System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown
Preferred Term Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lIsj'e(:js (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lIsj'e(:js (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Intervertebral Disc Operation 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Joint Arthroplasty 1 (0.24) 1 (0.00) (0.00) (0.00) (0.00) (0.00)
Removal of Internal Fixation 1 (024 1 0 (0000 O 0 (0.00) 0 0 (0000 O 0 (0000 O 0 (000) O
Spinal Decompression 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tooth Extraction 1 (024) 1 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0 (0.00) O
Vascular Disorders 8  (1.96) 9 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Flushing 6 (1.47) 7 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hypotension 2 (049) 2 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0
Table 142 Incidence status for classification of Adverse Events by outcome (IBD (N=417))
System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\?éII)tz Sll\lll(a)j'e(:zis (%) g\?ériz Szll(a)j'e(:js %) ]IE\I\ZI?tz Sll\lIgj'e(:js (%) ]IE\I\?éII)tz Sll\lll(a)j'e(:zis (%) ]IE\I\?éII)tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
Total 132 (31.65) 221 2 (048) 2 5 (1200 7 11 @64 11 1 (024) 4 1 (024) 1
gli‘s’gfdiﬁsd DPLES S 8§ (192 9 | 0 (0.00) 0 1 024) 1 1 024) 1 0 ©00) 0 | 0 (000 0
Anaemia 1 (024) 1 0  (0.00) 0 1 024) 1 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Iron Deficiency Anaemia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Leukopenia 5 (1200 S 0 (0.00) 0 0  (0.00) 0 0  (0.000 0 0 (0.00) 0 0 (0.00) 0
Lymphadenitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown
Preferred Term Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Szll(a)j'e(:js %) ]IE\I\ZI?tz Sll\lIsj'e(:js %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz
Neutropenia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cardiac Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Palpitations 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Ear and Labyrinth Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Otorrhoea 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Eye Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Vision Blurred 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastrointestinal Disorders 58 (13.91) 85 0 (0.00) 0 0 (0.00) 0 4 (0.96) 4 0 (0.00) 0 0 (0.00) 0
Abdominal Discomfort 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Abdominal Pain 20  (4.80) 28 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Abdominal Pain Lower 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Abdominal Pain Upper 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anal Fistula 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Aphthous Ulcer 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Colitis Ulcerative 4 (0.96) 4 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Constipation 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Crohn's Disease 5 (1.20) 5 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Diarrhoea 5 (1.20) 5 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dyspepsia 3 (0.72) 4 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.' of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events |Subjects Events

Enterocutaneous Fistula 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Epigastric Discomfort 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 (0.00) 0 (0.00) 0 0 (0.00)
Frequent Bowel Movements 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastritis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastrointestinal Inflammation 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Haematochezia 5 (1.20) 5 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0
Ileus 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Intestinal Obstruction 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Melaena 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Mouth Ulceration 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Nausea 5 (1.20) 7 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Protein-Losing Gastroenteropathy 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Small Intestinal Haemorrhage 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Vomiting 5 (1.20) 7 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

gﬁ‘e‘ecrilnzlgg;‘;ers and Administration | ;4 ogy g 0 (0.00) 0 1 (024) 1 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Application Site Haemorrhage 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Chest Pain 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Disease Progression 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Drug Ineffective 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown
Preferred Term Sll\lll(a)j'e(:zis %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis %) ]IE\I\ZI?tz Szll(a)j'e(:js %) ]IE\I\ZI?tz Sll\lIsj'e(:js %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
Immediate Post-Injection Reaction 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Large Intestinal Perforation 1 (0.24) 1 (0.00) 0 (0.00) 0 (0.00) (0.00) (0.00)
Non-Cardiac Chest Pain 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Oedema 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pyrexia 8 (1.92) 9 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hepatobiliary Disorders 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Hepatic Function Abnormal 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hepatitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hyperbilirubinaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Immune System Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anaphylactic Reaction 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Infections and Infestations 31 (7.43) 34 2 (0.48) 2 2 (0.48) 2 2 (0.48) 2 1 (0.24) 4 0 (0.00) 0
Abdominal Abscess 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anal Abscess 2 (0.48) 2 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Atypical Pneumonia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Clostridium Difficile Infection 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cystitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cytomegalovirus Colitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cytomegalovirus Infection 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.' of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events |Subjects Events

Disseminated Tuberculosis 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Folliculitis 2 (0.48) 2 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00)
Herpes Virus Infection 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Herpes Zoster 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Lung Abscess 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Nasopharyngitis 5 (1.20) 5 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Oral Candidiasis 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
iggﬂﬁgﬁﬁﬁs Jirovecii 1024 1 0 (0.00) 0 0  (0.00) O 0 (0.00) 0 0 (0.000 © 0 (0.000 ©
Pneumonia 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0  (0.00) 0
Pseudomembranous Colitis 0 (0.00) 0 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0  (0.00) 0
Rhinitis 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Sepsis 0 (0.00) 0 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0  (0.00) 0
Sialoadenitis 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Spleen Tuberculosis 0 (0.00) 0 0  (0.00) 0 1 (0.24) 1 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Tuberculosis 1 (0.24) 1 0  (0.00) 0 1 (0.24) 1 1 (0.24) 1 0  (0.00) 0 0  (0.00) 0
Upper Respiratory Tract Infection 8 (1.92) 8 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Urinary Tract Infection 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0  (0.00) 0

g‘gfnrry;ﬁiziisgssi“g CallBlE ] 4 (096 4 0 (©00) O | 0 (©00) O | 0 (©00) 0 | 0 (000 0 | 0 (000 0




Resolved Resolved with sequela Improved Continuing Death Unknown
System Organ Class
Preferred Term No.of | No.of | No.of | No.of | No.of | No.of | No.of | No.of | No.of | No.of | No.of | No. of
Subjects %) Events | Subjects %) Events | Subjects %) Events | Subjects %) Events |Subjects %) Events |Subjects %) Events
Foot Fracture 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Infusion Related Reaction 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Investigations 10 (2.40) 12 0 (0.00) 0 2 (0.48) 2 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Alanine Aminotransferase
Increased 1 (0.24) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Aspartate Aminotransferase
Increased 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Blood Alkaline Phosphatase
Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
C-Reactive Protein Increased 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Eosinophil Count Increased 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Liver Function Test Abnormal 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Occult Blood 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
White Blood Cell Count
Decreased 5 (1.20) 5 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Metabolism and Nutrition Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Decreased Appetite 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Musculoskeletal and Connective
Tissue Disorders 6 (1.44) 6 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Arthralgia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Flank Pain 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown
Preferred Term Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Szll(a)j'e(:js %) ]IE\I\ZI?tz Sll\lIsj'e(:js %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz
Musculoskeletal Pain 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Musculoskeletal Stiffness 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Myalgia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Nervous System Disorders 5 (1.20) 5 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dizziness 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hypoaesthesia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tremor 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Psychiatric Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Depression 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Insomnia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Renal and Urinary Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Calculus Ureteric 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
gfssgrigitr‘;r” B e I R (1 0 (0.00) 0 0 (0.00) O 0 (0.00) © 0 (0.00) 0 0 (0.00) 0
Cough 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dyspnoea 4 (0.96) 4 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Epistaxis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Oropharyngeal Pain 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Respiratory Distress 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Resolved Resolved with sequela Improved Continuing Death Unknown
Preferred Term Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Szll(a)j'e(:js %) ]IE\I\ZI?tz Sll\lIsj'e(:js %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) ]IE\I\ZI?tz Sll\lll(a)j'e(gs %) I];I\?ér?tz
]S;zrgrzrﬁss“b"“tane"“s LEERID 25 (6.00) 26 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Acne 2 (0.48) 2 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Dermatitis Acneiform 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Erythema Nodosum 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Pain of Skin 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Photosensitivity Reaction 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pruritus 7 (1.68) 7 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Rash 5 (1.20) 5 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Seborrhoeic Dermatitis 1 (0.24) 1 0  (0.00) 0 1 (0.24) 1 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Skin Exfoliation 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Skin Lesion 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Swelling Face 2 (0.48) 2 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Urticaria 3 (0.72) 3 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Surgical and Medical Procedures 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Ileostomy 2 (0.48) 2 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Ileostomy Closure 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
Vascular Disorders 1 (0.24) 1 0  (0.00) 0 0 (0.000 0 0 (0.000 0 0  (0.00) 0 1 (0.24) 1
Deep Vein Thrombosis 0 (0.00) 0 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 (0.24) 1
Renovascular Hypertension 1 (0.24) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0
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D. Classification of Causal Relationship to the Surveillance Drug

The relationship of adverse event to the surveillance drug was categorized as the following 6 categories,
‘certain’, ‘probable/likely’, ‘possible’, ‘unlikely’, ‘conditional/unclassified’ and
‘unassessible/unclassifiable’; 745 events of ‘unlikely’ in 29.92% (406/1357 subjects), 181 events of
‘possible’ in 9.58% (130/1357 subjects), 37 events of ‘probable/likely’ in 1.69% (23/1357 subjects), 19
events of ‘conditional/unclassified” in 1.18%  (16/1357  subjects), 13  events of
‘unassessible/unclassifiable’ in 0.81% (11/1357 subjects) and 11 events of ‘certain’ in 0.81% (11/1357
subjects)(Table 143).

Classification of causal relationship to the surveillance drug by indication is presented in Table 144,
Table 145 and Table 146.



Table 143 Incidence status status for classification of causal relationship to the surveillance drug (Total (N=1357))

System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Total 11 (0.81) 11 23 (1.69) 37 | 130 (9.58) 181 | 406 (29.92) 745 | 16 (1.18) 19 11 (0.81) 13
gli‘s’gfdzlsd DPLES S 0 (0.00) O 1 007) 1 3 (022 4 13 (096) 13 0 (0.00) O 0 (0.00) 0
Anaemia 0 (0.00) 0 1 (0.07) 1 0  (0.00) O 3 (022 3 0 (0.00) 0 0 (0.00) 0O
Iron Deficiency Anaemia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 4 (029 4 0 (0.00) 0 0 (0.00) 0O
Leukopenia 0 (0.00) 0 0  (0.00) 0 1 (007) 1 4 (029 4 0 (0.00) 0 0 (0.00) 0
Lymphadenitis 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Lymphadenopathy 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Neutropenia 0 (0.00) 0 0  (0.00) 0 1 (007) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) O
Pancytopenia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) O
Cardiac Disorders 0  (0.00) 0 2 (015 2 (0.15) 4 (029 4 0 (0.00) 0 0 (0.00) 0
Atrial Fibrillation 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Cardiac Arrest 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Palpitations 0 (0.00) 0 2 (015 2 2 0.15) 2 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Ear and Labyrinth Disorders 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 5  (037) 5 0 (0.00) © 0 (0.00) O
Otorrhoea 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Tinnitus 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 3 (022 3 0 (0.00) 0 0 (0.00) 0
Vertigo 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I};\Z;’é Szll(a)j'e(:js ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz

Eye Disorders 0 (0.00) 0 0 (0.00) O 1 0.07) 1 8 (059 9 1 007) 1 0 (0.00) 0
Blepharitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 (0.00)
Dry Eye 0 (0.00) 0 0  (0.00) 0 1 (007) 1 3 (022) 3 0 (0.000 O 0 (0.00) O
Glaucoma 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (0.07) 1 0 (0.00) O 0 (0.00) O
Uveitis 0 (0.000 O 0  (0.00) 0 0  (0.000 0O 2 (0.15) 2 1 0.07) 1 0 (0.00) 0O
Vision Blurred 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Visual Acuity Reduced 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0

Gastrointestinal Disorders 0 (0.00) 0 1 0.07) 1 13 (0.96) 14 @ 127 (9.36) 176 0 (0.00) © 1 (007 1
Abdominal Discomfort 0 (0.00) 0 0 (0.00) 0 2 0.15) 2 3 (022 3 0 (0.00) 0 0 (0.00) 0
Abdominal Distension 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Abdominal Pain 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 23 (1.69) 31 0 (0.00) 0 0 (0.00) 0
Abdominal Pain Lower 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Abdominal Pain Upper 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 12 (0.88) 13 0 (0.000 O 0 (0.000 0
Anal Fistula 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Aphthous Ulcer 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Colitis Ulcerative 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 3 (022 3 0 (0.00) 0 0 (0.00) 0
Constipation 0 (0.000 O 0  (0.00) 0 1 (007) 1 8 (059 9 0 (0.00) 0 1 0.07) 1
Crohn's Disease 0 (0.00) 0 1 (0.07) 1 0  (0.00) O 4 (029 4 0 (0.00) O 0 (0.00) O
Diarrhoea 0 (0.000 O 0 (0.00) O 1 (007) 1 18 (1.33) 18 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::fs (%) I};\Z;’é Szll(a)j'e(is ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Dry Mouth 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0
Dyspepsia 0  (0.00) 0 0 (0.00) O 2 (015 2 12 (0.88) 14 0 (0.00) 0 0 (0.00) 0
Dysphagia 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0000 ©
Enterocutaneous Fistula 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0  (0.00) 0
Epigastric Discomfort 0 (0.000 0 0 (0.00) O 0  (0.00) 0 3 (022 3 0 (0.00) 0 0 (0.00) 0
Frequent Bowel Movements 0 (0.00) 0 0 (0.000 0 0 0.000 0 1 (0.07) 1 0 (0.00) O 0 (0.00) 0
Gastric Mucosal Lesion 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Gastric Ulcer 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0
Gastric Ulcer Haemorrhage 0 (0.000 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Gastritis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 5 (037 5 0 (0.000 O 0 (0000 ©
Gastroduodenitis 0 (0.000 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Gastrointestinal Disorder 0 (0.00) O 0 (0.00) 0 2 (015 2 2 (015 2 0 (0.00) © 0 (0.00) O
Gastrointestinal Inflammation 0 (0.00) O 0 (0.00) 0 0  (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) O
g?:et;‘s"e’es"l’hageal Reflux 0 (0.00) 0 0 (0.00) O 0  (0.00) © 2 (0.15) 2 0 (0.00) O 0 (0.00) 0
Haematochezia 0  (0.00) 0 0 (0.00) O 1 (007) 1 6 (0.44) 6 0 (0.00) 0 0 (0.00) 0
Ileus 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0
Intestinal Obstruction 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) O
Large Intestine Polyp 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0000 ©
Melaena 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Mouth Haemorrhage 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Mouth Ulceration (0.00) (0.00) (0.00) 3 (022 3 (0.00) (0.00)
Nausea 0 (0.00) 0 0  (0.00) 0 2 (015 2 17 (125) 19 0 (0.00) 0 0 (0.00) 0O
Proctalgia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Protein-Losing Gastroenteropathy | 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Regurgitation 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (015 3 0 (0.00) 0 0 (0.00) 0O
Small Intestinal Haemorrhage 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Stomatitis 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0
Vomiting 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 9  (0.66) 11 0 (0.00) 0 0 (0.00) 0

gﬁ:ecrilnzﬁg;‘frs and Administration | 50 g 2 (0.15) 2 9  (0.66) 11 | 38 (2.80) 4l 2 (015 2 0 (0.00) 0
Application Site Haemorrhage 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0
Asthenia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Chest Discomfort 0 (0.00) 0 1 (0.07) 1 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Chest Pain 0 (0.00) 0 0  (0.00) 0 1 (007) 1 3 (022 3 0 (0.00) 0 0 (0.00) 0
Chills 0 (0.00) 0 0 (0.00) 0 1 0.07) 3 3 (022 3 0 (0.00) 0 0 (0.00) 0
Disease Progression 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0
Drug Effect Delayed 0 (0.00) 0 0  (0.00) 0 1 (007) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) O
Drug Ineffective 0 (0.00) 0 0  (0.00) 0 1 (007) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) O
Face Oedema 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I};\Z;’é Szll(a)j'e(:js ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Fatigue 0 (0.00) 0 0  (0.00) 0 2 (015 2 4 (029 4 0 (0.00) 0 0 (0.00) 0O
Generalised Oedema 0 (0.00) © 0 (0.000 O 1 0.07) 1 1 0.07) 1 0 (0.00) 0O 0 (0.00) O
gzzfid;zte Post-njection 0 (000) 0 | 0 (0.00) 0 1007 1 0 (000 0 | 0 (000 0 | 0 (000 0
Influenza Like Illness 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Large Intestinal Perforation 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Non-Cardiac Chest Pain 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Oedema 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 3 (022 3 2 (015 2 0 (0.00) 0O
Oedema Peripheral 0 (0.00) 0 1 0.07) 1 0  (0.00) O 3 (022) 3 0 (0.000 O 0 (0.000 0
Pain 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Pyrexia 0 (0.00) 0 0  (0.00) 0 1 (007) 1 12 (0.88) 13 0 (0.00) 0 0 (0.00) 0
Swelling 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0

