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Adverse Drug Event 
 (Adverse  Drug  Experience)   

Any  untoward  medical occurrence in a patient or clinical  trial  subject  administered 
a medicinal  product and which  does not  necessarily have a causal relationship with 

this treatment 
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A response  to a medicinal  product which  is noxious  and  unintended.  
Response  in this  context  means  that a causal  relationship  between a 

medicinal  product and an adverse  event is at least a reasonable possibility.  
 

Adverse Drug Reaction 

 ÃwÅv ¾zäĉ¾Þ£WHO  I ĂÑ½wÝĈĉÿ½v¹ Ă¤ÅvĀ·wý(ADR) 
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 ϥугкϜADR 

½¹3́ ûv½wúĊz ¿v  Ăz āºþþí ĂÞ«v¾ù ìĉ  ÄývÁ½ÿv È¸z ADR ¹½v¹ ¹Ā«ÿI  ÿ

. ́ ( 3́ ôĊõ¹ Ăz ć¾¤Æz ûv½wúĊz ¿v ADR ºÉ Ă¤å¾ĉ¼~ v āºý  ) 

 

½¹ IÜévÿ  2 ¾æý¿v ¾ă ,++ ½wúĊz ć¾¤Æz ½¹ ûw¤Å½wúĊzI ìĉ ADR ćº« ½¹  

óĀÕ ¢ùwév ¹Ā· v½ Ăz¾¬£ ā¹¾í ÿ  .¾æý ¿v ¾ă ,+++ ½wúĊz ć¾¤Æz ½¹ 

ûw¤Å½wúĊz üîúù ¢Åv Ăz ûvĀþÝ ìĉ Ă¬Ċ¤ý ¿v ìĉ ADR  ºÉwz)   



Ĉĉÿ½v¹ Ă¤ÅvĀ·wý Ï½vĀÝ ¿ÿ¾z ćwăºùwĊ~5  

 ĈîÉÀ~ ã¾³ ûwþí½wí Ăz ûv½wúĊz ¹wú¤Ýv Èăwí 

 ½wúĊz Ăz yĊÅj ÈĉvÀåv 

ADR  ûvÀĊù Ăz ûw¤Å½wúĊz ½¹ ć¾¤Æz ¡ºù ÈĉvÀåv3  w£,- ìĉ ¿ÿ¾z ¿v ºÞz ¿ÿ½  

 ¾Ċù ÿ ï¾ù ÈĉvÀåv 

¢Åv ā¹Āz āº´¤ù ¡đwĉv ½¹ ¾Ċù ÿ ï¾ù ¢öÝ üĊúÊÉ wĉ üĊù½wĄ¯ ) ADR Ǔ 

(Lazarou J. et al., 1998) 

¢Åv ¾Ċù ÿ ï¾ù óÿv ôùwÝ ā¹ iÀ« wă½ĀÊí Ĉ·¾z ½¹.  
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 ϥугкϜADR 

 рϸϝЋϧЦϜ рϝкϹвϝу͟ 

 ûvÀĊù Ăz ûw¤Å½wúĊz ½¹ ć¾¤Æz ĂþĉÀă ÈĉvÀåv,1  w£-+  ¿v ºÞz ½đ¹ ½vÀă  

 āº´¤ù ¡đwĉv ½¹ADR ìĉ ¿ÿ¾z 

  ĂýđwÅ ĂþĉÀă0*1  ôĊõ¹ Ăz āº´¤ù ¡đwĉv ½¹ ûw¤Å½wúĊz ¾ă ½đ¹ ûĀĊöĊù 

Ĉĉÿ½v¹ Ă¤ÅvĀ·wý Üĉwéÿ ¿ÿ¾z 

 ĂýđwÅ ôĊú´£0  w£2  Ăz āº´¤ù ¡đwĉv ¢ÉvºĄz ø¤ÆĊÅ Ăz ½đ¹ ¹½wĊöĊù 

ADR ¿ÿ¾z ôĊõ¹ 
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ͬтͩϽЮϐ ͻϝлЇзͭϜм ͻϹзϠ буЃЧϦ 

-Types of allergic reactions 

¶Type I - immediate, anaphylactic (IgE) 

Åe.g., anaphylaxis with penicillins 

¶Type II - cytotoxic antibody (IgG, IgM) 

Åe.g., methyldopa and hemolytic anemia 

¶Type III - serum sickness (IgG, IgM) 

Åantigen-antibody complex 

Åe.g., procainamide-induced lupus 

¶Type IV - delayed hypersensitivity (T cell) 

Åe.g., contact dermatitis 
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Withdrawal   Reaction 

Acute  adrenal insufficiency_corticosteroids 
 

Rebound Hypertention- clonidine 
 
Worsening  of angina  pectoris- bete  blockers 

 



Common Causes of ADRs 

¶Antibiotics 

¶Antineoplastics*  

¶Anticoagulants 

¶Cardiovascular drugs* 

¶Hypoglycemics 

¶Antihypertensives 

¶NSAID/Analgesics 

¶Diagnostic agents 

¶CNS drugs*  

*account for 69% of fatal ADRs    



ϸϜϹтмϼ ИмϽІ ϽЗж ϾϜ ͻϹзϠ буЃЧϦ 



Onset  of  Event 

Acute  
Within 60 minutes 
 
Sub-acute 
1 -24 hours 
 
Latent 
>2years 



йЎϼϝК ϤϹІ ϽЗж ϾϜ ͻϹзϠ буЃЧϦ 



Mild: 

Not  require an Antidote,therapy, or prolongation  of hospitalization(Example :side 
effect) 

 
Modrate:  
 

Require a change in, but not necesserily cessation of drug and may prolong 
hospitalization  or require special  treatment 

 
Severe: 

 

Are potentially life threatening, requireing  discountinution of the drug  and 
specific treatment  of the ADR 

 
Lethal:  
 

Directly  or  indirectly contributes  patient death 
 



Body Systems Commonly Involved 

  

¶Hematologic 

¶CNS  

¶Dermatologic/Allergic 

¶Metabolic 

¶Cardiovascular 

¶Gastrointestinal 

¶Renal/Genitourinary 

¶Respiratory 

¶Sensory 



ADR Risk Factors 

  

¶Age (children and elderly) 

¶Multiple medications 

¶Multiple co-morbid conditions 

¶Inappropriate medication prescribing, use, or 
monitoring 

¶End-organ dysfunction 

¶Altered physiology 

¶Prior history of ADRs 

¶Extent (dose) and duration of exposure 

¶Genetic predisposition 



      ADR Frequency by Drug Use 
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ИнЦм ͼжϜмϜϽТ 

Very  Common: 
More than 1 in 10 
Common: 
1 in 10  to 1 in 100 
Uncommon: 
1 in 100  to 1 in 1000 
Rare: 
1 in 1000 to 1 in 10000 
Very rare: 
Less than 1 in 10000 

 



 ͻϹϮ йϧЂϜн϶ϝж йЎϼϝК 
Serious  ADR 
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