הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 
 תאריך :09.06.2013
שם תכשיר באנגלית ומספר הרישום:00- 33057-144-88FLUAD 
שם בעל הרישום: ניאופרם סיינטיפיק בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4. CLINICAL PARTICULARS

4.1. Therapeutic indications


	4.1. Therapeutic indications

Active immunisation against influenza in 
the elderly (65 years of age and over), especially for those with an increased risk of associated complications (i.e. patients affected by underlying chronic diseases including diabetes, cardiovascular and respiratory diseases).


	4.1. Therapeutic indications

Active immunisation against influenza in the elderly (65 
years of age and over), especially for those with an increased risk of associated complications (i.e. patients affected by underlying chronic diseases including diabetes, cardiovascular and respiratory diseases).
The use of FLUAD should be based on official recommendations.


	4.3. Contraindications


	4.3. Contraindications

Hypersensitivity to the active
 substances, to any of the excipients and to eggs, chicken proteins, kanamycin and neomycin sulphate, formaldehyde and cetyltrimethylammonium bromide (CTAB).

Immunisation shall be postponed in 
patients with febrile illness or acute infection.


	4.3. Contraindications

Hypersensitivity to the active substances, components of 
the adjuvant excipients, residues (e.g egg or chicken
 proteins, such as ovalbumin) or in anyone who has had
 an anaphylactoid reaction to previous influenza 
vaccination.
The vaccine may contain residues of the following

 substances: kanamycin and neomycin sulphate, formaldehyde, cetyltrimethylammonium bromide (CTAB) and barium sulphate.
Immunisation shall be postponed in patients with febrile 
illness or acute infection.



	4.4. Special warnings and precautions for use


	4.4. Special warnings and precautions for use

As with all injectable vaccines, 
appropriate medical treatment and 
supervision should always be readily 
available in case a rare anaphylactic 
event occurs following the administration 
of the vaccine.

The vaccine (FLUAD) should under no 
circumstances be administered 
intravascularly or subcutaneously.

Antibody response in patients with 
endogenous or iatrogenic 
immunosuppression may be insufficient.

A protective response may not be

elicited in all  vaccinees.


	4.4. Special warnings and precautions for use

As with all injectable vaccines, appropriate medical 
treatment and supervision should always be readily available
in case an anaphylactic event occurs following the
administration of the vaccine.

The vaccine (FLUAD) should under no circumstances be 
administered intravascularly or subcutaneously.

Antibody response in patients with endogenous or iatrogenic 
immunosuppression may be insufficient.

A protective response may not be elicited in all vaccinees.


	4.5. Interactions with other medicaments and other forms of interaction
	4.5. Interactions with other medicaments and other forms of interaction

The vaccine (FLUAD) may be given at 
the same time as other vaccines. 
Immunisation should be carried out on 
separate limbs. It should be noted that 
the adverse reactions may be 
intensified. 

The immunological response may be 
diminished if the patient is undergoing 
immunosuppressant treatment.

Following influenza vaccination, false 
positive results in serology tests using 
the ELISA method to detect antibodies
against HIV1, hepatitis C and, especially 
HTLV1 have been observed. The 
Western Blot technique disproves the 
results. The transient false positive 
reactions could be due to the IgM 
response by the vaccine.


	4.5. Interactions with other medicaments and other forms of interaction

No clinical data on concomitant administration with 

other vaccines are available. If FLUAD needs 
to be used at the same time as other vaccines, 
immunisation should be carried out on separate limbs. It 
should be noted that the adverse reactions may be 
intensified. 

The immunological response may be diminished if the 
patient is undergoing immunosuppressant treatment.

Following influenza vaccination, false positive results in 
serology tests using the ELISA method to detect antibodies 
against HIV1, hepatitis C and, especially HTLV1 have been
 observed. The Western Blot technique disproves the false-

positive results. The transient false positive reactions could 
be due to the IgM response by the vaccine.


	4.6. Fertility, pregnancy and lactation


	4.6. Pregnancy and lactation

Not applicable


	4.6. Fertility, pregnancy and lactation

Not applicable



	Fertility,   pregnancy and Lactation
	4.7. Effects on capability to drive and use machines

The vaccine is unlikely to produce any 

effect on the ability to drive and use 

machines.


	4.7. Effects on ability to drive and use machines 
       FLUAD has no or negligible influence on the ability to drive and use machines..


	4.8. Undesirable effects


	4.8. Undesirable effects

A higher incidence of mild post-
immunisation reactions has been 
reported with FLUAD compared to non-
adjuvanted influenza vaccines.
Adverse reactions from clinical trials.

The safety of FLUAD is assessed in 
open label, uncontrolled clinical trials 
performed as annual update 
requirement, including at least 50 elderly
 aged 65 years or older. Safety 
evaluation is performed during the first 3 
days following vaccination.
Undesirable effects reported are listed 
according to the following frequency.

Adverse events from clinical trials:

Common (>1/100, <1/10):

Local reactions: redness, swelling, pain
 at the injection site, ecchymosis, 
induration.
Systemic reactions: fever, malaise, 
shivering, fatigue, headache, sweating, 
myalgia, arthralgia.
Most of these reactions usually 
disappear within 1-2 days without 
treatment.
From Post-marketing surveillance
 additionally, the following adverse 

events have been reported:

Uncommon (>1/1,000, <1/100):
Generalised skin reactions including pruritus, urticaria or non-specific rash.

