YactuHa VI: Pe3stome nnaHy ynpaBaiHHA pU3MKamu

Pe3tome nnaHy ynpasBaiHHA pU3MKaMK anA
I6ynpom ana aiten ®opte, 200 mr/ 5 mn, cycneHsia opanbHa

Le pestome MnaHy ynpasniHHA pusmnkamum (MYP) gns nikapcbkoro 3acoby |6ynpom gnsa giteir doprte,
200 mr/ 5 mn, cycneHsia opanbHa. Y MYP mictaTbcA Bi4OMOCTI NPO BaK/MBI PU3MKK NiKapCcbKoro 3acoby
I6ynpom gns piter dopTe Ta AK Ui PUSUKM MOXKHA 3BECTM A0 MiHIMyMy, i Npo Te, SIK OTPUMATU
AoaaTKoBy iHGOpPMaLLito NPO PU3NKM Ta HEBU3HAYEHICTb (BiacyTHA iHbopmauia).

3BepHiTb yBary Ha iHCTPYKLil0 A9 MeAWYHOro 3aCTOCYBaHHA, AKA HAZAE MeAMYHMM MpaLiBHUKaAM Ta
nawieHTam Ba*K/MBY iHpopMaL,ito Npo Te, AK cnig, 3actocoByBaTh Ibynpom gns aiteir dopre.

I NikapcbKuii 3aci6 Ta gna 4oro BiH 3aCTOCOBYETbLCA

I6ynpom ans piteit ®opte Mae HaCTYNHi 3aTBEPAKEHI NOKA3aHHA:

CumnmomamuyHe niKyB8aHHSA 2apAYKU ma 60110 pi3HO20 Noxo0xeHHs y dimel gikom 8i0 6 micauis 0o 12
POKi8 3 MaCO mina He MmeHuwe 8 K2 (8KAYaroYU 2apavKy nicas imyHizayii, 2ocmpi pecrnipamopHi sipycHi
iHperyii, epun, b6inb npu npopizysaHHA 3ybis, binb nicna eudaneHHA 3yba, 3ybHuUll binb, 20108HUL binb,
6inb y 20pi, 6inb NpPu po3maAzHeHHI 38'A30K ma iHWi suou 6070, y MOMy YUCAi 3aNaAbHO20 2eHe3y).
I6ynpom ana pitein ®opte micTuTb iBynpodeH AK Aitovy pe4oBUHY i 3aCTOCOBYETLCS NEPOPaAbHO.

. Pu3uKun, nos'a3aHi 3 nikapcbKMm 3acobom Ta gii, noB’a3aHi 3 miHimi3auieto pusukis
a60 iX N0AanbLIOK XapaKTepPUCTUKOIO

Hukue HaBeaeHi BaXKAMBi pu3nKK 16ynpom gns aitein dopTte pasom i3 3axogamu 3 MiHiMmi3auii Takux
PU3UKiB Ta 3aNPONOHOBAHMX AOCAIAKEHDb ANA OTPUMAHHA A04ATKOBMX BiLOMOCTEN Npo pusnkm |bynpom
ana piten dopre.

3axoam 3 MiHimi3au,ii pu3unKiB, BUSHaYEHUX ANA NiKAaPCbKMX 3aC06iB, MOXKYTb BYyTU:

o KoHKpeTHa iHbopmaLia, TaKa SK nonepearKeHHnA, 3aCTePeXEHHA Ta NopPaam LWoA0 NPaBU/IbHOMO
3aCTOCYBaAHHA B IHCTPYKUii ANnA meAnvHOro 3actocyBaHHA Ta KXI1, agpecoBaHi nauieHTam Ta
npaLiBHUKaM OXOPOHW 340P0B's;

®  BaXX/MBi peKomeHaauil o0 YNaKoBKM NliIKapCbKMX 3ac06iB;

® [03BOJIEHUIA PO3MIP YNAaKOBKM — KiNbKICTb iKapcbKoro 3acoby B ynakoBLi BUOMPAETLCA TaKUM
YMHOM, W06 3a6e3neunTn NpaBuIbHE BUKOPUCTAHHSA NiKapCbKOTo 3acoby;

® PaBOBMI CTATyC NiKapCbKOro 3acoby — crnocib, AKMM NiKapCbKMin 3acib NocTayYa€eTbCA MaLieHTY
(Hanpuknag, 3 peuentom abo 6e3 HLOT0), MOXKe A40NOMOITU MiHIMI3yBaTU MOTO PU3UKMU.

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

1I.A MNMepenik saxcausux pusukie ma sidcymus iHgpopmauyis

Baxknuei pusmnku 16ynpom ana piterr ®opte — ue pu3MKKM, AKi NoTpebyloTb cneuianbHUX 3axoais 3
ynpaBAiHHA pU3MKaMKn ANS NOAaNblLIOro BUBYEHHA abo MiHIMi3aUil pu3nKy, Wo6 nikapcbKkuii 3acib mir
6yt 6e3neyHnM. BarKiMBi PU3MKU MOXKHA pO3rnaaaTu AK iAeHTUdIKOBaHI UM NOTEHLiNHI. BuasneHumu
pusnKammn € npobaemun, ona AKUX € JOCTATHbO AO0Ka3iB 3B'A3KY 3 BUKOPUCTAHHAM |Bynpom gns aitei
dopTe. MOTEHUiNHI PU3NKN — LEe PU3MKN Ha OCHOBI HafBHMX AAHWUX, aCOLiMOBaHI i3 3aCTOCYBAHHAM LIMX
NiKapcbKnx 3acobis, ane uA acouialia We He BCTaHOB/EeHa i noTpebye noaanbluoi OUiHKKU. BigcyTHs
iHpopmalis cTocyeTbca iHbopmauii Npo 6e3neky NikapcbKux 3acobiB, sika B AaHMIA 4ac BiAcyTHSA i
notpebye 36UpaHHA (HanpuKaaa Npu TPMBaANOMY 3aCTOCYBaHHI NiKiB).

Mepenik BaXKNMBUX PU3UKIB Ta BiacyTHA iHpopmauina

BaknuBsi BUABNEHI PU3NKK ‘ e oaHoro




BarKnMBi NOTEHLiMHI PU3UKK e opaHoro

BiacyTHa iHbpopmauis e oaHoro

1I.B Kopomkuii 025150 eaxcnusux pusukKie

He 3acTocoByeTbcA. He 6yno BUABNEHO XoAHMX npobaem 6e3nekun woao nikapcbKkoro 3acoby |6ynpom
ana aiten ®opre, 200 mr/ 5 mAa, cycneHsii opanbHoI.

11.C NMicnapeecmpayilinuii naaH po3sumky
I1.C.1 JocnigKeHHs, AKi € ymoBamm 4,03B0J1y Ha NpoaaK

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

1I.C.2 IHWi gocnigKeHHA B nicnApeecTpayifHOMY NiaHi PO3BUTKY

He icHye ogHUX docnigykeHb, HeobxigHux ana |eynpom ans aitein dopte, 200 mr/ 5 mn, cycneHsii
OpanbHOI.




