JIucroBka: uHpopmaLHe 32 NALMEHTA

Jlyrpat [deno 22,5 mg npax 1 pa3sTBOpPHTE 32 HHKEKLIHOHHA CYCIIeH3HA ¢ YABJIKEHO
0cBO0OOXK1aBaHe
Lutrate Depot 22.5 mg powder and solvent for prolonged-release suspension for injection
neynpopenuHoB auerar (leuprorelin acetate)

[IpoyereTe BHHMATEJHO UAJATA JIHCTOBKA, MNpeaAd Aa 3amo4yHere [Aa H3M0J3BaTe TOBA

JeKapcTBO, THK KaTO T8 ChAbpP’Ka BaKHa 3a Bac nndpopmauus.

- 3anasere Ta3u JUCTOBKA. MOe /1a ce HaJIOXKH J1a 5 [TpoUYeTeTe OTHOBO.

- AKO ¥marTe JIONbJHUTEIHHU BbIIPOCH, nonuraire Bawmus nekap wiu papmaLeBT.

- Tosa nekapcTBO € npeanucaHo JM4HO Ha Bac. He ro npeorcrenBaiiTe Ha Apyru xopa. To Moxe
Na UM HaBpeaH, HE3aBUCHMO, Y€ NMPU3HALIMTE HA TAXHOTO 3a00/ABaHE ca ChlIMTE KaTo Bauure.

- AKO TOJIydUTE HAKAKBH HEXKEJaHHW JIEKAPCTBEHU peaklMWH, yBeaoMeTe Baluus jekap WM
¢apmaueBT. ToBa BKJIOYBA M BCHYKM BB3MOXKHW HEXKEJIAHU peaklMd, HEONMHCaHW B Ta3u
TUCTOBKA. BrxkTte TOouka 4. . e ———

KU TEJIHA ALEHUWA 11O NEKAPCTBATA
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1. Kakso npeacrasiasisa Jlyrpar /leno H 3a KaKkBo ce H3M0JI3Ba

Jlytpar Jleno e ¢uakoH, cbabpxkauy 051 npax, OT KOWTO C€ MPUroTBS CYCIMEH3Us 32 BbTPEMYCKYJTHO
uHxkektupaHe. Jlyrpar /Jleno cbabpka aKTHUBHOTO BELIECTBO JIEYNPOpPEIWH (Hapu4yaH olle
NeynpoJua), KOWTO TMpUHAMJIEKH KbM TIpyna JieKapcTBa, HApe4YeHH JIYTEHHU3HUpall XOPMOH,
ocBoboxkaasawl xopmMoH (LHRH) aronucru (siekapcrBa, KOMTO TIOATUCKAT OTIENSAHETO Ha
TECTOCTEPOH — MOJIOB XOPMOH ).

Bamuar nekap Bu e npeanucan Jlyrpar /leno 3a manuaTUBHO JIEYEHHWE Ha paK Ha Ipocrarata B
HarpeaHan CTaauu.

f Kaxso TpsiOBa n1a 3HaerTe, npeau Aa u3noassare Jlyrpar deno

He u3noassakire Jlyrpar [eno:
- Axo cte anepruyHu (cBpbxuyBcrBuTesHu) kbM LHRH, LHRH aronucTu win kbM HAKOS

OT OCTAaHAJIMTE CbCTABKHM HA TOBA JIEKAPCTBO (M30pOEHH B TOUKA 6). AJIEpri4HUTE peaKLUu
MOraT Ja BKIo4YBaT O0OpuB, ChbpOEXK, 3aTPyAHEHO AWLIAaHE WM MOJYyBaHE Ha JIMLETO,
YCTHUTE, MbPJIOTO WIH €3HKa.

- AKO CT€ MpeThpPIIsL] OPXHUEKTOMHUs (OTCTpaHsABAHE HA TECTHUCHUTE).

-  AKO CTe JKeHa WJIM JIeTe.

- Jlyrpart Jleno He TpaOBa na ce M3MoJ3Ba KaTo CaMOCTOSITE/IHA Teparus Ha pak Ha MpocTara

MpyU KOMMpecusi Ha rpbOHAYHKS MO3bK U rpbOHAYHK METACTa3H.

[IpeaynpexaeHHs H MPeANAa3HH MEPKH
e [oBopere ¢ Bawuwus nekap wiau ¢apmauest, npeau aa usnonspare Jlyrpar [leno.
e Bamero CBCTOAHME MOXE [Ja C€ BJIOWMK TMpe3 MbPBUTE CEAMHUIM HaA JICYEHHUETO, HO C
HanpeaBaHe Ha JieueHueTo Ou cieasallo aa ce noaoopu. Takusa npU3HALKM ¥ CHMIITOMHU MOraT

OO0JIKM B KOCTHUTE, HAPYILIEHHUS HAa HEPBHATa CUCTeMa (BKJIFOUYBALLM ACTIPECHs)
Ha MUKOYHMTE IThbTHILA.