Hepatobiliary Disorders 0  (0.00) 0 0 (0000 O 1 007 1 8 (059 8 0 (0.00) 0 0 (0.00) 0
Cholelithiasis 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Drug-Induced Liver Injury 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hepatic Function Abnormal 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Hepatitis 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 4 (029 4 0 (0.00) 0 0 (0.00) 0
Hyperbilirubinaemia 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Liver Disorder 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0

Immune System Disorders 3 (022 3 4 (029 4 3 (022 3 0 (0.00) 0O 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Anaphylactic Reaction 1 (007) 1 2 (015 2 1 (007) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Anaphylactic Shock 0 (0.00) 0 1 (0.07) 1 0 (0000 0 0 (0.00) O (0.00) 0 (0.00) O
Hypersensitivity 2 (0.15) 2 1 (0.07) 1 2 (015 2 0 (0.000 O 0 (0.000 O 0 (0.00) O

Infections and Infestations 2 0.15) 2 3 (0.22) 4 42 (3.10) 49 87 (6.41) 98 2 0.15) 2 7 (0.52) 7
Abdominal Abscess 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Abscess 0 (0.000 O 0 (0.00) O 1 007 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Anal Abscess 0 (0.000 O 0 (0.00) O 0 (0000 0 3 (022) 3 0 (0.00) O 0 (0.00) O
Arthritis Bacterial 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.000 0 0 (0.000 O 0 (0.000 0
Atypical Pneumonia 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Body Tinea 0 (0.000 O 0 (0.00) O 1 007 1 1 (0.07) 1 0 (0.00) O 0 (0.00) O
Bronchiolitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Bronchitis 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 11 (0.81) 11 0 (0.000 O 0 (0.000 0
Candida Infection 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 2 0 (0.000 O 0 (0.000 0
Cellulitis 0 (0.00) 0 0 (0.00) 0 (0.15) 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Clostridium Difficile Infection 0 (0.000 O 0 (0.00) 0 0 (0000 0 1 0.07) 1 0 (0.000 0 0 (0.000 O
Cystitis 0 (0.000 O 0 (0.00) O 0 (0000 0 3 (022) 3 0 (0.00) O 0 (0.00) O
Cytomegalovirus Colitis 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.000 0 0 (0.000 O 0 (0.000 0
Cytomegalovirus Infection 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 2 (015 2 0 (0.000 O 0 (0.000 0
Disseminated Tuberculosis 0 (0.00) 0 1 (0.07) 1 2 0.15) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.' of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of

Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events |Subjects Events
Folliculitis 0 (0.000 0 0 (0.00) O 2 0.15) 2 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Furuncle 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Gastritis Bacterial 0 (0.00) O 1 0.07) 1 0  (0.00) 0 0 (0.00) O 0 (0.00) © 0 (0.00) 0
Hepatitis B 0  (0.00) 0 0 (0.00) O 1 (007) 1 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0
Herpes Simplex 0  (0.00) 0 0 (0.00) O 1 (007) 1 0 (0.00) 0 0 (0.00) 0 2 (015 2
Herpes Virus Infection 0 (0.000 0 0 (0.00) O 1 0.07) 1 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Herpes Zoster 0  (0.00) 0 0 (0.00) O 2 (015 2 4 (029 4 0 (0.00) 0 1 0.07) 1
Hordeolum 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Influenza 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Lung Abscess 0  (0.00) 0 0 (0.00) O 1 (007) 1 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0
Nasopharyngitis 0  (0.00) 0 0 (0.00) O 10 (0.74) 10 17 (125) 18 0 (0.00) 0 0 (0.00) 0
Onychomycosis 0  (0.00) 0 0 (0.00) O 2 (015 2 1 0.07) 1 0 (0.00) 0 0  (0.00) 0
Oral Candidiasis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0 (0.00) O 0 (0.00) 0 1 (0.07) 1
Otitis Externa 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 (0.07) 2 0 (0.00) 0 0  (0.00) 0
Pharyngitis 0  (0.00) 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Pharyngotonsillitis 0 (0.000 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
iﬁgﬂﬁgﬁﬁﬁs Jirovecii 0 (0000 0 0 (0000 0 1 007) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pneumonia 0  (0.00) 0 0 (0.00) O 4 (029 5 4 (029 4 0 (0.00) 0 0 (0.00) 0
Pneumonia Bacterial 0 (0.000 0 1 (0.07) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I};\Z;’é Szll(a)j'e(:js ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Postoperative Wound Infection 0 (0.00) 0 1 (0.07) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pseudomembranous Colitis (0.00) (0.00) 0 1 0.07) 1 0 (0.00) 0 (0.00) (0.00)
Pulmonary Tuberculosis 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.000 O 0 (0.000 0
Pyelonephritis 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (0.07) 1 0 (0.00) O 0 (0.00) O
Pyelonephritis Acute 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 2 (0.15 2 0 (0.00) 0 1 (0.07) 1
Rhinitis 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Sepsis 0 (0.000 O 0 (0.00) O 1 007 1 1 (.07 1 0 (0.00) O 0 (0.00) O
Sialoadenitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Sinusitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Spleen Tuberculosis 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tinea Pedis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Tonsillitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Tuberculosis 2 (0.15) 2 0  (0.00) 0 2 (015 2 0 (0.00) O 0 (0.00) O 0 (0.00) O
Tuberculosis Gastrointestinal 0 (0.000 O 0  (0.00) 0 1 007 1 0 (0.000 0 0 (0.000 0 0 (0.000 O
Upper Respiratory Tract Infection | 0 (0.00) 0 0 (0.00) 0 4 (029 4 18 (1.33) 21 0 (0.00) 0 2 (0.15 2
Ureteritis 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (0.07) 1 0 (0.00) O 0 (0.00) O
Urinary Tract Infection 0 (0.000 O 0 (0.00) O 1 007 1 1 (.07 1 2 (0.15) 2 0 (0.00) O
Vaginal Infection 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0

Lipry Lo R e e 2 (015 2 1 007) 1 0  (0.00) O 13 (0.96) 18 0 (0.00) O 1 007 2

Complications




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I};\Z;’é Szll(a)j'e(:js ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Ankle Fracture 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Auricular Haematoma (0.00) (0.00) (0.00) 1 0.07) 3 (0.00) (0.00)
Compression Fracture 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Contusion 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Facial Bones Fracture 0 (0.00) 0 0 (0.00) 0 0 0.000 0 0 (0.00) O 0 (0.00) O 1 (0.07) 1
Fall 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0O
Foot Fracture 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0O
Fracture 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Hand Fracture 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 0 (0.00) 0 0 (0.00) 0 1 0.07) 1
Infusion Related Reaction 2 (015 2 1 (0.07) 1 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Joint Dislocation 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Laceration 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0O
Perineal Injury 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Road Traffic Accident 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0

Investigations 0  (0.00) 0 3 (022 3 10 (074 14 | 42  (3.10) 49 5 (037) 8 0 (0.00) 0
ﬁlﬁg‘:ed‘é‘min"“a“ferase 0 (0.00) O 0  (0.00) O 5 (037 s 12 (0.88) 13 4 (029 4 0 (0.000 0
ﬁiﬁzzt:ets Aminotransferase 0 (000) 0 | 0 (0.00) 0 4 (029 4 | 6 (044 6 | 3 (02 3 | 0o (000 o0
Blood Alkaline Phosphatase 0 ©00) 0 | 0 (0000 0 0 (000) 0 | 1 (07 1 | 0 (000 0 | 0 (000 0

Increased




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
il(‘:’r‘;isi;eaﬁ“e Phosphokinase 0 (0.00) O 0  (0.00) O 0 (0000 0 1 007) 1 0 (0.000 0 0 (0.000 0
C-Reactive Protein Increased 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 1 (0.07) 1 0 (0.00) 0
Eosinophil Count Increased 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Hepatic Enzyme Increased 0 (0.00) 0 1 (0.07) 1 1 0.07) 1 3 (022 3 0 (0.00) 0 0 (0.00) 0
Influenza B Virus Test Positive 0 (0.000 O 0 (0.00) 0 0 (0000 0 1 0.07) 1 0 (0.000 0 0 (0.000 O
Liver Function Test Abnormal 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 7 (052) 8 0 (0.00) 0 0 (0.00) 0
Occult Blood 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Serum Ferritin Increased 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (.07 1 0 (0.00) O 0 (0.00) O
Transaminases Increased 0 (0.000 O 0 (0.00) O 3 (022 3 0 (0.00) O 0 (0.00) O 0 (0.00) O
Urine Analysis Abnormal 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Weight Decreased 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Weight Increased 0 (0.000 O 0 (0.00) O 0 (0000 0 5 (037 5 0 (0.00) O 0 (0.00) O
]\;’e};i::a]:elg"d Cell Count 0 (0.00) 0 2 (015 2 0 (0.00) O 4 (029 4 0  (0.00) O 0  (0.00) O

Metabolism and Nutrition Disorders 0  (0.00) 0 0 (0000 O 1 007 1 24 (1.77) 25 0 (0.000 O 0 (0000 0
Decreased Appetite 0 (0.000 O 0 (0.00) O 0 (0000 O 4 (029 4 0 (0.00) O 0 (0.00) O
Diabetes Mellitus 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Hypercholesterolacmia 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 4 (029) 4 0 (0.000 O 0 (0.000 0
Hyperglycaemia 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (0.07) 1 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I};\Z;’é Szll(a)j'e(:js ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Hyperlipidaemia 0 (0.00) © 0 (0.000 O 1 0.07) 1 11 (081) 11 0 (0.00) 0O 0 (0.000 0
Hypoglycaemia 0 (0.000 O 0 (0.00) O 0 (0000 0 4 (029 4 0 (0.00) O 0 (0.00) O

%‘S‘:Ezlgffgrlzzls and Connective 0 (0000 0 0 (0000 0 7 (052 9 | 80 (590) 108 | 1 (0.07) 1 0 (0.00) 0
Ankylosing Spondylitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 3 (022 3 0 (0.00) 0 0 (0.00) 0
Arthralgia 0 (0.00) 0 0 (0.00) 0 2 0.15) 3 25 (1.84) 28 0 (0.00) 0 0 (0.00) 0
Atlantoaxial Instability 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Back Pain 0 (0.000 O 0 (0.00) O 1 007 1 12 (0.88) 13 0 (0.00) O 0 (0.00) O
Bursal Fluid Accumulation 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Fibromyalgia 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 3 (022 3 0 (0.00) 0 0 (0.00) 0
Flank Pain 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Foot Deformity 0 (0.000 O 0 (0.00) O 0 (0000 0 2 (015 2 0 (0.00) O 0 (0.00) O
Intervertebral Disc Disorder 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Intervertebral Disc Protrusion 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 4 (029) 4 0 (0.000 O 0 (0.000 0
Joint Swelling 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 7 (052 7 0 (0.00) 0 0 (0.00) 0
Lumbar Spinal Stenosis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 4 (029 4 0 (0.00) 0 0 (0.00) 0
Musculoskeletal Pain 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 6 (044 6 0 (0.00) 0 0 (0.00) 0
Musculoskeletal Stiffness 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 3 (022) 3 0 (0.000 O 0 (0.000 0
Myalgia 0 (0.000 O 0 (0.00) O 2 (015 3 6 (0.44) 6 0 (0.00) O 0 (0.00) O
Osteoarthritis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Osteoporosis 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 3 (022 3 0 (0.00) 0 0 (0.00) 0O
Pain in Extremity (0.00) (0.00) (0.00) 9  (0.66) 10 0 (0.00) 0 (0.00)
Polyarthritis 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 0 (0.00) 0 1 0.07) 1 0 (0.000 0
Rheumatoid Arthritis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 4 (029 4 0 (0.00) 0 0 (0.00) 0
Rotator Cuff Syndrome 0 (0.00) O 0 (0.00) 0 0 0.000 0 1 (0.07) 1 0 (0.00) O 0 (0.00) O
Spinal Column Stenosis 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Synovial Cyst 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Synovitis 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Tendonitis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Tenosynovitis 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0

Eﬁ:ﬁﬁ‘;ﬁs dﬁfﬂ;‘%‘éyl\s{?ﬁagﬁ;i) 0 (000) 0 | 0 (0000 0 1 ©07) 1 | 4 (029 4 | 0 (000 0 | 0 (000 0
Colon Adenoma 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Gastric Cancer 0 (0.00) 0 0  (0.00) 0 1 (007) 1 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
ggf;fmiﬂgﬁmemm 0 (0.00) O 0  (0.00) O 0 (0000 0 1 0.07) 1 0 (0000 0 0 (0.000 0
Invasive Ductal Breast Carcinoma| 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O

Nervous System Disorders 0 (0.00)0 0 0 (0.00) 0 8 (0.59) 9 48 (3.54) 59 1 (0.07) 1 1 (0.07) 1
Anosmia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Carotid Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I};\Z;’é Szll(a)j'e(:js ) I];I\?érftz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Cerebellar Ataxia 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Cerebellar Infarction (0.00) (0.00) (0.00) 1 0.07) 1 (0.00) 0.00) 0
Cerebral Infarction 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Cervical Radiculopathy 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Diabetic Neuropathy 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Dizziness 0 (0.00) 0 0  (0.00) 0 3 (022 3 13 (0.96) 14 0 (0.00) 0 0 (0.00) 0O
Headache 0 (0.00) 0 0  (0.00) 0 2 (015 2 9  (0.66) 10 1 0.07) 1 0 (0.00) 0O
Hypoaesthesia 0 (0.00) 0 0  (0.00) 0 2 (015 2 7 (052 7 0 (0.00) 0 0 (0.00) 0
Migraine 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 3 (022 3 0 (0.00) 0 0 (0.00) 0
Neuropathy Peripheral 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Paraesthesia 0 (0.00) 0 0  (0.00) 0 1 (007) 1 9  (0.66) 10 0 (0.00) 0 0 (0.00) 0O
Sciatica 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Subarachnoid Haemorrhage 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0
Syncope 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Tension Headache 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Tremor 0 (0.00) 0 0  (0.00) 0 1 (007) 1 3 (022 3 0 (0.00) 0 0 (0.00) 0

Psychiatric Disorders 0  (0.00) 0 0 (0000 O 0 (0000 0 7 (052) 8 0 (0.00) 0 0 (0.00) 0
Depression 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0O
Insomnia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 5 (037 5 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Tic 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
Renal and Urinary Disorders 0  (0.00) 0 (0.000 0 (0.00) 5 037) 5 (0.00) 0  (0.00)
Calculus Ureteric 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0
Dysuria 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Pollakiuria 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Proteinuria 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0O
gffgf(f;‘;ﬁve System and Breast 0 (©00) 0 0 (0.00) 0 0 (000 0 | 7 (05 7 | 0 (000 0 | 0 (000 o0
Breast Mass 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Erectile Dysfunction 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Menorrhagia 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Pelvic Pain 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Varicocele 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
gf:grigaetr‘;r” Thoracic and Mediastinal | = 50 3022 3 6 (044 8 | 36 (265 39 | 0 (0.00) O 0 (0.00) 0
Acute Respiratory Distress 0 ©00) 0 | 0 (0000 0 0 (000) 0 | 1 (07 1 | 0 (000 0 | 0 (000 0
Syndrome
Atelectasis 0 (0.00) 0 0  (0.00) 0 0  (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Cough 0 (0.00) 0 0  (0.00) 0 1 007 1 16 (1.18) 17 0 (0.00) 0 0 (0.00) 0
Dysphonia 0 (0.00) 0 0  (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Dyspnoea 0 (0.00) 0 1 007) 1 1 007 1 30022 3 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.' of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events |Subjects Events

Dyspnoea Exertional 0 (0.000 O 0 (0.00) O 1 007 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Epistaxis 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (.07 1 0 (0.00) O 0  (0.00)
Interstitial Lung Disease 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 2 (015 2 0 (0.000 O 0 (0.000 0
Laryngeal Oedema 0 (0.000 O 1 007) 1 0 (0000 0 0 (0.00) O 0 (0.00) O 0 (0.00) O
Nasal Septum Deviation 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Oropharyngeal Pain 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Pleural Effusion 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.000 0 0 (0.000 O 0 (0.000 0
Productive Cough 0 (0.00) 0 0  (0.00) 0 2 (015 2 5 (037 5 0 (0.00) O 0 (0.00) O
Respiratory Distress 0 (0.000 O 1 007) 1 0 (0000 0 0 (0.00) O 0 (0.00) O 0 (0.00) O
Rhinitis Allergic 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 3 (022 3 0 (0.00) 0 0 (0.00) 0
Rhinorrhoea 0 (0.00) 0 0 (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Sputum Increased 0 (0.00) 0 0 (0.00) O 0 (0000 O 1 (.07 1 0 (0.00) O 0 (0.00) O
Vocal Cord Polyp 0 (0.00) 0 0 (0.00) 0 0  (0.00) O 1 (0.07) 1 0 (0.000 O 0 (0.000 0

