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[TaMATKa MaLUVEeHTY U LY, YXa>KMBAOWEMY 33 HUM

Darolutamide

ITOT IOKYMEHT, IIpPe/locTaBeHHbIN Lexicomp®, co/iepKUT BCIO
HeoOX0AUMYI0 MHGOpPMAaIUIo O ITpernapare, BKIoJas
IOKa3aHu A, ciocod MpuMeHeHUs1, T000UHbIe 3(pDEKTHI U
cy4yau, MpyU KOTOPBIX HEOOXOTUMO CBSI3ATHCA C BAlIUM

IIOCTABINUKOM MEAUITMHCKHUX YCJIYT.

PdunpmeHHble 3Haku CLLUA
Nubeqa

dnpmMeHHbIN 3HakK KaHaabl
Nubeqa

Ina 4yero NnpMMeHAT 3TOT nNpenapaT?
e [IpumeHseTcA i JiedeHU s paKa IpeJicTaTeJbHOU JKeJle3bl.

YT0o Heobxoammo coobwnTb Bpady MNEPEL npuemom
ONaHHOro npenaparta?

e Eciu y Bac ajijieprus Ha JJaHHBIU Hpelapar, J100ble ero
COCTaBJIAIOINIME, A PyTHe IIpelapaThl, HPOAYKTHI IIUTAHU A
niu BelecrBa. CooOUUTE Bpauy O Balllel aJlJIEPTUU U O TOM,

KaK OHa IIPOABJIAJIACH.

o Ecau Bel — keHIuHa. JIaHHBIM JIEKapCTBEHHBIM ITpenapar
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He 07100p€eH /1151 IpUMeHeHUA Yy JKeHIITUH. DTOT Ipenapar
MOXKET IPUUYHUHUTD BPEJ] €llle He POAUBIIIeMYcsl peOeHKY UJIU
IIPHBECTH K BHYTPUYTPOOHOU Tubesiu MIo/ia IpU IIpueMe BO
BpeMs OepeMeHHOCTH. Ecii Bbl KeHINMHA U IPUMeEHSETe
JlaHHBIN JIEKAPCTBEHHBIU IIpenapar, IPOKOHCYJIbTUPYUTECH C
BpauoM, ecaiu Bbl OepeMeHHBbI, IJIaHUPYeTe O€ePEMEHHOCTD
1JIU KOPMUTe pebeHKa Ipy/ibIo.

JIaHHBIN CIHMCOK JIEKapCTB U 3a00JIeBaHU UM, KOTOPhIE MOTYT
HebJJIaronmpusATHO COUETAThCS C IPHEMOM JTaHHOTO IIpernapara,

HE ABJIACTCA NCUEPIIbIBAIOIIIX M.

PacckakuTe cBOEMY Bpauy M allTEKapIo O BCeX JIEKAPCTBAX,
KOTOPBIE BhI IPHHUMaeTe (Kak pelenTypHbIX, TaK U
nproOpeTaeMbIx Oe3 pelenTa, HaTypaJbHBIX IIpenaparax u
BHTaAaMMHAaX), a TaKKe 0 CBOUX IIpobjieMax co 3710poBbeM. Bam
He00X0/ITUMO YZIOCTOBEPUTHCS, YTO IPUEM JJTaHHOTO IMpernapara
be3o0laceH Mpu BaIIUX 3a00JI€EBAHUAX U B COUETAHUU C IPYTUMHU
JieKapcTBaMU, KOTOPbBIE BbI yKe IpuHUMaeTe. He HaunHanTe U
He ITpeKpalaTh NpUeM KaKoro-Jan0o mpenapara, a Tak:Ke He
MEHSTh JO3UPOBKY O€3 COTJIacOBAaHHUS C BpauoM.

Kakne Mepbl NpefoCcTOPOXXHOCTU Npu NpruemMe 3Toro
neKapcTtBa?

e CooOmuTe BceM obCay:KkuBaomuM Bac MeguIIUHCKHUM
paboTHUKaAM O TOM, 4TO Bbl IpHHUMAaeTe 3TOT mperapar. 9TO
BpauM, MeJICeCTPhl, (papMareBThl U CTOMAaTOJIOTH.
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BoeimmostHANTE aHAIN3bI KPOBH B COOTBETCTBHUHU C YKA3AHUAMHU

Bpada. [IpokOHCYyIbTUPYUTECH C JIEUaAIl[IM BPpAdyOM.

ITOT JIeKaPCTBEHHBIU IIpenapaT MOKET M CII0JIb30BaThCA C
APYyTrUMU IIpenaparamMu JJisd JiedueHUud Baiiero cocroasHus.
Ecnu Bul Tak:ke npruHUMaeTe Jpyrue JeKapcTBeHHEbIE
Ipenaparbl, 00Cy/IuTe CO CBOUM BPpAauOM BO3MOXKHbBIE PHCKU

1 11000uYHbIE 3P DEKTHI.

