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PRESCRIBING INFORMATION

1. Name of the medicinal product
FLUMIST® QUADRIVALENT
Intranasal spray

2. Qualitative and quantitative composition
Each pre-filled refrigerated FluMist Quadrivalent sprayer contains a single 0.2 mL dose. Each 0.2 mL dose contains 107.0±0.5 FFU 
(fluorescent focus units) of live attenuated influenza virus reassortants of each of the four strains:
A/Victoria/4897/2022 (H1N1)pdm09 - like strain (A/Norway/31694/2022)
A/Darwin/9/2021 (H3N2) - like strain (A/Norway/16606/2021)
B/Austria/1359417/2021 - like strain (B/Austria/1359417/2021)
B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013)
3. PHARMACEUTICAL FORM
NASAL SPRAY

4.  Therapeutic indications
FluMist® Quadrivalent is a vaccine indicated for active immunization for the prevention of influenza disease caused by influenza A 
subtype viruses and type B viruses contained in the vaccine [see Description (12)].
FluMist Quadrivalent is approved for use in persons 2 through 49 years of age.
5. DOSAGE AND ADMINISTRATION
FOR INTRANASAL ADMINISTRATION BY A HEALTHCARE PROVIDER.
5.1 Dosing Information
Administer FluMist Quadrivalent according to the following schedule:

Age Dose Schedule

2 years through 8 years 1 or 2 dosesa,
0.2 mLb each

If 2 doses, administer at least 1 month 
apart

9 years through 49 years 1 dose, 0.2 mLb -

“-” indicates information is not applicable
a 1 or 2 doses depends on vaccination history as per Advisory Committee on Immunization Practices annual recommendations on 
prevention and control of influenza with vaccines. 
b Administer as 0.1 mL per nostril.

5.2 Administration Instructions
Each sprayer contains a single dose (0.2 mL) of FluMist Quadrivalent; administer approximately one half of the contents of the 
single-dose intranasal sprayer into each nostril (each sprayer contains 0.2  mL of vaccine). Refer to Figure  1  for step-by-step 
administration instructions. Following administration, dispose of the sprayer according to the standard procedures for medical waste 
(e.g., sharps container or biohazard container). Do not use FluMist Quadrivalent if damaged, for example if the plunger is loose or 
displaced from the sprayer or if there are any signs of leakage.
Figure 1

