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JlabopaTopHble TecTbl:
rlpVI3HaKI/I roOpMoOHaJibHOro p,vlc6ancha TPYAHO OTCNEXNMBATb 1 OHUN MOTYT
Pa3nnyaTbCAy MyXXUYMH N XKEHLLUWH.

MosTomy An1A JaHHOW Liesi MOXKeT NoTpeboBaTbCA NPOBeAEHNE MEANLIVHCKIM
nepCcoHanoM aHa30B KPOBMW.

JononHntenbHasn |/|H<|>opma|.w|a no 6esonacHocTL:

o [lonyyeHune HemeaNeHHOM MeQULNHCKON MOMOLLM MOMOXKET 13bexaTb
YXYALEeHNA 3TUX npobem.

e B nepuog neuernsa npenapatom UMOWH3W megnumHcKin nepcoHan
npoBepuT Bac Ha Hannumne gaHHbIX Npobnem.

e Bo3morkHO, Bbl ByaeTe nonyyatb KOPTMKOCTEPOUIbI U 3aMeCTUTENTbHYIO
rOPMOHAsIbHYI0 Tepanuio.

e BcnepcTeue TAXenbix NOOOUHBIX ABNEHUI neyeHre npenapatom AIMOUH3N
MOXeT 6blTb MPeKPaLLEHO UM OTIIOXKEHO.

Ecnn Bbl HaxoguTecb B NpYeMHOM OoTAeneHnn unv Bac neunt He Bawl nOCTOAHHbBIN

BpaY, Bbl OMmKHbI COOOWNTL MeANLMHCKOMY NepCcoHany, uto Bbl nonyvaete
UMMYHOTepanuio.

3 coBeTa N0 MOHUTOPUHIY U OTYETY O NPU3HaKaX NOGOYHbIX ABNEHWIA:

1. C MOMeHTa Hauasna fieyeHus 3anonHNTe MHGOPMaLMOHHYIO KapTOUKy NaLmeHTa
1 BCe Bpems fepxuTe ee npu cebe.

2. TloxanyicTa, NpofosKaiTe aepxatb npu cebe MHGOPMALMOHHYIO KapTOUKY
nawumeHTa 1 nocse 3aBepLIeHUs NIeYeHrs, Tak Kak NoBoYHble SIBAeHVS MOTYT
BO3HVKATb 1 Yepes HECKOJbKO MECALIEB MOC/E OKOHYAHUSA fleueHus.

3. Ecnny Bac ecTb MoOuMbHbIN TeniedoH ¢ Kamepoii, choTorpadupyiite Ha Hero
NHGOPMaLMOHHYI0 KapTOUKY NaLMeHTa, Ha ciyyai, ecnv Bol 3abyaeTe ee foma.

[nA oTyeTa 0 NOA03pPUTENbHbIX NOGOUHDIX ABNEHUAX, NOXKANYNCTa,
o6paTtutecb B KomnaHuio AcTpa3eHeKa:

Ha cant: https://aereporting.astrazeneca.com

WM Ha appec 3neKTPOoHHoM nouTbl: Safety.lsrael@astrazeneca.com
Mo>HO Take No3BOHUTb No TenedoHy: 09-7406528

O No6OoUHBbIX ABNEHMSAX MOXHO TaK»Ke CoobWmnTb NpsAmMo B MHUCTEPCTBO
3ppaBooxpaHeHuns M3panna, Haxas Ha ccblKy "OTUeT 0 MOOGOUHbBIX ABNEHNAX
BC/IEACTBUE MeVIKaMEHTO3HOTO NleyeHus', HaxoaALLyCsA Ha calnTe MHUCTepcTBa
3ppaBooxpaHeHus (www.health.gov.il), u HanpaenAtoLwyo Ha nopTan, unu
nepenas no agpecy: https://sideeffects.health.gov.il/

—_——



MOBOYHDbIE ABJIEHUA, TPEBYIOLLUE CPOYHOIO BMELLUATEJIbCTBA

Moxanyiicta, BblABNAIiTE CniefytoLne nobouHble ABNEHNA, TpebytoLLe HeMeANEHHOTO BMELLATeNbCTBA, AA UX PaHHei MAeHTUOUKALMN 1 NeyeHus.
Ecniny Bac pa3BuBaetca oiHa/ofH U3 HiKenepeyncneHHbIX npobnem/cimnToMoB, UM OAUH U3 STUX CUMMTOMOB YCUTUBAETCA, HEMEANEHHD
BAXMTECH C BPAuOM MK 06paTuTech K Hemy. MoxanyiicTa, He MbITaiTec CAMOCTOATENbHO NeUNTb laHHble N060YHbIE ABNeHNA 6€3 NpefBapUTENbHOI
KOHCynbTaLum Baluero neyaluero Bpaya.