JlaHHBIY JIEKAPCTBEHHBIN IIpenapaT MOKeT HEraTUuBHO
IIOBJIUSATH Ha CIOCOOHOCTh MY>KUMHBI 3a4aTh pebeHKa.

[IpOKOHCYJILTUPYHUTECH C BDAUOM.

B nmepuop jiedyeHusa U B TeUeHHE HEKOTOPOI'O BpeMEHH I10CIIEe
IIOJIyYEeHUs IMOCJIeIHEN A03bI 3TOT0 IIpenapara My>KUlHaM,
KOTOPBIE KUBYT MOJIOBOH KU 3HBIO C JKEHIIUHOM, CIIOCOOHOM
3abepeMeHeTh, HEOOXOAUMO MPUMEHSTh MPOTHBO3aUaTOUHOE

CPeZICTBO. Y3HAUTE y Jiedallero Bpaua, Kak J10JIT0 celyeT
IIPIMEHSATH IIPOTHBO3avyaTOUHbIe cpesicTBa. Eciu Bama

nmapTHepiia 3abepeMeHeeT, HeEMe/IJIEHHO 00paTUTEeCh K Bpaydy.

MPUYUHBI, MO KOTOPbIM HEOBXOANUMO HE3AMEO/INT EJIbHO
NO3BOHUTb JlIeYalleMy Bpayy.

IMPEAYIIPEXK/IEHUE. B penkux ciaydadax y HEKOTOPBIX
Al eHTOB IIPpUeM JAHHOTO ITpeliapaTta MOKeT IIOBJIeYb
cepbe3Hble, a UHOT/Ia U CMEPTEIbHO OMAaCHBIE TOOOUHbBIE

s dekThl. HeMenieHHO CBAKUTECH C JIedallliM BpadyoM UJIU
obpaTtuTech 3a MeJUITUHCKON ITOMOIIbIO, ECJIN Y Bac
IIPUCYTCTBYIOT CJEAVIOIY e IIPU3HAKY UJIU CUMIITOMBI,
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KOTOpPbIE MOTYT OBITh CBSI3aHBI C CEPbE3HBIMU MOOOUHBIMU

s PpekTamu:

e [Ipu3HaKu aJJIePruYecKOr peakliuM, TaKHhe KaK ChIlb,
KpaluBHUIIA, 3y/, IOKPACHEBIIIad U OTeYHAsd KOKa C

BOJIABIDAMMA MJIW IEJIYIIEHUEM, BOGMOKHO B COUETAHNU C

JINXOPAJAKOM, CBUCTSIIEE UJIH XPUIIAIIEE AbIXaHHE,
CTECHEHUE B I'PYyZIN UJIU TOpJie, 3aTPyJHEHHOE JIbIXaHUE,
IJIOTaHUE UJIN Peub, HeOObIYHAas XPUILJIOCTh, OTEUHOCTH B

obsiactu pra, JIuIa, ryo, si3blKa UJu ropJa.

e [IprMeHeHMe TAaHHOTO JIEKAPCTBEHHOT O ITpernapara
COIIPOBOK/1AJIOCH TIOHUKEHUEM YPOBHS JIEUKOIIUTOB. DTO

MOXET IIPUBECTHU K IIOBBINIEHN IO PUCKA PA3BUTHU A

nHpeknuu. HemensenHo obpatutech K Bpauy IIpd HAJINYUU

CUMIITOMOB I/IH(I)eKI_II/II/I, TaKHUX KAdK BbICOKAA TeEMIIEpaTypa,

03HO0 1Jiu 00JIb B TOpJIE.

KakoBbl HEKOTOpbIe NoboYHbIe 3PPEKTbI AAHHOIO
npenapaTta?

JIt000e JieKapcTBO MOKET UMeTh 1M000UHbIe 3dPekThl. OJHAKO Y

MHOTUX JIIolell T000uHble 3(pheKTHI MO0 HE3HAUUTEIbHBIE,
100 BOOOIIE OTCYyTCTBYIOT. CBAKHTECH C JIeUalllIM BpauoM
1JId o0paTUTeCh 3a MeAUITMHCKON TOMOIIbIO, €CJIU BTU UJH
JII00bIE Apyrue mobouHbie 23(PpPEKTHI Bac OECIIOKOAT UJIU HE

ITPOXOJAT:

e OIIyIIeHNEe YCTAIOCTU UJIH C1a00CTH.
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e boJib B pyKax UJIN HOTax.

