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JJUCTOBKA: THOOPMAIIHAA 3A NIOTPEBUTEJIA

Lucrin Depot'@ 3,75 mg, powder and solvent for suspension for injection
Jlykpun Hdeno 3,75 mg, npax 4 pasTBOPUTENI 33 HHKCKIIMOHHA CYCIICH3US
JleynpopenuH auerat (leuprorelin acetate)

MoJisl, mpoYereTe BHHMATEIHO LANATA JIHCTOBKA npeau 1a Bu 0b1e npuioxeno Topa
JIeKAPCTBO.

- 3amnasere Ta3| JUCTOBKA. MoXe [a ce HAIOXKH Ja A MpoYeTeTe OTHOBO.

- AKO uMMAare HAKAaKBH JOIIBJIHUTCIIHA BBIIPOCH, NMOMUTaiiTe Bamug nekap, THHEKONOT,
XUPYPr UI¥ aHECTE3HOJIOT,

- ToBa mekapcrBo € npeanucaHo NTHYHO Ha Bac.

- AKO HAKOS OT HEXENAaHUTE JNCKAPCTBCHH PEaKlUHH CTaHE CEPHO3HA, WM 3abeiexure
JIPYTH, HCOITHCAHH B Ta3H JIMCTOBKA HEKENIAHH peakiluy, MOJ yBeaoMere Barmus jeckap,
TMHEKOJOT, XHPYPI WJIH aHECTE3HOJIOT

B Ta3u aMcToBKA:
. Kaxpo npeactasnsasa Jlykpun Jleno u 3a KakBo ¢e H3I10N3Ba
[Ipean na Bu 6bae npunoxen JIlykpun Jleno
Kax ce npunara Jlykpusn Meno
BB3MOXHH HEXEIIAHH PCAKIIHA
Kak 1a cexpanssare JIykpun [eno
JlonbaHuTENHA HHMOpMAITHA

1. KAKBO IIPEJCTABJIABA JYKPHH AEIIO U 3A KAKBO CE U31TIOJI3BA

Bameto nekapctBo ce Hapuua Jlykpun [leno. AKTHBHATA MY CBCTaBKa JIEYIIPOPEIMH aLeTaT
[IpeACTaB/IABa CHHTETHYHO MOJAOOHE HA TaKa HApEeYCHUA NOHaI0TPONHH-0CBODOMK IaBall XOpMOH
(GnRH), npoussBexaaH HOPMAIHO B YOBCUIKHS OpPraHu3bM. MHXKEKNUOHHOTO IIpHJIaraHe Ha
TO3® XOPMOH BOJM J0 IIbPBOHAYAIHO MOBUINABAHE HA I[POH3BEXKIAHWUTE OT AHUYHUILIUTE H
TECTHCHUTE MOJIOBUTE XOPMOHH, ITOCACABAHO OT TAXHOTO NOHWKABAHE H MOAABLPXKAHE HA HACKH,
II0J00HM Ha TE3M MPHU KacTpards HABA. llenaTa HA JEUCHHETO € MOCTHTaHEe Ha MEIUKAMEHTO3HA
xkacrpanus. Cien mpeycTaHOBSIBAHE Ha ICUCHUETO OIMMCAaHUTE e(peKTH OT3IBYJARAT.

Jlykpun Jleno ce mnpuiara 3a JI€YEHHE HA CICOHUTE 3a00/14BaHUA, M3UCKBAIH IOTHCKAHEC
o0pa3yBaHETO Ha IIOJIOBUTE XOPMOHH:

Pax na npocmamama. nedeHue Ha HanpeJHal paKk Ha Ipoctarata. [IpoavkTsT mpemmara
AITEPHATABHO JICYCHUE HA paKa Ha IPOCTATATa B ClIyYyauTe, KOraro Kacrpauusra (OnepaTABHOTO
OTCTpaHABAHE HA TCCTHCHUTE) UM MPHUIOKEHHETO HAa eCTpOreH (IIPOM3BEXIaH OT SHYHHIINTE
XOPMOH) HE Ca MOKa3aHH WK ca HENMPHEMIMBH 34 MallMeHTa.

Enoomempuosa: nedeane Ha eHAOMETPHUO3A 3a IEPUOJ OT IIECT Mecena. IIpoaykTsT Moxe na ce
Mpuiara KakTo CaMOCTOSATENIHO, Taka W KaTo OOMNBJIHEHHE KbM XHPYPrU4YHOTO JIECHEHHE.
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Pubpouonu obpasyseanus Ha mMamkama: NEeUeHHE HA JICHOMHOMA HA MATKaTa 3a NEepHon A0 6
Mecend. [IpHIToXKeHHEeTO Ha NPOAYKTa MOXE Jia TIPEAX0XK/1a ONEPATHBHOTO JIEYEHHE WIH Ja Obe
NpeIHa3HA4YCHO 3a MOBNIHABAHE HA CUMITTOMHTE IIPH JKEHH OKOJIO MEPHOAA Ha MEHOTIAY3a, KOUTO
HEC JKejlasT XHpYypruyHa  HHTepBeHLUs. JleMoMHoMara  MPEACTaBIABA  CLCTOSHHE,
XapakTePU3NpaINe ce ¢ 00pa3yBaHCTO HA BB3NOBUAHH 0Opa3yBaHHSA B CTEHATa Ha MaTKara.
Muoro decto 1O nmporuda 6€3 MposBara HA KAKBHTO H Ja € CHMITOMH, HO IIPH 3HAYMTEIHO
HapacTBaHC pa3Mepa Ha BB3JIUTE, TO MOXE Oda MAOBEAC N0 MOABATA HA peaMila OIUIAKBAHHSA U
YCIIOXKHEHUS (OOJIKA, IPHTUCKAHE HA CHCECIHU OPraHH M JIp.).