]S)i‘;rzrﬁss“b"“ta“e"“s LEERID 4 (029) 4 6 (044) 14 | 45 (332) 53 | 37 (2.73) 47 3022 3 2 (015 2
Acne 0 (0.00) 0 0  (0.00) 0 1 (007) 1 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0O
Alopecia 0 (0.000 O 0 (0.00) O 1 007 1 3 (022 3 0 (0.00) O 0 (0.00) 0
Androgenetic Alopecia 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (.07 1 0 (0.00) O 0 (0.00) O
Decubitus Ulcer 0 (0.000 O 0 (0.00) O 0 (0000 0 1 (.07 1 0 (0.00) O 0 (0.00) O
Dermatitis Acneiform 0 (0.000 O 0 (0.00) O 1 007 1 1 (.07 1 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified |Unassessible/unclassifiable
Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.' of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events |Subjects Events
Dermatitis Allergic 0 (0.000 0 0 (0.00) O 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Dermatitis Contact 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 4 (029 4 0 (0.000 O 0 (0000 ©
Diabetic Foot 0 (0.00) O 0 (0.00) 0 0  (0.00) 0 1 (0.07) 1 0 (0.00) © 0 (0.00) O
Eczema 0 (0.00) 0 0 (0.00) 0 1 007 1 0 (0000 © 0 (0.000 O 0 (0000 ©
Erythema 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 (.07 1 0 (0.000 O 0 (0000 ©
Erythema Nodosum 0 (0.00) 0 0 (0.00) O 0  (0.00) 0 1 (.07 1 0 (0.000 O 0 (0000 ©
Hyperhidrosis 0 (0.00) O 1 0.07) 1 0  (0.00) 0 2 (015 2 0 (0.00) 0 0 (0.00) O
Hyperkeratosis 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 (.07 1 0 (0.000 O 0 (0000 ©
Hypersensitivity Vasculitis 1 0.07) 1 0 (0.00) O 0  (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pain of Skin 0 (0.000 0 0 (0.00) O 1 0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Papule 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0 (0000 © 1 (0.07) 1 0 (0000 ©
Photosensitivity Reaction 0 (0.00) O 0 (0.00) 0 0  (0.00) 0 0 (0.00) O 0 (0.00) © 1 (0.07) 1
Pruritus 1 (007) 1 3 (022) 6 16 (1.18) 17 10 (0.74) 12 0 (0.000 O 0 (0000 ©
Pruritus Generalised 0 (0.00) 0 0 (0000 0 3 (022) 3 0 (0000 0 0 (0.000 O 0 (0.000 O
Pseudofolliculitis Barbae 0 (0.000 0 0 (0.00) O 0  (0.00) 0 2 (0.15 2 0 (0.00) 0 0 (0.00) 0
Psoriasis 0 (0.00) 0 0 (0.00) 0 2 (015 2 0 (0000 © 0 (0.000 O 0 (0000 ©
Rash 2 (0.15) 2 3 (022 5 7 (052 7 6 (0.44) 6 0 (0.000 O 0 (0000 0
Rash Generalised 0 (0.00) O 0 (0.00) 0 1 0.07) 1 0 (0.00) O 1 0.07) 1 0 (0.00) O
Seborrhoeic Dermatitis 0 (0.00) 0 0 (0.00) 0 1 007 1 1 (.07 1 0 (0.000 O 1 0.07) 1




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Skin Exfoliation 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) O 0 (0000 O 0 (0.00)0 O
Skin Lesion 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) O 0 (0000 O 0 (0.000 O
Swelling Face 0 (0.00) O 0 (0.00) 0 0 (0.00) 0 6 (044) 6 0 (0000 O 0 (0.000 O
;ﬁfmic Lupus Erythematosus 0 (000) 0 | 0 (0.00) 0 I 007) 2 | 0 (00 0 | 0 (000 0 | 0 (000 0
Urticaria 0 (0.00) O 2 0.15 2 13 (0.96) 13 0 (0.00) O 1 (.07 1 0 (0.00)0 O
Xeroderma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.000 O
Social Circumstances 0 (0000 O 0 (0.000 0 0 (0.00) 0 1 (0.07) 1 0 (0.000 O 0 (0.000 O
Andropause 0 (0.00) O 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0000 O
Surgical and Medical Procedures 0 (0000 O 0 (0.000 0 0 (0.00) 0 9 (0.66) 9 0 (0.000 O 0 (0.000 O
Arthrotomy 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.00)0 O
Ileostomy 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0000 O 0 (0.00)0 O
Ileostomy Closure 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.000 O
Intervertebral Disc Operation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.00)0 O
Joint Arthroplasty 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.000 O
Removal of Internal Fixation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0  (0.00) 0
Spinal Decompression 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) O 0  (0.00) 0
Tooth Extraction 0 (0.00) O 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.000 O
Vascular Disorders 0 (0000 O 1 0.07) 2 1 (0.07) 1 12 (0.88) 12 1 (0.07) 1 0 (0.000 O
Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0000 O 0 (0.000 O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified [Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?érftz Szll(a)j'e(:js ) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Deep Vein Thrombosis 0 (0.00) O 0 (0.00) 0 0 (0.00) O 1 (0.07) 1 0 (0.00) 0 0 (0.00) O
Flushing 0 (0.00) O 1 0.07) 2 1 0.07) 1 3 (022 3 1 (0.07) 1 0  (0.00)
Hypertension 0 (0.00) O 0 (0.00) 0 0 (0.00) O 3 (022 3 0 (0.00) 0 0 (0.000 O
Hypotension 0 (0.00) O 0 (0.00) 0 0 (0.00) O 2 (0.15) 2 0 (0.00) 0 0 (0.00) O
Orthostatic Hypotension 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 0.07) 1 0 (0.00) 0 0 (0.00) 0
Renovascular Hypertension 0 (0.00) O 0 (0.00) 0 0 (0.00) O 1 (0.07) 1 0 (0.00) 0 0 (0.000 O
Table 144 Incidence status for classification of causal relationship to the surveillance drug (AS (N=531))

System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable

Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lIgj'e(:js (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lIgj'e(:js (%) ]IE\I\?éII)tz Sll\lll(a)j'e(:zis (%) ]IE\I\?éII)tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
Total 3 (0.56) 3 4 (075 5 49 (9.23) 66 | 132 (24.86) 202 | 7 (1.32) 10 2 (038 3
gli‘s’gfdz‘sd DPLES S 0 (0.00) O 0 (0000 0 0 (0.00) 0 2 (038 2 0 (0.00) 0 0 (0.00) 0
Anaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Iron Deficiency Anaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Ear and Labyrinth Disorders 0 (0.00) O 0 (000 0 0 (0.00) 0 1 (.19 1 0 (0.00) O 0 (0.00) O
Vertigo 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Eye Disorders 0 (0.00) O 0 (0.000 0 0 (0.000 O 4 (0.75) 4 1 (019 1 0 (0.00) O
Dry Eye 0 (0.00) 0 0 (0.00) O 0 (0.00) O 2 (038) 2 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable
Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events [Subjects Events Subjects Events

Uveitis 0 (.00 o0 0 (0000 O 0 (0.00)0 0 2 (038 2 1 (0.19) 1 0 (.00 o0

Gastrointestinal Disorders 0 (0.00) O 0 (000 0 4 (075 4 21 (3.95) 27 0 (0.00) O 1 (019 1
Abdominal Discomfort 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Abdominal Pain Upper 0 (.00 o0 0 (0.000 O 1 (0.19) 1 5 094 5 0 (000 0 0 (.00 o0
Constipation 0 (.00 o0 0 (0.000 O 0 (0.00) 0 3 0.56) 3 0 (000 0 1 (0.19) 1
Diarrhoea 0 (.00 o0 0 (0.000 O 0 (0.00) 0 7 (132 7 0 (000 0 0 (0.000 o0
Dry Mouth 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Dyspepsia 0 (.00 o0 0 (0.000 O 0 (0.00) 0 2 (038 2 0 (000 0 0 (.00 o0
Epigastric Discomfort 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Gastric Ulcer Haemorrhage 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Gastritis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Gastroduodenitis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Gastrointestinal Disorder 0 (.00 o0 0 (0.000 O 2 (0.38) 2 0 (0000 O 0 (000 0 0 (0.000 o0
Large Intestine Polyp 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Mouth Haemorrhage 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Mouth Ulceration 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Nausea 0 (.00 o0 0 (0.000 O 1 (0.19) 1 1 (0.19) 1 0 (000 0 0 (0.000 o0

g?e‘ecriln];ﬁg;‘frs and Administration | 55 0 (0000 0 1 (019 1 10 (1.88) 10 0 (0.00) 0 0 (0.00) 0
Chest Discomfort 0 (0.000 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of

Subjects Events | Subjects Events | Subjects Events | Subjects Events [Subjects Events Subjects Events
Chest Pain 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Fatigue 0 (.00 o0 0 (0000 O 1 (0.19) 1 3 0.56) 3 0 (000 0 0 (0.00) O
Influenza Like Illness 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Pain 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Pyrexia 0 (.00 o0 0 (0.000 O 0 (0.00) 0 2 (038 2 0 (000 0 0 (.00 o0
Swelling 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Hepatobiliary Disorders 0 (000 O 0 (0.000 O 1 (0.19) 1 1 (0.19) 1 0 (0.000 O 0 (0000 O
Drug-Induced Liver Injury 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Hepatitis 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Immune System Disorders 1 (0.19) 1 1 (0.19) 1 3 0.56) 3 0 (0.000 O 0 (0.000 O 0 (000) O
Anaphylactic Reaction 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Anaphylactic Shock 0 (.00 o0 1 (0.19) 1 0 (0.00) 0 0 (0000 O 0 (0000 O 0 (0.00) O
Hypersensitivity 1 (0.19) 1 0 (0.000 O 2 (0.38) 2 0 (0000 O 0 (000 0 0 (0.00) O
Infections and Infestations 1 (0.19) 1 1 (0.19) 2 14 (2.64) 16 22 414 27 0 (0.00) 0 0 (0.00) 0
Body Tinea 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (0.00) O
Bronchiolitis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Bronchitis 0 (.00 o0 0 (0.000 O 1 (0.19) 1 2 (038 2 0 (000 0 0 (0.000 o0
Cellulitis 0 (.00 o0 0 (0.000 O 2 (0.38) 2 0 (0000 O 0 (000 0 0 (0.00) O
Furuncle 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events [Subjects Events Subjects Events
Gastritis Bacterial 0 (.00 o0 1 (0.19) 1 0 (0.00)0 0 0 (0000 O 0 (000 0 0 (.00 o0
Hepatitis B 0 (.00 o0 0 (0000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Herpes Virus Infection 0 (.00 o0 0 (0000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Herpes Zoster 0 (.00 o0 0 (0.000 O 1 (0.19) 1 2 (038 2 0 (000 0 0 (.00 o0
Hordeolum 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Nasopharyngitis 0 (.00 o0 0 (0.000 O 3 0.56) 3 &8 (151 9 0 (000 0 0 (0.000 o0
Onychomycosis 0 (.00 o0 0 (0000 O 2 (0.38) 2 1 (0.19) 1 0 (000 0 0 (.00 o0
Pharyngitis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Pharyngotonsillitis 0 (.00 o0 0 (0000 O 0 (0.00)0 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Pneumonia 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Postoperative Wound Infection 0 (.00 o0 1 (0.19) 1 0 (0.00) 0 0 (0000 O 0 (000 0 0 (.00 o0
Pulmonary Tuberculosis 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (0000 o0
Sinusitis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Tinea Pedis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Tonsillitis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Tuberculosis 1 (0.19) 1 0 (0.000 O 0 (0.00) 0 0 (0000 O 0 (000 0 0 (.00 o0
Upper Respiratory Tract Infection 0 (.00 o0 0 (0.000 O 2 (0.38) 2 2 (038 5 0 (000 0 0 (0.000 o0
gﬂfnrry)’ﬁizifgssmg and Procedural 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 4 (075 7 0 (0.00) O© 1 (019 2
Auricular Haematoma 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 0.19) 3 0 (000 0 0 (.00 o0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable

Preferred Term Sll\lll(a)j'e(:zis %) I];I\?ér?tz Sll\lIsj'e(:js %) I];I\?ér?tz Sll\lll(a)j'e(:zis %) I];I\?ér?tz Sll\lIsj'e(:js %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis %) I];I\?ér?tz
Compression Fracture 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0
Facial Bones Fracture 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0 (0.00) 0 1 (0.19) 1
Fracture 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0
Hand Fracture 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 0 (0.00) 0 1 (0.19) 1
Joint Dislocation 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0
Road Traffic Accident 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0
Investigations 0  (0.00) 0 1 019 1 7 (132) 10 | 14 (264) 18 | 4 (075 7 0  (0.00) 0
ﬁﬁ‘;ﬁd‘“‘nin"trmﬂa“ 0 (0.00) 0 0  (0.00) 0 3 (056) 3 8§ (151) 8 4 (075 4 0 (0000 0
ﬁ;ﬁgﬁg Aminotransferase 0 (0.00) 0 0  (0.00) 0 3 (0.56) 3 4 (075 4 3 (0.56) 3 0 (0000 0
il(‘:’r‘;isi;eaﬁ“e Phosphokinase 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Hepatic Enzyme Increased 0 (0.000 0 1 (0.19) 1 1 (0.19) 1 1 (019 1 0 (0.00) 0 0 (0.000 0
Liver Function Test Abnormal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (056) 3 0 (0.00) 0 0 (0.00) 0
Transaminases Increased 0  (0.00) 0 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0
Weight Increased 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0
Metabolism and Nutrition Disorders 0  (0.00) 0 0 (0.00) 0 0  (0.00) 0 8 (151) 8 0 (0.00) 0 0  (0.00) 0
Decreased Appetite 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0
Diabetes Mellitus 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (019 1 0 (0.00) 0 0 (0.000 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of

Subjects Events | Subjects Events | Subjects Events | Subjects Events [Subjects Events Subjects Events
Hypercholesterolaemia 0 (.00 o0 0 (0000 O 0 (0.00)0 0 3 0.56) 3 0 (000 0 0 (.00 o0
Hyperlipidaemia 0 (.00 o0 0 (0000 O 0 (0.00) 0 3 0.56) 3 0 (000 0 0 (.00 o0
gl.“s"“k’Skeletal and Connective Tissue | ) o5y g 0 (0.00) O 4 (075 5 30 (5.65) 44 0 (0.00) 0 0 (0.000 0

isorders

Ankylosing Spondylitis 0 (0.000 o0 0 (0000 O 0 (0.00) 0 3 0.56) 3 0 (000 0 0 (000 o0
Arthralgia 0 (.00 o0 0 (0.000 O 2 038 3 9 (169 11 0 (000 0 0 (0000 o0
Back Pain 0 (.00 o0 0 (0.000 O 1 (0.19) 1 & (1.s51) 8 0 (000 0 0 (0.000 o0
Fibromyalgia 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Foot Deformity 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Joint Swelling 0 (.00 o0 0 (0.000 O 0 (0.00) 0 3 0.56) 3 0 (000 0 0 (.00 o0
Musculoskeletal Pain 0 (.00 o0 0 (0000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Musculoskeletal Stiffness 0 (0.000 o0 0 (0.000 O 0 (0.00) 0 3 0.56) 3 0 (000 0 0 (000 o0
Myalgia 0 (.00 o0 0 (0.000 O 0 (0.00) 0 2 (038 2 0 (000 0 0 (.00 o0
Pain in Extremity 0 (.00 o0 0 (0.000 O 0 (0.00) 0 9 (169 10 0 (000 0 0 (0.000 o0
Spinal Column Stenosis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Tendonitis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Nervous System Disorders 0 (000 O 0 (0.000 O 3 0.56) 3 12 (226) 14 1 (0.19) 1 0 (000 O
Cerebellar Infarction 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Cervical Radiculopathy 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Dizziness 0 (.00 o0 0 (0.000 O 1 (0.19) 1 1 0.19) 2 0 (000 0 0 (.00 o0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis %) I];I\?ér?tz Sll\lIsj'e(:js %) I];I\?ér?tz Sll\lll(a)j'e(:zis %) I];I\?ér?tz Sll\lIsj'e(:js %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis %) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis %) I];I\?ér?tz
Headache 0 (0.00) 0 0 (0.00) 0 2 (038) 2 1 019 1 1 (019 1 0 (0.00) 0
Hypoaesthesia 0 (0.00) 0 0 (0.00) 0 0 (0000 0 2 (038 2 0 (0.00) 0 0 (0.00) 0
Migraine 0 (0.00) 0 0 (0.00) 0 0 (0000 0 2 (038 2 0 (0.00) 0 0 (0.00) 0
Neuropathy Peripheral 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Paraesthesia 0 (0.00) 0 0 (0.00) 0 0 (0000 0 2 (038 2 0 (0.00) 0 0 (0.00) 0
Sciatica 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Syncope 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Psychiatric Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (038 2 0 (0.00) 0 0 (0.00) 0
Depression 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Insomnia 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Renal and Urinary Disorders 0 (0.00) O 0 (0.000 0 0 (0.000 0 4 (0.75) 4 0 (0.000 0 0 (0.00) 0
Calculus Ureteric 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Dysuria 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Pollakiuria 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Proteinuria 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
gfg;’(f;‘;ﬁve System and Breast 0 (©00) 0 | 0 (000 0 0 (000) 0 4 (075 4 | 0 (000 0 0 (000) 0
Erectile Dysfunction 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0
Pelvic Pain 0 (0.00) 0 0 (0.00) 0 0 (0000 0 2 (038 2 0 (0.00) 0 0 (0.00) 0
Varicocele 0 (0.00) 0 0 (0.00) 0 0 (0000 0 1 019 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of