6. DOSAGE FORMS AND STRENGTHS
Each 0.2 mL dose is a suspension supplied in a single-dose pre-filled intranasal sprayer.
7. CONTRAINDICATIONS
7.1 Severe Allergic Reactions
Do not administer FluMist Quadrivalent to persons who have had a severe allergic reaction (e.g., anaphylaxis) to any component 
of the vaccine [see Description (12)] including egg protein, or after a previous dose of any influenza vaccine.
7.2 Concomitant Aspirin Therapy and Reye’s Syndrome in Children and Adolescents
Do not administer FluMist Quadrivalent to children and adolescents through 17 years of age who are receiving aspirin therapy or 
aspirin-containing therapy because of the association of Reye’s syndrome with aspirin and wild-type influenza infection [See Drug 
Interactions (10)].
8. WARNINGS AND PRECAUTIONS
8.1 Risks of Hospitalization and Wheezing in Children Younger than 24 Months of Age
In clinical trials, risks of hospitalization and wheezing were increased in children younger than 2  years of age who received 
FluMist (trivalent Influenza Vaccine Live, Intranasal) [see Adverse Reactions (9)]. This observation with FluMist is relevant to 
FluMist Quadrivalent because both vaccines are manufactured using the same process and have overlapping compositions 
[see Description (12)].
8.2 Asthma, Recurrent Wheezing, and Active Wheezing
Children younger than 5 years of age with recurrent wheezing and persons of any age with asthma may be at increased risk of 
wheezing following administration of FluMist Quadrivalent. FluMist Quadrivalent has not been studied in persons with severe 
asthma or active wheezing.
8.3 Guillain-Barré Syndrome
The 1976  swine influenza vaccine (inactivated) was associated with an elevated risk of Guillain-Barré syndrome (GBS). 
Evidence for causal relation of GBS with other influenza vaccines is inconclusive; if an excess risk exists, based on data for 
inactivated influenza vaccines, it is probably slightly more than 1 additional case per 1 million persons vaccinated. If GBS has 
occurred within 6 weeks of any prior influenza vaccination, the decision to give FluMist Quadrivalent should be based on careful 
consideration of the potential benefits and potential risks.
8.4 Altered Immunocompetence
FluMist Quadrivalent has not been studied in immunocompromised persons. The effectiveness of FluMist has not been studied 
in immunocompromised persons. Data on safety and shedding of vaccine virus after administration of FluMist in immunocompromised 
persons are limited to 173 persons with HIV infection and 10 mild to moderately immunocompromised children and adolescents with cancer 
[see Clinical Pharmacology (13)].
8.5 Medical Conditions Predisposing to Influenza Complications
The safety of FluMist Quadrivalent in individuals with underlying medical conditions that may predispose them to complications 
following wild-type influenza infection has not been established.
8.6 Management of Acute Allergic Reactions
Appropriate medical treatment and supervision must be available to manage possible anaphylactic reactions following administration 
of the vaccine [see Contraindications (7)].
8.7 Limitations of Vaccine Effectiveness
FluMist Quadrivalent may not protect all individuals receiving the vaccine.
9 ADVERSE REACTIONS
9.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical trials of a 
vaccine cannot be directly compared to rates in the clinical trials of another vaccine and may not reflect the rates observed in 
practice.
This safety experience with FluMist is relevant to FluMist Quadrivalent because both vaccines are manufactured using the same 
process and have overlapping compositions [see Description (12)]. A total of 9537 children and adolescents 1 through 17 years of 
age and 3041 adults 18 through 64 years of age received FluMist in randomized, placebo-controlled Studies D153-P501, AV006, 
D153-P526, AV019, and AV009 [3 used Allantoic Fluid containing Sucrose-Phosphate-Glutamate (AF-SPG) placebo, and 2 used 
saline placebo] described below. In addition, 4179 children 6  through 59 months of age received FluMist in Study MI-CP111, 
a randomized, active-controlled trial. Among pediatric FluMist recipients 6 months through 17 years of age, 50% were female; in the 
study of adults, 55% were female. In MI-CP111, AV006, D153-P526, AV019, and AV009, subjects were White (71%), Hispanic 
(11%), Asian (7%), Black (6%), and Other (5%), while in D153-P501, 99% of subjects were Asian.
A total of 1382 children and adolescents 2 through 17 years of age and 1198 adults 18 through 49 years of age received FluMist 
Quadrivalent in randomized, active-controlled Studies MI-CP208 and MI-CP185. Among pediatric FluMist Quadrivalent recipients 
2 through 17 years of age, 51% were female; in the study of adults, 55% were female. In Studies MI-CP208 and MI-CP185, subjects 
were White (73%), Asian (1%), Black or African-American (19%), and Other (7%); overall, 22% were Hispanic or Latino.
FluMist in Children and Adolescents
The safety of FluMist was evaluated in an AF-SPG placebo-controlled Study (AV019) conducted in a Health Maintenance 
Organization (HMO) in children 1 through 17 years of age (FluMist = 6473, placebo = 3216). An increase in asthma events, captured 
by review of diagnostic codes, was observed in children younger than 5 years of age who received FluMist compared to those who 
received placebo (Relative Risk 3.53, 90% CI: 1.1, 15.7).
In Study MI-CP111, children 6  through 59  months of age were randomized to receive FluMist or inactivated Influenza Virus 
Vaccine manufactured by Sanofi Pasteur Inc. Wheezing requiring bronchodilator therapy or accompanied by respiratory distress or 
hypoxia was prospectively monitored from randomization through 42  days post last vaccination. Hospitalization due to all causes 
was prospectively monitored from randomization through 180 days post last vaccination. Increases in wheezing and hospitalization 
(for any cause) were observed in children 6 months through 23 months of age who received FluMist compared to those who received 
inactivated Influenza Virus Vaccine, as shown in Table 1.

Table 1: Percentages of Children with Hospitalizations and Wheezing from Study MI-CP111a

Adverse Reaction Age Group FluMist
(n/N)

Active Controlb

(n/N)
Hospitalizationsc 6-23 months 4.2%

(84/1992)
3.2%

(63/1975)

24-59 months 2.1%
(46/2187)

2.5%
(56/2198)

Wheezingd 6-23 months 5.9%
(117/1992)

3.8%
(75/1975)

24-59 months 2.1%
(47/2187)

