


Hayqlm 3aKII0OYCHUA

Ynunpuctanos anerat (ulipristal acetate) 5 mg (Esmya) e pa3sperien 3a ynotpe6a 3a npbB 6T BbB
Bcuuku crpanu oT EC/EUII Ha 23 deBpyapu 2012 r. o neHTpaiusupana npoueaypa. Or 2019 r.
TeHEPUYHHTE JIEKApCTBA, ChABPIKAIIHN YIUIPHUCTAIIOB alleTaT 5 mg, ca pa3pelleHn Ype3 HaMOHATHN
mpouenypu B MHOro crpan oT EC moa pa3nuuHu ThproBCKH HauMeHoBaHus. Excriozunusita Ha
VIUIPUCTAJIOB alleTaT 5 mg clie]] MyCKaHeTo Ha Ma3apa € olleHeHa KyMyJiaTuBHO Tipu 960 414 <O
nanueHTH 10 29 despyapu 2020 r. QQ/

[IspBOHAYATHO YIMIPHUCTAIIOB alleTaT € paspelicH 3a ynorpeda B EC 3a npegonepaTuBHO @eHne Ha
YMEpEHH JI0 TeKKH CUMIITOMH Ha MaTOYHH (PUOPO3HU TYMOPH TIPH BH3PACTHH KEHU B P JyKTUBHA
BB3paCT C MPOJBDKUATEIIHOCT Ha Kypca, OTpaHrdeHa JI0 3 Mecela, Mopajy JIUTCaTa HasIhJIrOCPOUHH
JTaHHU 32 0€30MacHOCT 3a MEePUOI, TTO-IBIET OT 3 Mecena. KoraTo ctaBaT HaJIMYHU ARJITOCPOIHUATE
nmauHu, pe3 2015 1. e 0100peHo BTOPO MOKa3aHKUe, KOETO IMO3BOJISIBA MHOFOKpaT@pCOBe Ha
WHTEPMUTEHTHO JICYCHHE TIPY KCHHU, TIPY KOUTO HE € TUTAHMPaHa OTeparusl. \z\

IIpe3 mait 2018 r. PRAC 3aBbpiiBa npepasriexaHeTo Ha ChOTHOLIEHHET 3a/puck Ha Esmya
corinacHo wieH 20 ot Pernament (EO) Ne 726/2004, 3amounaT nopanu cb aBaHE Ha TPHU CIy4as Ha
TEXKO YEPHOJPOOHO YBPEKIAHE, BOACIIU 10 USPHOApOOHA TpaHCILIa us. [lo Bpeme Ha

Ipepasriiexk1aHeTo € ChOOIIeH JOTBJIHUTENEH ClTydail Ha OCTpa ue 00Ha HEIOCTATHYHOCT,
CBBbp3aHa ¢ yrnorpebara Ha yIUIIPUCTAIOB anerar 5 mg. B pe3ynT, MIpepasriIekAaHETO U KaTo
B3eMa IMpeBU] BCUYKH HannyHu AaHHU, PRAC npenoppuBa H OT MEpKH 3a CBEXKJaHe 70

MHUHHMYM Ha PHCKa OT TEXKO YePHOAPOOHO yBpeXKIaHe, CBHP3alo ¢ YIUIPHUCTAIIOB aneTaTt 5 mg,
BKITFOUUTEITHO OTpaHn4YeHHs Ha nokazanusTa. [Ipenoppkute\da PRAC ca omo6pern or CHMP nipes
Mait 2018 r. [ToHacTosIIeM YyIUIPUCTANIOB alleTaT € ono(@a B EC/EMII 3a cnegHuTe moKa3zaHMs:

MaTO4HU (PUOPO3HU TYMOPH IIPH Bb3Pac €HH B PENPOLyKTHBHA Bb3pacT.
® HMHTEPMUTEHTHO JICYEHUE Ha yMCpCHH@ TEXKH CUMIITOMH Ha MaTOYHH (PUOPO3HU TyMOpHU
IIpU B3PACTHU KEHH B penponyxm@ Bb3pAcT, KOUTO He ca NOOX00AWU 30 ONepayusl.

® edun Kypc Ha 1edenye pu HpeHOHepaT%equHe Ha YMEPEHHU J0 TEIKKH CUMITOMH Ha

IIpe3 nexemBpu 2019 r. EBpomneiickara a)@m IO JIEKapCTBaTa € yBeAOMEHA 32 HOB CITydail Ha
TEXXKO YBpeXJaHe Ha YepHUs Jpo0, B 0 10 4epHOAPOOHA TPAHCILIAHTALIUS, CIIe]] U3JIaraHe Ha
YIATIPUCTAJIOB areTar (TeTUs CIryJay YIIaTUBHO).

CepHo3HOCTTa Ha CHOOIICHHS CITy4ai, MPUINHHO-CIICACTBEHATA BPh3Ka MEXKY YIIUIIPUCTAIOB alleTaT
5 mg u octpara gepHOPOOH CTaThYHOCT, KAKTO ¥ BB3HHUKBAHETO MY BBIIPEKH CIIa3BaHETO Ha
BBBEJICHUTE MEPKH 33 CBEXK, JI0 MUHUMYM Ha PUCKa, C€ CYHUTAT 32 CEPHO3HH OITACEHUS M N3MCKBAT
3aJIBJI00YEHO M3CTICIBaH JUSHUETO BBPXY CHOTHOIICHUETO T0J13a/PUCK HA YIUIPUCTAIIOB aIleTaT
Y TIOITBJTHUTEITHO Pasr aHe Ha e()eKTUBHOCTTA Ha BHBEJCHUTE MEPKH 33 CBEXKIAaHE 10 MUHIMYM
Ha pUCKa.

Ha 5 mapt 2020 rgponeﬁcxam komucus (EK) obpasysa nporenypa 1o wieH 31 ot JupextuBa
2001/83/EO CKa OT ATCHIIUATA J]a OIICHU TOPCOTIMCAHUTE ONACEHUS M BIHSIHUECTO UM BHPXY
CHOTHOIIIE &6 T0J13a/PUCK HA YIIUIIPHUCTANIOB arleTaT 5 mg U Ja 1aje CTAHOBHIIE OTHOCHO TOBA JaJIn
CHOTBET %pznpemem/m 3a yrnotpeba 3a yIUIPUCTAIOB alleTaT 5 mg TpsiOBa Jia ObJIaT 3ama3eHH,
U3MEHe ?/IKcnpeHn wim otreryienn. Ocser ToBa EK noncka ot AreHnusita ia mpe1ocTaBi CTAaHOBUIIE
aann@neo@(ommn BPEMEHHU MEPKH.

H&IQ mapt 2020 T. ciieq mpepasriiekaaHe Ha HATMYHUTE JaHHH, U TO-CIIeUATHO Ha TIETHS CIyJail
YJIATUBHO Ha TEXKO YEPHOAPOOHO yBpEeKIaHe, BOACIIO A0 YepHoApoOHa TpaHcmanTanus, PRAC
%penophqa KaTo BpeMeHHa MsIpKa CIIMPaHe Ha pa3pelIeHusITa 3a yroTpeda Ha JIeKapCTBEHH POYKTH,
ChIbPIKALIY YIUIPUCTAIOB alleTaT 5 mg, 10 JOCTUraHe Ha OKOHYATEJIHO PELICHUE.
Ha 3 centemBpu 2020 r. PRAC mpue mpemopbka 3a OTMSHAa Ha pa3pelIeHHETO 3a ynoTpeba Ha

BBIIPOCHUTE MPOAYKTH, Kosito Oeme pasrnenaHa or CHMP cbrimacHo unen 107k ot Jlupektusa
2001/83/EO.