Subjects Events | Subjects Events | Subjects Events | Subjects Events [Subjects Events Subjects Events
E?Spirat"ry’ Thoracic and Mediastinal | o5 1 (019 1 3 (056) 5 12 (226) 12 0 (0.00) 0 0 (0.000 0

isorders

Cough 0 (0.000 o0 0 (0000 O 1 (0.19) 1 5 (094 5 0 (000 0 0 (.00 o0
Dyspnoea 0 (.00 o0 0 (0000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Laryngeal Oedema 0 (.00 o0 1 (0.19) 1 0 (0.00) 0 0 (0000 O 0 (000 0 0 (.00 o0
Nasal Septum Deviation 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Oropharyngeal Pain 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Productive Cough 0 (.00 o0 0 (0.000 O 2 (0.38) 2 3 (056 3 0 (000 0 0 (.00 o0
Rhinitis Allergic 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Rhinorrhoea 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Sputum Increased 0 (.00 o0 0 (0000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
]S)i‘;rzrﬁssub"“ta“e"“s Tissue 1 (019 1 0 (0000 0 15 (2.82) 18 | 11 (207 11 1 (019 1 0 (0.00) 0
Acne 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (0.000 o0
Alopecia 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (0000 o0
Androgenetic Alopecia 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Decubitus Ulcer 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Eczema 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (0.000 o0
Hyperhidrosis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0
Hyperkeratosis 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified Unassessible/unclassifiable

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of

Subjects Events | Subjects Events | Subjects Events | Subjects Events [Subjects Events Subjects Events
Hypersensitivity Vasculitis 1 (0.19) 1 0 (0000 0 0 (0.00) O 0 (0000 O 0 (000 0 0  (0.00) 0
Papule 0 (0.00) O 0 (0000 O 0 (0.00) 0 0 (0000 O 1 (0.19) 1 0 (.00 o0
Pruritus 0 (.00 o0 0 (0000 O 5 094) 5 2 (038 2 0 (000 0 0 (.00 o0
Pruritus Generalised 0 (.00 o0 0 (0.000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Psoriasis 0 (.00 o0 0 (0.000 O 2 (0.38) 2 0 (0000 O 0 (000 0 0 (0.00) O
Rash 0 (.00 o0 0 (0.000 O 3 0.56) 3 3 0.56) 3 0 (0000 O 0 (0.00) O
Seborrhoeic Dermatitis 0 (.00 o0 0 (0000 O 1 (0.19) 1 0 (0000 O 0 (000 0 0 (.00 o0
Swelling Face 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Urticaria 0 (.00 o0 0 (0000 O 3 0.56) 3 0 (0000 O 0 (0000 O 0 (0.00) O
Xeroderma 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (.00 o0
Social Circumstances 0 (000 O 0 (0.000 O 0 (0.000 0 1 (0.19) 1 0 (0.000 O 0 (0000 O
Andropause 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Surgical and Medical Procedures 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Arthrotomy 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0000 o0
Vascular Disorders 0 (000 O 0 (0.000 O 0 (0.000 0 4 (0.75) 4 0 (0.000 O 0 (0.00) O
Hypertension 0 (.00 o0 0 (0.000 O 0 (0.00) 0 3 0.56) 3 0 (0000 O 0 (0.00) O
Orthostatic Hypotension 0 (.00 o0 0 (0.000 O 0 (0.00) 0 1 (0.19) 1 0 (000 0 0 (0.000 o0




Table 145 Incidence status for classification of causal relationship to the surveillance drug (RA/PA/PS (N=409))

System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(gs () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Total 4 (098 4 12 (93) 24 53 (1296) 74 | 161  (3936) 356 8 (19%) 8 5 (12 5
Blood and Lymphatic System Disorders (0.00) 0 (0.00) 0 1 (0.24) 1 4 (0.98) 4 (0.00) 0 (0.00)
Iron Deficiency Anaemia 0 (000 0 0 (000 0 0 (000 0 2 (049 2 0 (000 0 0 (000 0
Lymphadenopathy 0 (000 0 0 (000 0 1 024 1 1 024 1 0 (000 0 0 (000 0
Pancytopenia 0 (000 0 0 (000 0 0 (000 0 1 024 1 0 (000 0 0 (000 0
Cardiac Disorders 0 (000) 0 2 (049 2 (0.49) 3 073) 3 0 (000 0 0 (000 O
Atrial Fibrillation 0 (000 0 0 (000 0 0 (000 0 1 024 1 0 (000 0 0 (000 0
Cardiac Arrest 0 (000) 0 0 (000) 0 0 (000 0 1 024 1 0 (000) 0 0 (000) 0
Palpitations 0 (000) 0 2 (049 2 2 (049 2 1 (024 1 0 (000) 0 0 (000) 0
Ear and Labyrinth Disorders 0 (000) 0 0 (000 0 0 (000 0 3. (073 3 0 (000) 0 0 (000 0
Tinnitus 0 (000 0 0 (000 0 0 (000 0 3 073) 3 0 (000 0 0 (000) 0
Eye Disorders 0 (000) 0 0 (000 0 1 (024 1 3 073) 4 0 (000 0 0 (000 O
Blepharitis 0 (000 0 0 (000 0 0 (000 0 1 024 1 0 (000 0 0 (000 0
Dry Eye 0 (000 0 0 (000 0 1 024 1 1 024 1 0 (000 0 0 (000 0
Glaucoma 0 (000 0 0 (000 0 0 (000 0 1 024 1 0 (000 0 0 (000 0
Visual Acuity Reduced 0 (000 0 0 (000 0 0 (000 0 1 024 1 0 (000 0 0 (000 0
Gastrointestinal Disorders 0 (000) 0 0 (000 0 6 (147 7 48 (11.74) o4 0 (000 0 0 (000 O
Abdominal Discomfort 0 (000 0 0 (000 0 1 024 1 1 024 1 0 (000 0 0 (000 0
Abdominal Distension 0 (000 0 0 (000 0 0 (000 0 1 024 1 0 (000 0 0 (000 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is () I];I\?ér?tz Sll\lIsj'e(::fs () I];I\?ér?tz Sll\lIsj'e(::fs () I];I\?ér?tz Sll\lll(a)j'e(::fs ) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Abdominal Pain 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 3 0.73) 3 0 (0.00) 0 0 (0.00) 0
Abdominal Pain Upper 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 6 (1.47) 7 0 (0.00) 0 0 (0.00) 0
Aphthous Ulcer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Constipation 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 2 (0.49) 3 0 (0.00) 0 0 (0.00) 0
Diarrhoea 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 6 (1.47) 6 0 (0.00) 0 0 (0.00) 0
Dry Mouth 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Dyspepsia 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 7 (1.71) 8 0 (0.00) 0 0 (0.00) 0
Dysphagia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Gastric Mucosal Lesion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Gastric Ulcer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Gastritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0 0 (0.00) 0
Gastrointestinal Disorder 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Gastrooesophageal Reflux Disease 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Mouth Ulceration 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Nausea 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 11 269 11 0 (0.00) 0 0 (0.00) 0
Proctalgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Regurgitation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 3 0 (0.00) 0 0 (0.00) 0
Stomatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Vomiting 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz
gﬁ‘e‘ecrfn];ﬁg;‘;m and Administration 0 (000 0 2 (049 2 4 (098 6 13 @318 15 2 (049 2 0 (000 0
Asthenia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Chest Discomfort 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Chest Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Chills 0 (0.00) 0 0 (0.00) 0 1 0.24) 3 3 (0.73) 3 0 (0.00) 0 0 (0.00) 0
Drug Effect Delayed 0 (000 0 0 (000 0 1024 1 0  (000) 0 0 (000 0 0  (000) 0
Face Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Fatigue 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Generalised Oedema 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 2 (0.49) 2 0 (0.00) 0
Oedema Peripheral 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0 0 (0.00) 0
Pyrexia 0 (000 0 0 (000 0 0 (000 0 3 073) 3 0 (000) 0 0 (000) 0
Hepatobiliary Disorders 0 (000) 0 0 (000 0 0 (000 0 4 (098) 4 0 (000) 0 0 (000 0
Cholelithiasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Hepatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Liver Disorder 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Immune System Disorders 2 (049) 2 2 (049 2 0 (000 0 0 (000 0 0 (000) 0 0 (000 ©
Anaphylactic Reaction 1 (0.24) 1 | (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hypersensitivity 1 024 1 1 024) 1 0 (000 0 0 (000 0 0 (000) 0 0 (000) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(is () ]IE\I\ZI?tz Sll\lll(a)j'e(is () ]IE\I\ZI?tz

Infections and Infestations 0 (0.00) 0 2 (0.49) 2 19 (@65 20 40 (978 4 2 (0.49) 2 4 (0.98) 4
Abscess 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00)
Arthritis Bacterial 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Body Tinea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Bronchitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 9 (220 9 0 (0.00) 0 0 (0.00) 0
Candida Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 2 0 (0.00) 0 0 (0.00) 0
Cystitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Disseminated Tuberculosis 0 (0.00) 0 1 0.24) 1 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Folliculitis 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Herpes Simplex 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2
Herpes Zoster 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Influenza 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Nasopharyngitis 0 (0.00) 0 0 (0.00) 0 7 (1.71) 7 3 0.73) 3 0 (0.00) 0 0 (0.00) 0
Otitis Externa 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 2 0 (0.00) 0 0 (0.00) 0
Pneumonia 0 (0.00) 0 0 (0.00) 0 1 0.24) 2 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0
Pneumonia Bacterial 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pyelonephritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0
Pyelonephritis Acute 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 2 (0.49) 2 0 (0.00) 0 1 (0.24) 1
Rhinitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz

Sepsis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Sinusitis (0.00) (0.00) 0 (0.00) 0 1 (0.24) 1 (0.00) (0.00)
Tinea Pedis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Tuberculosis Gastrointestinal 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Upper Respiratory Tract Infection 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 9 (2.20) 9 0 (0.00) 0 1 (0.24) 1
Ureteritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Urinary Tract Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Vaginal Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0

?iﬁﬁniiiffﬁng and Procedural 0 ©0) 0 | 0 (00 0 | 0 (©00) 0 | 8 (19 10| 0 (00 0 | 0 (©0) o0
Ankle Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Contusion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Fall 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Foot Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Joint Dislocation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Laceration 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0
Perineal Injury 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Road Traffic Accident 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0

Investigations 0 (0.00) 0 0 (0.00) 0 3 (0.73) 4 18 (4400 19 0 (0.00) 0 0 (0.00) 0
Alanine Aminotransferase Increased | 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 3 0.73) 3 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz

ﬁ;ﬁgﬁg Aminotransferase 0 (©0) 0 0 (000 0 1024 1 1024 1 0 (©00) 0 0 (©00) 0
Hepatic Enzyme Increased 0 (000) 0 0 (000) 0 0 (000) 0 2 (049) 2 0 (000) 0 0 (000) 0
Influenza B Virus Test Positive 0 (000 0 0 (000) 0 0 (000) 0 1 024 1 0 (000 0 0 (000 0
Liver Function Test Abnormal 0 (000) 0 0 (000 0 1024 1 3 073) 4 0 (000) 0 0 (000) 0
Serum Ferritin Increased 0 (000) 0 0 (000) 0 0 (000) 0 1024 1 0 (000 0 0 (000 0
Urine Analysis Abnormal 0 (000) 0 0 (000) 0 0 (000) 0 1 024 1 0 (000 0 0 (000 0
Weight Decreased 0 (000) 0 0 (000) 0 0 (000) 0 2 (049) 2 0 (000) 0 0 (000) 0
Weight Increased 0 (000) 0 0 (000) 0 0 (000) 0 4 09%) 4 0 (000) 0 0 (000) 0

Metabolism and Nutrition Disorders 0 (0.00) 0 0 (0.00) 0 1 024) 1 15 (3.67) 16 0 (0.00) 0 0 (0.00) O
Decreased Appetite 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (049) 2 0 (0.00) 0 0 (0.00) 0
Hypercholesterolaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Hyperglycaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Hyperlipidaemia 0 (0.00) 0 0 (0.00) 0 1 (024) 1 g8 (196) 8 0 (0.00) 0 0 (0.00) 0
Hypoglycaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (098 4 0 (0.00) 0 0 (0.00) 0

I\D/[i‘;f)‘r’gle‘ikdetal and Connective Tissue | 55 ¢ 0 (0000 0 1 024) 2 46 (11.25) 60 1 024) 1 0 (0.00) 0
Arthralgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 15  (3.67) 16 0 (0.00) 0 0 (0.00) 0
Atlantoaxial Instability 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Back Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (098 5 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Bursal Fluid Accumulation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Fibromyalgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 0 (0.00)
Foot Deformity 0  (0.00) 0 0  (0.00) 0 0 (0.00) 0 1 (024) 1 0  (0.00) 0 0 (0.00) O
Intervertebral Disc Disorder 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Intervertebral Disc Protrusion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0
Joint Swelling 0 (0.00) 0 0  (0.00) 0 0 (0000 0 4 (098 4 0  (0.00) 0 0 (0000 0
Lumbar Spinal Stenosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0
Musculoskeletal Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0
Myalgia 0 (0.00) 0 0 (0.00) 0 1 (0.24) 2 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0
Osteoarthritis 0  (0.00) 0 0  (0.00) 0 0 (0.00) 0 1 (024) 1 0  (0.00) 0 0 (0.00) O
Osteoporosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0 0 (0.00) 0
Polyarthritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Rheumatoid Arthritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0 0 (0.00) 0
Rotator Cuff Syndrome 0 (0.00) 0 0  (0.00) 0 0 (0000 0 1 024) 1 0  (0.00) 0 0 (0000 0
Spinal Column Stenosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Synovial Cyst 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Synovitis 0 (0.00) 0 0  (0.00) 0 0 (0000 0 1 024) 1 0  (0.00) 0 0 (0000 0
Tenosynovitis 0 (0.00) 0 0  (0.00) 0 0 (0000 0 1 024) 1 0  (0.00) 0 0 (0000 0

Efl‘s’gﬁg‘: d%z;%‘éyl\s’[tzlﬁagﬁ;i) 0 (000 0 | 0 (00 0 | 1 (024 1 4 (098 4 | 0 (000) 0 | 0 (000 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Colon Adenoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Gastric Cancer 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
ﬁgfii‘;ﬁagk’b“““aemia Benign | 0.00) 0 0  (0.00) 0 0  (0.00) O 1 (024) 1 0  (0.00) 0 0  (0.00) O
Invasive Ductal Breast Carcinoma 0 (0.00) 0 0  (0.00) 0 0 (0000 0 1 024) 1 0  (0.00) 0 0 (0000 0
Nervous System Disorders 0 (0.00) 0 0 (0.00) 0 3 (0.73) 4 33 (8.07) 42 0 (0.00) 0 1 (0.24) 1
Anosmia 0 (0.00) 0 0  (0.00) 0 0 (0000 0 1 024) 1 0 (0.00) 0 0 (0000 0
Carotid Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Cerebellar Ataxia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Cerebral Infarction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Diabetic Neuropathy 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Dizziness 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 9 (2.20) 9 0 (0.00) 0 0 (0.00) 0
Headache 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 8 (1.96) 9 0 (0.00) 0 0 (0.00) 0
Hypoaesthesia 0  (0.00) 0 0  (0.00) 0 1 (024) 1 5 (122) 5 0  (0.00) 0 0 (0.00) O
Migraine 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Neuropathy Peripheral 0 (0.00) 0 0  (0.00) 0 0 (0000 0 1 024) 1 0  (0.00) 0 0 (0000 0
Paraesthesia 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 7 (1.71) 8 0 (0.00) 0 0 (0.00) 0
Subarachnoid Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Tension Headache 0  (0.00) 0 0  (0.00) 0 0 (0.00) 0 1 (024) 1 0  (0.00) 0 0 (0.00) O
Tremor 0 (0.00) 0 0  (0.00) 0 0 (0000 0 3 0.73) 3 0  (0.00) 0 0  (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz
Psychiatric Disorders 0 (0.00) 0 0 (0.00) 0 0 (0000 O 4 (098) 4 0 (0.00) 0 0 (0.00) O
Insomnia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (073) 3 0 (0.00) 0 0 (0.00) 0
Tic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0
gfg;’(f;‘;ﬁve SR IR 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 073) 3 0  (0.00) 0 0 (0.00) 0
Breast Mass 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Erectile Dysfunction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Menorrhagia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Ef:grigaetr‘;r” Lo s 0 (0000 0 0 (0000 0 3 (073) 3 18 (4.40) 20 0 (0000 0 0 (0.00) 0
‘;‘;‘l‘éer(fr{gzpimt"ry Distress 0  (0.00) 0 0  (0.00) 0 0  (0.00) O 1 (024) 1 0  (0.00) 0 0  (0.00) O
Atelectasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Cough 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 9 (2200 10 | 0 (0.00) 0 0  (0.00) 0
Dysphonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0  (0.00) 0
Dyspnoea Exertional 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0
Interstitial Lung Disease 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 (0.49) 0 (0.00) 0 0  (0.00) 0
Oropharyngeal Pain 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0
Pleural Effusion 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0  (0.00) 0
Productive Cough 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (049) 2 0 (0.00) 0 0  (0.00) 0
Rhinitis Allergic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (049) 2 0 (0.00) 0 0  (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lIsj'e(:js (%) I];I\?ér?tz Sll\lIsj'e(:js (%) I];I\?ér?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz

Vocal Cord Polyp 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0

]S)i‘;rzrﬁssub"“ta“e"“s Tissue 2 (049 2 6 (147) 14 | 17 (@4.16) 21 16  (391) 26 2 (049 2 0 (0.00) 0
Alopecia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 0.73) 3 0 (0.00) 0 0 (0.00) 0
Dermatitis Acneiform 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Dermatitis Allergic 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Dermatitis Contact 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (098 4 0 (0.00) 0 0 (0.00) 0
Diabetic Foot 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Erythema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Hyperhidrosis 0 (0.00) 0 1 (024) 1 0 (0.00) 0 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Pruritus 1 (024) 1 3 (073 6 6 (147) 7 6 (147) 8 0 (0.00) 0 0 (0.00) 0
Pruritus Generalised 0 (0.00) 0 0 (0.00) 0 2 (049) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pseudofolliculitis Barbae 0 (0.000 0 0 (0.00) 0 0 (0.00) 0 2 (049) 2 0 (0.00) 0 0 (0.00) 0
Rash 1 (024) 1 3 (073) 5 2 (049) 2 1 (024) 1 0 (0.00) 0 0 (0.00) 0
Rash Generalised 0 (0.00) 0 0 (0.00) 0 1 (024) 1 0 (0.00) 0 1 (024) 1 0 (0.00) 0
Swelling Face 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 0.73) 3 0 (0.00) 0 0 (0.00) 0
;ﬁfmic Lupus Erythematosus 0 (000 0 | 0 (000 0 I ©24) 2 | 0 (©00) 0 | 0 ©00) 0 | 0 (000 0
Urticaria 0 (0.00) 0 2 (049) 2 7 (717 0 (0.00) 0 1 (024) 1 0 (0.00) 0

Surgical and Medical Procedures 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 5 (1.22) 5 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lIsj'e(:js () I];I\?ér?tz Sll\lll(a)j'e(::i ) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Intervertebral Disc Operation 0 (0.000 O 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.000 O 0 (0.00) O
Joint Arthroplasty (0.00) (0.00) (0.00) 1 (0.24) 1 (0.00) (0.00)
Removal of Internal Fixation 0 (0.000 O 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.000 O 0 (0.00) O
Spinal Decompression 0 (0.000 O 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.000 O 0 (0.00) O
Tooth Extraction 0 (0.000 O 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.000 O 0 (0.00) O
Vascular Disorders 0 (0000 O 1 (0.24) 2 1 024) 1 6 (147 6 1 024) 1 0 (000) O
Arteriosclerosis 0 (0.000 O 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.000 O 0 (0.00) O
Flushing 0 (0.000 O 1 (024) 2 1 (0.24) 1 3 (073 3 1 (0.24) 1 0 (0.00) O
Hypotension 0 (0.000 O 0 (0.000 O 0 (0.00) O 2 (049 2 0 (0.000 O 0 (0.00) O
Table 146 Incidence status for classification of causal relationship to the surveillance drug (IBD (N=417))
System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i () I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis ) ]IE\I\ZI?tz
Total 4 (096) 4 7 (1.68) 8 28  (6.71) 41 113 (27.10) 187 1 (0.24) 1 4  (096) 5
Blood and Lymphatic System Disorders 0  (0.00) 1 (0.24) 1 2 (048 3 7 (1.68) 7 (0.00) (0.000 0
Anaemia 0 (0000 O 1 (0.24) 1 0 (0.000 o0 2 (048 2 0 (0.00) O 0 (0.00) O
Iron Deficiency Anaemia 0 (0000 O 0 (0.00) O 0 (0.000 o0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Leukopenia 0 (0000 O 0 (0.00) O 1 (0.24) 1 4  (096) 4 0 (0.00) O 0 (0.00) O
Lymphadenitis 0 (0000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Neutropenia 0 (0000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i () I];I\?ér?tz Sll\lll(a)j'e(gs () I];I\?ér?tz Sll\lll(a)j'e(gs ) ]IE\I\ZI?tz

Cardiac Disorders 0 (0.000 0 0 (0000 © 0 (0000 © 1 (024 1 0 (0.000 0 0 (0000 ©
Palpitations (0.00) (0.00) (0.00) 1 024 1 (0.00) (0.00)

Ear and Labyrinth Disorders 0 (0.000 0 0 (0000 © 0 (0.000 © 1 (024 1 0 (0.000 0 0 (0000 ©
Otorrhoea 0  (0.000 0 0  (0.000 0 0  (0.00) 0 1 024 1 0 (0.000 0 0  (0.000 0

Eye Disorders 0 (000 O 0 (00D O 0 (0000 O 1 024) 1 0 (0000 0 0 (0000 O
Vision Blurred 0 (000 0 0 (000 0 0 (000) 0 1 024 1 0 (0000 0 0 (000) 0

Gastrointestinal Disorders 0 (0.000 0 1024 1 3072 3 58 (13.91) 85 0 (0.000 0 0 (0.000 O
Abdominal Discomfort 0  (0.000 0 0 (0000 0 1 (024) 1 1 (024 1 0  (0.000 0 0  (0.000 0
Abdominal Pain 0  (0.000 0 0  (0.000 0 0  (0.00) 0 20 (4.80) 28 0  (0.000 0 0  (0.000 0
Abdominal Pain Lower 0  (0.000 0 0  (0.000 0 0  (0.00) 0 1 024 1 0 (0.000 0 0  (0.000 0
Abdominal Pain Upper 0  (0.000 0 0  (0.000 0 0  (0.00) 0 1 024 1 0 (0.000 0 0  (0.000 0
Anal Fistula 0  (0.000 0 0  (0.000 0 0  (0.00) 0 1 024 1 0 (0.000 0 0  (0.000 0
Aphthous Ulcer 0  (0.000 0 0 (0000 0 0  (0.00) 0 1 024 1 0 (0.000 0 0  (0.000 0
Colitis Ulcerative 0  (0.000 0 0  (0.000 0 1 (024) 1 3072 3 0  (0.000 0 0  (0.000 0
Constipation 0  (0.000 0 0  (0.000 0 0  (0.00) 0 3072 3 0 (0.000 0 0  (0.000 0
Crohn's Disease 0  (0.000 0 1 (024 1 0  (0.00) 0 4 (0.96) 4 0  (0.000 0 0  (0.000 0
Diarrhoea 0  (0.000 0 0 (0000 0 0  (0.00) 0 5 (120 5 0 (0.000 0 0  (0.000 0
Dyspepsia 0  (0.000 0 0 (0000 0 0  (0.00) 0 3 (072 4 0 (0.000 0 0  (0.000 0
Enterocutaneous Fistula 0  (0.000 0 0 (0000 0 0  (0.00) 0 1 024 1 0 (0.000 0 0  (0.000 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is ) ]IE\I\ZI?tz Sll\lIsj'e(:js 9 ]IE\I\ZI?tz Sll\lIsj'e(:js 9 ]IE\I\ZI?tz Sll\lll(a)j'e(::i 9 I];I\?ér?tz Sll\lll(a)j'e(is ) I];I\?ér?tz Sll\lll(a)j'e(is 9 ]IE\I\ZI?tz

Epigastric Discomfort 0 (0.000 O 0 (0.00) O 0 (0000 O 2 (048 2 0 (0.00) O 0 (0.00) O
Frequent Bowel Movements 0 (0000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0  (0.00)
Gastritis 0 (0.000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Gastrointestinal Inflammation 0 (0.000 O 0 (0000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0000 O
Haematochezia 0 (0000 O 0 (0.00) O 1 (0.24) 1 6 (144 6 0 (0.00) O 0 (0000 O
Tleus 0 (0.000 O 0 (0.00) O 0 (0000 O 2 (048 2 0 (0.00) O 0 (0.00) O
Intestinal Obstruction 0 (0.000 O 0 (0.00) O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Melaena 0 (0.000 O 0 (0.00) O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Mouth Ulceration 0 (0.000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Nausea 0 (0000 O 0 (0000 O 0 (0.00) O 5 (120 7 0 (0.00) O 0 (0000 O
Protein-Losing Gastroenteropathy 0 (0.000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Small Intestinal Haemorrhage 0 (0.000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0000 O
Vomiting 0 (0.000 O 0 (0.00) O 0 (0000 O 5 (120 7 0 (0.00) O 0 (0.00) O

gﬁ:ecrilnzﬁg;‘frs kG 0 (0000 0 0 (0.00) O 4 (096) 4 15 (3.60) 16 0 (0.00) 0 0 (0.00) O
Application Site Haemorrhage 0 (0.00)0 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Chest Pain 0 (0000 O 0 (0.00) O 1 (0.24) 1 1 (0.24) 1 0 (0.00) O 0 (0.00) o0
Disease Progression 0 (0.000 O 0 (0.00) O 0 (0000 O 2 (048 2 0 (0.00) O 0 (0.00) O
Drug Ineffective 0 (0000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Immediate Post-Injection Reaction 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis ) ]IE\I\ZI?tz
Large Intestinal Perforation 0 (000) O 0 (000) O 0 (000) O 1 (024 1 0 (000) O 0 (000 O
Non-Cardiac Chest Pain (0.00) (0.00) 0 (000) O 1 (024 1 (0.00) (0.00)
Oedema 0 (0.000 O 0 (0000 O 0  (0.00) 0 2 (0.48) 2 0 (0.00) O 0 (0.00) O
Pyrexia 0 (0000 O 0 (0000 O 1 (0.24) 1 7 (1.68) 8 0 (0.00) O 0 (0000 O
Hepatobiliary Disorders 0 (0.000 O 0 (0000 O 0 (0000 O 3 0.72) 3 0 (0000 O 0 (0000 O
Hepatic Function Abnormal 0 (0.000 O 0 (0.00) O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Hepatitis 0 (0.000 O 0 (0.00) O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Hyperbilirubinaemia 0 (0.000 O 0 (0.00) O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Immune System Disorders 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anaphylactic Reaction 0 (0000 O 1 (0.24) 1 0  (0.00) 0 0 (0.00) O 0 (0.00) O 0 (0000 O
Infections and Infestations 1 (0.24) 1 0 (0000 O 9 (216) 13 25  (6.00)0 27 0 (0000 O 3 0.72) 3
Abdominal Abscess 0 (0.000 O 0 (0000 O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0000 O
Anal Abscess 0 (0.000 O 0 (0.00) O 0  (0.00) 0 3 0.72) 3 0 (0.00) O 0 (0.00) O
Atypical Pneumonia 0 (0000 O 0 (0000 O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0000 O
Clostridium Difficile Infection 0 (0.000 O 0 (0000 O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Cystitis 0 (0.000 O 0 (0.00) O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Cytomegalovirus Colitis 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Cytomegalovirus Infection 0 (0.000 O 0 (0.00) O 0  (0.00) 0 2 (0.48) 2 0 (0.00) O 0 (0.00) O
Disseminated Tuberculosis 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(is () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is ) ]IE\I\ZI?tz
Folliculitis 0 (0.000 O 0 (0.00) O 0 (0000 O 2 (048 2 0 (0.00) O 0 (0.00) O
Herpes Virus Infection 0 (0000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0000 O
Herpes Zoster 0 (0.000 O 0 (0000 O 0 (0000 O 0 (0.00) O 0 (0.00) O 1 (0.24) 1
Lung Abscess 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0000 O
Nasopharyngitis 0 (0.000 O 0 (0000 O 0 (0000 O 6 (144 o6 0 (0.00) O 0 (0000 O
Oral Candidiasis 0 (0.000 O 0 (0.00) O 0 (0000 O 0 (0.00) O 0 (0.00) O 1 (0.24) 1
Pneumocystis Jirovecii Pneumonia 0 (0000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Pneumonia 0 (0.000 O 0 (0.00) O 2 (048 2 0 (0.00) O 0 (0.00) O 0 (0.00) O
Pseudomembranous Colitis 0 (0.000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Rhinitis 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0000 O
Sepsis 0 (0.000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Sialoadenitis 0 (0.000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0000 O
Spleen Tuberculosis 0 (0.000 O 0 (0.00) O 1 (0.24) 1 0 (0.00) O 0 (0.00) O 0 (0.00) O
Tuberculosis 1 (0.24) 1 0 (0.00) O 2 (048 2 0 (0.00) O 0 (0.00) O 0 (0000 O
Upper Respiratory Tract Infection 0 (0.000 O 0 (0000 O 0 (0000 O 7 (.68 7 0 (0.00) O 1 (0.24) 1
Urinary Tract Infection 0 (0.000 O 0 (0.00) O 1 (0.24) 1 1 (0.24) 1 0 (0.00) O 0 (0.00) O
g‘g?nrgliz;’ifgssi“g CallBlE ] 2 (048) 2 1 (024) 1 0 (0.00) O 1 (024 1 0  (0.00) 0 0 (0.00) O
Foot Fracture 0 (0.000 O 0 (0000 O 0 (0000 O 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Infusion Related Reaction 2 (048 2 1 (0.24) 1 0 (0.000 o0 0 (0.00) O 0 (0.00) O 0 (0.00) O




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i () I];I\?ér?tz Sll\lll(a)j'e(gs () I];I\?ér?tz Sll\lll(a)j'e(gs ) ]IE\I\ZI?tz
Investigations 0  (0.00) O 2 (048 2 0  (0.000 O 10 (2.40) 12 1 (024) 1 0 (0.00) O
Alanine Aminotransferase Increased | 0 (0.00) 0 0 (0.00) 0 0 (0.00) O 1 024) 2 0 (0.00) 0 0 (0.00) 0
ﬁ;ﬁgﬁg Aminotransferase 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 024) 1 0 (0.00) 0 0 (0.00) 0
il(‘:’r‘;iiaka““e Phosphatase 0  (0.00) 0 0  (0.00) O 0  (0.00) 0 1 (024) 1 0  (0.00) O 0  (0.00) O
C-Reactive Protein Increased 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 1 (024) 1 0 (0.00) O
Eosinophil Count Increased 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 0 (0.00) 0 0 (0.00) O
Liver Function Test Abnormal 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 0 (0.00) 0 0 (0.00) O
Occult Blood 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 0 (0.00) 0 0 (0.00) O
White Blood Cell Count Decreased | 0 (0.00) 0 2 (048 2 0 (0.00) © 4 (096) 4 0 (0.00) 0 0 (0.00) O
Metabolism and Nutrition Disorders 0  (0.00) O 0 (0.00) O 0  (0.000 O 1 (024) 1 0 (0.00) O 0 (0.00) O
Decreased Appetite 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 0 (0.00) 0 0 (0.00) O
g[i‘;f)‘r’gle‘;zkdetal and Comnective Tissue |09y 0 (0.00) O 2 (048) 2 4 (0.96) 4 0 (0.00) 0 0 (0.00) O
Arthralgia 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 0 (0.00) 0 0 (0.00) O
Flank Pain 0 (0.00) 0 0 (0.00) O 0 (0.00) © 1 (024) 1 0 (0.00) 0 0 (0.00) O
Musculoskeletal Pain 0 (0.00) 0 0 (0.00) O 0 (0.00) © 2 (048) 2 0 (0.00) 0 0 (0.00) O
Musculoskeletal Stiffness 0 (0.00) 0 0 (0.00) O 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) O
Myalgia 0 (0.00) 0 0 (0.00) O 1 (024) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) O
Nervous System Disorders 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable
Preferred Term Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs ) ]IE\I\ZI?tz
Dizziness 0 (0.00) 0 0 (0.000 O 0 (0.00) O 3 (072 3 0 (0.00) 0 0 (0.000 O
Hypoaesthesia 0 (0.00) O 0 (0.000 O 1 024 1 0 (0.00) 0 0 (0.00) 0 0 (0.000 O
Tremor 0 (0.00) 0 0 (0.000 O 1 024 1 0 (0.00) 0 0 (0.00) 0 0 (0.000 O
Psychiatric Disorders 0 (0.000 O 0 (0000 © 0 (0.000 0 1 (024) 2 0 (0000 O 0 (0000 ©
Depression 0 (0.00) O 0 (0.000 O 0 (0.00) O 1 (024 1 0 (0.00) 0 0 (0.000 O
Insomnia 0 (0.00) O 0 (0.000 O 0 (0.00) O 1 (024 1 0 (0.00) 0 0 (0.000 O
Renal and Urinary Disorders 0 (0.000 O 0 (0000 © 0 (0000 0 1 (024) 1 0 (0000 O 0 (0000 ©
Calculus Ureteric 0 (0.00) O 0 (0.00) O 0 (0.00) 0 1 (024) 1 0 (0.00) O 0 (0.00) O
gfssgrigitr‘;r” Lo s 0 (0000 0 2 (048 2 0 (0000 0 6 (144 7 0 (0.00) 0 0 (0.00) O
Cough 0 (0.00) O 0 (0.000 O 0 (0.00) O 2 (048) 2 0 (0.00) 0 0 (0.000 O
Dyspnoea 0 (0.00) O 1 (024 1 0 (0.00) O 3 (072 3 0 (0.00) 0 0 (0.000 O
Epistaxis 0 (0.00) O 0 (0.000 O 0 (0.00) O 1 (024 1 0 (0.00) 0 0 (0.000 O
Oropharyngeal Pain 0 (0.00) O 0 (0.000 O 0 (0.00) O 1 (024 1 0 (0.00) 0 0 (0.000 O
Respiratory Distress 0 (0.00) O 1 (024 1 0 (0.00) O 0 (0.00) 0 0 (0.00) 0 0 (0.000 O
Skin and Subcutaneous Tissue Disorders 1 0.24) 1 0 (0.00) 0 13 (312 14 10  (2.40) 10 0 (0.00) 0 2 (0.48) 2
Acne 0 (000) 0 0 (000) O 0 (000 0 2 (048 2 0 (000 0 0 (000 0
Dermatitis Acneiform 0 (000) 0 0 (000) O 1 024 1 0 (000 0 0 (000 0 0 (000 0
Erythema Nodosum 0 (000) 0 0 (000) O 0 (000 0 1 (024 1 0 (000 0 0 (000 0
Pain of Skin 0 (000) 0 0 (000) O 1 024 1 0 (000 0 0 (000 0 0 (000 0




