Hyrimoz
Patient safety information card

Hyrimozadalimumab
Information for you and health care professional
involved in your medical care or treatment.

Not all possible side effects are listed on this card.
For further information, please read the Patient
Information Leaflet prior to use of the product or talk
with your doctor for more information about side
effects.

This Card contains selected important safety
information that you need to know before and
during treatment with Hyrimoz

« Keep this card with you at all times and for 70 days
after your last injection of Hyrimoz

« Show this card to any doctor or health care
professional that you see

* Record information about any tuberculosis tests or
treatment you have had on the back of this card

P> Introduction
Hyrimoz is a medicine that is intended to treat certain
diseases that affect a part of the immune system.
While Hyrimoz can be effective in treating these
diseases, some people can have one or more side
effects. It is important to talk to your doctor about the
possible benefits and possible side effects of taking
Hyrimoz. These can be different for each person.

* The purpose of this card is to notify you about some
of the possible side effects of Hyrimoz

» Some of the serious side effects that could occur
include infections, cancer, and nervous system
problems

* These are not all of the possible side effects of
Hyrimoz

) Before Hyrimoz Treatment
Tell your doctor about any health problems you have
and any medicines you take. This will help you and
your doctor decide if Hyrimoz is right for you.

Tell your doctor if you:

* Have an infection or have symptoms of an infection
(such as fever, wounds, feeling tired, dental
problems)

 Have tuberculosis or have been in close contact
with someone with tuberculosis

 Have or have had cancer

* Have any numbness or tingling or have a problem
that affects your nervous system, such as multiple
sclerosis

Your doctor should check you for signs and symptoms
of tuberculosis before starting Hyrimoz. You may
need to be treated for tuberculosis before you start
Hyrimoz.

P Vaccinations

* You may receive vaccinations except for live vaccines

« If you receive Hyrimoz while you are pregnant, it
is important that you inform your baby’s doctor
before your baby receives any vaccine. Your baby
should not receive a ‘live vaccine’, such as BCG (used
to prevent tuberculosis) within 5 months following
your last Hyrimoz injection during pregnancy

P> During Hyrimoz Treatment
To make sure that Hyrimoz is working properly
and safely for you, you should check in with your
doctor regularly to discuss how you are doing. Tell
your doctor right away about any changes in your
condition.

Keep your doctor informed about how Hyrimoz is
working for you.

Itis important to call your doctor right away about
any unusual symptoms your may have. This will
help make sure you get the right care. It will also
lower the chance of a side effect becoming worse
Many side effects, including infections, can be
managed if you tell your doctor right away

If you get a side effect, your doctor will decide if you
should continue or stop your Hyrimoz treatment.
Itis important to talk with your doctor to find out
what is right for you

Since side effects can happen after your last dose of
Hyrimoz, tell your doctor about any problems that
you may have up to 70 days after your last injection
of Hyrimoz

Tell your doctor about:

* Any new medical conditions that you have

* New medicines you are taking

* Any surgery or operation that you have planned

44

Jea e
llaiall dadlud) e glaa ABUay

Glasadlal s b
A e I a3 adlall lall iUl g el e slas
<l okl
2 3all A8 o2 5 S Aldinall dyilall ml eI S cad
Jlariad J llginaall il shaall 3 83 360 58 el I ccila slaall (4
O i) Slaglas e Jganll celid go Giaad i pmsiil)
Al Gl e )
Gy aan Al g 8 Uidh Adlu claglea o A8Uad) o2 (g giad
AR s s k) OB L ra
A A aay Lagy 70 sl La g2 e ALkl odgy Jasinl o
) ) Jsads G
Lo e ) aliaial ol b gl o d8ad) oda (i ye o
) ) o) 3
Legd jinl 8 i€ Jull 23 it (5l bl e sleall Jos o
L) o2 (e Al Agal) 3
4adis
O e o s Aiee (ial el 0l B 6l 8 s e
Ls=liall leal)
ey 38 ¢l a1 o3 Ml baali 6 8 G smn e o s A
T o agall g ST ol aal g il i le o AV ey g
Alaiaal i) Gl e V) 5 dldadl clladl) Jss dlub ae
LAY (aitd e alje ) ol (AT N ) ey pla J sl Adleidll
sale e axe Jaa ell e sleall i ) A8l oda Cangs o
Dsan e dalaiall dlaiaall duilal)
(e o Gns 8 Al salal) dlall (al je Y1 lany Jail o
el Sleall (B JSLia s la ju
san e Aibeiall Alainall Al () je Y1 S Caad 03a