JIETKUE SHAOKPUHHDIE XKEJIE3bl (0COBEHHO KOMA (BEPMATUT, BKNIOYAA BYJUIE3HBIN
(MHEBMOHMUA) LWNTOBUAHASA XEJIE3A, HAAMOYEYHUK U TMNO®U3) NEMoUroua)
« CbInb
« Kawenb nnu yxyglweHve -3yn
ﬁ/a wam e TOCH LA - Henpoxopsuias ronoHas 60nb nnu + KoxHble Bongpipu
2 m%_”__uwaw " HeOoObIYHbIV XapaKTep rosioBHol 6onu - f13Bbl BO PTY WAIN HA APYrUX
PYA « KpanHasa yctanoctb CIM3UCTBIX 060NI0UKaX
AACTEHUA TPABUC - HEIIPC
LI L) U al» C)
(TEMIATHT) « YcuneHHoe UyBCTBO XKaxKabl Uim bIWEYHD SBUNEIDIE ABAIE RS
» ronopaa « OnyweHue (NTo3) Bek
- MoTeps Bonoc « flpyrvie npo6nemsl co
« MoXkenTeHne KoXKu nnn 6enkos . OEV\EmIsm xonopa o 3peHnem
rnas - 3anop 1 N | 3aTpyfHeHue rnoTaHus,
« CNbHas TOLWHOTA UK pBOTa . <r_w_._.__mIIOm moyeuncnyckaHme ‘ , XeBaHuA nnun peun
- bonb B 06nacTu xrsota « TowHoOTa Unu pBOTa . wm.ﬁUV\hImI_\_m noaHATUA
- CoHnmeoCTb - bonb B 06nacTu xuBoTa ronosbl
- TemHast Mmoya (LBeTa yas) « VI3MeHeHVs HacTpoeHua unn « MblweyHas cnabocTb
- KposoTeueHvie nnu NoBefeHNA, TaKNe, KaK CHPKEHNE
KPOBOMOATEKM, BO3HUKAOLLVE NMosI0BOro BieYeHus,
nerye, 4em o6bI4HO pa3ppakuTenbHOCTb UK
« CH/XeHve anneTuTa 3a6bIBUNBOCTb - bonb unn ckoBaHHOCTb
B MblLLLIaX
- MbllweyHana cnabocTb
NMAWEBAPUTEJIbHAA CUCTEMA
(KOMNT Y IMAPES) CEPOLE NMOYKU, BKJTOYAA HEOPUT
« Inapena
« YyallleHHas, Mo CPaBHEHUIO o
2 - OpbllwKa BO Bpemsi TPEHUPOBKY UK Npu
C 06blYHOW, AedeKaLuns « YMeHbLUEeHVe KonnmyecTsa
+ YepHbii, pertreobpasHbii, Vﬂ_mﬂv<wxm BblAENSEMON MoUn
NUNKWIA Kan unw Kan ¢ e 10cT vy - KpoBb B Moue
« YualeHHoe cepguebreHne
NPYIMECbI0 KPOBU U CIN3N - Bonb B rpyAy » OTEYHOCTb IOABbIXKEK
« CunbHasA 6onb unn YA
NoBbILUIEHHasn
\_ UyBCTBUTENIbHOCTb MBOTA )




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

"NaHHoe PykoBoacTBO AnA MaumneHTa npoBepeHo n yTBepxaeHo MyuHucTepcreom
3apaBooxpaHeHusa B Mae 2020"

PYKOBOZACTBO MO MOHUTOPUHIY MPU3HAKOB NMOBOYHbIX ABJIEHUIA

BbIYYUTE, MOYEMY 3TO BAXKHO U KAK 3TO HY>KHO OEJIATb

NMOWH3U (pypsanymab) — oTnyckaeTca No peLenTy Bpaya, AeicTByeT Ha Bawy
VUMMYHHYIO CMCTeMY 1 NpefiHa3HavyeH AJ1A eYeHrA 3/10KaYeCTBEHHbIX OMyXose nerkumx,
MOYEBOrO My3bIpA, BKOUYAA MOYEBbIBOAALLME MYTH.