AKO NOMYYUTE WM CTE HMAlM aJepPrUvHM pPeakumu (3aTpyAHEHO AYllaHe, acTMa, PUHUTH,
NOAYBaHE Ha  JIMUETO, YPTHKapHa, KoxeH oOpuB), NpeyCTAHOBETE [IPUNAraHeTo Ha
nexapcTsoTo U nHdopMupaiite Baupns nexap.
Kaxere Ha Bauwius nekap, ako npyd Bac ChlieCcTBYBa PUCK MIIH AKO UMATE HAKOE OT CIIEAHHUTE
3a009BaHUA, Thi KaTO MOXE [1a C€ HY»>KAAeTe OT [T0-YECTH NPEricau:

® CTpanaTe OT HEODACHHMU HATHPTBAHHUA WA KBPBEHE WIM HE CC 4yBCTBAaTE A00pe

Makap U paako Tosa MoraT aa ObAaar CUMITOMH Ha NpoMsHa B Opos Ha benure Uy
YEPBEHUTE KPBBHU TEALA

e umare MeTabOJIMTHO 3abonsBaue

e HMaTe NpobIEMH ChC CHPLIETO WM ChpLUEeDUEHe

® uMaTe nuader
Bammar nekap TpsabGea aga Oboe 3ano3HaT, aKo CTE€ HUMAIM  XUNOPHU3EH aJcHOM
(HEKapLUMHOTEHEH TyMOp Ha Xunodusarta). Cnyvau Ha Xxunogu3Ha anonnexkcus (YacTu4iHa
3aryfa Ha ThKaH OT XHnodu3ara) ca ONHCAHU CNICA MBPBOHAYANHO MPUNaraHe Ha TO3H THI
nexapcTea Ha MNaUUeHTH ¢ XWUNopH3eH aaeHoM. Xuno@uiHaTta arorlekcus MOXe aa ce
NPOsSBY € BHE3aNHO rnaBobONME, MEHWHTHU3BM, HAPYLUEHUS HAa 3PEHHUETO, JOPH CJIENOTA, M
NOHAKOra 3aMbIrNsiBaHe Ha Ch3HAHUETO.
Bawnat nekap Tpsabea na ObAe 3amo3HaTt, ako CTpajare oT KbpBeHE, TPOMOCUMTONIEHUS WK
aKo ImpreMare aHTMkKoarynanT. BeposaTHo ¢yHKkuugTa Ha yepHud Bu npob e 6u1e cnenexa,
TbH Karo ce cubliaBa 3a NpoMeHM B YepHHUA Apo0 M KBATEHHLA (NOKBJITABAHE HA OYHTE H
KOYKaTa) NPH JIEYEHUE C ICYNPOPENHH.
CrobiuaBa ce 3a ppakTypy Ha rpbOHavHds CTBIO, Napany3a, HUCKO KPBBHO HAAraHe M
BHCOKO KPbBHO HanAraHe MpH JICUEHUE ¢ JIEYTTPOPETHH.
HMma crnyuyau Ha aenpecud Npy nauydeHTH Ha aevyeHue ¢ Jiyrpar Jleno, xkouro Morar Aa opaar
Texxku. Ako Biemare Jlyrpar [eno u pa3BueTe ACNPECHBHO HACTpOEHHE, HHQpopMHpaiiTe
Baiwius nekap.
CrOmaea ce 3a cliyyad Ha HamaleHa KOCTHA TUIBTHOCT ( KPEXKOCT HWJIHM M3THHABAHE HA
KOCTHTE) NPH JCUCHHUE C JICYNIPOpEeNnuH. BallvAT nexap Moxe 1a n0o0aBy aHTHAHAPOTEH KbM
neueHueTo ¢ Jiyrpar fleno. Bawuar nekap we Cheid BHUMATENHO 3a Bb3TaJleHHe Ha BEHHUTE
(TpoMbOGedUT) U ApYrH NpU3HALUW Ha ChCUpPBAHE U OTOUM (MOOYBAHE HA PBUETE, CrhaNaTa
unu rneserdre). CobluecTByBa MNOBHLLUEH PUCK 3a MNOABATA ¥M, KOraro aHTHaHIPOTeHHO
nedyeHue ca 100asu KkeM Jlytpat Heno.
Veenomere Bawus nekap, ako 4yBCTBATE HanpexeHye B rpbOHAuYHNA CTHI0 H/WIH CMYLIEHHA
IpH ypHHUpaHe U /unu xematypus (KpbB B ypuHarta)., B Te3d cnyvyan BalumsaT nekap we
MPHA0KH AOMBAHWTENIHN MEPKH, ako € HeobX0oauMo, 3a ja ce HU30EerHarT HEeBPOJIOTHYHH
YCIOXKHEeHHA (KaTo H3TPbNBAHE HAa pBUETE W Kpakara, Mnapanus3a) wiv OOCTPYKLIHA Ha
MUKOUHHUS KaHam (Tpblara. Kos10 CBbPIBA NMHKOYHHA MEXYP K'bM BBHILHATA YACT HA TAIOTO).
Bue e 6baere cTpukTHO HabN0AaBaHU MPe3 NbPBUTE CEAMULH OT JIEYEHHETO.
[MTanyeHTUTE MOraT 1a noay4aTr MeTaOONHTHH HW3MEHEHMs (KaT0 HENOHOCHMOCT KBM
rAKOKO3aTa WIH BIOIIABAHE HA CbLUECTBYBaLL AUA0ET), NpOMEHY B TErJIOTO H HApYHIEHHs Ha
ChbPACYHOCBAOBATA CUCTEMA.
[TauneHTH ¢ MetabonuTHa M CHPACYHOCHAOBA OOJNECT U OCODEHO TaKUBa ¢ KOHIreCcTUBHA
CbpA€YHa HEAOCTAaTB4YHOCT {CHCTOSHHE NPH KOETO CHPLETO NMOBEUYE HE MOXE Ja H3MOMIIBA
AOCTATBYHO KPBB KBM TANOTO) OM cneasano a ¢e Habnwjaasar Mo BpeMe Ha JIEYEHHETO C
NeyIpopeunH.
["oBopeTe ¢ Bawmus nexkap, ¢papMaUEBT MU MEAHMLUHCKA CECTpa, aKO UMATE OMa3HEH YepeH
apod.
Il{e Bu ObaaT HanpaBeHH HAKOW KPBBHHU TECTOBE IT0 BPEME Ha JICUCHHETO, 3a /2 Ce MPOBEPH
edukacHocTTa Ha JiyTpart [leno.
BB3MoxHO e Aa ce HabnoaaBa NOHWKEHO CEKCYanHO KENaHWE, ropelly BBJIHH U NOHAKOra
HaMa/IABaHe Ha pa3Mepa M PYHKLKMATA HA TECTUCHUTE.
Bue MOXe OTHOBO Oa BbL3BLPHETE OMOAHTENHATA CH CNOCODHOCT, KOraTo JIEYEHHETO C
JlyTpar Jleno ce npeycTaHOBM.
Jlytpat Jleno Mo)Xe Aa MOBAHUSAE HAKOU J1aDOPaTOpPHH TECTOBE, 3aTOBa YBEAO
nexap, ako uinonseare Jlyrpar Jleno.
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e KouByncuu MoraT pga ce MNOABAT NP NPEAPA3NOA0KEHW NALHCHTH (np® KOMTO €a
HaBAi0faBaHK NPUNAAbLM, EMHUIENCHS, CbPACYHOCHAOBH HapyIeHHH, aHOMATHH HITU TYyMOpH
Ha LEHTpaNHATa HEpBHA CHMCTEMA), NP MALMEHTH, NOayHaBallh JEKapeTed, KOUTO MOTAaT A4
[IPUUMHAT NPUNAZbLUM, W B MO-MAIKA CTENEH MPH NpYrd nalcHTH, KOUTO HAMAaT TAKHBA
XapaKTEPHCTUKH.