‘ Jsanie glad) J2

Cagas Al o 50 (ol 5 L (el Rpmaa S0 B elpida

A LSl ) gan s S 1Y) il il 3 skl oda selus

1Y) Sl pal
)y..flnLCJJ;‘GAS:JL)JJJcU'a\)L‘\j‘djmuﬂgﬂﬁ\ﬂs-
(0L (3 JSLaa ccumilly

Sl s je i (e A jia e @€ 1) f edudl ela el S e
Ot e il IS o 1 Sl o

i aanl) djlea 3 i usmjipjiﬁg‘éiag;}og .
2xiall aleatl)

d8 Judl Gl sel s cladle @l cul€ 1Y) sty of dlh e

d}m;qdﬁwckél\c&ﬁ_)ﬂ)ﬁhdw\;Ag
BYEtBtlY

Cilalatl)

Lall Alalall) e eclalal ol lia o

6583 0 el G cdanll ol pa e Ladle (pilis i 1Y o
W o el il o U el palad) JUilaY) Canla
(Judl) il Jaxind) BCG Jie "l Ll ellals glac) §omy Y
Jaall A 5 gan s (e 3 paY) ASal) any el 5 3adl

sl g A

5 ehile ol ol 4l 5 iy LS Jamy sl Of g ST
o3 b )58 eyl clilla e Cuaaill aliiia JS8 el
s ek

L e e i S Jea sk 300 o aa)

L a3 838 Gl el A, (3lay Lo |58 ey Joss of gl 0
S ALRYL L3 2l il bl W e 3 ghadll o3 2l
Llal) (gl e ) alas Jlaial) JI celly

elinla iRl 13 (53l Qo 558 Lasls (il el dallaa (o
154

Hadia clile ety S 1) el i clila L jle <yl 13
4l el o aaa il gl o 4B | sa e 2 lall
ol Bl 58 L

deall e Jgeanll any yelai o8 duilall Gl e ) oY )l
in Ll a8 A8 AL s Al ¢ m e (g5 5AY)
5 Jsa s Ais 3 Las 70

= clanda

leealsisan dpb A & .

Ledshiti sapan 00

Lo jins of Labaddll (o el sl 5l il ja Ao 4 o

Rl el e Jsa s Gslsliy ) palddy) ] &

dadi A Ay

s

Ana Tl () el ga (sl () (al R G sm e 2oy
ol e Aclidll Slea o pud jomn o dllhia gy g6
L hanll Ay jlae e Wil aclug Zeliall Slea (o anddll 13
S S (5 ghaall i jad Jlainl 3 3y 38 gay il o (i 18
Lo lad (5 5hae
Sl e ST s (s e o AAS I a5 ghae IS ancaty

<«

() lalin]
791007 'NIN'VA YT'N D'V

AXRDIN'INTIX TIDIN
NNAIYN DAIYNN 'RIDN NIXN 'WIX AV Ny VT
73 719'01 IR TRIDIN

T D070 NIMIXD NIMYORN RIZN NIYOIN 70 N7
NNIYY IX 1WON] WIN'WA N7'NN D10 [DINT |17V "7 W
JRIZD NIYOIN 7Y Q01 VTN 73j77 12 )7¢ XONN DY

