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PA3 fl.CIilEIJVIfl

rro rrl.33, a.n.2 or 3axoHa 3a o6qecrBeHrrre [opbrrKu

IIo o6rqectnerra [opbrrKa, Tltrr f rorKp[Tarf , orrrprrra c Pelregue Ha
. Bb3Jroxil{Ters Nb 15 or 31.03.2020 roA. c rrpeAMer: IfepnoguvHa AocraBKa Ha

JIeKapcTBeHII IIpoAyKTI{ 3a HyI(ALITe Ha "Mnoronporfu.rrHa 6o.rruuqa :a
aKTr.rBHO JreqeHr.re-Ao6puu I I A[

C nucuo BX. Ne 2820 I 07.05.2020 roA. eBeHryaneH yqacrHrr e rrot4cKarr
rII4cMeHo or Bl3noxI,ITeJI-f, cJIe,uHr{Te pa3-r{cHeHr.{r rro AoKyMeHTaur,rrra 3a o6uecrBeHara
IIopBrrKa:

Btnpoc: IIpu ycaoeue, tte oQepupaue Kqnc. 50uz /4xl I2/, ue MouceJw da cnasuu
3aroiceHomo Koruqecmso om II2 rcancynu sa eoduHa,3aLqomo onqKoeKqma e om 448
Kancynu uepasdenua qacm om edua onarcoerca. Ho npu ycno6ue, ue o$epupqMe m6. l50uz
/7xB/ cnaseaMe 6pon ma1nemxu lI2 /2 onarcoercu/, uo He cna36av,te MuttuzpcrMrrme, KoLtmo
myrc ca 150?

Koe da cnasurvt rcanc. 50uz /4xI I2/ unu m6. I5Iue /7x8/ ?

Ha ocnonaru{e q[. 33, ar.'.2 or 3oll raBaMcJreAHr4Te pa3flgr,enprfl:

Orronop: lloco'renzsr JIeKapcrBeH rpoAyKr Moxe 4a 6sge o(fepupau e ra6rerua
(fopnra or 150nar, rrfi xaro Mr.rHr.rMrurHara AHeBHa ro3a 3a narILreHT e 300nr.

C nzcnro sx. Ilb 2824 I 07.05.2020 rog. eBeHryiureH fracrHr.rK e rrolrcKaJr
rlucMeHo or Bb3JIontI4TeJIt cneAHr{Te pa3.rcHeHl{f, rro AoKyMeHTarlrzrra sa o6tqecrBeHara
IIopsrIKa:

Brnpoc: B npunorceuun o1paseq sq o1ocodeua nmuqun Ne 2/JlercapcmyeHu
npodyrcmu 3a oHKoIIozuLtHu sa6onneauun/, uoueuKramypa Nb 59 e nKJuoqeH lrcKqpcm1eHuz
npodyrcm Enzalutamide 40mg Qapuar4eemuuua Qopua - wteKu Kqncytu (Capsule soft).

IIo obuquanua uuQopua4un om npoussodumenfl, npedcmou npoMnHa Ha
QapuaryeemwtHqmq Qopua ua npodyrcmq - oln MeKu Kuncyryu ua ma6nimKu, Kamo
npedcmou noemanHo cnupaHe Ha npou37odcmeomo Ha]veKu Kancyuu.

B masu BpbsKq, Morn no npeqeHKqrna Bu, BKJuoqeHun e cne4uQuKar4unma
rleKapcmqeu npodyxm Enzalutamide Capsule soft 40mg, da 6ude satveHeH c Enzalutamide
ma6nemrcu 40ug?

Orronop: Karo ce B3eMe TIpeABI,IA cbAbpxaHr{ero Ha rrprrJroxeHoro
yBeAoMnreJIHo rILIcMo or (przprr,rara [polr3BoAr4Terr Ha MeA[KaMesra Enzalutamide, qe or
Meceu arprn 2020 rot. nle 3arorlHe 3aMrHa Ha K4rrcynn c ra6nerKzt a na 02.02.2020 roa
HoBara ([opnra e BKrlorreHa B rIo3HTprBHLrfl JreKapcrBeH crrl{cbK, He cBIrIecTByBa rlpeqKa
JreKapcrBeHr.rs rpoAyKT 5a6rae o(peprapan raro ra6nerKr{ or 40rrar.
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cleA nonrreHHTe 3arII{TBaHI4t, orHocHo JreKapcrBeHa Qopnra Ha [ocoqeHrrreMeAI'IKaMeHru n llpunoxeHl'ero or .uoKyMe*Ta\uflTa sa yqacrr4er4 KoHKperno o6oco6eHarlo3I4urlj[ Jtlb 2, 4anarvr cneAuoro rlorcHeHr4e r{ 3a HoMeHKJrarypa Nb 2 Abiraterone acetate cJlexapcrnena (poprvra tablets 250ur. JlexapcrneHrzrr rrpo.4yKr Moxe ra lrreoSepzpaH r4 Karora6letrz or 500n'', ''fi rato rona 6z yJlecHkrno Ao3r,rpoBKar a14 rpLreMaMy or narlueHTa.

Hacroxrqzre pa3tcHe*Lrs- ce npeAocraBrr rrpe3 ny6nuxynaue ua npo(p wra HaKlTryBaqa.
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Заличени данни на основание чл.37 от ЗИДЗОП


