Mixka¢ynrin (Micafungin) RMP v2.1

Yacruna VI. Pe3slome iany ynpasjiinasa pusukamu’

Pe3roMe nmuiaHy ynpaB/liHHS PHU3MKAMH JUISL  JIIKAPCHKOro  3acoly
MIKA®YHI'TH-TEBA*!, nopomok ais po3unny auas indysiii 50 mr ta 100
Mr

Hwxkue BukmaneHne pesiome many ympaiainHsg pusukamu (IIYP) nmns mikapcekoro 3aco0y
MIKA®VYHI'TH-TEBA, mnopomok ans po3uumHy ans iHdysid, 50 mr i 100 mr (mami —
Mikadyurin). ¥ IIVP onucani BakiuBI pHU3WKH, TOB’s3aHI 13 3aCTOCYBaHHSM IperapaTy
Mikadyurig, crmocoOu MiHIMIZAIli TaKWX PHU3HMKIB 1 NUISXHM OTPUMAHHS OLIBII JETaTbHOI
iHpopmanii mpo pu3MKM W He3’sicoBaHI NMUTaHHA (BIACYTHS iH(poOpMaIlis) MOJ0 Npenapary
MikadyHriH.

VY xopotkiit xapaktepuctuili (SmPC) Ta JMCTKYy-BKIaAIi JIKapChKOro 3aco0y/ado I1HCTPYKIIii
Ul MEJMYHOTO 3acTOCYBaHHs Jikapchkoro 3aco0y (IM3)! MikadyHrin BukIageHa BakIuBa
iHdOopMaItis 11 MEAMYHUX TIPAIiBHUKIB 1 MAIIEHTIB PO 3aCTOCYyBaHHs npenapary MikadyHTiH.

BaxxnuBi HOBI mpoGiemu abo 3MiHHM MOTOYHUX TPOOIEM BigoOpakaTUMYyThCS B OHOBJICHHX
Bepeiax [TYP ans nikapeskoro 3aco0y MikadyHriH.

* y pedbepenTHiit nepxkasi-wieHi — ABctpist (RMS reference member state-AT)
Mixka¢yHrin—pariopapm
-50 Mr, TOPOIIOK U1l PO3YHMHY JUIs iH(DY31i

-100 Mr, TOpOIIOK AJI pO3UUHY 1St iH(DY31#

I. Jlikapcbkuii 3aci0 Ta MOKa3aHHSA MJIA OT0 3aCTOCYBAHHS

Mika¢yHriH 3apeecTpoBaHUil I 3aCTOCYBaHHSA y

- TIOPOCTUX, MJIITKIB BIKOM > 16 pOKiB Ta MaIli€HTIB JITHHOTO BIKY IS
® JIIKyBaHHS 1HBa3UBHOTO KaHIUI03Y;

® JIIKYBaHHS KaHAWIO3Y CTPABOXOAY Y MAIlI€HTIB, SIKUM IOKa3aHa BHYTPIIIHbOBEHHA
Teparis;

e mpodUIAKTUKKA KaHIUA03HOT iH(EKIii y MaIi€HTiB, SKUM POBOJIUTHCS aJOTCHHA
TPAHCIUIAHTAIlisl TEMaTONOECTUYHUX CTOBOYPOBHX KIITHH a00 sKi MalOTh PU3MK
pPO3BHUTKY HeWTponeHii (abcomroTHa KuUTbKicTh HedTpodimiB < 500 KITHH/MKI)
npotsirom 10 abo Ginbiie qHIB.

- miTelt (y TOMy YKCITi HOBOHAPOKEHUX ) Ta MiJUTITKIB BiKOM < 16 poKiB asist
® JIIKyBaHHS 1HBa3UBHOTO KaHIUI03Y;

e npodUIAKTHKN KAHIUAO3HOI 1H(EKIl y TaIi€HTIB, SKUM TPOBOJIUTHCS aJOTCHHA
TpPaHCIJIAaHTAIllI TEMOTMOCTUYHUX CTOBOYPOBMX KIITHH a00 SKi MarTh PH3UK
PO3BUTKY HEWTporeHii (a0comoTHa KiUTbKICTh HeWTpodumiB < 500 KIITHH/MKI)
npotsirom 10 abo Guible THIB (MOBHHUM MEperik MoKa3aHb BUKJIaneHHi B SmP/ abo
{HCTPYKIIifO /ISl MEIMYHOTO 3aCTOCYBaHHS JliKapchKkoro 3acody (IM3)!).