Isis10cTHO pe3roMe HAa HAyYHATa olleHka Ha PRAC

EdukacHoctTa Ha yIHIIPUCTAIOB alleTaT 5 mg 3a JiedeHHe Ha CHMIITOMH Ha MaTo4HU (puOpo3HH
TyMOpH € IIOKa3aHa KbM MOMEHTa Ha IIbPBOHAYAIHOTO pa3peniaBane Ha Esmya. KnuaudHUTE MOI3H
OT IIPEIONEPATUBHOTO JEUYEHUE MOTAT J1a CE CUUTAT 32 OTPAHUYCHH, ThH KaTO C€ OrpaHU4aBar 10
€IIMH KypcC Ha JIEYeHHEe IIPEH OIepalus U UMa APYrd KpaTKOCPOYHHU aJITEPHATUBH 32 JICUCHHUE.
[Tom3ute OT yMUIIPHUCTANIOB alleTaT Ce CYUTAT 32 HA-TOJIEMH MTPH MTOKa3aHUETO 3a HHTepMHTeHTIéO
JIedeHue, T.€. 3a MAUEHTH, KOUTO HE ca MOAXOIAIIH 32 ONIepaTUBHO JIeUeHHE, Thi1 KaTo 3a Te3
MAIMEHTH AITEPHATUBUTE 3a JICUEHUE ca orpaHuueHH. [lanenTuTe, KOUTO HE ca MOIXOISMIIK 3
OTIepaTHBHO JICYEHHE, MOTaT Jja BKJIIOYBAT KEHH, KOUTO MOPAH Pa3iIndHU MPUIUHHU TPEQTapiisiBaT
XUPYPTrUYEH PUCK, HATIPUMED Ca ChC 3aTIIBCTIBAHE, CTPaAaT OT ChIPOBOMKAAIIO 3200 , KoeTo ce
JIeKyBa C ONpeeNIeHH JIeKapCTBa WM MCKaT J1a 3ama3ar ¢peprunurera cu. [1o To3u Ha

YJIMTMIPUCTAJIOB alleTaT 5 mg MOKe /1a OCUTYPH KIMHUYHO 3HAUMMHU TI0JI3H 32 JKEHH, KQUTO HE ca
MOJIXOJISIIIN 32 OTIEPATUBHO JICUEHHE, YHETO 3/JpaBe U Ka4eCTBO Ha )KMBOT CE IOB T OT
CHUMIITOMUTE Ha MaTOYHU (GUOPO3HH TYMOPH, MO-CIIELUATHO TEXKHU KpLBOTC‘l% :

PucksT OT uepHOAPOOHO YBpEKAaHe, Npeau3BUKaH ot iekapcTra (DILI), gﬁmea ¢ ymotpebara Ha
YIMOPUCTAJIOB alleTaT 5 mg, € NoAPOOHO pasrieaH B IPEAULIHOTO Mpe exaHe Ha wieH 20 Ha
Esmya. B pe3ynrar Ha ToBa Ipepasriexaase ,,uepHoApoOHaTa HeJ0C HOCT € 00sIBEeHa KaTo
HexxenaHa peaknwus, a DILI kato BaxkeH uieHTU(UIIMPAH PHUCK 32 Y. CTaJIOB alEeTaT, KaTo U JBETE
0100PEHH MOKa3aHUs Ca OTPAHNYEHH U ca IPUIIOKEHH HAKOU M€ a CBEKJaHe O MUHUMYM Ha
pucka. Ocsen ToBa ot [IPY Ha Esmya e nouckano na nposene JIKO IIPOYYBAaHMSL, BKIIOUUTEIHO
OTHOCHO MEXaHH3Ma Ha YepHOAPOOHOTO YBPEKAaHE, CBBP3aHO CYIMIPUCTAIOB alleTarT, 3a Ja ce
XapaKTepU3upa AOMBIHUTETHO TO3U pUCK. ChIEBPEMEHHO MIPOYYBaHUS HE ca JOIPHUHECIH 32
JIOITBJIHATEIHO U3SICHSBAHE HA MEXAHU3MAa Ha qepHoapo(@To YBPEXKJIaHE BbB BPb3Ka C
YIMIPUCTAJIOB ALETaT 5 MZ U Bb3 OCHOBA HA HAIMYHUTGNMAHHY XEIIaTOTOKCUYHOCTTA, CBbP3aHa C
YJIMIIPUCTAJIOB alleTaT, CE CUUTA Y€ € C HINOCHHKPAFUUYCH XapaKTep, KOETO 3aTpyAHABA
UACHTH(PHUIIMPAHETO HA MTOAATINBY MAECHTH, KO@?@I/Ixa OWIIM M3JI0)KEHHU Ha TIOBHILEH PHCK.

Crnen npenuiiHoTo npepasriexkaane Gedeon Richter otOens3Ba, ye npu eKCro3UIUATa Ha
nauueHTure Ha Esmya e peructpupas 3Hauntelien cnan (Hax 50%). Mexny 1 mapt 2018 1. u 29
tdheBpyapu 2020 r. ca nonydyenu 476 HOB Qqaﬂ B pamkute Ha SMQ (CepHO3HM U HECEPUO3HU
CHOHTHSI) HAa YSPHOAPOOHH HAPYIICHUA &Tax 97 ciy4asi ca CepUO3HH, KaTo 7 ciay4dasi ChIbpiKaT
JOCTAThYHA/9aCTHYHO JIOCTATHYHA pMaIius 3a OlleHKa Ha MPUYHHHO-CIIC/ICTBEHATA BPH3Ka,
BKJTFOUHMTEITHO €IMH Cy4ail Ha Te>§§), €pHOAPOOHO yBpEXIaHe, BOACIIO 10 YePHOAPOOHA
TpaHCIUIaHTaIMs (MIETUs CTydai KyMyJaTUBHO). B To3u citydaii He ca ycTaHOBEHH 3aMbIJISIBAIIN
(bakTopH M ca U3KIIOYCHH JIP &ﬂpamonono6HH CTHOJIOTHH; CJICIOBATEITHO MPUYHNHHO-CIICJICTBEHATA
BPB3Ka MEX]y YJIUIPHCTAIL eTaT ¥ OCTBP XEMaTUT, BOJIEIIa 10 OCTpa YepHOAPOOHA
HEJIOCTATHYHOCT U YEPHO, Ha TPAHCIUIAHTAIIHS, € OIICHEHA KaTo BEPOsTHA/MHOTO BEpOSITHA, T.€.
ChC 3HAYUTEITHO no-BH8 TETeH Ha CUTYPHOCT.

Ot6ermsI3ano € cb HE MOJKE JIa CE€ IPEIOTBPATH IIPOTPECHITA HAa PA3BUTHETO HA YEPHOIPOOHA
HEJIOCTATHYHOCT, BOJICIA JI0 YepHOIPOOHA TpaHcIuianTaius. [lopaay ToBa To3H cirydait
HOTBme;LaBa,QNUpenopLKnTe 3a HaOJIOJICHHE HA YEePHUS AP00, BKIIOUYCHHU B HHPOpMAIIHSITA 32
MPOJIYKTa BCAEACTBUE HA TIPEIUIIIHOTO CE3UpaHe, He ca OWIIN B ChCTOSIHUE JIa MIPEIOTBPATAT TEKKO
premnaj@ YepHHs Ap0o0, BOJIEIIO JJO YePHOAPOOHA TPAHCIUIAHTAIIUS MIPY BCUYKU TTAIIUEHTH.

B ko Ta Ha TOBa npepaszriexaade oT [IPY e monckaHo ga 00CHAIT HEOOXOAUMOCTTA U

p MOCTTa Ha BCHYKH JOIBIHUTEITHN MEPKH 33 HaMaJIsiBaHE Ha PUCKA C IIeJT TOIbIHUTEITHO
o;%;nnanaHe Ha PUCKa OT CEpUO3HA YEPHOAPOOHA TOKCUIHOCT, BKITFOUUTEITHO IPOMECHH B
Q@ OopMaIwsITa 3a MPOAYKTa, KaKTO U MPEIIOKCHUS 32 HaOII0IeHNE Ha TSXHATa €()eKTHBHOCT.

3a ga ce HaMau JOIIBJIHUTENHO PUCKBT, [IPY Ha opurnHanxus gekapcTBeH NpoaykT Esmya npeanara
Jla OTTErJIH [I0KAa3aHUETO 3a [IPeJONIepaTUBHO JICUeHNE, KOETO II0Ka3Ba, ue NPeJoNepaTUBHOTO
JeYeHre MoXe J1a ObJie 3aMeCTeHO OT yrnoTpebara Ha aronuct Ha GnRH 3a kpaTkocpodHa ynorpeba.
KakTto nmocouBaT HAKOM €KCIIEPTH, C KOUTO € MPOBEIcHa KOHCYATalusl B KOHTEKCTa Ha TOBA
npepasriexaHe, HaMalIIBaHeTo Ha o0eMa Ha (HOPO3HUTE TyMOPH OT YJIHMIIPUCTAJIOB alleTaT 5 mg He



Ce CYMTa 32 MHOTO BUCOKO H CJICZOBATEITHO yIoTpedara Ha TO3M MPOAYKT B IIPEeIONEepPaTHBHA cpelia He
OKa3Ba 3HAYMTEITHO BIHMSIHUE BBPXY yCIeXa Ha ONEepaTUBHOTO JedeHne. OCBEH TOBAa OBEYETO
eKCIepTH OTOeNs3BaT, Ye ChUIECTBYBAT alTCPHATUBY 3a TOBA MIOKa3aHUE B PEAOTNEPATUBHUS CTalnil.
C orznen Ha TOPEU3IIOKEHOTO M KaTO CE B3eMe MPEBH/] PUCKBT OT TEKKO YEPHOIPOOHO YBPEKAAHE,
BOJICIIIO JI0 Y€PHOAPOOHA TPAHCIUIAHTAIHS, C YIUIPUCTAIIOB alleTaT 5 mg, CbOTHOIICHHETO