L{enmpanen npescoespemenen nybepmem: NEUCHUE Ha Jiella ¢ KIMHHYHO MOTBBPJACHA UAarHo3a
HEHTPANICH MpeXACBpeMEHEH nyOepter - uauonatudedH (0€3 ycTaHOBeHAa HOpPHYHMHA) HWIIH
HEBPOTCHEH, XapaKTCpHU3Hpalll Ce ¢ NMoIBaTa Ha NOJIOBY Oele3u npeay 8-roAMiiHa BB3pacT HpU
MOMHYETA U Npeau 9-roauuya Bu3pacT npu Mom4era. lIpeau 3anodsaHe Ha JIEUEHHETO ¢ TO3H
NEKapCTBEH MPOAYKT Baluugar nekap me npoBeae peauia uscieaBanusg Ha Barero nere xaro:

- npoBexnade Ha GnRH-cTuMynannoHeH TecT;

- OIIPEICIISIHE HA KOCTHATa Bb3PacT;

- U3MEPBAHE Ha pbCTA H TErNIOTO;

- OTIPE/ICIITHE HUBATA HA IIOJIOBHTE XOPMOHH (CTCPOUIH),

- ONpeACIsIHE HUBATA Ha HaAOBOpPEUHHUTE CTEPOMOH, 33 M3KIIOYBAHE HA BPOJECHA XHUIEPILIA3HA
Ha Haa0BpOpenure;

- OIpeldelssHe HUBATA HA YOBCIIKHA OCTa-XOPUOHIMOHAJOTPONHH, 3a MW3KIMOYBaHE Ha
XOPHUOHT'OHAZOTPOTIUH-CEKPETUPALL] TYMOP;

- YITPa3sByKOBO H3CJI€JABAHE Ha Ta3a/HanOBOpEeLHTEe H TECTHCUTE 3a U3KIIOUYBAHE HA CTCPOHIH-
CEeKpeTHpalll TYMOD;

- MPOBEXJAHETO HA KOMIIKOTbPHA TOMOrpa¥s Ha [JlaBara 3a HM3KJIIOYBAHE HA BBTpEedYEpEIicH
TYMOP.

He ce npurecHsBaiiTe OT CIUChKAa U HAMMEHOBAHUATA Ha Te3HW M3cieasaHusa. Te mpocro ca
HeOOXOIMMH 3a NOTBBPIK/IABAHE HA JHATHO3aTa HA BalleTo AeTe u PaBHIIHOTO JICUCHHE.

2. IIPEAA JA BHU BBJE INPUJIOXKEH JYKPHH JEIIO
To3u rekapcTBeH IPOAYKT He TPpAOBA Aa Obae MpHJIaran B cJaydaii Ha:
- CBPBXUYBCTBUTEIHOCT (Aeprus) KsM JICYIIPOPEIHH, CXOIHH CYOCTaHIIMH WM KBM HSKOE OT
IIOMOILIHHTE BELIECTBA HA MPOAYKTAa; HMA JAHHU 34 U30JIUPaHU ClIyyad Ha aHapunakcus (TeKKa
KMBOTO-3aCTpallaBaia alepruuaa peaknus) ¢ Jiykpun Jleno 3a exxeMeceuHO IPUIIOKEHHE,
- YCTAHOBE€HA XOPMOHAIHA HEYYBCTBUTEIHOCT Ha TYMOPHTE; CI€] XUPYPrudHA KacTpalius,
JIEYIIPOPEIHNH ALeTAT HE BOAM A0 JOMBIHUTEIHO NOHWIKEHHE HUBOTO HA TECTOCTEpOHA (MBXKKHU
MOJOB XOPMOH) H HE ¢€ IIPENopbhiBa 3a NPUIOKEHHUE;
- OpeMEHHOCT WM [IpH XeHH, OUXxa MOTJIH J1a 3a0pCMCHEST;
- HeIHArHOCTHIIUPAHO UJIA ATUIIMYHO BIIaraJIHIIHO KbpPBEHE.

O0bpHeTE CIeUNAJTHO BHHMAHHE NPH YNOTPe0ATa HA TO3H JIEKAPCTBEH NPOAYKT

[Ipy namueHTHTE ¢ paKk HA Npocrarara Ipe3 MBPBUTE CCAMHIM OT JIEYEHHETO ¢ TO3H
JICKAPCTBECH MPOAYKT MOXKeE Jla HaCThIIM BPEMEHHO BJIOIIABAHE HA CHMIITOMHTE HIIM [OSIBATa HA
JOIBJIHUTENIHHN OILTAKBaHUA OT PaK Ha IIPOCTaTaTa.

