YactuHa VI: Pe3stome nnaHy ynpaBaiHHA pU3MKamu

Pe3tome naaHy ynpaBaiHHA pU3NKamun ans
I6ynpom PP

Lle pestome MnaHy ynpaaiHHA pusmkamu (MYP) ana nikapcbkoro 3acoby 16ynpom PP. Y MYP mictaTben
BiZOMOCTi NpPo BaXNAMBI PU3NKM JliIKApPCbKMX 3acobis |6ynpom PP Ta AK Ui pU3MKM MOXKHA 3BECTU A0
MiHIMyMy, i nNpo Te, AK OTpMMATW [04aTKOBY iHbOpMaLilo npo pu3Mkn ana léynpom PP Ta
HeBM3HayeHicTb (BigcyTHA iHbopmauin).

3BEpHITb yBary Ha KOPOTKY XapaKTePUCTUKY JliKapcbKoro 3acoby (SmPC) Ta iHCTpyKLUito ANna MeauyHoro
3acTocyBaHHA |6ynpom PP, AKi HagaloTb meaMyHUM NpaLiBHUKAM Ta MauieHTamM Ba*KiMBy iHbopmaLito
npo Te, AK cnig 3actocosysath |6ynpom PP.

I NikapcbKuii 3aci6 Ta N8 4Yoro BiH 3aCTOCOBYETbLCA

I6ynpom PP Ma€ HacTynHi 3aTBEpArKEHI MOKa3aHHSA:

Binb pi3HO20 Moxo0xceHHS 8i0 HU3bKO20 00 CepeOHbo20 CMYNeHA MAXCKOCMI:

Binb pi3HO20 NMOX0OHEHHSA 8i0 HU3bK020 00 CepedHbo20 CMYyNeHA MAMKOCMI: 20/a108HUl 6inb (8 momy
yucai npu mieperi), 3ybHuUl 6inb (8 momy yucai nicna eudaneHHA 3yba), ducmeHopea (nepioduyHuli
MeHcmpyanbHUl 6inb), Hespaneii, binb y cNuHi, cy2nobax ma mM’a3ax ma cCuMIMOMAMUYHe iKy8aHHS
03HAK 3acmyou, epuny ma rnponacHuyi.

I6ynpom PP micTuTb ibynpodeH aK Aitody peyoBMHY i 3aCTOCOBYHOTbLCA NEPOPAbHO.

. Pu3uku, nos'asaHi 3 nikapcbKum 3acobom Ta aii, nos’A3aHi 3 miHimi3aujielo pusukis
a60 ix NoAanbLIOO XapaKTEPUCTUKOID

Hukue HaBegdeHi BaxamBi pusnku |6ynpom PP pasom i3 3axogamu 3 MiHimi3aUil TakMX puU3MKiB Ta
3aMNpPONOHOBAHMX AOCANIAKEHD A1 OTPUMAHHSA AOAATKOBMX BigoOMOCTel Npo pusmku |6ynpom PP.
3axoam 3 MiHiMi3aLii pU3KnKiB, BUSHaYEHUX AN NIKAaPCbKMUX 3aC06iB, MOXKYTb ByTU:

o KoHKpeTHa iHbopmaLia, TaKa SK nonepearKeHHnA, 3aCTepeXeHHA Ta Nopaam LWoA0 NPaBU/IbHOMO
3aCTOCYBaHHA B IHCTPYKLUii AnA meAnvHOro 3actocyBaHHA Ta KXI1, agpecoBaHi nauieHTam Ta
npaLiBHUKaM OXOPOHM 340P0B's;

®  BaXX/MBi peKomeHaauil o0 YNaKoBKM NliIKapCbKMX 3ac06iB;

® [03BOJIEHUIA PO3MIP YNAKOBKM — KiNbKICTb MiKapcbKoro 3acoby B ynakoBLi BUOMPAETLCA TaKUM
YMHOM, W06 3a6e3neynTn NpaBuIbHE BUKOPUCTAHHSA NiKapCbKOro 3acoby;

e PaBOBMI CTATyC NiKapCbKOro 3acoby — crnocib, AKMM NiKapCbKMin 3acib NOCTaYa€eTbCA MaLieHTY
(Hanpuknag, 3 peuentom abo 6€3 HbOTO), MOXKe AONOMOITU MiHIMI3yBaTU MOrO PU3UKMU.

Pasom uj 3axoam CTaHOBAATL M1/1aHO8I 3aX00U 3 MiHIMI3ayii pusnky.

1I.A MNMepenik saxcausux pusukie ma sidcymus iHgpopmauyis

Baxknuei pusnku 16ynpom PP — ue pu3MKKM, AKi noTpebytoTb chneuiafibHUX 3axOAiB 3 ynpaBAiHHA
pU3MKaMn AN NoAanblOro BMBYEHHA abo MiHimizauil pusKKy, WO6 nNikapcbKuit 3aci6 mir 6ytu
6e3neyHum. BakamBi PU3MKU MOXKHA po3rnagaTv fAK ineHTUdIKOBaHI YM NOTEHLUinHi. BuaBneHUMHU
pUsnKamn € npobaemu, AN AKUX € [OCTAaTHbO [O0Ka3iB 3B'A3KY 3 BMKOPUCTaHHAM |6ynpom PP.
MoTeHUiMHI PU3NKM — LEe PU3MKM Ha OCHOBI HaABHWUX AaHMX, aCOLIMOBAHI i3 3aCTOCYBAHHAM LbOro
NiKapcbKoro 3acoby, ane UA acouljauin we He BCTaHOBJeHAa i NOTpebye NoAanbLoi OUiHKKU. BiacyTHa
iHpopmalLis cTocyeTbca iHbopmauii Npo 6e3neky NiKkapcbKUx 3acobiB, sika B AaHMIA 4ac BiACyTHSA i
notpebye 36UpaHHA (HanpuUKaaa Npu TPMBaANOMY 3aCTOCYBaHHI NiKiB).

Mepenik BaXNMBUX PU3UKIB Ta BiacyTHA iHpopmauina

BaknuBsi BUABNEHI PU3NKK ‘ e KOoAeH




BaKnMBi NOTEHLiMHI PU3UKK ® KoaeH

BiacyTHa iHbpopmauis ® KOoAeH

1I.B Kopomkuii 025150 eaxcnusux pusukKie

He 3actocoByetbcs. lMNopylweHb 6e3nekn nikapcbkoro 3acoby lbynpom PP 200 mr, Tabnetku, BKPUTI
NNiBKOBOI 000/IOHKOLO, HE BUSIBNIEHO.

11.C NMicnapeecmpayilinuii naaH po3sumky

11.C.1 JocniaykeHHs, sKi € ymoBamMu [,03B0OJY Ha NPoAarK

He icHye gocnigxeHb, fiKi € ymoBamuM [03BOJly Ha npogdaxk abo cneuianbHMMM 3060B'A3aHHAMU LWOAO
I6ynpom PP.

11.C.2 |HWi AocniaxKeHHA B nichApeecTpaLiMHOMY NAaHi PO3BUTKY

He icHye }XoaHux gocnigxeHb, HeobxiaHux ans 16ynpom PP.