MOJI3a/PUCK HA YIAUIIPHUCTANIOB alleTaT 5 mg Npu NpelonepaTUBHOTO JICYEHHE HAa YMEPEHHU 10 TEX ’O
CHUMIITOMH Ha MaTOYHU (PUOPO3HH TYMOPH CE€ CUMTA 32 HEONAroNpHATHO 32 TOBA MOKAa3aHUE H IO

TOBa IMOKa3aHUETO TPsiOBa Aa Ob/Ie MpEeMaxHaTo. Q

3a ;1a ce cBefie JOMMBIHUTENHO PUCKBT 10 MuHUMYM, [IPY Ha Esmya npeanara cpiio orpagigaBaHe
Ha LieJieBaTa IoIyJIalys 32 MHTEPMUTEHTHOTO IT0OKa3aHUE /10 MALMEHTH, KOUTO He ca No AU 3a
xucmepexmomus. CbIIEBPEMEHHO Ca U3PA3€HU ONTACEHHsI OTHOCHO ONPEAEIECHUETO 3a-<La3H MOATrpyma
HanucHTH. Ot O6C’L)K,Z[aHI/I$ITa B CKCIICPpTHATA Ipyna, IpoB€AC€HN B KOHTCKCTA Ha TO

npepasriexaane, CTaBa sICHO, Ye MPEeI0KEHOTO ONMCAaHNe/ONpeieIeHIe Ha Ta3 rpyna nanueHTu
M3IJIeKIa MHOTO IIUPOKO (HATp. )KEHH C OYEBUIHN MEJULIMHCKHU IPOTHUBONOKA3AaHHS 32 XUPYpPrudHa
HaMeca, ) XCHHU, KOUTO UMAaT HEYCIICUIHU APYTH Bb3MOXKXHOCTH 3a JICUCHHEC, K OUTO HCKAT aa
3anas3saT QepTUINTETa CH, ¥ KEHU, KOUTO He JKeJasiT J1a ObIaT oneprupaHH). BUCHUMOCT OT
TBJIKYBaHETO B KIIMHUYHATA NPAKTHKA Ha ,,[TAlIUEHTH, KOUTO HE KeJasT JaT IOAJIOKEHU Ha
omepanus‘‘ Wiy ,,lIaIAeHTH, KOUTO HE Ca IMOAXO/ISIIN 32 onepaum{/xn '@EKTOMI/IH“, TOBa IIOKa3aHUe
MOJKE /1a C€ MPUIIOKH 32 MHOTO MAIlMeHTH, KaTO M0 TO3W HaYHH OTP aBaHETO Ha [OKA3aHUETO JI0
,»HETIOIXOAISIIO 32 ONEPaLHs/XUCTEPEKTOMUS € c1abo KaTo Msp CBE)KIAHE 10 MUHUMYM Ha
pucka. OCBEH TOBa €KCIIEPTUTE IIPU3HABAT, Y€ IIOHACTOSIIEM JI aT JaHHY 3a [OJI3UTE OT
YIUIIPUCTAJIOB alleTaT 5 mg OCBEH 00JIEKYaBaHE Ha CUMIITOMUTENT.€. U30srBaHe Ha
OTIepaLs/XUCTEPEKTOMHUS B IBJITOCPOYEH ILIaH.

Excneptute, ¢ KOUTO € MpoBEACHA KOHCYTAIIHS 110 Bp? Ha TpepasriexIaHeTo, PernopbyBaT Jia ce
CHOOIIABAT B IOCTATHYHA CTETICH MOJI3UTE M PUCKOBETE OT YIUIIPHUCTAIOB alleTaT Ha TAI[MEHTHUTE

(Hail-BaXHUSAT OT KOWUTO € PUCK OT YePHOIPOOHO JaHe) U J1a ce ImoauepTae 3HaueHUEeTo Ha
BKJIFOUBAHETO Ha TC3U ITOJI3U U PUCKOBE B KOHT ad Ha MOJIBUTEC U PUCKOBCTE IPU BCUYKU OCTaHAIN
HanmmgHU Bb3MOxHOCTH. PRAC B3e moj BHH Pa3CHAKACHUATA HA EKCIIEPTUTE, Ye

ITEpPHATUBHUTE HAUMHU HA XUPYPTUYHO JIgUeHHE 3a JIeUeHNEe Ha YMEPEHH O TEKKU CUMITOMH Ha
MaTo4HU QUOPO3HHU TYMOPH He ca 6e3 p é “prieBpeMeHHO PRAC cunra, 4e mocTUraHeTo Ha

0€e3IPUCTPACTHO CPaBHEHUE MEXKIY X WYHOTO U (PapMaKOIOTUYHOTO JICUCHHE € 3aTPYAHEHO, Thit
KaTo I11e TpsI0Ba Aa ce BKII0YAT pas BUJIOBE KPAaTKOCPOUHH U ABJITOCPOYHH PE3YIITATH 32
31IpaBETO OT BCSKO JICYEHUE, 3a IIp. YUTaHE Bb3 OCHOBA HA CPABHUTENIHU MPOYUBAHHUS.

XUpyprugHOTO JCUSHUE MOXKE Ja OBE/IE 10 He3a0aBHO M3JICKyBaHE, HO B PEJIKH CIIyYaH J0 PUCK OT
KPaTKOCPOYHHU HITH L[Lnrocpo';ﬁ@ focencTBysA, KaTO GapMAKOTOTHUHHTE JISUEHHS] OCHOBHO BOJISAT JI0
o0eKkyaBaHe Ha CUMIITOMH 0 B PEIIKH CITydadu MOTaT Jia JIOBEAAT A0 CEPUO3HH HEXellaH! CHOUTHS.
Gedeon Richter, [TPY na ya, ChIIIO MPU3HABA, Ye TPSAOBA J1a CE€ B3EME MPEIBU/I IIPHIIOKUMOCTTA JIa
ce TapaHTHpa, 4e BCUY WEHTH UMaT PaBHYU BH3MOYKHOCTH JIa B3eMaT MOIXOISII0 HHPOPMUPAHO
pereHue, BKIIOINTE OJIXOJISIIO CTIOJIEISTHE Ha MH(DOPMAITHS OT JICKYBAIITHUS JIeKap 110 OTHOIIICHHE
Ha PUCKOBETE OT B JKHOCTHUTE 3a JICUCHUE U ChbOTBETHHUTE IIOCICICTBUS, U Y€ B3 OCHOBA Ha
HAIMYHUTE WHCTPYMEHTH U KOMYyHHKAIIMOHHY KaHAJIM MOTAaT 3 ObJIaT YCTAHOBEHHU 3HAUYUTEITHU
OTpaHUICHUS.

PRAC H?&@ CTAHOBUIICTO, Y€ MPCIIJIOKCHUTC ITPOMCHHU B ITIOKAa3aHUATA (Hanp. npeMaxBaHEC Ha

IPeoNgPaTUBHOTO [IOKA3aHUE U OIpaHMYaBaHE HA MHTEPMUTEHTHOTO IIOKAa3aHUE 110 HENPUEeMIUBO 3a
onep /xXucmepexmomuss) MOTaT TOIIBITHUTEITHO Ja HAMAJIAT Opos Ha MALMEHTHUTE, U3JI0KEHH Ha
yI TasioB auerat 5 mg. CplieBpeMeHHO, KakTo Oemre B3eTo npeasuy ot [IPY na Esmya, rpynarta

ne&uemn, 3a KOWTO TepanusATa € MOAXO0IAIIa, He MOXe 1a 0bae 1o0pe onpeaesieHa OT HayYHA TJIeTHA

Ka, KOCTO III¢ HalpaBy PEIICHUETO 3a JICUCHHUE C YIUIPUCTAIOB alleTaT 5 mg 10cTa CyOEeKTHBHO.