NyT7 1'7VW 21WNI 1021 'NIN'VA YT'N '7ON T 001D
7IN"I"N] 719'0N 170Nl 197

N7 INR7 D'D' 70 \WN7I NY 722 JN'R DT 00D DY *
17U NINNRD TN

IN'R IRID VINZN WIN IX XD 7D 1191 AT D'01D AN *
w101 NN

22 7y NNAYY NONYWYT 7190 IX D772 72 NITIR VTN TN *
N1 0'oD

nnNTTN

NINION NI7NNA 71I9'07 NTYIHN NONN NN TINANA
NNID'NN NDWNAN 770 7Y NIY'OUNN

77N 178 NI7NNA 719'01 N7V NIMY7 D710 TINNAY TIYa
2IWN NI IR NNR 'RI7 NYOIN VIDINT7 D717y DIWIRND
NIYOIN 7V DMYORN NINNM 7V 17U XONN DY NNIYNY
NNRIY NIN7 DIYY 178 71070 D701 NIMWORD RITN
.DTN7 DTRND

NIYDIN 190N 217 JNIR Y117 X' N7 00D 78 1NN *
TN 7w NIMWORN 'RITN

NI7712 UNINN7 NI7I7YY DNMNA RIZD DIYDINND 770 *
D'2xYN NDIWNI NIYAIL V1D ,DINT

7NN 78 NIMWORN 'RIZN NIYOIN 70 IR 17X

TIDI"N] 719'0N 197

NONN 72 7V1 17 Y'Y NIMINMA AW 7 7Y 17 RDN7 190
MM DX V'7NNT7 17w XRON7I 7 YO N7 .7010 NNRY

17 ND'RND

:ON 179 X917 190

NYINN ,0'WXD 01N [12D) DIN'T 7¢ D'I'NON IX DIN'T 17 W' »
(NI'7017 NIYY2 NIDNY

NONWA N7INN DT DY 207 Yand NN IR NONY 17 !
|00 17 N IR )7 W

7V NY'OUNN DA IR DNW7D YINZY IR NYINN 10IN 17 W'
N¥I9) MWD 10D 7 DXV NDWN

NONY 7¥ D'IYNONI DIN'D 17 W' DX 71127 1IN 178 XONN
NONY A1 71907 77 TMI PN 71NN WIN'WN N'7'NN 1197
NN NN77 7’NNNY 197

D1Io'n
DN D1ID'N LYNY7 ,DNIDN 73i77 721N *

N WTNY 2IWN [N 7002 TN N79100 1N DR
|ON7 |'X .JID'N 72 7270 71NN 197 7Y DIT7'N XRON
nyIn7 wpwn) BCG 1nd N |ID'N"A 17¢ 7NN DX
M 7w NINNRD D770 INK7 D'YTIN 5 JWN7 (NDNY
|IMNN 7002

7IN"1"N1 719'0n 170N

7Y 1Y NIV [DIXALIRID N7YID TINAMIY RTI7 1D 7y
TD 19D .)ANMA [IT7 122 17w KON 73R NIY7A 1717
DAxNA 7NY Y 7D 7Y 179 RONY

"7V AYIDYD TINTIND T 7Y XD NXR YTV 1970

DI'NDN 227 TN [DINA 17Y XDN7 WZNNY 2WN *
72j7NY N'0AN7 YO T .NHNT 717V NNRY DNW7D DN
NINNNY '2'0N DX NNO! N7 ,9002 .DIRNNN 719100 NIX
NIT7 NIYOIN 7w

790N DX 7I19'07 NN ,DMNINT 771D NI RI7 NIYOIN
q7w XON7 TN

'WUNN7 )'7y DR 07N 178 XONN RI7 NYOIN AIINN DX
NDNN DY NNIYNY YN 71NN 719100 DX 7'0907 1N
Y (122 AN 117 T 7Y

NINN N72[7 INX7 Y'OINT7 NI7I7Y 'RII7 NIYOINI NI
NMYYY N 73 7Y 17w XDIN7 190 1IN 7W NINNRD
NN 7¢ NINNRN 7T INR7 D' 70 TY 17 N7