Hpﬁ HAKOH OT HNAIUCHTHTC MOXC [Jd € HAJIMUC BPCMCHHO YCHIIBAaHC Ha OosIKuTE B#HBGTHTﬁ;;;L

KOETO C€ IMOBJIHABA C OMNPEACIICHHA JICKAPCTBEHH MNPOAYKTH, pearmcanu oT Bgi _1,hﬁ?’ﬂjﬁﬁﬁpa‘:g"

Cp00MIaBaHy ca cjiyyad Ha 3anyliBaHEe Ha NUKOYHUTE MBTHINA W NMPUTHCKAHE LOHAUHMSA
NI

CTBJID, KOETO MOXKE [a AOBEAC A0 MOsABATA HA Mapain3a, ¢ HIH O¢3 (aTalHu lkHe}ﬁgﬂij“

3aBUCHUMOCT OT Baiuerto CBCTOAHHCE, Bue Moxe Ja 6LI{3T6 [MOCTAaBCHH IIOH NTOCTO

HaOMIOACHNE NP3 MBPBUTE HAKOJIKO CEAMHUIH OT JEYEHUETO. BN TR R



HpH HAKOH OT MalHEHTKHTE JICHOMHOMAa Ha MaTKara ca AOKNaABaHH CJIVddaH Hd TCXKKO
BilarajMiiHO KbPBCHC, HAJIAralo MEAUKaMECHTO3Ha UJIH XHPYPIrUidHa HaMeca.

Ilpeau HayanoTO Ha JNedeHHeTOo Bammar nekap e npoBene onpeaelieHH H3CICABAHHS 34
M3K/IIOYBAHE Ha €BeHTyalHa OpeMeHHOCT. To3M JIeKapcTBEH MPOIAYKT HE € KOHTPalEeNTHB. AKO
ce H3HCKBa INpelna3BaHe OT 3a0peMeHdaBaHe, Bue TpsaOBa na H3mon3pare JApyrd, HEXOPMOHAIHH
MeToqu 3a KoHTpauenuus. [loceBerpaiite ce ¢ Bamms nekap oTHocHO Hal-moaxoasaLMa 3a Bac
Ha4MH 3a Mpeana3sBale oT OpeMeHHHOCT.

Ilo BpeMe Ha JEYEHHETO C TO3H JIEKAPCTBEH MPOAYKT MOTaT [da HACTHIAT NPOMEHH B
ILTTHOCTTAa Ha Bammure koctv. B ciiyyail Ha HeoOXoaumocT, Bamuar nekap e npeanpueMe
HEOOXOAMMHUTE MEPKH.

[lo Bpeme Ha N€YEeHHETO C TO3M JIEKapCTBEH IPOAYKT e Bum OBIaT mpoBexaaHW peauia
A3CJICIBAHMS 3a ONpeJersaHe X0Aa Ha 3a00JIIBaHETO U OTTOBOPa KBM JICHEHHETO.

IIpuem Ha Apyru JekaperBa

HsMma naHHH 32 B3aMMOJIEHCTBHETO Ha TO3H JIEKAPCTBEH NMPOAYKT C OPYTH jJeKapcTBa. Benpekn
TOBa, MOJIg uH(popMupaliTe Baums nekap, ako npueMare HWIH HACKOpO CI€ MPHEMAIM APYTH
NIEKapCTBa, BKIIIOYHUTENHO U TAKMBA, OTNYCKAHW O€3 pelenTa.

bpeMeHHOCT  KbpMeEHe

IloceBeTBaiite ce ¢ Bamus nekap npeau ynorpedara Ha KOETO H J1a € JICKapCTRO.

To3u nekapcTBEH NpoAYKT He TpsAOBa Aa Obje NpuiIarad 1o BpeMe Ha OpeMEHHOCT, KaKTo U IIpH
KCHU C Bb3MOXKHOCT 3a 3a0peMeHsBaHE.,

Nudopmupaiite Bauug jiekap, B CIydail 4¢ KEPMUTE U TOH IHe IpeLleHH BB3IMOXKHOCTTA 3a
N300p MEXIY NIPOABLIKABAHE HA KBPMEHETO WIIH JICUEHHETO C TO3H JIEKAPCTBEH IPOJIYKT.

Hlodupane n padora ¢ MammHH
To3n nexapcTBeH NPOAYKT MOXE Ja Hapyuu crocobHoctrta Bu 3a modupane unu padorta ¢
MaIllWHY. ToBa BaXH B MO-rojiaMa CTEIECH IIPHA B3aUMOJICHCTBHE C AIKOXOJI.

3. KAK CE ITIPHJIAT A JYKPHUH JIEIIO
To3u nexapcTBeH NpOAYKT e Bu Obae NpHIOXKEH €IUHCTBEHO OT JIEKAp ¢ OIHUT B
MPUIIOKEHUETO HA MOAOOHH IMPOIYKTH.
KakTo npy ocraHaluTe MPOAYKTH 3a MHXCKIIMOHHO MNPUIOXKEHHUE, MIACTOTO Ha HHMKEKTHpaHe
TpAOBA a C€ CMEHS MPH BCIKA CJICBallla HHXCKIIUS.
OOuyaiiHaTa mOpenopbuBaHa n03a NOpH BB3pacTHH € 3,75 mg neynpopemuma anerat (1
[IpEJBApUTEIHO HaNbJIHEHA JABYKaMeEpHa CIIPHHIIOBKA), IPHIIOKEHA €THOKPATHO IMOJKOXHO HJIH
MHTPaMyCKYJIHO BCEKH Mecell.

