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Treleqy Ellipta 92/55/22 mcg
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92 mcg Fluticasone Furoate,
55 Umeclidinium (as bromide),
22 mcqg Vilanterol (as trifenatate)
Powder for inhalation pre-dispensed
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Asthma

Trelegy Ellipta 92/55/22 mcg is indicated for the maintenance treatment of asthma in patients aged 18 years
and older.

Trelegy Ellipta 92/55/22 mcg should be prescribed for patients who are not adequately controlled on
maintenance asthma medication, such as an ICS/LABA.

COPD (Chronic Obstructive Pulmonary Disease)

TRELEGY ELLIPTA 92/55/22 mcg is indicated for the long-term, once-daily, maintenance treatment of airflow
obstruction in patients with chronic obstructive pulmonary disease (COPD), including chronic bronchitis and/or
emphysema. TRELEGY ELLIPTA 92/55/22 mcg is also indicated to reduce exacerbations of COPD in patients
with a history of exacerbations.

Important Limitations of Use:

TRELEGY ELLIPTA 92/55/22 mcg is NOT indicated for the relief of acute asthma brenchospasm-orforthe
treatment of asthma.
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4.1 Therapeutic indications

Asthma

Trelegy Ellipta 92/55/22 mcg and Trelegy Ellipta 184/55/22 mcg are indicated for the maintenance
treatment of asthma in patients aged 18 years and older. Trelegy Ellipta 92/55/22 mcg and Trelegy
Ellipta 184/55/22 mcg should be prescribed for patients who are not adequately controlled on
maintenance asthma medication, such as an ICS/LABA.

COPD (Chronic Obstructive Pulmonary Disease)

Trelegy Ellipta 92/55/22 mcg is indicated for the long-term, once-daily, maintenance treatment of
airflow obstruction in patients with chronic obstructive pulmonary disease (COPD), including chronic
bronchitis and/or emphysema. Trelegy Ellipta 92/55/22 mcg is also indicated to reduce exacerbations of
COPD in patients with a history of exacerbations.




Important Limitations of Use

Trelegy Ellipta 92/55/22 mcg and Trelegy Ellipta 184/55/22 mcg is-are NOT indicated for the relief of
acute brenchoespasmorfor-the treatmentof-asthma.

Trelegy Ellipta 184/55/22 mcg is not indicated for patients with COPD.

4.2 Posology and method of administration

Treatment must be initiated and supervised by physicians experienced in the treatment of asthma and
COPD.

Posology

Asthma and COPD

Hepatic impairment

Caution should be exercised when dosing patients with hepatic impairment who may be more at risk of
systemic adverse reactions associated with corticosteroids. For patients with moderate or severe hepatic

1mpalrment the max1murn dose is Trelegy Elhpta 92/ 55/22 mcgNe—des&adj-&stmeﬁt—}s—reqa&ed—m

*n—paﬁ%n—ts—w%—med%a%%te—sev%&hepaﬁe&npa&mem (see sections 4.4 Spec1al warnings and

precautions for use and section 5.2 Pharmacokinetic properties).

4.4 Special warnings and precautions for use

Not for acute use

There are no clinical data to support the use of Trelegy Ellipta for the treatment of acute episodes of
bronchospasm, or to treat an acute COPD exacerbation (i.e. as a rescue therapy).

Trelegy Ellipta should not be used to treat acute asthma symptoms.

Deterioration of disease

Increasing use of short-acting bronchodilators to relieve symptoms may indicate deterioration of disease
control. In the event of deterioration of asthma or COPD during treatment with Trelegy Ellipta, a re-
evaluation of the patient and of the asthma or COPD treatment regimen should be undertaken.

Patients should not stop therapy with Trelegy Ellipta, in asthma or COPD, without physician supervision
since symptoms may recur after discontinuation.

Asthma-related adverse events and exacerbations may occur during treatment with Trelegy Ellipta.
Patients should be asked to continue treatment but to seek medical advice if asthma symptoms remain
uncontrolled or worsen after initiation of Trelegy Ellipta.

Patients with hepatic impairment

For pPRatients with moderate to severe hepatic impairment receiving Trelegy Ellipta, the 92/55/22
micrograms dose should be used, and patients should be monitored for systemic corticosteroid-related
adverse reactions (see section 4.2 Posology and method of administration and section 5.2
Pharmacokinetic properties).




Pneumonia in patients with asthma

An increased incidence of pneumonia in patients with asthma receiving higher doses of Trelegy Ellipta
cannot be excluded. This is based on clinical experience with fluticasone furoate/vilanterol, where there
was a trend toward an increased risk of pneumonia for fluticasone furoate/vilanterol 184/22 micrograms

compared with fluticasone furoate/vilanterol 92/22 micrograms and placebo.

