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PRD-005975-5 ¢ you have had a stem cell transplant from another person in the last 4 months — Breyanzi contains sodium, potassium and dimethyl sulfoxide (DMSO) Tell your doctor immediately if you get any of the side effects above after being
[JE the transplanted cells can attack your body (graft-versus-host disease), causing This medicine contains up to 12.5 mg sodium (main component of given Breyanzi, as you may need urgent medical treatment.
symptoms such as rash, nausea, vomiting, diarrhoea and bloody stools cooking/table salt) per vial. This is equivalent to 0.6% of the recommended
1466889A1 ¢ you notice the symptoms of your cancer are getting worse. These symptoms maximum daily intake of sodium for an adult. Up to 8 vials of this medicine may Other possible side effects
include fever, feeling weak, night sweats, sudden weight loss be given per dose, which in total contains 100 mg sodium or 5% of the
* you have had hepatitis B or C, or human immunodeficiency (HIV) infection recommended maximum daily intake of sodium for an adult. Very common: may affect more than 1 in 10 people
* you had a vaccination in the last 6 weeks or you are planning to have one in * difficulty sleeping
the next few months. See Live vaccines below for more information. This medicine contains up to 0.2 mmol (or 6.5 mg) potassium per dose. Your * low blood pressure including signs such as dizziness, passing out, or change
doctor will take this potassium content into consideration if your kidneys do not in eyesight
If any of the above apply to you (or you are not sure), talk to your doctor before work properly or you are on a controlled potassium diet. e cough
. . being given Breyanzi. This medicine also contains DMSO which may cause severe hypersensitivity * feeling sick or being sick
Package leaflet: Information for the patient reactions. » diarrhoea or constipation
Patients treated with Breyanzi may develop new types of cancers. There have e stomach pain
~ Breyanzi 1.1-70 x 10° cells/mL / 1.1-70 x 108 cells/mL been reports of patients developing cancer, beginning in a type of white blood e swollen ankles, arms, legs and face
i : . o -
: . . . cells called T-cells, after treatment with Breyanzi and similar medicines. Talk to Py : .
= dispersion for infusion . . Y 3. How Breyanzi is given rash
i bt | | your doctor if you experience any new swelling of your glands (lymph nodes) or
T e agene';n;ra e o Tcell changes in your skin such as new rashes or lumps. Patient Card Common: may affect up to 1 in 10 people
(chimeric antigen receptor [CAR] positive viable T-cells) « Your doctor will give you a Patient Card. Read it carefully and follow the * trouble with balancing or walking '
Tests and check.? _ _ instructions on it. * high b_Iood pressure whnc_h may include signs of very bad headaches,
-Becfr?;sky;ouuflrueng;vehr:eaBr':zﬁintfllc;gc?::edsgﬁ::r will: * Always show the Patient Card to the doctor or nurse when you see them or if S\r:veatlng or trquble sleeping
. . . . ) . , ou go to hospital. ¢ changes in vision
¢ |ook for signs of infection — any infection will be treated before you receive youg P e changes in the way things taste
Breyanzi _ , Giving blood to make Breyanzi from your white blood cells * numbness and tingling in the feet or hands
* look for signs of graft-versus-host disease, which can happen after a stem cell * blood clots or problems with blood clotting
transplant from another person B e ; * bleeding in your gut
. > . reyanzi is made from your own white blood cells
¢ check your blood for uric acid and for how many cancer cells there are in your y y e passing less urine
bloc;d. ThISYWI|| showblf you are “I;PTIY to dtevEIcip a condltiﬁn callzc'it.tumour lysis « Your doctor will take some of your blood by putting a tube (catheter) in your * infusion reactions — such as feeling dizzy, fever, and shortness of breath
Si’]n rko,Te' ou may be g"ﬁn medicines 1o help prevent the condition. vein. Some of your white blood cells will be separated from your blood. The * low blood levels of phosphates
L] . . . .
check'f yohur C?_T,CeBr IS gdeCIng V(‘j'oéf\‘j fect rest of your blood is returned to your body. This is called leukapheresis and * low levels of oxygen in the blood
L] .
1 check for hepatitis Band &, an intection can take 3 to 6 hours. This process may need to be repeated. U ffect up to 1 in 100 |
« Your white blood cells will then be sent away to make Breyanzi. ncommon: may affect up to 1 in people
V' This medicine is subject to additional monitoring. This will allow quick After you have been given Breyanzi Y y * anew type of cancer beginning in a type of white blood cells called T cells
identification of new safety information. You can help by reporting any side * If you get certain serious side effects, you must tell your doctor or nurse Other medicines you will be given before Breyanzi (secondary malignancy of T cell origin)
effects you may get. See the end of section 4 for how to report side effects. ‘Strallght avyay becau?e you may need treatment for them. See section 4 under « Afew days before you receive Breyanzi, you will be given a short course of e the fast breakdown of cancer cells, resultlng inthe relgase qf toxic waste
Serious side effects’. chemotherapy. This is to clear away your existing white blood cells products into the bloodstream — a sign may be dark urine with symptoms of
::(a::ua::a?: ;gl:tla?ﬁfsltia'tnca‘:ﬁfalﬂltyi:fc(e::)nl;zt)ilg: fa(::e gol\l:en this medicine o YollIJr doct%r will regularly check your blood counts, as the number of blood « Shortly before you receive Breyanzi, you will be given paracetamol and an nausea or pain on side of :_s?omach _
* Keep this leaflet. You mF:ay need to read it again yor J ;?a)sl grll:;,e tictrﬁ: free.atment centre where you had Breyanzi for at least 2 weeks antihistamine medicine. This is to reduce the risk of infusion reactions and ) IS_evere IInﬂammc?tlory C;])ndlélon  Symptoms may include fever, rash, enlarged
let. ( . . fever. iver, spleen and lymph nodes
* Your doctor will give you a Patient card. Read it carefully and follow the Your doctor may recommend you stay longer to make sure the care you get * heart weakness, causing shortness of breath and ankle swelling
instructions on it. after your treatment meets your individual needs. See sections 3 and 4. How Breyanzi is given e fluid around the lungs
* Always show the Patient card to the doctor or nurse when you see them or if i i : . ini-
Jou é,o into hospital y * Do not donate blood, organs, tissues or cells for transplantation. « Your doctor will check that the Breyanzi was prepared from your own blood by e stroke o'r mini stques .
« it vou h furth i K doct , ) , ) checking that the patient identity information on the medicine labels matches * convulsions or seizures (fits) ,
i you have any.dur f?r ques IIEHS, as )(’jOUF octor or nU_I[rS]?- olud You will be asked to enrol in a registry for at least 15 years in order to better your details * weakness of the face muscles, vocal cords or weakness in the body
* If you get any side effects, talk to your doctor or nurse. This includes any understand the long-term effects of Breyanzi. Do P : ; : « swelling of the brain.
possible side effects not listed in this leaflet. See section 4. * Breyapm IS given by |'nfu3|on (drip) ”"0“9*,‘ atubeintoa Vein. ,

™ Child d adol t ¢ You will receive infusions of the CD8 positive cells, followed immediately by . .

S What is in this leaflet 5 fidren T]" I: ° e:cep S hid 4 adol below 18 f infusions of the CD4 positive cells. The time for infusion will vary, but will Reporting of side effects . o
1.What Breyanzi is and what it is used for reyanzi should not be given to children and adolescents below 18 years of age. usually be less than 15 minutes for each of the 2 cell types. If you get_any s_lde effects, talk_ to your d_octor, pharmacist or nurse.Thl_s includes
2.What you need to know before you are given Breyanzi o _ any possible side effects not listed in this leaflet. You can also report side effects
3.How Breyanzi s given '?;ITe;LT zg::(t:él:i? ::r:eBi;e‘c,;nazrle taking, have recently taken or might take an After Breyanzi is given dlreCtIrz/fVIaI\t/lh:gz"\?vl\; Cag Sc(i: hetmhe \é.vebslltel::’\llvww-n;hral-quv-UKé\;e”OV\gard. .
4. Possible side effects your goctor @ e [t you ar g, hav y'taxen ormig v * Stay close to the treatment centre where you received Breyanzi - for at least search lor ? ellow Lard in the Google Flay or Apple App Store. By
5. How to store Breyanzi other me@cmes |r‘10Iud|ng.med|C|nes taken \{w.thout a pregcrlptlgn. 2 weeks. re_portlng_ glde effects you can help provide more information on the safety of
6.Contents of the pack and other information ﬁ:\i:eglrznai;?r information about the medicines you wil be given before « During the first week after treatment, you will need to return to the treatment this medicine.

g brey ) centre 2 to 3 times so that your doctor can check that the treatment is working
- . —and to help you with any side effects. See sections 2 and 4. .
1. What Breyanzi is and what it is used for Medicines that affect your immune system Py y 5. How to store Breyanzi
Before you are given Breyanzi tell your doctor or nurse if you are taking any If you miss an appointment

What Breyanzi is :n(ca:?)lr(t::gsztteﬁs;[dvgeaken your immune system such as: Call your doctor or the treatment centre as soon as possible to make another Keep this medicine out of the sight and reach of children.