CBEH TOBA, KaTO C€ UMa MPEABUA UTUOCUHKPATUUYHUAT XapaKTep HA PUCKA U TPYAHOCTTA J1a ce

MIPEIBUIM HETOBOTO Bh3HUKBAHE (HAITP. Ype3 UACHTU(UIIUPAaHE HAa ChOTBETHUTE PUCKOBH (DAaKTOPH),
PRAC cuuTa, 9e pUCKBT OT TEKKO YSPHOAPOOHO YBPEKIaHE HAMA J1a ObJIc HAMAJICH B TOCTaThYHA
CTEITCH MPH TE3U, KOMTO BCE MaK Iiie ObaaT u3liokeHu. ExcriepTure, 4yneTo MHEHHE Oellie TIOTHPCEHO,
CBIIO HE yCIsiXa Ja ONpeAessaT NOoIMmyIalus, 3a KOsITO PUCKBT MOKE Ja c€ MPOTHO3UpPa U ChOTBETHO Ja
ce npeaotepatu. PRAC o10ens3Ba ChI0 OrpaHUYCHUATA 3a IPUIIOKUMOCT, CBbP3aHU C



rapaHTUPAHETO Ha TOAXOJAIa HH(POPMAIIKS 32 BCUYKH MAIIMEHTH 32 B3eMaHe Ha HHPOPMHUPAHO
pelienune, ¥ u3pa3u CTAHOBHIIETO, Y€ HE MOTaT /1a ObJaT MPII0KEHU TOBIHUTETHH MEPKH 32
CBEX/IaHE JI0 MUHUMYM Ha PUCKa, KOUTO JIa IPEJ0TBPATAT PUCKA OT TEKKO YSPHOIPOOHO YBpEXKIIAHE.
C ornen Ha ropeusnoxeHoto PRAC 3aknrodaBa, 4e ChOTHOIICHHETO ITOJI33/PUCK HA YIIUITPUCTAIOB
areraTt 5 mg e HeOIaronpUATHO KaTO HHTEPMUTEHTHO JIEYeHUE HA YMEPEHH JI0 TEKKH CUMIITOMHU Ha

MaTo4YHU (GUOPO3HU TYMOpPH. <O

C orjen Ha CEPUO3HOCTTA U MIMOCUHKPATHUHUS XapaKTep Ha PUCKa OT TEXKKO YESPHOAPOOHO Q/
YBpEXKIaHE, moABaTa Ha qepHoz[po6Ha HEAOCTATHYHOCT BBIIPEKU BHBCACHUTE MCPKH 3a CBC)X& o
MHUHAMYM Ha PHCKa, ¥ (HaKTHT, Y€ HUTO Ca UACHTHU(UIMPAHH JOMBIHUTSIHH MEPKH 32
MpeaoTBpaTdBaHC 1 HaMAJIAIBaHC Ha pUCKa, HUTO cy6nonynau1/151, IIPpU KOATO CHOTHOLICH

10J13a/PUCK Ha YJIMIIPUCTAJIOB alleTar 5 mg Moxe Ja Obje moyoxurenno, PRAC cmrua\%o
3aKIIFOYCHUETO, Y€ TO3HM PUCK HAJIBUINIABA MOJI3UTE OT YIUMPHUCTAIOB alleTaT 5 mg BCUYKHTE MYy
noka3anusi. Thil KaTo B ObjeIIEe HIMA 3a00JIsIBaHE, KOETO OU ITOKA3ajI0 MOJIOKHUT 1)ﬁJLOTHomeHI/Ie
oJ13a/puck 3a Te3u npoaykt, PRAC npenopbuBa oTMsIHA Ha pa3pellICHUATA 3 ‘;’%TpeGa Ha
JICKApCTBEHHU MPOYKTH, ChIbPIKAIIM YIUNPUCTAIIOB aleTat 5 mg. @

OcHoBanus 3a npenopbkata Ha PRAC @&
Karto ce uma mpensun, de: O)Q

e PRAC pasrnena mpoueaypara o uieH 31 ot upextusa ZQ 3/EQ, cneacTBue OT OIICHKAaTa Ha
JaHHU OT eHHOCTUTE 3a JIeKapcTBEeHa OE30MacHOCT 3a n&;ap TBEHH IIPOAYKTH, ChIbPIKaIIN
YIUIIPUCTAJIOB alerar 5 mg;

e PRAC pasriena unpopmanusTa, ¢ KoaTo pa3n0nas2K0MHTeTLT 3a yJIUIPHUCTAJIOB aLeTaT 5 mg, u
PHCKa OT TEKKO YEPHOAPOOHO YBpEXk/IaHEe, BKIPHUTEIHO TaHHUTE, TPEIOCTAaBEHHU OT
IPUTEKATEIUTE HA Pa3pPEIICHUETO 3a ynm*pe& VIIMTIIPUCTAJIOB aleTaT 5 mg B MUCMEH BHUJ U
YCTHHTE OOSICHEHHUS U PE3yNTATUTE OT KOHCW&LII/ISIT& ¢ ad-hoc excniepTHara rpyma, CBUKaHa B
KOHTEKCTa Ha Ta3H NpOLerypa; @

e PRAC mperyiesia BCHUKHY ClTy4au Ha RQO YEepHOAPOOHO yBpeXkIaHe, ChOOIIEHHU Cpell )KEHHTE,
JIEKYBaHU C YJIUIIPHCTAIIOB aueTai’@m g 3a JIeYeHUE HA CHMIITOMH Ha MAaTOYHU (GUOPO3HU TYMOPH,
BKITFOUMTEITHO HOB CITydail Ha Te@) 4epHOIPOOHO yBpeXkKaaHe, BOCII 10 YepHOAPOOHA
TpaHCIUIaHTaIus (TETHS CIyJYail=KyMyJIaTHBHO), BBIIPEKH Y€ Ca CIa3eHN MEPKHUTE 3a CBEXIaHE JI0
MUHHMYM Ha PHUCKa, OJ0OOPSHU KaTO pe3yNTar OT MPeaxoaHoTo cezupane mo wieH 20. PRAC

3aKJII0YaBa, Y€ MPUINHH CTBEHATa BPh3Ka HA YIUIPUCTAIOB alleTaT 5 mg C TEXKKO
4epHOIPOOHO YBpEXK A BEPOSTHA/MHOTO BEPOSTHA, M OTOEIISI3BA, Ue MPOTPEeCcUsiTa Ha
Pa3BUTHETO Ha YEPH Ha HEIOCTaTHYHOCT, BOJIEIIA 0 YePHOAPOOHA TPAHCIUIAHTAIIHS, HE

Moxe Ja ObJe npe@ paTeHa;

e PRAC o6cpn QLJIHI/ITGHHI/I MIpeI0KEHNS 32 CBEXKIaHE 10 MUHUMYM Ha PUCKA U HE MOXKa Ja
UICHTU(HUIEPA TOTBIHUTEIHN MEPKHU, KOUTO OMXa rapaHTHpaiIn e(eKTHBHO CBEXIAHE /10
MUHUMY HCKa J0 IpHueMInBO HUBO. C OrJie] Ha CEpUO3HOCTTA U UANOCUHKPATUIHHSA
XapaKT, pucka PRAC 3akimtouaBa, 4ye TO3M PUCK MIPEBUILABA MOJI3UTE OT YJIUIIPHUCTAIOB
aner g 3a JleueHue Ha CUMIITOMHUTE Ha MaTo4Hn (uOpo3Hu TymMopH. He Moxe na Obae
yCT(}y)BeHa NOArpyNa NalueHTH, IPH KOUTO MOJI3UTE OT YIUNPHUCTANOB aleTar S mg ouxa

I/I]J_II/IJ'H/I PHUCKOBETE;

Q@ Ocgen ToBa PRAC He ycns fa yCTaHOBH KaKBOTO U /1a OWIJIO YCIIOBHE, H3ITBIHEHUETO Ha KOETO O1

MOKA3aJI0 MOJIOKUTEIHO ChOTHOIICHUE 0JI13a/PHUCK 3a JIEKAPCTBEHUTE MPOAYKTH, ChIbprKallH
YIIMOPUCTAJIOB aerar 5 mg.

B pesynarat Ha ToBa KOMHTETHT CumTa, Y€ CHOTHOILICHUETO MOJI3a/PHUCK 32 JIEKAPCTBEHUTE MPOIYKTH,
ChIbpIKAIIH YIUIPUCTAIIOB alleTaT 5 M(, 3a JieueHHe Ha CUMIITOMH Ha MaTOYHH (pUOPO3HU TYMOPH HE
e GuaronpusaTHO, 1 cbriacHo wieH 116 ot Jupexkrua 2001/83/EO mpenopbuBa OTMsIHA Ha



paspernieHusITa 3a ynmorpeda Ha BCHIKU JICKAPCTBEHU MPOAYKTH, ChIABPKAIIH YIUIIPHUCTATIOB alleTaT
5mg.

