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Section 2: Presentation of Potential Safety Signals 
 
 
Table 3: Single Case Reports 
 
 
No reports requiring discussion of regulatory action this quarter 
 
 
 
 
 
 
Table 4: Safety Signals from Reporting Trends 
 
 
No trends requiring discussion of regulatory action this quarter 
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Serious AEFI Terms 
 
 
 

System Organ Class AEFI 

Alimentary PAROTID ENLARGEMENT 

 PAROTITIS 

Application Site ISR ABCESS 

 ISR INFLAMMATION (SEVERE) 

 ISR ABSCESS STERILE 

Endocrine/Metabolic LARYNGOTRACHEAL OEDEMA 

 LARYNX OEDEMA 

 ORCHITIS 

Haematological THROMBOCYTOPENIA 

Musculoskeletal ARTHRALGIA 

 ARTHRITIS 

 ARTHROPATHY 

 ARTHROSIS 

 OSTEOMYELITIS 

Nervous System CONVULSIONS 

 CONVULSIONS GRAND MAL 

 ENCEPHALITIS 

 ENCEPHALOMYELITIS 

 ENCEPHALOPATHY 

 FEVER CONVULSIONS 

 GUILLAIN-BARRE SYNDROME 

 HYPOTONIC-HYPORESPONSIVE EPISODE (HHE) 

 MENINGITIS 

 MENINGITIS ASEPTIC 

 MENINGOENCEPHALITIS 

 NEURITIS 

 NEURITIS CRANIAL 

 NEURITIS MOTOR 

 NEURITIS SENSORY 

 OEDEMA CEREBRAL 

 PETIT MAL CONVULSION 

 POLIOMYELITIS 
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Serious AEFI Terms 
 
 
 
 
System Organ Class AEFI 

Others ALLERGIC REACTION 

 ANAPHYLACTIC REACTION 

 ANAPHYLACTIC SHOCK 

 ANAPHYLACTOID REACTION 

 ANAPHYLAXIS 

 CRYING ABNORMAL 

 DEATH 

 FACE OEDEMA 

 FEVER  40  

 LYMPHADENOPATHY 

 OEDEMA 

 OEDEMA GENERALISED 

 TONGUE OEDEMA 

Resistance Mechanism Disorders SEPSIS 

 SEPTICAEMIA 

 VACCINE FAILURE 

Respiratory APNOEA 

 BRONCHOSPASM 

 DYSPNOEA 

 OEDEMA PULMONARY 

Skin and Appendages ABSCESS 

 ACUTE GEN. ECZEMATOUS PUSTULOSIS 

 ANGIOEDEMA 

 ANGIONEUROTIC OEDEMA 

 BULLOUS ERUPTION 

 ECZEMA 

 EPIDERMAL NECROLYSIS 

 ERYTHEMA MULTIFORME 

 PRURITUS 

 STEVENS JOHNSON SYNDROME 

 TOXIC EPIDERMAL NECROLYSIS 

 URTICARIA 
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Table 9: Causal and Serious Cases in 18 to 80 age group 
 
 
 
 
 
   92 cases have been assessed Causal and Serious 
 108 suspect medicines involved 
 
 
 
Table 9.1: ATC classification Overview 
 

 
ATC High Level Group 

No. of 
Medicines 

Percentage 

A Alimentary  3  2.8 
B Blood and Blood forming organs  11  10.2 
C Cardiovascular  3  2.8 
D Dermatological  2  1.8 
G Genito Urinary System and Sex Hormones  10  9.3 
H Systemic Hormones (excl Sex Hormones)  1  0.9 
J Anti-infectives  30  27.8 
L Antineoplastics and Immunomodulating Agents  7  6.5 
M Musculoskeletal   11  10.2 
N Nervous System  23  21.3 
P Antiparasitic Products, Insecticides and Repellents  0   
R Respiratory System  2  1.8 
S Sensory Organs  0   
V Miscellaneous  5  4.6 
 Total Suspect Medicines  108  100.0 

 
 




