J03upoBKa NpH HEHTPAICH NPeKACBpEMEHEH MyoepTeT

HeobxoauMo € HHAHNBUAYAITHO OIIPEACISIHE HA T03aTa IIPH BCAKO JICTE.

[IpenopruBanara HavanHa p03a JeynpopenuH auerar € 0,3 mg/kg npunarana Ha Bceku 4
CeAMHLM (MHHHMYM 7,5 mg) HHTPAMYCKYJIHO WK MOAKOXKHO,

Hauanaara no3a MoxXxe ja G'B,He OIIpPCACACHA BE3 OCHOBA Hd TCJICCHOTO TCIJI0, KAKTO CIACABA.

Terno Ha aerero Jo3a bpoi nrxKeknnn O6ma MecedHa ro3a
<25kg 3,75 mg x 2 ] 7,5 mg ]
> 25 1o 37,5 kg 3,75mgx 3 2 R
>375kg 3,75mgx 4 2




AKO 3a MOCTHTAHETO Ha 00IIATa XeJlaHa J03a ca HeoOXOIUMHU JIBe MHIKEKIMH, TO Te TpsOBa Ja
ObaT NOCTaBEHH €THOBPEMEHHO.

IIpu noseyeTo OT Aenara, NLPBOHAYAIHO ONpPEAEIEHATA 1033 € JOCTAaThUHA 33 IIOCTHIAHETO Ha
KenaHus ¢QeKT U TasH J03a ce MpHara KaTo Mo/uibpXKalia npe3 LelHs NEPHO Ha JICYCHHETO.
AKO TTBPBOHAYAIHO ONpeE/ICHaTa 1032 He BOJM JIO JKeJlaHMs TepaneBTH4eH edekt, To Bammusr
JICKap L€ NpearnpHeMe MOCTENeHHO NOBHINABAHE Ha n03aTa ¢ 3,75 mg Ha BCEKH YETHPH
CeAMHIH, OO AOCTUraHETO Ha e(peKra W e Npuiara TasH 703a Npe3 HejaHsd NepHoj Ha
JICYEHHUETO.

3a MOTBBPXKAABAHE HA TEpaNeBTHUHHUS e(eKT, Npe3 IBPBUTE ABa Mecellda OT HAYaloTO HA
JICYCHUETO UITK NIPU NIPOMAHA Ha 103aTa, Bammusr ekap e npoBe/Ic onupee/ieHH H3cleBaHu. .
HM3MepBaHe Ha KOCTHATa BB3pacT IMpH Jela Iife Ohe IPOBEXAAHO Ha Beekd 6 1o 12 Meceria.
[IpeycTaHoBsiBaHe Ha JIEUCHHETO C JICYNPOPEINHH aueTar TpsaOBa Ja Obie W3BLPILCHO MNpEIH
HaBBPIIBAHETO HA 11 roguHy npu MoOMHYeTaTa U 12 roJMHH TIPH MOMUYETATA.

[1puroTesHe Ha MHXKCKIIHOHHATA CYCIEH3HS

ChabpKaHHETO Ha (Quakona TpabBa nga Obae pa3sTBOPEHO HENOCPEIACTBEHO IIPEIu
MPUJIOKEHUETO, KOETO €€ HM3BBPIIBA 4Ype3 IMOAKOXKHO HIH HHTPAMYCKYJIHO HHXKEKTHpaHe,
BEIHBX HA BCEK Mecell.

lipeocmagenama no-0ony unghopmayus e Hacouend KbvM GHUMAHUEMO HA MeOUYUHCKUME
creyuaiucmu.

1

CnasBaiiTe TEXHHKATa HA aCENTHKA Mpe3 usiiioTo BpeMe. C JIeKo MOTyNBaHe ¢ NPhLCT o BhpXa Ha
aMmIyaTa Ha pasTBOPHTCNA H3MpareTe TEYHOCTTAa B IIMpOKAaTa H uacT. 3a A2 OTBOPHUTE
ammoyJiara, OTYYINETE BbpXa H, KOWTO € ¢ au3aiiH, II03BOJBAI OTYYNBAHETO MY BBbB BCSKa
1ocoka. JlocrarbueH € yMepeH HATHCK.

CIIA3BAHCTO HA aCelITHYHA TCXHHUKA. 5 L ‘1 )



Pasknatere no0pe ¢nakoHa A0 MBIHO pa3TBaApAHE HA YACTHIUTE M MOJIyYABAHETO HA €(HOPOIHA
CYCNEH3Us C BHJ Ha MIISKO.

Usternetre nsioro cpabpXaHue Ha (¢QaakoHa B CIPHUHOOBKATa M HWHXKEKTHpaWTe
HEMOCPEACTBEHO CJIE/] IPHIOTBAHE Ha CYCHEH3UATA.

[IpuroTBanero Ha cycneH3usTa TpsaOBa na Obpje H3IBBPIIBAHO CAMO €  [PHIOKECHHUS
pPa3TBOPUTEIL,

[Tpu cay4aiino 3acsiraHe Ha KPBHBOHOCEH Ch[, KPBBTA MOKe Aa ObJe BHASHA B Mpo3payvHaTa
OCHORA Ha HUIJaTta.

