Pe3oMe miiaHy ynpasiiHHS PU3HKAMM ISl JTIKAPCHKOT0 32C00y
HoxcopyOinun I:xenedapm
Mixcnapoona nenamenmosana nazea: Doxorubicin hydrochloride

Lle xkopotkuii onuc [lnany ynpaniaas pusukamu (ITYP) mns JI3 Jokcopy6inun [xenedapm. B
ITYP neranpHO onmcani BaxuBi pusuku JI3 Jokcopyoinuu Jxenedapm, K 1i pU3HKA MOKHA
MiHIMI3yBaTH Ta SK OTpuUMaru Ounbine iHopmauii npo pusuku mono JI3 JloxcopyOinun
Jxenedapm Ta BIACYTHIO 1H()OpMAIIitO.

Koportka xapakrepuctuka nponykry (KXJI3) JI3 [Jokcopydiuuu JeHedapm Ta iHCTPYKILS s
MeauuHoro 3actocyBaHHs (IM3) HagaroTh MeAMYHUM MpalliBHUKAM 1 Malli€eHTaM BaXXIUBY
iH(popMarito mpo Te, sk ciig BukopucroByBatu JI3 lokcopyoinmn [xeHedapm.

Hogi BaxiuBi npobsemMu 6e3neku ado 3MiHU 70 MOTOYHHUX OyJe BKIOYEHO B OoHOBiIeHHUH [TYP
JI3 NokcopyOinun JxeHedapm.

l. Jlikapcbkuii 3aci0 Ta 111 40r0 BiH 32CTOCOBYEThHCH.

JI3 HoxcopyOinun Jxxenedhapm A03BOJICHHUM 7 JIIKYBaHHS Pi3HUX HEOIUIACTHYHUX CTaHIB
(moka3aHHsI AMB. B IHCTPYKIIIT /11 MEAMYHOTO 3aCTOCYBaHHs). BiH MICTUTh TOKCOPYOIlIMH B
SKOCTI J1I0Y0i PEUOBUHH 1 BBOJUTHCS BHYTPIIIHBOBEHHO.

1. Pu3uku, moB'si3aHi 3 JlikapcbKUM 3ac000M, Ta 3aX0H 3 MiHiMi3amii a00 moxaabuoi
XapaKTePUCTHKH PU3HKIB

Baxmusi pusuku JI3 Jlokcopybiuun [[xenedapm pasom i3 3axogamu MI0A0 MiHiMizamii
TaKUX PU3HKIB 1 IPOMIOHOBAHUMH JOCIIDKCHHSIMH U OTPUMAaHHS TOJaTKOBHUX BiIOMOCTEH
npo pusuku JI3 Jlokcopybinun [Ixenedapm, onucaHi HIKYE.

3axo/u 3 MiHIMi3allii BU3BHAYEHUX PU3HUKIB:

* CreuianpHa iH(pOpMallis, Taka SK MOMEPEIKEHHS, 3al001KHI 3aX0AU Ta MOPaau 1100
NPaBWIBHOTO 3aCTOCYBaHHS B IHCTPYKWIi g Mean4yHoro 3actocyBaHHs Ta KXIJI3,
aJpeCcoBaHi MaIfieHTaM Ta MEIMYHUM TpaIliBHUKAM;

*  BaxiuBi mopaju 1moa0 yrnakoBKH JiKiB;

» Jlo3BOJIeHMI po3Mip YIAKOBKH - KUIBKICTh JIKaPChbKOro 3aco0y B YIAKOBIII BU3HAYAETHCS
TaKUM YHHOM, 11100 3a0€3MeYnTH NpaBuiIbHE HOro 3aCTOCYBaHHS;

» IlpaBoBuii cTaTyc JiKapchbkoro 3aco0y - cmocid, y [KuUi MalieHT Moke Npuadatu
JiKapchKUi 3aci0 (Hanmpukiaz, 1Mo peuenty abo 6e3 HbOro), MOKe JOMOMOITH MiHIMI3yBaTH
PU3UKH.

Pa3zom 111 3ax011 CTAHOBISATE PYMUHHI 3aX00U 3 MIHIMI3AYTl pU3UKIE.