2.5%
(56/2198)

a NCT00128167; see www.clinicaltrials.gov
b Inactivated Influenza Virus Vaccine manufactured by Sanofi Pasteur Inc., administered intramuscularly.
c Hospitalization due to any cause from randomization through 180 days post last vaccination.
d Wheezing requiring bronchodilator therapy or accompanied by respiratory distress or hypoxia evaluated from randomization 
through 42 days post last vaccination.
Most hospitalizations observed were due to gastrointestinal and respiratory tract infections and occurred more than 6 weeks post 
vaccination. In post-hoc analysis, rates of hospitalization in children 6 through 11 months of age were 6.1% (42/684) in FluMist 
recipients and 2.6% (18/683) in inactivated Influenza Virus Vaccine recipients.
Table 2 shows pooled solicited adverse reactions occurring in at least 1% of FluMist recipients and at a higher rate (≥ 1% rate 
difference after rounding) compared to placebo post Dose 1 for Studies D153-P501 and AV006, and solicited adverse reactions 
post Dose 1 for Study MI-CP111. Solicited adverse reactions were those about which parents/guardians were specifically queried 
after receipt of FluMist, placebo, or control vaccine. In these studies, solicited reactions were documented for 10  days post 
vaccination. Solicited reactions following the second dose of FluMist were similar to those following the first dose and were generally 
observed at a lower frequency.

Table 2: Summary of Solicited Adverse Reactions Observed Within 10 Days after Dose 1 for FluMist and Either Placebo 
or Active Control Recipients in Children 2 through 6 Years of Age

Studies D153-P501a & AV006 Study MI-CP111b

FluMist Placeboc FluMist Active Controld

N = 876-1759e N = 424-1034e N = 2170e N = 2165e

Event % % % %

Runny Nose/ 
Nasal Congestion 58 50 51 42

Decreased Appetite 21 17 13 12

Irritability 21 19 12 11

Decreased Activity (Lethargy) 14 11 7 6

Sore Throat 11 9 5 6

Headache 9 7 3 3

Muscle Aches 6 3 2 2

Chills 4 3 2 2

Fever

 > 100°F Oral 16 11 13 11

 > 100 - ≤ 101°F Oral 9 6 6 4

 > 101 - ≤ 102°F Oral 4 3 4 3
a NCT00192244; see www.clinicaltrials.gov
b NCT00128167; see www.clinicaltrials.gov
c Study D153-P501 used saline placebo; Study AV006 used AF-SPG placebo.
d Inactivated Influenza Virus Vaccine manufactured by Sanofi Pasteur Inc., administered intramuscularly.
e Number of evaluable subjects (those who returned diary cards) for each reaction. Range reflects differences in data collection 
between the 2 pooled studies.
In clinical studies D153-P501 and AV006, unsolicited adverse reactions in children occurring in at least 1% of FluMist recipients and 
at a higher rate (≥ 1% rate difference after rounding) compared to placebo were abdominal pain (2% FluMist vs. 0% placebo) and 
otitis media (3% FluMist vs. 1% placebo). An additional adverse reaction identified in the active-controlled trial MI-CP111 occurring 
in at least 1% of FluMist recipients and at a higher rate (≥ 1% rate difference after rounding) compared to active control was 
sneezing (2% FluMist vs. 1% active control).
In a separate saline placebo-controlled trial (D153-P526) in a subset of older children and adolescents 9  through 17 years of 
age who received one dose of FluMist, the solicited adverse reactions as well as unsolicited adverse reactions reported were 
generally consistent with observations from the trials in Table 2. Abdominal pain was reported in 12% of FluMist recipients compared 
to 4% of placebo recipients and decreased activity was reported in 6% of FluMist recipients compared to 0% of placebo recipients.
In Study AV018, in which FluMist was concomitantly administered with Measles, Mumps, and Rubella Virus Vaccine Live (MMR, 
manufactured by Merck & Co., Inc.) and Varicella Virus Vaccine Live (manufactured by Merck & Co., Inc.) to children 12 through 
15 months of age, adverse reactions were similar to those seen in other clinical trials of FluMist.
FluMist Quadrivalent in Children and Adolescents
In the randomized, active-controlled Study MI-CP208 that compared FluMist Quadrivalent and FluMist in children and adolescents 
2 through 17 years of age, the rates of solicited adverse reactions reported were similar between subjects who received FluMist 
Quadrivalent and FluMist. Table 3  includes solicited adverse reactions post Dose 1  from Study MI-CP208  that either occurred 
at a higher rate (≥ 1% rate difference after rounding) in FluMist Quadrivalent recipients compared to FluMist recipients or were 
identified in previous FluMist clinical studies (see Table 2). In this study, solicited adverse reactions were documented for 14 days 
post vaccination. Solicited adverse reactions post Dose 2 were observed at a lower frequency compared to those post Dose 1 for 
FluMist Quadrivalent and were similar between subjects who received FluMist Quadrivalent and FluMist.