Moapo6no oosicHenue Ha CHMP Ha HayYHMTe OCHOBAHUSI 32 Pa3JIMKHTE CIPSIMO NpenopbKaTa
na PRAC

CHMP pasrnena npenoppkata Ha PRAC n gomsianTennata nadopmarus, npenpocrasera ot [1PYS
KaKTO U pe3yJITaTUTe OT KOHCYJITanusATa ¢ ad-hoc ekcniepTHaTa rpyma, CBUKaHa B KOHTEKCTa H
npouenypa. Bp3 ocHoBa Ha Te3u nanau CHMP He ce chriacsiBa ¢ LSUIOCTHUTE 3aKIIOYEHUS K
OCHOBaHU 3a npenopbkara Ha PRAC. 0

Paznuuusn c npenopvkama na PRAC u nayunu ocnoeanus 3a cmanosuuiemo na C ?

Acnektn Ha 0e30mMacHOCTTa o)@

€H B KOHTEKCTa Ha
Cu CHMP e, ue

U 4e OCTaBaT
CEPHO3HUS PE3YJNITAT OT
OT MEPKH 3a CBEXKIaHE J0
HHSTA, BbBEXKIAHE HA

PHCKBT OT TE:KKO YepHOAPOOHO YBpEKIaHe C YIUIPHUCTAIIOB alleTaT 5 mg e
npepasriexmaanero mo wieH 20 Ha Esmya npe3 2018 r. u 3akimoueHneTo H
MPOAYKTHT MOXKE JIa HOCH PUCK OT TEKKO YePHOAPOOHO yBpekaane. Bb
HECUTYPHOCTH OTHOCHO TIprauHHOCTTa, PRAC 1 CHMP npusznaBat
CHOOIICHUTE CITy4au Ha YePHOIPOOHO yBpEXKIaHE U Ca BbBEJCHHU H
MUHHUMYM Ha pucKa 3a Esmya, BKIIIOUNTEITHO OrpaHHYaBaHe Ha I
IIPOTUBOIIOKA3aHWE MIPH MALTUEHTH C OCHOBHO LIepHO,ZIpO6HO Ha, HUEC, IPETIOPHKA 3a U3BHPIIBAHE
Ha U3CJIeIBaHUsA Ha LIepHO,ZIpO6HI/ITe q)YHKIII/II/I IIpe€aun 1 10 BPEM a JICUCHUETO, KAaKTO U IIpUJjIarale
Ha OOYYUTEITHN MaTepHay, BKIIFOUUTEITHO KapTa Ha HaLII/IeH@/B’LB BCsIKA OTIAKOBKA YJIMIIPUCTAJIOB
areTar 5 mg, KosTo Ja HHGOPMHUPA NAIIMCHTUTE 32 Bb3M@KHHUTE PUCKOBE OT YePHOAPOOHO
YBpEXKIaaHe. Korato PHUCKEBT € SICHO C'bO6IIIeH Ha Imanu TC 1 MCIUIIUMHCKUTEC CIICIUAJINCTH, CC
OYaKBa, Y€ aKO HACTBIIAT IMOBEYE CIIyYand Ha TEKKO @HOHPO6HO YBpEXIaHe, BOJCIIH JI0
YEpHOAPOOHO YBpEXKAaHe, T I ObaaT CLOGmeHb~

OneHkara Ha eEeKTUBHOCTTA Ha MPEANPHET e3 2018 r. Mmepku 3a cBeXAaHE 10 MUHUMYM Ha
pHCKa TOKa3Ba, 4Ye OTpaHNYaBaHETO Ha MOIMyJIaluaTa 4pe3 OrpaHnYaBaHe Ha JIBETE MOKa3aHUs €
JTOBEJIO JI0 TOJISIMO HamaJieHHe Ha Opost H, é(}IBaHI/ITe manueHTu ¢ okoJio 25-30% ot aena Ha
MALUEHTUTE IIPEIN CE3UPAHETO I10 UJI % npe3 2018 r. CHMP ot0esns3Ba, ue npoueHThT Ha
cboOIIaBaHe Ha TEKKO YEPHOAPOOH eXJ1aHe, BOAEIIO IO YepHOAPOOHA TPAHCIUIAHTAIIHS OT
0,52/100 000, B3 ocHoBa Ha 4/76 NAlMEHTH, U3JI0KEHN Ha YIUNPHUCTAIOB aleTaT 5 mg npeau
npenumrHarta nporeaypa no wied 20'u 0,51/100 000, 6a3upano Ha 1/194 614 nanuenTy, H3I0KEHN Ha
YJIUANPHUCTAJIOB aleTar 5 mg OK@BILXOILHaTa npouenypa no wiel 20, octasa chusT. ChILo €
oTOeIsI3aHO, Y€ Te3U YECTO OTBETCTBAT HAa yMepeHara (hoHOBa 3a00JIeBAEMOCT OT
CMBPT/4epHOIPOOHA Tpa@amaum Ha 0,55 cimydas Ha 100 000 xwurenu, kakTo e onucano ot Ibafiez

npe3 2002 rl, o)

CHMP ot6emnsiza ¢ 4e pe3yNTaTUTe IPU OTPAHUYCH OpOIl MAllMEHTH C IOBUIIICHH PE3YJITATH OT
W3CIICIBAHUATA Ha ¥epHOAPOOHNUTE (DYHKIMH MPH yIoTpedaTa Ha YIUIIPUCTAIIOB arleTat 5 Mg
MOKa3BaT MO/ HUE WM HOPMaJTU3UpaHe Ha CTOMHOCTHTE Ha MOBUIICHUTE (PYHKIIMOHATTHI

qepHoapo6H@yHKuI/m (LFT) cnex cnupaneTo Ha yIunpHucTal. Bbopeku ye Te3u JaHHU ca

orpammeﬁ?re HaBEeXAT Ha 3aKJIF0UYEHHETO, Y€ IPOBEXK/IaHETO Ha U3CiIeIBaHUs Ha YEPHOAPOOHUTE

¢$yHKI OJIE3HO 3a MPEeJOTBPATABAHE HAa MPOrpecHsiTa Ha YePHOAPOOHO yBpEKAAHE.

Cri l/gieﬁﬂo CHMP notBbpxaaBa, 4ye NETHAT CIy4all Ha TEKKO YepHOAPOOHO YBpEXkKIaHe,

CLQ%( nipe3 aekeMBpu 2019 1., ©Ma BEpOSITHA/MHOTO BEpPOsITHA IPUIMHHO-CIIE/ICTBEHA BPBH3Ka C

PHUCTAIOB aneTaT 5 mg, KaKTO U Y€ TO3H CIIydail € HaCThIMI BBIIPEKN BHBEICHUTE MEPKH 32
JKIaHe 0 MUHAMYM Ha PUCKa, M Y€ IPOTPecHsTa B pa3BUTHETO Ha YePHOAPOOHA HENOCTATBYHOCT,
%0;[611121 JI0 YepHOAPOOHA TPaHCIUIAHTAIMSA, HE € MOIJIa Jia ObJie IpeIOTBpaTeHa.

! lbafiez L, Pérez E, Vidal X, Laporte JR; Grup d'Estudi Multicénteric d'Hepatotoxicitat Aguda de Barcelona
(GEMHAB). Prospective surveillance of acute serious liver disease unrelated to infectious, obstructive, or
metabolic diseases: epidemiological and clinical features, and exposure to drugs. J Hepatol. 2002
Nov;37(5):592-600.



Acnektu Ha ehMKaCHOCTTA

L HpCI[OHepaTI/IBHO JICYCHUC HAa YMCPCHU N0 TCKKU CUMIITOMU HA MAaTOUYHHU (1)I/I6p03HI/I TYMOpHU

B kpas Ha enuH Kypc Ha geuenne (3 mecena) 73,4% u 75,3% oT marnpieHTUTe, y9acTBAIX B IBE ’0
pasmuunu ¢asa 1l npoyuBanus, cpo0LIaBatT 3a aMeHOpes ¥ 4e CPeqHUAT 00eM Ha GUOpPO3HUTE <O
TYMOPH HaMaJIsIBaT B CPaBHEHHE C U3XOJJHOTO HUBO CHOTBETHO ¢ 21,2% u 35,6%. QQ/
HamansBanero Ha pa3Mepa Ha MHOMaTa, KOETO MOJKE Jla YJIECHH XUpYypruyHaTa Hameca, K@ U
HaMaJsBaHETO Ha 3ary0ara Ha KpbB M aHEMHSTA, KOETO e MoJ00pH 00LI0TO 3/]paBOCI

CbCTOSAHHC HA ITAIIMCHTA, C€ CUHUTAT 3a KIIMHUYHO 3HAYUMH. B’preKI/I TOBA KIIMHUYHUT OJI3U OT
NpEeoNepaTUBHOTO JICUYCHHUE CE€ CUUTAT 32 OIPAHUYCHH M CHILIECTBYBA Apyra alTepHaTHBa 3a
KpaTKOCPOYHO IMpeIoNepaTuBHO JieueHue, T.e. GnRH-aronwucr. /))

