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NHdopMaumsa 3a nauneHTn/ rpaxkaaHu

PRAC npenopbyBa HOBM MEPKU 3a HaMansgBaHe Ha pPUCKa
OT peaKn, HO CEPUO3HUN YepHOAPOOHU yBpeXaaHus npu
nauneHTKn, npmemawm EcMua 3apaam matouyHu pubponau
Mo BpeME Ha Ne4YeHNETO Ce U3NCKBaA NpoBeXaaHe Ha peaoBHU U3CnenBaHus
Ha MPYHKUMUTE Ha YepHus aApob

KoMnTeTbT 3a oueHKa Ha pucka B NpocieasaBaHeTo Ha nekapcreeHaTta 6e3onacHocT (PRAC) kbM
EBponeiickaTa areHumMs no nekapcreaTta 3aBbplun npernega Ha Ecmusa(ulipristal acetate),nposegeH
3apaan CbobLLeHNS 3a CEPUO3HM YBpeXaaHMs Ha vYepHusa Apob6. KaTo B3e npeasma BCUYKMU
pokasaTtencrea, PRAC HanpaBu 3ak/04EHNETO, Ye TOBa N1IEKapcTBO He Tpabea aa ce ynoTtpebsasa oT
)KEHW, KOUTO MMaT YCTaHOBEHM YepHOAPOOHM YBPEXAAaHMS 1 Ye APYrn NauMeHTKM MoraT Aa 3ano4dHaTt
HOBM KypCOBE Jle4eHne Nnpu ycnoBue, 4Ye npaBaT peAoBHa NpoBepKa Ha YepHoApOobHUTe
dYHKUMOHaNHN TecToBe.

EcMuna ce nsnonssa 3a leyeHMe Ha CPefHO A0 TEXKO NMPOsiBEHWM CUMMTOMM Ha MaTo4YHU dunbpounan
(BobpokauecTBeHN TYMOPU Ha MaTkaTa, M3BECTHU KaTo MMOMMK). TO3M NeKapCTBEH NPOAYKT e AoKa3an
edeKTUBHOCT 3a HaMasiiBaHe Ha KbpBEHETO N aHEMMATA, KaKTo 1 3a HaMansBaHe pa3Mepa Ha
MaTouyHuTe pubponau.

PRAC HanpaBu 3ak/itoveHne, Ye e Bb3MOXHO ECMMs Aa nMa pons B HAKOM Clyvyan Ha pa3BuUTUE Ha
Cepuo3HN YepHOAPO6HU yBpexxaaHus. BbB Bpb3Ka C TOBA KOMUTETLT HanpaBu clegHUTe Npenopbku 3a
HaMansaBaHe Ha pucka:

> Ecmusa He Tpabea ga ce ynoTtpebsaBa OT XEHWU, KOUTO uMaT 4YepHOAPO6HN HapyLleHUs

>  OyHKUMOHaNHW YepHOoApo6HM TecToBe TpsibBa Aa 6bAaT NPOBEXAAHU NPean HavyanoTo Ha BCEKM
neyebeH Kypc. He 6uBa ga ce 3amnouyBa JiedeHMe, ako YepHOAPOOHUTE eH3UMM MoKaxaT
CTOMHOCTW HaABWLIABalWM ABYKPaTHO ropHaTa rpaHvua Ha HopMara.

» @OyHKUMOHaNHUTe YepHoapobHM TecToBe TpsibBa Aa ce NpoBexaaT BCEKU Mecel, npe3 NbpBuTe
ABa ne4dyebHu Kypca 1 ABe A0 YETMPU CeAMULM Criel CnupaHe Ha fievyeHneTo. MNpu OTKNOHEHUS B
TecTa(onpeneneHun Kato TPUKPATHO YBENIMYEHUE HA eH3MMUTE Haj ropHaTa rpaHuua Ha
HopMaTa), le4YeHneTo TpsibBa Aa Cce NMpeKkpaTu M NaUMEHTLT Aa OCTaHe NMoA BHUMATENHO
HabnoaeHve.
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> EcMmus Tpabea na ce nsnonssa B NoBeYe OT eAunH fnedebeH Kypc caMo Npu XeHW, KOMTO He ca
NoAXOASILUM 33 XMPYPrUYHO JieyeHune. XXeHuTe, 3a KOMTO e NJIaHMPaHOo XUMPYPruyHo NedveHune,
MoraT Aa npoBexaaT caMo eaunH nedvebeH Kypc ¢ Ecmus.