System Organ Class Certain Probable/likely Possible Unlikely Conditional/unclassified| Unassessible/unclassifiable

Preferred Term Sll\lll(a)j'e(:zis () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lIsj'e(:js () ]IE\I\ZI?tz Sll\lll(a)j'e(::i (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis ) ]IE\I\ZI?tz
Photosensitivity Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1
Pruritus 0 (0.00) 0 (0.00) 5 (120 5 2 (0.48) 2 (0.00) 0 (0.00) 0
Rash 1 0.24) 1 0 (0.00) 0 2 (0.48) 2 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0
Seborrhoeic Dermatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 1 0.24) 1
Skin Exfoliation 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Skin Lesion 0 (0.00) 0 0 (0.00) 0 1 0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Swelling Face 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0
Urticaria 0 (0.00) 0 0 (0.00) 0 3 0.72) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Surgical and Medical Procedures 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0
Ileostomy 0 (0000 O 0 (0000 O 0  (0.00) 0 2 048) 2 0 (0.00) O 0 (0000 O
Ileostomy Closure 0 (0.000 O 0 (0000 O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Vascular Disorders 0 (0.000 O 0 (0000 O 0 (0000 O 2 (0.48) 2 0 (0000 O 0 (0000 O
Deep Vein Thrombosis 0 (0.000 O 0 (0.00) O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0.00) O
Renovascular Hypertension 0 (0000 O 0 (0000 O 0  (0.00) 0 1 (0.24) 1 0 (0.00) O 0 (0000 O




E. Classification of Causal relationship except the surveillance drug

Causal relationship except the surveillance drug was categorized as “Concomitant medication”,
“Underlying disease”, “Others”, “Not applicable” and “Unknown”, 567 events of “Not applicable” in
23.73% (322/1357 subjects), 216 events of “Underlying disease” in 10.91% (148/1357 subjects) , 112
events of “Unknown” in 6.04% (82/1357 subjects), 94 events of “Concomitant medication” in 5.60%
(76/1357 subjects) and 17 events of “Others” in 1.18% (16/1357 subjects) (Table 147).

Classification of causal relationship except the surveillance drug by indication is presented in
Table 148, Table 149 and Table 150.



Table 147 Incidence status for classification of casual relationship except the surveillance drug (total (N=1357))

System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
preferred Term wbjects ") uents | subjocts ") Buemts | subjests 9 cvemts | subests ") Buents |subjeets 9 buents
Total 76 (5.60) 94 148 (10.91) 216 16 (1.18) 17 322 (23.73) 567 82 (6.04) 112
gli‘s’gfdz‘sd DPLES S 5 037 5 2 015 2 0 (000) 0 9  (066) 9 2 015 2
Anaemia 0  (0.00) O 1 007) 1 0  (0.00) O 3 (022 3 0 (0.00) 0
Iron Deficiency Anaemia 0  (0.00) 0 1 0.07) 1 0  (0.00) 0 3 (022 3 0 (0000 0
Leukopenia 4 (029 4 0  (0.00) O 0  (0.00) O 1 007) 1 0 (0.00) 0
Lymphadenitis 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 1 0.07) 1
Lymphadenopathy 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0.15) 2 0 (0000 0
Neutropenia 0  (0.00) O 0  (0.00) O 0  (0.00) O 0  (0.00) O 1 007) 1
Pancytopenia 1 007) 1 0  (0.00) O 0  (0.00) O 0  (0.00) O 0 (0.00) 0
Cardiac Disorders 0  (000) 0 1 0.07) 1 1 0.07) 1 4 (029 4 2 (015 2
Atrial Fibrillation 0  (0.00) O 0  (0.00) O 0  (0.00) O 0  (0.00) O 1 007) 1
Cardiac Arrest 0  (0.00) O 1 007) 1 0  (0.00) O 0  (0.00) O 0 (0.00) 0
Palpitations 0  (0.00) O 0  (0.00) O 1 007) 1 4 (029 4 1 (007 1
Ear and Labyrinth Disorders 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 5 (037) 5 0  (0.00) O
Otorrhoea 0  (0.00) O 0  (0.00) O 0  (0.00) O 1 007) 1 0 (0.00) 0
Tinnitus 0  (0.00) O 0  (0.00) O 0  (0.00) O 3 (022 3 0 (0.00) 0
Vertigo 0  (0.00) O 0  (0.00) O 0  (0.00) O 1 007) 1 0 (0.00) 0
T 0 (000) 0 1 007 1 0 (000) 0 8 (059 9 1 007) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retered ferm w9 puents | subieos 9 Evets | suots 9 cvems | sugorss 9 Bvemts |sgeers ) Evens

Blepharitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Dry Eye (0.00) 0 (0.00) 0 (0.00) 4 (0.29) 4 0 (0.00) 0
Glaucoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Uveitis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Vision Blurred 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Visual Acuity Reduced 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0

Gastrointestinal Disorders 19 (1400 21 41 (3.02) 59 4 (0.29) 4 71 (523) 90 13 (096) 18
Abdominal Discomfort 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 4 (0.29) 4 0 (0.00) 0
Abdominal Distension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Abdominal Pain 1 (0.07) 1 15 (1.11) 20 0 (0.00) 0 7 (0.52) 9 2 (0.15) 2
Abdominal Pain Lower 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Abdominal Pain Upper 1 (0.07) 1 2 (0.15) 2 0 (0.00) 0 9 (0.66) 10 1 (0.07) 1
Anal Fistula 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Aphthous Ulcer 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Colitis Ulcerative 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3
Constipation 3 (0.22) 3 2 (0.15) 2 0 (0.00) 0 4 (0.29) 5 1 (0.07) 1
Crohn's Disease 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Diarrhoea 3 (0.22) 3 4 (0.29) 4 0 (0.00) 0 10 (0.74) 10 2 (0.15) 2
Dry Mouth 1 (0.07) 1 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retbred ferm josts %) Euens sugosts 9 Prems | subonts "9 cvemts | subjeets "9 pvents |subgeets ) pvents
Dyspepsia 4 (0.29) 4 1 (0.07) 1 0 (0.00) 0 9 (0.66) 11 0 (0.00) 0
Dysphagia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Enterocutaneous Fistula 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Epigastric Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Frequent Bowel Movements 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Gastric Mucosal Lesion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Gastric Ulcer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Gastric Ulcer Haemorrhage 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastritis 1 (0.07) 1 2 (0.15) 2 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Gastroduodenitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Gastrointestinal Disorder 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Gastrointestinal Inflammation 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0
Gastrooesophageal Reflux Disease 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Haematochezia 0 (0.00) 0 6 (0.44) 6 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Ileus 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1 0 (0.00) 0
Intestinal Obstruction 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Large Intestine Polyp 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Melaena 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Mouth Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retered Tem josts %) Euens sugosts 9 Prems | subonts "9 cvemts | subjeets "9 pvents |subgeets ) pvents
Mouth Ulceration 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Nausea 2 (0.15) 2 3 (0.22) 5 1 (0.07) 1 9 (0.66) 9 (0.29) 4
Proctalgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Protein-Losing Gastroenteropathy 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Regurgitation 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 1 (0.07) 2 0 (0.00) 0
Small Intestinal Haemorrhage 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Stomatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Vomiting 0 (0.00) 0 2 (0.15) 4 0 (0.00) 0 5 (0.37) 5 2 (0.15) 2
gﬁ‘e‘ecrilnzlgg;‘;m and Administration |, 50y 5 13 (096) 14 4 (029 4 21 (1.55) 23 7 (052) 8
Application Site Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Asthenia 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Chest Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Chest Pain 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1 2 (0.15) 2
Chills 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 2 (0.15) 4 1 (0.07) 1
Disease Progression 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Drug Effect Delayed 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Drug Ineffective 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Face Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Fatigue 2 (0.15) 2 2 (0.15) 2 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retbred ferm w9 puents | subieos 9 Evets | suots 9 cvems | sugorss 9 Bvemts |sgeers ) Evens

Generalised Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Immediate Post-Injection Reaction (0.00) 0 (0.00) 0 (0.00) 1 (0.07) 1 (0.00)
Influenza Like Illness 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Large Intestinal Perforation 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Non-Cardiac Chest Pain 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0
Oedema 2 (0.15) 2 1 (0.07) 1 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Oedema Peripheral 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 (0.15) 2 1 (0.07) 1
Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Pyrexia 1 (0.07) 1 4 (0.29) 5 2 (0.15) 2 5 (0.37) 5 1 (0.07) 1
Swelling 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

Hepatobiliary Disorders 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 4 (0.29) 4 3 (0.22) 3
Cholelithiasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Drug-Induced Liver Injury 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Hepatic Function Abnormal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Hepatitis 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1 1 (0.07) 1
Hyperbilirubinaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Liver Disorder 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0

Immune System Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 9 (0.66) 9 1 (0.07) 1
Anaphylactic Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retbred ferm josts %) Euens sugosts 9 Prems | subonts "9 cvemts | subjeets "9 pvents |subgeets ) pvents
Anaphylactic Shock 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Hypersensitivity 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 1 (0.07) 1
Infections and Infestations 7 (0.52) 7 23 (1.69) 29 3 (0.22) 3 88 (6.48) 98 24 (1.77) 25
Abdominal Abscess 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Abscess 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anal Abscess 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Arthritis Bacterial 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Atypical Pneumonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Body Tinea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Bronchiolitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Bronchitis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 11 (0.81) 11 0 (0.00) 0
Candida Infection 0 (0.00) 0 1 (0.07) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cellulitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2
Clostridium Difficile Infection 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0
Ciystitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 1 (0.07) 1
Cytomegalovirus Colitis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cytomegalovirus Infection 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Disseminated Tuberculosis 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1 1 (0.07) 1
Folliculitis 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retbred ferm w9 puents | subieos 9 Evets | suots 9 cvems | sugorss 9 Bvemts |sgeers ) Evens

Furuncle 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Gastritis Bacterial (0.00) 1 (0.07) 1 (0.00) 0 (0.00) 0 (0.00)

Hepatitis B 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Herpes Simplex 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 2 (0.15) 2
Herpes Virus Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Herpes Zoster 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 4 (0.29) 4
Hordeolum 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Influenza 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Lung Abscess 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0
Nasopharyngitis 2 (0.15) 2 5 (0.37) 5 0 (0.00) 0 18 (1.33) 19 2 (0.15) 2
Onychomycosis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Oral Candidiasis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Otitis Externa 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 2 0 (0.00) 0
Pharyngitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Pharyngotonsillitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Pneumocystis Jirovecii Pneumonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Pneumonia 1 (0.07) 1 3 (0.22) 3 0 (0.00) 0 5 (0.37) 5 0 (0.00) 0
Pneumonia Bacterial 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Postoperative Wound Infection 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
rrefemed Term tioes "0 Bvents subioets ) bvens | subjoers ®_ events | subgeets ) Events |subects ¥ Events
Pseudomembranous Colitis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pulmonary Tuberculosis 1 (0.07) 1 (0.00) (0.00) 0 (0.00) 0 0 (0.00) 0
Pyelonephritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Pyelonephritis Acute 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 3 022) 3 1 (0.07) 1
Rhinitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Sepsis 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Sialoadenitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Sinusitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Spleen Tuberculosis 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 1 (0.07) 1
Tinea Pedis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Tonsillitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Tuberculosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 1 (0.07) 1
Tuberculosis Gastrointestinal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Upper Respiratory Tract Infection 0  (0.00) 0 1 (0.07) 1 0  (0.00) 0 20 (147) 23 3 (0.22) 3
Ureteritis 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 1 (0.07) 1 0  (0.00) 0
Urinary Tract Infection 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Vaginal Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
g‘g?nrgliz;’ifgssi“g CallBlE ] 0 (0000 0 0 (0000 0 1 007) 1 15 (L11) 18 2 (015 4
Ankle Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
rrefemed Term tioes "0 Bvents subioets ) bvens | subjoers ®_ events | subgeets ) Events |subects ¥ Events

Auricular Haematoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 3
Compression Fracture (0.00) (0.00) 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Contusion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Facial Bones Fracture 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0
Fall 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 2 0.15) 2 0  (0.00) 0
Foot Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Hand Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Infusion Related Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Joint Dislocation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Laceration 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 2 (015 2 0  (0.00) 0
Perineal Injury 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Road Traffic Accident 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0

Investigations 20 (1.47) 25 4 (029) 4 1 0.07) 2 24 (1.77) 30 11 (081) 13
Alanine Aminotransferase 8 (059 8 0 (0.00) 0 1007 1 § (059 9 4 (029 4
Aspartate Aminotransierase 4 (029 4 0 (0000 0 1007 1 705 7 1007 1
Blood Alkaline Phosphatase 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0

Increased




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
rrefemed Term tioes "0 Bvents subioets ) bvens | subjoers ®_ events | subgeets ) Events |subects ¥ Events
il(‘:’r‘;isi;eaﬁ“e Phosphokinase 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 I ©007) 1
C-Reactive Protein Increased 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Eosinophil Count Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Hepatic Enzyme Increased 1 007) 1 0  (0.00) 0 0  (0.00) 0 2 (015 2 2 (015 2
Influenza B Virus Test Positive 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Liver Function Test Abnormal 5 (0.37) 6 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Occult Blood 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 1 (0.07) 1
Serum Ferritin Increased 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Transaminases Increased 3 (0.22) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Urine Analysis Abnormal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Weight Decreased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Weight Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 1 (0.07) 1
White Blood Cell Count Decreased | 3 (0.22) 3 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Metabolism and Nutrition Disorders 2 (015 2 5 037) 5 0  (0.00) 0 18 (1.33) 19 0  (0.00) 0
Decreased Appetite 0  (0.00) 0 2 (015 2 0  (0.00) 0 2 (015 2 0  (0.00) 0
Diabetes Mellitus 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Hypercholesterolaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0
Hyperglycaemia 0  (0.00) 0 0  (0.00) 0 0  (0.00) 0 1 (0.07) 1 0  (0.00) 0
Hyperlipidaemia 2 (015 2 0  (0.00) 0 0  (0.00) 0 10 (0.74) 10 0  (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Nq. of %) No. of Nq. of %) No. of Nq. of %) N of Nq. of %) No. of Nq. of %) No. of
subjects Events | subjects Events | subjects events | subjects Events | subjects Events
Hypoglycaemia 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
%‘S‘:Ezlgffgrlzzls and Connective 3 (022 3 40 (295 55 0  (0.00) 0 42  (3.10) 56 4 (029 4
Ankylosing Spondylitis 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Arthralgia 0 (0.00) 0 15 (1.11) 18 0 (0.00) 0 12 (0.88) 13 0 (0.00) 0
Atlantoaxial Instability 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Back Pain 1 (0.07) 1 8 (0.59) 9 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0
Bursal Fluid Accumulation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Fibromyalgia 0 (0.00) 0 (0.15) 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Flank Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Foot Deformity 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Intervertebral Disc Disorder 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Intervertebral Disc Protrusion 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Joint Swelling 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Lumbar Spinal Stenosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0
Musculoskeletal Pain 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0 3 (0.22) 3 1 (0.07) 1
Musculoskeletal Stiffness 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Myalgia 1 (0.07) 1 1 (0.07) 1 0 (0.00) 0 6 (0.44) 7 0 (0.00) 0
Osteoarthritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Osteoporosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retered Tem abiocts ® Events | subjeets ) pvents | subosts. 79 events | sugosts ) Events |subjeets ) Brent

