010 esolved
Nausea 06/10/2010
2010-000053 |21/10/2010 |12 Years |Female |Prophylaxis GARDASIL 05/10/2010 - Sml Dizziness 05/10/2010 Recovered/r
Decreased appetite 05/10/2010 esolved
Feeling cold 05/10/2010
Chills 05/10/2010
2010-000055 |21/10/2010 |13 Years [Female |Prophylaxis GARDASIL PER CENT 21/09/2010 - Syncope 21/09/2010 Not
Nausea recovered at
Asthenia time of
Fatigue reporting
Malaise
2010-000070 |22/10/2010 |14 Years [Female |Prophylaxis GARDASIL 06/10/2010 - 06/10/2010 Dizziness 06/10/2010 Recovered/r [AMOXIL Asthma
Crying 06/10/2010 esolved Lower respiratory tract
Emotional distress 06/10/2010 infection
Cough 06/10/2010
Flushing 06/10/2010
Stridor 06/10/2010
Hyperventilation 06/10/2010
Tetany 06/10/2010
Malaise 06/10/2010
2010-000071 |22/10/2010 |13 Years [Female |Prophylaxis GARDASIL 04/10/2010 - 04/10/2010 Headache 04/10/2010 Unknown
Pain in extremity 04/10/2010
Rash
Photophobia
Fatigue
Feeling hot
Pallor
2010-000073 |22/10/2010 (13 Years [Female |Prophylaxis GARDASIL 22/09/2010 - Oedema peripheral 22/09/2010 Recovered/r
19/05/2010 - esolved
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2010-000189 |03/11/2010 |14 Years [Female |Prophylaxis GARDASIL 05/10/2010 - Alopecia 01/11/2010 Not RISPERDAL Underweight
Visual impairment 01/11/2010 recovered at [EQUASYM XL Gastritis
Vision blurred 01/11/2010 time of Tonsillitis
Abdominal pain upper 01/11/2010 reporting
Diarrhoea 01/11/2010
2010-000531 |04/11/2010 |13 Years [Female |Prophylaxis GARDASIL 30/09/2010 - 30/09/2010 Syncope 30/09/2010 |[30/09/2010 [Recovered/r
Headache 30/09/2010 esolved
2010-000578 |04/11/2010 |13 Years |Female GARDASIL 04/10/2010 - 04/10/2010 Hypersensitivity 08/10/2010 [12/10/2010 |Recovered/r
Urticaria 05/10/2010 |[07/10/2010 (esolved
Pruritus 08/10/2010 [12/10/2010
2010-000588 |05/11/2010 Female |[Prophylaxis GARDASIL 30/09/2010 - .5ml Asthenia Not
Headache recovered at
Malaise time of
Somnolence reporting
Diarrhoea
Headache
2010-000791 |15/11/2010 |13 Years |Female |Prophylaxis GARDASIL 15/11/2010 - 15/11/2010 .5 ml Anaphylactic reaction 15/11/2010 Unknown
Throat tightness 15/11/2010
Dizziness 15/11/2010
Urticaria 15/11/2010
Cough 15/11/2010
Cyanosis central 15/11/2010
2010-000792 |15/11/2010 (13 Years [Female |Prophylaxis GARDASIL 15/11/2010 - 15/11/2010 |.5ml Migraine 15/11/2010 Recovered/r Headache
Dizziness 15/10/2010 esolved
Depressed level of 15/10/2010
Nausea 15/10/2010
Hypoaesthesia 15/10/2010
Pulse pressure decreased |15/10/2010
Photophobia 15/10/2010
Dysarthria

Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2010-000793 |16/11/2010 |12 Years |Female |Prophylaxis GARDASIL 13/09/2010 - 13/09/2010 Syncope Not
Loss of consciousness recovered at
Asthenia time of
Disorientation reporting
Urinary incontinence
Abdominal pain upper
Nausea
Pyrexia
Headache
Influenza like illness
Dizziness
Muscular weakness
Cyanosis
Dyspnoea
Back pain
Pain in extremity
Myalgia
2010-000837 |16/11/2010 |12 Years |Female |Prophylaxis GARDASIL 27/09/2010 - 27/09/2010 Lip swelling 27/09/2010 |[28/09/2010 [Recovered/r
Malaise 27/09/2010 |28/09/2010 |esolved
Hypersensitivity 27/09/2010 |[28/09/2010
2010-000852 |16/11/2010 |13 Years |Female |Prophylaxis GARDASIL 16/11/2010 - .5ml Anaphylactic reaction 16/11/2010 Recovered/r
Dizziness 16/11/2010 esolved
Pallor 16/11/2010
Tachycardia 16/11/2010
Tachypnoea 16/11/2010
Anxiety 16/11/2010
Wheezing 16/11/2010
Pulse pressure decreased [16/11/2010
Stridor 16/11/2010
2010-000884 |17/11/2010 |13 Years [Female |Prophylaxis GARDASIL 04/10/2010 - S5ml Syncope 04/10/2010 Recovered/r
Headache 04/10/2010 esolved
2010-000927 |18/11/2010 Female [Prophylaxis GARDASIL 17/11/2010 - S5 ml Dizziness 17/11/2010 (17/11/2010 [Recovered/r
esolved
2010-000929 |18/11/2010 |12 Years [Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 |.5ml Dizziness 17/11/2010 (17/11/2010 [Recovered/r
esolved
2010-000931 |18/11/2010 |12 Years |Female |Prophylaxis GARDASIL 28/09/2010 - Paraesthesia 28/09/2010 Recovered/r
Pyrexia 28/09/2010 esolved
2010-000940 |18/11/2010 |12 Years |Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 Headache 17/11/2010 Recovered/r Hypersensitivity
Dizziness 17/11/2010 esolved
Urticaria 17/11/2010
2010-000962 |18/11/2010 |13 Years |Female |Prophylaxis GARDASIL 17/11/2010 - Headache 17/11/2010 |17/11/2010 |Recovered/r Migraine
Flushing 17/11/2010 (17/11/2010 [esolved
2010-000968 |19/11/2010 |13 Years |Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 Abdominal discomfort 17/11/2010 |17/11/2010 |Recovered/r
esolved
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2010-000969 |19/11/2010 |14 Years |Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 .5 ml Dizziness 17/11/2010 |17/11/2010 |Recovered/r
esolved
2010-000971 |19/11/2010 |12 Years |Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 |.5ml Pain in extremity 17/11/2010 |[17/11/2010 |Recovered/r
esolved
2010-000972 |17/11/2010 |12 Years |Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 Headache 17/11/2010 |17/11/2010 |Recovered/r
Abdominal discomfort 17/11/2010 |[17/11/2010 |esolved
2010-000975 |19/11/2010 |13 Years |Female |Prophylaxis GARDASIL 19/11/2010 - 19/11/2010 |.5 ml Cyanosis 19/11/2010 Recovered/r
Feeling cold 19/11/2010 esolved
2010-000992 |22/11/2010 (14 Years [Female |Prophylaxis GARDASIL 15/11/2010 - Aml Urticaria 16/11/2010 Not
recovered at
time of
reporting
2010-001014 |22/11/2010 |15 Years |Female GARDASIL 03/11/2010 - 03/11/2010 |.5ml Tonsillitis 04/11/2010 |[10/11/2010 [Recovered/r Tonsillitis
Oropharyngeal pain 04/11/2010 |06/11/2010 |esolved
Dysphagia 04/11/2010 [06/11/2010
Dizziness 03/11/2010 [05/11/2010
Abdominal pain upper 04/11/2010 |06/11/2010
Paraesthesia 04/11/2010 |06/11/2010
Headache 03/11/2010 [05/11/2010
Myalgia 03/11/2010 [05/11/2010
Neck pain 05/11/2010 |[06/11/2010
Musculoskeletal stiffness |05/11/2010 |06/11/2010
2010-001050 |23/11/2010 (13 Years [Female |Prophylaxis GARDASIL 17/11/2010 - 17/11/2010 |.5ml Feeling abnormal 17/11/2010 (17/11/2010 [Recovered/r
Thirst 17/11/2010 |17/11/2010 |esolved
2010-001054 |23/11/2010 (13 Years [Female |Prophylaxis GARDASIL 29/09/2010 - Injection site swelling 29/09/2010 Recovered/r
Injection site pain 29/09/2010 esolved
Injection site erythema 29/09/2010
2010-001068 |17/11/2010 |16 Female [Prophylaxis GARDASIL 24/09/2010 - Visual impairment 24/09/2010 Recovered/r
Headache 24/09/2010 esolved
Eye swelling 24/09/2010
Malaise 25/09/2010
Myalgia 25/09/2010
Muscular weakness 25/09/2010
Syncope 28/09/2010
Fatigue
2010-001087 |24/11/2010 |12 Years |[Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 [.5ml Dizziness 22/11/2010 |22/11/2010 |Recovered/r
esolved
2010-001088 |24/11/2010 |13 Years |Female |Prophylaxis GARDASIL 23/11/2010 - 23/11/2010 |.5ml Dizziness 23/11/2010 Recovered/r
Headache 23/11/2010 esolved
2010-001089 |24/11/2010 |12 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Dizziness 22/11/2010 |22/11/2010 [Recovered/r
esolved