Table 3: Summary of Solicited Adverse Reactionsa Observed Within 14 Days after Dose 1 for FluMist Quadrivalent and 
FluMist Recipients in Study MI-CP208b in Children and Adolescents 2 through 17 Years of Age

FluMist Quadrivalent FluMistc

N = 1341-1377d N = 901-920d

Event % %

Runny Nose/Nasal Congestion 32 32

Headache 13 12

Decreased Activity (Lethargy) 10 10

Sore Throat 9 10

Decreased Appetite 6 7

Muscle Aches 4 5

Fever

   > 100°F by any route 7 5

   > 100 - ≤ 101°F by any route 3 2

   > 101 - ≤ 102°F by any route 2 2
a Solicited adverse reactions that occurred at a higher rate (≥ 1% rate difference after rounding) in FluMist Quadrivalent recipients 
compared to FluMist recipients or were identified in previous FluMist trials (see Table 2).
b NCT01091246; see www.clinicaltrials.gov
c Represents pooled data from the two FluMist study arms. [see Clinical Studies (15)]
d Number of evaluable subjects for each event.
In Study MI-CP208, no unsolicited adverse reactions occurred at a higher rate (1% or greater) in FluMist Quadrivalent recipients 
compared to FluMist recipients.
FluMist in Adults
In adults 18 through 49 years of age in Study AV009, solicited adverse reactions occurring in at least 1% of FluMist recipients 
and at a higher rate (≥ 1% rate difference after rounding) compared to AF-SPG placebo include runny nose (44% FluMist vs. 
27%  placebo), headache (40%  FluMist vs. 38%  placebo), sore throat (28%  FluMist vs. 17%  placebo), tiredness/weakness 
(26% FluMist vs. 22% placebo), muscle aches (17% FluMist vs. 15% placebo), cough (14% FluMist vs. 11% placebo), and chills 
(9% FluMist vs. 6% placebo).
In Study AV009, unsolicited adverse reactions occurring in at least 1% of FluMist recipients and at a higher rate (≥ 1% rate difference 
after rounding) compared to placebo were nasal congestion (9% FluMist vs. 2% placebo) and sinusitis (4% FluMist vs. 2% placebo).
FluMist Quadrivalent in Adults
In the randomized, active-controlled Study MI-CP185 that compared FluMist Quadrivalent and FluMist in adults 18 through 49 years 
of age, the rates of solicited adverse reactions reported were generally similar between subjects who received FluMist Quadrivalent 
and FluMist. Table 4 presents solicited adverse reactions that either occurred at a higher rate (≥ 1% rate difference after rounding) 
in FluMist Quadrivalent recipients compared to FluMist recipients or were identified in Study AV009.

Table 4: Summary of Solicited Adverse Reactionsa Observed Within 14 Days after Dose 1 for FluMist Quadrivalent and 
FluMist Recipients in Study MI-CP185b in Adults 18 through 49 Years of Age

FluMist Quadrivalent FluMistc

N = 1197d N = 597d

Event % %

Runny Nose/Nasal Congestion 44 40

Headache 28 27

Sore Throat 19 20

Decreased Activity (Lethargy) 18 18

Cough 14 13

Muscle Aches 10 10

Decreased Appetite 6 5
a Solicited adverse reactions that occurred at a higher rate (≥ 1% rate difference after rounding) in FluMist Quadrivalent recipients 
compared to FluMist recipients or were identified in Study AV009.
b NCT00860067; see www.clinicaltrials.gov
c Represents pooled data from the two FluMist study arms. [see Clinical Studies (15)]
d Number of evaluable subjects for each event.
In Study MI-CP185, no unsolicited adverse reactions occurred at a higher rate (1% or greater) in FluMist Quadrivalent recipients 
compared to FluMist recipients.
9.2 Postmarketing Experience
The following events have been spontaneously reported during post approval use of FluMist. Because these events are reported 
voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal 
relationship to vaccine exposure.
Cardiac disorders: Pericarditis
Congenital, familial, and genetic disorders: Exacerbation of symptoms of mitochondrial encephalomyopathy (Leigh syndrome)
Gastrointestinal disorders: Nausea, vomiting, diarrhea
Immune system disorders: Hypersensitivity reactions (including anaphylactic reaction, facial edema, and urticaria)
Nervous system disorders: Guillain-Barré syndrome, Bell’s Palsy, meningitis, eosinophilic meningitis, vaccine-associated 
encephalitis
Respiratory, thoracic, and mediastinal disorders: Epistaxis
Skin and subcutaneous tissue disorders: Rash
Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows continued monitoring of 
the benefit/risk balance of the medicinal product.
Any suspected adverse events should be reported to the Ministry of Health according to the National Regulation by using an 
online form
https://sideeffects.health.gov.il/