L I/IHTepMI/ITeHTHO JICYCHUC Ha YMCPCHU 10 TCIKKU CUMIITOMU Ha MaTOqﬁH6pO3HI/I TYMOpHU

B kpas Ha 4eTBBPTHS KypC Ha JIeYeHHEe, CbOTBETCTBAIL] HA TPUOIU3UTE] YTOAMIITHO JeueHue (4
Kypca oT 3 Mecela ¢ KypcoBe Ha MOBTOPHO JICYEHHE, 3aTI0UBAIIH MPe BaTa CeMHIIa Ha BTOpaTa
MEHCTpyaInus cjie]| IPUKII0YBaHe Ha TPEAHUIITHOTO JeueHue), 69,6 % OF marueHTuTe cho0IIaBar 3a

aMeHOopesl, a CPEeTHOTO HaMalsiBaHe Ha o0eMa Ha MUoOMaTa cnpaMpéZ?(onHOTo HuBo ¢ 71,8 % B enHO

¢aza Il npoyusane. Q

ITon3uTe OT yJIUIPUCTAIOB aleTaT 5 mg ce CUUTAT 3a Haﬁ-r(@MH IIPY OKA3aHUETO 3a
MHTEPMUTEHTHO JIEYCHHUE, T.€. 3@ MALUCHTH, YUETO 3;[paB@ Ka4eCTBO Ha XKHUBOT CE IMOBJIUABAT OT
CHUMIITOMUTE Ha MaTOYHU (GUOPO3HU TYMOPH, no—cneunz}ﬂo TEXKH KPbBOTEUCHUS, HO 32 KOUTO HE €
noaxoasuia ornepanus, THHU KaTo 3a Te3U MMannucHTH, HNTO BEUC CC HYXIAAT OT JICUCHHUEC, HAMA JPYTr'rU
OYEBHIHH AITEPHATHBHU 32 (apMaKOJIOTUIHO neq@@ Te3n, KOUTO HE ca MOAXOISIIIH 3a ONEPATUBHO
JIeYeHHUE, MOTaT Jia BKJIIOYBAT JKEHH, KOUTO I10 WYHH IPUYMHU IPEICTABIABAT XUPYPTrUU€eH PHUCK,
HapUMep KEeHU ChC 3aTIBCTIBAHE, )KEHH, N3H{PMKEHH Ha MTOBHIICH PUCK OT BEHO3Ha Tpom003a, C
npuApy’KaBamo 3a00JIIBaHe WIK NPUEMallll, ChIIBTCTBAILY JIeKapcTBa. OnepaTuBHaTa HAMECA MOXKE
CBIIO /12 HE € MOAXOIIA 32 )KEHH, K(.);/Ili[-bﬂaﬂT Jla 3a11a34T Bb3MOXKHOCTTA 32 3a0peMeHsIBaHe.

Q)

CrOTHOIIIEHHE TT0I3a/pUCK O

CHMP ot6ensi3Ba, ye METUAT ClIydal Ha TEKKO YePHOAPOOHO YBPEeKIaHEe, ChOOIIEH 3a YIUIPUCTAIOB
arneraTt 5 mg, uMa BeposiTHa/ {fwé BEPOSITHA IPUUMHHO-CIIECTBEHA BPB3Ka C YIUIPUCTAIOB aleTaT
5 mg 1 nmpu3HaBa, 4e To3u i € Bb3HUKHAJ BBIPEKU BbBEJCHUTE MEPKH 32 CBEXAaHE J10
MUHUMYM Ha pUCKa U 4e pecHsiTa B pa3BUTUETO HA YEPHOPOOHA HEJOCTATHYHOCT, BOJIEIA JIO
YyepHOAPOOHa TPaHC usi, He € Moruia 1a Obae npenorspareHa. ComeBpemerno CHMP
oT0ens3Ba, Yye YecTo Ha TEXKO YepHOAPOOHO yBpEXKIAaHe, BOACIIO 10 YePHOAPOOHA
TpaHCIUIAaHTAIHS PHUCTAJIOB alleTaT 5 mg, CbOTBETCTBA HA yMepeHa (OHOBA 3a00JIEBAEMOCT OT
CMLpT/qepHOL[Ii%(E TPaHCIUIAHTALIUS.

CHMP pom .@ﬁTeHHO oomucnu npeznoxkenueTo Ha [IPY Ha Esmya na oTTernu nokazaHuero 3a
peIone HO JICYCHUE C IeJT OTpaHnYaBaHe HA €KCIO3HIINATA Ha YIIUIIPUCTAIOB aIleTaT U 10 TO3U
Ha4YWH &HHHT@HHO Jla ce Hamaiu pUCKbT. [loka3aHneTo 3a eNH Kype Ha JIeYeHUE TIPH
npeadiigpaTUBHOTO JICUCHUE OTPa3siBa CUTYalUs, B KOATO C€ IUTAHUPA OMepallys, HO CE CUUTa, Ue
Hal\@i{ aHEeTO Ha pa3Mepa Ha MHOMaTa, KaKTO M HaMaIsIBAHETO Ha KphBo3arybaTa U aHEMUITA ca OT
nyHOo 3HaueHue. ComeBpemenHo CHMP ot0erns3a, ye HIKOU eKCIEPTH, C KOUTO € MPOBeIeHa
@Hcymauml B KOHTEKCTa Ha TOBAa Mpepasriiexk/iaHe, ca MOCOYIITH, Y€ HaMaJsIBAHETO Ha o0emMa Ha
%pﬁpomme TYMOPH OT YJIMTIPUCTAJIOB aIleTaT 5 mg He ce CYHUTa 32 MHOTO BUCOKO U 10 TO3W HAYWH
ynorpebaTa Ha TO3H MPOAYKT B IIPEIOTIEPATHBHA Cpe/la He € 0Ka3all0 3HAYUTEITHO BIUSHHUE BHPXY
ycrexa Ha ornepatuBHOTO Jieuenue. CHMP otGensizBa cbIlo, 4e ekcrepThTe ca NoAuepTali, ye
CBHINECTBYBAT AITEPHATHBY 32 TOBA MTOKa3aHME B MpenonepaTuBHus ctaauid. C oryes Ha
TOPEM3I0KEHOTO U KaTO B3eMa IPEBU PHCKA OT TEXKO YEPHOAPOOHO yBpEXKAaHE, BOJEIIO 110
YyepHOAPOOHa TpaHCILIaHTAaIUs ¢ yiunpucTaios aneratr 5 mg, CHMP ce cwriacssa ¢ PRAC, ue



YJIAIIPUCTAJIOB alleTaT 5 mg mosede He TpsiOBa Ja ce M3MOo3Ba KaTo MpeIonepaTHBHO JICUCHHE Ha
YMEpEHH JIO TeKKH CUMIITOMH Ha MaTOYHH GUOPO3HU TYMOPH U MOPaJIN TOBA MMOKA3aHUETO TPsAOBA 1a
ObJIec MpeMaxHaTo.

CHMP ot6ens3a, ye PRAC cbliio cunTa, 4e ChbOTHOIICHUETO 10J13a/PUCK Ha YIMIPUCTAIOB alleTaT
5 mg e oTpHLATETHO KaTO HHTEPMHUTEHTHO JICUCHHE Ha YMEPEHH [0 TEKKU CUMITOMH Ha MAaTOYH
¢ubpo3nn Tymopu. Berpekn ToBa cranoBuiiero Ha CHMP e, ue mon3ute oT yIUNprCTaioB are

5 mg npu nokazaHWEeTo 32 UHTEPMHUTEHTHO JICUCHHE OCTABAT 3HAYMMH 32 ITOATPYIIA )KEHH C YM u
JI0 TEKKH CUMITOMH Ha MaTOYHU (GUOPO3HU TyMOPH, KOraTo MatoyHata puopo3Ha emOosn

W/WITM BB3MOXKHOCTH 332 XHUPYPTHYHO JICYEHUE HE ca TIOAXOISIIN WK HE ca Iain pesynTaT,QH KaTo
NPY TE3W NalMeHTH UMa CaMO MHOT'O OTpaHWUYCHU alITCPHATHUBY 3a JICUCHHE.

