KomuTeTbT 32 OlleHKa HA PHCKAa B IIPOC/IeAsBaHe HA JICKAPCTBeHAaTa 0€3011acCHOCT
(PRAC) npenopbuBa npeKkpaTsiBaHe Ha pa3pelieHUeTo 3a ynorpeda Ha 0pO-MyKO03aJIeH
U Ha3aJleH cnpei, coabp:kam Gpy3agyHrun®

Crobpaxkenusita Ha PRAC ca cBbp3aHHM ChC CEPHO3HH AJIEPTHMUYHU PEAKIIUH U OTPAHUUYCHHU
JaHHU 32 eeKT

KoMuTeThT 3a OlleHKAa Ha pHCKa B NpOCJEIsSBAaHE Ha JICKapCTBEHaTa 0OE30MacHOCT
(PRAC) kM EBporeiickata arenius no JjiekapcrBata (EMA) mpenopbya npekparsBaHe Ha
paspelieHueTo 3a ymnorpeba Ha JeKapcTBaTa, Chabpxkaum (y3apyHruH, Taka 4Ye Te3H
JieKapcTBa Ja He ce IpejyiaraT rmoBede Ha (hapMalleBTUYHUS ma3ap B EBponeickus Cbhro3
(EC). Ta3u mpenopbka e cieictBue oT HampaBeH npersieq o PRAC u 3akiIi04eHHETO OT
HET0, ue Mmoa3uTe OoT Py3adyHIMH HE HAIXBBPJAT PUCKOBETE, CICIIMATHO PUCKA OT CEPUO3HH
aneprudau peaknuu. Oy3apyHruH uMa aHTHOMOTHYHO U MPOTHBOBB3MATIUTEIHO JCHCTBUE U
ce mpuiiara KaTo CIpei 3a HOC W ycTa MpH JiedeHHe Ha MHQPEKIMH HA TOPHHUTE JIUXATEITHU
IBTHUINA KaTo pUHO(APUHTUT (IPOCTYIHO 3a00JIsIBAHE).

B ronsmara cu 4acT CepHO3HHTE alleprUYHH PEAKIMH CE MOSBSBAT HEMOCPEICTBEHO
cien yrmorpebara Ha JIEKApCTBOTO M BKIIFOYBAT OpPOHXOCHA3bM (CHIIHO U MPOIBIIKUTEITHO
CBMBAaHC HAa MYCKYJIUTE€ Ha AMXATCIHUTE IIHTUINA, BOJACIIO 10 3aTPYAHEHO HUINAHE).
Brorpeku, ue nperneast Ha PRAC onpenenu cepro3HUTE alepruyHu peakiuK KaTo PeIKH, Te
Morar Jia ObAaT JXKMUBOTO-3acTpallaBalll 1 KOMUTETHT CUUTA, Y€ HE MOTAaT Jia Ob/IaT HaMEpPEHHU
MEpKH, KOUTO Jia HAaMaJISIBaT JOCTaThYHO TO3U PUCK.

[To oTHOMICHHME HA MOM3UTE OT JekapcTBoTo, PRAC mperenu, 4e qoka3aTercraara 3a
nojoxuteneH edext Ha ¢y3apyaruH ca crmabu. Kato B3e mpenBHI JIEKOTO |
CaMOOTpaHUYaBaI0 C€ 0 XapakTep 3a00isiBaHE Ha TOPHUTE AMXATEJIHU IbTUILA, KAKBOTO €
puropapunrutsT, PRAC mpenenu, ye mon3ute, KOUTO HOCH (y3aQyHTMH HE HaJBUIIABAT
PHUCKOBETE.

B nombnnenne, PRAC wu3pasm 3arpmXK€HOCT 110 OTHOIIEHHE Ha BB3MOXKHOCTTA
¢by3adyHrHH 1a peau3BUKa aHTHOMOTUYHA PE3UCTEHTHOCT (BB3MOXKHOCT OaKTepUHTE Jia ce
pa3BUBAT B NPUCHCTBUE HA aHTHMOMOTHUK, KOMTO MO MpaBWiIo TpsOBa Ja r'W yOuBa WM Ja
HaMmalsiBa Oposi uM). Bepeku, 4e JaHHHUTE ca HEAOCTAThUHM 33 U3BOJIM MO OTHOIICHHE HA
pHCKa OT pa3BUTHE Ha PE3UCTEHTHOCT, TO3U PUCK HE MOXe J1a ObJie U3KIIIOUEH.

