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Patient Alert Card

LIBTAYO
(Cemiplimab)

Important safety information to minimize the
risks of immune-related adverse reactions
This Patient Alert Card will help you identify and
report any symptoms of side effects from your
treatment with LIBTAYO.

Important information

o Tell your doctor about all medical conditions that
you have and about all medications that you are
taking before you take LIBTAYO.

e LIBTAYO can cause serious side effects that can
get worse.

o Report all symptoms of side effects to your doctor,

even if they are not listed in this Patient Alert Card.

* Do not delay in reporting all symptoms of side effects
to your doctor, even if you are away from home.

* Do not attempt to treat any of these symptoms
yourself without first consulting your doctor.

o Carry this Patient Alert Card with you at all times
during treatment.

e Show this Patient Alert Card to all doctors you
see other than the doctor who prescribed you
LIBTAYO.

Warning message for healthcare
professionals treating the patient at any
time, including in conditions of emergency

This patient has been prescribed LIBTAYO, a
PD-1 blocking antibody. LIBTAYO can cause
immune-related adverse reactions that affect the
skin, lungs, gut, liver, hormone glands, kidneys,
and other parts of the body. Early recognition

and appropriate management are necessary

to minimize the consequences of any adverse
reactions. Refer to the LIBTAYO Summary of
Product Characteristics for details on the detection
and management of any 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. Healthcare
professionals are asked to report any suspected
adverse reactions via the national reporting

system via the link: https:/sideeffects.health.gov.il

Seek urgent medical attention if you have any
of the following signs or symptoms, or if they
get worse:

Skin problems

e Rash or itching

o Skin blistering
o Ulcers in mouth or other mucous membrane

Lung problems (pneumonitis)
* New or worsening cough

e Being short of breath

e Chest pain

Gut problems (colitis)

e Frequent diarrhoea often with blood or mucus
e More bowel movements than usual

o Stools that are black or tarry

o Severe stomach (abdomen) pain or tenderness

Liver problems (hepatitis)

* Yellowing of your skin or the whites of your eyes
e Severe nausea or vomiting

o Pain on right side of your stomach (abdomen)

» Feeling sleepy

o Dark urine (the colour of tea)

o Bleeding or bruising more easily than normal

o Feeling less hungry than usual

Hormone gland problems

* Headache that will not go away or unusual
headaches

o Fast heartbeat

o Increased sweating

» Feeling cold

o Very tired

o Dizzy or fainting

o Weight gain or weight loss

e Feeling more hungry or thirsty than usual

o Hair loss

o Constipation

e Your voice gets deeper

o Very low blood pressure

e Passing water more often than usual

* Nausea or vomiting

e Stomach (abdomen) pain

e Changes in mood or behaviour (such as
decreased sex drive, being irritable or forgetful)

Type 1 diabetes

e Feeling more hungry or thirsty than usual
* Needing to urinate more often

o Weight loss

e Feeling tired

Kidney problems (nephritis and kidney failure)
o Passing water less often than usual

e Passing blood

o Swollen ankles

e Feeling less hungry than normal

Infusion-related reactions (sometimes can be
severe or life-threatening)

e Chills

e Shaking or fever

e Itching or rash

o Flushing or swollen face

* Being short of breath or wheezing

o Feeling dizzy or feel like passing out

e Back or neck pain

Problems in other parts of the body

* Headache or stiff neck

o Fever

e Feeling tired or weak

o Confusion

o Memory problems or feeling sleepy

o Fits (seizures)

e Seeing or hearing things that are not really
there (hallucinations)

e Changes in eyesight

e Eye pain or redness

e Severe muscle weakness

e Changes in heartbeat, such as beating fast or
seeming to skip a beat or a pounding sensation

o Bruises on the skin or bleeding

Important contact information Juaidl Aaga cila glaa
Doctor’s name Gl ausl
Doctor’s phone number Cunhall Ciila 8
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My emergency contact
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Emergency contact’s phone number

The format and content of this Patient Alert Card
was checked and approved by the Ministry of
Health on March 2020.

For further information, consult the Patient
Information Leaflet (PIL) or call Sanofi at 09-8633700
Reporting suspected adverse reactions to the
Ministry of Health by using an online form
https://sideeffects.health.gov.il.

Also report directly to Sanofi Company 09-8633700
REGENERON | SANOF| GENZYME «J

Sanofi and Regeneron are collaborating in the global development
and commercialization for LIBTAYO® (cemiplimab).
All rights reserved.