> B onakoBkaTa Ha JlekapCTBEHUSA NPOAYKT LWe 6bae BKIOYeHa KapTa, KosTo Aa MHdopMupa
rnaumeHTa 3a HeobxoaMMocCTTa oT HabntoaeHne Ha YyepHoapobHUTE PyHKUMM N He3abaBHa
KOHCYNTauus C nekap, ako ce nosiBAT CUMMNTOMW Ha YepHOApPO6HO yBpexaaHe (kaTo
YMOPSIEMOCT, MOXb/TABAHE Ha KOXaTa, NOTbMHSIBaHe Ha ypuHaTa, rageHe 1 NMoBpblUaHe)

> Lle 6baaT npoBeAeHM AOMBAHUTENHM MPOYYBaHUSA, KOMTO Aa@ MU3SACHSAT KakBW ca edekTuUTe Ha
EcMus BbpXy yepHua Apob, KakTo W Aanu HacTosIlWMTE MEPKM 3a HaMansBaHe Ha pucka ca
eEeKTUBHMN.

Mpe3 dpeBpyapn 2018 r., gokaTo ce npoBexaawe nperneabt, PRAC n3roteBm BpeMEHHU
npenopbkn Aa He 6bAAT BKOYBAHM HOBM MaLMEHTU Ha JledeHune ¢ EcMus. Cneg 3aBbpluBaHe Ha
npernena, KOMUTETBT HaNpaBW 3aK/IOYEHNETO, Y€ HOBM MauneHTU MoraT Aa 3amnoyHaT nedyeHue
c EcMnsa, kaTo ce cnasBaT cCNOMeHaTUTe No-rope NpernopbKky 3a HaMansaBaHe Ha pucka oT
yepHOApPO6HO yBpexaaHe.

Mpenopbkute Ha PRAC cera we 6baaT oTHeceHn kbM KoMmuTeTa 3a N1eKapCTBEHU NMPOAYKTU B
XyMaHHaTa MeguuMHa 3a M3roTBsiHE HA OKOHYATENIHOTO CTaHoBULe Ha EBponeickaTa areHums
no nekapcrearta, cnes koeto EBponeinckata KomMmncus we npveMe 3akoHO06Bbp3BaLLO peLleHune.
Cnepn n3nusaHeTo Ha pelleHneTo Ha EBponeiickata KoMUCKS, MEANUMHCKNTE CNEUNanmncTm e
6baaT MHpOpMMpPaHM Ype3 NMCMO 3a HOBUTE pecTpukumun npu ynotpebaTta Ha Ecmus.

MoBeue 3a fIeKapcTBOTO

EcMus e paspelleHa 3a ynotpeba no LeHTpanusnpaHa npoueaypa B AbpxaBute Ha EBponeickus cblos
npes 2012 roanHa 3a IeUYEHUEe Ha CPEAHO A0 CUHO U3Pa3eHM CUMNTOMM Ha MaTouHu dnbponam, KouTo
ca nobpokayecTtseHn (HEPAKOBU) TYMOPM Ha MaTkaTa, U3BECTHM KaTO MUOMMU MpU XKEeHU, npeau
HacTbMNBaHe Ha MeHomnaysa.

AKTMBHOTO BELLECTBO Ha JIEKAPCTBEHMSA NpoayKT ECcMua — ynunpucTtan auertaT, OCblLLEeCcTBSABa
[NEeCTBMETO CU KaTo Ce CBbpP3Ba C OnpejeseHa MULIeHa BbpXy KneTkaTa(peuenTop), 3@ KOATO HOpMasHo
ce CBbp3Ba XOPMOHBLT NPOrecTepoH U Taka NpeaoTBpaTaBa AEWCTBMETO Ha TO3M XOPMOH. Tbil KaTo
NporecTepoHbLT MOXE Aa MoArnoMara HapacTBaHETO Ha (GubponanTe, NPefoTBPaATABAHETO Ha AENCTBMETO
MYy OT y/IMNpUCTan aueTaT BoAM A0 HaMansiBaHe Ha pa3sMepa Ha dubpounaute.

YAUNPUCTaNoBUST aLeTaT € CbLLOTO akTUBHO BELLECTBO, KOETO Ce CbAbpXa B e4H04030BOTO /1IEKAPCTBO,
paspeLleHo 3a CrelHa KoHTpauenuust nod Tbproecko nMe ellaOne (EnaoaH). [Jocera HsiMa
CbObLLEHNS 32 CEPUO3HM YepHOAPOBHM HapyLlleHns npwu ynoTpeba Ha EnaoaH, Taka, ye HAMa
OMaceHus 3a pUcK Npu ToBa JIEKApCTBO 3@ MOMEHTA.

