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Adverse drug reaction (ADR)
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 ADR vs. Adverse event vs. side effect
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 Dose-related
* Allergic
* ldiosyncratic



No antidote or treatment is

PrRE L 3

ACE inhibitor: Cough
Antidepressants: Dry mouth

Mild required; hospitalization is not Antihistamines (some):
prolonged. :
Drowsiness
A change in treatment (eg,
modified dosage, addition of a Hormonal contraceptives:
drug), but not necessarily Venous thrombosis
Moderate discontinuation of the drug, is NSAIDs: Hypertension and
required; hospitalization may be  edema
prolonged, or specific treatment Opioids: Constipation
may be required.
An ADR.'S potentlally life ACE inhibitors: Angioedema
threatening and requires : ST
Severe : : . Macrolide antibiotics: Abnormal
discontinuation of the drug and heart rhvthm
specific treatment of the ADR. y
: L Acetaminophen overdosage:
Lethal An ADR directly or indirectly Liver failure

contributes to a patient’s death.

Anticoagulants: Hemorrhage
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 Allergy
* Idiosyncratic
 Toxicity
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- = riFack & hives, angioedema, allergic
asthma, systemic anaphylaxis

- Guillain-Barré Syndrome (GBS)
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For all levels of diagnostic certainty
Anaphylaxis is a clinical syndrome characterized by
¢ sudden onset AND
* rapid progression of signs and symptoms AND

* involving multiple (Z2) organ systems, as follows
Level 1 of diagnostic certainty

e =1 major dermatological AND

e =1 major cardiovascular AND / OR=1 major respiratory
criterion

Level 2 of diagnostic certainty

e =1 major cardiovascular AND =1 major respiratory
criterion

OR

= 1 major cardiovascular OR respiratory criterion AND
=1 major criterion involving = 1 defferent system
(other than Cardiovascular or respiratory systems)
OR

e (=1 major dermatological) AND (=1 major
cardiovascular

AND / OR minor respiratory criterion)
Level 3 of diagnostic certainty
¢ =1 minor cardiovascular OR respiratory criterion AND

e =1 minor criterion from each of =2 different systems /
categories
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Major criteria
Dermatologic or mucosal

Cardiovascular

Respiratory

* eneralized urticaria (hives) or
generalized erythema

e angioedema™, localized or generalized

* generalized pruritus with skin rash

e measured hypotension

¢ clinical diagnosis of uncompensated
shock, indicated by the combination of
at least 3 of the following:
o tachycardia
o capillary refill time >3s
o reduced central pulse volume
o decreased level of consciousness or

loss of consciousness

e bilateral wheeze (bronchospasm)
e stridor
* upper airway swelling (lip, tongue,
throat, uvula, or larynx)
e respiratory distress — 2 or more of the
following:
o tachypnoea
o ncreased use of accessory
respiratory muscles
(sternocleidomasoid, intercostals,
etc.)
o recession
o Cyanosis
o grunting
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Minor criteria

Dermatologic or mucosal e generalized pruritus without skin rash
® generalized prickle sensation
* |ocalized injection site urticaria
¢ red and itchy eyes

Cardiovascular ¢ reduced peripheral circulation as
indicated by the combination of at least
2 of
o tachycardia and
o a capillary refill time of >3s without
hypotension
o a decreased level of consciousness

Respiratory * persistent dry cough
® hoarse voice
e difficulty breathing without wheeze or
stridor
e sensation of throat closure
® sneezing, rhinorrhea

Gastrointestinal e diarrhoea
e abdominal pain
® nausea
® yomiting
Laboratory e Mast cell tryptase elevation > upper

normal limit
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Guillain-Barre Syndrome (GBS)
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Composition per 0,5 mL dose:
Active substance:

Split influenza virus, inactivated strains for 2022 Southern Hemisphere

A/NVictoria/2570/2019 (H1N1)pdmOQ9 - like strain (A/Victoria/2570/2019, IVR-215)... 15 micrograms™

A/Darwin/9/2021 (H3N2) - like strain (A/Darwin/9/2021, IVR-228)..............
B/Austria/1359417/2021 - like strain (B/Michigan/01/2021, wild type)..........

B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013, wild type)..................

* Haemagglutinin

.......... 15 micrograms™
......... 15 micrograms™

cevenn.. 15 micrograms™
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Less serious side effects

pain, tenderness, redness, swelling,
bruising and hardness at the injection site
headache

dizziness

muscle aches

joint pain

fever

shivering

diarrhoea

nausea

excessive sweating

hot flush (in elderly)

chest tightness (in adults)

irritability, abnormal crying, drowsiness,
appetite loss, vomiting (in children)
temporary thrombocytopenia
lymphadenopathy
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Serious side effects

neuralgia, convulsion, paraesthesia
confusion, numbness, pain and weakness
of the limbs,

Encephalomyelitis

Neuritis

Guillain-Barre syndrome

Anaphylaxis
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Composition per 0,5 mL dose:

Active substance:

Split influenza virus, inactivated strains for 2022 Southern Hemisphere

A/lVictoria/2570/2019 (H1N1)pdmO09 - like strain (A/Victoria/2570/2019, IVR-215)... 15 micrograms*

A/Darwin/9/2021 (H3N2) - like strain (A/Darwin/9/2021, IVR-228)........................ 15 micrograms*
B/Austria/1359417/2021 - like strain (B/Michigan/01/2021, wild type)................... 15 micrograms*
B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013, wild type).......................... 15 micrograms*

* Haemagglutinin



