YACTUHA VI: Pe3sroMe nnaHy ynpasJliiHHA pU3nKaMm

Pe3ioMe nniaHy ynpasniHHA pU3MKaMKU AN NiKAapCbKOro
3acoby MYTA®JIOP, cycneHsis

Le pestome nnaHy ynpasniHHSa pusukamn (MYP) ansa nikapcbkoro 3acoby MYTA®JIOP, cycneHsia. MYP
AeTanbHO OMWUCYE BaXIMBiI MNOTEHLUIMHI PpU3MKM Nikapcbkoro 3acoby MYTA®JIOP, cycneHsiqa, sk
MiHIMi3yBaTW Ui pu3MKM Ta SK oTpuMmaTtu binblwe iHdopMauii Npo pu3nkM Ta HeBigoMy (BiACYTHIO)
iHpopmauito nikapcbkoro 3acoby MYTA®IIOP, cycneHsis.

B kopoTkili XxapakTepucTtuui nikapcbkoro 3acoby (KXJ13) Ta iHCTpyKUii ANnS MeAWYHOro 3acToCyBaHHS
(IM3) nikapcbkoro 3acoby MYTA®JIOP, cycneHsis HajaeTbCsa BaxauBa iHdOpMauia Ana MeaAndHUX
npauiBHMKIB Ta NaLiEHTIB LWOAO 3aCTOCYBaHHA nikapcbkoro 3acoby MYTA®JIOP, cycneHsis.

I. Jlikapcbkunit 3aci6 Ta NnokasaHHA ANIA 3aCTOCYyBaHHA

MYTA®JIOP, cycneHsis 3apeecTpoBaHuii Ans npodinakTUKM NaToNOrivyHMX KOJIOHI3aLin y KULLEYHUKY
B HOBOHapoaXeHux (y T.4. HEAOHOLEHWUX); ANA NiABULEHHSA iIMYHITEeTY HOBOHapoaXxeHux (y T.u.
HeLOoHOLWeHMX); Aiapes y AiTel rpyaHOro Ta AOLWKINbHOMO BiKy, B TOMY YMC/i Npu roayBaHHi yepe3
30HA.

BiH MictuTb Escherichia coli wtam NISSLE 1917 B aKOCTi Ait040i peyYoBMHM Ta 3aCTOCOBYETbLCS
nepopanbHo.

II. Pusukun, noB'sizaHi 3 nikapcbkuM 3acoboMm Ta 3axoau 3
MiHIiMiI3aLlii Y1 noganbLIOi XapaKTEPUCTUKN PU3UKIB

Huxue 3a3HayeHi BaX1MBi PU3MKWM 3aCTOCYBaHHS fikapcbkoro 3acoby MYTA®JIOP, cycneHsis, a
TakoX 3anponoHOBaHi 3axoauM ANs MiHiMisauii uMx pu3MKIB Ta NPOMOHOBaHi AOCNIAXEHHA A1
noAanblLUOro BUBYEHHS pU3KKIB Nikapcbkoro 3acoby MYTA®JIOP, cycneHsis.

3axogamu 3 MiHiMi3auii pu3ukiB, WO iAeHTUIKOBaHI ANs NikapcbKoro 3acoby, MoxXyTb 6yTu:

e CneuundiyHa iHdOpMaLis, Taka SK 3acTepexeHHsi, 3anobixHi 3axoan, Ta nopaau Wwoao
MnpaBWIbHOINO 3acTocyBaHHS, HasegeHi B IM3 Ta KXJI13 ana MeaMdHux npauiBHUKIB Ta
nauieHTiB

e Baxnmsi nopaamn, WO BKasaHi Ha ynakoBLi NikapCbKoro 3acoby;

e 3aTBeEpAXEHUIM PO3MIp YMNaKOBKWM — KifIbKiCTb MpenapaTty B ynakoBui, sika BubpaHa wwob
nepeKkoHaTUCsl y TOMy, LWO npenapaT 3aCTOCOBaHWMI NpaBUIbHO;

e PeuenTypHuii cTaTyc npenapaTy — cnoci6, sKknm npenapaT po3NoBCIOAXEHUI cepel NaLiEHTIB
(TobTO 3a peuenTtoM uym 6e3 peuenTy), WO MOXE AOMOMOITU MiHIMi3yBaTh MOro pU3nKU.

Pa3omMm ui 3axoan cknagaroTb pYTUHHI 3axoaun 3 MiHIMI3auii pu3nKis.
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II.A lMepenik Ba>k/INBUX PU3NKIB Ta BigCYyTHS iH(popmaLisn

BaxxnuBi pM3nKM nNpu 3acToCyBaHHI Nikapcbkoro 3acoby MYTA®JIOP, cycneHsia - ue pusuku, ons
AKX HeobXiAHi cneuianbHi 3axo4M 3 ynpaBniHHA pU3MKaMW 3 METOK MNOAANbLIOrO BUMBYEHHS abo
MiHiMi3auii pu3mky, Ana 6e3nedyHoro 3acTtocyBaHHSA npenapaTy. Baxnusi pusuMku MoXyTb 6yTu
po3uiHeHi Ak ineHTudikoBaHi abo noTeHuinHi. IaeHTUdIKOBaHI pu3mMkmM — ue npobnemu, ans SKmMx
HasiBHi AOCTaTHi AoOKa3n 3B'A3KYy i3 3aCTOCyBaHHSAM npenapaTy Jfikapcbkoro 3acoby MYTA®JIOP,
cycneHnsis. MMoTeHUiNHi pu3mkm — ue npobnemun, Ansg AKUX 3B'A30K i3 AaHWM NiKapCbKUM 3acoboM €
MOXJ/IMBUM HA OCHOBi HasiBHMX AaHMX, OAHAK Lel 3B'A30K LWe He € BCTaHOBMAeHMM i noTpebye
noAanbluoi ouiHKK. BiacyTHs iHdopmauia — ue iHdopMauia 3 6e3nekun nikapcbkoro 3acoby, ska Ha
AaHWM Yac BiACYTHSA, i 9Ky noTpibHo 3ibpatn (TO6TO Npu AOBroTpMBasiOMy 3aCTOCYBaHHI JTiKapCbKOro
3acoby);

Mepenik BaXNIMBMUX PU3UKIB Ta BiACYyTHbOI iHdopMauii

Baxxnumsi ineHTUdIKOBaHI BiacyTHi
pU3KKKn

Ba>knmBi NOTEHLUiNHI pu3nkmn BiacyTHi

BiacyTHsa iHdopmauis BiacyTHi

I1.B Pe3roMe Ba>KJIMBNX PU3HNKIB

Hemae BaxnmBux ioeHTUDIKOBAHMX PU3KNKIB, BaXJIMBUX MOTEHLINHNUX puU3MkiB abo BiACYTHbLOI
iHdopmauii.

II.C lNnaH nicnapeecTpayiiHoi po3po6bkun

II.C.1 focnip>xeHHsA, AKi € yMOBaMu peecTpauii nikapcbkoro 3acoby

Hemae pocnigxeHb, SIKi € yMOBaMW peecTpauii nikapcbkoro 3acoby MYTAO®JIOP, cycneHnsis abo
cneumndivyHmx 3060B'A3aHb WOAO0 AAHOro NiKapCbKoro 3acoby.

I1.C.2 IHwWi pocnip>xeHHA B NJ1aHi nicnsapeecTpauiiHoi po3po6bku

JocnigXeHHs, wo HeobxiaHO NpoBecTn A4 nikapcbkoro 3acoby MYTA®JIOP, cycneHsia BigCyTHi.
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