Every effort has been made to ensure

Please also refer to the caveat document enclosed.

that the informationcontained in line listings is
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2010-001090 |24/11/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 Headache 22/11/2010 [22/11/2010 (Not EPILIM
recovered at
time of
reporting
2010-001091 |24/11/2010 |13 Years |[Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 (.5 Milligram | Headache 22/11/2010 Unknown
2010-001092 |24/11/2010 |12 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Abdominal pain upper 22/11/2010 |22/11/2010 [Recovered/r
esolved
2010-001093 |24/11/2010 |15 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Epigastric discomfort 22/11/2010 |[22/11/2010 [Recovered/r
esolved
2010-001094 |24/11/2010 |13 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Pain in extremity 22/11/2010 Recovered/r
esolved
2010-001095 |24/11/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Headache 22/11/2010 |22/11/2010 |Recovered/r [NOVORAPID Type 1 diabetes mellitus
Asthenia 22/11/2010 |[22/11/2010 |esolved LANTUS
2010-001097 |24/11/2010 |12 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Headache 22/11/2010 |22/11/2010 [Recovered/r
esolved
2010-001100 |24/11/2010 |13 Years |Female |Prophylaxis GARDASIL 23/11/2010 - 23/11/2010 |.5ml Dizziness 23/11/2010 |23/11/2010 [Recovered/r
esolved
2010-001104 |24/11/2010 |13 Years [Unknown [Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Dizziness 22/11/2010 |[22/11/2010 [Recovered/r
esolved
2010-001132 |25/11/2010 |14 Female GARDASIL 23/11/2010 - Urticaria 24/11/2010 Not CLONAMOX Tonsillitis
Rash pruritic recovered at Premature baby
time of Rash
reporting
2010-001133 |25/11/2010 |12 Years [Female |Prophylaxis GARDASIL 13/09/2010 - 13/09/2010 |.5ml Urticaria 13/09/2010 Recovered/r
esolved
2010-001152 |25/11/2010 (125 Female [Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 Limb discomfort 23/11/2010 Recovered/r
Years Myalgia 24/11/2010 esolved
Sensation of heaviness 24/11/2010
2010-001195 |29/11/2010 |13 Years [Female |Prophylaxis GARDASIL 21/09/2010 - S5ml Urticaria 22/09/2010 Recovered/r
Pruritus 22/09/2010 esolved
2010-001211 |30/11/2010 |13 Years [Female |Prophylaxis GARDASIL 28/09/2010 - S5 ml Dermatitis allergic 29/09/2010 |06/10/2010 |Recovered/r
Urticaria 29/09/2010 |[06/10/2010 (esolved
Pruritus 29/09/2010 |06/10/2010
2010-001212 |01/12/2010 |13 Years |Female |Prophylaxis GARDASIL 26/11/2010 - 26/11/2010 |.5ml Headache 26/11/2010 |26/11/2010 [Recovered/r
esolved
2010-001213 |01/12/2010 |13 Years |[Female |Prophylaxis GARDASIL 26/11/2010 - 26/11/2010 [.5ml Headache 26/11/2010 |26/11/2010 |Recovered/r
Flushing 26/11/2010 |[26/11/2010 |esolved
2010-001216 |01/12/2010 |12 Years |[Female |Prophylaxis GARDASIL 26/11/2010 - 26/11/2010 [.5ml Malaise 26/11/2010 |26/11/2010 |Recovered/r
esolved
2010-001217 |01/12/2010 |12 Years |Female |Prophylaxis GARDASIL 26/11/2010 - 26/11/2010 |.5ml Asthenia 26/11/2010 Recovered/r
esolved
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2010-001219 |01/12/2010 |13 Years |Female |Prophylaxis GARDASIL 22/09/2010 - 22/09/2010 Lethargy 22/09/2010 |[23/09/2010 [Recovered/r
Headache 22/09/2010 esolved
Local reaction 22/09/2010 |[27/09/2010
2010-001220 |01/12/2010 |13 Years |Female |Prophylaxis GARDASIL 26/11/2010 - 26/11/2010 |.5ml Limb discomfort 26/11/2010 Recovered/r
esolved
2010-001304 |26/11/2010 |13 Years |Female |Prophylaxis GARDASIL 24/11/2010 - 24/11/2010 Pyrexia 24/11/2010 Unknown Adverse event following
Oropharyngeal pain 24/11/2010 Prophylaxis
Lymphadenopathy 24/11/2010
2010-001310 |03/12/2010 |13 Years |Female |Prophylaxis GARDASIL 25/11/2010 - 25/11/2010 |.5ml Epigastric discomfort 25/11/2010 |25/11/2010 [Recovered/r
esolved
2010-001313 |03/12/2010 |12 Years |Female |Prophylaxis GARDASIL 25/11/2010 - 25/11/2010 |.5ml Injection site pain 25/11/2010 |[25/11/2010 [Recovered/r
esolved
2010-001314 |03/12/2010 Female [Prophylaxis GARDASIL 24/11/2010 - 24/11/2010 [.5ml Injection site swelling 27/11/2010 |30/11/2010 |Not
recovered at
time of
reporting
2010-001315 |03/12/2010 |13 Years |Female |Prophylaxis GARDASIL 25/11/2010 - 25/11/2010 |.5ml Headache 25/11/2010 Recovered/r
esolved
2010-001316 |03/12/2010 |12 Years |Female |Prophylaxis GARDASIL 25/11/2010 - 25/11/2010 |.5ml Injection site pain 25/11/2010 |25/11/2010 [Recovered/r
esolved
2010-001362 |07/12/2010 (13 Years [Female |Prophylaxis GARDASIL 06/12/2010 - S5ml Oropharyngeal pain 06/12/2010 |06/12/2010 |Recovered/r
Swollen tongue 06/12/2010 |06/12/2010 |esolved
2010-001387 |07/12/2010 |13 Years |Female |Prophylaxis GARDASIL 05/10/2010 - 05/10/2010 |.5ml Deep vein thrombosis 18/10/2010 Recovering/r [WARFARIN
Pulmonary embolism 18/10/2010 esolving
2010-001389 |08/12/2010 |14 Years |Female |Prophylaxis GARDASIL 05/10/2010 - 05/10/2010 |.5ml Cellulitis 19/10/2010 Recovered/r
Injection site mass 19/10/2010 esolved
Pyrexia 19/10/2010
2010-001390 |09/12/2010 |12 Years [Female |Prophylaxis GARDASIL 29/09/2010 - 29/09/2010 Skin reaction 30/09/2010 |02/10/2010 |Recovered/r
Urticaria 30/09/2010 [02/10/2010 (esolved
2010-001391 |09/12/2010 |13 Years |Female |Prophylaxis GARDASIL 16/11/2010 - Sml Local reaction 16/11/2010 Unknown
Injection site induration 16/11/2010
Pain in extremity 16/11/2010
Rash macular 16/11/2010
Urticaria 16/11/2010
2010-001402 |10/12/2010 |13 Years |Female |Prophylaxis GARDASIL 23/09/2010 - 23/09/2010 |.5ml Pallor 23/09/2010 |23/09/2010 [Recovered/r
Dizziness 23/09/2010 |[23/09/2010 (esolved
Limb discomfort 23/09/2010 |23/09/2010
Eye pruritus 23/09/2010 |23/09/2010
2010-001420 |13/12/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - Sml Urticaria 22/11/2010 Recovered/r
esolved
Please also refer to the caveat document enclosed.
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2010-001421 |13/12/2010 |12 Years |Female |Prophylaxis GARDASIL 21/09/2010 - 21/09/2010 |.5ml Urticaria 21/09/2010 Unknown
2010-001422 |13/12/2010 |12 Years [Female |Prophylaxis GARDASIL 12/10/2010 - 12/10/2010 |.5ml Nausea 12/10/2010 Recovered/r
Vomiting 12/10/2010 esolved
Lethargy 12/10/2010
2010-001423 |13/12/2010 |13 Years |Female |Prophylaxis GARDASIL 22/11/2010 - 22/11/2010 |.5ml Nausea 22/11/2010 |27/11/2010 [Recovered/r Vaccination complication
esolved
2010-001435 |14/12/2010 Female |[Prophylaxis GARDASIL 17/11/2010 - Chest pain 17/11/2010 Recovered/r
esolved
2010-001436 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL Dizziness Recovered/r
Vision blurred esolved
Pallor
2010-001437 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL Headache Not
Hyperhidrosis recovered at
time of
2010-001439 |14/12/2010 Female GARDASIL 15/09/2010 - Syncope 15/09/2010 Recovered/r
esolved
2010-001440 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 05/10/2010 - Dizziness 05/10/2010 Recovered/r
Flushing 05/10/2010 esolved
2010-001441 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 19/05/2010 - Syncope 19/05/2010 Recovered/r
esolved
2010-001442 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Feeling hot 05/10/2010 Recovered/r
Dizziness 05/10/2010 esolved
Asthenia 05/10/2010
2010-001443 |14/12/2010 (14 Years [Female |Prophylaxis GARDASIL Pain in extremity 05/10/2010 Recovered/r
esolved
Headache 05/10/2010
2010-001444 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL 05/10/2010 - Nausea 05/10/2010 Recovered/r
Malaise esolved
2010-001445 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Presyncope Recovered/r
esolved
2010-001446 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Nausea 05/10/2010 Recovered/r
esolved
2010-001447 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL Dizziness 05/10/2010 Recovered/r
Pallor 05/10/2010 esolved
2010-001448 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 05/10/2010 - Dizziness 05/10/2010 Recovered/r
esolved
2010-001449 |14/12/2010 (12 Years [Female GARDASIL 04/10/2010 - Headache 04/10/2010 Recovered/r
esolved
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
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to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2010-001450 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL Headache 15/09/2010 Recovered/r
esolved
Pallor 15/09/2010
2010-001451 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 15/09/2010 - Abdominal pain upper 15/09/2010 Recovered/r
esolved
Dizziness 15/09/2010
2010-001452 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 15/09/2010 - Dizziness 15/09/2010 Recovered/r
esolved
2010-001453 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 15/09/2010 - Pain in extremity 15/09/2010 Recovered/r
Back pain 15/09/2010 esolved
2010-001454 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 24/11/2010 - Chills Not ACICLOVIR Food allergy
recovered at [MONTELUKAST Eczema
time of SERETIDE Asthma
reporting GRAZAX Herpes simplex
SALAMOL
2010-001456 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL Dizziness 15/09/2010 Recovered/r
esolved
2010-001457 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 15/09/2010 - Abdominal pain upper 15/09/2010 Recovered/r
esolved
2010-001458 |14/12/2010 Female |Prophylaxis GARDASIL 05/10/2010 - Nausea 05/10/2010 Recovered/r
esolved
2010-001459 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Abdominal pain 15/09/2010 Recovered/r
esolved
2010-001460 |14/12/2010 |12 Years [Male Prophylaxis GARDASIL 21/09/2010 - Dizziness 21/09/2010 Recovered/r
esolved
2010-001461 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL Nausea Recovered/r
Headache esolved
2010-001464 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL 06/10/2010 - Dizziness 06/10/2010 Recovered/r
esolved
2010-001465 |14/12/2010 (14 Years [Female |Prophylaxis GARDASIL Dizziness 07/10/2010 Recovered/r
Asthenia 07/10/2010 esolved
2010-001470 |13/12/2010 |19 Years |[Female |Prophylaxis GARDASIL 06/2010 - Panic attack 07/2010 Not
Anxiety 07/2010 recovered at
Chest pain 07/2010 time of
Dizziness 07/2010 reporting
Limb discomfort 07/2010
2010-001475 |14/12/2010 |12 Years |[Female |Prophylaxis GARDASIL Nausea Recovered/r
Vomiting esolved
2010-001476 |14/12/2010 |13 Years |[Female |Prophylaxis GARDASIL Dizziness Recovered/r
Headache esolved
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2010-001477 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 21/09/2010 - Headache 21/09/2010 Recovered/r
Dizziness 21/09/2010 esolved
Asthenia 21/09/2010