BrIpekn, ue CyCneH3HsATa € oKa3ana cTabiIHOCT B IPOABL/DKEHHE Ha 24 4aca OT IPUTOTBAHETO U
nmopald JWIICA HA KOHCEPBaHTW, B ciayuaidl, ye He ObJe H3MOM3BaHA HCMOCPEJICTBEHO ClIell
PHTOTBSIHETO, TA TPAOBa Ja ObIE U3XBBPIICHA.

Axo BH e npHI0KeHA n0-ToJ1IMa 0T HeoOxoauMaTa ao3a Jiykpun Jeno
Jlo3ata Ha TO3M JeKapCTBCH NPOAYKT ce onpeaens oT Bamus gexap, KOETo CBEKIa 10 MUHUMYM
Bh3MOXHOCTTA 3a IPEI03UPAHE.

AKO CTe MPONYCHAJH C/ICABAINMA HPHEM HA JICKAPCTBEHHSA NMPOTYKT "";r S
YBenomere BB3MOXKHO Haii-Obp30 Bamms snekap W ToH 1e NpeAnpHEME, HEO‘ Bxan
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NeHCTBHS. /i,

4. Bb3MOXXHHU HEXXEJAHH PEAKIIMHA



KakTo BcHukd jekapctBa, Jlykpun PDS Jleno Moxe na npenm3BHKa HEXEIIAHM DEaKLUM,
BBIIPEKU Y€ HE BCEKU I'M ITOJyyasa.

Heowenanu nekapemeenu peakyuu, Habriodasanu npyu pak na npocmamama

[Ipu moBeuyeTo OT MALMEHTHTE Mpe3 IbPBUTE CEAMHAIIM OT JIEUSHHETO HHBATA Ha TECTOCTEPOHA CE
IIOBHINABAT CNIpAMO 0a30BUTE CTOHHOCTH, IOCIEABAHM OT MOHHXKCHUE OO TAX WM IO-HUCKHU B
Kpasi Ha BTOpaTa CCAMMIIA OT JICUSHHETO.

IIpe3 mbpBUTE HAKOIKO CEAMHUIM OT JICUCHHUETO TpAOBa Aa Cce MMa NpPeABH] BB3MOXHOCTTA OT
3aCHJIBAHE HA OINIAKBAHHUATA IIPH NANMEHTH C METAacTa3d B oOjacTra HAa rphOHAYHHA CTHIO
/MM 3anyniBaHe HAa NMWUKOYHHTE MBTHINA MM XeMaTypHs, KOeTO B HAKOH OT ClIy4YauTe
IporpecHpa A0 MNOsBaTa Ha HEBPOJOTMYHM HPOoOJAEeMH KaTO BpeMEHHa Ccl1adoCT W/HWiu
MpaBy4KaHHU4 ([TapacTe3dud) Ha JONHUTE KpaltHHIH WIIM BJOINAaBaHE HA CHMIITOMHTE OT CTpaHa
Ha MTUKOYHATA CUCTEMA.

HabmiomaBanu ca ¥ CIEOHUTE HEKEIAHU PEaKIiud, IPEACTABCHHU 10 OPTraHH U CHCTEMH:

CH’IUJWHWHG-WPE'HHH RAPVILEHRUA, TIOBHILICHHUC HA TCIJ10TO, JIMIICA Ha alICTHUT,

Hapywienus na enookpunnama cucmema: TOHHXCHHE HA CEKCYAHOTO J>KejJaHHe, TOpellH
BBJIHH, [I0BHUICHO TOTEHE.

Hapywenus na 6vbpeyume u nuxoynume nomuuya: 4€CTO HOUHO YPUHHPAHE, CMYLICHHS IIPH
YPUHHPAHE, YBPEXKIAHE HA TECTUCHTE, WHMEKITMH HA MMKOYHUTE ITHTHINA M MOBUINEHH Ha PSA
(cneuuduueH MokKasare) OpH pak Ha NaHKpeaca).

Hapywenusa na rxoocama u nooxoscnama mubkad: peakiMd Ha MACTOTO Ha MHXCKTHpPaHE,
CHpOEXK.

Hapywenua na Myckynmno-creremuama cucmema u CbeounumenHama muvkaH: O0JKHA B KOCTUTE.

Jpyeu: yMopa . ¥ MycKyJIHa cj1abocT.

Ilpu ocenu

JledeHneTo HA eHAOMETPHO3aTa ¢ce OCHOBABa Ha HOTHUCKaHE HA KEHCKHTE IOJIOBH XOPMOHH. B
Haya/lHara ¢aza Ha JeYyeHUETOo ce HabmwJaBa KpaTKOTpalHO HApacTBaHE Ha CEPyMHHS
ecTpaaro (PKCHCKHW IIOJIOB XOPMOH) C NOCHEeABAIl0 ITOHHXKABAaHE JI0 CTOMHOCTH, KAKBUTO C€
HabMoAaBaT IpH MOCTMEHONIAY3a. B MOBEYETO CIyYaH npe3 MbPBUTE CE/IMHIIM Ha JICYUCHUETO CC
Ha0II0JaBa KbPBEHE,

