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Pe3oMe muiany ynpasiiiHHSI pU3HKAMH JIIKAPCbKOT0 3ac00y

APEJIIS®,

Ma3b
(MHH - Fluticasone propionate)

Ie pestome muiany ynpasiiaas pusukom (IIYP) na mikapebkuit 3aci6 (JI3)
APEJIIA®, ma3b.

V IIYP peTansHO ONMCYIOTHCS BaXKIMBI pusuku crocoBHo JI3 APEJIL®,
Ma3b, SIK MOXHa MIHIMI3yBaTH II PU3UKK Ta SIK MOXHA OTPUMATH OiJIbIIe
indopmanii npo pusuku crocosro JI3 APEJIIA®, ma3b, Ta BiacyTHIO iHdopMariio.

[HCTpYKIIS 711 MEAMYHOro 3acTocyBaHHs Ha JI3 APEJIIA®, Ma3p, Hamae
BOXKJIMBY 1H(OpPMAIII0 MEJIUYHUM IIpalliBHUKAM Ta MaIllEHTaM CTOCOBHO TOTO, SIK
CJIiJ1 3acCTOCOBYBaTH Iieit JI3.

HoBi BaxauBI pU3UMKM YW 3MIHM JO0 TOTOYHHUX OYIyTh BKJIIOUCHI J10
onosieroro [1YP Ha JI3 APEJIIS®, ma3b.

I. Jlikapcbkuii 3a¢i0 Ta AJ151 400 BiH 32CTOCOBYETHCH.

APEJIIA®, Ma3b, € nikapchbKuM 3ac000M, 10 MOKA3aHWH IJIs JiKyBaHHS Y
JIOPOCIIMX JEPMAaro3iB, YYTJIUBHUX JO JIIKYBaHHS KOPTHKOCTEpOigamMu, TaKl SK:
aTOMIYHI JE€PMATUTH; HYMYJSIpHUN JAepMaTUT (JUCKOIAHA €K3€Ma); BY3IyBaTUU
CBepOIXK; Mcopia3 (3a BUHATKOM MOLIMPEHOTO OJSIIKOBOrO Icopiasy); MPOCTHM
XPOHIYHUHN JMIai (HeUpoaepMaTuT), YSPBOHUM TIJICCKATUN JIMINA; ceOoperHui
JIEPMATHUT; MTOPA3HIOBAIbHHI a00 ajepriyHuii KOHTAaKTHUH IEPMATHT; TUCKOITHUN
YepBOHUM BOBYAK; T€HEpaJli30BaHa epUTPOAEpMis (SK JOATKOBHI 3aci0); peakxiis
Ha YKYCH KOMax; YepBOHA MITHUILIS.

Ta nmikyBaHHS aTOMIYHOTO JIEPMATUTY y JITE€H BIKOM Bia 3 MICSIIB Yy pasi
BIJICYTHOCTI €(eKTy BIiJ JIKyBaHHS MEHII TMOTY>KHUMH KOPTHKOCTEPOiJaMHu.
Hirouoro peuosunoro JI3 APEJIIS®, ma3b — € (IyTHKa30Hy OPOIiOHAT.

KiiniuHa eeKTUBHICTD (hIyTUKA30HY MPOMIOHATY MIATBEPAKEHA MEAUYHUM
3aCTOCYBaHHAM, KJIIHIYHUMU BUIPOOYBaHHSIMU, BKIIOUEHHSM B (papMakoriei KpaiHn
CBITY Ta IHIIMMHA HOPMAaTUBHUMH JOKYMEHTaMH.

I1. Pu3uku, mo moB’si3aHi 3 JiKapCbKUM 3aC000M, Ta 3aX0M JJIA MiHiMi3amii
a00 101aTKOBOI XapaKTePUCTHKHU PU3HUKIB.

Hmwxue HaBeneHo BaxiuBi pusuku JI3 APEJIIS®, ma3b, pa3oM 3 3axoJdaMH
10JT0 MIHIMI3AIlil ITUX PU3HKIB.
3axonamu A MiHIMIzauii pu3ukiB JI3 MOXyTh OyTH:

o KoHnkperHa iH(opMalisi, Taka SK MONEpPEHKEHHs, 3aCTEPEXKHI 3aX0Ju Ta
pekoMmeHfalli 3 MpaBWIbHOrO 3actocyBanHsa B IM3, mo aapecoBani
naiieHTaM Ta MEIUYHUM MpalliBHUKAM;