PRAC npenopb4yBa HOBM MEPKM 3a HamansiBaHe Ha pucKa OT pefKu, HO CEPUO3HU

yepHOAPOOHM yBpeXaaHMa Npu NaunmeHTkn, npuemMawm EcMus 3apagm MaTtouHu

dunbponan
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MNMoBeue 3a npouyeayparta

MperneabT Ha EcMUa 3ano4Ha no nckaHe Ha EBponeickaTta Kommcnsa Ha 30 HoemBpu 2017 1. n ce
nposege no peaa Ha un. 20 ot PernameHT 726/2004.

MperneabT ce ocbliecTBM OoT KoMUTETa 3@ OLEHKA Ha pUCKa B Npoc/ieasBaHe Ha fliekapcTBeHaTa
6e3onacHocT (PRAC), KOMUTET OTrOBOPEH 3a OLleHKaTa Ha nNpobneMuTe, CBbp3aHn ¢ 6e30MacHoOCTTa Ha
flekapcTBaTa 3a XyMaHHa ynotpeba v U3roTBsiHe Ha MNPEenopbKMU.

Ha 8 despyapu 2018 r., gokaTto ce ocbluecTBaBale nperneabt, PRAC HanpasBu BpeEMEHHU NPEnopbKY.

OkoHuaTenHuTe npenopbky Ha PRAC we 6baat oTHeceHW kKbM KoMuTeTa 3a NekapCcTBEHU MNPoAYKTU B
XyMaHHaTa megmumHa(CHMP), KOMUTET OTroBOpPEH 3a BbMPOCUTE, CBbP3aHM C JlekapcTBaTa 3a XyMaHHa
ynoTpeba, KOMTO e n3nese CbC CTaHOBMLLE Mo npobnema.

MocneaHwWs eTan oT npernesa e npueMaHe oT EBponeickaTta KOMUCUS Ha 3aKOHOO6BbP3BALLO PELUEHME,
NPUIOXNMO 3@ BCUYKKN abpxxaBu B EC. Crnen nsnnsaHeTo Ha peweHWeTo Ha EBponeickata KoMucus
B/IM3AT B CWJla HOBUTE MpaBu/a 3a orpaHuMyeHa ynotpeba Ha Ecmus.

IIpu3uB 3a cHLOOIIABAHE HA HEXKEJIAHU JIEKAPCTBEHU PeaKIun

[TarmenTure MoraT 1a cbOOIIABAT HEYKETAHM JIEKApPCTBEHU PEaKIIMU 110 BCAKO BpeMe Ha
MEJUIIMHCKUTE CIEIUATUCTH Wik Ha M3mbiHuTeIHaTa arenuus no jgekapersara (MAJ).

Te morar f1a HanpaBsT chOOIICHHE 32 HeXeNlaHa JiekapcTBeHa peakius 10 MAJI mo exun ot ciaennute
HAYMHU:

- IOMBbJIBAHE M M3TpaIniane Ha Gopmyssipa 3a choOIIaBaHe Ha HEXKEIaHU JIEKapCTBEHU PEaKIUy OT
HEMEIMIIMHCKH JIUIA MyOIMKyBaH Ha yeO-caiita Ha MAJL;

- MOI'BJIBAHE M M3TIPAIIlaHe 10 MOIaTa Ha KOMUE OT GopMyJIsipa, IpeIHa3HAYCH 32 HEMEAUIIMHCKHUTE
JIMIa.

3a TOMBIHUTEITHHU pa3sCHEHUS MOXeTe a ce obaxare B otaeln “JlekapcTBeHa 6€30MacHOCT’ KbM
M3nbiHuTenHA are’nys mo jJekapcTearta Ha Tenr. +359 2 890 34 17.

TexcThT Ha TOBA M3SBIICHUE HA aHTIIMHCKHU €3WK, KaKTO U IpyTa moapooHa nHpopmamms Moxe 1aa
HaMepuTe Ha MHTEpHET cTpaHuuara Ha EMA Ha cielHUs XUIEPJINHK:

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news and events/news/2018/05/news detail
002957.jsp&mid=WC0b01ac058004d5c1
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