2010-001478 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 17/11/2010 - Feeling hot 17/11/2010 Recovered/r
Hyperhidrosis 17/11/2010 esolved

2010-001479 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 03/11/2010 - Dizziness 03/11/2010 Recovered/r

esolved

2010-001480 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 03/11/2010 - Sml Malaise 03/11/2010 Recovered/r
Headache 03/11/2010 esolved

2010-001483 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Anxiety 30/09/2010 |30/09/2010 [Recovered/r
Feeling of body 30/09/2010 |30/09/2010 |esolved
temperature change

2010-001484 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Dizziness 30/09/2010 Recovered/r
Abdominal discomfort 30/09/2010 esolved

2010-001486 |15/12/2010 |12 Years |Female |Prophylaxis GARDASIL 27/09/2010 - Sml Urticaria 27/09/2010 Not
Lethargy 27/09/2010 recovered at
Fatigue 27/09/2010 time of
Rash vesicular 27/09/2010 reporting
Pruritus 27/09/2010
Hypersensitivity 27/09/2010

2010-001487 |14/12/2010 (13 Years [Female |Prophylaxis GARDASIL Abdominal discomfort 30/09/2010 |30/09/2010 |Recovered/r
Dizziness 30/09/2010 |[30/09/2010 (esolved

2010-001488 |14/12/2010 |12 Years |[Female |Prophylaxis GARDASIL 30/09/2010 - Pain in extremity 30/09/2010 Recovered/r
Headache 30/09/2010 esolved
Nausea 30/09/2010

2010-001490 |14/12/2010 |13 Years |[Female |Prophylaxis GARDASIL 30/09/2010 - Headache 30/09/2010 Recovered/r
Nausea 30/09/2010 esolved

2010-001492 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 30/09/2010 - Nausea 30/09/2010 Recovered/r
Dizziness 30/09/2010 esolved

2010-001493 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 30/09/2010 - Dizziness 30/09/2010 Recovered/r
Asthenia 30/09/2010 esolved

2010-001494 |14/12/2010 (12 Years |[Female |Prophylaxis GARDASIL 29/09/2010 - Nausea 29/09/2010 |29/09/2010 |Recovered/r
Dizziness 29/09/2010 [29/09/2010 (esolved

2010-001495 |14/12/2010 |12 Years |[Female |Prophylaxis GARDASIL 29/09/2010 - Dizziness 29/09/2010 |29/09/2010 |Recovered/r
Pallor 29/09/2010 [29/09/2010 (esolved

2010-001496 |14/12/2010 |13 Years |[Female |Prophylaxis GARDASIL 30/09/2010 - Headache 30/09/2010 |30/09/2010 |Recovered/r
Abdominal discomfort 30/09/2010 |[30/09/2010 (esolved

Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2010-001497 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Headache 30/09/2010 Recovered/r
Dizziness 30/09/2010 esolved
2010-001498 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Dizziness 30/09/2010 |[30/09/2010 [Recovered/r
Abdominal discomfort 30/09/2010 |30/09/2010 [esolved
2010-001499 |14/12/2010 |13 Female [Prophylaxis GARDASIL 11/10/2010 - Dizziness 11/10/2010 Recovered/r
Weeks esolved
2010-001500 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Dizziness 30/09/2010 |30/09/2010 [Recovered/r
Nausea 30/09/2010 |[30/09/2010 |esolved
2010-001501 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 11/10/2010 - Dizziness 11/10/2010 Recovered/r
Pallor 11/10/2010 esolved
2010-001502 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Asthenia 30/09/2010 |30/09/2010 [Recovered/r
Dizziness 30/09/2010 |[30/09/2010 |esolved
2010-001503 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 11/10/2010 - Dizziness 11/10/2010 Recovered/r
Pallor 11/10/2010 esolved
2010-001504 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 30/09/2010 - Syncope 30/09/2010 |30/09/2010 [Recovered/r
Dizziness 30/09/2010 |[30/09/2010 |(esolved
2010-001505 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 11/10/2010 - Dizziness 11/10/2010 Recovered/r
Asthenia 11/10/2010 esolved
2010-001506 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Dizziness Recovered/r
esolved
2010-001507 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL 29/09/2010 - S5ml Dizziness 29/09/2010 Recovered/r
esolved
2010-001508 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Asthenia 11/10/2010 Recovered/r
Dizziness 11/10/2010 esolved
Pain in extremity 11/10/2010
2010-001509 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL Oropharyngeal pain Recovered/r
esolved
2010-001510 |14/12/2010 |15 Years [Female |Prophylaxis GARDASIL 29/09/2010 - S5ml Dizziness 29/09/2010 Recovered/r
Emotional distress 29/09/2010 esolved
Headache 29/09/2010
Nausea 29/09/2010
2010-001511 |14/12/2010 (12 Years [Female GARDASIL 29/09/2010 - S5 mi Pallor 29/09/2010 Recovered/r
esolved
2010-001512 |14/12/2010 (14 Years |[Female |Prophylaxis GARDASIL 29/09/2010 - S5 ml Dizziness 29/09/2010 Recovered/r
Headache 29/09/2010 esolved
2010-001513 |14/12/2010 (13 Years [Female |Prophylaxis GARDASIL 29/09/2010 - 5 ml Nausea 29/09/2010 Recovered/r [METHOTREXATE Rheumatoid arthritis
Headache 29/09/2010 esolved LOSAMEL
Malaise 29/09/2010 NAPROSYN