10. DRUG INTERACTIONS
10.1 Aspirin Therapy
Do not administer FluMist Quadrivalent to children and adolescents through 17  years of age who are receiving aspirin 
therapy or aspirin-containing therapy because of the association of Reye’s syndrome with aspirin and wild-type influenza [see 
Contraindications (7)]. Avoid aspirin-containing therapy in these age groups during the first 4 weeks after vaccination with FluMist 
Quadrivalent unless clearly needed.
10.2 Antiviral Agents Against Influenza A and/or B
Antiviral drugs that are active against influenza A and/or B viruses may reduce the effectiveness of FluMist Quadrivalent if 
administered within 48 hours before, or within 2 weeks after vaccination. The concurrent use of FluMist Quadrivalent with antiviral 
agents that are active against influenza A and/or B viruses has not been evaluated. If antiviral agents and FluMist Quadrivalent are 
administered concomitantly, revaccination should be considered when appropriate.
10.3 Concomitant Administration with Inactivated Vaccines
The safety and immunogenicity of FluMist Quadrivalent when administered concomitantly with inactivated vaccines have not been 
determined. Studies of FluMist and FluMist Quadrivalent excluded subjects who received any inactivated or subunit vaccine within 
two weeks of enrollment.
10.4 Concomitant Administration with Other Live Vaccines
Concomitant administration of the trivalent formulation of FluMist with Measles, Mumps, and Rubella Virus Vaccine Live (MMR, 
manufactured by Merck & Co., Inc.) and the Varicella Vaccine Live (manufactured by Merck & Co., Inc.) was studied in children 
12 through 15 months of age [see Clinical Studies (15.5)]. Concomitant administration of the MMR and the varicella vaccine with 
the trivalent or quadrivalent formulations has not been studied in children older than 15 months of age.
10.5 Intranasal Products
There are no data regarding co-administration of FluMist Quadrivalent with other intranasal preparations.
11. USE IN SPECIFIC POPULATIONS
11.1 Pregnancy
Risk Summary
FluMist Quadrivalent is not absorbed systemically following intranasal administration and maternal use is not expected to result in 
fetal exposure to the drug.
Clinical Considerations
Disease-Associated Maternal and/or Embryo/Fetal Risk: Pregnant women infected with seasonal influenza are at increased risk of 
severe illness associated with influenza infection compared with non-pregnant women. Pregnant women with influenza may be at 
increased risk for adverse pregnancy outcomes, including preterm labor and delivery.
Data
Animal Data: In a developmental and reproductive toxicity study, female rats were administered FluMist Quadrivalent either 
three  times (during the period of organogenesis) or six times (prior to gestation and during the period of organogenesis), 
200 microliter/rat/occasion (approximately 150 human dose equivalents), by intranasal instillation revealing no evidence of impaired 
fertility or harm to the fetus due to FluMist Quadrivalent.

עלון לצרכן לפי תקנות הרוקחים )תכשירים( התשמ"ו - 1986
תרופה זו משווקת על פי מרשם רופא בלבד

פלומיסט™ קואדריוואלנט
ספריי לאף

הרכב:
כל 0.2 מ"ל ספריי לאף מוכן לשימוש מכיל:

107.0±0.5 FFU (fluorescent focus units) of live attenuated influenza virus reassortants of each of the four strains for the 2023-2024 
season:
A/Victoria/4897/2022 (H1N1) pdm09 - like strain (A/Norway/31694/2022)
A/Darwin/9/2021 (H3N2) - like strain (A/Norway/16606/2021)
B/Austria/1359417/2021 - like strain (B/Austria/1359417/2021)
B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013) 

למרכיבים בלתי פעילים אנא ראה סעיף 6 – מידע נוסף.
קרא בעיון את העלון עד סופו בטרם תשתמש בתרופה.

שמור את העלון אולי תצטרך אותו בשנית.
עלון זה מכיל מידע תמציתי על התרופה. אם יש לך שאלות נוספות, פנה אל הרופא או אל הרוקח.

תרופה זו נרשמה עבורך. אל תעביר אותה לאחרים. היא עלולה להזיק להם אפילו אם נראה לך כי מצבם הרפואי דומה.

למה מיועדת התרופה?  .1
פלומיסט קואדריוואלנט הנו חיסון הניתן בהתזה לאף כדי לסייע בהגנה מפני שפעת. חיסון זה מעניק הגנה מפני ארבעה זנים של וירוס השפעת. ניתן 

להשתמש בחיסון כדי לחסן ילדים, מתבגרים ומבוגרים בגילאי 2-49 שנים.
קבוצה תרפויטית

חיסון שפעת חי (אינפלואנזה).

