JleynpopejinH, ChbIbpPKALIM JeKAPCTBEHU MPOAYKTH C YIbJIKEHO
ocBoOo:ka1aBane: PRAC npenopbyBa HOBM MEpPKH 3a H30irBaHe HA TPelIKU
npu padora

KomurersT 1o nmpobiemute Ha jgekapcTBenara 6ezomacuoct (PRAC) kpm EBpomneiickara
arennus 1o nekapcreata (EMA) npenopbuBa Mepku 3a H30srBaHe Ha TPEIIKH IPU
MPUTOTBSIHE U MPHJIaraHe Ha JEYIPOPENnH, ChIbpPKAIIU JEKAPCTBEHH MIPOIYKTH C YIBIKEHO
0CBOOOKJaBaHe.

[Iperneast Ha PRAC 0TKpUHBa, Ue B pe3yaTar Ha IPEUIKH MpH paboTa HIKOH MAIlHEHTH
[I0JTy4YaBaT HEJOCTaThbUHU JI03M OT TEXHUS JIEKAPCTBEH NPOAYKT. ChOOIIEHUTE IPEIIKH
BKJIIOYBAT HEMPABUIIHA yIoTpeOa Ha UTila UM CIPUHIIOBKA, BOJICIIN 10 U3THYAHE HA
JIEKapCTBOTO OT CIIPUHIIOBKATA, M HEYCIIEX B IPABUIHOTO MH)KEKTUPAHE Ha JICYIIPOPEIIUH.

3a ta3u nien PRAC npenopbuBa caMo METUIIMHCKH CIEIIUATUCTH, TI00pE 3arl03HATH C CTATUTE
Ha MOATOTOBKATA Ha JICYNPOPEIINH, ChABPKAIIH JIEKAPCTBEHH MPOIYKTH C YIBIKEHO
0CBOOOXIaBaHe, /1a TH IPUTOTBAT M ITOCTABAT HA NManueHTH. [lanmeHTuTe He TpsAOBa caMu Ja
MIPUTOTBAT U J1a CU UHKEKTUPAT CaMU TE3H JIEKAPCTBEHH MPOIYKTH.

KoMHTeThT HalpaBy ChIIO MPETOPHKH 32 ONPEACIICHH JICYITPOPEIHH, ChIbPKAIIU
JIEKapCTBEHH MPOIYKTH C YIB/DKEHO OCBOOOXK 1aBaHe. 3a jekapcTBeHus npoaykt Eligard,
npoaykToBara nH(GopMaIus TpsOBa 1a Ob/ie aKTyaIM3upaHa ¢ MPEeIyNPeKACHNUE 38 CTPUKTHO
clieIBaHe Ha MHCTPYKIIMKTE 3a MMOJrOTOBKA U MPHJIaraHe , KakTo U HaOJII0ACHUE Ha
MAIMEHTUTE, aKO CE MOSABAT TPEIIKH MPU paboTa ¢ JIeKapcTBOTO. B mombiHeHue,
[TpuTexarensar Ha pa3pelieHuero 3a ynorpeba 3a Eligard Tps0Ba 1a 3aMeHu HaCTOSIIIOTO
YCTPOMCTBO, M3MOJI3BAHO 32 MPHJIOKECHUE HA JICKAPCTBEHHS MIPOIYKT C JPYTO, MO-JIECHO 32
ynotpe0ba, 10 oktomBpu 2021 r.

3a apyr nekapcTBeH npoaykr, Lutrate Depot, PRAC npenopbuya nHCTpyKIMHUTE 3a paboTa aa
ObaT npepasrieany, 3a 1a CTaHaT MO-JIECHH 3a CJIeBaHe, KAaKTO U MPOMsIHA Ha ONTaKOBKATa,
3a MO0-JIECHOTO UM HaMHpaHe.

HeKapCTBeHI/ITe q)OpMI/I C YABJIDKCHO OCBO60)KI[8.B8.HC Ha JICYIIPOPCIINH CC U3IIOJI3BAT 3a
JICYCHHMC Ha paK Ha IIpocTarara, pakK Ha I'bpAaTa, HIKOU CbCTOAHWSA, KOUTO BJIUAAT BbPXY
JKCHCKAaTa pCNpOAYKTUBHA CUCTEMA, U PAHCH ny6epTeT. Hsixou ot JICKApCTBCHUTC (I)OpMI/I
HU3UCKBAT CJIOKHU €Tallr 3a IIPUT'OTBAHC HAa MHXKCKIMATA.

Nudopmauus 3a naumeHTH

e ['pemku B MpUIaraHeTo Ha JICYIPOPEIHH, ChIbPKAIIX JIEKAPCTBEHU MPOIYKTH C
YABIDKEHO 0CBOOOK1aBaHe (KOWTO Ca Ch3/IaJICHU 3a JCHCTBUE B IBJIBI TIEPHOJT) MOTAT
Jla HATIPaBsT JICYCHUETO MO-MaJIKO e(heKTHBHO.

e Tesu nexapcTBa TpsiOBa Aa ObAAT MPUTOTBSHU U TOCTABSIHUA CaMO OT JIeKap WIIH
MEIUIIMHCKA CECTpa C OMUT B yroTpedbara uM. Bue He TpssOBa camu /1a TPUTOTBATE
WJTU MHKEKTHUpATE T€3U JIEKaPCTBEHU MPOAYKTH.

e Ako nMmarte 0e3noKoiicTBa OTHOCHO Bamrero jgeuenne, Most o0OchaeTe TH ¢ Bamus
nekap i GpapmarenT.