(s oshll s 3 JLaiY) dgn il

Aaalls )5 baggle Cislia s il o3 (5 sina s Arpa Cuaal o
.2020 LI &

A T gl 55l 5 ) e o ng chlnl e sled
09-8633700 & silus 4S i

(A B U e sl Gl el daall 3l 55 ¢34 (S
48,8 30 (Se WS <hitps://sideeffects.health.gov.il
09-8633700 & il (A silus

REGENERON | SANOF| GENZYME 2

sinll G el 5 allall o kil 8 (1S LSS Regeneron s Sanofi
(P

odierm)
Al Al K

S Aadle Al capal 1) sl ad g ile AL 4 gl e

) B 1) g oLl Aailal) B 5 Ul &li (s ¢ ke

1 (Aa) Lgda

) 0 g AT 3hla (Gl 2]

Giall s slglaa e

SA e

Canall 5 il jsnii @

dls ) @

ey s S5 SISl @

Gl e

(lshe) ddis e Hsal A5y ol pan @

LSRR R

Opnadl &l peal Sl e

Aall O liasll Cazn @

g s Gl i 8555 o el plai s 555 A @
Gl iy el o QlRll iy pun ally s

Aall e 463 f e o


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

nall o ST Ay 8 al 8 J3a @

Sl G e

Ohdl Al e

cipniall Al Qaliss) s i) d bl g1l b s e
(w5 Appame

1 ball) g &

Foalall AL &l alanll i g sl sl 525 @
a8 glal 3 3l Vsl o

T e

s e

Jsabg [Nephritis] ) clgll) Sl Ailaia 2 e
(S0 dae

Slinall (ya Jil 550 J3l @

Jsall Gee

Glallla) 50

Lla) Aally & Jlie g sadly sl (liss) @

BLall 3asga i Bala 585 3B) Gy puatilly Ablatia (Jad 393
(=™

S pid e

é;ifé_:)i

zib fiss o

aa sl pos o il Jlsenl o

ea i) 3 Gam o

clee¥l S sl st e

A0l ekl e

([Colitis] cistsill Qlgll) slaal) b 2 i

Lo 5l an 518 gy A Olaal 855 S Jlgmd Vs o
inall e S slasl IS 2 @

Okl 4k sl 50 0

Ol b il 5l sl o

([Hepatitis] <V clgill) <0 & Gal e
Gl by S Al il @

Bala il ) olie @

Sl e iadl Agall i ol o

JERPSI

(S Je aigl) (Sl d s @

S el (e Jedd Al e Gigan gl Cin i@
ol Al e g sally sl (mlisil o

Al ga ) 2l dllaia il i

Al glaa Vs S dspVelaae
Ay Gl @

Loieginie

b gl o

s i@

clat) sldisn 0

08l pRli) Sl el ) e

alal) AL &5 Jlie ilaal) Sl g sally sl By @
el Ll @

Al
L]

(b llaall Z3all axia dal) Blal) 31 B 5 sl e
(5))#!&?\_\95&3@@‘;&3@

O (8 PD-1 by dims s 85 ¢ i 4l i crllal) 13
iz G deliall Jlem Al @l dpila gl el ) sl o
S 6 g el 3381 (2 ¢ anmgl) el gy ) calal i
s mm oSl 3lalls Sl Lyl AV ;'u.r.'ij
Laal e cony 68 g 55 (sl e Bl ) e ) ol s
GLEs) g Jualdi e J seanll ¢ il ealal) Culall 5,0
Leadle s sl al eI

el imatidl) Jm ay Ll () e e E LY agdl)
raniually Guilaiall Sladllfsildl) ¢ ) gl JUite sea o) ja) mib b
e Aalall Gl e Y1 e Vil of adall U ol a0 e il
https://sideeffects.health.gov.il : ) Ll

cade g dadle A cipdal 1Y) (s s b e AL Ax gl e
e s B 13) gf colial Aailal) B 5 aUAl Al o (ha

Lala 2l e

i fiaibe

Al e Blayn @

AN LA At S ol B s e

M g B ) 0 B Rl 3l
([Pneumonitis]

JRIERS IV IRV PV

ol 3 Gun @

aall ol e

llaall cila glaa A3Ua,
o»
Sy

(L,lbuh.amu)

T

Al palel digan i Julen dals dadw cila glaa
dolial) jlgaw ddlata

(ate) Aadle A GLES) o o2 lladll il slaal) iy dlaclis
e £3UY15 sl cladlad el Gl e YL Lsla

daga claglaa

S T Al JSLad) IS el pual sl 23 ey S @
Al i 25V 0S5 eleda

8 O oSy Bala Aals U el sl iy 8 0

Ay 8 el ol 13) s el (ml e ) UG dliaka il e

Yy Cltun il gleal)

S 13 s s gal el aladle Al dud ¢30) dasi Y

ol e e

il 5 L) (5 s 5 gl e V13 e Ul el o Jslasi Y

e

JS J sk o3 elladll e sleall 38y Laila el Jan of e @
okl s

6ot 53 el ellaY) JS alal o3 alladll e sladll ik el @
sl A Cam s 3 Capall ol lae Lo

wwp nAN'? AIWN YT

X9INN oYW

X9INN 7¥ 1950 'on

91000 DY

791000 7w 19700 'on

DN NPT "7 YR UK

DN NP7 TR UK 7Y (1970 'on

NINMAN TN T 7Y NYIRIE DTV 112N AT 0101 VNAID
.2020 yma

'91IX0 NNANY NNOY IX DX7 [I7v2 "7 W' ;901 yT'nY
09-8633700

NIYXNANA NIXM2AN TIWNYT 'RI7 NIWSIN 7V NIT? N1

1> m> ,https://sideeffects.health.gov.il :xan Nwpn
09-8633700 '211x0 N12AN7 NN'W' NIIT? [N