Jlifouor0 pPEeYOBHMHOIO JIIKapchKoro 3aco0y € Mikadynrin. IlpemapaT 3acTocoByeThCS
BHYTPIIITHLOBEHHO.

1 Jana yacTuHa HAJA€ThCs y BUITIALL adanmosanozo nepekiady indopmarii mwono JI3 MIKAOGYHITH-TEBA, noporuok mis

po3uuHy st iHby3iit 50 Mr Ta 100 Mr 3 ypaxyBaHHSIM BUMOT YHHHOTO 3aKOHOJABCTBA YKpaiHH
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I1. Pu3uxu, noB’si3aHi 3 JiKapChbKUM 3aC000M, Ta TiSJIbHICTH, CIIPIMOBAHA HA
MiHiMi3anio pu3HKiB 200 OTPUMAHHSA OiJIbII JeTAJbHOI iH(opManii
PO HUX

Hwxkue BukIaneHi BaXIMBI PU3WKH, IMOB’s3aHI 13 3aCTOCYBaHHSM mpemnapaty MikadyHTiH, i
3ax0Jid, CIIPSIMOBAHI Ha MiHIMI3allil0 TAKUX PU3UKIB, a TAKOXK 3aIPOTIOHOBAHI JOCIIIKEHHS s
OUTBII AETANIbHOTO BUBYEHHS MOXIIMBUX PU3MKIB, MOB’S3aHUX 13 3aCTOCYBAHHSAM JIIKaPCHKOTO
3aco0y MikadyHriH.

3axogamu, CIIpsIMOBAaHMMHM Ha MiHIMI3allil0 PU3HKIiB, 1IeHTU(IKOBAHUX JUI JIIKAPCHKUX 3aC00iB,
MOXYTbh OyTH:

e CremianbHa iHpOpPMAIIiS, TaKa SIK 3aCTEPEKEHHS, 3aMO01KHI 3aX0AU ¥ peKoMeHaail
10JI0 HAJIGKHOTO 3aCTOCYBaHHS Ipenapary, BUKJIaJIeHI B JUCTKY-BKiIai Ta SmPC/
ab0 1iHCTpyKWil Al MEIMYHOTO 3acCTOCYBAaHHS JiKapchkoro 3acoby (IM3)! i
MIPU3HAYCHI JIJIS TAIIEHTIB 1 MEIUYHUX MPalliBHUKIB,;

e BaxnuBi pekoMeHaIlii 11010 YITAaKOBKH JIIKAPCHKOTO 3ac00Y;

e 3apeecTpoBaHW PO3MIp YIMAKOBKH — KIJIBKICTh JIKAPCBKOTO 3aco0y B YITaKOBII
OOMpAETHCA TAKUM YUHOM, 1100 3a0€3MeYnTH HOoro HajJeKHe 3aCTOCYBaHHS,

e Kareropis BiAIMyCKy JIKapchbKOro 3aco0y — cmociO, SKUM Tpenapar BimyCKa€eThCs
namieHty (mpumipoM, 3a peuentoM abo 0e3 perenty), MOXKE JONOMOITH
MIHIMI3YBaTH PU3HKH, TIOB’s13aH1 3 1OT0 3aCTOCYBAHHSIM.

Pa3omM yci 11i 3aX011 HA3UBAIOTHCS PYMUHHUMU 3AX00AMU 3 MIHIMI3Ayii pusuxy.

JlogaTKoOBO /0 BKa3aHMX 3axOJiB IMPOBOAUTHCS Oe3nepepBHUN 30ip Ta pEryJspHUN aHali3
iHdopmartii mpo moGiyHI peaklii 3 METOI 3aCTOCYBaHHS HEBIJIKJIATHUX 3aXOIB Y pa3i MOTpeOH.
Taki 3ax011 HA3UBAIOTHCS PYMUHHOKW OISILHICMIO 3 PAPMAKOHALTADY.

