[Tocakonazodn, cycren3is opanbHa 40 Mr/mi
(Posaconazole 40 mg/ml oral suspension) UA-RMP v1.1

Yacruna VI: Pesrome Ilnany ynpasiainus pusukamu’

Pestome Ilnany ynpasainaa pusukamua na [HOCAKOHA3OJI-TEBA,
cycneHnsis opajgbHa 40 Mr/mJ

Ile pestome Ilnany ympamminusa pusukamu (ITYP) mms TTOCAKOHA3OJI-TEBA, cycnensis
opanbHa 40 mr/mn (Hagani — [Tocakonazoun). ITYP omucye BaxnmBi pusuku ans [locakoHnazomy
Ta 3aX0[u 3 iX MiHIMI3amil, a TaKOX NUISIXH OTPUMAHHS OUIBINOI KITBKOCTI iHGOpMAaIii mpo
PU3UKHU 1 HEBU3HAYEHI MUTAaHHS (BiACYTHIO iHpopMario) ctocoBHO [locakonazony.

KopoTka xapakrtepucTrka jikapchbkoro 3aco0y Ilocakonazonmy (SmPC) Ta nmcTOK-BKIIajKa,
[HCTpyKIliT JUIS MEAMYHOTO 3aCTOCYBaHHS JiKapchkoro 3aco0y (IM3) MicTATh BaKIHMBY
1H(opMaIlifo MEAMYHUM TPAIIBHUKAM 1 TIAIlIEHTaM CTOCOBHO TOTO, SIK HEOOX1THO 3aCTOCOBYBATH
ITocakoHa3oumy.

BaxxnuBi HOBI mpoOiemu 3 Oe3reku abo 3MIHU 10 HasBHUX OYJIyTh BKJIIOYEHI MPU OHOBJICHHI
ITYP nns Ilocakonasomy.

|. Jlikapcbkuii 3aci0 i moka3aHHs AJ1s1 100 3aCTOCYBAHHS

[Tocakonaszon-TeBa, cycmensis opambHa 40 Mr/Ma TpU3HAYEHWUW I JIIKYBaHHS TaKHX
rpuOKOBHX 1H(]EKIIH y JOPOCIHX:
- 1HBAa3WBHOIO aCIEpruibo3y y MAIIE€HTIB 13 PE3UCTEHTHICTIO 10 amdoTepuruHy B abo
ITpakoHa301y, a00 y MAIiEHTIB 3 HENEPEHOCUMICTIO LIUX JIKAPChKUX 3ac00iB;
- (¢y3apio3y y MaIi€eHTiB 13 PE3UCTEHTHICTIO M0 aMdorepuiiuany B abo y mamieHTiB 3
HEMepeHOCUMICTIO amoTepuluHy B;
- XpoMoO0JIacTOMIKO3Yy Ta MIIIETOMH Y TAIIEHTIB 13 PE3UCTEHTHICTIO JI0 ITpPaKOHA30J1y abo
y MaIi€HTIB 3 HENEPEHOCUMICTIO ITPAKOHA30I1Y;
- KOKIIMI101I0MIKO3Y Y TAIli€HTIB 13 PE3UCTEHTHICTIO 0 amdoTepuninHy B, iTpakoHazomy
abo ¢urykoHazory, ad0 y HaIliEHTIB 3 HETIEPEHOCUMICTIO IUX JIIKAPCHKHUX 3aC00i1B;
- opodapuHTETPHOTO KaHIWUIO03y: SK Tepallis MepIIoi JiHIi y MaIi€HTIiB 31 3HWKEHUM
IMYHITETOM, 3 MOKJIMBOIO HU3bKOIO €(DEKTHBHICTIO TpenapaTiB MicLieBOi [ii.

CTiiiKicTh BU3HAYA€THCS SK TporpecyBaHHs 1HQEKIIT a00 BIACYTHICTh MOJIMIICHHS MICIA
IOHaiMeHIIe 7 JHIB MOMepeIHbOro 3aCTOCYBaHHA €()EKTUBHOI IPOTUTPUOKOBOI Tepartii.

