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הודעה על החמרה  ( מידע בטיחות)  בעלון לצרכן  

 תאריך __ 27-June-2011
שם תכשיר באנגלית__   GYNO PEVARYL 150mg
מספרי רישום                 043-50-26137-01
שם בעל הרישום_J-C Health care
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	
	
	

	תופעות לוואי
	בנוסף לפעילות הרצויה של התרופה, בזמן השימוש בה עלולות להופיע תופעות לוואי כגון: 
תופעות לוואי מקומיות בעור או בנרתיק לאחר המתן כגון: תחושת עקצוץ, אודם,  וגרד.
.................
	בנוסף לפעילות הרצויה של התרופה, בזמן השימוש בה עלולות להופיע תופעות לוואי כגון: 
תופעות לוואי מקומיות בעור או בנרתיק לאחר המתן כגון: תחושת עקצוץ, אודם, נפיחות ,כאב וגרד.
התקלפות של העור, דלקת עור ממגע, חרלת (אורטיקריה-פריחת עור מעקצצת) ואנגיואדמה (בצקת מקומית).
..................


העלון, שבו מסומנים השינויים המבוקשים על רקע צהוב הועבר בדואר אלקטרוני בתאריך...................

· קיים עלון לרופא והוא מעודכן בהתאם.

( אסמכתא לבקשה:                             
( השינוי הנ"ל אושר על ידי רשויות הבריאות: ה                                

( אני, הרוקח הממונה של חברת _J-C health care___ מצהיר בזה כי אין שינויים נוספים בעלון.                                                                             

                                                                                  _____________________________

                                                                  חתימת הרוקח הממונה

הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך __ 27-June-2011
שם תכשיר באנגלית__   GYNO PEVARYL 150mg
מספרי רישום                 043-50-26137-01
שם בעל הרישום_J-C Health care
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Contraindications
	Hypersensitivity to any component of the product, other vaginal antifungals products.

	GYNO PEVARYL is contraindicated in individuals who have shown hypersensitivity to any of its ingredients. Hypersensitivity to any component of the product, other vaginal antifungals products.


	Special warnings and
 special precautions for use


	………………………..
	For intravaginal use only. GYNO PEVARYL is not for  oral use
…………...



	Interaction with
 other 
medicinal products and other forms of interaction


	 Although not studied, based on the chemical similarity of econazole with other imidazole compounds, a theoretical potential for competitive interaction with compounds metabolized by CYP3A4/2C9 exists. Due to the limited systemic availability after vaginal application (see  5.2. Pharmacokinetic Properties), clinically relevant interactions are unlikely to occur,. In patients on  oral anticoagulants, such as warfarin and  acenocoumarol, caution should be exercised and   monitoring of the anticoagulant effect should be considered. ….

	Econazole is a known inhibitor of CYP3A4/2C9. Although not studied, based on the chemical similarity of econazole with other imidazole compounds, a theoretical potential for competitive interaction with compounds metabolized by CYP3A4/2C9 exists. Due to the limited systemic availability after vaginal application (see section 5.2. Pharmacokinetic Properties), clinically relevant interactions are unlikely to occur, but have been reported with oral anticoagulants. In patients on taking oral anticoagulants, such as warfarin and or acenocoumarol, caution should be exercised and  the anticoagulant effect should be monitored. monitoring of the anticoagulant effect should be considered. 

…….

	Undesirable 
effects


	The most frequently reported adverse events in clinical trials were application site reactions, such as burning and stinging sensations, pruritus, and erythema.


Based on post-marketing experience, the following adverse reactions have also been reported:

Skin and subcutaneous tissue disorders; general disorders and administration site conditions
Very rare (< 1/10,000): Localized application site (mucocutaneous) reactions, such as erythema, rash, burning and pruritus.
Isolated reports of localized allergic reactions. Isolated reports of generalized allergic reactions, including angioedema and urticaria.