[Ipu OpUAOKEHUETO HA JEYNpOpenuH anetaT (aKTHBHOTO BEIIECTBO B TO3H JEKapCTBEH
POJAYKT) IIPH XEHHU ¢ eHIOMETpHo3a U MaTouHa Pubpo3a ca Habiko1aBaHy CleAHUTE HECXKENaHu
peakium: yMopa, 0oma 0onka, riaBofonue, ropellld BeJIHH, IOBHIIEHO MOTEHE, Bh3NANICHHE Ha
e3uKa, TajcHe, IMOBPBINAHE, CTOMALIHO-YPEBHO HAPyUICHHE, OTOLM, IOBUINCHHE/3aryda Ha
TErJIO, aKHE, NMOBHIICHO OKOCMABAHE, CTABHH HApPYIIEHHS, MYCKylHa OOJiKa, MOHHWXEHHE Ha
TAOUAOTO (CECKCYANHOTO XKEJIaHue), ACHPECHA/CMOIMOHATIHA TAaOMITHOCT, 3aMasgHOCT, HEPBHOCT,
HEPBHO-MYCKYJIHM HAPYILICHUS, TOHHKECHA YYBCTBUTEMHOCT HA TAJOTO, HU3TPHNBAHE, KOXHU
peaKliy, IMPOMEHYW OT CTpaHa Ha TbpAUTE (YYBCTBUTEIHOCT/OOJEC3HEHOCT), BBE3NAICHHE HA
OBOpenTe, YBpEX/JjaHe Ha NMUKOYHHTE NMEBTHINA, BBH3NAJCHHC Ha BIaralMUIeTO, CyXd KOXa,
HaMa/IiBaHE Ha KocTHaTa Maca (Caen IpoABIKHTENHO JedeHue W o0paTuMO Cien
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XOJIECTEPOIT U IPOMEHH B YEPHOAPOOHUTE €HIUMH, f;:f’““.;,};s{;._ E.;i_ﬁ

[lo Bpeme Ha KIHHUYHHA [POYYBAHUSA IPH IPUJIOKEHHETO Ha JIEYNPOPEIUH Ay npﬂ HH tx }'i;jx\
paK Ha repjata ca HaGMIONaBaHM CIEIHATE HEXKENAHH PeakUUH: MOBMUIEHHeMORMmKE e HA' ©) i
TETJIOTO, TOPEI BBJIHHW, 3aCHJICHO MOTeHE, IaBoOosHe, 00ma crnado /ﬁotiﬂﬁiéﬂﬂe HA * *-t,, /"},{
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du3Hyeckara cuia, NOHWXXEeHHE/IIOBUIIEHHE Ha aleTHUTa, MPUNONono0eH CHHIPOM, HEPBHOCT,
IpOMEHH B HACTPOCHUETO, Kocomnaa, OONKM B repda, O01KH B obmactra Ha Bpara, OC3CHHHE,
rajcHe, MOBPBINAHE, /IMApUA, 3aleK, Bb3MAJICHHE HA KOXKaTa, 3aMasHOCT, OONKH B CTaBUTE H
MYCKYJIHTE, ACTPECHs, BTBBP/SBAHE HA MACTOTO HA HHXCKTHpaHe, 0QOJIKa HA MACTOTO Ha
HHXKEKTHpaHe, TPECKa, Bh3NAICHHE HA BIaraIHIICTO.

Cnexn [IYCKdHCTO Hda IIPOAYKTA Ha IIa3apa IPpH Ta3d H APYIH HHXKXCKIHHOHHH q)OpMH Ha
JCVIIPOPCIIHH €A CTJDGHIEIBHHI'I CIICAHHUTC HCXKCI/IaHH JICKaApCTBCHH PCAKITHN.

Obwu napyuienus: TOAYBaHE Ha KopeMa, VYMOpa, BBL3NMAICHUs, TEMIEparypa, TpecKa,
uHdeKIHH, rIaBobonue, peakiiui Ha GOTOUYBCTBUTENHOCT, 00ima 00JKa, 0TOK B 007acTTa Ha
clenooYHa KOCT, XKbATCHULIA.

Cwpoeunuy u cv0068uU HapyuiteHus: rpbaHa O0lKa, 3a0aBeH ChpPACUCH PUTHM, H3MeHeHus B EKI/
HcxXeMHs (HeJoCcTarhbyHO KphBOCHAOAABaHE Ha OMPEACTICHH YYacTbUHU OT CBHPLETO), ChHpACYHU
NIYMOBE, 3acTOiHA ChpAEYHA HEAOCTATHYHOCT, IOBHIICHO/NOHH)XXEHO KPBBHO HallfAraHe,
MpexoleH HCXEMHYEH NMPHUCTHII, ChPACYHH apUTMUH, HH(PAPKT HA MUOKap/a, BH3NAJICHUE Ha
BeHHTe, OesoApoOHa eMOoaHMsa, MO3BYEH HHCYIT, NPUIIAABK/3aryda Ha Chb3HAHUE, YCKOPEH
ChbpAeYeH PHTHM, 00pa3yBaHe Ha KPbBHH CHCHUPBIIM B KPbBOHOCHHUTE CBHIOBE, pasllUpPEHUEC HA
BEHHTE.