Rare (>1/10,000, <1/1,000):
Neuralgia, paraesthesia, convulsions, thrombocytopenia (some very rare cases were severe with platelet counts less than 5,000mm3).
Allergic reactions, in rare cases leading to shock, have been reported.

Very rare (<1/10,000):
Vasculitis with transient renal involvement and exudative erythema multiforme. Neurological disorders such as encephalomyelitis, neuritis and Guillain Barrè syndrome. Asthenia, Influenza-Like Illness (ILI), pain in the extremity, muscular weakness, transient lymphadenopathy.


	4.8. Undesirable effects

A higher incidence of mild post-immunisation reactions has been reported with Fluad compared to non-adjuvanted influenza vaccines.
Adverse reactions from clinical trials.

The safety of Fluad is assessed in open label, uncontrolled clinical trials performed as annual update requirement, including at least 50 elderly aged 65 years or older. Safety evaluation is performed during the first 3 days following vaccination.

The following undesirable effects have been observed during clinical trials with the following frequencies:

Very common (≥1/10); common (≥1/100, <1/10); uncommon (≥1/1,000, <1/100); rare (≥1/10,000, <1/1,000); very rare (<1/10,000), including isolated reports.

Nervous system disorders

Common (≥1/100, <1/10): Headache*
Skin and subcutaneous tissue disorders

Common (≥1/100, <1/10): Sweating*
Musculoskeletal and connective tissue disorders

Common (≥1/100, <1/10): Myalgia, arthralgia*
General disorders and administration site conditions

Common (≥1/100, <1/10): Fever, malaise, shivering, fatigue.

Local reactions: redness, swelling, pain at injection site, ecchymosis, induration.*
*These reactions usually disappear within 1-2 days without treatment.
Adverse reactions reported from post-marketing surveillance
Adverse reactions reported from post-marketing surveillance are, next to the reactions which have been observed during the clinical trials, the following: 
Blood and lymphatic system disorders

Thrombocytopenia (some very rare cases were severe with platelet counts less than 5,000 per mm3), lymphadenopathy.

Immune system disorders

Allergic reactions, in rare cases leading to shock, angioedema.
Nervous system disorders

Neuralgia, paraesthesia, convulsions

Neurological disorders such as encephalomyelitis, neuritis and Guillain Barrè syndrome.

Vascular disorders

Vasculitis with transient renal involvement and exudative erythema multiforme.

Skin and subcutaneous tissue disorders

Generalised skin reactions including pruritus, urticaria or non-specific rash.

Musculoskeletal and connective tissue disorders

pain in the extremity, muscular weakness

General disorders and administration site conditions

Asthenia, Influenza-Like Illness (ILI)



	5.3. Preclinical safety data


	5.3. Preclinical safety data

Preclinical data reveal no special hazard 
for humans based on conventional 
studies of repeated-dose toxicity, local
 tolerance and sensitization.

	5.3. Preclinical safety data

Preclinical data reveal no special hazard for humans based
 on conventional studies of repeated-dose toxicity, local
 tolerance.


	6.4. Special precautions for storage


	6.4. Special precautions for storage

Store in a refrigerator (2°C - 8°C). 
Do not freeze. Protect from light.


	6.4. Special precautions for storage

Store in a refrigerator (2°C - 8°C). Do not freeze
Keep the syringe in the outer carton in order to 

protect from light.


	6.6. Special precautions for disposal and other handling


	6.6. Instructions for use
The vaccine should be allowed to reach 
room temperature before use. 
Gently shake before use.
	6.6. Special precautions for disposal and other handling

The vaccine should be allowed to reach room temperature

 before use. Gently shake before use.
After shaking, the normal appearance of Fluad is a milky-white suspension.

Visually inspect the contents of each Fluad pre-filled syringe for particulate matter or discoloration prior to administration. If either condition is observed, do not use the contents.
Do not use if the vaccine has been frozen.



מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע כחול. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
הועבר בדואר אלקטרוני בתאריך: 09.06.2013 
                (    כל השינויים עולים בקנה אחד עם תנאי הרישום (תעודת הרישום, תעודת האיכות

                       וטופס פרטי התכשיר העדכני).   

(כל הכתוב בהצעת העלון, תואם את תנאי הרישום. – השינויים מתייחסים לעדכון זנים לעונת              

                                                                                         חיסוני שפעת הבאה 2013-2014 (טרם 

                                                                                         אושר בישראל).
(    קיים עלון לצרכן  והוא מעודכן בהתאם.   
(   אסמכתא לבקשה: המלצת WHO  להרכב זנים לעונת 2013/2014
        האסמכתא מצ"ב.
(     השינוי הנ"ל אושר על ידי רשויות הבריאות ב 04.2013 
(     אני, הרוקח הממונה של חברת: ניאופרם סיינטיפיק בע"מ מצהיר בזה כי אין שינויים נוספים 
         , מלבד אלה שסומנו בהצעת העלון. 
               (    אני מצהיר כי השינויים אינם יוצרים סתירה פנימית  במידע בעלון. 
עלון זה לא מטופל במקביל במסגרת אחרת (כגון: עדכון עלון במסגרת בקשה לתוספת התוויה, החמרה וכו') . במידה וקיים טיפול מקביל במסגרת אחרת- יש לציין זאת.   
חתימת הרוקח הממונה (שם וחתימה)___________________________
