Kparka xapaKTepECTHRA HA npo:rgm'rﬂ

MHHHCTEPCTBO NA 30PABEONASBAHETO

1. VMe Ha jexapcTBeHHs OPOAYKT

Suprefact Depot 3 Months Npsaoxamg xei

Cynpedair Jeror 3 Mecena paipelsenne saynotpesat: (. i”&')m\ 14044
}"092/ 7

2. KadecTBeH U KOJAIECTREH CHCTAR o8.08.0 ¢ { gz )

Fropa npefRapuTelHO HaubIHeHa CHOpHENOBKa SuprefattDepot-3—Montis—e—3

<5

WECHTHYHE CTHIOHUETa CHABPKA FEKApPCTBEHO BEMIecTBO buserelin acetate 9.9 mg,
exBHBalEeHTHY Ha buserelin 9.45 mg.
ToMomHE BergecTra - BIK 0.1.

3. JlekapcTBena dopMa
VivniiasT 32 DOOKOXHO HHKEKTHPAHE

4. Knaeg9Hy Jaris

4.1 TepaneBTAIHHE MOKA3AHAA

Suprefact Depot 3 Months ce u3monssa 3a JiedeHHe HA HAIPEAHANL XOPMOHATHO
3aBHECHM NpoctaTed kapmmaoM. Suprefact Depot 3 Months o6age He e moKasan Ciex
IBYCTpaHHa OpPXHWEKTOMES, 3all0TO B TO3M CIyJali He MOHRDKaBd FONBHEHTEIHO
BHUBATa HA TECTOCTEPOH.

4.2 JTozEpOBKa ¥ HaUWH Ha IPHAOKEHHS

3a DOKOEIO NPHAOKEHAS.

Suprefact Depot 3 Months e npeAnasga9ed 3a DPONBLIDKATENHO JCYCHHE HA
HampeIHal KapiuHOM Ha IpocTaTaTs.

CoOBPKAHMET0 HA €fHA COPHHIOBKAa (TPE HMIUIAHTHpamm® Ce CTBI0dera;
eKBHBACHTHY Ha 9,45 Mr OysepelHH) ce MIDKEKTHpa NOAKOXHO B abaoMmHanHaTa
CTeHA Ha BCEKH 3 Mecena. TpHMEceymmsaT HMHTEPBAN MEXKLY HEDKEKITHHTEe MOKE
TIOHAKOIA Ja ¢e YIBIDKE OIe ¢ IO 3 Mecena.

Tlpe/im AEKEKTEPAHETO MOXKE Ja & IPHIIOKH JIOKaleH aHeCTeTHK.

TIpemopsuBa ce 5 [HM Opefl HAYANOTO Ha Tepammara che Suprefact Depot na
3am09He JONBIHMTENHO JIeJeHHe C aHTH-aHNPOreHHO cpelcTBo (BHK CHenvaind
IpOTHBONOKA3AHAT ¥ CIIELUATHY IPEAYIPESKICHNS 32 yIOTpeOa).

4.3 [IpoTrBOTIOKa3aHHSL
Suprefact Depot 3 Months me TpaGsa na c¢ Opuiara NpHE DEUHCHTH CBC
CBPBXYYBCTBHTENHOCT KbM Oy3epenmE, adanmosd Ba LH-RE wmm KBM Hikoe OT
TOMOIIHATE BEIIECTBA.

4.4 Criem@arEy DPOTHBONOKA3aHNS B CIIENHANAY IpeyIpeXIeHns 32 yrnorpeda
Tpenoprusa ce 5 aEm upeme Suprefact Depot 3 Months fa 3an09He ZONBIBHTEIHEO
IedYeHde ¢ AHTHAHAPOTEHEO CcpefAcTso. TasH JONbIHATENHA Tepammd Tpalea Ja
IPOAHIIKY HapaneiiHo ¢ Tepanndra ¢ Oy3epermH 3-4 cenMuAL.

Tlpm naomeETE € YCTagOBEHM METAcTasy, Hamp. Y ‘{mﬁg&,@x CTHNO, Tas|
NONBIHKTENHA TEpali ¢ AHTHAHIPOTEHHO CPONIEeY.e m@ma, 32 nma ce
IPEROTBPaTAT HAYATHATE YCIOKHEHHS Karo CI il- 3 r C [apanwmza,
BB3HHAKBAITH TOPAAH IPEXOAHO AKTHBHPAHE Ha TYNOP

Ha neyeHueTo (BHXK ChINO Hexxeland NeKapcTBeHH |y




PesynrarsT oT medenmero Moxe Aa ce IpemeRw 9pe3 OIpENENIHe Ha CEePYMHUTE
KOHICHTpalme Ha NpocTareH cmelmbwdaeH amrtured (TICA) u TecTocrepom. B
Ha4ajloTo Ha NCYCHHETO KOHNEHTPAIMATA HA TECTOCTEPOH Ce HOBHMIIABA ¥ CIIE) TORA
B IPOABDKCHHE Ha 2 cemMuuy Hamansea. Cren 2-4 CEMMUITH KOHIEHTpanugTa Ha
TECTOCTEPOH € MOHWXKABA JO HUBOTO Ba KacTpHpase. IIpw OTCHLCTBHETO Ha
KIMHAIHO nogobperne W ma npoMeny Ha [ICA NpH CHOTBETHO HOATHCKaNE Ha
TECTOCTEPOH, MOXKe /ia CC HPEAIIONONKH, F¢ TYMOPa & XOPMOHATHO HeUyBCTBHTENEH.
HanpenTATE ¢ YCTAHOBEHH METACTasH B rpbORaTIHYS CTEND, KaKTO K HAIHEHTHTE C
PUCK OT HEBPONOTITHY YCIOKHEHHA MM OOCTPYKIES Ha THKOYHUTS IETHINA, TpsOra
HETIOCPEZICTBEHO [a OBaT MOEHTOPHPAHA B IBPBATE CEIMUIA OT TIEYEHAETO, aKO0 TO
HE © HpHUAPYXEHO CAHOBDEMEHHO C IpHNarafe Ha AHTHAHADOTEHHE CPEACTBA B
HA9aN0TO HA TEpAIMITa.

Ilpr waumenTHTE ¢ XHIEPTEH3US C& MPeIOpHIBa PEemOBHO H3MEpBade Ha KPBEBHOTO
HAUITaHe, NOpal PHCK OT BIOMABase KOHTPONA Ha KPLEHOTO Hamsrade. Ilpnm
IMabeTHE Ce NPENopbYBa PEIOBHO OMpENEIHE KOHNEHTpau\Te HA KpLBHATA
TJIOKO32, MOpafH PHCK OT BIOMIABAHE H2 METaGONHETHHS KOETpol. IlamuentmTe
JeNpecrd B anaMHesaTa TpA0Ba Ja ce HabIrONARaT BHHMATENHO K 42 ce IEKYBAT, aKo
& HEOOXO0/IMMO, NOpai PACK OT PENF/IME K BIOIIABAHE HA JenpecHsTa.

4.5 JlexapcTBeHE ¥ APYTH B3aUMOEHCTRHE
He ca npoBefenw coemud sy B3CHeqRARTS BBEPXY BE3MOKHETE B3auMOIEHCTRAS.

4.6 BpeMeHEHOCT ¥ KEpMEHE
Suprefact Depot 3 Months #e Tpa6ea ma ce npunara [IpH >KEHHA.

4.7 Edexra BepXy cnocobHOCTTa 32 modHpare u paboTa ¢ MarmuHI

Hskon meenanu IEKapCTBEEM peaxmund (mapp. 3aMasHOCT) MOTaT Ia BIOIIAT
CHOCOOHOCTTA Ha pAUHMeHTA 32 KOHNGHIDHpane o peardpage. ToBa MOXe ja
HOPCACTabIIBa PHCK IPH CHTYAIlHH, B KOHTO Te3H CIOCOOHOCTH Ca OT 0COBeHo
3HaveHwe (IWogupare, paboTa ¢ MAlFHY ¥ APYTH OTOOHHA CHTYaIVH).

4.8 HexenaHn IeKapcTBEHE PeaKIHy

Cxana Ha 0yaKBaHATA YECTOTA Ha HEKESHAHNTE JIEKAPCTREHA PEAKIIHH:
M=oro gectr >10 %

Yectn >1 %, <10 %

He wectm >0,1 %, <1 %

Pemxu >0,01 %, <0,1 %

Mgoro pegka <0,01 %, BKIIOUHTENHO H30JHMPaHy CIIyYaH

B maganoto ma newenmeTo ce 0GEKHEOBEHO ce MONyTaBa KparkoTpaiino NOBHINEeHHe Ha

CCPYMHE TECTOCTEPOH, KOSTO MOXE Ja IpeIM3BHKA BPEMEHHO AKTHBHpAHE HA

TYMODA C BIOPHIHH PEAKITHH:

* HOsBa Mm ex3anepOanys #a 60AKH B KOCTHTE IIpY TATHEHTH ¢ METACTA

* TpHSHAnW Ha HCBPOJNOTWIEH JeQHIWT, HOPafd TyMOPHATA KOMIPECHS (mamp.
MycKynra ci1abocT B Kpakara);

¢ BJIOIICHO YpHHHpaHE, XHAPORe(po3a wix IuMbocTasa;

* Tpombo3a ¢ Gesoxpobra embomms,

Tesu peaxnmm morar ma 6BJaT W3GErHATH DO TOMSMA C

haza Ha meyemEWero C OY3CDENHH CIHOBDEMEHHO

QB HaTalHATA
SO THETEITHA



aHTHARNpOTeHHa Tepamus (Bax CHENHANEN IDOTHBONOKA2AHES W CHENHATHY
OpenynpexaeHEns 3a ynorpeda).

JHobpoxagecTeenn TyMoprEn 3a60nsBanms:

B MHOTO pefK® ciygas ca ONHCAamH UAETYUTApH afeHOMH O BPEME Ha JICYeHIE ¢
LH-RH arommcTr xaro Gysepenmm. B mmoro PelKHd Ciydadm ce HaOmrogaga Jexo,
UPEXOJHO yCRIBaHe Ha TyMOpHAT2 6oixka.

Kpss:
M=Eoro panu: TPOMOOIHATONEH S, TEBKONCHE

MnMynHa cacTema:

He gectn: peaxumn Ba cBpEXUyBCTBHTEMHOCT KaTo 3a9epBABaHE Ha KOXara, Chpbe,
00pYBH (BKIIOYATENHO H YPTHKADHL)

PeMmai: TeXKH peaxmmy Ha CBPEXAYBCTBUTEIHOCT ¢ OpOHXOCHA3LM H HEINOCTHT Ha
BBE3AYX

MEOTO peiKu: TEXKE peaknud 5a CBPBXYYBCTBHATEIHOCT C MIOK (MOKE /A Ce HANONKH
XHPYPravHO OTCTPaHIBaHe Ha HMIUIAHTa)

MeraGom3em 1 Xpagere:
Mroro pemin: yBenmaena Kaxza, yBeTiden Mk HAMANCH ATICTHT

Hemnynn mapymerma:

JecTw: 3ary6a Ha Tu0uA0

Pemxw: pasppasemrensoct, mpomsEa ma HaCTPOSHHsTa, 0E3WOKOHCTBO, AempecHs
(mosBa W BOMARAHE Ha Bewe CHIIECTBYBAIA AEHPECHS)

Hepaaa cucrema:

UecTn: rnasoGoime

He wectu: 3amasm0CT, CBETOBEPTER

Perr: Gescrume, HapynieHne Ha IaMeTTa | KOHIIEHTparATa

MHoro pemxu: TEEATYC, CMymeHye Ha ciyxa. B usommpanm cirygait npn ynorpeba Ha
ZpyTH popMu Gyzepenus ce BabnogaBa DapecTesnn,

Ouy:
Msuoro penxu: SPHTCIHY HAPYINeHHs (Hamp. 3aMbIICHO 3PEHHE) H IYBCTBO HA HATHCK
330 OdHTe

Copne:
Pepxu: crpietuene

CeroBa cucrema:

Mgzoro gecTa: ropem BEIHK

Pepxa: Bhnomaeawe croffmocrure Ha KPBBHOTO HAATAHE NIpH IANEEHTH ©
XHHEPTOHHS

Cromamuo-9peBer TpakT:
Yecrn: 3anex
Penxa: ranese, nosprimage, JHaprs




Koxa:
Penxu: yremraasane wm HAMAMABaHE Ha OKOCMABAHETO HA CKANIA K TAIOTO

Jsurarenna cucrena:

Msuoro pemiu: AECXOMQOPT 1 GONKH B Kpaitwumute T CTaBuTe. Yrorpebara ma LH-
RH aromvcta Moxe na 6s1e CBBPSAHA C HAMANCHWE Ha KOCTHATA ITETHOCT H MOJKE
A4 ZIOBEJIE IO OCTEONO0PO3a M YBEMMIEH PHCK OT dpaxType Ha xocrure. PHCKET oT
dpaxTypu Ha cxenera ce YBEIMIABA C NPOAKIDKUTEHOCTTA Ha TEPANHSTA.

Penponyxrasaa cactema:
Hecta: uMuorenTROCT, arpodus Ba TecTHCHTE
He wectn: rusexomacrng (sebonesrena)

O6mm napymerms u PCaKITiH B MACTOTO Ha HPUIOKEHEE:

Yecry: 6omxa wim APYTH JIOKAITHA peakuyy (3aYepBsBase, OOAyBaKe) B MICTOTO Ha
UHEKEKTHpaHe ‘

He wecrn: enem (exo H3PA3EH) OKOJIO TIIC3eHHTE 0 HpacuuTe, 3a9epBIBane

Mszioro peaxa: Bromapage ma 06moTO CHCTOSTHNEE

JlaGoparoprn w3crenBammy:

Yectu: ypemiyenme ga 9CPROAPOSHNTE eH3EMA (Harp. TpasCapMuHAa3H), YBeIMIaBaHe
WK RaMansgBaHe Ha TETIOTO

Pemar: yeemuaenw mim HaMAlCHH CTOMHOCTH Ha KpBBHHATE JHIBNH, YReTHgeH
Oumapy GuE

Myoro pesxa: mormxasaze ma TIFOKO3HAS TONEpasc (KOETO IpH AHaGeT I MOKe na
BIFOIE METaCONMTHES KOHTPO)

Horewero ot m36poenmTe [O-rope eheKTH ca AAPEKTHO Wi HHHAPEKTHO CBBP3anH ¢
TIOATACKAHETO Ha TECTOCTEPOHA OT Gysepenma (crvmToME Ha HEXOCTHT Ha
aHIPOreHH),

4.9 Tlpenosnpane

Hocera me ca croGmapaum Ciydau Ha Hpefosupane ¢ Gysepemmm. Cmmuronmre B
CAyHaH Ha NPEZO3HPaBe He Ce PasiHyaBar OT HEXENAHUTE JICKAPCTBEHH DPeaXIIyi,
KOMTO MOTaT Jja BE3HUKHAT IIpH HOpMAHA ynotpeba. Jlewenmero ga HpeAo3ApPaneTo,
axo € HeOOXOMMMO, € HACOYEHO KEM CHMIITOMHTE,

9. DapMakororEIHy Kagny

5.1 Gapmaxommramuany croiicrsa

GapmaxorepanesTHICE Kiac: LO2AEQ1

Bysepermn e MEOro axrmsen aHaNlor Ha eCTECTBEHH: TOManOTPONHE-PHITH3HLT

TECTOCTEPOH, IocHenBaH Ot OpOrpPECHBHO HaMangBaHe Ha TECTOCTEPOH M0 IopAnEKa

OPH KACTPHpare.
Hoxato ornensEero ma TOHAAOTPONME € MEXEOHPAHO @O BpeMe Ha

IPOABIKUTENHOTO JSYCHHE C TECTOCTEPOH, CEKDEHMATa P IRCYATAPHY
XOPMOHH (XOPMOH Ha pactesxa, IpoaKTy, ACTH, TSH) s€cetn &ty
Cexpenmsara na HanOE0peYRn cTepoumy ocrasa HEMPOMEH:



Bysepemun e Tonkosa edexruren IIpE N€YCHES Ha IPOCTATCH KapUHHOM, KONKOTO K
ODXVICKTOMHSTA, B CMHCBHI OTCIDAHABAHE CTEMYIHDANETO o TECTOCTEPOH Ha
TYMODHaTa ThKay.

5.2 QapMakoKHHEeTHIHY CROficTEA
Ocro6oxnasarero Ha Oysepemna ot mMmnanTaTa ce KOHTPOJIHpa OT pa3HafaHeTo Ha
Lioimavepsara Marpuud. Ilpodunet Ha ocBoBoxmaramero e By bazop; HavanHOTO
ocBo0OXAaBaHe (tmex<lpeH) € HocHemBamo oT bazsa ¢ 6asmo PaBHOMEPHO
0CcBOGOXNaBaHe B IPOFBILKEHHE Ha 3 mecena (o0ma sosa 9,9 mg). BuomammurocTTa
Ha Oy3epeliH UMILUTANTAT & HpHEIsHTemEO 50% CHEM HOAKOMHO HHKEKTUpaHe.
CrcTeMBOTO mpHECHCTEEE Ha Oy3epemmn e JOCTATRIHO, 3& Ja HOATHCHE OTHENIHETO
Ha TECTOCTEPOH JO HHMBO Ha KAacTPHpaHE IO BPeME HA 3 MeCeumus HHTEpBAl Ha
JO3Hpane.

bysepemus nEpkymipa B CepyMa IIpeZlMHO B HelpoMmereHa (opma. CBEp3BaEeTo ¢
IpoTeHE € okoxo 15%. Bw3 ocmosa ma UPCMUUAHAYRY DauHy OysepensH ce
AKyMyJHpa THABHO B TepHEA Apol, Gx6penure n NPEAHAA A4 Ha XHnodr3aTa, KOITO0
€ OHOJIOTHYIeCKHS My IIpANEIICH Oprad. BysepeldH 0 HeaKTHRHUTE My MeTaboNuTH ce
€CKpETHpAT 9pe3 Op0penuTe, a ONHTH ¢ XUBOTHH OKA3RAT & CCKPENHA B KIIHIKATA.
Mscnemsanmsa “we-BuTpo” IIOKa3BaT, 9¢ Oy3zepenun ce HHAKTHBHDA OT NEOTHTA3H
(mvpormyTamun nenTrxaza w momOGHE Ha XEMOTPHIICHE CHIODENTHAA3K) B YePHHST
Apob u Osbpenmre. B xanodusara, Gysepemmx, CBBP3aH C PENenTOpuTE Ce
HHAKTABHDA OT CH3HMY, JIOKATH3UPAHH B MeMOpaHaTa.

5.3 llpemmmryss nagam 3a fe30MacHOCT
Ilpemxnirmaanre gammm  ca CEBpP3ay ¢ H3BECTHHTE (apMaKONOrHIHH W
CHAOKPUHOJFOIMYHE e(eKTH Ha Gy3epeimH aneTar. 1lpm mpoenens “HR-BABO™ B “mH-
BHTPO” TECTOBE HE CE YCTAHOBSEA F€HOTOKCHIHOCT. Uscneqpadnsara BEPXY KHBOTHH
[OXa3BaT, 9e UMIIaHTETe ¢ Oy3epensy aneTar umar Jo0pa ToKaIHa TOEOCHMOCT.

6. ®apMayesTRYHER pamEy

6.1 Corcbk Ba moMomEHTE BETIECTRA

Poly (DL-lactide-co-glycolide) ¢ MOJIZPHO CBOTHOWICHHE NAKTHI.THAKOMAY 75:25,
39,6 mg.

6.2 Du3AKO-XUMUSHE HeCHEBMECTHMOCTH
Hava, T8It kaTo IPONYKTET € ChC CIeHHaNed anAKaTop.

6.3 Cpox na roggoct
3 rommEmEM

6.4 Ycnosus 3a cexpanerme
Hla ce coxpamssa npr Temmepatypa mox 30° C.

6.5 Jlames 3a omakoBkata
IlpenBapraTtenso HambIHeRa CIPHHNOBKA, CBABPXKAINA MMIUIAHT, CHCTOSIN C& OT 3
CTENOYeTa B aWLIHKATOp OT HCIyJIO3CE NpPOIEOHAT ¥ HEPHLXKAAEMA CTOMAHa,
SalC9aTan B IUMEK OT NOJHETHICH TepedTanar, 3
IUTETHOCT.




6.6 Muctpyxnms 3a ynotpe6a

Monsi, 06bpHETE BHIMAHNE:

3a 7ma ce mompew Ha WImamaHeTo Ha CTHEGEETATE OT HMIJIAHETa H3BLH
HINCKIHOHRATa MITIa, ANVIAKAaTOpPhT TpsOBa H& CE ABDAHE BEB BEPTHKAIHO
TOIOAKCHHE, C ATiaTa HArope 0 MOMEHTA Ha HHXEKTHDAHE.

A: Vrna

B: llpermases xansd Ha urnarta

C: Byramo

D: Yboimaat

E: TlpennasHa xanagxa #a GyTranoro.

1. Crep oTmapsEe Ha omakoBKaTa ¥ m3BaNIAEEe Ha aIINKaropa oT OOBHBKaTa,
UPOBEpeTe Aany 3-T¢ CTHIOUETa HMINIAHT Ca HA MACTOTO CH, TOTHO TIOJ, YTTaTa.
Ax0 ¢ HeobXozuMo modykaiiTe Meko ¢ OPECT 0 Kanb(KaTa Ha HINaTa, HOKATO
CTEJIO9eTaTa JOHNAT Ha MICTOTO CH.

2. NlespndertupaiitTe MicTOTO Ha HECKCKTHP2HE B obnacrra Ha CTpam@dEATA
KopemHa cTeHa. Clez ToBa MaxHeTe KamagxaTta (E) or Gytamoro u xaweda ma
mriara (B).
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3. HoBpuraere expa Ko¥Ha I'bHKA B BMBKHETE HTJIATA OKOJO 3 CM B HORKOXKHATA
TBKaH (HEHMOCPENCTBEHO HpEIH yboxIaneTo Ha KoXaTa APBKTE AllMKAaTOPa B
XOpPH3OHTaNHO HOJIOKCHHE HIHM C BEpXa Ha HIJaTa, CO9ell MANKO Hamomy).

VismpxreTte anumxaTopa no 1-2 oM npem HHXEKTHPAHETO Ha HMONIAHTA.
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4. Harmceere GyTanoro moxpaii = HIKEKTAPalTe HMIITAHTHTE B IONKOKHATA THKAH.
B monmenTa Ba usBaKTaHe Ha wrnaTa IPHTHCHETE MACTOTO sgaHe, TaKa ge
HMIITAHTHTE [ia OCTAHAT B THKAHTA,
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5. Ilposepere manm BEpxET Ha Oyranoto ce mxza B Kpas Ha MITIaTa, 33 Ja cTe
CUTYPHU, 9€ CTe HEDKEKTHPANH 3-Te CTRIG9eTa.

7. Ilputexaren Ha pasperieEreTo 3a yrotpeba:
Sanofi-Aventis Dentschland GmbH
D-65926 Frankfart am Main, Germany

8. Homep B perncrspa Ha HexapcTreRmTe IPOIYKTH
20010642

9. lata Ha nnpRa PerucTpanua/IogEOBIEAEE Aa perucTpamusaTa
18.06.2001 r.

10. Hocnemra PEeIaKIHs Ha TEKCTa
Despyapu 2005 1.