[Topanm W37M0XKEHUTE TPUUMHM M TPEIBUJ TNPOBEJCHUTE KOHCYITAllUU C
[lennatpuynus HayyeH komuteT Ha EMA u Hayunata rpyna mo nedyeHue Ha MH(EKLIHO3HU
3abonsBanust, PRAC olLieHM CHOTHOIIEHHETO IOJd3a/pUCK Ha JIEKAPCTBEHHUTE MPOAYKTH,
ChIbpKaLM Qy3adyHTHH KaTO OTPHUIATEIHO 32 BCUUKM HACTOSIIM MHAMKALIUU, BH3PACTOBU
TpyNY ¥ HAYMHU Ha MPWIOKEHUE U TIperophya MpeKpaTsBaHe Ha pa3pelIeHusTa 3a yroTpeda
Ha TepUTOpuATa Ha EBponeickus chro3.

[Tpenopbkara Ha PRAC me Obae pasriaenana or KoopauHanuoHHaTa rpymna 3a
JICUEHTPAIM3UPAHU U TIpolienypu 1o B3aumuo mnpu3HaBaHe (CMDh), kosTo mie mpueme
OKOHYATEJHA MO3MIHSA 110 TO3H BBIPOC. JlombIHNTEIHA HHPOPMAIIKs, BKIFOYBAIIA CHBETH 32



MAIlMEHTUTE U MEIWIIMHCKUTE CIIEIHATUCTH e Obae mybnukyBana, koraro CMDh npueme
OKOHYATEIHA ITO3ULUS.

[TaureHTUTE M MEAMLIMHCKUTE CIELMAIUCTH TpsOBa Ja 3HAST, Y€ pa3pelieHUeTo 3a
ynotpeba Ha ¢y3aQyHIMH, CbhABPXKAILUTE JEKapCTBa BCE OLIE HE € MPEeKpaTeHo H
JIeKapcTBaTa I11€ OCTaHAT HAJIMYHU JIOKAaTO CE B3EME OKOHYATEJIHO pelieHue. JlonbJIHuTENHa
uHpopMmanus 1e ObJe MpenocTaBsHa CBOEBpeMeHHO. llanmeHTuTe Morar aa pasroBapsiT C
TEXHUS JIeKap Win (HapMareBT, aKO UMaT BBIIPOCH.

IToBeue 3a JIeKApCTBOTO

®y3adhyHruH € JIeKapcTBO C AHTHOMOTHYHU U NPOTHBOBB3MAIUTEIHU CBOWCTBA B
JekapcTBeHa hopma cripeid 3a HOC M YCTHA KyXMHA, U3II0JI3BaH B JICYCHUETO Ha MH(EKINU Ha
TOPHUTE JMXATeJIHW IMBTHUIIA: CHHY3UTH (MHGEKIMM Ha CHHYCHTE), PUHUTH (3alylieH U
Teyall HOC), pUHOQGApUHTUTH (IIPOCTyaHH 3a00JIABaHMS), TOH3WIMTH (MH(EKIHO3HO
BB3NAJICHNE HA CIMBHUIUTE) U JIAPUHTUTH (Bb3MAJICHHE HA TJIACHUTE CTPYHH).

JlexapctBara, chabpkamm Gy3adyHTHH ce mpeaiarat B JbpkaBuTe Ha EBporneiickus
ChI03 B Mpoab/KeHue Ha moBeue oT S0 rogunu. Te ce mpoaaBaT Mmoj pa3iuvyHU ThPTrOBCKU
nMeHa kato buomapokc, ®y3anoiic, Jlokabuortan u Jlokabuo3os B CICAHHUTE IABPIKABU:
ABctpus, benrus, bwarapus, Kunsp, Uexus, Ectonus, I'epmanusa, Yurapus, Upnannus,
Urtanus, JlatBus, Jluta, JlrokcemOypr, Manra, [lopryramus, Pymbhus, CrnoBakus u
Hcnanus.

IToBeue 3a npoueaypara

[IpernexsT Ha nekapcTBara, chAbpKamM (y3apyHruH 3amoyHa Ha 11 cenremBpu
2015 r. mo uckane Ha Utanus no npouenypata Ha wieH 31 ot dupexkrusa 2001/83/EC.

