YactuHa VI: Pe3stome nnaHy ynpaBaiHHA pU3MKamu

Pe3tome nnaHy ynpasaiHHA pU3MKamm ans

Anepuk, 10 mr, TabneTtku

Le pestome MnaHy ynpasniHHA puamkamu (MYP) ana nikapcbkoro 3acoby Anepik. Y MYP mictaTtbea
BiZLOMOCTi NPO Ba*K/MBi PU3MKKN NiKapCbKOro 3acoby Anepik Ta AK Ui pU3MKU MOXKHA 3BECTM 40 MiHimymy,
i Npo Te, AK OTPMMATU A0AaTKOBY iHPOPMALLitO NPO PU3NKM Ta HEBU3HAYEHICTb (BiacyTHA iHGopMmaLiia).

3BEpHITb yBary Ha KOPOTKY XapaKTepPUCTUKY fliKapcbKoro 3acoby (SmPC) Ta iHCTpyKLUitlo ANna MmeauyHoro
3aCTOCYBaHHA, fAKi HagaloTb MeAMYHUM MpPaLiBHMKAM Ta MNaljieHTam BaXkauBy iHpopmauito npo Te, sK
cnip 3actocoByBaTu ANepik.

. NikapcbKuii 3acib Ta N8 4Yoro BiH 3aCTOCOBYETbLCA
Anepik Ma€ HACTYMNHI 3aTBEPAKEHI NOKA3aHHA:

CumnmomamuyHe niKkysaHHA 6a2amopiyHo20 Ma Ce30HHO20 asepaiuHo20 PUuHimy.
CumnmomamuyHe NiKy8aHHS XPOHIYHOI idionamu4Hoi Kponue'sHKU.

Anepik MiCTUTb NOpPaTaAMH AK AitoYy PeYOBUHY i 3aCTOCOBYETLCA NEPOPASLHO.

. Pu3unKun, nos'a3aHi 3 nikapcbKMm 3acobom Ta gii, noB’a3aHi 3 miHimi3aujieto pusukis
a60 iX NoAanbLIOK XapaKTepPUCTUKOIO

Hukye HaBedeHi Ba)kAMBi PU3MKM Anepiky pasom i3 3axo4amMum 3 MiHIMI3auii TakMX pU3HKIB Ta
3anpOMNoOHOBAHMX AOCNIAKEHD AN OTPUMAHHA 404ATKOBUX BigoMoCTen Npo pu3nKu Anepiky.

3axoam 3 MiHimi3aLii pu3unKiB, BU3HAYEHUX A8 NiKAPCbKUX 3aC06iB, MOXYTb ByTK:

o KoHKpeTHa iHbopmaLia, TaKa SK NonepearKeHHnA, 3aCTepeXeHHA Ta Nopaam LWoA0 NPaBU/IbHOMO
3aCTOCYBaHHA B IHCTPYKUii ANnA meAnvHOro 3actocyBaHHA Ta KXI1, agpecoBaHi nauieHTam Ta
npawiBHMKaM OXOPOHU 340pPOB's;

®  BaXX/MBi peKomeHaalil o0 YNaKoBKM NliIKapCbKMX 3ac06iB;

® [03BOJIEHWUIA PO3MIP YNAKOBKM — KiNbKICTb iKapcbKoro 3acoby B ynakoBLi BUOMPAETLCA TaKUM
YMHOM, W06 3a6e3neunTn NpaBuIbHE BUKOPUCTAHHSA NiKapCbKOro 3acoby;

® MPaBOBMI CTATyC NiKapCbKOro 3acoby — crnocib, AKMM NiKapCbKMin 3acib NocTayYa€eTbCA MaLieHTY
(Hanpuknag, 3 peuentom abo 6e3 HbOT0), MOXKe AO0NOMOITU MiHIMI3yBaTU MOTO PU3UKMU.

Pa3om Ui 3ax04n CTaHOBAATb M1/1aHO8I 3aX00U 3 MiHIMI3ayii PU3NKY.

AKLWoO BaxnMBa iHGOPMALLA, AKa MOXKe BMNANHYTU Ha 6e3neKky BUKOPUCTaHHA Anepika, e He AO0CTYyMNHa,
BOHa nepeniyeHa HUX4e B po3aini "siacyTHa iHbopmauia'.

