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20 out of 1,506 subjects developed 21 serious adverse events (449 subjects with 0.5mL for 6 to 35 months after birth were 
followed by 1 month after vaccination) by 6 months after administration of SKYCellflu Quadrivalent® vaccine (2 cases of 
gastroenteritis, 2 cases of pneumonia, 2 cases of mycoplasma pneumonia, 1 case of acute bronchitis, 1 case of acute  
stomachache, 1 case of acute pharyngitis, 1 case of bacterial pneumonia, 1 case of bronchopneumonia, 1 case of viral induced 
wheeze, 1 case of acute gastroenteritis, 1 case of diverticulitis, 1 case of wrist fracture, 1 case of tooth abscess, 1 case of benign 
prostatic hypertrophy, 1 case of deviated septum, 1 case of benign neoplasm of breast, 1 case of cerebral hemorrhage, 1 case 
of enuresis) and all of which were concluded to be unrelated to SKYCellflu Quadrivalent® except 1 case of acute pharyngitis.

6) Safety of SKYCellflu Quadrivalent® was assessed in a study with 449 children 6 months through 35 months of age, 255 pediatric 
    
    reactions. 701 out of 1,506 (46.55%) subjects developed adverse reactions after vaccination. The incidence rate was 50.11% in 
    children 6 through 35 months of age, 46.27% in pediatric and adolescent subjects 3 through 18 years of age, 49.00% in adult 19 

        Solicited adverse reactions observed during the 7-day period after SKYCellflu Quadrivalent® vaccination are shown below.
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 Unsolicited adverse reactions observed during the 21-day (adults) or 28-day (children and adolescents) period after SKYCellflu 
Quadrivalent® vaccination were reported in 35 out of 1,506 (2.32%) subjects. Adverse reactions related to respiratory system 
in 14 subjects (0.93%) was most frequently observed. Adverse reactions observed during the study period are shown below.
(Uncommon: 0.1 to <5%, Rare: <0.1%)

1 2 3

4 5Reported in subjects <12 years of age(N=635). 6

 During this 4-year post marketing surveillance (PMS), among 655 subjects on adults aged 19 years and older, adverse events 
were reported by 6.87% (45/655 subjects, 69 cases) regardless the causal relationship with the vaccine. No serious adverse 
events or serious adverse drug reactions were reported. In addition, unexpected adverse events and unexpected adverse drug 
reactions are shown below according to its frequency.

Nasopharyngitis, Upper respiratory 
tract infection, Rhinorrhea

Pharyngitis, Cough, Herpangina

Gastrointestinal disorders

Respiratory system

Diarrhea Dyspepsia, Vomiting, Decreased appetite

7) Post Marketing Experience
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6 months of age and older.

Purified inactivated influenza virus surface antigen [A/Switzerland/6849/2025 (IVR-278) (H1N1)] (In-house) ................. 15µg
Purified inactivated influenza virus surface antigen [A/Singapore/GP20238/2024 (IVR-277) (H3N2)] (In-house)   ...........   15µg
Purified inactivated influenza virus surface antigen [B/Michigan/01/2021] (In-house) .......................................................  15µg
Purified inactivated influenza virus surface antigen [B/Phuket/3073/2013] (In-house) ......................................................  15µg
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Not all pack sizes may be marketed.

Unexpected adverse events 
regardless the causal 

relationship with the vaccine 
were reported by 1.68%

(11/655 subjects, 16 cases)

At the point of re-examination, integrated assessment of adverse events in SKYCellflu was conducted from re-examination 
reports to MFDS and adverse events from spontaneous reports compared with all reported events in all licensed vaccines in 
Korea (1989-March 31, 2020). Among the statistically significant adverse events reported on this vaccine compared to those 
reported on all other vaccines the following are newly identified. However, this does not mean that the causal relationship between 
the component of this vaccine and the following adverse events has been proved.
• General disorders and administration site conditions: Chills, Vaccination site bruising

Uncommon 
(0.1 to <5%)

Respiratory, thoracic, and 
mediastinal disorders

Unexpected adverse drug 
reactions that causal relationship 

with the vaccine could not be 
excluded were reported by 0.76%

(5/655 subjects, 6 cases)

Nervous system disorders

General disorders and 
administration site conditions

Infections and Infestations
Gastrointestinal disorders
Injury, poisoning and 
procedural complications

Cough, Oropharyngeal pain, 
Respiratory disorder, Rhinitis allergic Cough, Oropharyngeal pain

Dizziness                                                    Dizziness

Influenza like illness                                    Influenza like illness

Acute sinusitis, Tonsillitis, Tracheobronchitis
Gastritis

Contusion, Skin abrasion, 
Thermal burn
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0.5mL/prefilled syringe. Supplied in pack size of 1 or 10. 
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 During 4-year PMS, among 603 subjects on children and adolescents aged 3 to 18 years, adverse events were reported by 
18.57% (112/603 subjects, 222 cases) regardless of the causal relationship with the vaccine. No serious adverse events or 
serious adverse drug reactions were reported. In addition, unexpected adverse events and unexpected adverse drug reactions 
are shown below according to its frequency.

Unexpected adverse events
regardless of the causal

relationship with the vaccine
were reported by 5.47%

(33/603 subjects, 44 cases)

Not
common
(≥0.1%
to <1%)

General disorders and
administration site conditions

Infections and infestations

Gastrointestinal disorders

Respiratory, thoracic, and
mediastinal disorders

Asthenia Asthenia

Conjunctivitis, Bronchiolitis,
Croup infectious, Impetigo,

Laryngitis

  
Nasal obstruction,

Rhinitis allergic

Unexpected adverse drug
reactions that causal relationship

with the vaccine could not be
excluded were reported by 0.50%

(3/603 subjects, 3 cases)

Enteritis, Constipation

Common
(≥1% to <10%)

Infections and infestations Bronchitis

Skin and subcutaneous
tissue disorders Urticaria

During PMS performed on 612 subjects for infants and toddlers aged 6 months to 35 months (from 12 June 2020 to 11 June 
2024), adverse events were reported by 37.58% (230/612 subjects, 635 cases) regardless of the causal relationship with the 
vaccine. Among them, serious adverse events were reported by 0.98% (6/612 subjects, 6 cases) while no serious adverse drug 
reactions were reported. In addition, serious adverse drug reactions that causal relationship with the vaccine could not be 
excluded and unexpected adverse drug reactions are shown below according to its frequency.

Serious adverse drug reactions
were reported by 0%

(0/612 subjects, 0 case)

Not
common
(≥0.1%
to <1%)

Investigations Body temperature decreased

  

Unexpected adverse drug
reactions were reported by 0.98%

(6/612 subjects, 6 cases)

General disorders and
administration site conditions Vaccination site rash

Skin and subcutaneous
tissue disorders Dermatitis contact, Pruritus, Erythema
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