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#Med Safety Week special Issue 
Editorial:  

Medicine safety is a great concern to all and Pharmacovigilance is a system to ensure Rational and safe use of 
medicines. Pharmacovigilance Programme of India (PvPI) was started in July 2010 having its head quarter at 
Delhi and then shifted to Gaziabad in 
Monitoring Centre (AMC) at different M
huge number of ADRs and shared with WHO monitoring centre at Up
collaborative centres for Pharmacovigilance. This centre has detected some ADRs and shared with CDSCO, 
who has taken some regulatory measures. 
report any suspected ADR to the nearest AMC or NCC. 
different languages, which is available at 
one app for reporting ADR easily, which can be downloaded in your mobile set from 
https://www.ipc.gov.in/PvPI/pv_home.html
Safety week during 2-8th November 2020 hope all of you are celebrating this week by reporting ADR
continue throughout the year. 

 

CONTENTS 
 Editorial  
 #MedSafety Week 
 ADR Reporting Form for Health Care Providers as Provided by the PvPI
 ADR Reported by different agencies round the globe in the recent past

o Levothyroxine Risk of myocardial infarction 
o Aminophylline Risk of urinary retention 
o Antipsychotic medicines Risk of cardiovascular events 

o  

Vol.14  No 1

 

DRUG INFORMATION BULLETIN
                        

 Volume14, Number 16, 8th November
                                Drug Information Centre (DIC)

   Indian Pharmaceutical Association Bengal Branch
    Tele fax: 033 24612776, Contact: 

       E-mail: ipabengal.dic@gmail.com 
     Web: http://www.ipabengal.org

       IPA- RAD (Regulatory Affairs Division)

#Med Safety Week special Issue 
 

Medicine safety is a great concern to all and Pharmacovigilance is a system to ensure Rational and safe use of 
medicines. Pharmacovigilance Programme of India (PvPI) was started in July 2010 having its head quarter at 
Delhi and then shifted to Gaziabad in April 2011. Now the system is quite mature having more than 350 ADR 

ring Centre (AMC) at different Medical colleges and Hospitals. During last one decade it has detected 
and shared with WHO monitoring centre at Uppsala. Now PvPI is 

for Pharmacovigilance. This centre has detected some ADRs and shared with CDSCO, 
who has taken some regulatory measures. All stakeholders like Doctors, Pharmacists, Nurses and patients ca

o the nearest AMC or NCC. PvPI has developed ADR reporting form in English and 
different languages, which is available at https://www.ipc.gov.in/PvPI/pv_home.html.

porting ADR easily, which can be downloaded in your mobile set from 
https://www.ipc.gov.in/PvPI/pv_home.html. Uppsala monitoring centre and PvPI

November 2020 hope all of you are celebrating this week by reporting ADR

 
Dr. Subhash C. Mandal

ADR Reporting Form for Health Care Providers as Provided by the PvPI 
ADR Reported by different agencies round the globe in the recent past 

Levothyroxine Risk of myocardial infarction  
Aminophylline Risk of urinary retention  

edicines Risk of cardiovascular events  

Dr. Subhash 

Email: Subhash.mandaldr@gmail.com

Mobile: 9830136291

14  No 16 November 08, 2020 

DRUG INFORMATION BULLETIN
                         

November, 2020 
Drug Information Centre (DIC) 

Indian Pharmaceutical Association Bengal Branch 
Tele fax: 033 24612776, Contact: 09830136291 

mail: ipabengal.dic@gmail.com                                                                                                                              
http://www.ipabengal.org 

RAD (Regulatory Affairs Division) 

#Med Safety Week special Issue  

Medicine safety is a great concern to all and Pharmacovigilance is a system to ensure Rational and safe use of 
medicines. Pharmacovigilance Programme of India (PvPI) was started in July 2010 having its head quarter at 

April 2011. Now the system is quite mature having more than 350 ADR 
edical colleges and Hospitals. During last one decade it has detected 

sala. Now PvPI is one of the six WHO 
for Pharmacovigilance. This centre has detected some ADRs and shared with CDSCO, 

All stakeholders like Doctors, Pharmacists, Nurses and patients can 
has developed ADR reporting form in English and 

https://www.ipc.gov.in/PvPI/pv_home.html. . They also developed 
porting ADR easily, which can be downloaded in your mobile set from 

Uppsala monitoring centre and PvPI is celebrating the #Med 
November 2020 hope all of you are celebrating this week by reporting ADRs and will 

Dr. Subhash C. Mandal 

 

Dr. Subhash C. Mandal, Editor 

Subhash.mandaldr@gmail.com 

Mobile: 9830136291 



 

 

 

 
ADR reporting Form for Healthcare professionals

  

 

 

ADR reporting Form for Healthcare professionals as provided by PvPIas provided by PvPI 

 

 



 



 DISCLAIMER:  
The Newsletter intends to provide updated and reliable information on medicines and other related i
to equip healthcare professionals to take informed decision in recommending medicines to the patients. However, they 
are encouraged to validate the contents. None of the people associated with the publication of the Newsletter nor the 
organization shall be responsible for any liability for any damage incurred as a result of use of contents of this publication
The brand names of medicines, if mentioned, are for illustration only and the Newsletter does not endorse them.