4.8 Undesirable effects

System Organ Class Adverse reactions Frequency
Infections and infestations Nasopharyngitis Cemmeon Very common
Viral respiratory tract infection | Breemmen Common
Nervous system disorders Dysgeusia Uncommon
Respiratory, thoracic & Dysphonia Yreemmeon Common
mediastinal disorders
Eye disorders Vision blurred (see section 4.4) NetKnewn Uncommon
Glaucoma Uncommon
Eye pain Uncommon
Intraocular pressure increased Rare

5.2 Pharmacokinetic properties
Hepatic impairment

The effect of fluticasone furoate/umeclidinium/vilanterol has not been evaluated in subjects with hepatic
impairment. However, studies have been conducted with fluticasone furoate/vilanterol and
umeclidinium/vilanterol.

The fluticasone furoate/vilanterol component of Trelegy Ellipta was assessed in patients with all
severities of hepatic impairment (Child-Pugh A, B or C). No clinically relevant effects on weighted
mean serum cortisol were observed in patients with mild hepatic impairment (Child-Pugh A). For
fluticasone furoate, patients with moderate hepatic impairment showed up to three times higher systemic
exposure (FF 184 micrograms); therefore, patients with severe hepatic impairment received half the dose
(FF 92 micrograms). At this dose, no effects on systemic exposure were observed. Therefore, caution is
advised in moderate to severe hepatic impairment, and for patients with moderate or severe hepatic
impairment the maximum dose is Trelegy Ellipta 92/55/22 micrograms (see section 4.2 Posology and
method of administration)butse i adjustment-ba rhepatic-functiondsrecommen ded.
There was no significant increase in systemic exposure to vilanterol.

Patients with moderate hepatic impairment showed no evidence of an increase in systemic exposure to
either umeclidinium or vilanterol (Cmax and AUC). Umeclidinium has not been evaluated in patients
with severe hepatic impairment.

I [97XY |17V D'XAN D'9'YO0R IWY) DUNIAN DADTY

n9NNa NI anY? .1
NNNON
NNNOXY MpPTNXR 719'07 NiTvim 1"pn 184/55/22 nuo™x a0l a"pn 92/55/22 nuo'ix Ao
.N72yni 01w 18 'x7'22 0791002
.NMINN "NNOX 7V n77n'? NITvim 'K A" 184/55/22 nuor'7x vao1 2" m 92/55/22 nuo'7x vano
(COPD) n1ind n'nn'on NINM N7nn
DITA NNX'NA L'MPTAXK 719'07 ,012 0Y9 LNI0 YR WIN'Y? nTvim 2" 92/55/22 nuo™x vano
nno1 IX/I NNd N NE7T 771> ,(COPD) nnand n'mn'on NIk N7Nn Dy 0791001 ,Nn'win
.(nhnT'9onK)
Nwn? 17w COPD -n '1mon nnnn) ningnnn NNNon? ba nirm 2"pn 92/55/22 nuofx »ano
JNngnn 7w nnivotn oy 0791001 ,(COPD) namd n'mn'on NI N7nn 7w (D' 1o0n
.(COPD) n1an> n'nn'on NIX N7NN DY 071N WIN'W? N1y n1'R a"pn 184/55/22 nue™x ano
B
R m s e e




N9NN1 Win'y 194 .2

N9NN2 YINn'y'? NIYana NITAIM NNATN

:X9IN"7 190 ,NLVO™X "a70A 719'VN 1197

N DTYN? INAYNI'YA 7 W DR e

N7nn )7 U' DX K7 DIWYOIN DIINNY NI NN NNA0 NNY'P PY 5, TAda N7Nn-Apa 17 W' DN °
92/55/22) nuo'x "A710 7w 1NN 27IN7 17w nann DX 71220 17w X9Nn MmN IR N1 11D
(01 nys pManNp'm

