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JlabopaTopHble TecTbl: [pr3HaKM rOpMOHaNbHOro ArcbanaHca TPYAHO
OTCNEXMBATb M OHW MOTYT PA3/IMuaTbCA Y MY>KUMH U XKEHLLMH.

MosToMy AnsA AaHHOW LIeNN MOXKET NoTpeboBaTbCA NpoBeAeHe MeQULIMHCKAM
nepCcoHasnioMm aHann3oB KPOoBMU.

HdononHutenbHaa nHpopmaLua no 6esonacHoCcTu:

e T[lonyyeHne HemeasIEHHOWN MeANLIMHCKO MOMOLLM MOXET U36eXaTb
yXyALeHUa 3TUx npobnem.

e B nepuopg neueHnsa npenapatom MMOUH3W meanumHcKmin nepcoHan
npoBepuT Bac Ha Hannumne faHHbIX NPO6NEM.

o Bo3MoHO, Bbl 6yaeTe nonyyaTb KOPTUKOCTEPOUADI U 3aMECTUTENbHYIO
rOPMOHaJIbHYI0 Tepanuio.

o [lpu BO3HNKHOBEHWM TAXKESbIX MOOOUYHbIX ABMEHWUI NNEYEHNE NpenapaTom
NM®OUH3W moxeT 6bITb NpeKpaLleHo N OTIIOXKEHO.

Ecnn Bbl HaxopuTech B nprieMHOM oTAeneHnmn unm Bac neunt He Ball NOCTOAHHbIN
Bpay, Bbl 4OMKHbI COOOWNTD MEAULIHCKOMY MepcoHaiy, Yto Bbl nonyvaete
UMMYHOTepanumio.

3 CoBeTa N0 MOHUTOPUHIY U OTYETY O NPU3HaKaX NO6GOYHbBIX ABNEHNIA:

1. C MOMeHTa Hauyana fleyeHus 3anoNHNTE MHPOPMALIMOHHYIO KapTOUKyY
nauveHTa 1 BCce Bpems AiepXuTe ee npu cebe.

2. MoxanyicTa, npogosnxKante gepatb Npu cebe MHGOPMaLMOHHYIO
KapTOUKy MaLMeHTa 1 Nocie 3aBepLUIeHnaA fleYeHns, Tak Kak MoboyHble
ABMEHNA MOTYT BO3HMKATb 1 Yepe3 HECKOJTbKO MecCsALeB NOC/ie OKOHYaHWA
neyeHus.

3. Ecnny Bac ectb MobunbHbIl TenedoH ¢ kamepoit, chotorpadurpyiite Ha
Hero MHGOPMaLMOHHYIO KapTOUKY NaLueHTa, Ha cnyyald, ecnv Bol 3abyaete
ee goma.

[inA oTueTa 0 NOAO03pPUTENbHDIX MOGOUHDIX ABIEHUAX, MOXKANYINCTa,
o6paTtutecb B KomnaHuio AcTpa3eHeKa:

Ha cant: https://aereporting.astrazeneca.com
WNIN Ha afpec 3neKTPOoHHoW nouthl: Safety.lsrael@astrazeneca.com
MOo»HO TaK»e N03BOHUTb No TenedoHy: 09-7406528

O No6OoYHBIX ABIEHNAX MOXHO TaKXe CoobLWMTb NPAMO B MUHUCTEPCTBO
3ppaBooxpaHeHuna M3pauna, ncnonb3ya oHnaH Gopmy, Nnm 3anas no NUHKY:

WWW.HEALTH.GOV.IL https://forms.gov.il/globaldata/getsequence/getsequence.
aspx?formType=AdversEffectMedic@moh.gov.il
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NMOBOYHbIE ABJIEHUA, TPEBYIOLLUE CPOYHOIO BMELLUATEJIbCTBA

=o§m=<m_n._.m~ BbiABNANTE aiegywowue no6ouHble ABNEHUA, ...vmaﬁo:.-:m HemeANIeHHOro BMmellaTe/ib(TBa, ANAa ux vw::ms Sh_m:._.sﬂ_vsxm_._ss
nnevenus. Ecnn y Bac pa3BuBaeTca ofjHa/ouH u3 HUKenepeyncieHHbIX :vomnmg\ns_s_._._.ogo? WU OANH U3 3TUX CUMNTOMOB yCUnuBaeTcs,
HemeANIeHHO C(BAXUTECb C Bpayom unu oa—um._.s._.mn_u K Hemy. =o§m=<_.\._a._.m. He NbITaiiTecb CAMOCTOATENbHO NeYUTb AaHHble N060YHbIe ABNeHUA 6e3
:—-mhwm—us._.mz—v—_os KOHCynbTalun Bawero nevauero Bpaya