	The most frequently reported adverse events in clinical trials were application site reactions, such as burning and stinging sensations, pruritus, and erythema.


Based on post-marketing experience, the following adverse reactions have also been reported:

Skin and subcutaneous tissue disorders; general disorders and administration site conditions

Very rare (< 1/10,000): Localized application site (mucocutaneous) reactions, such as erythema, rash, burning and pruritus.
Isolated reports of localized allergic reactions. Isolated reports of generalized allergic reactions, including angioedema and urticaria.

The safety of Gyno Pevaryl Vaginal Cream and Vaginal Ovules was evaluated in 3630 patients who participated in 32 clinical trials. Adverse drug reactions (ADRs) reported for ≥1% of patients treated with either Gyno Pevaryl Vaginal Cream or Vaginal Ovules in these studies are shown in Table 1.


	
	
	Table 1. Adverse Drug Reactions Reported by ≥1% of Patients Treated with GYNO PEVARYL in 32 Clinical Trials
System Organ Class
GYNO PEVARYL
Adverse Drug Reaction

%
(N=3630)

Skin and Subcutaneous Tissue Disorders
Skin burning sensation

1.2

Pruritus

Adverse drug reactions that occurred in <1% of patients treated 
with either GYNO PEVARYL Vaginal Cream or Vaginal Ovules 
in the 32 clinical trials are listed in Table 2.

Table 2. Adverse Drug Reactions Reported by <1% of 
Patients Treated with GYNO PEVARYL in 32 Clinical Trials
System Organ Class
Adverse Drug Reaction

Skin and Subcutaneous Tissue Disorders
Rash

Reproductive System and Breast Disorders
Vulvovaginal burning sensation

4.8.2. Post-marketing experience
Adverse drug reactions first identified during post-marketing experience with GYNO PEVARYL are included in Table 3 .The frequencies are provided according to the following convention:

1.2



	
	
	 

Very common 

≥1/10

 

Common

≥1/100 and <1/10

 

Uncommon

≥ 1/ 1,000 and <1/100

 

Rare

≥1/10,000 and <1/1,000 

 

Very rare 

<1/10,000, including isolated reports.

Table 3. Adverse Drug Reactions Identified During Post-marketing Experience with GYNO PEVARYL by Frequency Category Estimated from Spontaneous Reporting Rates
System Organ Class
Frequency category 

Preferred Term
Immune System Disorders
Very Rare
Hypersensitivity

Skin and Subcutaneous Tissue Disorders
Very Rare
Angioedema,
 Urticaria, 
Contact dermatitis, 
Skin exfoliation, 
Erythema

General Disorders and Administration Site Conditions
Very Rare
Application site 
pain, Application 
site irritation, 
Application 
site swelling



	
	
	

	Over dose
	Overdose with econazole nitrate has not been reported to date.

In the event of accidental ingestion, nausea, vomiting and diarrhea may occur. If necessary treat symptomatically.


	Overdose with econazole nitrate has not been reported to date.

In the event of accidental ingestion, nausea, vomiting and diarrhea may occur. If necessary treat symptomatically.

Adverse events associated with overdose or misuse of GYNO PEVARYL are expected to be consistent with adverse drug reactions already listed in Section 4.8. (Undesirable effects).

GYNO PEVARYL is for topical application only. In the event of accidental ingestion, treat symptomatically. If the product is accidentally applied to the eyes, wash with clean water or saline and seek medical attention if symptoms persist.



העלון, שבו מסומנים השינויים המבוקשים על רקע צהוב הועבר בדואר אלקטרוני בתאריך...................

· קיים עלון לרופא והוא מעודכן בהתאם.

( אסמכתא לבקשה:                             
( השינוי הנ"ל אושר על ידי רשויות הבריאות: ה                                

( אני, הרוקח הממונה של חברת _J-C health care___ מצהיר בזה כי אין שינויים נוספים בעלון.                                                                             