17910 X7¥ D'MIA'T IX DOYINA DNIA'T IX ,AXN ¢ (TB) nonw Y7 v DX »

JUNIT-NNY DNIRINTA DRI 0 DY 7 WP ON e

A7¥ MU NNIDYA Nnton IX MY [NNA 'wip ,N7Tam (NVVOINYS) NINIY NVITA 7 W' DX °

.N'09'7'9XN 7110 NN DX *

(TNm) onn nuiaa niva Y7 wrox e

AW DTA NI QYUK NN W OR - *

JI0 7Y ANIvot 17w DN e

JINNXR AR NIYASA IX NPRI WIDYWO DIINNNR DR °

Y78 ONYMIN N7RN TNRY 1120 NNKR DX 17 X9 DY 1T «—

Xi'? niyoin .4

ININAN 'RIYN NIYOIN 1901) =

NINDY X7 'X117 NIYOIN
:0'wax 100 '7omn 1 1Y -2 y'o1n? N7 X

DYLN YIN2 NIYION  °
'y yn7anty o e

.0'"'Y XD N

ININAD 'NIT7A NIYOIN W Y9I NN'TN NNIY. ==

niN"DY INII'7D NYSIN
TINA NNDYU-ARDY [y
NNDYU-ARDY-NYG nITY
ANDY N7-AHTF-APN NN WIDY'NY

1 DNIoONN DRAIPTY7 Xgn

X006 NXIN DITX 172 [NIonN — Y0INY yT'n
71N> ANd — NYoIN

277N 2INXA [nIon — 21Ind ANd - NNNN N90IN

NINNAN TIYN MNXAY NIDINNN 1ARAQ DI0N97 IN7W1 [DIX7 [17Vnl X9N7 |I'7vin
https://data.health.gov.il/drugs/index.html#!/byDrug
.03-9297100 19702 nipn NNO 25 212 'NN *7PNM0I0['72 NNANY 1D -7V 0'09TIN D727 [NYI

,Nd112

20 my
Mmmn nnN


https://data.health.gov.il/drugs/index.html#!/byDrug
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	Powder for inhalation pre-dispensed
	רופא/ה נכבד/ה
	רוקח/ת נכבד/ה,
	חברת גלקסוסמיתקליין ישראל בע"מ (GSK  )  מבקשת להודיע על רישום התוויה חדשה לאסתמה עבור התכשיר: “Trelegy Ellipta 92/55/22 mcg”.
	ההתוויה שאושרה ע"י משרד הבריאות הישראלי הינה (התוויה שנוספה מסומנת בכחול):
	בנוסף הננו מתכבדים להודיעתכם על רישום חוזק חדש: “Trelegy Ellipta 184/55/22 mcg" המיועד לחולי אסתמה. הודעה נפרדת אודות רישום החוזק החדש תופץ בסמוך להשקת התכשיר.
	העלון לצרכן ולרופא עודכנו וכעת הינם עלונים משותפים ל-2 חוזקי התכשירים
	( (Trelegy Ellipta 92/55/22 mcg & 184/55/22 mcg.
	בעלון לצרכן ולרופא בוצעו עדכונים.
	 עדכונים מהותיים נעשו בסעיפים הבאים בעלון לרופא :
	4.1 Therapeutic indications
	4.2 Posology and method of administration
	 עדכונים מהותיים נעשו בסעיפים הבאים בעלון לצרכן :
	1. למה מיועדת התרופה
	2. לפני שימוש בתרופה
	• אם יש לך אסתמה (אל תשתמש בטרלג׳י אליפטה לטיפול באסתמה).
	• אם יש לך בעיות לב או לחץ דם גבוה.
	• אם יש לך בעיות מחלת בכבד,. שכן קיימת סבירות גבוהה יותר שתחווה תופעות לוואי. אם יש לך מחלת כבד בינונית או חמורה, הרופא שלך יגביל את המנה שלך לחוזק הנמוך של טרלג'י אליפטה (92/55/22 מיקרוגרם פעם ביום(.
	• אם יש לך שחפת (TB) של הריאה, או זיהומים ממושכים או זיהומים שלא טופלו.
	• אם יש לך בעיית עיניים הנקראת גלאוקומה צרת-זווית.
	• אם יש לך בלוטת ערמונית (פרוסטטה) מוגדלת, קושי במתן שתן או חסימה בשלפוחית השתן שלך.
	• אם אתה סובל מאפילפסיה.
	• אם יש לך בעיות בבלוטת התריס (תירואיד).
	• אם יש רמות אשלגן נמוכות בדם שלך.
	• אם יש לך היסטוריה של סוכרת.
	• אם אתה חווה טשטוש בראייה או הפרעות ראייה אחרות.
	← בדוק עם הרופא שלך אם אתה סבור שאחד מאלה מתייחס אליך.

	4. תופעות לוואי
	 נוספו תופעות הלוואי הבאות:
	• הפרעות בחוש הטעם
	• עלייה בלחץ עיני
	• כאב עיניים.

	 שונתה תדירות ההופעה של תופעות הלוואי הבאות:

