
Ynarcrno :a ynorpe6a: I4uQopmaIIHH 3a ilaqqeHTor

Abiraterone Pharmascience /A6uparepon @apmacajaHc 500 mg Qnlru-o6.roxenu ra4teru
a0lraterone acelale

Buuuarenuo [porrr{Taj're ro rleJroro y[arcrBo rrpeA Aa 3a[orlHere co ynorpe6a na onoj lerc
6n4ej ft u coAp)fi n R alxrr r{ lludtoprlr aqnu :a Bac.

9ysajre fo oBa Vnarcreo. Moxte6u rte rpe6a noBropHo Aa fo npoqnrare.

loxonxy HMare ronoJrHr4reJrHr4 fiparxarba, nparuajre ro Baurnor reKap I4nI4 Sapvaqenr.
Onoj :rex Bz e npennilaH caMo Bau. He ro 4arajre Ha Apyrr4. Moxce na uM HaIrIrerH, AypH H aKo

HHBHure crrMfrroMr4 Ha 6orecr ce vrcrr xaxo Baruure.
Axo pruare rcarcefi 614ro HecaKaHr4 4ejcrea, pasronapajre co Bauuor JIeKap unra Sapvraqeer. Osa rla

on$afta ci4re Mo)nHr4 HecaKaHH 4ejcrea Korz He ce HaBeAeHr{ Bo oBa ynarcrBo. BuAere Ael 4.

Illro cogpxu oua yrrarcrBo:
I . fUro e Abiraterone Phannascience v 3a ttrro ce ynorpe6yaa
2. lllro rpe6a Aa 3Haere npeA Aa ro yrorpe6ure Abiraterone Pharmascience
3. Karo Aa ro ynorpe6yeare Abiraterone Pharmascience
4. Morxuu HecaKaHu 4ejcrea
5. Kaxo 4a ro qyBare Abiraterone Pharmascience
6. Co4pxraua Ha naKyBarsero u Apyfu rznSoprrraqnu

1. IIIro e Abiraterone Pharmascience u 3a rxro ce ynorpedyna

Abiraterone Pharmascience coApxrn aKrr4BHa cy[craHrla HapeqeHa abiraterone aaetate. Ce xopucru ao

rperMaH Ha paK Ha npocrara naj nospacHr4 MeDKlr rcoj ce npoflr4pnJ] Ha Apyrr AeJIoBI4 oA TeJIoro.

Abiraterone Pharmascience fo cnpeqyna Baurero reJro Aa npoAyuupa recrocrepoH; oBa Moxe Aa fo
ga6asu pacror Ha paKor Ha npocrara.

Kora Abiraterone Pharmascience ce npeilnuyBa sa paHa Sasa Ha 6orecra KaAe Ixro ce ytrrre ltMa
peaxqraja Ha xoprvroucr<a reparaja, ce Koplrcrlr co rperMaH xoj ro HaMaJryBa recrocrepoHor (repanuja :a
cyfrpHM HpaFbe ua arr4poreH u).

Kora ro ynorpe6yaare onoj ler, Baunor JreKap r4cro rara fte Bu npenuure Apyf JIeK HapeqeH prednisone
ralu prednisolone. l-{a onoj uaunu ce HaMaJryBaar lraHcure sa ro6usarbe Ha BrrcoK KpBeH rIpHTr4coK, Aa
uMare [peMHory BoAa Bo Baurero relo (:a4pxyBarre re.rHocr) LrnH Aa IrMare HaM€uIeHo HI4Bo Ha

Kanr4yM Bo KpBra.

2. IIIro rpe6a Aa 3rraere rpeA Aa ro yuorpe6ure Abiraterone Fharmascience

He :euajre Abiraterone Pharmascience:
- aKo cre ailepfnrrHr4 rra abiraterone acetate Lrru Ha

(uaae4eur.r eo 4er 6).

aKo cre xeua, oco6eHo aKo cre 6pelreua. Abiraterone
IIAII,HCHTI4,

aKo r{Mare cellH03Ho oureryBa}be ua qpxuor 4po6.
eo xor\a6rauaquja co Ra-223 (xoj ce Kopr4crri 3a JreKyBa

Ha oBoJ rreK

/< i!
i- <
''su'9

w
m13xfn

e)Q/,
4b//* $HKug *

9xo n.tE

caMo KaJ MaITIKI4



He :err,rajre ro onoj JreK aKo Heurro oA ropeHaBeAeHoro ce oAHecyBa ua Bac. Arco He cre ct4fypHl4,

pasronapajre co Banrraor JreKap unn $aprraaqeBr npeA Aa ro 3eMere onoj :ren.