Breyanzi contains the active substance lisocabtagene maraleucel, a type of : appointment.

treatment called ‘genetically modified cell therapy’. This is because these medicines may reduce the effect of Breyanzi. Do not use this medicine after the expiry date which is stated on the cartons
[aV) : 3 3
© . and vial label after ‘EXP’.
S| .| Breyanziis made from your own white blood cells. This involves taking some of Other medicines that treat cancer 4. Possible side effect

your blood and separating out the white blood cells and sending the white blood Some anti-cancer medicines could reduce the effect of Breyanzi. Your doctor will - Fossible side efrects Store frozen in the vapour phase of liquid nitrogen (< -130 °C).

cells to a laboratory so that they can be modified to make Breyanzi. consider if you need other cancer treatments. . . . - :

Like all medicines, this medicine can cause side effects, although not

What Breyanzi is used for Live vaccines everybody gets them. 6. Contents of the pack and other information

Breyanzi is used to treat adults with a type of blood cancer called lymphoma You must not be given certain vaccines called live vaccines: ) )

which affects your lymph tissue and causes white blood cells to grow out of * in the 6 weeks before you are given the short course of chemotherapy (called Serious side effects ' o What Breyanzi contains

control. Breyanzi is used for: lymphodepleting chemotherapy) to prepare your body for Breyanzi. :)—el_l your docéor |mm?d|ately if you get any of the following side effects after * The active substance is lisocabtagene maraleucel. Each 4.6 mL vial contains

« diffuse large B-cell lymphoma * during Breyanzi treatment . . €ing given breyanzi: a dispersion of CAR-positive viable T-cells (CD8 positive cell component or

* high-grade B-cell ymphoma * after treatment while your immune system is recovering. f il hakin. feeling fired. fast heartbeat. fecli CD4 positive cell component) with a strength of 1.1 x 10° to 70 x 10¢ CAR

* primary mediastinal large B-cell lymphoma . o ever, chills or shaking, teeling tired, 1ast or uneven heartbeat, leeling positive viable T cells/mL for each cell component. There may be up to 4 vials

» follicular lymphoma. Talk to your doctor if you need to have any vaccinations. “gnt'geadelg and |Sh0rt of b;eath —these may be signs of a serious problem of each of the CD8 positive or CD4 positive cell components, depending

* mantle cell lymphoma called cytokine release syndrome _ i , upon the concentration of cryopreserved medicine.

