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Topamax 25mg, 
50mg, 100mg, 
200mg tablet 
  
  
  
  

Topiramate 
  
  
  
  

Warnings and 
Precautions 
  

Topamax may cause fetal harm when 
administered to a pregnant woman. There is an 
increased risk of pre-term labor and premature 
delivery associated with the use of antiepileptic 
drugs (AEDs), including topiramate. 

Janssen 
Pharmaceuticals 
  
  
  
  Topamax should be used during pregnancy only if 

the potential benefit justifies the potential risk to 
the fetus  

Pregnancy and 
Breast-feeding 
  
  

Pregnancy: In humans, topiramate crosses the 
placenta and similar concentrations have been 
reported in the umbilical cord and maternal blood. 

In addition, data from other studies indicate that, 
compared with monotherapy, there is an increased 
risk of teratogenic effects associated with the use 
of AEDs in combination therapy. The risk has been 
observed in all doses and effects were reported to 
be dose-dependent.  In women treated with 
topiramate who have had a child with a congenital 
malformation, there appears to be an increased 
risk of malformations in subsequent pregnancies 
when exposed to topiramate. There is an 
increased risk of pre-term labor and premature 
delivery associated with the use of AEDs, 
including topiramate 

Breast-feeding: Diarrhea and somnolence have 
been reported in breastfed infants whose mothers 
receive topiramate treatment. Therefore, a 
decision should be made whether to discontinue 
breast feeding or to discontinue the drug, taking 
into account the benefit of breast-feeding for the 
child and the benefit of the drug to the mother  
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Risperdal 0.25mg, 
0.5mg, 1mg, 2mg, 
3mg, 4mg tablet 
  
  
  
  

Risperidone 
  
  
  
  

Warnings and 
Precautions 
  
  

Extrapyramidal symptoms and psychostimulants - 
Caution is warranted in patients receiving both 
psychostimulants (e.g. methylphenidate) and 
risperidone concomitantly, as extrapyramidal 
symptoms could emerge when adjusting one or 
both medications. Gradual withdrawal of one or 
both treatments should be considered  

Janssen 
Pharmaceuticals 
  
  
  
  

Any patient treated with atypical antipsychotics, 
including Risperdal should be monitored for 
symptoms of hyperglycemia and diabetes mellitus 

Significant weight gain has been reported. 
Monitoring weight gain is advisable when 
Risperdal is being used. 

Interactions The combined use of psychostimulants (e.g. 
methylphenidate) with risperidone can lead to the 
emergence of extrapyramidal symptoms upon 
change of either or both treatments  

Adverse 
Reactions 

Catatonia is included under psychiatric disorders 

Invega Sustenna 
25mg, 50mg, 
100mg, 150mg 
injection 

Paliperidone 
palmitate  

Warnings and 
Precautions 

Tardive dyskinesia/extrapyramidal symptoms: 
Drugs with dopamine receptor antagonistic 
properties have been associated with the induction 
of tardive dyskinesia characterized by rhythmical, 
involuntary movements, predominantly of the 
tongue and/or face. If signs and symptoms of 
tardive dyskinesia appear, the discontinuation of 
all antipsychotic drugs, including TRADENAME, 
should be considered. 
 
  

Janssen 
Pharmaceuticals 
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Invega Sustenna 
25mg, 50mg, 
100mg, 150mg 
injection (cont’d) 
 
 
 
 
  
  

 Paliperidone 
palmitate 
(cont’d) 
  
  

 Warnings and 
Precautions 
(cont’d) 

Extrapyramidal symptoms and 
psychostimulants: Caution is warranted in 
patients receiving both psychostimulants (e.g. 
methylphenidate) and paliperidone concomitantly, 
as extrapyramidal symptoms could emerge when 
adjusting one or both medications. Gradual 
withdrawal of one or both treatments should be 
considered.  

  

Interactions Concomitant use of Invega Sustenna injection 
with psychostimulants: The combined use of 
psychostimulants (e.g. methylphenidate) with 
paliperidone can lead to the emergence of 
extrapyramidal symptoms upon change of either or 
both treatments  

  

Adverse 
Reactions 

Catatonia is included under psychiatric disorders   

Imodium 2mg 
capsule 
  

Loperamide 
hydrochloride 
  

Overdosage  
  

This section was updated to add that add that 
abuse, misuse, and/or overdose with excessively 
large doses of loperamide may unmask Brugada 
syndrome. 

Janssen 
Pharmaceuticals 

The following information has been included in the 
overdosage section: In individuals who have 
intentionally ingested overdoses (reported in 
doses from 40mg up to 792mg per day) of 
loperamide HCl, QT interval and QRS complex 
prolongation and/or serious ventricular 
arrhythmias, including Torsade de Pointes, have 
been observed (see Warnings and Precautions). 
Fatal cases have also been reported. 
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Sporanox 100mg 
capsule 

Itraconazole Interactions Drug-drug interactions between itraconazole and 
cariprazine, glecaprevir/pibrentasvir, 
elbasvir/grazoprevir, 
ombitasvir/paritaprevir/ritonavir with or without 
dasabuvir, and galantamine were evaluated and a 
text had been added to include these interactions. 
Additionally, information on the interaction 
between CYP3A4 inhibitors (including 
itraconazole) may increase the plasma levels of 
contraceptive hormones if co-administered added.  

Janssen 
Pharmaceuticals 

Plavix 75mg tablet 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Clopidogrel (as 
hydrogen 
sulphate) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Undesirable 
effects 

Addition of ageusia to the SOC "Nervous system 
disorders" with not known frequency 

Sanofi 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Posology and 
Method of 
administration 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

In patients suffering from acute coronary 
syndrome: 
-Non-ST segment elevation acute coronary 
syndrome (unstable angina or non-Q-wave 
myocardial infarction): clopidogrel treatment 
should be initiated with a single 300-mg loading 
dose and then continued at 75 mg once a day 
(with acetylsalicylic acid (ASA) 75 mg-325 mg 
daily). Since higher doses of ASA were associated 
with higher bleeding risk it is recommended that 
the dose of ASA should not be higher than 
100 mg. The optimal duration of treatment has not 
been formally established. Clinical trial data 
support use up to 12 months, and the maximum 
benefit was seen at 3 months.                                         
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Plavix 75mg tablet 
(cont’d) 

Clopidogrel (as 
hydrogen 
sulphate) 
(cont’d) 
  
 
  

Posology and 
Method of 
administration 
(cont’d) 

- ST segment elevation acute myocardial 
infarction: clopidogrel should be given as a single 
daily dose of 75 mg initiated with a 300 mg loading 
dose in combination with ASA and with or without 
thrombolytics. For patients over 75 years of age 
clopidogrel should be initiated without a loading 
dose. Combined therapy should be started as 
early as possible after symptoms start and 
continued for at least four weeks. The benefit of 
the combination of clopidogrel with ASA beyond 
four weeks has not been studied in this setting  

Sanofi 
 
 
 
  

Herceptin 600mg 
injection 
  

Trastuzumab 
  

Undesirable 
effects 

Moving of Adverse Drug Reaction term, 
"pancreatitis" from section 2.6.1 to section 2.6.3 as 
an Adverse event 

Roche  
  

Special warnings 
and precautions 
for use 

Correction of inconsistent text describing 
measure for patient experiencing dyspnoea at 
rest: Patients experiencing dyspnea at rest due to 
complications of advanced malignancy and 
comorbidities may be at increased risk of 
pulmonary events. Therefore, these patients 
should not be treated with Herceptin. 

 


