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Patient safety information card

The marketing of PecFent is subject to a Risk management plan (RMP) including
a 'patient safety information card'. The 'patient safety information card',
emphasizes important safety information that the patient should be aware of
before and during the treatment. Please explain to the patient the need to review
the card before starting treatment.

4.2 Posology and method of administration
Treatment duration and goals

Before initiating treatment with PecFent, a treatment strategy including treatment
duration and treatment goals, and a plan for end of the treatment, should be agreed
together with the patient, in accordance with pain management guidelines. During
treatment, there should be frequent contact between the physician and the patient
to evaluate the need for continued treatment, consider discontinuation and to
adjust dosages if needed. In absence of adequate pain control, the possibility of
hyperalgesia, tolerance and progression of underlying disease should be
considered (see section 4.4). PecFent should not be used longer than necessary.

4.4 Special warnings and precautions for use

Because of the risks, including fatal outcome, associated with accidental exposure,
misuse, and abuse, patients and their carers must be advised to keep PecFent in a
safe and secure place, not accessible by others.

[..]

Tolerance and Opioid Use Disorder (abuse and dependence)
Tolerance and physical and/or psychological dependence may develop upon
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repeated administration of opioids such as fentanyl.

Repeated use of PecFent may lead to Opioid Use Disorder (OUD). A higher dose
and longer duration of opioid treatment, can increase the risk of developing OUD.
Abuse or intentional misuse of PecFent may result in overdose and/or death. The risk
of developing OUD is increased in patients with a personal or a family history (parents
or siblings) of substance use disorders (including alcohol use disorder), in current
tobacco users or in patients with a personal history of other mental health disorders
(e.g. major depression, anxiety and personality disorders).

Before initiating treatment with PecFent and during the treatment, treatment goals
and a discontinuation plan should be agreed with the patient (see section 4.2).
Before and during treatment the patient should also be informed about the risks and
signs of OUD. Patients should be advised to contact their physician if these signs
occur.

4.7 Undesirable effects

| | Common | Uncommon | Unknown
General disorders and Non-cardiac chest pain Withdrawal syndrome*
administration site Asthenia Neonatal withdrawal
conditions Chills syndrome
Face oedema Drug tolerance
Peripheral oedema
Gait disturbance
Pyrexia
Fatigue
Malaise
Thirst

Opioid withdrawal symptoms such as nausea, vomiting, diarrhoea, anxiety, chills,
tremor, and sweating have been observed with transmucosal fentanyl.

Description of selected adverse reactions

Tolerance

Tolerance can develop on repeated use.

Drug dependence

Repeated use of PecFent can lead to drug dependence, even at therapeutic doses.
The risk of drug dependence may vary depending on a patient's individual risk
factors, dosage, and duration of opioid treatment (see section 4.4).
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4.8 Overdose

Toxic leukoencephalopathy has also been observed with fentanyl overdose.

:(a1n¥a nnion) - 1917 172 DNA DHANRD DTV 707

I 'YWONN NTIXY TnXim 7910n% 0'Vv1d NYoIn 7V YTI'N

.7910N"%7 'NIN'VA YT 0'VID D''j7 LIOPD 'WONYT ,|I'7Y? 0N

219'0n Y17nna1 719'0A N7NNA 197 ,NYTY? 7YY AIYN NNV YT 7' AT 0'LYD
.1'o 7y 21y971 V19792

A'YON] YIN'wa N'7'NN D1LA DIXY [17va1 79100 fintva YyT'n 0'vdA |yl Wt

IXN NT'NA qon |I',U'? 0'VdN NX NINYY? YU!

N9NN2 YIN'Y? NIyann NITNIM NNNTX

.28 NN 071D DA'X D'INX D'YAN 1AW , NVAIXRNI NILA DI7N2 AS9NnNa NKX 1INy vt

‘D'NAN DMIPNA NPINN I KDNN DY YYD 019791 WIn'wn 194

.0'MO 1727 NP'TA2 NAI'N NRXINT DNA7 717V V1991 YIN'Y ,'RONI90 NNX DX @

NI'7'201 JNX NILY? YIn'Y

217V D'T'NI'OIN D'AND '2OWUNA ITIN YIN'Y .N'T'RI'OIN NDINN X'aY 711019 2'7'dn IT N9INN
ANX .(NI9NNYT NI720 MdNA LA™K 727NN ANK) A7V NINS Atan ASNNAY 2% DNaY
N77a0 .NATRI9'N DY YIT' AT .VI9POA YIN'YA [NTA AXDT7 ANI* WA ni'n'? Da 117y
L'T0 2217V DA XD N AN AT 2X0D IR NI TV N'N9NYT TY? DIWY V1979 7V [I'nn
07N 17U KON 7Y X91NN DY NNIY ,2'7'Y! NIND ND9IA 17¢ A9NNAY 2% DY ANX DX
.019;79] YIN'Wn NX 2ANTAA N'NOAYT IX [1'NA DX NI'7va? 17 TV DX