לפני השימוש בתרופה  .2

אין להשתמש בתכשיר:
אם יש לך או הייתה לך רגישות יתר לביצים או לחלבון ביצה (למשל ovalbumin), לגנטמיצין, ג'לטין, ארגינין או לאחד ממרכיבי החיסון.  •

אם הייתה לך אי פעם תגובה מסכנת חיים לחיסונים קודמים של שפעת.  •
בילדים ומתבגרים בגילאים 2-17 שנים הנוטלים אספירין או תרופות המכילות אספירין.  •

אין לתת אספירין לילדים או למתבגרים, שקיבלו חיסון פלומיסט קואדריוואלנט, במשך ארבעה שבועות לאחר קבלת החיסון, אלא אם כן הרופא המטפל   •
הורה אחרת.

אנא שוחח עם הרופא שלך אם אינך בטוח אם דבר מה מן האמור מעלה נוגע לך. 
אין לתת את החיסון לילדים מתחת לגיל 24 חודשים. לילדים מתחת לגיל שנתיים יש סיכון מוגבר לציפצופים (קושי בנשימה) לאחר קבלת פלומיסט 

קואדריוואלנט. 

אזהרות מיוחדות הנוגעות לשימוש בפלומיסט קואדריוואלנט
אם הנך רגיש למזון כלשהו או לתרופה כלשהי, עליך להודיע על כך לרופא לפני נטילת התרופה.
החיסון לא נבדק בחולים עם אסתמה חמורה ובחולים בעלי מערכת חיסון מוחלשת באופן חמור.

לפני הטיפול בפלומיסט קואדריוואלנט ספר לרופא אם אתה או הילד שלך:
סובל כעת מציפצופים, אסתמה.  •

מתחת לגיל חמש שנים ובעל היסטוריה של ציפצופים.  •
היה לך תסמונת גיליאן בארה.  •

בעל מערכת חיסון מוחלשת או גר עם אדם שיש לו מערכת חיסון מוחלשת באופן חמור.  •
סובל ממחלת לב, כליות, ריאות.  •

יש לך סוכרת.  •
בהריון.  •
מניקה.  •

נוטל תמיפלו, רלנזה, אמאנטאדין או רימאנטאדין.  •
אינטראקציות/תגובות בין תרופתיות:

אם אתה לוקח, או אם לקחת לאחרונה, תרופות אחרות כולל תרופות ללא מרשם ותוספי תזונה, ספר על כך לרופא או לרוקח. במיוחד יש ליידע את 
 ,B או A הרופא או הרוקח אם אתה לוקח אספירין או תרופות המכילות אספירין (גילאי 2-17 שנים), תרופות אנטי וירליות הפעילות כנגד נגיף שפעת מסוג

תרופות הניטלות דרך האף או כל חיסון אחר.
הריון, הנקה ופוריות:

אם הינך בהריון, חושבת שהינך בהריון, מתכננת הריון או מניקה, התייעצי עם הרופא או הרוקח שלך לפני קבלת חיסון זה. 

כיצד תשתמש בתרופה?  .3
פלומיסט קואדריוואלנט הנו נוזל, יש להתיזו לתוך האף בלבד.  •

ניתן לנשום באופן רגיל בעת קבלת החיסון פלומיסט קואדריוואלנט, אין צורך לשאוף, לרחרח, או להסניף אותו.  •
אנשים מעל גיל 9 שנים יזדקקו למנה אחת של פלומיסט קואדריוואלנט בכל שנה.  •

ילדים בגילאים 2-8 שנים ייתכן ויזדקקו לשתי מנות של חיסון פלומיסט קואדריוואלנט, כתלות בחיסונים קודמים שקיבלו בעבר. הרופא המטפל יקבע אם   •
ילדך צריך לשוב ולקבל מנת חיסון שניה.