:7V 17w 89117 190

17 W'Y WIN RIDY 2¥D 7D ¢

7011 NNXY NIYTN NIDNN *

q12Y7 [DNN NNRY NIRID NITYND IX NN 70 @

NINY7 D717y 11NN D'YDNYNN DIYWIRADN 770

NI77D0 ,NNINN 'RI7 NIYDIN

o't

QIN'ION NIMZ7T NIZND DY D'WIN7 NYION 1IN
JI0'NN NDIYNDN 770 78 NN'ON NIYNORL NRT NIV KD
DN7'N7 DA 7Y [I0'NN NN 7W DT 770 NNT DY
R NI7YNT7 D717V 1IN 1D KD 2TN NIYHYN DN

<<«

<

<

<

<

9-0ZS0-4AH-dWY-40a



YUY INY7D DINT AMNNNYT IX D'NINT NI777 Do
ANI' DAINN DI IR NIONA [12D D'INT 7710 0T 17
noNY 1Nd

J010

D102 NI777 |12'00 7NN UNNWN NNX DX *
NI7Y7 717y 1010 7w DMION

D'AXYN NDIYHI NI'Ya

NIl 7¢ MNNA IR NIYTN NIYA INND DWIRAND 77N
N¥XI9) MYV 7712 N7 .7INMMA DY DNV NOYNA

NTINYT NIXDN DX [I7VN NN XIj7 NIXR Q01 YT'DY7
K ()1 Un Ty U]

VY'OIn7 NINYYY NIMWOKRN 'NIT7D NIYDIN 7D [IN 17N
1IN 719'0 17002

INIDN 719'0 N72{77 71D IN J7W XONT WiTNn

NIYSIN 7 0'N2N DI'PONAD TNX 17 W' DX T'N

JI7RN NIMYOKRN NNINNA 'RITN

o't

IX N2ID X7 DY ,N7'A0 'M72 DYTn  NNIINY ,DiN *
IX N7'N |122) "7IN IX '7IN NWINN 72000 N2 NIDMY
S7U02 DT IR IR [TAIR |02 AR 7IWT7W (DR
N2 NIV NN N7 N7 DY IR DT 7V IR 7IVY
NI'701T NIYYA ,0NNY 1ARD ,DYXD NIYA DYYO NY

J010

(NINIDY NIVI71) NON'7N NIVIZA 7Y NINOI ;N7'7 NIYTN
N7 ;DINR DNITRY IR NYYONL NWN MY ORI
[12D) DMM7 Y WAL Y IX IV D'WTN DA 77WU0
111A0N7 N1 K7W NN T2 ;(D'WN) IR NINIY