ADR Reported by different agencies round the globe 
in the recent past 
Levothyroxine Risk of myocardial infarction 
The NPRA has reported a case of non
elevation myocardial infarction (NSTEMI) in an 80
year-old female patient after treatment with 
levothyroxine for subclinical hypothyroidism. After 
levothyroxine was withdrawn, the reaction subsided 
and patient gradually recovered. Levothyroxine is 
indicated as a substitution therapy in hypothyroidism. 
Six products containing levothyroxine are registered in 
Malaysia. The risk of developing myocardial 
following levothyroxine use is documented in the 
product information. The NPRA has received 223 local 
ADR reports with 571 adverse events suspected to be 
related to levothyroxine. There is one report 
associated with NSTEMI, as above-mentioned. T
WHO’s Vigibase revealed five reports of NSTEMI and 
27 reports of acute myocardial infarction suspected to 
be associated with levothyroxine. Health
professionals should exercise extra caution when 
initiating levothyroxine in elderly patients and in 
patients with underlying cardiovascular disease. In 
those, the lowest possible dose should be initiated 
followed by gradual increase. 
 Reference: MADRAC Bulletin, NPRA, 01/2020 
(www.npra.gov.my/) 
 
Aminophylline Risk of urinary retention 
The National Pharmaceutical Regulatory Agency 
(NPRA) has reported the case of urinary retention in a 
75-year-old male patient after treatment with 
intravenous aminophylline for acute exacerbation of 
chronic obstructive pulmonary disease (COPD). 
Aminophylline is a combination of theophylline and 
ethylenediamine. Theophylline exerts bronchodilatory 
effect and is used for the treatment of COPD. Two 

Dr. Subhash C. Mandal, VP & Chairman, IPA-RAD speaking in a 
webinar organized by M.M. College of Pharmacy, Haryana
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Malaysia. The risk of developing myocardial infarction 
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Aminophylline Risk of urinary retention  
The National Pharmaceutical Regulatory Agency 
(NPRA) has reported the case of urinary retention in a 

old male patient after treatment with 
ravenous aminophylline for acute exacerbation of 

chronic obstructive pulmonary disease (COPD). 
Aminophylline is a combination of theophylline and 
ethylenediamine. Theophylline exerts bronchodilatory 
effect and is used for the treatment of COPD. Two 

products containing aminophylline are registered in 
Malaysia. The NPRA has received 46 case reports with 
76 adverse events associated with aminophylline use, 
two of which were linked to urinary retention. On the 
other hand theophylline has one report each for 
urinary retention and difficulty in urination. As of 
February 2020, WHO’s Vigibase contains 25 and 30 
reports of urinary retention suspected to be cause by 
aminophylline and theophylline respectively. The 
dosage for aminophylline should be reduced in the 
elderly population. Patients on aminophylline therapy 
should be monitored for symptoms of urinary 
retention or difficulty urinating. 
Reference: MADRAC Bulletin, NPRA, 01/2020 
(www.npra.gov.my/) 
 
Antipsychotic medicines Risk of cardiovascular 
events  
Medsafe has reminded prescribers of the risks of 
cardiovascular adverse effects from antipsychotic 
medicines. The CARM was alerted to a case where a
patient suffered a non-fatal cardiac arrest shortly 
administration of an antipsychotic. Antipsychotic 
medicines are generally indicated to treat psychosis 
such as hallucinations, paranoia and delusions. They 
may cause QT prolongation, tachycardia, arrhythmias 
and changes in blood pressure. Clozapine i
associated with myocarditis and cardiomyopathy. In 
addition to direct effects on the cardiovascular 
system, antipsychotic medicines are associated with 
metabolic changes such as dyslipidaemia, 
hyperglycaemia and central obesity. Monitoring 
cardiovascular risk factors in patients taking 
antipsychotic medicines is necessary to minimize the 
risk of serious outcomes. 
Reference: Prescriber Update, Medsafe, June 2020 
(www.medsafe.govt.nz/)
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