IlpegyupegyBalr,a I{ Meprcrr Ha rlperrla3Jll{Bocr
Pa:ronapajre co Bauruor JIeKap ranrz $apnaarleBr npeA Aa fo 3eMere oaoj lerc:

- aKo HMare npo6neltu co qpnuor 4po6
- aKo Br4 e Ka)KaHo AeKa HMare Br.rcoK KpBeH npr4TucoK r4Jr4 cprleBa cla6ocr HrLt nl43oK KpBeH I(aJII4yM

(Hracruor KaJrHyM Bo KpBTa Mox{e Aa ro 3rorIeMH pI43I4Kor 3a HapyuyBaFbe cpl\eBl4or pnralt)
- aKo cre r4MaJIe Apyrrl npo6nettz co cpllero I4J1t4 KpBHI4Te caAoBI'l

- aKo r4Mare HerIpaBHJIeH Izrn:a6p:au nylc
- aKo r4MaTe HeAOCTaTOK Ha BO3AyX

- aKo 6pso Bra ce 3foJIeMLIJIa re)KlrHara

- aKo HMare oroK Ha erara[Iara,:rro6oszre nJIIl Ho3ere

- aKo Bo Mr4Haroro cre 3eMulrre JreK [o3Har raro ketokonazole 3a paK Ha tlpoclala
- 3a norpe6ara oA 3eMame Ha onoj rIeK co prednisone urn prednisolone

- 3a MoxHLITe eSenrra nps Baurrzre KocKH

- aKo HMare sracorc iletiep Bo T(pBra.

Ka;rere lry na Baruraor neKap aKo BI4 e KaxaHo AeKa HMare KaKBI4 6uno cocroj6u Ha cpqero HJII4 KpBHI4Te

caAoBrr, BKryrrHTe[Ho u npo6renrr4 co cpueBllor pr4TaM (apurvwja), Hi]r,r aKo ce neKyBare co JIeKoBI4 3a

osue cocroi6a.

Ka"rrere uy na Bauruor neKap aKo hMare no)I(oJITyBaIle Ha KolKara I4JIH oLtn're, 3al'ejvlHytsabe Ha ypuHara

r4nr4v3paseHo faAerbe uln nonpaftarre,6u4ejf<I,r roaMoxe Aaluilar 3Hatlr4 uJla ct4MnroMl4 Ha npo6leuu
co rlpHrror .upo6. Pemo, Mo)r(e ga ce nojau4 HapyrryBabe Ha $yHxqujara Ha IIpHI4or lpo6 (uapeueu

aKyrHa xenaraJlHa IzucySraqueHquja), ruro Moxe Aa AoBeAe Ao cMpr.

Moxre 4a ce jaeu HaMaJryBabe Ha rIpBeHHre KpBHI4 3pHua, HaMaJIeHa norpe6a 3a ceKC (nr.r6u4o),

MycKynHa cra6ocr ulustn vycxylua 6o,rra.

Abiraterone Pharmascience He cMee.qa ce AaBa eo xoM6laHaqnja co Ra-223 nopaAll Mo)I(Ho 3roneMyBabe

Ha pu3r{Kor o4 Spaxrypn Ha KocKHTe IIJII4 cMpr.

Aro nlauup are Aa 3eMere Pa-223 no rperMaH co Abiraterone Pharmascience ta prednisone/prednisolone,

Mopa Aa noqeKare 5 4eua ilpeA Aa 3a[oqHere co rperMaH co RA-223.

Axo se cre carypHrr AaJrr,r Herxro oA ropeHaBeAeHoro ce oAHecyBa FIa Bac, pa:ronapajre co Bautaor

JreKap I4JIH Sapnraqem [peA Aa ro 3eMere onoj nerc.

llpoeepxa Ha KpB
Abiraterone Pharmascience MolKe Aa nrtujae ua Bauruor qpu 4po6 trarco naorte6u HEMATC HI,IKAKBI4

Bauara KpB 3a AacHMrrroMI4. Kora ro seuare onoj neKap nepr4oAr4qHo rte ja nponepyea

sa6enexu 6I'Iro KaKsu ederrpt

[eqa n aAoJrecqenTlr
Abiraterone Pharmascience
c,ryvajuo ro [poroJrra Aere

r4 alonecrleHTu. Axo Abiraterone Pharmascience
14 3eMere ro co ce6e ynarcrBoro

3a Aa My fo noKall(eTe Ha

r!€Te BO 6OlHr.rqa



Apyru JrexoBr.r u Abiraterone Pharmascience
flpaurajre ro Barur.ror neKap uJrr4 $apnrarleer 3a coBer npeA Aa 3eMere KaIcos 6uro reK.

Kaxere My Ha Bailuor neKap r4nr4 $apnaarlenr aKo 3eMare, HeoAaMHa cre 3eMaJIe Luu ltoxe6u 3eMare

Apyrrl JreKoBr.r. Osa e BalKHo 6upjkw Abiraterone Pharmascience Moxe Aa rII 3foJlelun eQemtlre ua

foJreM 6poj :reroara, BKJryqHTeJrHo H JreKoBr4 3a cpqe, cpeAcrBa ga cMlrpyBatbe, HeKoI4 JIeKoBI4 3a

nuja6erec, xep6alHu JreKoBr4 (Ha nprlnrep, KaHrapHoH) rn 4pyrrz, Baurrzor JIeKap Moxe6u ke caxa ga ja
lpoMeHli Ao3ara Ha oBue JIeKoBr4. Zcto tara, HeKoH JTeKoBII Moxe Aa fL{ 3foJleMar r4Irw HaMarar

e$errlme ua Abiraterone Pharrnascience. Osa Moxe Aa AoBeAe .qo HecaKaHa 4ejcraa nrN Abiraterone
Pharmascience Aa He aejcrnyea coonBerHo.

TpervaHor 3a cynpr.{Mr4palr,e Ha aHApofeHrl Moxe Aa fo 3roJreMrz pu3rlKor o4 npo6leufi co cpueBl4or
pr4raM. Kaxrere vy Ha Bauruor JreKap aKo nplrMare rer noj:
- ce Kopr{crr4 3a neKyBarbe ua npo6reMr{ co cprleBr{or pr.rraM (ua np. quinidine, procainamide,

amiodarone ra sotalol);
- e rro3Haro e AeKa ro sroJreMyBa pr43r4Kor o4 npo6rerr,rr{ co cprleBr.ror pI.IraM [ua np. methadone (ce

Kopr4crr4 :a y6,raxyeabe Ha 6orra H Aen oA AeroKcr.tKauraja ua 3aBucnocr o4 4pora), moxifloxacin
(aHru6uornrc), aurnncuxorr.irlrl (ce ropracrn ga cepao3Hrr MeHTaJrr{u 6onecrn)].

Karrere nay ua Bauluo'r ne Kap aKo 3eMare Heroj o4 ropeHaBeAeHlrre JreKoB14.

Abiraterone Pharmascience co xpaHa
- Onoj JreK He cMee Aa ce 3eMa co xpaHa (nn4ere 4er 3, ,, Vnorpe6a ua onoj rer ").
- 3euamero Abiraterone Pharmascience co xpaHa Mo)r(e Aa rrpeAH3BHKa HecaKaHII 4ejcrna,

Epen.reuocr rr AoeBe
Abiraterone Pharmascicnce He ce yuorpe6a rcaj xeHn.
- Onoj ,'rer{ Mo}r{e /Ia i\{y Harrrrerr{ Ha HepoAeHoro Aere AoKoJrKy ro 3eMaar 6peueuu }KeHLr.

- Arco r{Mare ceKc co xeua rcoja Mo}r(e Aa ra6pemenu, Kopncrere KoHAoM Ir Apyr eQunaceu
MeroA 3a KoHTparleuquja.

- Arco HMare ceKc co 6penreHa )r(eHa, Kopr{crere KoHAoM 3a Aa ro 3arrrrrrrrrre HepoAeHoro Aere.

Bo:es,e H paKyBarle co Marrrr{Hu
Oeoj :rerc sepojarno HeMa Aa enrajae Ha Baruara cnoco6socr Aa Bo3r4re w La Kopucrate KaKsu 6t4ro
ATIATLT 14 JlL1 MAIJ I,I H H.

Abiraterone Pharmascicnce coAplnrr Jrarcro3a H Harp[yM
- Abilateron Pharmascience coAp)r(H JraKro3a (nrag na lrertep). ,{or<onrcy Bu e xaNauo oA Bauuor

JreKap AeKa L{Mare uHroJlepaHrlujaua oApeAeHH ruefteprz, rouraxr:npajre ro Bauruor JIeKap npeA Aa
fo 3eMeTe oBoJ neK.

- Onoj JreK coAplr(r4 rroMarKy oA I mmol HarpnyM
Ka)r(e AeKa e '6es lrarpr.ryrt,t'.

(23 mg) Bo ABe ra6leru LHeBHa 4osa v Moxe Aa ce

3. Karco Aa ro yuorpe6yeare Abiraterone Pharm

ueKofau 3eMaJTe fo oBoJ IeK TorrHo KaKo [rTo BI{ Kaxail
JreKap uJu4 Qapnraqeer AoKonKy rre cre cr4fypHr4.

Ko,rxy Jrer( Aa ynorpe6ure
flpenopauarrara Ao3a e 1.000 urg (4ne ra6neru) eIHaIx
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Ynorpe6a ua oeoj lex
- 3enere ro onoj neK npeKy ycra.
- He :enrajre Abiraterone Pharmascience co xpaHa.

- 3euere ro Abiraterone Pharmascience uajrvranny eAeH qac [peA IIJITI uajua,rny 
^qBa 

tlaca ro
ja4erre (nu4ere rerr2, Abiraterone Pharmascience co xpana).

- llpororrajre ru ra6nerzre uenn co BoAa.

- He fH Kplxere ra6lernre.
- Abiraterone Pharmascience ce 3eMa co neK HapeqeH prednisone ulu prednisolone. 3euere ro

prednisone urrz prednisolone roqno KaKo turo BI4 KalKaJI Baurnor JIeKap.

- Tpe6a Aa 3eMare prednisone unz prednisolone cenoj AeH AoAeKa 3eMare Abiraterone Pharmascience.

- KoluqaHara Ha prednisone nlu prednisoloue ruro ja :euare ltoxte6u ke lpe6a Aa ce ilpoMeHH

AoKoJlKy r.tMare r4THa florpe6a za roa. Barunor nercap fte BH KarKe 4allt rpe6a 4a ja nponteurtre

KoJrnqr4Hara Ha prednisone vrrr4 prednisolone Ixro fo 3eMare. l-le npecraHyeajre Aa 3eMare

prednisone unra prednisolone ocseH ano Balrtlor JIeKap He Bu ro ra:ral roa.

Bamuor JreKap Moxe Aa Bu nperrr4rxe H Apyrr4 JIeKoBI4 AoAeKa 3eMare Abiraterone Pharmascience u

prednisone znu prednisolone.

Ano ynorpe6nre noselte Abiraterone Pharmascience oTKoJIKy ruro rpe6a
Aro geprere noeefte orKoJrKy txro rpe6a, pa:ronapajre co BailHor neKap Hnn BeAHau oAere Bo 6o.ruuqa.

Axo :a6opaBI{Te Aa ynorpe6ure Abiraterone Pharmascience
- Arco :a6opannre Aa 3eMere Abiraterone Pharmascience IIJIH prednisone

Baurara Boo6uqaeHa Ao3a cJIeAHI4or AeH.

- Ar<o sa6opanzre Aa 3eMere Abiraterone Pharmascience I{JII'I prednisone

eAeH AeH, BeAHaIx pasroeapajre co Bamuor JIeKap.

Ano npecraHere Aa ynorpe6yna're Abiraterone Pharmascience
He rpecranynajre Ia 3eMare Abiraterone Pharmascience wIV prednisone

Baurr,ror JreKao He BH KilKe.

urn prednisolone. revere ja

nru prednisoione nosefte oA

nln prednisolone oceen arco

Ar<o uvrare AorroirHnTerrHrl rrpaualba 3a ynorpe6ata ua onoj ler, roHcy,rri.rpajTe ce co Baurnor lexap

unu Sapltaqenr.

4. Moxnn HecaKaHIr gejcrna

Karo u cHTe reKoBH,TaKa14
rcaj cure.

JreK Moxe Aa npeAH3BHKa HecaKaHI,I 4ejcrea, HaKo 'rHe ue ce jaeyeaar

flpecraHere Aa 3eMare Abiraterone Pharmascience t{ BeAHaITI roce'rere JIeKap AoKoJIKy

:a6elexure He[rro oa cJreAHoBo:

- MycrynHa cla6ocr, MycKyJrHr4 fprreBr.r r4nl4 r{yKa}r,e Ha cpuero (nalnltraqar,r). Oaa Moxe Aa 6uI.at

3HarIH .4eKa HlIBoro Ha KaJluyM Bo KpBTa e HHcI(o.

Apyru HecaKaHH 4ejcrna ol Abira nce ce:

Mnory qecrtr (voxte na janat rca1

Teqgocr Bo Ho3ere hJrr4 cranaJl 3roreMyBarbe Ha $yurcquoHanHI4or recr
Hr{or rpaKT, gv\apea.

oBoJ

(<{orts"" "c+f,{
weqtuJofutg
t$a,rgpif$_Bo &n

iJa""w€$r#:i-H

s,i;:::';9

TIpHHOT ApOo, BI{COK KpBeH



rlecru (uorxe 4a cejaear rcaj uajuHory I ua 10 ryie):
Bzcoxo Hr4Bo Ha N4acrr4 Bo KpBra, 6orrca Bo fpaAr4Te, HenpaBr.rJIHo tlyKarbe Ha cpllero (arpulalHa

Su6pra:raquja), cpqeea cla6ocr, sa6psauo orqyKyBame Ha cprlero, rerxKu rzHQerqun HapeqeHl{ cerca

$parrypa Ha KocKr4Te, Jrorxo Bapelbe Ha xpaHara, KpB Bo ypr4Hara, ocI4II.

Heeoo6rqaeHu (uoxe 4a ce janar xaj uajunory I ua 100 nyfe):
llpo6neur.r co Ha46y6pe)r(Hnre xJr*Ar4 (nonpsaHra co npo6rerr,ra co coJu4 u no4a), a6HoptualeH cpuen
pr.rraM (ap unrraj a), MycKyn Fra cra6ocr wl vrnu vy crcyrua 6orrca.

Perxu (uoxre 4a cejaear xaj HajuHory 1 ua 1,000 nyie):
VIpnraL\raja ua 6erure Apo6oera (ucro rarca HapeqeH aJreprurcKr4 areeoluruc).
HeSynrcqrzoHaJrHocr Ha rlpHr4or apo6 (ncro raKa HapeqeHa aKyrHa upHo4po6Ha nucyQraqr,renqnja).

Heno:uaru (SpercseHqnjara He Molr(e Aa ce [porleHr{ o,q AocralHr4re no4aroqu):
Cpuen yAap, npoMeHa Bo EKf - eJreKrpoKapAr4ofpaM (nponournparbe Ha QT), cepuo3Hl{ aJlepnzcKl4

peaKur4u eo orelxHaro roJrrar-be [rnr4 Ar]rxerbe, orerreHo Jrl4ue, ycHr4, jazwrc utw rpJlo I,IJII4 ocl4rl co qeuarbe.