Excneprute, ¢ KOUTO € MpoBe/ieHa KOHCYIITaIHs 10 BpeMe Ha 3acenanue Ha ad hoc gkcnepTaa rpymna

(AHEG), ce cpriacsiBar, 4e KOrato ce 0OMHUCIIS YIHIIPUCTAIIOB alleTaT 5 mg KaTo, PMHUTEHTHO
JIeYeHHE, € MHOTO BayKHO J1a CE€ B3eMaT MPEABH] PUCKOBETE, CBbP3aHH C aJITEPHATHBHUTE
BB3MOXHOCTH (XHCTEPEKTOMHUS M TI0-MaJIKO HHBA3UBHO alITEPHATUBHO Jieue aTo abJOMHHAJIHA

MHOMEKTOMHUSI WJIM UHTPAOIepaTHBHA ITPOMSIHA B XUCTEpEeKTOMHS). Baxken
ce B3eMe IpeABU], €, Ye BCSIKA XUPYPrUIHa BB3MOXKHOCT KpHe COOCTBEH
Ha CMBPTHOCT ciiesl XucTtepekToMus Bapupa ot 1 Ha 500 mo 1 ma 3000;
YCIIOKHEHUS KaTo KbpBeHE, epdopalius Ha yepBara ca ¢ 4ecTora | 00. PeriauBbT OT Pubpouu
cJIe]l MUOMEKTOMHUS € YeCTO CPEIaH U MOXKE Ja Ce HAJIOKH JIOITb JIHO JieueHne (AMEpHUKaHCKU
KOJICXK T10 aKyIepcTBo U runekosorus, 2008 1.). A6oMuHaIH J}§HOMGKT0MH;I CBILIO HOCU
3HAYUTEITHN PUCKOBE [0 OTHOIICHUE Ha (PepTHIINTETA, BKHIO‘-II/IQHO 3 1o 4% puck ot
MHTpaonepaTUBHA MPOMSHA B XUCTEPEKTOMHUS U YECTO pa3BhLMe Ha CIeAONEePaTHBHU BETPEMAaTOYHU
cpactBanus. [IporieHTUTEe HA OCHOBHHTE YCIIOKHEHUS CIER £MOOM3AINATA Ca CXOAHHU C TE3U cle]
orepanusi, Ho eMOOIU3aIHATa ce CBBP3Ba C MO-BHUCOK OT JIEKH YCIIO)KHEHHUS B ¢ He0OOX0AUMOCTTA
OT JOITBJIHUTEITHA XUPYPTUIHA WHTEPBEHITUS (06HK@36H0 XUCTEPEKTOMHS )2,

KT, KOUTO TpsIOBa J1a
, HATIPUMeEP MPOLEHTHT
aTO OCHOBHUTE

Excneprrara rpymna moco4sa, 4e € BaXXHO ChIIO/AKA Jla Ce pasriie/ia OMyIalusaTa TalueHTH, KOUTO
He KenasT Ja ObJar onepupaHu, HanpuMep aJiuTe MaUeHTH, 32 KOUTO OTKa3bT OT
XHCTEPEKTOMUS O 3arma3uil Bb3MOXKHOCTTE 32 3a0peMeHsiBaHe. B TO3M KOHTEKCT MOBEYETO EKCIIEPTH,
C KOUTO € MPOBE/IeHa KOHCYJITAIHS B KO éTa Ha 3acelanueTo Ha ad-hoc excrieprHara rpyma,
nojuepraxa HeoOX0AUMOCTTa OT ynnw QJIOB alleTaT 5 mg KaTo Bb3MOXKHOCT 32 HHTEPMUTEHTHO
JieueHHEe Ha YMEPEHH JI0 TEXKKU cnw@ W Ha MaToyHH (PUOPO3HU TYMOPH.

OTtbens3aHo € ChIIo, Y SKCIIEPTUTE Ca MOYSPTAIN BAXKHOCTTA HA TIPOBEXKIAHETO HA TIOJIPOOCH
aHaNM3 HA PUCKOBETE U BHUMAAQINOTO pasriekaaHe Ha OTJAEIHUTE CIIydaH, IPeIH [a Ce B3eMe
peLIeHrEe OTHOCHO JICYCHHE aKTO U Y€ KOHCYNTHPAHETO Ha MAIUEHTHUTE CIIeABa J1a Obe
OCHOBHMUST LICHTHP 32 B3 ¢ Ha pemeHus. [IpuchCcTBAUAT HA 3aCEJAHUETO MPEACTABUTEI HA
MAIUEHTUTE U3Pa3U TO HOBHIIIE, KaTO MO {YePTa 3HAYCHUETO Ha n300pa U HHPOPMHUPAHOTO
pellleHre Ha JIuIaTa, ce B3eMarT 110/ BHUMaHUe BCUYKW HATMYHA Bh3MOKHOCTH.

CHMP ce cunacyﬁ Ye PelIeHUeTo A ONepalusaTa € Hail-noOpusIT n360p, BKITIOUUTEIIHO
XUCTEPEKTOMU si0Ba 712 O'bJIc HA HUBO HA JIGKYBaIIHs JIeKap 1 MalleHTa B YCIOBUS Ha
HH(bopMHpaHQpemeHHe. CHMP cuurta cb1110, 4€ aKO NOJ3UTE U PUCKOBETE OT YJIUIPUCTAIOB alleTaT
S5mgun BB3MOXKHOCTH 3a JICUCHHE He 0bJaT ChOOILEHHU B IOCTaThYHA CTEIIEH KAKTO Ha
MEANIAECKAUTE CTICINATIICTH, Taka U Ha MAIUEHTHTE, YIIUIIPUCTAJIOB areTatr 5 mg TpsOBa 1a ocTaHe
Ha p @mKeHHe 32 MHTEPMUTECHTHO JICYeHHE Ha YMEPEHH JI0 TeXKH CHMIITOMH Ha MAaTOYHU

u Y TYMOPH 32 BB3PACTHU JKCHH, KOUTO HE ca JOCTUTHAIM MEHOIIay3a, KOTaTo MaToyHaTa
%pozma eMOOIH3aIHsI W/WITH BE3MOKHOCTH 32 XUPYPTHYHO JIeUeHHE HE ca IOAXOISIIN UiIH He ca

J1

Q HAIN.

3a 1a ce cBeAaT 10 MUHUMYM PHCKOBETE U Jia Ce MOI00pY KOMYHHKAIUSITa OTHOCHO PUCKOBETE,
CBBp3aHu ¢ ynunpucTanoB aneraTt 5 mg, CHMP npenoprua nHpopMarusaTa 3a MpoAayKTa aa Obie
aKTyaJIn3upaHa, 3a Jia 0Tpasy, ue B HSIKOU CITy4ad Ha YSPHOAPOOHO YBpEXkKIaHe ¢ Ouia HeoOXoauma

2 Stewart E. Uterine fibroids. N Engl J Med 2015; 372:1646-1655



yepHoapoOHa TpanciianTanus. CHMP npenopbuBa ChIo aKTyaTu3upaHe Ha O0YYUTEITHUS MaTepralt
¥ 32 TIPEIKMCBAIIMTE JICKAPH, U 3a MAIIUCHTUTE, 3a JIa CE TIOBUIIINA OCBEIOMEHOCTTa OTHOCHO PUCKA OT
TEKKO YEPHOIPOOHO YBPEKIAHE U Ja Ce MOIIepTae HeOOXOAMMOCTTA MAIIMEHTHUTE JIa C& KOHCYATHPAT
OTHOCHO PHCKOBETE U MOJ3HUTE OT HATMIHUTE Bb3MOKHOCTH 32 JICUCHHE, KOCTO JIa UM MO3BOJIH J1a
B3eMaT HH(POPMHUPAHO PEIlICHUE.

Pe3rome na nosume npenopos4anu mepkKu @b

Hzmenenus na ungopmayusma 3a npooykma ,&

CHMP cunra, ge ca HeoOXxoaumu n3MeHenus B Touku 4.1, 4.4 u 4.8 or KXI1, 3a ga ce c@e bi (e}
MUHHUMYM PHUCKBT OT TEKKO YePHOAPOOHO YBPEKIaHEe, CBbP3aHO C U3IIOJI3BAHETO Ha WpI/ICTaJ'IOB

arerat 5 mg. @

C%’HTOMI/I Ha

Oriays3a, KoraTo

[TokazaHneTo e OrpaHuueHO 10 UHTEPMHUTEHTHO JICUCHHE Ha YMEPEHH JI0 TEKK
MaTOYHU (GUOPO3HU TYMOPH IIPH BB3PACTHU )KEHHU, KOUTO HE Ca JOCTUTHAIN
MarodHaTa (UOpPO3HA eMOOIHM3aIUs U/WIIH XUPYPruYHaTa Teparus He ca I TSN WITH ca OWITH
HeycnemHy. [lokasanuero 3a eanH Kypc Ha MPeJONepaTHBHO JICUCHUE € axHaTo, Thi KaTo
YIMOPUCTAJIOB alleTaT 5 mg noBeye He TPsOBa JAa ce W3MO3Ba MPH TO Ka3aHue.