D'aXyYn NdIYNI1 ni‘'va
,0NNY NYWT7IN DRI DM YINZY IX DYINN 101N *
N120IN 'M71 NINTND

Y'Y [DITN 'NXI' D'I'PONN 7D NITIX 17W 857 190
0'2'PONN 72 DI'XR I7X .TINI"N2A 71D'0N 17002 17
J7NONIT NIYDIN 7w DmwoNn

DIYNA 'NIDA YINTNA 'YIN 1Y NIY YyT'D
72 719'02 IX NIRIDIN NNAWN

(TB) nonwa 719'01 Nij7'1a

:TB Nj7'Ta DYD 'N N12Y DN IT 12N |PO
(VTI' 1R DX 17 XONN DY 71M) 1p O

AN'AY Nj7'Ta NNAY DYD 'X DN IT 12N |PO
:TB-7 naarn
(VTI' J'R DX 17 XONN DY 71M) p O

|NW'7D NIDINN QYD 'X N701 DX IT 12N [NO
TB 7w nyIn7 IN 719'07
(WTI' 1R DX 17 XONN DY 71M) p O

79 NTINT7 910N [DIN7 [I7VN DX X7 RIX Q010 Y07
Jmnn

77U XONN DY NNIY ,[NW7D NISDN NI7RY 17 W' DX

ONRIRIDN VINTD WIN IR
Ny
(TN NDNNN X DY TWR) 79000 RONN DY

:NONN 7Y |ID70N 100N
nMnn

MIYRIN 1IN N7 D737 RN
NPIINY TN N7AT 7Y (170N

7270 X 12D DN) 17Y NMINNRD TIDAMN N7AT JIRN
H(oath|

INIDIN VINZNN 'WIR 1121 1Y YTON DR K70 RIX
72 719'02 IX NIRI9N NNAWNL DNIYHDN

|lY72 NDI DT YTH D'V ,ARNZN N77071 NIVYWON DYYT
DN MY 127 VI YTPN D'0ND NNT O 7V 07

WNI7 NIYSIN NIrT
:NN2N NAMDA NIXNAN TIWNYT 'RI7 NIYDIN 7V NIT7 [NA
https://sideeffects.health.gov.il

7RIY' D'0NAN ,DIYNN 7VA7 NIT7 JNNWONA D 10D
:NINQN N2AMD7 IN077R INIT N7 NIYYDNRA 0"V
safetydesk.israel@novartis.com

.2020 120201 NINNAN TIWNN MY IR YTNN D'01D

RMP 2020-003_ HEB

) Ll il shen 2Ly

Oda )

G ima 153l jai yhd adi 8 ¢ ga s Jerled S 13
oda )

‘ sl 342D b e

b JSLo il 5 Byn JSLka Qi (e (sl 3k
aaxiall il G (panaly | s e Jlesind e uanll Sleal)

8 Bans A28 yal) ellgional) 3yl 85 O o ccila glaall (ha 3y 3al

s

PIA ek 8 ) Alaiaad) Lndladl Gl e ¥ IS Cud o2

L84 g

A 1Y) s (ks e AL Aa g gl oy Juatl

Salal) dilad) () oY) odgy Ablatial) A () oY) aa

dladaal)

9

il (o SIS0 Caxd S ¢ qus g (AL 3305 6 a2 o
& ol edlend o5 S ohde 1a) sbe) S sl s
caald) gl adll i i el ¢ 5 sl (aleRS) gl Apgll ol lad)
GVl iz s dala a5 (J3al 8 IS (il b
Ol 8 JSLie idlianl)

Oudapead)

b (inl) (b (R e 322 ) o lhalll 20all oy 55 ¢ L (353 o
) s dala il £yl paliail ¢ a0 (shlia B ol A )Y
i At 5 A% ¢l ) Ll Ja) Al dpals T s
5 yuda

) Jlgall B Jslia

hde pe ) g) (Bl Comia g ll (B ) jpat AT 5 0k e

Eoall A W s Al BALAN al e ) JS duda Al

0ig Adlaial) Alaiaal) (2l o) IS Cod 038 gt g

Adlal) Gal e )