Ha noparok 10 1mux 3axo/iiB, MOCTIHHO 30UpaEThCs Ta PETYNISIPHO aHANI3yeTbes 1H(pOpMalis
npo mobiuHi peakuii, Bioyatoun ouinky PSUR, tak, mo6 npu HEoOXiJHOCTI MOXKHA OyIo
B)XUTH HETaMHUX 3aXO/iB.

L1i 3aX011 CTaHOBISATb PYMUHHY OIANbHICMb 3 PAPMAKOHALAADY.

Sxmo BaxkimBa iHGOpMaIlis, sKa MOXKe BIUIMHYTH Ha Oe3meky 3actocyBanHs JI3
Hoxcopy6inmu JlxeHedapm, 1me HE TOCTYIIHA, BOHA TEpeliueHa B po3iai "BiJACYTHICTH
iHpopmarii".

I11.A Ilepesik Ba:kJIMBUX PU3UKIB Ta BiacyTHicTH iHdopmanii
Baxmusi pusuku st JI3 JlokcopyOinun JlkeHedapMm - 1€ pU3HMKH, SIKI MOTPeOYyIOThH
CreliaJbHUX 3aXOMIB 3 YNpPaBJIiHHSA PU3UKAMH JUIs MOAAJBIIOT0 BUBUYEHHS abo MiHiMizallii



PHU3HKIB, 1100 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y Mayio Oyt Oe3reuyHuM. BakimBi pu3vku
MOXHa pO3IJSIIAaTH K ineHTH]ikoBaHi abo mNOTeHUiKHI. [neHTHu(ikoBaHI pPHU3HKH €
npoOiaemMaMu, JUIs SIKUX € JIOCTaTHBO JIOKa3iB 3B's3Ky 3 3acrtocyBaHHsM JI3 JlokcopyOinuH
Jxenedapm. TloreHmiiiHi pu3uku € mpobOieMamu, s SKUX Ha OCHOBI HAasSBHUX JIaHUX
MOJKJIMBA acoliaIlis 13 3aCTOCYBaHHSM IIOTO JIIKAPCHKOTO 3aco0y, ajie Iiel 3B'I30K IIe He
BCTAHOBJICHWH 1 mOTpedye moaanbmioi OIHKK. BincyTHicTh iH(OpMAIi CTOCYETHCS
iHdopmMarttii nmpo Ge3nexy JiKapchbKOTO 3ac0o0y, sSKa B IaHWW Yac BIJACYTHS 1 moTpedye 300py
(HampuKJIaa, IpY TPUBAJIOMY 3aCTOCYBaHHI JIIKAPCHKOTO 3aC00y).

Ilepeik BaxJIMBUX PU3MKIB Ta BiICYTHs iHGopmanis

Baxausi e BincyrHi
inenTHdiKOBaHI PpU3MKHI

BaxinBi norenuiitni e Bincyrai
PHM3HUKHU

BincyThs inpopmanin e Biacyrus

I1.B KopoTke pe3ioMe BaKJIMBUX PU3UKIB

Indopmariss 3 Oe3mexkud B 3ampONOHOBAHIN I1HCTPYKIIT AN MEIWYHOTO 3aCTOCYBaHHS
BiZINIOBiTa€ peepeHTHOMY JIIKapChKOMY 3ac00y.

11.C Ilnan micasipeecTpaniiiHoro po3BUTKY
11.C.1 JocaimkeHHsl, 10 € YMOBOIO Jis OTPMMAHHS JT03BOJY HA MPOJAK
He icHye kOQHUX IOCIHIKEeHb, SIKI € YMOBOIO OTPUMAaHHS PEECTPAIIHOTO TMOCBIIYEHHS a00

0co0IMBUM 3000B’s13aHHHSIM 110 BigHomenHto 10 JI3 Jlokcopydinun Jxenedapm.

I1.C.2 Tnumi gocain:keHHs B IUIaHI MicasipeecTpaniiiHOro po3BUTKY
He Bumaraetsces sxoquaux pociimkens it JI3 [lokcopy6iuun Jxenedapm.