Please also refer to the caveat document enclosed.
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2010-001514 |14/12/2010 (13 Years |[Female |Prophylaxis GARDASIL 29/09/2010 - 29/09/2010 |.5ml Syncope 29/09/2010 Recovered/r
esolved
2010-001515 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 29/09/2010 - 29/09/2010 [.5ml Feeling hot 29/09/2010 Recovered/r
Cold sweat 29/09/2010 esolved
2010-001516 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 29/09/2010 - S5ml Dizziness 29/09/2010 Recovered/r
Nausea 29/09/2010 esolved
2010-001517 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 04/10/2010 - S5ml Dizziness 04/10/2010 Recovered/r
esolved
2010-001518 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 04/04/2010 - 5 ml Dizziness 04/04/2010 Recovered/r
esolved
2010-001519 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 04/10/2010 - S5ml Dizziness 04/10/2010 Recovered/r
esolved
2010-001520 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL 04/10/2010 - 5 ml Dizziness 04/10/2010 |04/10/2010 |Recovered/r
Nausea 04/10/2010 [04/10/2010 (esolved
2010-001521 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 04/10/2010 - 5 ml Dizziness 04/10/2010 |04/10/2010 |Recovered/r
esolved
2010-001522 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - S5ml Dizziness 28/09/2010 Recovered/r
Somnolence 28/09/2010 esolved
2010-001523 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 04/10/2010 - S5ml Dizziness 04/10/2010 |04/10/2010 [Recovered/r
Headache 04/10/2010 [04/10/2010 |esolved
Emotional distress 04/10/2010 |04/10/2010
2010-001524 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 28/09/2010 - 5ml Dizziness 28/09/2010 Recovered/r
esolved
2010-001525 |16/12/2010 |13 Years [Female |Prophylaxis GARDASIL 29/11/2010 - .5 ml Grand mal convulsion 03/12/2010 Recovered/r
esolved
2010-001526 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - 5ml Dizziness 28/09/2010 |28/09/2010 |Recovered/r
Pallor 28/09/2010 |28/09/2010 |esolved
2010-001527 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 28/09/2010 - 5ml Malaise 28/09/2010 Recovered/r
esolved
2010-001528 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 13/10/2010 - 13/10/2010 |.5ml Dizziness 13/10/2010 |13/10/2010 |Recovered/r
esolved
2010-001529 |14/12/2010 (14 Years [Female |Prophylaxis GARDASIL 28/09/2010 - 5 ml Dizziness 28/09/2010 Recovered/r
Pallor 28/09/2010 esolved
2010-001531 |16/12/2010 |13 Years |[Female |Prophylaxis GARDASIL 14/12/2010 - 5 ml Headache 14/12/2010 |(14/12/2010 [Recovered/r
Nausea 14/12/2010 |14/12/2010 |esolved
2010-001532 |16/12/2010 (13 Years |[Female |Prophylaxis GARDASIL 16/11/2010 - Malaise 16/11/2010 Unknown
Hypoaesthesia 16/11/2010
Pyrexia 16/11/2010
Vomiting 16/11/2010
Lethargy 16/11/2010
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2010-001533 |16/12/2010 (14 Years |[Female |Prophylaxis GARDASIL 14/12/2010 - 5 ml Malaise 14/12/2010 |[14/12/2010 [Recovered/r
esolved
2010-001534 |16/12/2010 |14 Years |Female |Prophylaxis GARDASIL 14/12/2010 - S5ml Headache 14/12/2010 Recovered/r
Dizziness 14/12/2010 esolved
2010-001535 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 13/10/2010 - S5ml Dizziness 13/10/2010 |[13/10/2010 |Recovered/r
esolved
2010-001536 |16/12/2010 (14 Years [Female |Prophylaxis GARDASIL 24/09/2010 - 5ml Nausea 24/09/2010 Recovered/r
esolved
2010-001537 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 28/09/2010 - S5ml Abdominal discomfort 28/09/2010 |28/09/2010 |Recovered/r
Headache 28/09/2010 |28/09/2010 |esolved
Nausea 28/09/2010 |(28/09/2010
2010-001538 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - 28/09/2010 [.5ml Dizziness 28/09/2010 Recovered/r
esolved
2010-001539 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 28/09/2010 - 5 ml Abdominal discomfort 28/09/2010 Recovered/r
esolved
2010-001540 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 28/09/2010 - 5 ml Abdominal discomfort 28/09/2010 Recovered/r
esolved
2010-001541 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 28/09/2010 - 5 ml Dizziness 28/09/2010 Recovered/r
esolved
2010-001542 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - 28/09/2010 [.5ml Dizziness 28/09/2010 |[28/09/2010 |Recovered/r
Abdominal discomfort 28/09/2010 |28/09/2010 |esolved
Headache 28/09/2010 |(28/09/2010
2010-001543 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - 5ml Dizziness 28/09/2010 Recovered/r
esolved
2010-001544 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 28/09/2010 - .5ml Presyncope 28/09/2010 |28/09/2010 |Recovered/r
Pallor 28/09/2010 |28/09/2010 |esolved
Hyperhidrosis 28/09/2010 |28/09/2010
2010-001545 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 5ml Nausea 11/10/2010 Unknown
Dizziness 11/10/2010
2010-001547 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 11/10/2010 - Dizziness 11/10/2010 Recovered/r
esolved
2010-001548 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 11/10/2010 - Dizziness 01/10/2010 Recovered/r
Chills 11/10/2010 esolved
2010-001549 |14/12/2010 (13 Years |[Female |Prophylaxis GARDASIL 27/09/2010 - 5 ml Presyncope 27/09/2010 (27/09/2010 [Recovered/r
Headache 27/09/2010 |27/09/2010 |esolved
2010-001550 |14/12/2010 (13 Years |[Female |Prophylaxis GARDASIL 28/09/2010 - 5 ml Headache 28/09/2010 |[28/09/2010 [Recovered/r
esolved
2010-001551 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 29/09/2010 - Dizziness 29/09/2010 Recovered/r
Nausea 29/09/2010 esolved
2010-001552 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Dizziness Recovered/r
esolved
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2010-001556 |14/12/2010 |12 Years |[Female |Prophylaxis GARDASIL 29/09/2010 - Dizziness 29/09/2010 Recovered/r
Pallor 29/09/2010 esolved
2010-001557 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - .5ml Dizziness 28/09/2010 Recovered/r
esolved
2010-001558 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 28/09/2010 - Sml Headache 28/09/2010 Recovered/r
Nausea 28/09/2010 esolved
2010-001559 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 29/09/2010 - Dizziness 29/09/2010 Recovered/r
Headache 29/09/2010 esolved
2010-001560 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 04/10/2010 - Sml Dizziness 04/10/2010 Recovered/r
esolved
2010-001561 |14/12/2010 |14 Years |Female |Prophylaxis GARDASIL 28/09/2010 - .5ml Nausea 28/09/2010 Recovered/r
esolved
2010-001562 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - Sml Abdominal pain 28/09/2010 Recovered/r
Dizziness 28/09/2010 esolved
Feeling of body 28/09/2010
temperature change
2010-001563 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL Dizziness Unknown
Panic attack
2010-001564 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - Sml Dizziness 28/09/2010 Recovered/r
Feeling of body 28/09/2010 esolved
temperature change
2010-001565 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Dizziness Unknown
Pallor
2010-001566 |14/12/2010 |12 Years [Female |Prophylaxis GARDASIL 27/09/2010 - S5ml Dizziness 27/09/2010 |27/09/2010 |Recovered/r
Asthenia 27/09/2010 [27/09/2010 |esolved
2010-001567 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL Headache Unknown
Pain in extremity
2010-001568 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 27/09/2010 - S5ml Dizziness 27/09/2010 Recovered/r
esolved
2010-001569 |14/12/2010 |13 Years [Female |Prophylaxis GARDASIL 11/10/2010 - Dizziness 11/10/2010 Recovered/r
Hypoaesthesia 11/10/2010 esolved
2010-001570 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 27/09/2010 - Sml Presyncope 27/09/2010 |27/09/2010 [Recovered/r
esolved
2010-001571 |14/12/2010 (13 Years |[Female |Prophylaxis GARDASIL 27/09/2010 - S5 ml Dizziness 27/09/2010 Recovered/r
esolved
2010-001572 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 27/09/2010 - Sml Abdominal pain 27/09/2010 |27/09/2010 [Recovered/r
Headache 27/09/2010 [27/09/2010 (esolved
2010-001573 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 27/09/2010 - Sml Presyncope 27/09/2010 Recovered/r
esolved
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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An tUdaras Rialala Tairgi Stéinte
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Date of first Reaction
notification Patient Patient Adverse Reaction(s) Reaction Cessation Concomitant Medical History
to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2010-001574 |14/12/2010 (13 Years [Female |Prophylaxis GARDASIL 27/09/2010 - S5ml Dizziness 27/09/2010 Recovered/r
Headache 27/09/2010 esolved
2010-001575 |15/12/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - .5ml Malaise 22/11/2010 |[22/11/2010 [Recovered/r
esolved
2010-001576 |15/12/2010 |13 Years |Female |Prophylaxis GARDASIL 22/11/2010 - .5ml Malaise 22/11/2010 |[22/11/2010 [Recovered/r
Fatigue 22/11/2010 (22/11/2010 |esolved
2010-001577 |15/12/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - .5ml Fatigue 22/11/2010 |[22/11/2010 [Recovered/r Asthenia
esolved
2010-001578 |15/12/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - .5ml Malaise 22/11/2010 |[22/11/2010 [Recovered/r
Dizziness 22/11/2010 |[22/11/2010 |esolved
2010-001579 |15/12/2010 |13 Years |Female |Prophylaxis GARDASIL 22/11/2010 - .5ml Malaise 22/11/2010 |[22/11/2010 [Recovered/r
Headache 22/11/2010 |22/11/2010 |esolved
2010-001580 |14/12/2010 |13 Years |Female |Prophylaxis GARDASIL 27/09/2010 - .5ml Headache 27/09/2010 Recovered/r
esolved
2010-001581 |14/12/2010 |12 Years |Female |Prophylaxis GARDASIL 27/09/2010 - Sml Abdominal pain 27/09/2010 Recovered/r
esolved
2010-001584 |14/12/2010 (12 Years [Female GARDASIL 27/09/2010 - S5ml Presyncope 27/09/2010 Recovered/r
Nausea 27/09/2010 esolved
2010-001590 |17/12/2010 Female GARDASIL Cyanosis Unknown
2010-001591 |17/12/2010 Female GARDASIL Cyanosis Recovered/r
esolved
2010-001595 |17/12/2010 Female GARDASIL Urticaria
2010-001607 |20/12/2010 (14 Years [Female |Prophylaxis GARDASIL 15/12/2010 - Convulsion 15/12/2010 Recovered/r [LAMICTAL Epilepsy
esolved
2010-001608 |20/12/2010 |13 Years (Female |Prophylaxis GARDASIL 15/12/2010 - 15/12/2010 .5 ml Abdominal discomfort 15/12/2010 Recovered/r
Headache 15/12/2010 esolved
2010-001610 |20/12/2010 |13 Years [Female |Prophylaxis GARDASIL 15/12/2010 - 15/12/2010 |.5ml Dermatitis allergic 15/12/2010 Recovered/r
Pruritus 15/12/2010 esolved
Rash erythematous 15/12/2010
2010-001616 |20/12/2010 |12 Years |Female |Prophylaxis GARDASIL 04/10/2010 - Nausea 04/10/2010 Recovered/r
Vomiting 04/10/2010 esolved
2010-001617 |20/12/2010 |13 Years |Female |Prophylaxis GARDASIL 10/2010 - Sml Rash 22/11/2010 Recovered/r
Headache esolved
Urticaria
2010-001671 |23/12/2010 |13 Years |Female |Prophylaxis GARDASIL 04/10/2010 - Sml Headache 04/10/2010 Recovered/r
esolved

Please also refer to the caveat document enclosed.
ry effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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Medical History