Pain in Extremity 0 (0.00) 0 5 (0.37) 5 0 (0.00) 0 3 (0.22) 4 1 (0.07) 1
Polyarthritis (0.00) 1 (0.07) 1 (0.00) 0 (0.00) 0 (0.00)
Rheumatoid Arthritis 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Rotator Cuff Syndrome 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Spinal Column Stenosis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Synovial Cyst 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Synovitis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tendonitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Tenosynovitis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

Efl‘s’gﬁg‘: dﬁfﬂ;‘%‘éyl\s’{zlﬁagﬁ;i) 0 (000 0 0 (000 0 0 (000 0 2 (015 2 3 (022 3
Colon Adenoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Gastric Cancer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2
ggf;fmiﬂgﬁmemm 0 (0.00) 0 0 (0000 0 0 (0.00) 0 1 (007) 1 0 (0.00) 0
Invasive Ductal Breast Carcinoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1

Nervous System Disorders 2 (0.15) 19 (1.40) 21 0 (0.00) 0 37 (2.73) 44 3 (0.22) 3
Anosmia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Carotid Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Cerebellar Ataxia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Nq. of %) No. of Nq. of %) No. of Nq. of %) N of Nq. of %) No. of Nq. of %) No. of
subjects Events | subjects Events | subjects events | subjects Events | subjects Events

Cerebellar Infarction 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cerebral Infarction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00)
Cervical Radiculopathy 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Diabetic Neuropathy 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dizziness 2 (0.15) 2 1 (0.07) 1 0 (0.00) 0 13 (0.96) 14 0 (0.00) 0
Headache 0 (0.00) 0 3 (0.22) 4 0 (0.00) 0 9 (0.66) 9 0 (0.00) 0
Hypoaesthesia 0 (0.00) 0 6 (0.44) 6 0 (0.00) 0 2 (0.15) 2 1 (0.07) 1
Migraine 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 1 (0.07) 1
Neuropathy Peripheral 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Paraesthesia 0 (0.00) 0 6 (0.44) 7 0 (0.00) 0 3 (0.22) 3 1 (0.07) 1
Sciatica 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Subarachnoid Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Syncope 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Tension Headache 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Tremor 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0

Psychiatric Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 7 (0.52) 7 1 (0.07) 1
Depression 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Insomnia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 5 (0.37) 5 0 (0.00) 0
Tic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
preferred ferm wbjects ") uents | subjocts ") Buemts | subjests 9 cvents | subests 7 Buents |subjeets 9 buents
Renal and Urinary Disorders 1 007 1 3 022 3 0  (0.00) 0 0  (0.00) 0 1 (007 1
Calculus Ureteric 1 007) 1 1 (0.07) 1 (0.00) (0.00) 0 (0.00) 0
Dysuria 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (007 1
Pollakiuria 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Proteinuria 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
gffgf(f;‘;ﬁve System and Breast 0 (0.00) 0 2 (015 2 0 (0.00) 0 4 (029 4 1007 1
Breast Mass 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Erectile Dysfunction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 1 (007 1
Menorrhagia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Pelvic Pain 0 (0.00) 0 2 (015 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Varicocele 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
gfssgriaaetr‘;r” B e I N Y N 6 (0.44) 7 0 (0000 0 31 (228) 32 5 (037 6
‘;‘;‘:&i(ﬁzpimt"ry Distress 0 (0.00) 0 1007 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Atelectasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Cough 1 (0.07) 1 3 022 3 0 (0.00) 0 13 (0.96) 13 1 (007 1
Dysphonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Dyspnoea 1 (0.07) 1 1 (0.07) 1 0 (0.00) 0 3 022 3 0 (0.00) 0
Dyspnoea Exertional 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retered Tem josts %) Euens sugosts 9 Prems | subonts "9 cvemts | subjeets "9 pvents |subgeets ) pvents

Epistaxis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Interstitial Lung Disease (0.00) 1 (0.07) 1 (0.00) 1 (0.07) 1 (0.00)
Laryngeal Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Nasal Septum Deviation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Oropharyngeal Pain 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 1 (0.07) 1
Pleural Effusion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Productive Cough 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 5 (0.37) 5 0 (0.00) 0
Respiratory Distress 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Rhinitis Allergic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 (0.15) 2 1 (0.07) 1
Rhinorrhoea 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Sputum Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Vocal Cord Polyp 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0

]S)i‘;rzrﬁss“b"“ta“e"“s LEERID 11 (08) 12 7 (052 7 0 (0000 0 63 (4.64) 88 15 (L11) 16
Acne 2 (0.15) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Alopecia 3 (0.22) 3 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Androgenetic Alopecia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Decubitus Ulcer 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dermatitis Acneiform 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Dermatitis Allergic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Nq. of %) No. of Nq. of %) No. of Nq. of %) N of Nq. of %) No. of Nq. of %) No. of
subjects Events | subjects Events | subjects events | subjects Events | subjects Events

Dermatitis Contact 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0
Diabetic Foot 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00)

Eczema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Erythema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Erythema Nodosum 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hyperhidrosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Hyperkeratosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Hypersensitivity Vasculitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Pain of Skin 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Papule 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Photosensitivity Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Pruritus 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 28 (2.006) 35 0 (0.00) 0
Pruritus Generalised 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 1 (0.07) 1
Pseudofolliculitis Barbae 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Psoriasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.15) 2 0 (0.00) 0
Rash 4 (0.29) 4 1 (0.07) 1 0 (0.00) 0 9 (0.66) 11 4 (0.29) 4
Rash Generalised 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1
Seborrhoeic Dermatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.22) 3 0 (0.00) 0
Skin Exfoliation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retered Tem josts %) Euens sugosts 9 Prems | subonts "9 cvemts | subjeets "9 pvents |subgeets ) pvents

Skin Lesion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Swelling Face 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 4 (0.29) 4 1 (0.07) 1
;ﬁfmic Lupus Erythematosus 0 (0.00) 0 1007 1 0 (0.00) 0 1007 1 0 (0.00) 0
Urticaria 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 10 (0.74) 11 4 (0.29) 4
Xeroderma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Social Circumstances 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Andropause 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Surgical and Medical Procedures 0 (0.00) 0 5 (0.37) 5 0 (0.00) 0 4 (0.29) 4 0 (0.00) 0
Arthrotomy 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Ileostomy 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Ileostomy Closure 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Intervertebral Disc Operation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Joint Arthroplasty 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Removal of Internal Fixation 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Spinal Decompression 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tooth Extraction 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Vascular Disorders 3 (0.22) 3 1 (0.07) 1 1 (0.07) 1 10 (0.74) 11 0 (0.00) 0
Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Deep Vein Thrombosis 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
retbred ferm josts %) Euens sugosts 9 Prems | subonts "9 cvemts | subjeets "9 pvents |subgeets ) pvents
Flushing 2 (0.15) 2 0 (0.00) 0 1 (0.07) 1 3 (0.22) 4 0 (0.00) 0
Hypertension 0 (0.00) 0 (0.00) 0 (0.00) 3 (0.22) 3 (0.00)
Hypotension 1 (0.07) 1 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Orthostatic Hypotension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Renovascular Hypertension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.07) 1 0 (0.00) 0
Table 148 Incidence status for classification of causal relationship except the surveillance drug (AS (N=531))
System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Total 26 (4.90) 34 35 (6.59) 51 4 (0.75) 5 112 (21.09) 159 29 (5.46) 40
gli‘s’gfdg‘sd DPLES S 0 (0.00) 0 1019 1 0 (0.00) 0 1019 1 0 (0.00) 0
Anaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Iron Deficiency Anaemia 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Ear and Labyrinth Disorders 0 (0000 0 0 (0000 0 0 (0000 0 1 (0.19) 1 0 (0000 0
Vertigo 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Eye Disorders 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 3 (0.56) 3 1 0.19) 1
Dry Eye 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Uveitis 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 1 (0.19) 1 1 (0.19) 1
Gastrointestinal Disorders 7 (1.32) 8 3 (0.56) 5 0 (0.00) 0 13 (2.45) 15 3 (0.56) 4




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Abdominal Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Abdominal Pain Upper 1 (0.19) 1 0 (0.00) 0 (0.00) 4 (0.75) 4 1 (0.19) 1
Constipation 1 (0.19) 1 1 (0.19) 1 0 (0.00) 0 1 (0.19) 1 1 (0.19) 1
Diarrhoea 2 (0.38) 2 1 (0.19) 1 0 (0.00) 0 4 (0.75) 4 0 (0.00) 0
Dry Mouth 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dyspepsia 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Epigastric Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Gastric Ulcer Haemorrhage 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastritis 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastroduodenitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Gastrointestinal Disorder 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Large Intestine Polyp 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Mouth Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Mouth Ulceration 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Nausea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 1 (0.19) 1

gﬁ‘e‘ecrfn];ﬁg;‘;m and Administration | 5 500 5 2 038 2 2 038 2 3 056 3 1 019 1
Chest Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Chest Pain 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Fatigue 2 (0.38) 2 1 (0.19) 1 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz
Influenza Like Illness 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 (0.00) 1 (0.19) 1
Pyrexia 0 (0.00) 0 1 (0.19) 1 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0
Swelling 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hepatobiliary Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 1 (0.19) 1
Drug-Induced Liver Injury 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Hepatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Immune System Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.75) 4 1 (0.19) 1
Anaphylactic Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Anaphylactic Shock 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Hypersensitivity 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 1 (0.19) 1
Infections and Infestations 2 (0.38) 2 3 (0.56) 4 0 (0.00) 0 24 (4.52) 30 9 (1.69) 10
Body Tinea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Bronchiolitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Bronchitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0
Cellulitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2
Furuncle 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Gastritis Bacterial 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Hepatitis B 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz
Herpes Virus Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Herpes Zoster 0 (0.00) 0 (0.00) (0.00) 0 (0.00) 0 3 (0.56) 3
Hordeolum 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Nasopharyngitis 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 8 (1.51) 9 2 (0.38) 2
Onychomycosis 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Pharyngitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Pharyngotonsillitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Pneumonia 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Postoperative Wound Infection 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pulmonary Tuberculosis 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Sinusitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Tinea Pedis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Tonsillitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Tuberculosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Upper Respiratory Tract Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.56) 6 1 (0.19) 1
g‘gfnrry;ﬁizifg:si“g and Procedural 0 (000) 0 0 (000) 0 1019 1 3 056) 4 2 (038) 4
Auricular Haematoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 3
Compression Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Facial Bones Fracture 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz

Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Hand Fracture (0.00) 0 (0.00) (0.00) 1 (0.19) 1 (0.00)
Joint Dislocation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Road Traffic Accident 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0

Investigations 9 (1.69) 12 0 (0.00) 0 1 (0.19) 2 10 (1.88) 14 6 (1.13) 8
ﬁﬁ‘;ﬁd‘“‘nin"“an“ﬂ“e s 094 5 0 (000) 0 1019 1 6  (1L13) 6 3 056 3
ﬁ;ﬁgﬁg Aminotransferase 3 056 3 0 (000) 0 1019 1 s 094 5 1019 1
il(‘:’r‘;isi;eaﬁ“e Phosphokinase 0  (0.00) 0 0 (0000 0 0 (0000 0 0  (0.00) 0 1 (0.19) 1
Hepatic Enzyme Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 2 (0.38) 2
Liver Function Test Abnormal 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Transaminases Increased 3 (0.56) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Weight Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1

Metabolism and Nutrition Disorders 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 7 (1.32) 7 0 (0.00) 0
Decreased Appetite 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Diabetes Mellitus 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Hypercholesterolaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0
Hyperlipidaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz

%‘S‘:szlgffgrlzzls and Connective 3 (056) 3 15  (2.82) 24 0 (0000 0 13 (245 19 3 (056) 3
Ankylosing Spondylitis 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 1 0.19 1
Arthralgia 0 (0.00) 0 6 (1.13) 8 0 (0.00) 0 5 (0.94) 6 0 (0.00) 0
Back Pain 1 (0.19) 1 6 (1.13) 6 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Fibromyalgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Foot Deformity 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Joint Swelling 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Musculoskeletal Pain 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Musculoskeletal Stiffness 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Myalgia 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Pain in Extremity 0 (0.00) 0 5 (0.94) 5 0 (0.00) 0 3 (0.56) 4 1 0.19 1
Spinal Column Stenosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Tendonitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.19 1

Nervous System Disorders 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0 13 (2.45) 15 0 (0.00) 0
Cerebellar Infarction 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cervical Radiculopathy 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 0.00) 0
Dizziness 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 3 0 (0.00) 0
Headache 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.75) 4 0 0.00) 0
Hypoaesthesia 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Migraine 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Neuropathy Peripheral (0.00) (0.00) (0.00) 1 (0.19) 1 (0.00)
Paraesthesia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Sciatica 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Syncope 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Psychiatric Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Depression 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Insomnia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Renal and Urinary Disorders 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Calculus Ureteric 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dysuria 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.19 1
Pollakiuria 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 0.00) 0
Proteinuria 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
gfg;’(f;‘;ﬁve SR IR 0 (000) 0 2 (038 2 0 (000) 0 1 019 1 1 019 1
Erectile Dysfunction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 0.19 1
Pelvic Pain 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Varicocele 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Respiratory, Thoracic and Mediastinal |, 35y 4 2 (038 2 0 (0000 0 11 (207 11 1 019 1

Disorders




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events | Subjects Events

Cough 1 (0.19) 1 2 (0.38) 2 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0
Dyspnoea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00)
Laryngeal Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Nasal Septum Deviation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Oropharyngeal Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Productive Cough 2 (0.38) 2 0 (0.00) 0 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0
Rhinitis Allergic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Rhinorrhoea 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Sputum Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1

]S)ﬁ‘;rzrﬁssub"“ta“e"“s LEERID 2 (038 2 2 (038 2 0  (0.00) 0 21 (395 23 4 (075 4
Acne 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1
Alopecia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Androgenetic Alopecia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Decubitus Ulcer 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Eczema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Hyperhidrosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Hyperkeratosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Hypersensitivity Vasculitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Papule 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz
Pruritus 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 7 (1.32) 7 0 (0.00) 0
Pruritus Generalised (0.00) 0 (0.00) 0 (0.00) 1 (0.19) 1 (0.00)
Psoriasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.38) 2 0 (0.00) 0
Rash 2 (0.38) 2 1 (0.19) 1 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0
Seborrhoeic Dermatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Swelling Face 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Urticaria 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 2 (0.38) 2
Xerodema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0

Social Circumstances 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0
Andropause 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0

Surgical and Medical Procedures 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Arthrotomy 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

Vascular Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.75) 4 0 (0.00) 0
Hypertension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.56) 3 0 (0.00) 0
Orthostatic Hypotension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.19) 1 0 (0.00) 0

Table 149 Incidence status for classification of causal relationship except the surveillance drug (RA/PA/PS (N=409))

System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz

Total 31 (7.58) 38 61 (1491 87 5 (1.22) 5 143 (34.96) 308 25 (6.11) 33




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz
gli‘s’gfdersa“d Lymphatic — System| o4 0 (0.00) 0 0 (000) 0 4 (098 4 0 (000 0
Iron Deficiency Anaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Lymphadenopathy 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Pancytopenia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cardiac Disorders 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 3 (0.73) 3 2 (0.49) 2
Atrial Fibrillation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Cardiac Arrest 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Palpitations 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 3 (0.73) 3 1 (0.24) 1
Ear and Labyrinth Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
Tinnitus 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
Eye Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 5 0 (0.00) 0
Blepharitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Dry Eye 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Glaucoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Visual Acuity Reduced 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Gastrointestinal Disorders 8 (1.96) 9 4 (0.98) 4 1 (0.24) 1 42 (1027) 52 3 (0.73) 5
Abdominal Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Abdominal Distension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Abdominal Pain 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 1 (0.24) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events | Subjects Events

Abdominal Pain Upper 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 5 (1.22) 6 0 (0.00) 0
Aphthous Ulcer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00)
Constipation 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 2 (0.49) 3 0 (0.00) 0
Diarrhoea 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 2 (0.49) 2
Dry Mouth 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dyspepsia 2 (0.49) 2 1 (0.24) 1 0 (0.00) 0 6 (1.47) 7 0 (0.00) 0
Dysphagia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Gastric Mucosal Lesion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Gastric Ulcer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Gastritis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Gastrointestinal Disorder 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Gastrooesophageal Reflux Disease | (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Mouth Ulceration 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Nausea 1 (0.24) 1 1 (0.24) 1 1 (0.24) 1 8 (1.96) 8 1 (0.24) 1
Proctalgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Regurgitation 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 2 0 (0.00) 0
Stomatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Vomiting 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 1 (0.24) 1