I1.A TlepeJik BaxJIMBUX PU3MKIB TA BiACYTHHOI iHpopMamii

BaxumBumu pusukamu 1 npenapaty MikayHTiH € pU3UKH, SKi TOTPeOYIOTh 3aCTOCYBaHHS
CHeIiaJbHUX 3aXOIB 3 YMPaBIIHHSI PHU3WKAMHU JUIsI TIOJAJBIIOTO BUBYCHHS a00 MiHIMI3allii
pU3UKYy 3 METOI0 3ale3ledeHHs Oe3MeYyHOro 3acTOCYBaHHA JIiKapchkoro 3acoly. Baskimsi
PU3HMKH TOAUISIOTBCS Ha iMeHTU(IKOBaHI Ta TMOTCHINHHI. [neHTH(IKOBaHI PUMKH — IIe
po0JIeMu, MO0 SIKUX 310paHO JOCTaTHRO CBIMYCHB, AKi TOBOISTH iX 3B’S30K 13 3aCTOCYBaHHSM
npenapary MikadyHrid. [ToTeHUIHHUME pU3MKaMU BBa)KAIOTHCS MPOOJIEMH, SIKI MOXYTh OyTH
MOB’sI3aH1 13 3aCTOCYBaHHSAM IILOTO MpEmapary, BUXOASYM 3 HASBHUX JaHWX, OJHAK IS SIKUX
Takui 3B’S30K OCTAaTOYHO HE BCTAHOBJICHUM 1 MOTpeOye MOJATKOBOIO BUBUYEHHA. BimcyTHs
iHpopmanis — iHdopMmaris Mmoo 0e3neKu JIIKapchbKoro 3acoly, sSika BIACYTHs Ha Iiei 4ac 1 Mae
OyTu 3i0paHa (IpUMipoOM, IO CTOCYETHCSI TPUBAJIOTO 3aCTOCYBAHHS MpeTapary).

Taoauus 1. Pe3rome BaxkIMBUX PU3HKIB

Ilepenik BakJIMBUX PU3MKIB Ta BiACyTHHOI iHpopmamii

Bammsf ) e TemomituyHi [15, y TOMy 4MCII1 CHHAPOM IMCEMIHOBAHOIO

inenTHQiKOBaHI . .
BHYTPIIIHBOCYAUHHOI'O 3TOPTaHHS KPOBI

PM3UKH

Bam.nm.sl . e PO3BUTOK PE3UCTEHTHUX LITAMIB

NOTEeHUiliHi pU3UKHU

1 Jana yacTuHa HAJA€ThCs y BUITIALL adanmosanozo nepekiady indopmarii mwono JI3 MIKAOGYHITH-TEBA, noporuok mis

po3uuHy st iHby3iit 50 Mr Ta 100 Mr 3 ypaxyBaHHSIM BUMOT YHHHOTO 3aKOHOJABCTBA YKpaiHH
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Bincytus

5 . e Bincyras
iHpopmanis

I1.B Pe3rome Ba:KJIMBUX PU3HKIB

JlaHi 3 Oe3MeKu y 3anpornoHoBaHii iHpopmarii mpo NikapchbKuil 3aci0 BiANOBIIAIOTH JAaHUM JUIS
pedepeHTHOTO TIpenapary.

I1.C Ilnan nicasipeecTpauiiiHOro po3BUTKY

I1.C.1 JocainkeHHs1, 10 € YMOBOIO OTPUMAHHS pPeecTpPaliiHOro NOCBiT4eHHs!

JocnipkenHss abo cnemiaabHi 3000B’S3aHHs, IO € YMOBOIO OTPHUMAHHSI PEECTPaLiifHOrO
MTOCBITYEHHS Ha JIIKapChKuii 3aci0 MikadyHTiH, BIICYTHI.

I1.C.2 Inmi qocaaixkeHHs1 B IUIaHi MicJAsipeecTpaliiHOro po3BUTKY

Hemae nocnimxens, IpOBEICHHS SKUX BUMAara€ThCs s JiKapchbkoro 3aco0y Mikadynrin. s
pedepentHoro mpenapary Mikamin (Mycamine) TpWBa€ MOHITOPHHTOBE JOCIIIKCHHS
(xareropist 3) po3BUTKY PE3UCTEHTHHUX IUTaMiB y 3B 3Ky 3 BAXIMBUM NOTEHIIIMHUM PHU3UKOM
«PO3BHUTOK pE3UCTEHTHUX IITAMIBY.

1 Jana yacTuHa HAJA€ThCs y BUITIALL adanmosanozo nepekiady indopmarii mwono JI3 MIKAOGYHITH-TEBA, noporuok mis

po3uuHy st iHby3iit 50 Mr Ta 100 Mr 3 ypaxyBaHHSIM BUMOT YHHHOTO 3aKOHOJABCTBA YKpaiHH
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