[Tocakonaszon-TeBa, cycneH3il0 OpadbHy TMPU3HAYAOTh i1 TPO(UIAKTUKA 1HBa3WBHHX
IpuOKOBHX 1H(EKIIIH y TAKUX MAIi€HTIB:

- TAII€HTH, SIKI OTPUMYIOTh XiIMiOTepamito JUIsl 1HAYKIII peMicii Mpu JIIKyBaHHI TOCTPOTO
MI€JIOTE€HHOTO JISHKO03Y a00 Mi€JIOUCIUIACTUYHOTO CHHIPOMY, IO MOXE MPU3BECTH JI0
TPHUBAJIOi HEUTPOTICHIi, Ta y SKUX BUCOKHHA PHU3UK PO3BHUTKY IHBA3UBHUX T'PUOKOBHX
iH(eKIIiif;

- PEHUMIIEHTH TPAHCIUIAHTATIB KPOBOTBOPHUX CTOBOYPOBUX KJITHH, SKI OTPUMYIOTh
BUCOKI J03M IMYHOJETIPECAHTIB Ul MONEPEIKEHHS pPeakiii «TpaHCIUIAaHTAT IMPOTH
Xa3sfiHa» Ta y SKUX BUCOKHMH PU3UK PO3BHTKY IHBA3WBHUX IpUOKOBHX iHGeEKIiH (IuB.
SMPC a6o IM3 mist 03HalOMIICHHS 3 TIOKa3aHHSMH ITOBHICTIO).

[Ipenapar Ilocakonazon-TeBa mnpu3HayYalOTh I NPOMUIAKTHUKKA 1HBa3UBHHX T'PUOKOBHX
1H(peKUiH, COPUYMHEHNX IPDKIKOBUMU a00 IUTICHIBUMH T'pUOaMH, y JOPOCITUX 1 JiTel BIKOM
BiJ 13 poKiB, sIKi MAIOTh MIJBUINEHUNA PU3UK PO3BUTKY TaKuX 1H(MEKIIN (HAMPUKIIA, MAIIEHTH 3
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TPUBAJIOI0 HEUTpPONEHI€0 ab0 PEUMITIEHTH TPAHCIUIAHTATIB KPOBOTBOPHUX CTOBOYPOBHX
KITIITHH).

[IpenapaTt MiCTUTH aKTHBHY peuoBHHY [l0caKoHa30I1 1 3aCTOCOBYETHCS TIEPOPATBHO.

II. Pu3uku, acouiioBaHi i3 nuM mnpenaparom i 3axoau IJs MiHiMizanii a0o
MOJAAJIbIIOI XaPAKTEPUCTUKHU IIMX PU3UKIB

Hwxue naBemeno BaxumBi pusuku [locakoHas3on, a TakoX 3axomu Ui X MiHIMI3aIii i
3aMpoONOHOBaH1 JOCIHKSHHS I OTPUMAaHHS J0JIaTKOBOI 1H(popMaIlii Mpo pU3UKH.

3axoau 3 MiHIMI3aMil PHU3MKIB, 1ACHTH(IKOBAHMX I JIIKAPCHKUX 3aco0iB, MOXYTh OyTH
HAaCTYITHUMU:

e Crnerudiyna iHbopMallis [ MAIIEHTIB Ta MEIUYHHUX TMPAI[iBHUKIB, TakKa SK
3aCTEpPEKEHHs, 3aM001KHI 3aX0I1 1 PEKOMEHAIIIT 010 HAJIEKHOTO 3aCTOCYBaHHS y
pamkax nuctka-Bkiamii ra SmPC, abo B IM3 mikapcbkoro 3aco0y;

e BaxnuBi pekoMeHaIlli Ha yIaKoBIIi JIKapChbKOTO 3ac00Y;

e 3arBep/UKCHHUH pO3MIp YMAKOBKM — KUIBKICTH JIKapChbKOro 3aco0y B YIIaKoBII
obupaeThes 115 3a0€3MeUeHHsI MPAaBHIIBHOTO 3aCTOCYBAHHSI JIIKAPCHKOTO 3ac00y;

e [lopsmok Bigmycky JiKapchbKoro 3aco0y — cmoci0, y sKuil JiKapchbKuil 3acid
BIJIMMYCKA€ThCs MarieHTam (To0To, 6e3 perenty abo 3a PerenToM) MOXE JOIMOMOTTH
MiHIMi3yBaTH OT0 PUHKH.

Pazom 11 3aX0/11 CTAHOBIATE PYMUHHI 3AX00U 3 MIHIMI3AYTl pU3UKIE.

OkpiM 1MX 3aXO0JiB TMOCTIHHO 30MpPAETHCS 1 NMPOBOAUTHCA aHami3 iHMopmarlii mpo mobiuHi
peakilii, TaKuM YMHOM, 1100 Yy pa3i HEeOOXiJHOCTI MOKHA Oyno BXKHTH HeraiHux 3axomiB. Lli
3aXOH BITHOCITBCS 0 PYMUHHA OISIbHICIb 3 (DAPMAKOHATAO) .

Skmo BaxknmBa iH(oOpMaIllisl, MO MOXKE BIUIMHYTH Ha Oe3nedHe 3actrocyBaHHs [locakoHazomy
cycnensii opanbHoi 40 Mr/mi, Ie He JOCTylHa/oOMeXeHa, BOHA 3a3HaueHa HIDK4Ye B rpadi
«BIACYTHS 1H(MOpMAITiS.