‘;ﬁﬁ%ﬁﬁﬁfg‘;‘m and Administration| ¢ 49) 5 5 (122) 5 1024 1 11 (69 13 3 (073) 4




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz
Asthenia 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Chest Discomfort (0.00) 0 (0.00) 0 (0.00) 1 (0.24) 1 0 (0.00) 0
Chest Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Chills 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 2 (0.49) 4 1 (0.24) 1
Drug Effect Delayed 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Face Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Fatigue 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Generalised Oedema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1
Oedema 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Oedema Peripheral 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 2 (0.49) 2 1 (0.24) 1
Pyrexia 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 1 (0.24) 1
Hepatobiliary Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 1 (0.24) 1
Cholelithiasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Hepatitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Liver Disorder 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Immune System Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0
Anaphylactic Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Hypersensitivity 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Infections and Infestations 4 (0.98) 4 11 (2.69) 12 1 (0.24) 1 45 (11.00) 48 7 (1.71) 7




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz
Abscess 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Arthritis Bacterial 1 (0.24) 1 0 (0.00) 0 (0.00) 0 (0.00) 0 (0.00)

Body Tinea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Bronchitis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 8 (1.96) 8 0 (0.00) 0
Candida Infection 0 (0.00) 0 1 (0.24) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cystitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Disseminated Tuberculosis 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0
Folliculitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Herpes Simplex 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 2 (0.49) 2
Herpes Zoster 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
Influenza 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Nasopharyngitis 1 (0.24) 1 4 (0.98) 4 0 (0.00) 0 5 (1.22) 5 0 (0.00) 0
Otitis Externa 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 2 0 (0.00) 0
Pneumonia 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0
Pneumonia Bacterial 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Pyelonephritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Pyelonephritis Acute 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 1 (0.24) 1
Rhinitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Sepsis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




Increased

System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
Sinusitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Tinea Pedis (0.00) 0 (0.00) 0 (0.00) 1 (0.24) 1 0 (0.00) 0
Tuberculosis Gastrointestinal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Upper Respiratory Tract Infection 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 10 (2.44) 10 1 (0.24) 1
Ureteritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Urinary Tract Infection 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Vaginal Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1

g‘gfnr;’)’hc;i";z:“i“g and - Procedural) 5 50) g 0  (0.00) 0 0 (0000 0O 8  (1.96) 10 0  (0.00) 0
Ankle Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Contusion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Fall 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Foot Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Joint Dislocation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Laceration 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Perineal Injury 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Road Traffic Accident 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0

Investigations 8 (1.96) 10 2 (0.49) 2 0 (0.00) 0 10 (244 10 1 (0.24) 1
Alanine Aminotransferase| 5 53y 3 0  (0.00) 0 0  (0.00) 0 1 024 1 1 024 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
ﬁiﬁgﬁg Aminotransferase| oy 0 (0000 0 0 (000) 0 1024 1 0 (000) 0
Hepatic Enzyme Increased 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Influenza B Virus Test Positive 0 (0000 O 1 (0.24) 1 0 (0000 O 0 (0000 O 0 (0000 0O
Liver Function Test Abnormal 4 (0.98) 5 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Serum Ferritin Increased 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Urine Analysis Abnormal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Weight Decreased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Weight Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0

Metabolism and Nutrition Disorders 2 (0.49) 2 3 (0.73) 3 0 (0.00) 0 11 269 12 0 (0.00) 0
Decreased Appetite 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Hypercholesterolacmia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Hyperglycaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Hyperlipidaemia 2 (0.49) 2 0 (0.00) 0 0 (0.00) 0 7 (1.71) 7 0 (0.00) 0
Hypoglycaemia 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0

%‘S‘:szlgffgrlzzls and  Connective| 59 25 (6.11) 31 0 (0000 0O 24 (587) 32 0  (0.00) 0
Arthralgia 0 (0.00) 0 9 (2200 10 0 (0.00) 0 6 (1.47) 6 0 (0.00) 0
Atlantoaxial Instability 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Back Pain 0 (0.00) 0 2 (0.49) 3 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) ]IE\I\ZI?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz Sll\lll(a)j'e(is (%) I];I\?ér?tz
Bursal Fluid Accumulation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Fibromyalgia (0.00) 2 (0.49) 2 (0.00) 0 (0.00) 0 (0.00)
Foot Deformity 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Intervertebral Disc Disorder 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Intervertebral Disc Protrusion 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
Joint Swelling 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Lumbar Spinal Stenosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0
Musculoskeletal Pain 0 (0.00) 0 (0.49) 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Myalgia 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 4 (0.98) 5 0 (0.00) 0
Osteoarthritis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Osteoporosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
Polyarthritis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Rheumatoid Arthritis 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0 (0.49) 0 (0.00) 0
Rotator Cuff Syndrome 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Spinal Column Stenosis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Synovial Cyst 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Synovitis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tenosynovitis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

Neoplasms Benign, Malignant and) 4 40) ¢ 0 (000 0 0 000) 0 2 (049 2 3 073) 3

Unspecified (Incl Cysts and Polyps)




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events | Subjects Events

Colon Adenoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Gastric Cancer 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2
ggf;fmiﬂgﬁi“aemm 0 (0000 0 0  (0.00) 0 0  (0.00) 0 1 024 1 0 (0000 0
Invasive Ductal Breast Carcinoma 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1

Nervous System Disorders 1 (0.24) 1 16 (3.91) 18 0 (0.00) 0 21 (5.13) 26 2 (0.49) 2
Anosmia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Carotid Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Cerebellar Ataxia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Cerebral Infarction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Diabetic Neuropathy 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dizziness 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0 9 (2.20) 9 0 (0.00) 0
Headache 0 (0.00) 0 3 (0.73) 4 0 (0.00) 0 5 (1.22) 5 0 (0.00) 0
Hypoaesthesia 0 (0.00) 0 5 (1.22) 5 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Migraine 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Neuropathy Peripheral 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Paraesthesia 0 (0.00) 0 6 (1.47) 7 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1
Subarachnoid Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Tension Headache 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Tremor 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz
Psychiatric Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0
Insomnia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
Tic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
gffgf(f;‘;ﬁve System and - Breast| 505 0 (000 0 0 000) 0 3 073) 3 0 (000) 0
Breast Mass 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Erectile Dysfunction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Menorrhagia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
gf:grigaetr‘;r” Thoracic and Mediastinal\ - o) g 3 0.73) 4 0 (0000 0O 16  (391) 17 2 (049 2
g‘;‘l‘(tfmmeResPira“’ry Distress| o 0.00) 0 1024 1 0 (000) 0 0 (000) 0 0 (000) 0
Atelectasis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Cough 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 9 (2.20) 9 0 (0.00) 0
Dysphonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Dyspnoea Exertional 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Interstitial Lung Disease 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Oropharyngeal Pain 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pleural Effusion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Productive Cough 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Rhinitis Allergic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
Vocal Cord Polyp 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0

]S)ﬁ‘;r de::d Subcutancous  Tissue| - g0y 4 (098) 4 0  (0.00) 0 28 (685 50 5 (12) 6
Alopecia 3 (0.73) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dermatitis Acneiform 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dermatitis Allergic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Dermatitis Contact 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 4 (0.98) 4 0 (0.00) 0
Diabetic Foot 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Erythema 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Hyperhidrosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Pruritus 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 14 (342 21 0 (0.00) 0
Pruritus Generalised 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1
Pseudofolliculitis Barbae 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0
Rash 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 5 (1.22) 7 2 (0.49) 2
Rash Generalised 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Swelling Face 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0
;ﬁfmic Lupus - Erythematosus| 09y I024) 1 0 (0.00) 0 1024 1 0 (0.00) 0
Urticaria 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 6 (1.47) 7 2 (0.49) 2

Surgical and Medical Procedures 0 (0.00) 0 3 (0.73) 3 0 (0.00) 0 2 (0.49) 2 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz
Intervertebral Disc Operation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Joint Arthroplasty (0.00) 0 (0.00) 0 (0.00) 0 1 (0.24) 1 (0.00)
Removal of Internal Fixation 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Spinal Decompression 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Tooth Extraction 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

Vascular Disorders 3 (0.73) 3 0 (0.00) 0 1 (0.24) 1 5 (1.22) 6 0 (0.00) 0
Arteriosclerosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Flushing 2 (0.49) 2 0 (0.00) 0 1 (0.24) 1 3 (0.73) 4 0 (0.00) 0
Hypotension 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0

Table 150 Incidence status for classification of causal relationship except the surveillance drug (IBD (N=417))

System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) ]IE\I\ZI?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz Sll\lll(a)j'e(gs (%) I];I\?ér?tz

Total 19  (456) 22 52 (12.47) 78 7 (1.68) 7 67  (16.07) 100 28 (6.71) 39

gli‘s’gfdiﬁsd DPLES S 4 (096) 4 1024 1 0 000) 0 4 (096) 4 2 (048) 2
Anaemia 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Iron Deficiency Anaemia 0 (000 0 0 (0000 0 0 (0000 0 1 (0.24) 1 0  (0.00) 0
Leukopenia 4 (0.96) 4 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Lymphadenitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lll(a)j'e(gs () I];I\?ér?tz Sll\lll(a)j'e(gs ) I];I\?ér?tz
Neutropenia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Cardiac Disorders 0 (000 0 0 (0.00) 0 0 (0000 0 1 (0.24) 1 0  (0.00) 0
Palpitations 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Ear and Labyrinth Disorders 0  (0.00) O 0 (0000 0 0  (000) 0 1 (0.24) 1 0  (0.00) 0
Otorrhoea 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Eye Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Vision Blurred 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Gastrointestinal Disorders 4 (0.96) 4 34 (8.15) 50 3 (0.72) 3 16  (3.84) 23 7 (1.68) 9
Abdominal Discomfort 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0
Abdominal Pain 0 (0.00) 0 15 (3.60) 20 0 (0.00) 0 5 (1.20) 7 1 (0.24) 1
Abdominal Pain Lower 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Abdominal Pain Upper 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anal Fistula 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Aphthous Ulcer 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Colitis Ulcerative 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 3 (0.72) 3
Constipation 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Crohn's Disease 0 (0.00) 0 3 (0.72) 3 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Diarrhoea 0 (0.00) 0 3 (0.72) 3 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Dyspepsia 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 2 (0.48) 3 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events

Enterocutaneous Fistula 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Epigastric Discomfort 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Frequent Bowel Movements 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Gastritis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Gastrointestinal Inflammation 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Haematochezia 0 (0.00) 0 6 (1.44) 6 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Ileus 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0
Intestinal Obstruction 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Melaena 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Mouth Ulceration 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Nausea 1 (0.24) 1 2 (0.48) 4 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2
Protein-Losing Gastroenteropathy 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Small Intestinal Haemorrhage 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Vomiting 0 (0.00) 0 2 (0.48) 4 0 (0.00) 0 2 (0.48) 2 1 (0.24) 1

gﬁ‘e‘ecrilnzlgg;‘;ers and Administration | 5 g 4g) 3 6 (144 7 1024 1 7 (168) 7 3 (072 3
Application Site Haemorrhage 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Chest Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2
Disease Progression 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Drug Ineffective 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) ]IE\I\ZI?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz Sll\lll(a)j'e(:zis (%) I];I\?ér?tz
Immediate Post-Injection Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Large Intestinal Perforation 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 (0.00)
Non-Cardiac Chest Pain 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Oedema 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Pyrexia 1 (0.24) 1 3 (0.72) 4 0 (0.00) 0 4 (0.96) 4 0 (0.00) 0
Hepatobiliary Disorders 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1 1 (0.24) 1
Hepatic Function Abnormal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Hepatitis 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Hyperbilirubinaemia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Immune System Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Anaphylactic Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Infections and Infestations 1 (0.24) 1 9 (2.16) 13 2 (0.48) 2 19 (4.56) 20 8 (1.92) 8
Abdominal Abscess 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Anal Abscess 0 (0.00) 0 3 (0.72) 3 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Atypical Pneumonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Clostridium Difficile Infection 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Cystitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Cytomegalovirus Colitis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Cytomegalovirus Infection 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events

Disseminated Tuberculosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Folliculitis 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Herpes Virus Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Herpes Zoster 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Lung Abscess 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0
Nasopharyngitis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 5 (1.20) 5 0 (0.00) 0
Oral Candidiasis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pneumocystis Jirovecii
Preumonia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Pneumonia 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Pseudomembranous Colitis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Rhinitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Sepsis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Sialoadenitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Spleen Tuberculosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Tuberculosis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 1 (0.24) 1
Upper Respiratory Tract Infection 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 7 (1.68) 7 1 (0.24) 1
Urinary Tract Infection 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0

g‘gfnrry;ﬁzzifgssi“g CallBlE ] 0 (000) 0 0 (000 0 0 000) 0 4 (096) 4 0 (000) 0




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term No. of 0 No.of | No.of 0 No.of | No.of 0 No.of | No.of 0 No. of | No.of 0 No. of
Subjects (%) Events | Subjects (%) Events | Subjects (%) Events | Subjects (%) Events |Subjects (%) Events

Foot Fracture 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Infusion Related Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.72) 3 0 (0.00) 0

Investigations 3 (0.72) 3 2 (0.48) 2 0 (0.00) 0 4 (0.96) 6 4 (0.96) 4
Alanine Aminotransferase
Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 2 0 (0.00) 0
Aspartate Aminotransferase
Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Blood Alkaline  Phosphatase

Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
C-Reactive Protein Increased 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Eosinophil Count Increased 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Liver Function Test Abnormal 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Occult Blood 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
White Blood Cell Count
Decreased 3 (0.72) 3 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1

Metabolism and Nutrition Disorders 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Decreased Appetite 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0

Musculoskeletal and Connective

Tissue Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 5 (1.20) 5 1 (0.24) 1
Arthralgia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Flank Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Musculoskeletal Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown
Preferred Term Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lll(a)j'e(gs () ]IE\I\ZI?tz Sll\lll(a)j'e(gs () I];I\?ér?tz Sll\lll(a)j'e(gs ) I];I\?ér?tz
Musculoskeletal Stiffness 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Myalgia 0 (0.00) 0 (0.00) (0.00) 1 (0.24) 1 0 (0.00) 0
Nervous System Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 3 (0.72) 3 1 (0.24) 1
Dizziness 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Hypoaesthesia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Tremor 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Psychiatric Disorders 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1
Depression 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Insomnia 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Renal and Urinary Disorders 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Calculus Ureteric 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
gf:griztr‘;m Thoracic and Mediastinal | =, 50y 1 024) 1 0 (000) 0 4 (096) 4 2 (048) 3
Cough 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 1 (0.24) 1
Dyspnoea 1 (0.24) 1 1 (0.24) 1 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Epistaxis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Oropharyngeal Pain 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Rhinitis Hypertrophic 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Skin and Subcutaneous Tissue 5 (120 5 1 024) 1 0 (0000 © 14 (336 15 6 (1.44) 6

Disorders




System Organ Class Concomitant medication Underlying disease Others Not applicable Unknown

Preferred Term NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of NO.’ of %) No. of
Subjects Events | Subjects Events | Subjects Events | Subjects Events |Subjects Events

Acne 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Dermatitis Acneiform 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Erythema Nodosum 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Pain of Skin 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Photosensitivity Reaction 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Pruritus 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 7 (1.68) 7 0 (0.00) 0
Rash 2 (0.48) 2 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 2 (0.48) 2
Seborrhoeic Dermatitis 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Skin Exfoliation 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Skin Lesion 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Swelling Face 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1
Urticaria 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 3 (0.72) 3 0 (0.00) 0

Surgical and Medical Procedures 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 2 (0.48) 2 0 (0.00) 0
Ileostomy 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
lleostomy Closure 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0

Vascular Disorders 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0
Deep Vein Thrombosis 0 (0.00) 0 1 (0.24) 1 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0
Renovascular Hypertension 0 (0.00) 0 0 (0.00) 0 0 (0.00) 0 | (0.24) 1 0 (0.00) 0




F. Action taken for the surveillance drug

Actions taken to the surveillance drug were categorized in the 6 categories, ‘“Permanently Stopped
administration”, “Temporarily Stopped administration”, “Decreased dosage”, “Increased dosage”,
“Maintained dosage” and “Unknown”, 856 events of “Maintained dosage” in 33.31% (452/1357
subjects), 81 events of “Permanently Stopped administration” in 5.01% (68/1357 subjects), 40 events of
“Temporarily Stopped administration” in 2.36% (32/1357 subjects), 21 events of “Increased dosage” in
1.18% (16/1357 subjects), 5 events of “Decreased dosage” in 0.29% (4/1357 subjects), and 3 events of
“Unknown” in 0.15% (2/1357 subjects) (Table 151).

Classification of Action taken to the surveillance drug due to AE byindication is presented in Table 152,
Table 153 and Table 154.