IIoBeue 3a J1eKapcTBOTO

JlexapctBeHute GOpMHU C YIBIHKEHO OCBOOOKIaBaHE Ha JICYIIPOPEIHH, ChAbPKALIT
JIEKapCTBEHM MIPOJYKTH C€ MpHilaraT NHKEKINOHHO MOJKO0XHO WX MYCKYJIHO, KaTo
0CBOOOKaBaT aKTUBHOTO BEILIECTBO IMOCTENEHHO 3a nepuoA oT 1 10 6 mecena. Te3u
JIEKapCTBEHM MPOJYKTH CE M3IOJI3BaT 3a JICUEHUE HA PaK Ha IpocTaraTa; pak Ha Ibp/aTa;
JPYTU ChCTOSHUSA, KOUTO 3acATaT KEHCKaTa pernpoIyKTHBHA cUcTeMa (€HIOMETpro3a U
MaTo4HU (uOpouIN) U paHeH myoepreT. Te BKIIOYBAT JeYHIPOPEIUHOBO AETIO 1Moj opmara
Ha Tpax 1 pa3TBOPUTEI 3a MPUTOTBAHE HA MHXKEKIIUS.

JleynpopenuH, ChABPKAIINTE JICKAPCTBEHHU MPOIYKTH CE MpeIaraT U KaTo HHKEKIHH 32
©)KETHEBHO MPHIIOKEHUE, HO TE3H JICKApCTBEHU (POPMH HE ca BKIIFOYCHH B MPETJIE/Ia, 3alI0TO
3a TSX HMa ChOOIICHHMS 33 TPELIKH TIpH padoTa.

JleynpopenuH, ChIbpIKAIIUTE JEKAPCTBEHH MPOIYKTH Ca pa3pelieHu 3a yrnorpeda mno
HalMOHATHU mpoueaypu. Te ca HaTMYHK Ha Ma3zapa B MHOro EBporieiicku cTpaHu u ce
npejaarat I1oJ HIKOJIKO ThPrOBCKM HauMeHoBaHus, BKitouBany Eligard, Eliprogel,
Enantone, Ginecrin, Luprone, Lutrate, Politrate u Procren.

IHoBeue 3a npoueaypara

[IperneabT Ha JTCYIPOPEINH, ChABPKAIIUTE JICKAPCTBEHH MPOJIYKTH C YIIBIDKECHO
0CBOOOKIaBaHE € MHUITMUPAH 10 uckane Ha ['epmanwms, mo wi.31 ot Jupexrusa 2001/83/EC.

[IpernensT € ochiiecTBeH 0T KoMuTeTa 3a OlleHKa Ha pUCKa MIPU NpoCcieAsBaHe Ha
nekapcTBeHara 6ezomacuoct (PRAC), oTroBopeH 3a olieHKaTa Ha 0€30IacHOCTTa Ha
JIeKapcTBaTa B XyMaHHaTa MEIMLMHA, KOMTO Jajie NpenopbKy. 3a BCUUKHU JIEYIPOPEIIUH,
ChJIbPIKALIN JIEKAPCTBEHH NPOIYKTH, Pa3pEIICHN 10 HAMOHAIIHYU IPOLIEYPH, IPETIOPBKUTE
Ha PRAC me 6paat npegocraBenn Ha KoopanHamonHata rpyra 3a npoueaypy o B3auMHO
MIpU3HABaHE U JICLIEHTPAIM3UPaHH [TPOLEIypH NIPH JIeKapcTBa 3a XyMaHHa ynorpeba (CMDh),
KOSTO 1€ 00SIBU OKOHYATeNIHATa Mo3HuLHMs 1o To3u Beiipoc. CMDh e rpyna, B KoATO uMar
MPEJCTaBUTEIICTBO BCUUKH IbpxkaBu-wieHKH Ha EC, kakto u Ucnanaus, JIluxreHmmaiiy u
Hopgerus. CMDh nMa oTroBOpHOCT 3a OCUTypsiBaHE Ha XapMOHU3alUATa HAa HHPOpMaIUITa,
CBBbp3aHa ¢ Oe30MaCHOCTTAa Ha JIEKapCTBa, pa3pelleHy 0 HallMOHAIHY MTPOLelypH Ha
TepuTopusTa Ha EBpONIENCKH ChIO3.

WNudopmanus, nyoaukyBaHa Ha cTpanunata Ha EMA Mosxe 1a HamepuTe Ha ciaeTHUs
xumnepiuHK: https://www.ema.europa.eu/en/news/leuprorelin-depot-medicines-prac-
recommends-new-measures-avoid-handling-errors
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