Cmomawiro-ypeériu Hapyuwienus. TTIOBULICH aneTUT, JUApHs, A3Ba Ha ABAHAICCCTOINPBCTHHKA,
KaxJa, 3aTPYJHEHO TI'bJITaHe, MOBPBINAHE, KbPBEHE OT CTOMAINHO-UPEBHMS TpaKT, 3allek,
NMPOMEHH BBB (YHKIHOHAIIHHUTE YEPHOAPOOHH TECTOBE, HAPYIICHHST HAa YEPHOAPOOHHTE
¢byHKIHY, CYXOTa B ycTaTa, raacHe, MOIUNH B 00JIacTTa Ha peKTyMa (IIpaBaTa 4yacT Ha 1e€0e/1oTo
YepBoO).

Hapyuwienus na endoxpunnama cucmema: 1uadet, yBeJIMUCHUE HA IMUTOBHHATA XKIIE3a.

Hapyuienuss na xpvema u aum@uama cucmema. aHeMUd, NPOMECHH B Oposi HA OTAEIIHHTE
BHIOBE KPBBHH KJETKH, OTOK Ha JHM(HWTE BB3IH, MPOMEHH B HAKOM OT IOKA3aTeIWTE Ha
KPBbBOChCHPBAHETO.

Hapywenus na Memabonauzma u xpanernemo. NOBULIEHHE Ha a30Ta, 00e3BOIHABAHE, IOBHIICHA
[IMKOYHA KHUCEJIWHA, MMOBHIIEHHE HAa MAa3HMHHTE, IOBUINeHHEe Ha ¢ocdarute, NOHMXKEHHE HA
KpBBHATA 3axap, NOHMXKEHHE Ha OeAThUMTE, TOBHINEH Kalului, HaMalcH KaJIUH, NOBHIIEH
KpeaTuHUH, ITIOBHIHEHNE HA OMIMpyOHHa, OTOIIH.

Hapywenus na Myckyamo-ckeremnama cucmema u cveounumeinama mukan: (Gubposa
(mosBaTa Ha YIUTPTHEHHA) B Ta3a, OOJIKM B KpallHULKTE, (YHKIMOHAIHM HapYIICHHS Ha
KpaMHHMIINTE, MYCKyIHA OOJIKa, Iapaini3a, CUyIBaHHA H YBpPEKIaHHs Ha IpbOHAYHHA CTHIO,
CUMIITOMH HAITOJ0O0SIBAIY TE3H NPH BH3NANCHHUE HA CYXOKMITHATA U MYCKYJTHUTE OOBUBKH.

Hapywenus na Hepsnama cucmemaq: TPEBOXHOCT, 3aMasHOCT, JENpPECHs, HApYUICHHS HA
IaMeTTa, NPOMEHH B HACTpOcHHeTo, Oe3chbHHUe, JieTaprud, IOBHIIABaHE Ha IAOMIOTO,
HEPBHOCT, HEBPOMYCKYJIHH HapyllcHUs, HapyleHHE Ha nepu(pepHHTe HEPBH, CKOBAHOCT,
HAPYIIEHHS Ha CHbHS, CBETOBBLPTEN, M3TPBHIBAHE HA YAacTH OT TANIOTO, XaMOUUHAUUKH. MHOro
PSJAKO Ce ChOOMHIaBa 3a I'bPYOBE.

" T
S | RN
- . ..

Ha—

-

Pecnupamopnu, 2pvOHU U MEOUACMUHAIHYU HAPYUWieHUs. JUXATCNHU Hapyll __iﬂgﬁ.ﬁ'::j;éa;:t
KBPBEHE OT HOCA, KAIILJIMIA, 3aNYUIBAHE H& CHHYCHUTE, BE3NAICHUE Ha I'bpJIOTO, '

v
LWy RS
L r - L

R I LR

i . frF o Y
VX, 0
L I\-""-_ LR !

P

"!"*‘ N AR
Oupaneso Ka, '\~

o

N ey



TEYHOCT OKOoJ0 Oeaure aApoOOBE, IUIEBPAIHO TPHUSHE, NHEBMOHMS, OecloapoOHa (¢udpo3a
(mogBaTa Ha YILIBTHEHH YYacThbHH B OennTe 1poboBe).

Hapywenus na xoxcama u noOkQiCHama muvKaH. BB3NAICHAES HA KOXAaTa, KOCOMmal, YCHICH
pacTeXX HAa KocaTa, KOKECH OOpHB, KOXHHU YBPEXKJdHHMA, CYXOoTa Ha KoXaTa, ChpOex,
3JI0Ka4YeCTBEHH 00pa3yBaHHsa B oliacTrTa Ha KoXKara/yImuTe, TBBPAM Bb3endeTa B I'bpPJIOTO,
IArMedTanus (OIBETABAHE), YPTUKAPHAL.

Hapywenun na oxomo, yxomo u nabupunma: cyXOoTa Ha OYMTE, HAPYIICHHS HA BKYyCa,
HapyIIeHHA Ha cllyXa, HApYIICHHUS Ha 3pCHUETO, IIYM B VIIHTE.

Hapywenus na O6vbpeyume u nuxounume nvmuyd. CNa3Mu Ha NHAKOYHHS MEXYP, KPBB B
ypyuHATa, IIOBHIIEHO OTACNAHE HA YpHHA, CIOCIIHH NO3WBH 3a YpHHHpaHe¢, HHPEKINH Ha
NMHKOYHHTE MBTHIA, 3aNylIBaHe Ha MHKOYHHTE MHTHUINA, HAPYLICHUS HA MHKOYHHTE MMHTHINA,
HE3aAbPXKAHE HA YPHHATA.