JIaHHBIN CIIHCOK BO3MOXKHBIX TOOOYHBIX 3 (HEKTOB HE SIBJISIETCS
v cyepnbiBaOIUM. Eciin y Bac BO3HHUKJIM BOIIPOCHI KaCcaTEJIbHO
1M0O60YHBIX 2(pPHEKTOB, CBAKUTECH CO CBOUM BPauOM.
[TpOKOHCYJIBTUPYHUTECH C BPAUOM OTHOCHUTEIHHO IT0O0UHBIX

2P PEKTOB.

Bbl MOsKeTe cOOOIIUTD O pa3BUTUU MOOOUHBIX 3(P(PEeKTOB B
Hal[MOHAJIbHOE YIIPpAaBJICHUE 3/1paBOOXpPaHEHU .

Bbl Mo2keTe cooOIUTh 0 T000UHBIX 3ddekTax B FDA mo HomMepy
1-800-332-1088. BrI Takke MOKeTe cOOOIUTH O TOOOYHBIX
addekTax Ha cauTe https://www.fda.gov/medwatch.

Kak NpuHMMaTb 3TO JIEKapCTBO Hanay4wunm obpasom?

[IpuMeHANTE JaHHBIN IIperapaT B COOTBETCTBUU C
npeinucaHusAMH Bpaua. [IpouynTaiiTe BCIO IPeOCTaBIEHHYIO
Bam nHpopmanuw. CTporo cieayuTe BCeM UHCTPYKITHUAM.

e [I[puHMMAaNTE C MUIIEMH.

e [IporsarpiBaliTe 3TOT MpeIapar IeJTUKOM.

e IIpogonkaliTe HpUHUMATh 3TOT JIEKAPCTBEHHBIU MpeIiaparT B
COOTBETCTBHH C YKazaHUSIMU Barero Bpaua ujau Apyroro
MeqUIIUHCKOT 0 pabOTHH KA, Jaxke ec/iu Y Bac xoporiee
CaMOYyBCTBHE.

Y10 penatb, ecnin 4 nponycTtun(a) npuem npenaparta?
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tel:+1-800-332-1088
https://www.fda.gov/medwatch

e [[puMuTE MPOIIYIIEHHYIO /103y KaK TOJbKO CMOKETE, a 3aTEM
BEPHUTECH K BaIllleMy PETYJIsIPHOMY IpaduKy.

e He npuHHMaTe OZTHOBPEMEHHO 2 J103bI UJIU
JIOTIOJTHUTEIbHY J03y.

Kak MHe XpaHUTb 3TO JIEKapCTBO?

e XpaHHTe IIPU KOMHATHOUW TeMIIepaType.
e XpaHUTH B CyXOoM MecTe. He XpaHUTh B BAHHOU.
e Kpblmika /1013kHa OBITH IIJIOTHO 3aKPbITA.

e XpaHUTe BCe JIEKAPCTBEHHbIE IperapaThl B 0€30I1acHOM
MecTe. XpaHUTe BCe JiIeKapCTBEHHBIE ITIpernaparhbl B MecCTe,

HEeJOCTYIIHOM JIJIsl JeTEU U JOMAaIlHUX KU BOTHBIX.

e YTUJIN3UPYUTE HEUCIIOIb30BAHHBIE JIEKADCTBEHHBIE
IIpenapaTrhl UJIH IIpenapaThl ¢ HCTEKIITUM CPOKOM T'OJHOCTH.
He BhIIMBalTE B TyajleT UJIU KaHaJIU3anuio bes
COOTBETCTBYIONINX YKa3aHU M. Eciin y Bac ecThb BOITPOCHI
OTHOCHTEJIbHO YTHUJIN3Al[U U JEKapCTBEHHBIX IIPEIapaToB,
IIPOKOHCYJIBTHPYHTECH ¢ (papmarieBTOM. B Balrem peruone
MOTYT el CTBOBATh IIPOrPaMMBbI YTHUJIN 3l U

JIEKapCTBEHHBIX IIpEeIapaToB.
ObLlee yTBEpXAeHMne
e Eciu cocTodHUeE Balllero 340pOBbA He YAy4dlllaeTCd U

TaKke yXyalllaeTcsi, 00paTUTECh K Bpauy.
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e He ciiegyer maBaTh KOMY-JI1H00 CBO€E JIEKAPCTBO M IPUHUMATh

yyKH e JeKapcTBa.

e K HEKOTOPBIM JIEKAPCTBEHHBIM IIperaparam MOTYT
IpuJjaraTbCd Apyrue nHGOpMalnuOHHbIE JIUCTKU /114
nanuenTa. Eciiu y Bac ects BOpocsl, Kacaroluecsa 1aHHOT O
JIEKApCTBEHHOT O Mpemnapara, IIPOKOHCYJIbTUPYUTECH C
BpavyoM, MeJcecTpou, (papMalieBToOM UJIU JIPyTUM
pabOTHUKOM 371paBOOXPaHEHHU .