II.A lNepenik saxcausux pusukie ma eidcymHs iHgpopmauyin

BarknmBi pusmnKM Anepiky — Le pU3MKK, AKi NoTpebytoTb cneuiaibHUX 3aX04iB 3 YNpPaBAiHHA PU3MKaMU
AN noJanbworo BMBYEHHA abo MiHimisauii pumsmKy, Wwob nikapcbKkuiA 3acib mir 6yt 6esneyHum.
Bak/MBI PU3MKM MOXKHA pPO3rnagatv fK igeHTUOIKOBAHI YM NOTEHUiMHI. BUaBneHMMU pU3MKaMKU €



npobaemu, 4NA AKMX € AOCTaTHbO A0KA3iB 3B'A3KY 3 BUKOPUCTAHHAM Anepiky. MoTeHUiMHI pu3nKK — Le

PU3MKM Ha OCHOBI HafBHMX OAHWX, ACOLIMOBAHI i3 3aCTOCYBAHHAM LMX NiKapCbKUX 3acobis, ane us

acoujauia we He BcTaHoBAeHa i noTpebye noganbloi OUiHKK. BiacyTHA iHPopmaLia cTocyeTbes

iHpopmaLii nNpo 6e3neKy nikapcbKMx 3acobiB, AKa B AaHMK Yac BigcyTHA i noTtpebye 36upaHHA

(HanpuKnaa npu TpMBanoOMy 3aCTOCYBaHHI Nikis).

Mepenik BaXKNMBUX PU3UKIB Ta BiaCyTHA iHPpopmaLina

Baxknusi BUABNEHI PU3NKK

AneprivHi peakuii, TaKi AK BUCUM, NPUMYXAiCTb
061nyys, 3agMLlKa, KPOMMBHULA Ta CBeEpPOiXK.
Kpim TOro, BakKi aneprivHi peakuii 3 Habpakom
06aunuua, ry6, Asuka ta/abo ropna (o moxke
CNPUYUHUTU  YTPYAHEHHA  AuMxaHHA  abo
KOBTaHHA)

AHOManbHa QYHKUIA MNeYiHKKW, BKAKOYAOUM
3aMaNeHHA MeYiHKM Ta NOKA3HMKM MOpPYLUEHHSA
bYHKUT NeYiHKK

Hanagu (KoHBybCii abo cyaomm)

AHomanbHe abo HeperynspHe cepuebuTTa:
cepuebuTTs weugle 3a Hopmy (Taxikapais)
i/abo BigvyTTA WBMAKOIO  cepuebutTs
(nanbniTauin)

BarKnMBi NOTEHLiMHI PU3NKK

3aHenoKOEHHA, 36inblUeHHA MMMOBINBHOTO
pyXy Tina (MCMXOMOTOPHa rinepaKkTUBHICTb)
McuxiyHi NopyleHHA: yABneHHsA abo BiguyTTA
peuen, AKi Hacnpaai He iCHYOTb (rantouMHaLii)
MoseaiHKa/HacTpi y AiTei (BKAHOYAIOYM THIB,
36yA)KEHHS Ta arpecuBHyY NoBeiHKY).

Po3nagn opraHis 30py, BK/AKOYatOuM HabpsK
O4YeMl, CyXiCTb o4Yel Ta NopyLeHHA 30py

TAKKiI nopyweHHs 3 6oKy WKipy (y Tomy ynchi
CMHAPOM CriBeHa-[KOHCOHA/TOKCUYHNI
enigepmanbHUA HEKPONi3)

B3aemogii mixk nikapcbkMmu 3acobamm

BiacyTHs iHdopmaLin

BuKkopucTaHHA nig, yac rpyaHoro
BUrOA0BYBAHHA
BUKoOpWCTaHHSA B AiTelt BiKOM A0 2 poKiB

11.B Kopomkuii 025150 saxcausux pusukKie

IHpopmaLia 3 6e3nekn B NPOMNOHOBAHIN iHGOpPMaLi 418 3a3HAYEHOro NiKApCbKOro 3acoby iAeHTUYHa

iHpopMmalii 3 6e3nekn pedepeHTHOro NikapcbKoro 3acoby.

1.C NicnapeecmpayiliHuli nnaH po3eumky

11.C.1 JocniaKeHHs, siKi € ymoBamMu [,03B0OJY Ha Npoaark

He icHye pocnigxeHb, AKi € ymoBamu 03BOAY Ha Npogax abo cneuianbHMMKU 3060B'A3aHHAMM LWOA0

Anepiky.

11.C.2 |HWi gocniaxKeHHA B nicnApeecTpaLliMnHOMY NAaHi PO3BUTKY

He icHye }XogHux gocnigxeHb, HeobxiaHux ans Anepiky.