Y HekoTopbix nauveHToB UMOWH3W moxeT Bbi3BaTb aTaky MIMMYHHOW CMCTEMOW
HOPMasibHbIX OPraHOB Y TKaHeW 1 MPUBECTU K HAPYLUEHNIO UX GYHKLUMK. DT Npobnembl
NHOrAA MOTYT ObITb TAXKENBIMU UN NPEACTABAATL YrPO3Y ANA XKU3HU U Jaxe NpUBecTy
K NleTanibHOMy Mcxopy. Takne No6oYHble ABNEHNA MOTYT BO MHOTUX CJTy4asaX BO3HUKHYTb
y>e Mocsie Hayana jieyeHus.

MOHUTOPUHT U OTYET O MPU3HAKAX MOBOYHbIX ABJIEHUNA

B npouecce nevyeHus npenapatom MIMOUNH3U, Bam Heobxo41Mmo BbIABAATL MPU3HAKU
No6OoYHbIX ABNEHNIA. Bam BaXXHO NOMHWTb, Kak Bbl cebs uyBCTBOBaNY O Havana neyeHus
npenapaTom, NOCKONbKY Bbl yxke MoXxeTe olyLaTb No60YHbIe ABNEHUSA, Bbl3BaHHbIe
CaMOW OMyX0Jbio, UMK NPEeAbIAYLLUM IeYeHNEM.

PACMO3HABANTE NOBOYHbIE ABJIEHUA HA PAHHEU CTAAUU UX PA3BUTUA

PaHHee o6Hapy)KeHV|e No3BoJIAET IeUYNTb NOGOUYHOE ABNIeHE Ha paHHEﬁI CcTagnun
€ro pa3sBuUTUnA, YTO NOMOXKeT nsb6exxartb npekpaweHua neyeHna

OueHb BaXXHO MHPOPMIMpPOBaTh Baluero neyvaulero Bpaya 060 BCeEX M3MEHEHUAX B
Bawem opraHm3me. Pacckaxkute Bpauy o Baluem camouyBCTBUM, O HOBbIX MPU3HaKaX
No6GOoYHbIX ABNEHWI NN NOObIX APYrX N3MeHeHUAX. ToMHUTe, uTo 6e3 NeueHns, faxke
He3HauuTeNbHOe NOHOYHOE ABNIEHME MOXET NMPUBECTU K CEPbE3HbIM MOCeACTBUSM.

Ecnun y Bac ecTb BONpOChl OTHOCUTENBHO NeyeHus, 3afaiTe X neyaiiemy Bpayy.
NHdopmaLms, copepKallascs B JaHHOM PYKOBOACTBE, HE 3aMEHAET KOHCYbTALMIO
Baluero meguumHCKoro nepcoHana.

MoxanyincTa, He NblTaTeCb CAMOCTOATENbHO NeynTb NOOOYHbIE ABeHWA 6e3
KOHCynbTauuu Balero nevaiyero spaua.

KoHTakTHas uHdpopmaumsa neyailero Bpava:

Vims:

Homep mobunbHoro TenedoHa:

AL pec a1eKTPOHHON NOYTbI:

—_——



Lab test:

Signs of hormone imbalance can be difficult to monitor and can be different
between men and women. Blood tests may be required for your care team
to 'diagnose hormone imbalance.

Additional Safety Information:

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

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

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

o 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

2. 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

3. 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@astrazeneca.com

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

Side effects can be reported to the Israeli Ministry of Health by clicking
on the link “Report Side Effects of Drug Treatment” that appears on the
homepage of the Ministry of Health's website (www.health.gov.il) which
links to a portal, or by the following link: https://sideeffects.health.gov.il
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IMFINZI 500 MG/10 ML & IMFINZI 120 MG/2.4 ML
(durvalumab)

"This Patient guide has been checked and approved by the Ministry of
Health in May 2020"

A GUIDE TO MONITORING FOR SIGNS OF SIDE EFFECTS
LEARN WHY IT’S IMPORTANT AND HOWTO 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 occur 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.

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

Physician contact information:

Name:

Phone number:

Email:
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IMFINZI 500 MG/10 ML
(durvalumab)
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