e K HEKOTOPBIM JIeKapCTBEHHBIM IIpernapaTtamMm MOTYT
IpuJlaraTbCA pyrue nHQOpPMAaLMOHHbIE JIUCTKU A JI
nanueHTa. Yrounure y (papmanenta. Eciu y Bac ects
BOIIPOCHI, KacawIuecsa JaHHOr0 JIEKaPCTBEHHOT O IIpelapara,
IIPOKOHCYJIbTUPYUTECH C BDAUOM, MEJICECTPOU, (papMalieBTOM

HUJIU JIPyTUM PabOTHUKOM 371paBOOXpaHEHU .

e Ecisin BBI cunTaeTe, 4TO NPOM30IILJIA IIepe/ 03U POBKa
Iperapara, HeMeJJIEHHO IO3BOHUTE B TOKCUKOJIOTUYECKU 1
IIEHTP UJIX 00paTUTECh 3a MeJUIIUHCKOU MOMOIIbI0. byabTe
I'OTOBBI COODIIMTH UJIM II0KA3aTh, KAKOU IIpemnapaT BbI

IIDUHAJIN, B KAKOM KOJIMYECTBE U KOr'lad 9TO IIPOX 30111JIO.

icnonb3oBaHMe HMOPMaLUK NMoTpebuTenen n 3asasneHme
06 orpaHN4YeHnn OTBETCTBEHHOCTU

ATy HHPOPMAIIHIO HE CIelyeT UCII0JAb30BaTh AJIA IPUHATHUA
pelieHts 0 IprueMe 3TOT0 UJIU JIFDOOro Apyroro pemapara.
Tonbko jievaluii Bpad o0J1agaeT HeOOXOAUMbBIMU 3HAHUSAMU U
OITBITOM, UTOOBI MPUHUMATh PellleH’s O TOM, KaKHe Iperaparhl
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IIOAXOA AT JIJIA KOHKPETHOr 0 nanuenTa. /lanuaa nadgopmanus
He ABJISETCS TapaHTHEN TOT0, UTO IIpemnapaT 6e3omaceH,
addeKkTUBEH UIN O00PEH A5 JIeUeHU A KaKUX-JIn00
3abosieBaHU M UJIU KOHKPETHBIX ITAIlUEHTOB. 3/1€Ch TPUBEJ €HbI
JINIIb KPaTKHeE CBeJeHU s obOIIero xapakrepa 006 3Tom
npemnapare. 3aecb HE nmpuBoauTesa BCsA nMewIasacsa
“H@OpMAaIKA O BO3MOXXHOM HCIIOJIb30BAaHU U IIperapara C
WHCTPYKIIUAMU 10 MPUMEHEHU 0, ITPeYIPEXTEeHUAMU,
MepaMU IIPeJIOCTOPOKHOCTH, CBEJIEHUSMHU O B3AaUMO/IEVCTBUH,
HexkeJlaTeJbHbIX AP deKTax U pucKkax, KOTOPble MOTYT OBITH
CBsI3aHBI C JAaHHBIM IpenapaToM. 9Ta HH(GOpManuA He JO0JI>KHA
paccMaTrpuBaThCA B KA4eCTBE PYKOBO/ICTBA IO JIEUEHU IO U HE
3aMeHseT co00l nHGOpMaIHIo, IIPEJOCTABIAEMYIO BaM
Jjledalum BpadyoM. /{1 mosrydyeHu A MOJIHOU HHGPOPMAIIUH O
BO3MOXXHBIX PHCKAX U IIPeUMYIIeCTBAX IIPHUeMa 3TOTO

Ipenapara oOpaTHUTECH K JiedallleMy Bpauy.

ABTOpCKOe MnMpaBo

© Wolters Kluwer Clinical Drug Information, Inc. u ee
adduarpoBaHHble KOMIIAHUHU U /UJIN JUILleH3Uapbl, 2020. Bce
ITpaBa 3alUIEeHHI.
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Ecsiu y Bac BOBHUKJIN BOIIPOCHI, 0OpPaTUTECH
HEIOCPEICTBEHHO K COTPYJTHUKY CBOEN MeqUIIMHCKOU
opurazabl. [TantnenTst MSK MoryT 00paTUThCS K ITIOCTaBIIUKY
YCJIYT IIOCJ€e 17:00 Jin00 B BBIXOAHOUN HUJIU NPa3HUYHBIN
JleHb, II03BOHUB 110 HOMEPY 212-639-2000.

JlonosHUTEeIbHYI0 HHPOPMAIIMIO CM. B HAIllEW BUPTyaJIbHOU
oubsmnoreke Ha www.mskee.org/pe.
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