to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2010-001675 |23/12/2010 |14 Years |Female |Prophylaxis GARDASIL 20/10/2010 - 20/10/2010 Rash pruritic Recovered/r |PREDNISOLONE Myasthenia gravis
Sleep disorder esolved AZATHIOPRINE
2011-001706 |04/01/2011 |12 Years |[Female |Prophylaxis GARDASIL 19/09/2010 - S5ml Headache 19/09/2010 Unknown
Dizziness
Presyncope
Tonsillitis 10/2010
2011-001712 |04/01/2011 |12 Years |Female |Prophylaxis GARDASIL 09/2010 - .5ml Headache Not
recovered at
time of
reporting
2011-001714 |04/01/2011 |13 Years |Female |Prophylaxis GARDASIL 27/09/2010 - 27/09/2010 |.5ml Headache 27/09/2010 Not
Influenza like illness 27/09/2010 recovered at
Asthenia 27/09/2010 time of
reporting
2011-001729 |05/01/2011 |13 Years |Female |Prophylaxis GARDASIL 17/12/2010 - Abdominal pain 21/12/2010 Not
Vomiting 21/12/2010 recovered at
time of
reporting
2011-001754 |15/12/2010 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - Sml Asthenia 22/11/2010 Recovered/r
esolved
2011-001755 |05/01/2011 |13 Years |Female |Prophylaxis GARDASIL 27/10/2010 - Abdominal pain 10/2010 Unknown
Vomiting 10/2010
2011-001791 |13/01/2011 |13 Years [Female |Prophylaxis GARDASIL 22/11/2010 - S5 ml Nausea 22/11/2010 Recovered/r Asthma
Dizziness 22/11/2010 esolved
Chest discomfort 22/11/2010
2011-001792 |13/01/2011 |12 Years [Female |Prophylaxis GARDASIL 15/11/2010 - Dizziness 15/11/2010 Recovered/r Asthma
Anxiety 15/11/2010 esolved
Dyspnoea 15/11/2010
2011-001793 |13/01/2011 |12 Years [Female |Prophylaxis GARDASIL 09/12/2010 - S5ml Eye irritation 09/12/2010 Recovered/r
Rash 09/12/2010 esolved
Pruritus 09/12/2010
2011-001800 |13/01/2011 |14 Years |Female |Prophylaxis GARDASIL 22/11/2010 - Sml Dizziness 22/11/2010 |22/11/2010 [Recovered/r
esolved
2011-001801 |13/01/2011 |12 Years |[Female |Prophylaxis GARDASIL 22/11/2010 - S5 ml Nausea 22/11/2010 Recovered/r
Dizziness 22/11/2010 esolved
2011-001802 |13/01/2011 |14 Years |[Female |Prophylaxis GARDASIL 22/11/2010 - S5 ml Dizziness 22/11/2010 Recovered/r
Injection site pain 22/11/2010 esolved
2011-001803 |13/01/2011 |12 Years |[Female |Prophylaxis GARDASIL 22/11/2010 - 5 ml Nausea 22/11/2010 |22/11/2010 |Recovered/r
Headache 22/11/2010 |[22/11/2010 |esolved

Every effort has been made to ensure

Please also refer to the caveat document enclosed.

that the informationcontained in line listings is
compilation, and are a direct representation ofthe data currently held on ourdatabas

ccurate and true. The content of line listings are believed to be correct at the time of
he Health Products Regulatory Authority, its servants, agents and employees disclaim

all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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H pR a O Summary details of suspected adverse reactions/events

associated with the use of Gardasil

An tUdaras Rialala Tairgi Stéinte
Health Products Regulatory Authority to 31/05/2015
Date of first Reaction
notification Patient Patient Adverse Reaction(s) Reaction Cessation Concomitant Medical History
to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2011-001804 |13/01/2011 |14 Years |Female |Prophylaxis GARDASIL 16/11/2010 - .5ml Malaise 16/11/2010 Recovered/r
Headache 16/11/2010 esolved
2011-001805 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 28/09/2010 - Headache 28/09/2010 Recovered/r
Dizziness 28/09/2010 esolved
Nausea 28/09/2010
2011-001806 |13/01/2011 |13 Years |[Female |Prophylaxis GARDASIL 16/11/2010 - Abdominal pain upper 16/11/2010 Recovered/r
Feeling hot 16/11/2010 esolved
Dysgeusia 16/11/2010
Headache 16/11/2010
Cold sweat 16/11/2010
2011-001807 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 16/11/2010 - .5ml Chills 16/11/2010 Recovered/r
Fatigue 16/11/2010 esolved
Dizziness 16/11/2010
2011-001809 |13/01/2011 |13 Years [Female |Prophylaxis GARDASIL 16/11/2010 - S5ml Malaise 16/11/2010 Recovered/r
esolved
2011-001818 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 16/11/2010 - Dizziness 16/11/2010 Recovered/r
Headache 16/11/2010 esolved
2011-001819 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 16/11/2010 - Sml Headache 16/11/2010 Recovered/r
esolved
2011-001824 |13/01/2011 (12 Years [Female |Prophylaxis GARDASIL 16/11/2010 - S5 ml Headache 16/11/2010 Recovered/r
Nausea 16/11/2010 esolved
2011-001826 |13/01/2011 |14 Years [Female |Prophylaxis GARDASIL 16/11/2010 - 16/11/2010 |.5ml Headache 16/11/2010 Recovered/r
esolved
2011-001827 |13/01/2011 (12 Years [Female GARDASIL 16/11/2010 - 16/11/2010 |.5ml Dizziness 16/11/2010 Recovered/r
esolved
2011-001828 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL 09/12/2010 - .5ml Dizziness 09/12/2010 Recovered/r
Nausea 09/12/2010 esolved
2011-001829 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL 09/12/2010 - 19/12/2010 |.5ml Dizziness 09/12/2010 Recovered/r
Nausea 09/12/2010 esolved
2011-001830 |13/01/2011 |12 Years [Female |Prophylaxis GARDASIL 16/11/2010 - Dizziness 16/11/2010 Recovered/r
Visual impairment 16/11/2010 esolved
Headache 16/11/2010
2011-001831 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 16/11/2010 - Sml Chills 16/11/2010 Recovered/r
Feeling cold 16/11/2010 esolved
Abdominal discomfort 16/11/2010
2011-001832 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL 16/11/2010 - Sml Headache 16/11/2010 Recovered/r
Dizziness 16/11/2010 esolved

Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employee claim

=

all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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Health Products Regulatory Authority to 31/05/2015
Date of first Reaction
notification Patient Patient Adverse Reaction(s) Reaction Cessation Concomitant Medical History
to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2011-001849 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL 15/11/2010 - .5ml Feeling hot 15/11/2010 Recovered/r
Dizziness 15/11/2010 esolved
2011-001854 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL Dizziness Not
Nausea recovered at
time of
reporting
2011-001856 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL 15/11/2010 - Nausea 15/11/2010 Not
Headache 15/11/2010 recovered at
Dizziness 15/11/2010 time of
Abdominal pain 15/11/2010 reporting
2011-001857 |13/01/2011 |14 Years |Female |Prophylaxis GARDASIL 15/11/2010 - Dizziness 15/11/2010 Recovering/r
esolving
2011-001859 |13/01/2011 |12 Years [Female |Prophylaxis GARDASIL 15/11/2010 - Pain 15/11/2010 Not
recovered at
time of
reporting
2011-001863 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL Dizziness Recovered/r
esolved
2011-001864 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 15/11/2010 - Nausea 15/11/2010 Recovered/r
Dizziness 15/11/2010 esolved
2011-001866 |13/01/2011 |14 Years [Female |Prophylaxis GARDASIL 15/11/2010 - Dizziness 15/11/2010 Recovered/r
esolved
2011-001869 |13/01/2011 |12 Years [Female |Prophylaxis GARDASIL Asthenia Recovered/r
Dizziness esolved
Pallor
2011-001870 |13/01/2011 |13 Years |[Female |Prophylaxis GARDASIL Dizziness Recovered/r
Headache esolved
2011-001872 |13/01/2011 |14 Years |[Female |Prophylaxis GARDASIL Headache Recovered/r
esolved
2011-001873 |13/01/2011 |12 Years [Female |Prophylaxis GARDASIL Syncope 10/12/2010 Recovered/r
Dizziness 10/12/2010 esolved
2011-001874 |13/01/2011 |13 Years |Female |Prophylaxis GARDASIL 13/10/2010 - Sml Dizziness 13/10/2010 Recovered/r
esolved
2011-001875 |13/01/2011 |13 Years |[Female |Prophylaxis GARDASIL S5 ml Dizziness Recovered/r
Headache esolved
Nausea

Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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An tUdaras Rialala Tairgi Staint
H':.xl:n :’ro;u:t'; i:':c_;u;.?:ory :‘,:honly to 31/05/2015
Date of first Reaction
notification Patient Patient Adverse Reaction(s) Reaction Cessation Concomitant Medical History
to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2011-001924 |20/01/2011 (14 Years |[Female |Prophylaxis GARDASIL 29/11/2010 - 29/11/2010 [.5ml Vertigo 01/12/2010 |22/12/2010 |Recovered/r
Syncope esolved
Emotional distress 01/12/2010 |22/12/2010
Pallor 01/12/2010 |22/12/2010
Nausea 01/12/2010 |[22/12/2010
Anxiety 01/12/2010 |22/12/2010
Pain in extremity
Burning sensation
Insomnia
Local reaction
2011-001944 |21/01/2011 |12 Years |Female |Prophylaxis GARDASIL 17/01/2011 - .5ml Pain in extremity 17/01/2011 Not
recovered at
time of
reporting
2011-001977 |25/01/2011 |13 Years [Female |Prophylaxis GARDASIL 29/09/2010 - S5 ml Pyrexia 29/09/2010 Recovered/r
Pain in extremity 29/09/2010 esolved
2011-001982 |25/01/2011 |13 Years |Female |Prophylaxis GARDASIL 01/10/2010 - Sml Limb discomfort 01/10/2010 Recovered/r
Erythema 01/10/2010 esolved
2011-002012 |26/01/2011 |15 Years |Female |Prophylaxis GARDASIL 16/11/2010 - Sml Body temperature 16/11/2010 Not
increased recovered at
Pain 16/11/2010 time of
Lymphadenopathy 16/11/2010 reporting
Asthenia 16/11/2010
Decreased appetite 16/11/2010
2011-002013 |26/01/2011 Female [Prophylaxis GARDASIL 13/12/2010 - S5ml Syncope 13/12/2010 Recovered/r Syncope
esolved
2011-002014 |26/01/2011 |15 Years [Female |Prophylaxis GARDASIL 07/12/2010 - S5 ml Asthenia 07/12/2010 Recovered/r Asthma
Nausea 07/12/2010 esolved
Pain in extremity 07/12/2010
2011-002015 |26/01/2011 |16 Years |Female |Prophylaxis GARDASIL 13/12/2010 - .5 Milligram | Syncope 13/12/2010 Recovered/r Phobia
Muscle twitching 13/12/2010 esolved
Headache 13/12/2010
Dizziness 13/12/2010
2011-002037 |28/01/2011 |14 Years |Female |Prophylaxis GARDASIL 25/01/2011 - Arthralgia 25/01/2011 Recovered/r
esolved
2011-002222 |13/01/2011 |12 Years |Female |Prophylaxis GARDASIL 21/09/2010 - 21/09/2010 Dizziness 21/09/2010 Recovered/r
esolved

Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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Summary details of suspected adverse reactions/events
associated with the use of Gardasil
to 31/05/2015

HPRA

An tUdaras Rialala Tairgi Stainte
Health Products Regulatory Authority
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Reaction

Reaction
Cessation

Concomitant

Medical History

to HPRA Age Sex Indications Suspect Drug(s) Therapy Dates (MedDRA PT) Onset Date Date Outcome Medication(s) (MedDRA PT)/Comment
2011-002370 |16/02/2011 |14 Years |Female GARDASIL 04/02/2011 - 04/02/2011 Trance Not
Transient memory recovered at
impairment time of
Anxiety reporting
Somnolence
Eye movement disorder
Fatigue
Headache
2011-002757 |14/03/2011 |13 Years |Female |Prophylaxis GARDASIL 10/03/2011 - .5ml Dizziness 10/03/2011 Recovered/r
esolved
2011-002758 |14/03/2011 |14 Years |Female |Prophylaxis GARDASIL 09/03/2011 - Sml Pallor 09/03/2011 |09/03/2011 [Recovered/r
esolved
2011-002759 |14/03/2011 |13 Years |Female |Prophylaxis GARDASIL 10/03/2011 - .5ml Injection site pain 10/03/2011 Unknown
2011-002761 |14/03/2011 |14 Years |Female |Prophylaxis GARDASIL 09/03/2011 - Sml Headache 09/03/2011 Recovered/r
esolved
2011-002763 |14/03/2011 |13 Years |Female |Prophylaxis GARDASIL 10/03/2011 - .5ml Malaise 10/03/2011 Recovered/r Coeliac disease
esolved
2011-002765 |14/03/2011 |13 Years |Female |Prophylaxis GARDASIL 10/03/2011 - Sml Dizziness Recovered/r
Malaise esolved
2011-002766 |14/03/2011 |14 Years |Female |Prophylaxis GARDASIL 09/03/2011 - 09/03/2011 |.5ml Headache 09/03/2011 Recovered/r
esolved
2011-002767 |14/03/2011 (13 Years [Female |Prophylaxis GARDASIL 09/03/2011 - S5 ml Asthenia 09/03/2011 Recovered/r
esolved
2011-002768 |14/03/2011 (14 Years [Female |Prophylaxis GARDASIL 09/03/2011 - 09/03/2011 [.5ml Headache 09/03/2011 Recovered/r
esolved
2011-002769 |14/03/2011 Female [Prophylaxis GARDASIL 09/03/2011 - 09/03/2011 [.5ml Dizziness 09/03/2011 Recovered/r
DITEBOOSTER 09/03/2011 - 09/03/2011 |.5ml esolved
2011-002883 |21/03/2011 (14 Years |[Female |Prophylaxis GARDASIL 09/2010 - Vision blurred Not PHARMATON
11/2010 - Syncope recovered at
Dermal cyst time of
Fatigue reporting
Tremor
2011-002901 |22/03/2011 |13 Years [Female |Prophylaxis GARDASIL 14/03/2011 - 14/03/2011 Pain in extremity 15/03/2011 Not
Swelling 15/03/2011 recovered at
Peripheral coldness 15/03/2011 time of
Skin discolouration 15/03/2011 reporting
Complex regional pain 15/03/2011
syndrome
2011-002919 |24/03/2011 (13 Years |[Female |Prophylaxis GARDASIL 14/03/2011 - 14/03/2011 |.05 ml Chills 15/03/2011 Not
Vomiting 15/03/2011 recovered at
Decreased appetite 15/03/2011 time of
reporting
2011-002929 |24/03/2011 |13 Years |[Female |Prophylaxis GARDASIL 24/11/2010 - 5 ml Dizziness 24/11/2010 Unknown
Nausea 24/11/2010
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2011-002930 |24/03/2011 (13 Years |[Female |Prophylaxis GARDASIL 29/11/2010 - S5ml Dizziness 29/11/2010 Unknown
Tremor 29/11/2010
2011-002934 |24/03/2011 |13 Years |[Female |Prophylaxis GARDASIL 29/11/2010 - S5ml Dizziness 29/11/2010 Recovered/r
esolved
2011-002935 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 24/11/2010 - Sml Dizziness 24/11/2010 Unknown
Feeling hot 24/11/2010
2011-002936 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 24/11/2010 - Sml Dizziness 24/11/2010 Unknown
2011-002937 |24/03/2011 |14 Years [Female |Prophylaxis GARDASIL 13/10/2010 - S5ml Dizziness 13/10/2010 Unknown
Headache 13/10/2010
2011-002941 |24/03/2011 (12 Years [Female |Prophylaxis GARDASIL S5ml Headache Unknown
Dizziness
Abdominal discomfort
2011-002942 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL .5ml Dizziness Unknown
2011-002943 |24/03/2011 |12 Years [Female |Prophylaxis GARDASIL 13/12/2010 - S5ml Dizziness 13/12/2010 Unknown
2011-002944 |24/03/2011 |13 Years [Female |Prophylaxis GARDASIL 24/11/2010 - S5ml Dizziness 24/11/2010 Unknown
2011-002945 |24/03/2011 |13 Years [Female |Prophylaxis GARDASIL 23/11/2010 - S5ml Feeling abnormal 23/11/2010 Unknown
Pallor 23/11/2010
2011-002946 |24/03/2011 (14 Years [Not Prophylaxis GARDASIL 24/11/2010 - S5ml Feeling of body 24/11/2010 Unknown
specified temperature change
Tachycardia 24/11/2010
2011-002947 |24/03/2011 |12 Years |Female |Prophylaxis GARDASIL 23/11/2010 - Sml Dizziness 23/11/2010 Unknown
Headache 23/11/2010
Tremor 23/11/2010
Feeling hot 23/11/2010
2011-002948 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 23/11/2010 - Sml Headache 23/11/2010 Unknown
2011-002952 |24/03/2011 (14 Years [Female |Prophylaxis GARDASIL 23/11/2010 - S5 ml Dizziness 23/11/2010 Unknown
Abdominal discomfort 23/11/2010
2011-002953 |24/03/2011 |12 Years |[Female |Prophylaxis GARDASIL 23/11/2010 - S5 ml Dizziness 23/11/2010 Unknown
2011-002954 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 23/11/2010 - Sml Dizziness 23/11/2010 Unknown
Cold sweat 23/11/2010

Please also refer to the caveat document enclosed.

Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority
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2011-002955 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 23/11/2010 - .5ml Oropharyngeal pain 23/11/2010 Unknown
Pain in extremity 23/11/2010
Headache 23/11/2010
Cough 23/11/2010
2011-002956 |24/03/2011 |12 Years |Female |Prophylaxis GARDASIL Sml Abdominal pain Unknown
Muscle spasms
2011-002957 |24/03/2011 |12 Years [Female |Prophylaxis GARDASIL 23/11/2010 - S5 ml Headache 23/11/2010 Unknown
2011-002958 |24/03/2011 (12 Years [Female |Prophylaxis GARDASIL S5ml Dizziness Unknown
Headache
2011-002959 |24/03/2011 (12 Years [Female |Prophylaxis GARDASIL S5ml Dizziness Unknown
2011-002960 |24/03/2011 |12 Years |Female |Prophylaxis GARDASIL 29/11/2010 - Sml Dizziness 29/11/2010 Unknown
Chest discomfort 29/11/2010
2011-002961 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 25/11/2010 - Sml Dizziness 25/11/2010 Unknown
Abdominal pain lower 25/11/2010
Headache 25/11/2010
2011-002962 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 13/12/2010 - Sml Dizziness 13/12/2010 Not
recovered at
time of
reporting
2011-002963 |24/03/2011 |13 Years [Female |Prophylaxis GARDASIL 24/11/2010 - S5ml Dizziness 24/11/2010 Unknown
2011-002964 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 13/12/2010 - Sml Nausea 13/12/2010 Unknown
2011-002965 |24/03/2011 |12 Years [Female |Prophylaxis GARDASIL 29/11/2010 - S5ml Dizziness 29/11/2010 Not Asthma
Headache 29/11/2010 recovered at
time of
reporting
2011-002966 |24/03/2011 |12 Years [Female |Prophylaxis GARDASIL S5 ml Dizziness Unknown Diabetes mellitus
2011-002967 |24/03/2011 |14 Years |[Female |Prophylaxis GARDASIL 29/11/2010 - S5 ml Dizziness 29/11/2010 Unknown
Ear discomfort 29/11/2010
2011-002968 |24/03/2011 |12 Years [Female |Prophylaxis GARDASIL 13/12/2010 - S5 ml Dizziness 13/12/2010 Unknown
Headache 13/12/2010
Feeling cold 13/12/2010
2011-002970 |24/03/2011 (13 Years |[Female |Prophylaxis GARDASIL 22/03/2011 - 5 ml Nausea 22/03/2011 Recovered/r
Pain in extremity 22/03/2011 esolved
Rash macular 22/03/2011
Please also refer to the caveat document enclosed.
Every effort has been made to ensure that the information contained in line listings is accurate and true. The content of line listings are believed to be correct at the time of
compilation, and are a direct representation ofthe data currently held on our database. The Health Products Regulatory Authority, its servants, agents and employeesdisclaim
all liability for the accuracy, completeness, or usefulness of any informationand for any error oromissiontherein. © Copyright of the Health Products Regulatory Authority




26

Summary details of suspected adverse reactions/events
associated with the use of Gardasil
to 31/05/2015

HPRA

An tUdaras Rialala Tairgi Stainte
Health Products Regulatory Authority

Date of first
notification

Patient

Patient

Adverse Reaction(s)

Reaction

Reaction
Cessation

Concomitant

Medical History

to HPRA

Age

Sex

Indications

Suspect Drug(s)

Therapy Dates

(MedDRA PT)

Onset Date

Date

Outcome

Medication(s)

(MedDRA PT)/Comment

2011-002971 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 22/03/2011 - .5ml Dizziness 22/03/2011 Recovered/r
esolved
2011-002972 |24/03/2011 |13 Years |Female |Prophylaxis GARDASIL 22/03/2011 - Sml Nausea 22/03/2011 Recovered/r
Headache 22/03/2011 esolved
2011-002973 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 22/03/2011 - Sml Dizziness 22/03/2011 Recovered/r Anaemia
esolved
2011-002983 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 22/03/2010 - .5ml Dizziness 22/03/2011 Recovered/r
esolved
2011-002985 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 22/03/2011 - Sml Dizziness 22/03/2011 Recovered/r
Headache 22/03/2011 esolved
Nausea 22/03/2011
2011-002991 |24/03/2011 |14 Years |Female |Prophylaxis GARDASIL 24/11/2010 - Sml Pain in extremity 24/11/2010 Not
Injection site pain 24/11/2010 recovered at
time of
2011-002992 |24/03/2011 |12 Years |Female |Prophylaxis GARDASIL 23/11/2010 - Sml Nausea 23/11/2010 Not
Paraesthesia 23/11/2010 recovered at
time of
reporting
2011-003081 |29/03/2011 |13 Years |Female |Prophylaxis GARDASIL Lymphadenopathy Not
Oropharyngeal pain recovered at
Chills time of
reporting
2011-003104 |31/03/2011 Female [Prophylaxis GARDASIL 28/03/2011 - S5ml Anaphylactoid reaction 28/03/2011 Recovered/r Asthma
Hypotension 28/03/2011 esolved Anaphylactic reaction
Tachycardia 28/03/2011
Nausea 28/03/2011
Asthenia 28/03/2011
Dyspnoea 28/03/2011
Throat tightness 28/03/2011
2011-003108 |31/03/2011 |13 Years [Female |Prophylaxis GARDASIL 30/03/2011 - 30/03/2011 [.5ml Dizziness 30/03/2011 Not
Asthenia 30/03/2011 recovered at
Syncope 30/03/2011 time of
reporting
2011-003122 |01/04/2011 |13 Years |[Female |Prophylaxis GARDASIL 29/09/2010 - S5ml Chest pain Recovered/r
Dyspnoea esolved
2011-003148 |04/04/2011 |13 Years |[Female |Prophylaxis GARDASIL 22/03/2011 - S5 ml Erythema 22/03/2011 Recovered/r
Pain in extremity 22/03/2011 esolved
2011-003154 |04/04/2011 (12 Years |[Female |Prophylaxis GARDASIL 28/03/2011 - S5 ml Headache 28/03/2011 |29/03/2011 |Recovered/r
18/11/2010 - Dizziness 28/03/2011 |[29/03/2011 |esolved
20/09/2010 - Vomiting 28/03/2011 |29/03/2011

Every effort has been made to ensure
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2011-003160 |04/04/2011 (14 Years |[Female |Prophylaxis GARDASIL 10/10/2010 - 14/12/2010 |.5ml Headache 10/10/2010 Not
14/12/2010 - .5ml Abdominal discomfort 10/10/2010 recovered at
Asthenia 10/10/2010 time of
Decreased appetite 10/10/2010 reporting
Weight decreased 10/10/2010
2011-003161 |04/04/2011 |12 Years |Female |Prophylaxis GARDASIL 18/11/2010 - Malaise Recovered/r
Headache 28/03/2011 esolved
Dizziness
2011-003167 |05/04/2011 |13 Years [Female |Prophylaxis GARDASIL 30/11/2010 - Fatigue 12/2010 Not Abdominal pain upper
Nausea 12/2010 recovered at
Headache 12/2010 time of
Vomiting 12/2010 reporting
Sleep disorder
Fatigue
2011-003255 |08/04/2011 |13 Years |Female |Prophylaxis GARDASIL 04/04/2011 - Urticaria 05/04/2011 Not
Pruritus 05/04/2011 recovered at
time of
reporting
2011-003276 |08/04/2011 |13 Years [Female |Prophylaxis GARDASIL 31/03/2