החיסון יינתן על ידי רופא או אחות, לפני מתן החיסון הרופא או האחות יפנו להוראות המפורטות בעלון לרופא.   •
פלומיסט קואדריוואלנט מכיל מנה של 0.2 מ"ל. 0.1 מ"ל ינתן לכל נחיר.  •

מינון לפי הוראות הרופא בלבד. אין לעבור על המנה המומלצת.  •
אם נטלת מנת יתר או אם בטעות בלע ילד מן התרופה, פנה מיד לחדר מיון של בית חולים, והבא אריזת התרופה איתך.  •

תופעות לוואי  .4
כמו בכל תרופה, השימוש בפלומיסט קואדריוואלנט עלול לגרום לתופעות לוואי בחלק מהמשתמשים. אל תיבהל למקרא רשימת תופעות הלוואי. ייתכן ולא 

תסבול מאף אחת מהן.
בנוסף לפעילות הרצויה של התרופה בזמן השימוש בה עלולות להופיע השפעות לוואי כגון:

תופעות המחייבות התייחסות מיוחדת - פנה מיד לרופא או לחדר מיון אם אתה או ילדך חש אחת מן התופעות הבאות:
חרלת או פריחה חמורה,  •

קשיי נשימה,  •
נפיחות של הפנים, הלשון או הגרון.  •

תופעות הלוואי השכיחות ביותר של פלומיסט קואדריוואלנט הן:
נזלת או גודש באף,  •

כאב גרון,    •
.37.78°C חום מעל  •

תופעות לוואי אפשריות אחרות כוללות:
ירידה בתאבון,  •

אי שקט,   •
עייפות,  •
שיעול,  •

כאבי ראש,  •
כאבי שרירים,  •

צמרמורת.  •
אם אחת מתופעות הלוואי מחמירה, או כאשר אתה סובל מתופעת לוואי שלא הוזכרה בעלון, עליך להתייעץ עם הרופא.

ניתן לדווח על תופעות לוואי למשרד הבריאות באמצעות לחיצה על הקישור "דיווח על תופעות לוואי עקב טיפול תרופתי" שנמצא בדף הבית של אתר משרד 
כניסה לקישור: ע"י  או  לוואי,  לדיווח על תופעות  (www.health.gov.il) המפנה לטופס המקוון  הבריאות 

https://sideeffects.health.gov.il/

איך לאחסן את פלומיסט קואדריוואלנט?  .5
מנע הרעלה! תרופה זו וכל תרופה אחרת יש לשמור במקום סגור מחוץ להישג ידם וטווח ראייתם של ילדים ו/או תינוקות ועל ידי כך תמנע הרעלה. אל   •

תגרום להקאה ללא הוראה מפורשת מהרופא!
אין להשתמש בתרופה אחרי תאריך התפוגה (exp. date) המופיע על גבי האריזה.   •

יש לאחסן במקרר בין 2°C -8°C (אין להקפיא).  •
יש לשמור את התרסיס בתוך הקרטון עד לשימוש, כדי להגן מאור.  •

מידע נוסף  .6
הרכב: נוסף על החומרים הפעילים פלומיסט קואדריוואלנט מכיל גם:

Sucrose, Arginine Hydrochloride, Dibasic Potassium Phosphate, Gelatin Hydrolysate (Porcine Type A), Monobasic Potassium 
Phosphate, Monosodium Glutamate, Water for Injection.

.EDTA שאריות של גנטמיצין סולפט (אנטיביוטיקה) וכן שאריות של ,(ovalbumin) כל מנה עשויה להכיל שאריות של חלבון ביצה
כל מנה מכילה 13.68 מ"ג סוכרוז.

כיצד נראית התרופה ומה תוכן האריזה
האריזה מכילה עשרה תרסיסים מוכנים לשימוש למתן דרך האף בלבד. כל תרסיס מכיל מנת טיפול אחת של 0.2 מ"ל (0.1 מ"ל לכל נחיר).

מס רישום התרופה: 150-69-33985-00
יצרן: מדימיון LLC, גייטרסבורג, ארה"ב.

בעל הרישום והיבואן: אסטרהזניקה (ישראל) בע"מ, רח' עתירי ידע 1, כפר סבא 4464301.
לשם הפשטות ולהקלת הקריאה, עלון זה נוסח בלשון זכר. על אף זאת, התרופה מיועדת לבני שני המינים.

נערך במרץ 2023 בהתאם להנחיות משרד הבריאות.

نشرة للمستهلك بموجب أنظمة الصيدلة )مستحضرات( - 1986
يسوّق هذا الدواء بموجب وصفة طبيب فقط

فلوميست كوادريڤالنت
بخاخ للأنف

التركيب:
يحتوي كل 0.2 ملل بخاخ للأنف جاهز للإستعمال على:

107.0±0.5 FFU (fluorescent focus units) of live attenuated influenza virus reassortants of each of the four strains for the 2023-2024 season:
A/Victoria/4897/2022 (H1N1) pdm09 - like strain (A/Norway/31694/2022)
A/Darwin/9/2021 (H3N2) - like strain (A/Norway/16606/2021)
B/Austria/1359417/2021 - like strain (B/Austria/1359417/2021)
B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013)

للمركبات غير الفعالة الرجاء أنظر الفقرة 6 - معلومات إضافية.
إقرأ النشرة بتمعن حتى نهايتها قبل إستعمالك للدواء.