NINdNANAI NI

[11'm7 0Na% 0'717YY nNdNNAL AYY? YIn'Y ,ni'nY '71a1a% na 710! V197791 TIN YIN'Y
NN YIN'Y qUni NI AIAa [1'n DY DYy 200 17X 'R niysiny [1>'on .otn [pon n!
NNXY NOINNA NN V7IY X7 12D DNRY WIAIn? 17 DA% 0715 nnonna IX NN .Aane
"X ANRY YRANAYT NYY DNX D2 UYNNIYAYT X DX DNSTA TR IN YNNYAY7 Y
27w aNON 7Y 7P ATV K7 AT UKD DA 7Y N9INNA Wnnwa? 'wnaY

IX 17D DAY AN 2172 1210 17 W'y DR .0TXY? DTN MNYN 1DNNAY IX DitnnY [1D'on
:0OX V197797 VDN

Medison Pharma Ltd.

10 Hashiloach St., P.O.B 7090, Petach-Tikva 4917002 Israel
Tel. +972. 3. 925. 0250, Fax. +972. 3. 922. 5740
medisonpharma.com



http://www.medisonpharma.com/

MEDIS@N

We are Always Ahead | We Grow as One | We Care

IN DYUIN NISINN L7178 170 DA IR AYY7 NYUNNYA DYD 'K JNNOYNN InY'A IX DNX ©
.("nM>nna") o"jpin X7 n'no

.]YYn NNK °

T 20 N'7910 IX (NI'Y'R NYIDA IX 2TINL[IXO'T) 17¢ NINA 2¥N2 NI'Ya DY9 'R Y7 I e
.NINNX W91 NI'7NN ['A2 TUN'D'0D

|n'o ni'n'? 710 Nt ,PecFent-2 win'wn |n7ta n'xan Dan'onn TNNA |'NAN ANN OX
DN IX 17N ndSnhY

7Y X9NA T 7Y Y'IMINY ann 2Nt Q0 AT |wn% n9Nna ynnwa'? 'y e
Y'nma [12'nnn NI ynnwa'? ' e

17 ATYY?' IR 'ViIa0 ARwAY 7un )7 mymv 2N XY NIa'on N9INNA YNNvn QNN °
L]
[

N9NNA YIN'w2 VI7WY IX 7'090Y%, IN7X¥ K7W DAYl D'TIN NRI'0M N'YY °©

,D"71Y7Y NINgA ,NI7'NA 7Un'7) 210 X7 YN ANX A9NNN DX 7107 7'09N0 ANN UKD °
N9NN] AIY YNNYN ANKRY YA NI A0 UhAn AN, (ayTal Ty ,nnminy ,nimn
(‘n'7'2a niyoIn’)

a1un 719'0n 170N [IT7 T 17W X91NA DY 12T ,1770 DN'oNN TNXA |'NAN ANX DX
NNLAA P'09NY TXDI 7'090Y7 122 'Nn 7713 Ay YN

209NN Ynnvn 18D .3

NIOSXYT 'YV DN a7 NN [IT X9 ,719'0N 17002 VIAp [9INAI 719'Vn N'2'nN 119Y
NN 2'09n7 'V 'Mni X917 N1A9Y7 'Nn LINIX DNRY? 1'7V AT Dndi 'Nn 019791 Yin'vn
.019792 YIN'WUN

.... MNI' NI22A [11'N2 NIYLV] NYNNWN DX
N7'W0 NNOI7OXINIFI7 NADNN N'NIN NYI9N7 DA DNA?7 D719V N Nan »
(0" DnIMIAN NINDWYA DX 1YAY7 [N XY7) QYT 22N NINDYY NIT NIYSIn

N9NNY7 NITa0 e

?091NN DX [onX7 'R .5

212! 0T .07 NWAT D710 X7 D'INKR D'WIN 1AW ,N0AIRAI NIV DIPN2 N9NNN NX [ONK
N'N IWUKRD MDA IR ,NIY0A IT 9NN NNZ7 D217V D'WIRY 1707 NI'N71 MmN P onay
.02y v XY

TIYUN MNNAY NIDINNN JARNQ D'A0TION D1 ,IIYRA D'R¥YAY DIXYT |17V ko7 I'7yn
.DIYMN 7¥27 019 T 7Y 009 TIN D737 NI L,NINNAN

,NdM12

n"ya NNINo [10' TN

Medison Pharma Ltd.

10 Hashiloach St., P.O.B 7090, Petach-Tikva 4917002 Israel
Tel. +972. 3. 925. 0250, Fax. +972. 3. 922. 5740
medisonpharma.com



http://www.medisonpharma.com/

	4.4 Special warnings and precautions for use
	4.7 Undesirable effects