B nombiHeHue, npeaynpexaeHusITa 1 IpeAna3HuTe MEpKH MpH Y, ’%BeGa B MH(OpManusiTa 3a
nponykTa (Touka 4.4), KaKTO U ONUCAHUETO HA YEPHOIPOOHATA CTaTBYHOCT B TOUKa 4.8 ca Ouiu
U3MEHEHH, 3a Jia ce 0Tpa3u (PakThT, 4e HSIKOW CIydand Ha YepHOAPOOHO YBpEXKIaHEe U YepHOIpoOHA
HEAOCTaThbYHOCT, ChbOOIICHH MPH YIUIPHUCTANOB aueTar 5 mgM3UCKBAT YepHOAPOOHA
TpaHCIIAaHTALHSL. @

JIncToBkara ce aKTyaJiu3upa 1o CbOTBETHUA Hﬁ‘lHH.@

Honvanumennu mepku 3a ceedicoane 00 MuHuM)@m pucka

[TIPY TpsbBa ja U3MOJI3BAT CUCTEMA 33 YIIPABJICHUE Ha PUCKa, OTIMCAaHa B IpepadOTeH IUIaH 3a
YIPABJICHUE HA PUCKA, CbC CIACIHUTE 1431R usi:
J

CHMP cuura, 4e ChIIECTBYBAIIOTO @%OI{CTBO 3a JieKapsl 3a MpeJucBaHe TpsOBa j1a 0Obie
M3MEHEHO, 3a J1a 0Tpa3siBa npepad 0TO MOKa3aHue, (pakta, ye HIAKOH CIIydyal Ha YepHOIPOOHO
YBpEXIaHe U 9epHOAPOOHA HEJJOCTATHUYHOCT, CHOOIIEHH MIPH YIAIPUCTAIOB alleTar 5 mg, N3UCKBAT
YepHOApoOHa TPaHCIUIAHTAL] 3a 7]a moJuepTaBa, 4e 4ecToTaTa Ha Y4epHOAPOOHATa HEAOCTATHUYHOCT
U PUCKOBUTE (DaKkTOpH 32 II HTa ca Heu3BecTHU. [IpeanucBamuTe JeKapcTBOTO TPsOBa ChIIO Ja
CBhBETBAT MALUEHTUTE OT O PUCKOBETE U MOJI3UTE OT HATMYHUTE BH3MOXKHOCTH 32 JICUCHHE, 32 A
¥M MIOMOTHAT 113 BaeMaﬁ{)opanaHo peleHue.

CrpImo Taka ce cqusQe CBHIIIECTBYBAIllaTa CUTHAJTHA KapTa Ha MallieHTa TpsA0Ba 1a Obae N3MEeHEeHa, 3a
Jia ce TOSICHH, 3}3 QK OpO¥ ciy4yau € Heo0X0AMMa YePHOIPOOHA TPAHCILUIAHTAIHSL.

,ZZupeKmHO@Q&L;eHue 00 Me()uuuHCKume cneyuaiucmu U nian 3a KOMyHuKayus

KOMHT@T IpreMa TeKCTa Ha MPSAKOTO choOmmenne 10 Meaurmackute crenuanucta (IICMC), 3a ma
uHb pa menuiuHckuTe cnerpanucta (MC) 3a pe3yaTaTure OT TOBa MpepasrieKIaHe,
B WTEITHO OPAaHHYCHOTO MTOKA3aHKE 32 YIMTPUCTAIOB alleTar, J1a IPeIocTaBh 0011a HHPOpMAITHsI
CKa OT TEXKO YepHOIPOOHO YBPEKIAHE U J]a TOCHBETBA METUIIMHCKUTE CIICIIUATUCTH J1a
(hopMupat MaIMEeHTUTE 32 Bb3MOXHUTE IPU3HALY U CHMIITOMH Ha YEPHOAPOOHO YBPEKIAHE, KAKTO
Qﬂ 3a PUCKOBETE U MOJ3UTE OT BCHUKW HAJHMYHH AJITEPHATHBH, 33 J]a MOTaT Jia B3eMaT HHPOPMHUPAHO
pemenne. KOMUTETHT 07100pH CHIO TUIAH 32 KOMYHHUKAIIHSI.

Ocnogsanusa 3a cmanoguuiemo na CHMP u 3a paznuxume ¢ npenopvkama na PRAC

Karo ce uma npeasun, ye:



CHMP B3e mpensun npenopbkara Ha PRAC 0THOCHO yJIMIPHUCTANIOB alleTaT 5 mg ¥ BCUYKH
JaHHU, IIPEJOCTABEHU OT NIPUTEKATEIUTE Ha pa3pelleHue 3a ynoTpeda Ha yJIUIPUCTAIOB aleTat
5 mg;

CHMP ot10ens3Ba, ue NpUUUHHO-CIIECTBEHATA BPb3Ka Ha YIUIPUCTAIOB alleTaT 5 Mg ¢ neTvlb’O
Cclly4yail Ha TeXKKO YepHOIPOOHO yBpEKIaHe, BOACIIO 0 YepHOAPOOHA TPaHCIUIAHTALHS, € QJ
OLIEHEHA KaTO BEPOSITHA/MHOT'O BEPOSITHA U IIPU3HABA, Y€ NPOTPECUsITa B pPa3BUTHETO HA
4epHOPOOHA HEJOCTATHYHOCT, BOJICIIA 10 YEPHOAPOOHA TPAHCIIIIAHTALMS, HE MOXKE na&%
NpeZIoTBpaTeHa BBIIPEKH 0JIOOPEHUTE MEPKH 3a CBEXK/IaHE 10 MUHUMYM Ha PUCKa, mﬁ@’ro ca
CHa3eHU Pe3yNITaTuTe OT MPEAXOTHOTO ce3upane no wieH 20; AQ

CHMP ce cpriacsiBa, 4e puCKbT OT TEKKO YEPHOIPOOHO yBpEKJaHE NPEBUILABINION3UTE OT
VIIMTIPUCTAJIOB aleTaT KaTo eIWH Kypc Ha JIeUeHUE MPH MPEI0NepaTHBHO nevéﬁ Ha yMEpEeHH /10
TEKKU CUMIITOMH Ha MaTOYHU (GUOPO3HU TYMOPH IPH BH3PACTHH )KEHH B PEIIPOTYKTUBHA Bb3pacT
W TOBa MoKa3aHue TpsaodBa ja Objie mpeMaxHato B cboTBeTcTBHE C [IPY; @

CrieBpemenno CHMP cuuTa, ue ChOTHOLICHUETO MOJI3a/pUCK HA
MOKA3aHUETO 32 HHTEPMUTEHTHO JICYEHHE CE CUMTA, Y€ O0CTaBa OJ1
JKEHH C YMEPEHH JI0 TeKKH CUMIITOMU Ha MaTOuHH GUOpO3HU 1, KOUTO HE Ca JOCTUTHAIIA
MEHOIAay3a, U 32 KOUTO MatoyHata (puOpo3Ha eMOOIH3aIHs BapHUaHTH 32 XUPYPTUIHO
JieueHHE He ca MOIXOAALIM WK HE ca Ce MOBJIUSUIN B uocm?ma CTETIeH, NIPU YCIIOBHE Y€
PHCKOBETE ca ChOOIICHH B IOCTAThYHA CTETICH HA MAMCHTUTE U MIPEIICBAIINTE JEKapCTBOTO
ype3 GopMynHpOBKa B MH(GOpMALUATA 32 IPOLYKTa U o@menen Martepua, 3a J1a ce TapaHTHpa
no6pe MHOOPMHUPAHOTO JICUEHUE B JONBIHEHUE KbM @emmmn pepasriIexIaHus.

MCTAJIOB anecTar 1nmpu
HUATHO CaMO B TIOATPYIIa

B pesynrat Ha ToBa CHMP cunta, 4e ChOTHOIIEHUET®, TOJI3a/PHUCK HA JIEKAPCTBEHUTE TIPOAYKTH,
ChIBPKALIY YIUIPHUCTAI aeTaT 5 mg, ocrasa O PHUATHO, IIPU YCJIOBHE Y€ B MH(OpMALUATA 3a
MPOJYyKTa C€ BHECAT U3MEHECHUS U CE npeﬂnpne@‘ JION'bJIHUTEJIHUTE MEPKH 3a CBEXKJIAHE 110
MHUHHMMYM Ha PHCKa, OIIHCAHH I10-TOPE.

[Topanu ToBa CHMP npenopruBa uzme Ha YCJIOBUSATA HA pa3pelIcHHsTa 3a yroTpeda Ha
JIEKaPCTBEHH NPOAYKTH, ChABPKAIIH @mpncmn arerar 5 mg.