o o Ae a5 b adlial) ) a8l g elt il glaa
i

(TB) dudl g3k 5 lasad

TB 0aad ¢ jial 48 i€ 1) DAY oa ) il
(Gm3 Y i€ 1Y) Gl pa anil) a2i [

TB oaad 5 ja ild & jia) 8 g 1) DA oda ) i
bl o8y

(o5 Y S 1) elyla wa (ganidl) a2 [

TB ol 4af 4 cal glis 88 s 13 A0 oda ) i
14da A8 5 f

(Com3 ¥ S 13 dlila pa anil) p2i [

5 3om 488 yall llgioall 3555 18 o s ecila slaall (o 2y al
Jsala

2 aaf wa ol Glids aa Caaas dloa) Al A4 bl calS 1)
LAY okl G

sladl

(O3 ol 53 Caay (3I) el Cudall A

ikl Cila
ayal

s e Y AN e Jeanll gl
s a3 G sa e Adis Ao a

(O Sl e < 6513)) Lils 5 V) ) e e A8 5y 5

i) s b & Ll alall Bl e slas 5 Slil shao Kisnd oa
Aadle gl dphll

o laall Ay A Gaill 3 5 Leligas 5 5yl 038 B 53 Jaguasl
il IS 33ne e glaall Al 138 aa K3 Aisay 028

daladl Gl 291 08 E3Y)

(D Ol siall e Blall al e 0 Aaall 35155 30 oSa
https://sideeffects.health.gov.il

e o il Gt )58 cJemadll calia ¢34 i€, (S
1A O siadl (e 55l 35 Jl )
safetydesk.israel@novartis.com

O g8 A ARl 3155 0 Ll Blaml e shaa il
2020 A4

RMP 2020-003_ ARB

<

|

K

>

4

>

Some people taking Hyrimoz may get serious
side effects, including:

Infections

* Hyrimoz helps people with certain inflammatory
diseases. It does this by blocking a part of the
immune system. However, this part of the immune
system also helps fight infection. This means
Hyrimoz can make you more likely to get infections
or make any infection that you may have worse.
This includes infections such as colds or more
serious infections like tuberculosis

Cancer
* If you take Hyrimoz, the risk of getting certain types
of cancer may increase

Nervous system problems

* Some people have developed new or worsening
nervous system problems with Hyrimoz. This
includes multiple sclerosis

Please read the Hyrimoz package leaflet for more
information.

These are not all of the possible side effects that
may occur during treatment with Hyrimoz.

Call your doctor or get medical care right away
if you have any of the following symptoms of
these possible serious side effects:

Infections

Fever, chills, unusual sweating, feeling unwell or
more tired than normal, feeling or being sick (such as
nausea or vomiting), diarrhoea, stomach pain, loss of
appetite or weight loss, cough or coughing up blood
or mucus, shortness of breath, problems urinating,
skin sores, wounds, muscle aches, dental problems

Cancer

* Night sweats, swelling of the lymph nodes (swollen
glands) in the neck, armpits, groin or other areas,
weight loss, new skin lesions or change in skin
lesions (such as moles or freckles) you already have,
severe itchiness that cannot be explained

Nervous system problems
* Numbness or tingling, vision changes, muscle
weakness, unexplained dizziness

Tell your doctor about any unusual symptoms that
you may have during treatment with Hyrimoz.
These are not all of the possible symptoms of these
side effects.

Information for you and healthcare professionals
involved in your medical care or treatment

Tuberculosis (TB) Tests and Treatment

Mark this box if you have ever been tested for TB:
OYES (Check with your doctor if you do not know)

Mark this box if you have ever had any test that
was positive for TB:

OYES (Check with your doctor if you do not know)
Mark this box if you have ever taken any pills to

treat or prevent TB:
OYES (Check with your doctor if you do not know)

Please read the Hyrimoz package leaflet for more
information. If you have any other questions, talk to
your doctor or another healthcare professional.

Your name:
Doctor’s name (who prescribed Hyrimoz):

Doctor’s phone number:

Indication:

Date of your first Hyrimoz injection: ___

Dose of your Hyrimoz injection: __

Date of your last Hyrimoz injection (if no longer taking
Hyrimoz):

Please fill out information for you and healthcare
professionals involved in your medical care or treatment.

Reporting Adverse Events

Adverse events can be reported to the Ministry of
Health via: https://sideeffects.health.gov.il

You may also report to the registration holder,
Novartis Israel LTD. at: safetydesk.israel@novartis.com

This document has been determined by the Ministry
of Health and the content therefore has been checked
and approved on November 2020.
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