REGENERON | SANOF| GENZYME J

29 pirwi 221720 nim'oa n71ve nisnwn Regeneron-1 Sanofi
.(axn'79mo0) I'vv2Y

NNMY nIrnTm »

D"INX Q1A "MITR] NIYSIN

ANIXD NIYRI IN UKD XD

nin

nYYIN IX NI9"Y NUINN

727

NINNY' NYINA IR [ND'T NI'Yva

D'odo

NIX'¥N] D'N"P7 DI'RY DT 7W YNy IR 'R
(nrtn)

NN DY

D"1'V2 DTIK IN 2ND

MmN DNNY NY2In

7Y NWIND IX 'NN 27 %7 120,270 A¥pa DY
17 NINN NYINN IX AN'YS NNonn

A2 D'NIN'T IR NN

200N NI NIDPN DMY7 [NY NN e

NINPN IR NI7'NY

JO2 XD ®

, TN ' YN [120) NIANINNA IX NNN 2¥N] D''Y @
(nnNdW I nnavy

1 a10n ndI0

2200 2¥NN NN [IXA'YD IX VN NYINNA DY e
ANI* NIDN D'NYY? MY NN I @

PwUna N e

NI9"Y NYINN o

Nnj'o0 NI [0'0Mv1] NI Np7T) N niyesIn
(ni'»

21200 NI N3N NNTN NY NN @

NYa DT ®

D"'710171 NIN'OY ©

21270 2¥NN NNIYYZ 9710 NYINNA NTA e

IN DMN DIFAY? NI 0myY) 1Y NNIYER nRIan
(n''n nidON

nNmIny

DIn IX TV

nNMO IR T

D191 NIN'D IX 7NI0

D'OIXOY IN NN'WI NI

1197Y NYINN IX NNINTNO NYINN

ANIND IX 221 AN

([orv'nj7] 0an 'wyna N"7T) 'wna NIYSIN

27 IN DT DY NI2ANP D'N'Y7,0'91DN D7IY7Y @
72200 NI N2 0YYN NN e

NOT? NNITN NMINY DXIX ©

V22 NIYAT IX NN XD @

([0orv'von] Ta>2 NP'7T) TAd2 NIYOIN

D' 217 IX WD NANXD

NNMN NIXPN IR NI7'NA

0N 7Y M T AND

nne

(nn vaxa) nnd N

217900 NP N2 NI7PA DNIAN DYDIN IX DIN'T
7270 2¥NN NNIY? N NYINN2 AT

NI'AMIINN NIVIYAA NIYDIN

D'A"IN YR 1ARD IX 971N 1'RY UKD IR
niN'Nn 2% ninwoe

naam nytn

J7 NYINN

nmn nioty

1197y IX MINTNO

77Una T IR Tpwna Nty

2200 2¥NN NNIWY [INA'YD IX AN DYINNA N7y
W'Y M

nN'Yy

NI PINY QWY1 7Y 710

TINA N1 DT YNY

D'790N7 'NIDT NIIY 'WIX WAV NIATX YT
DIN'N 'ax¥n NI ,ny 72 19102

1'k02"? .PD-1 noinn |Tan ,I'kv2'™? WM N1 791007
]10'NN NDIWNY NNIYEN 'RI7 NIYOINYT DNA7 710

, 720 ,712'vn NdWN L NIRM VA 7V NIY'DYNn TR
DTPIN 'INT .0MINKR 912 N2ARE DY DM nivia
2¢ NI7UNN DX WA NIn 7Y 0NN D7IN 719101
79 XON7 (1752 |"Y7 W' .XINY 210 7o0 'RIT7 NIYOIN
.|N2 719101 'RIT7 NIWYSIN IN'T NITIX D'0197 I'RVA?
L'NI9T V'WON DIYN INKRY 'NI7 NIYDIN NIT? 21wNn
¢ |12'0/N7WIN |TRN 7W 9'%7 1101 TWONNN NAT
NIT? D'YPANN 'RI9T NIIY 'WIR 'RIDIN 1'WINN
INQN YRR NIYXNNA 'R DIYDIN 7Y

https://sideeffects.health.gov.il

IX [n'0 17 W' DX 9INT 'XI91 719'0%7 N7 7Y
:DMNNN DAY IX,[707Y Antwaan 1Y 'non
NN NIYSIN

TIAIRINND e

Y2 NINIDY @

NNNX NINM NP IX 191 DD @

TNININ NP2 NP'7T) NINDA NIYOIN
([orvamixao]

D" 70'wa "MNN IR UTN Y'Y e
nN'wI NI e

NTN12AND ©



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