NOKP bIE MKEJT bl (OCOB O
BMO H OBUAHASA MKEJ A ANMNO A3
/ F O

o KaWwenb Wi YXVILEHMe Vke o HenpoxogasALyas ronoBHas 60/1b unm HeobbluHbIi

sgm_oEm_.oﬁmvs_Aww::m y XapakTep ronoBHON bonu o [Igoenve unu pacnnbiB4aToe 3peHue
o 0pbllLIKa N ° _Atm_.\._zm_m yCTanocTb © bonb unu nokpacHenme rnas

o [Ipyrvie npo6nembl co 3peHnem

«borb 8 rpy 3 o YBenueHIe W CHKeHUe Beca Apyrue np P

 [0/10BOKpYeHue un 06MopoK

EYEHbD (TEMATUT) © YcuneHHoe YyBCTBO XKax/ibl v ronopa ENbIE BOCMNAJIEHUA
__ o [lotepa Bonoc
e [loxenTeHue KoXu nn 6enKkos rnas _ o Ouwywienve xonoga
| - o [loBbiLLeHe TemMnepaTypbI T

(UbHasi TOLIHOTA Wi PBOTa J . szou Qe _Amw_ug_vm e TeMnepaTypbi Tena
o b011b B 00n1acTI X1BOTA © YyallleHHOe MoyencnyckaHue S
©(OHNMBOCTD o TowHota wm pBoTa TPy |® m;mEmzzom MOYencnyckatme
o TeMHad Moua (LiBeTa yas) © bonb B 06nacTi xunBoTa / .,m_ . ﬁo__mwzmzzom MoyeucnyckaHue
e KpoBoTeueHue W KpOBOMOATEKM, ® ||3MeHeHWA HaCTPOeHUA UK NoBeeHNs, M IRl ® |punnonoaodHbIe CUMATOMDbI

BO3HMKalOLLVIE Nlerye, Yem 06bIYHO TaKme KaK CHUXeHIe MoN0BOro BieYeHus,

pa3fpaxuTenbHOCTL Uk 3a6bIBUMBOCTD
MUALLEBAPUTEJIbHAA CUCTEMA CEPOLE
(KOJIUT)

o [loHoc
. HHas, N HeHu IUHOI

MumﬁMmz_wm. DTS ST, © O1blLuKa BO Bpems Harpy3ki oG

" . . ® YcTanoctb

© YepHblil, perr HbIiA, NNKNIA K .

YepHblii, perteobpazHblii, 1 an B T e uehenne 3yn

UM Kan C NPUMECbI0 KPOBU UAK CAIN3N e KoxHble Bongblpu

o bonb B rpyam

o (UnbHas 607b UK NOBBbILLEHHAA

YyBCTBUTENDHOCTb XWBOTA

MOYKM, BKNIOYAS HEOPUT U1
MOYEYHYIO HELOCTATOYHOCTD Al APYTUE OPTAHDI

© YMeHbLUEHMe KoNyeCTBa BblAenaemoii ] o PurngHocTb 3aTbinka
moun © bonb unu puruaHoCTb MLy o e[loBblILLEHIe TeMNepaTypbl TeNa
eKpoBb B Moue o MbiweyHas cnabocTb ¥ e |13MeHeHA HaCTpoeHMA K

@ 0TEUHOCTb NIOfIbIKEK | noseaeHna )

10



11

MMOUH3U 120 mr/2.4 mn
MMOWUH3U 500 mr/10 mn
(maypBanymab)

"[aHHoe PykoBoacTBo And lNaumeHTa npoBepeHo 1 yTBepaeHo MnHNCTEPCTBOM
3apaBooxpaHeHua B MioHe 2018"

PYKOBOACTBO MO MOHUTOPUHTY MPU3HAKOB MOBOYHbIX ABJIEHUIA
BbIYYUTE, MOYEMY 3TO BAXHO U KAK 3TO HYXKHO AENIATb

NMOWH3WU (pypsanymab) — oTnyckaeTca No peLienTy Bpaya, AeCcTBYeT Ha Bawy
WUMMYHHYIO CUCTEMY U NpefHa3HayeH AN neyeHna HEMENKOKNETOYHOrO paKa nerkux,
3/10KaueCTBEHHbIX ONYXONei MOYEBOro My3blpA U MOYEBbLIBOAALLMX My TN

Y HekoTopbIx NaureHToB UMOWH3W moxeT BbI3BaTb aTaky MMMYHHOW CUCTEMON
HOpMaJibHbIX OPraHOB M TKaHewW 1 MPUBECTU K HapyLUeHWIo UX GyHKLUMK. ITn npobnembl
WHOrAa MOTyT ObITb TAXKENbIMW UV NPEACTaBAATb YIPO3Yy ANA XKU3HWN 1 faxe NPUBeCTU
K neTanbHoMmy ncxopy. Takme no6oUHble ABMEHNA YaCTO MOTYT BO3HUKHYTb Aiaxke nocne
Hauana neyeHus.

MOHUTOPUHT U OTYET O MPU3HAKAX MOBO4YHbIX ABJIEHUA

B npouecce neveHus npenapatom UMOWH3W, Bam HeobxoaMO BbIABAATL NPU3HaKM
NMOOOYHbBIX ABIEHUNI C yueTOM Balero camouyBCTBMA [0 Hayana NeyeHnsa npenapaTom,
MOCKOJbKY Bbl yXKe MoxeTe oLlyLiate NOH60YHbIe ABMIEHNA, BbI3BAHHbIE CAMO OMYXOJIblo,
UM BO3HUKLLME BCNEACTBUE NpeabiayLero 1eyeHus.