[MpernensT Oe HampaBeH oT KomuTeTa 3a OIeHKa Ha pHCKa B TPOCIEIsSBaHE Ha
nekapctBeHara 6e3omnacHocT (PRAC), koMHUTET OTTOBOPEH 3a OlleHKaTa Ha 0€30MacHOCTTa Ha
JIeKapcTBaTa, KOWTO HampaBW peauia npenopbku. [To Bpeme Ha mperiiena, PRAC nanpaBu
koHcynTanuu ¢ [lennatpuunuss HaydyeH komuTeT Ha EMA u ¢ eBpomelcku eKchepTd B
obnacTTa Ha aHTHOaKTepuaTHHUTE JiekapcTBa. [Ipurexkarenar Ha paspelieHue 3a ymnorpeda
MOJKe J1a TOMCKa Tpepas3riiekaaHe B paMKuTe Ha 15 AHu cries opUIMamIHOTO CH yBEIOMSIBaHE
3a npenopbkata Ha PRAC.

Toeii kaTro JekapcTBaTa, ChAbPXKAIIM (y3adyHIMH ca pa3pelleHH 0 HallMOHAaIHa
npornenypa, npernopbkata Ha PRAC me 6bpae usnparena Ha KoopauHanuoHHara rpymna 3a
ACUCHTpPATM3UPaH M TOpoleaypu 1o B3auMHO cbriaacue (CMDh), kosito mie wu3rorsu
OKOHYATeJHA MO3UIHS 110 BBIPOCa.

CMDh e perymaTtopHa MHCTHTYIHs TpeJACTaBisABamia AbpKaBuTe OT EBpomnerckus
Cb103, KakTo ¥ Mcnanaus, JImxrtenmaitdn u Hopeerus. Ts € OTTOBOpHA 3a OCUTypsIBAHETO HA
XapMOHHM3UpPaHU CTaHJApTHU 3a 0e30macHOCT Ha JIeKapCcTBaTa, pa3pellieHd MO0 HalMOHAHU
npoueaypu B app:xkasure Ha EC.



B cayuait, ye mosummsara ma CMDh e mpuera ¢ KOHCEHCyc, MspKaTa Ine ObJe
IpwjiaraHa AUPEKTHO OT IbpP)KAaBUTE-UJIEHKHU, KbJIETO MMa pa3pelieHU TaKuBa JIEKAPCTBEHU
NOPOJIYKTU. AKO MO3UIMATA € 0JJ00peHa 0T MHO3MHCTBOTO wieHoBe Ha CMDNh, 11 1me Obae
u3npareHa Ha EBponeiickaTa KOMHMCHS 32 IPHUEMAaHE Ha 3aKOHOBO PELIEHHUE, BaJIMIHO 3a
BCUYKH JbpiKaBU-wiIeHKH Ha EC.

*B bbarapust 1ekapcTBEHUs MPOAYKT Ce Ipeasiara rnoj ThbproBCKoTo ume buomnapokc

TeKCThT Ha TOBA U3ABJICHUE HA AHTJIMKACKU €3UK MOJKE J1a HAMEPUTE Ha UHTEPHET
crpanunata Ha EMA Ha cnegHust TMHK:

http://www.ema.europa.eu/docs/en GB/document library/Referrals document/Fusafungine
31/Recommendation provided by Pharmacovigilance Risk Assessment Committee/WC50

0201885.pdf

Hanomusime By, 4e manpeHTUTE MOrar Jia ChoOIaBaT HeXKEIaHH JICKAPCTBCHU
pCaKkuuu 1Mo BCAKO BpEME Ha MCAUITUHCKUTEC CIICHUATIUCTHU UJIW Ha M3nbiaanrennara arcHuuA
o siekapcrBata (MAJD).

MoskeTe a HarpaBUTe CHOOIIEHNE 32 HeXKeIaHa JiekapcTBeHa peakius 10 MAJI mo
€IUH OT CIECIHUTE HAYNHU:

-IIOI'BJIBAHE U U3IIpallaHe Ha popmysispa 3a choOlIaBaHEe HAa HEXeJlaH! JIeKapCTBEHU
peakiuu OT HEMEAUIIMHCKY JUIa MyOIuKyBaH Ha yeO-caiita Ha MAJL;

-IIOI'BJIBAHE U U3IIpalllaHe 1o MollaTa Ha Komue oT GopMyIispa, NpeaHa3HaueH 3a
HEMEIUIIMHCKUTE JIUILIA.

-IbpBOHAYaAIHA WH(OpPMAIKs MOKe Ja ChoOIIUTe U HA Ha Ten. +359 2 890 34 17,
dakc +359 2 890 34 34, enexrponna noma: bda@bda.bg +359 2 890 34 17.

3a TOBIHUTEIIHUA PA3siICHEHUSI MOXKETE Jla ce o0axkaaTe B oTaen “JlekapcTBeHa
6e3onacHocT” KbM M3mbaHUTENHA areHus 1o jJekapcrsara Ha ten. +359 2 890 34 17.
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