HoBu Mepku 3a nsbsaresaHe Ha rpewku npm pabota ¢
neynpopenunH-cbabpiKally NeKapCTBEHU NPOAYKTHU C
yaAb/XKeHO ocBoboxaaBaHe

Ha 14 man 2020, KomuTteTbT no npobnemute Ha nekapcreseHata 6esonacHocT (PRAC) kbM
EBponelickata areHuust no nekapcreata (EMA) npenopbya Mepku 3a nsbsrsaHe Ha rpeLuku npu
NpUroTBSIHE U NpuUaaraHe Ha NeynpopenuH-CbAbpXKallM NeKapCTBEHN MPOAYKTU C YABIIXKEHO
ocBoboxaaBaHe.

MperneabT Ha PRAC oTKpMBa, Ye B pe3ynTaT Ha rpeLuku npu paboTa c neynpopennH-CbabpiKallm
NIeKapCTBEHM NPOAYKTU C YAB/IKEHO 0CBO6OXAaBaHE HAKOM MaLMEHTM NOMy4YaBaT HEAOCTaATbYHU A03M.
CboblIeHUTe rpeLlKky BKAOYBAT HeNpaBuiIHo 60paBeHe C Urnata MaK CrpuHLOBKaTa, BOAELWN A0
M3TUYaHE Ha NIeKapCTBOTO OT CMPMHLOBKATA U HEKOPEKTHO UHXXEKTUPAHE Ha NeynpopenuH.

Mopaan nanoxeHute npmunHu PRAC npenopbyBa caMO MeAULMHCKK crieumannctm, gobpe 3anosHaTtm C
eTanuTe Ha NoAroToBkaTta Ha NIeynpopesivH, CbAbpXXallW TeKapCTBEHN NPOAYKTU C YABIXKEHO
ocsoboxpaBaHe, Aa rm NpUroTBAT M MOCTaBAT Ha NauneHTu. MaumeHTuTe He Tpsabea camMun Aa NPUrOTBAT
M A CU UHXEKTMpaT caMun Te3n NIeKapCTBEHW NPOAYKTU.

PRAC Hanpasu CblLO MNPEMNOPBKN OTHOCHO KOHKPETHM JIeYNpopevH-CbAbpXKallM IEKAapPCTBEHM NPOAYKTU
C yab/keHo ocBoboxaaBaHe. 3a nekapcTteeHus npoaykT Eligard, npoayktoBaTa nHdopMaumsa Tps6ea aa
6bAe aKkTyaauMsMpaHa c npeaynpexaeHme 3a CTPUKTHO clieABaHe Ha MHCTPYKLMUTE 3@ MOAr0TOBKaA U
npunaraHe, KakTo 1 3a HabnoaeHWe Ha NauneHTUTe, ako ce Cy4aT rpewwku npu paboTta C IeKkapcTBOTO.
B gonbnHeHue, MpuUTexaTensaT Ha paspelleHneTo 3a yrnoTpeba 3a Eligard Tpsabea aa 3amMeHu
HaCTOSILLOTO YCTPOMCTBO, M3MON3BAHO 3a NPUSIOXKEHME Ha JIEKAPCTBEHMSA NPOAYKT C APYro, No-ecHo 3a
ynotpeba. PerynaTtopHoTo 3asaBfieHMe 3a Ta3un npoMsaHa Tpabea aa 6bae noaaseHo A0 okTomBpu 2021 r.

3a apyr nekapcrteeH npoaykT, Lutrate Depot, PRAC npenopb4ya MHCTpyKUunUTE 3a paboTa Aa 6baaT
npepasrnegaHu, 3a a CctaHaT no-NecHW 3a cfeBaHe, KakTo U NpoMsiHa Ha onakoBKaTa, 3a N0-/1eCHOTO
MM HaMupaHe.

JlekapCTBEHUTE NPOAYKTU C YALXKEHO 0CBOBOXAaBaHe Ha SieynpopesiH ce M3MoJ3BaT 3a JIeYeHMEe Ha
paK Ha npocTaTaTta, pak Ha rbpaaTa, HSKOW CbCTOSIHUSA, KOUTO BAUSIST BbPXY XXEHCKaTa penpoayKTUBHA
CUCTeMa, M paHeH nybepTeT. HAKoM OT nekapcTBeHnTe GOPMM M3UCKBAT CMIOXKHM €Tanu 3a NpuUroTesiHe
Ha UHXeKuusaTa.

Mpenopbknte PRAC 65xa npuetn ot KoopamMHaumoHHaTta rpyna 3a npoueaypu no B3aMMHO Npu3HaBaHe
W AeueHTpanusMpaHu npoueaypu Npu nekapcrsa 3a XyMaHHa ynotpeba (CMDh) ¢ KOHceHcyc u we
6baaT AMPEKTHO NpuaraHn Ha HauMOHANHO HUBO.
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UHdopMaumsa M Npenopbku 3a NaUUeHTUTe

e [pelku Npy NPUroTBSHETO M NMOCTABSHETO Ha JIeKapCTBa C IeynpopenunH aeno (KoMTo ca
NpoeKTMpaHu Aa AeNCTBaT 3a Ab/bl NePMOA) MOraT Aa HanpaBssAT JIeYeHMETO NO-ManKko edheKTUBHO.

e TakuBa nekapcTBa TpsibBa Aa ce NPUroTBST M MOCTaBAT CaMO OT JIeKap WUan MeAuLMHCKa cecTpa C
onuT B paboTaTa C Tax. He TpsibBa Aa NpuroTBaTe UM MHXEKTMpaTe Te3un SlekapcTBa caMu.

e AKO MMaTe NMpUTECHEHMS OTHOCHO JIeYeHNeTOo CKu, Monist obcbaeTe ToBa € Bawunsa nekap mam
dapmMauesT.

MNMoBeue 3a nekapcTBOTO

JlekapcTBeHUTE hOpMU C YABIXKEHO OCBOGOXAABAHE Ha NIeYNpPOpPesMH, CbAbpXKallN eKapCcTBEHU
NpoAyKTU Ce NpuiaraT UHXeKLUMOHHO MOAKOXHO UM MYCKYJIHO, KaTo ocBo60XAaBaT akTMBHOTO
BELLECTBO MOCTENeHHO 3a nepuod ot 1 o 6 Meceua. Te3n SIeKapCTBEHM NPOAYKTU Ce M3Mon3BaT 3a
JleyeHMe Ha pak Ha npocTaTaTa; pak Ha rbpAaTa; APy CbCTOSAHUS, KOUTO 3acsiraT )XeHckaTa
penpoayKTMBHa cuctema (eHAOMeTpMo3a U MaTouyHn pubpounamn) u paHeH nybepTteT. Te BkItOUBAT
NleynpopenvHoBO Aeno no copMaTa Ha npax WU pasTBOpPMTEN 3a MPUrOTBSIHE Ha MHXEKLUMS.

JleynpopenvH-cbabpxalumTe NnekapCcTBEeHW NPOAYKTU ce MpeanaraT U KaTo MHXEKLMU 3a exeaHEBHO
NpUIoXeHWe, HO Te3WN NIeKapCTBEHM (hOPMU He ca BKJIOUYEHM B Mperseaa, 3aloTo 3a TSX HAMa
CbOobLLEeHNs 3a rpelkn npu paboTa.

JNleynpopenuvH, cbabpXxalumTe ieKapCTBEeHM NMPOAYKTU ca paspelleHmn 3a ynotpeba no HaunoHanHm
npoueaypw. Te ca HanM4YHW Ha Naslapa B MHOro EBponenckn cTpaHun n ce npegnarat noj HSAKOJIKO
TbpProBCKM HaMMeHoBaHus, Bkntousawwm Eligard, Eliprogel, Enantone, Ginecrin, Luprone, Lutrate,
Politrate n Procren.

MoBeue 3a npoyeayparta

Germany lperneabT Ha NeynpopesnnH, CbabpXalunTe NEeKapCTBEHW NPOAYKTU C YAB/IKEHO
ocBoboxpaaBaHe € MHUUMMPpaH No uckaHe Ha Nepmanus,no yn. 31 ot AmpektmnBa 2001/83/EC.

MperneasbT 6ewe NbpBOHaYanHO ocbllecTBeH OT KoMuTeTa 3a OLEHKa Ha pucKka npu npocneasiBaHe Ha
nekapcrteeHaTa 6e3onacHocT (PRAC), oTroBopeH 3a oueHkaTa Ha 6e30nacHOCTTa Ha JiekapcTBaTa B
XyMaHHaTa MeguumMHa, KOMTOo Aafe HAKOM NpPenopbKy.

Tbl KaTO BCUYKM SIeyNPOpPesiNH, CbAbpXallun NeKapCTBEHN NPOAYKTU Ca pa3peLlleHn No HauMOoHanHu
npouenypu, npenopbkute Ha PRAC 6s1xa npegoctaBeHn Ha KoopanHauMoHHaTa rpyna 3a npoueaypu rno
B3aMMHO MNpuU3HaBaHe U AeLeHTpanM3npaHu npoueaypu npu nekapcrea 3a XymaHHa ynotpeba (CMDh),
KOSITO Mpue nNpenopbknTte C KOHCEHCYC Ha 24 toHn 2020. CMDh e rpyna, B KOATO umat
npeacTaBUTENCTBO BCUYKU AbpXKaBu-yseHkn Ha EC, kakto n Ucnangus, JinxteHwanH v Hopeerus.
CMDh MMa oTroBOpHOCT 3@ OCUrypsiBaHe Ha XxapMOHM3auuMsaTa Ha nHdbopMaumnaTa, cBbp3aHa C
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6e30MacHOCTTa Ha flekapcTBa, pa3peLlleHn No HauMoHanHW NpoLeaypu Ha TepuTopusita Ha EBponerickus
Cbi03.

Mpenopbknte Ha PRAC Beue we ce npunaraT oT AbpxXaBute-uneHku Ha EC, cnanaus, JInxteHwamH,
HopBeruns n O6eamMHeHOTO KpancTeol,

1 OT 1 beBpyapu 2020 r. O6eaMHEHOTO KpaJsICTBO BEUE He € AbpxaBa-ysieHka Ha EC. Bbnpekn ToBa 3aKOHOAATENICTBOTO Ha
EC Bce owe ce npunara 3a O6eanHEHOTO KpasiCTBO Npe3 NPeXoAHUs nepuoa.
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