e Baxnua pekoMeHAallis 3 MaKyBaHHS JIKapChbKOTO 3aC00Y;
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e J[03BOJICHHI PO3MIp YIMAaKOBKH — KUTBKICTh JIKAPCHKOTO 3ac00y B yMAaKOBII
OOMpaEThCS TaK, IO 3a0E3MEeUNTH TPABWIBHE 3aCTOCYBAaHHS JIIKApCHKOTO
3aco0y;
e [lpaBoBuii craryc JiKapCchbKoro 3aco0y — NUIAX, 3a JOMNOMOTOI0 SKOTO
JIKapChbKHM 3aci0 TOCTAa4aeThCs MalleHTy (HANpUKIad, o perenty abo 0e3
pelenTy), MoXke JOIMOMOITH MIHIMI3yBaTH HOTO PU3UKH.
Pa3oMm 111 3aX0/11 CTAaHOBIIATH PYMUHHI 3aX0U 3 MIHIMI3ayii pu3uKia.
JlonaTkoBoO 710 ITUX 3aX0iB 1HGOpMAaIIlis PO MOOIYH1 peakilli 30MpaeThCsl MOCTIMHO
Ta PETyJIAPHO aHAII3Y€EThCS, BKIIOYAIOYH OLIHKY PETYJISIPHO OHOBIIIOBAHOTO 3BITY 3
oesneku (PSUR), Tak mo0 HeraitHui 3axig Mo)kKHa OyJI0 BXKHTH, 32 HEOOX1THOCTI.
i 3aX0/11 CTAHOBJIATH PYMUHHY OISNbHICMb 3 (PAPpMAKOHANAOY .
BaxnuBa iHdopMmallisi, mo MoXe BIUIMHYTH Ha Oe3mnedyHe 3actocyBaHHs JI3
APEJIIS®, masp, ska Lie He MOCTYIHA, 3a3HAYeHa IIiJi PyOPHKOK «BiACYTHS
1H(pOopMaIis» HIDKYE.
I11.A Ilepenik eaxcnueux pu3ukie ma 6i0cymuvoi ingpopmauii

Baxusumu pusukamu JI3 APEJIIS®, mase, € pusuMKku, 10 MOTPEOYIOTH
OCOOJIMBUX 3aXOJlIB 3 YHpPaBIIHHSA PHU3UKOM I MOJANBIIOIO BUBYEHHS abo
MiHIMI3alli pU3HMKY, Tak W00 JIKapchkuil 3acid MokHa Oysio Oe3MeyHo
3aCTOCOBYBaTU. BakiuBI pU3MKKM MOXYTh BBaXKaTHCS 1ACHTH(IKOBAaHUMH abo
NOTEHIINHUMU. [neHTH(dIKOBAaHUMU pPHU3MKAMU € TpoOJeMH, IS SIKUX ICHYE
JOCTAaTHLO JOKa3iB 3B 3Ky i3 3acrocyBansam JI3 APEJIIA®, mass. [loreHuilinumu
pu3MKaMu € MpoOJeMH, ISl SIKUX 3B’SI30K 13 3aCTOCYBAaHHSM IIBOTO JIKAPCHKOTO
3aco0y, MOXIIMBO, IPYHTYEThCS Ha JOCTYIHUX JIaHUX, ajie 1€l 3B 30K Ie HE
BCTAHOBJICHUH Ta MOTpeOye MOAANBIIOT OI[IHKU. BiacyTHs iHdopmalis crocyeTbes
iH(dopMallii npo Oe3neKy JIKapCchbkoro 3acoly, 10 3apa3 BIJICYTHsS Ta il TpeOa
310patu (HanmpuKiaji, o0 TPUBAJIOT0 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y).

Ilepenik BaxJIMBUX PU3HKIB Ta BiACYTHA iHGopMalis
Ba:xausi inenTudikoBani | HEMaE

PHU3HMKH
Ba:xiuBi moreHuiiiHi pusukn | HEMae
Bincyrns ingopmanis HEMae

I1.b Pe3rome Ba:KJIMBUX PU3HUKIB

Indopmais 3 6e3nexu mikapepkoro 3acoby APEJIIA®, kpem Bignosinae ingopmarii
HaRP Assessment Report (ocranne onosnenns — 02.09.2022 poky) nnst Aitoyoi
peuoBunu Fluticasone propionate, 1o onyo6ikoBanuii Ha BeO-caitti CMDh.
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ILLB. Ilnan micasipeecTpamiiiHOro PoO3BHMTKY (3aIUIaHOBAHI 3axoaud Yy

nicJasipeecTpauninHoMy nepiomi)

I1.B.1 JocnimxeHHs, Skl € yMOBaMH BHJIa4l PEECTPAIIHHOTO MOCBITYECHHS
BiacyTtHi mocmimkenHs abo cremiaibHi 3000B’s13aHHSA, sIKI Oy 6 yMOBOIO

BHa4i peecTpaniiinoro nocsiguenns na JI3 APEJIIA®, mass.

I1.B.2 THwmi goc/iizkeHHs1 y IVIaHi MicJasipeecTPaliiiHOro0 po3BUTKY
Jns JI3 APEJILA®, mase, DOCHIIKEHHS HE BUMAraloThCS.