Pregnancy and breast-feeding ¢ confusion, being less alert (decreased consciousness), difficulty speaking or
How BreyanZi works If you are pregnant or breast-feeding, think you may be pregnant or are planning slurred SpeeChv Shaking (tremor), feellng anXiOU.S, feeling diZZy and headache e The other ingredients (excipients) are Cryostor CS10 (contains d|methy|
||+ Breyanzi cells have been genetically modified to recognise the lymphoma to have a baby, ask your doctor for advice before being given this medicine or —these may be symptoms of a condition called immune effector sulfoxide or DMSO), sodium chloride, sodium gluconate, sodium acetate
8‘ Ce||S in yOUr bOdy Iymphodepletlng Chemotherapy. The effeCtS Of BreyanZi in preghant or Ce”_aSSOCIated neUrOtOX|C|ty syndrome (ICANS)a or Slgns Of prObIemS Wlth trihydrate’ potassium Ch|oride, magnesium Ch|oride’ human a|bumin’
- * When these cells are then introduced back into your blood, they can breast-feeding women are not known, and it may harm your unborn baby or your nervous system oy _ o N-acetyl-DL-tryptophan, caprylic acid, water for injections. See section 2,
recognise and attack the lymphoma cells. breast-fed child. * feeling warm, fever, chills or shivering - these may be signs of infection “Breyanzi contains sodium, potassium and dimethy! sulfoxide (DMSO)’".
* |If you are pregnant or think you may be pregnant after treatment with Breyanzi, The infections may be caused by: o
. . talk to your doctor immediately. - low levels of white blood cells, which help fight infections, or This medicine contains genetically modified human blood cells.
2. What you need to know before you are given Breyanzi * You will be given a pregnancy test before treatment starts. Breyanzi should - low levels of antibodies called immunoglobulins
* if you are allergic tg any of thg in rédients of this medicine (listed in section 6) i i i ¥ umzlnless o, poreon (I)'r ; ﬁg, o anhge iy W:'y Iil'ou omory o gms " Breyanziis a cell dispersion forinfusion. [t is supplied as vials of slightly opaque
If illou think yoS may beyallergic gsk your doctor for advice . Piscuss the need for contraception with your doctor. )(;Cr{:;t;_g:ﬁzégirscigigfc s‘?lc?r;q ?I'Sr;:s: nmg: S;ﬂ :)ems Ir?mg’tcnﬁ? gfr );Zgr'o s and to opaque, colourless to yellow, or brownish-yellow dispersion. Each vial
; . i i i usion. iou : : : . o e
e if you cannot receive treatment, called lymphodepleting chemotherapy, which Di ith d if h ved B ) potentially fatal br%in condition known as p)r/ogressiv):a rEuItifocaI contains 4.6 mL cell dispersion of either CD8 positive or CD4 positive cell
) ’ y s iscuss pregnancy with your doctor if you have received Breyanzi. component.
reduce the number of white blood cells in your blood (see also section 3, How leukoencephalopathy (PML). These symptoms may start several months after
Breyanzi is given). Driving and using machines treatment has ended and they usually develop slowly and gradually over Marketing Authorisation Holder
Warnings and precautions Do not drive, use machines, or take partn activites that need you o be lertfor Ao of those symptom, sincethey may notics &ymproms that you are ot
. . . i ’ Bristol-Myer: ibb Pharma EEI
Before you are given Breyanzi you should tell your doctor if: atleast 4 weeks after treatmerﬁ. Breyangl can mgke you sleepy, decreag e aware of. stol Myers Squibb Pharma EEIG
D —+1 « you have any lung or heart problems awareness, and cause confusion and seizures (fits). Based on your individual « feeling verv tired. weak and short of breath — these mav be sians of low red Plaza 254
ol « you have low blood pressure needs, your doctor may advise you to wait longer before driving. bl dg I Iy | ’ ! y 9 Blanchardstown Corporate Park 2
S Dl00€ . N o ood cell levels (anaemia) _ Dublin 15, D15 T867
=2 * you have an infection or other inflammatory conditions. The infection will be * bleeding or bruising more easily ~these may be signs of low levels of blood Ireland
e treated before you are given Breyanzi cells known as platelets.
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Manufacturer(s)
BMS Netherlands Operations B.V.
Francois Aragostraat 2
2342 DK Oegstgeest
Netherlands
This leaflet was last revised in 04/2026

N~

[}

o

N~

[}

o

]
©
~
d‘ ¥ |

N~

S

[sV)

0 |

{9

@

9

a

Q.

©

e R SRR

§=

- a— c o Q < — —_ ® B heo]
kS S S © e S8 ® O z &2 S 2 o) o9 9]

2 > o 2O ° g eoE £ o Boog £ 2 2% g2 o .5 sof > 9 £8c £ g2

= c ° £ L + € O 0,9 Q c == C c T £ =] o< Q’AUA Q== g = > =g = — c )

c = o S 2 5. $a g= IS = o2 E o0 O D 5 5% .o 2 2c 05 £o0 o2 o= FR=S s QL Q5

< §c® 3 ; £E 22 2 g2 9o e S 0a28y Tp 8=_ 255:8 B%8 T28% TeofEe2sS 83z 5 835%¢

o et el : E=l 8§ 006 €7 ° = S>8x 3 =k S0E $ol2€E5>200 Y005 XETVGESTw @ €280 5 222
o35 52 ~ =9 22 25 7% & k I Sfag 85T BES 5°E02528cs8§ES 288c5383 S¥8F 3 S3aE
O s 20 s € c = c>_8a5e Ts = ) 5 5 .2 = —o0o=2=_) c 92265606 &= coc.8 c c 2 5
co Q 3 o) ol ° & ) 5 . OB ERVE > T SO hecwET oo S € o026 ce o= - =]
= n © OO0 E] o 9 oS . C D o)) = o q’ooctﬁé(ﬁ“ O T a 2c-=2 ._Eh:EEDCUE T= 0% c o= U);oQ_ o I
cCo= 00 i ~ og -° =236 So c o N ESCs2520 Qo5 TOEFREESSEETO0wy CrafcsSo e -~ 0O c CTEO
E5%¢ 5 » 2 -2 FLO S = = S S0 ESe? PORGEoELETEIE2080 2 EGILBEQLEE £QEs = =09 c
£ 8€e06o \ - 0 Ot oOQLF 8- > ° > S0 02L& -:omsg_gué’meh“’gﬂ%ecn& ECPE3LG TG CDO;)CQ- ks TLETD