I-y6erue Ha KocKeHara Maca MolKe Aa ce nojaan rcaj naaNu rperr.rpaHu 3a paK Ha npocrara. Abiraterone
Pharmascience eo Ko\a6ranaquja co prednisone nnn prednisolone lrorxe Aa fo 3foJreva ry6emero Ha

KOCKeHaTa Maoa.

llpnjanynan e Ha HecaKauu 4ejcrna

Arco 4o6uere KaKBr4 6uro Hecaxauu gejcrea, pasronapajre co Baunor JreKap r.rnn Qapvraqesr. Osa ru
BKryqyBa cr4re MolnHr4 HecaKaHH 4ejcrna Kor4 He ce HaBeAeHH Bo oBa ynarcrBo. Hecarauzre 4ejcrea
Mo)I{ere 4a rra nprajaBr4re Ar.rper{rno so HaquoHa-nHr4or ueHrap :a cpapnraxoBl4rHJIaHqa npu Areuqujara 3a

JIeKoBH H MeAr4rlr.rHcnr4 cpe/IcrBa (yl. Cn. Kraprzn ra Mero4raj 6p. 54 nar l) HJrH no eneKrponcKl4 nar
npexy ne6 crpaHara ua Areuqujara h!tp.;1/""r"Ba1.med-,^Sa.yJx!1. Co npzjanyBaFbero Ha HecaKaHr4re 4ejcrea,
Moxere Aa noMofHere Aa ce o6s6eAar nonerte un$opnaquu sa 6eg6e,qHocra Ha onoj lex.

5. Kaxo Aa fo rryBare Abiraterone Pharmascience

- 9yeajre ro oeoj ,rreK iloAaneKy oA BHA u 4o$ar Ha Aeua.
- He Kopr4crere ro osoj rreK no AaryMor Ha r4crer(yBame rcoj e HaBeAeH Ha HaABopeuHoro laKyBarbe,

KaproHcKr4or HoBqalrr4r( r4rt Ha 6lucrepor. flaryrr,ror Ha r4creKyBa]be ce oAHecyBa Ha nocJleAHfior

IeH oA roj lreceq,
- Onoj JreK He 6apa noce6ur4 ycJroBr4 3a qyBar+,e.

- He $pnajre HuKaKBH JreKoBH Bo ornaAHa BoAa hrru AoMaueH ornaA. llpaurajre ro Bamuor

Qapuaqenr KaKo Aa ru rpprr.me JreKoBr4re ilrro noserte He rr4 Kopr{crure. Onue MepKH fte nouoruar
Aa ce 3a[THTr,r )Kr4BOTHaTa CpeArrHa.

6, Cogpxlrua Ha rrar(yBarbero H Apyru uu{opnraqlru

lllro co4pxn Abiraterone Pharmascience
- AKrrdeHara cyncraHqraja e abiraterone

abiraterone acetate.

Apyfr4Te cocToJKr.t ce Jrar(To3a MoHoxr4

(1SmPa.s), Harpr4yM lraypuJr cynSar (ez4
v HarpuyM ), MHKpoKpr.rcranHa qeJryJro3a

creapar. @u,ru- o6lorara coAplnu upH

acetate. ra6,rera coApxu 500 mg

Jlo3a" xr{rrooMeJro3a 2910
harmascience coApxl4 JIaKro3a

BOAHa CT4ITUKA r4 MarHe3HyMEdu"
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MaKpofoJr 3350, nonunnHuJl aJIKoxoJI, raJIK 14 rI4raHHyM Ar4oKapr1 (E 171).

Karo u:r.neAa Abiraterone Pharmascience H coAplKI{Ha Ha rIaKyBalbero

Hocure"u ua o4o6penrle 3a craBaH'e Ha JIeK Bo rlpoMer

I4HO-MEII4KC Aooen
yr. Crane flenoncru 6p.7
1000 Cnonje,
P. Cenepna Maxe4onraja

flpou:nognrel

Bluepharma Indristria Farmac6utica, S.A.

S. Martinho do Bi
3045-016 Kou
llopryrannja

pano Bo Cenreunpu 2022Ona y

Abiraterone Pharmascience ra6lervre ce BnoJreroso o6oeHra, co oBzLIIHa cpopnaa, 6urcoHseKcn14

$anrr,r o6noxeHra ra6lerra co :ao6leH pa6, o3HaqeHtt Ha eAHaTa cTpaHa co 'A' n '500' ua

Apyfara crpaHa.
llarcynamero coAp)KH 60 Qunv- o6noxesu ra6reru so 5 6nucrepu KoIr coApll(ar no 12 $unrur
o6noxesu ra6reru.