BbIAABJIAWTE NOBOYHbBIE ABJIEHNA HA PAHHEA CTAAUN UX PA3BUTUA

PaHHee obHapy»xeHre NoOOYHOro ABNEHNA AaeT BO3MOXKHOCTb NIeUnTb €ro o ero
YXYALWEHUA, UTO MOXKET NO3BONNTL M30exaTb NpeKkpalLeHna neveHuns

OueHb BaxHO MHbOpMMpoBaTh Balero nevaulero Bpava 060 Bcex MU3MEHEHUSAX B
Bawem opraHusme. PacckaxunTe Bpauy o Ballem caMouyyBCTBUU, O HOBbIX MPU3HaKaxX
No6GOUHbIX ABNEHWI UK NOObIX APYrrX N3MeHeHUsAX. oMHUTe, uTo 6e3 NeueHuns, gaxke
He3HauuTenbHOe MOHOYHOE ABNIEHNE MOXKET NMPUBECTU K YeMy-TO 6onee cepbe3HOMY.

Ecnun y Bac ectb BONpocbl OTHOCUTENbHO JleueHus, 3a4anTe Ux nevailemy spauy.
NHdopmaLms, copepallanca B JaHHOM PYKOBOACTBE, He 3aMeHAET KOHCYbTaLuio
Bawero megmnymHckoro nepcoHana.

Moxanyincra, He NbiITaliTeCb CaMOCTOATENBHO JIeUNTb NOOOYHbIE SIBNEHUs 6e3
KOHCynbTaumu Bawero nevawero spava.

KoHTakTHanA MH¢0PM3I.|MH Jieyaiyero Bpauva:

Nms:

Homep mobunbHoro TenedoHa:

AZpec 3n1eKTPOHHOM NOYTbI:

—_——




Additional Safety Information

Getting medical treatment right away may help keep these problems
from becoming more serious.

Your healthcare provider will check you for these problems during your
treatment with IMFINZI.

Your healthcare provider may treat you with corticosteroid or hormone
replacement medicines.

Your healthcare provider may delay or completely stop treatment with
IMFINZI if you have severe side effects.

If you visit the emergency room or a doctor who is not on your regular care
team, it's important to share that you are getting an immunotherapy.

3 tips to make sure you get the appropriate care:

1.

Once you have started treatment, fill out the patient Alert Card and keep
it with you at all times

Even after you stop treatment keep the patient Alert Card with you
because side effects may occur for up to several months after your last
treatment

If you have a phone with a camera take a picture of the Patient Alert card
justin case you leave it at home

To report SUSPECTED ADVERSE REACTIONS, contact AstraZeneca
https://aereporting.astrazeneca.com/ or Safety.Israel@astrazneca.com

You can also call us on phone number: 09-7406528

You may also report side effects to the Israeli ministry of health by using
online form: WWW.HEALTH.GOV.IL or by entering the link:

https://forms.gov.il/globaldata/getsequence/getsequence.
aspx?formType=AdversEffectMedic@moh.gov.il
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IMFINZITM

(durvalumab)

"This Patient guide, format and content has been checked and approved by
the Ministry of Health"

A GUIDE TO MONITORING FOR SIGNS OF SIDE EFFECTS
LEARN WHY IT’S IMPORTANT AND HOW TO DO IT

IMFINZI™ (durvalumab) is a prescription medicine used to treat type of
cancer in the lung and bladder, including the urinary tract system, by
working with your immune system.

In some patients, IMFINZI can cause the immune system to attack normal
organs and tissues and can affect the way they work. These problems can
sometimes become serious or life-threatening and can lead to death. This
Adverse event can also accrue a lot of time after the beginning of treatment.

MONITORING AND REPORTING SIGNS OF SIDE EFFECTS

While you are on IMFINZI, you will need to look out for any signs of side
effects keeping in mind how you felt before treatment started as you
may have already be feeling side effects from your cancer or previous
treatments.

CATCH YOUR SIDE EFFECTS EARLY
If a side effect is identified early, it may be managed before becoming more
serious and possibly causing treatment to be stopped.

It's important to let your doctor know of any changes in your body. Talk to
him/her about how you're currently feeling, new signs of side effects, or any
other change. Remember, a small side effect can lead to something more
serious if not treated.

If you have any questions about your treatment, ask your doctor. The
information in this brochure does not take the place of talking to your care
team about your IMFINZI™ cancer or treatment.

Do not attempt to treat side effects yourself before talking to your doctor.

Physician contact information:

Name:

Phone number:

Email:
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PykoBoAcCTBO

ana NauneHTa

UMOUH3U 120 mr/2.4 mn

UMOUH3U 500 mr/10 mn
(mnypBanyma6)

AstraZenecaC?