- = 5 Q= = > g 0 = = 2 @ ) TcEGgIS38, 08 >»>CO0DacsEwdOs5~ ocEoe =0QEofc sc T30® 2 = 8 C

: gE51d v~ £L °f Jfe 2s £ 55 & . 2pEESS8, JUSCESCECRECRESCUe PETESSTER s s88g § 0 fpas

- 02332 —~ S c BE 558 £% = > B COERSEScE EL382c02206500r 52 g0 Scge®83CS52E s >3 = =

cnQ - £ g o0 = 2 = N 2% £ 7 c o -2 >4 0 = T = = Q € 3: ¢
9 252 o | 03 58 332£ B¢ 0§ g2 s £535e208s 95286326285 858052 8°8PeSo238 §3sg 2 =8to
o SoEs*E = Cogd Rog .2 ° \ 5 © 25Tl T o 8os SONCOEEELECRFess580C EQ2E=35Ece 25T o o252
=2} CEQEOQ o O | E’_E oto 8‘]&) = & _Cg o ;E%QJEE_Q":CD LQQég-—OSOCQLEO oS € E 8+.EQ-CO:-98 hggg < Cmo_g
SEST o> 9 - €@ £35 =2 3 e 2 93 -.060E8EEGR CVE502C 209025 £2083 —wvo32T 80 2 < 3E T S5 82
Toe2o? = By o@B o 2 So 3 SooSeE=EZs GTECESETTLLYSSEEET 888 LEREES Shol Lo 5o 2
TS88%%, c3 oG o2 @ ® s 2 T68,228, 3 80fv2T; L CEDEEXETRD | 2 EERT S ETE 6 s 232895
->20 %0 ol 2o EQE o - £x 3 Q20 ,==0" Q25T 2+4 1 E2C 06 ccdowa o809 o889 ] o =
Oc oS . £ 92 gc =2 < = © Xo0FE0L2TGE NZ2o0cg®F 520 50_S S Q22 F=a —_ =<0 O -5
sE5att £g5 58 2325 25 % 2% S 285855858 #,5°50885858052,5832858¢55.02e8 £ 5858 5 SE3E
) = O «= = 3] . > = E£EL2 = o8 ft a0 ls = - 0o I3 c = OCgp22cE £ c 82 © 2
SgEodo ‘ © S = L= 0> o S o & Y °x c csSTTELE T N > > hmommCEo“c+°’.°’m OEE\S':'E ®EC O ] > -
SECC gQ SO o cog o8 > g Nocogd E5552L0ce>20580259EccS5ESE2 0 S5 32 < S095
Oy 52030 > = £ ®¥ca 52 S 23 5 9§ $Z£EC 02T FoDE5ciTEB2c02E o8- 2883 EGLw CD o e} Smo
Rg22g8 © 352 >5 E38 2T > 20 g £ 385EE0EESs Bt o253 8508803888 g53502¢ §£82: v Bezsg
© = ©= < Q2o 29 T85 ©58 2% 2c & & BonSScElErEnSg8:8302053p002 22583358855 585E8 § EETE .
5 C . o= © 20 NS ¢ =0 o o ST XG0 =02 EEBEES-EESES+DEREXELECH++=2P0pS SND EE+« ©D-308g
=-c o E*xE CQ EesL O T .= < ) 252028 pECEJ=0 c c ECHCEQxcE OO0+ 53 0 c 8 c S0 c 0o.8
S So% S 8 €50 g5 o5 2 £ DT o O BPRESTEQEEEQ=TGESD EECOG3EEC Soc£9 ngESL m3 282¢8=
< < < O C 0} S C o c 0= 850 EN S ko] 0N 13 © [ e o]
T= =£0 ©a >E£ OcE Ob ©c 9 E Aliz£20p035808C835828Ec=058c5238283%00663% SEDgg 86 ZESST
To) © ~ 0 o — < o o . . . . . . SEccms o o Docw®E

Approved v11.0

482.8