إحفظ النشرة فمن الجائز أن تحتاجها ثانية.
تحتوي هذه النشرة على معلومات موجزة عن الدواء. إذا توفرت لديك أسئلة إضافية، راجع الطبيب أو الصيدلي.
وُصف هذا الدواء من أجلك. لا تعطيه للآخرين. فهو قد يضرهم حتى ولو بدا لك أن حالتهم الطبية مشابهة لحالتك.

لأي غرض مخصص الدواء؟  )1

فلوميست كوادريڤالنت هو لقاح يعطى بالبخ داخل الأنف من أجل المساعدة على الوقاية من الإنفلوإنزا. هذا اللقاح يمنح وقاية من 
أربع سلالات لڤيروس الإنفلوإنزا. بالإمكان إستعمال اللقاح من أجل تلقيح الأطفال، المراهقين والكبار بأعمار 49-2 سنة.

الفصيلة العلاجية
لقاح حي للإنفلوإنزا.

قبل إستعمال الدواء  )2

لا يجوز إستعمال المستحضر:
إذا وُجد لديك أو كانت لديك حساسية مفرطة للبيضْ أو لپروتين البيضْ (مثل ovalbumin)، لجنتاميسين، جيلاتين، أرچينين أو لأحد   •

اللقاح. مركبات 
إذا كان لديك ذات مرة رد فعل يشكل خطراً على الحياة للقاحات سابقة للإنفلوإنزا.  •

لدى أطفال ومراهقين بأعمار تتراوح بين 17-2 سنة والذين يتناولون أسپيرين أو أدوية تحوي أسپيرين.  •
لا يجوز إعطاء أسپيرين لأطفال أو لمراهقين، الذين تلقوا لقاح فلوميست كوادريڤالنت، خلال أربعة أسابيع بعد تلقي اللقاح، إلاّ إذا   •

المعالجِ. الطبيب  كانت هنالك تعليمات أخرى من 
الرجاء التحدث مع طبيبك إذا لم تكن واثقاً إذا كانت إحدى الأمور المذكورة أعلاه تتعلق بك.

لا يجوز إعطاء اللقاح لأطفال دون عمر 24 شهراً. لأطفال دون عمر سنتين هنالك خطورة زائدة لحدوث صفير (صعوبة في التنفس) بعد 
تلقي فلوميست كوادريڤالنت.

تحذيرات خاصة تتعلق بإستعمال فلوميست كوادريڤالنت
يتوجب عليك إبلاغ الطبيب قبل إستعمال الدواء، وذلك إذا كنت حساساً لأي طعام أو أي دواء.

لم يفحص اللقاح لدى مرضى لديهم ربو شديد وكذلك لدى مرضى ذوي جهاز مناعة مضْعَف بشكل خطير.
قبل العلاج بـ فلوميست كوادريڤالنت إحكِ للطبيب إذا كنت أنت أو طفلك:

تعاني/يعاني الآن من صفير، ربو.  •
دون عمر خمس سنوات وذو سابقة لصفير.  •

كانت لديك متلازمة چيليان باريه.  •
ذو جهاز مناعة مضْعَف أو كنت تقطن مع شخص ذو جهاز مناعة مضْعَف بصورة خطيرة.  •

تعاني من مرض قلبي، كلوي، رئوي.  •
وُجد لديك مرض السكري.  •

في فترة الحمل.  •
مرضعة.  •

تتناول/يتناول تاميفلو، ريلينزا، أمانتادين أو ريمانتادين.  •
التداخلات/التفاعلات بين الأدوية:

إذا كنت تتناول، أو إذا تناولت مؤخراً، أدوية أخرى بما في ذلك أدوية بدون وصفة طبية وإضافات غذائية، إحكِ للطبيب أو 
للصيدلي عن ذلك. يجب إبلاغ الطبيب أو الصيدلي بالأخص إذا كنت تتناول أسپيرين أو أدوية تحتوي على أسپيرين (أعمار 17-2 سنة)، 

أدوية مضادة للڤيروسات التي تعمل ضد ڤيروس الإنفلوإنزا من نوع A أو B، أدوية تستعمل عن طريق الأنف أو كل لقاح آخر.
الحمل، الإرضاع والخصوبة:

إذا كنتِ حاملاً، تعتقدين بأنكِ حامل، تخططين للحمل أو مرضعة، إستشيري الطبيب أو الصيدلي الخاص بك قبل تلقي هذا اللقاح.
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