Hapywenus ua evanpouszsooumennume opzauu u 2bpoama; OOJIKH/CBPBXYYBCTBUTEIHOCT HA
rbpANTE, YroleMsBaHe Ha IbPIUTE MPH MBKE, HAMAICH pa3Mep Ha TeCTUCUTE, OONIKA B
TECTUCHTE, HAPYILICHUs Ha MEHCTPyalHATa, BKIIOYHUTENHO OOMJIHO M MNPOABJIKHUTEIHO
BarHHAJIHO KbPBEHE, OTOK HA NEHIUCA, YBpeXKAaHe Ha IIeHH ca, OOJIKHA B 00J1acTTa Ha [IpocTaTara,

Wma crobrieHus 3a edeKTH Ha MIACTOTO HA NPHIIOKEHHE, KATO OOJIKHM, Bh3IAJIeHUE, CTEPUIIEH
abcliec, BTBbP/ASBAaHUA U KPHBOHU3IUBH.

CH0oOIIeHUATA 32 CYRIIUAHA MUCIH H OIMTH 33 CAMOYOHICTBO ¢a MHOT'O PEIKH.

HaOnro/iaBaHuTe HeXejJaHH peaklWW NMpU JICNa Karo IUI0 HE Ce pa3uyvaBar OT TE€3U IIpH
Bb3DaCTHH

He ce mputecHABAWTE OT NPEIACTABEHUSA IIO-TOPE CIUCHK ¢ BB3IMOKHM HEXellaHH peakuuH. llpu
Bac Moke Ja HE ¢e IIOSIBH HATO €1Ha OT TAX.

AKO HSIKOS OT HEKEIIAHHUTE JICKAPCTBEHH PEaKlMU CTaHE Cepuo3Ha, WM 3adenexxure Apyri,
HEONHUCAHH B Ta3H JHCTOBKA HEKEIaHW peaKUMd, MOJid YBeAOMETe Bamus Jexap HIH
¢dapManesT.

5. KAK 1A CBXPAHABATE LUCRIN DEPOT
CoxpaHsBaiiTe Ha MACTO, HEAOCTBITHO 33 [Iella

To3u nekapcTBeH NMPOAYKT TpAOBS Aa ce cbXpaHABa noj 25°C Ha 3aUIUTEeHO 0T CBETJIMHA MACTO
(B OpUruHaiIHaTa OMMaKOBKa).

Lykpun PDS Jleno He TpsOBa Oa ObJe M3MOM3BAH Cle] CPOKA Ha I'OJHOCT, OTOENA3aH BBPXY
onaxkoBkarta. CpoKbT HAa POIHOCT OTTOBaps HA MOCIEAHUA ACH OT MOCOYEHUS MECEIL,

JlekapcTBaTta He TpsAOBa Jla €€ U3XBBHPJAAT B KAHANM3ALKATA MJIN B KOHTEHWHEpPA 3a JNOMALIHH
otnaxwiy. [Tomuradite Bamus gpapmanesr Kak 1a YHULIOKUATE HEeHYKHHTe By jiekapcrra.. Te3n

MEPKH LE CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpea. 2T
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AKTHBHOTO BelECTBO € JeynpopeauH auerar (leuprorelin acetate). Enun ¢nakon 3a
MPUIrOTBAHE HAa HHIKEKIIHOHHA CYCHEH3HMs ChABpXKa 3,75 mg neynpopenun anerar (leuprorelin
acetate) noa (popMara Ha CTEPUIIHH THOPHITHIUPAHH MHKPOYACTHIIH.

Hpyrure ¢bCTaBKH ca:

llpax 3a HHXKEKIIMOHHA CYCTICH3USA: CBIIOJUMEP HA MJICYHATA KUCCITHHA 1 MAHUTOJT

Pa3TBOp 3a NMpUrOTBAHE HA HMHXKEKUMOHHA CYCIICH3UA: HATpHeBa KapOOKCHMETHIILIENYIIO3A,
MAHHTOJI, moaucopOar 80, Boaa 3a HHKEKITHA

Kak mraexaa Jlykpun [leno 1 KaKBo ChAbLPKA ONMAKOBKATA
JIykpun [leno ce npepsara noa gopMara Ha CTEPHIEH Ipax 3a IPHIOTBAHE Ha MHXXEKIMOHHA
CYCNEH3H4, NOCTAaBEH B CTHKICH (JIaKOH U aMITyla ¢ pa3TBOPHUTEIL.

Besika onakoBka ChIbpxKa:

1 ¢cTBKNEH (PNTAKOH C TIpax 3a HHXEKIHOHHA CYCITEH3HA.
1 amnyna ¢ 2 ml pazrBopuTen.

2 WTJIY 332 HHDKEKLHH.

1 TAMITOH ¢ alIKOXOJ

Ilpurexares Ha paspemieHEETO 3a ynorpeba

Abbott Laboratories Ltd.,
Queenborough, Kent, ME11 5 EL,
O6ennneno Kpainctro

IIpouszBoauTen
Takeda Pharmaceutical Company Ltd., 540-8645 Osaka, SInoaus un
Abbott Laboratories S.A., 28050 Madrid, Ucnanus

JaTa Ha NOCJIeIHO AKTYAJTH3IHPAHE HA JIHCTOBKATA
CenremBpu 2008,