I1I.A TlepeJik BaaJIMBUX PU3MKIB i BiICYTHBLOI iH(opMamii

BaxuuBi pusuku ans IlocakoHa3ony — e pU3UKH, IO BUMAaraimTh OCOOJIMBHUX 3aXOJiB 3
YIPaBIIHHS HUMH JJIS TOAJIBIIIOTO TOCHTIKEHH a00 MiHIMI3aIiil pU3UKY, TaK, 00 JTiKapChKUMA
3acid 3acTocoByBaBCsi Oe3meyHO. BakimBi pu3MKKM MOKHA PO3IIIUTH Ha 1ICHTH(IKOBaHI Ta
noTeHIiHHI. [neHTudikoBaHi pu3nuku — 1e MpoOIeMu, ISl AKHX ICHYE JOCTATHBO JI0Ka3iB 3B 3Ky
13 3acrocyBanHsM [locakoHazomy. [loTeHIiliHI pU3UKH — 1€ TPOOIEMH, I SKUX 3B’S30K 13
3aCTOCYBAaHHSIM I[LOTO TPENapary Ha OCHOBI JOCTYIMTHUX TaHUX MOJMJIMBUH, MPOTE HOTO IIe HE
BCTAHOBJICHO, 1 BiH MOTpeOye MOJANBIIOI OLIHKH. BincyTHs iHpopMaris — ue iHdopMmariis mpo
0e3MeKy JiKapCchKOTo 3aco0y, sKa y JaHWW 4yac BiACYTHS ab0 HasBHA B HEJAOCTATHIM Mipi 1 Mae
OyTH 310paHa (HarpHuKIIad, IpU JOBIOTPUBAIOMY 3aCTOCYBaHHI JTIKApPCHKOTO 3ac00Y).
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Taoauus 1: Pe3iome IIpodiiem be3nexku

Ilepesik BaxKIMBUX PU3UKIB Ta BiICyTHHOI iHpopmauii

Bawausi inentudixosani puzuk e 3 00Ky IEYiHKH - ITiIBUIEHUH PIBEHBb IETIHKOBHUX

(hepMEHTIB; T€MaTOTOKCUYHICTh; ICYiHKOBA
HEIOCTATHICTD; T'€IaTUT

e 300Ky KpOBi - TPOMOOTHYHA
TPOMOOIIUTONIEHIYHA TTyPITYPa, TEeMOJITHYHO-
ypeMiuHuit CHHAPOM

e 3 6oKy cepus - HUTYHOUKOBA Taxikapis torsade
de pointes; monosxenns inTepsany QTc

e 3aranbpHi MOPYIICHHS - B3aEMOJIIT 3 TIKApCHKUMH
3acobamu

e 3 00Ky CHIIOKPHHHOI CUCTEMH: HEJIOCTAaTHICTh
HaQ/THUPKOBUX 3aJ103

e 3 00Ky MeTabOoIi3MYy - TiMOKaIieMis

Baxomei noTeRUiHHI pUSHKH e 3 00Ky ceplis - ceplieBa HEIOCTATHICTh; iHPapKT
MioKapja

e 3 0OKy IICHTPaJILHOI HEPBOBOI CUCTEMH - CYJIOMH

e 3 00Ky AMXaJdhbHOI CHCTEMH - JISTEHEBA KPOBOTEUA

e 3 00Ky CyIUH - TilIepTeH31s; BEHO3HUI TPoMO03

e 3 00Ky 30py - poTorcCis; Bi3yaabHa SICKPaBICTh;
MOPYIICHHS 30Dy .

Bincyrus indopmanis e JlocBin 3acTOCYBaHHS y IiTel

e 3acToCyBaHHS y MALi€HTIB 3 HOPYIICHHIMU (YHKIIT
MCYIHKH

I1.B Pe3ome BakJIMBHUX PU3HKIB
Indopmariiss mpo Oe3meky y 3ampornoHoBaHiil iHdopmarii mpo Jikapchkuid 3acid BiaNOBiTae
pedepeHTHOMY JIIKapChKOMY 3ac00y.

I1.C IInan nicasipeecTpaniiiHOro poO3BUTKY

II.C.1 JocaigskeHHs, 10 € YMOBOIO JIJIf PeECTPALIHOI0 MOCBiTYeHHS

BincytHi mocmimkeHHS, SKi € YMOBOIO BHJa4i PEECTPALIHOTO IMOCBIAYEHHS a00 0cOoOIMBi
30008’ s13aHH: mo70 [Tocakonazomny cycrnensii opanbHoi 40 Mr/mit.

11.C.2 Inmi qocaigskeHHs: B IJIaHi mic/jsipeecTpaniiHOro po3BUTKY

s ITocakoHa3011y He BUMAraeTbes KOAHUX JTOCIIIKEHb.
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