e VYpenoMere Bawius Jekap, ako HMMare HAKOE OT CNCAHMTC HCINA. BeskakBy ChpICUYHH
OL1aKBaHWS WJIM OIABaHUA OT KPbBOHOCHHTE CBAOBE, BKIKOYWTC/IHO pobnemMn Cue
CLPACYHHA PUTBM (apPUTMus) WIH CTE GWIM JEKYBaHH ¢ JIeKapcTBa 3a Te3d OIUIaKBaHHA,
PUCKBT OT NpoBAEMH ChC CHPACHHHMA PUTEM MOKE Ja c€ yBEIW'H, TIPH yrnoTpebara Ha JlyTpar
Jlero.

e Ako cTpajaTte OT CUJIHO WY MOBTAPALUO CE rnasobonue, npobaeMu CbC 3PSHHUETO, KAKTO H
JBbHEHE WM XKYXEHE B yLIUTE, He3abaBHO ce CBbpKETE ¢ Baluus ekap.

o (CpoGmAaBaHM Ca TEXKM KOXHH 0OpHBH, BKIIOUMTENHO CHHIPOM Hd Stevens-Johnson,
TOKCHUHa emuaepmanHa Hekponmsa (SJS/T EN) ebB Bpb3ka ¢ Jeynpopenud. Cnpere Ja
M3NON3BaTe JeynpopendH W He3abaBHO NOTbpPCETE MEAMUMHCKA MOMOLL, ako 3a0eeXUTE
HSIKOW OT CHUMITTOMHTE, CBbP3aHH C TE€3M CEPHO3HH KOXHH PEaKIIWH, ONUCAHHU B TOYKA 4.

Jpyru nexapctBa w Jlyrpat /leno

Kakere Ha Baiuva nexap wiu (papMaueBT, ako B3€MaTe, WM HaCKOpo CTC g3eMany, WIH HUMa
BEPOATHOCT Aa B3EMETE APYrH JIEKApCTBaA. BepoaTHO Bce Ollle MOXKE Ada M3M0JI3BATE JNytpar Jeno H
BaluaT nekap e MoKeE Ja pelIM KOe € MOAXOAALLO 33 Bac.

Nytpar Jeno Moxe [a B3aUMOJEWCTBA ¢ HAKOH JICKApCTBA, M3NO3BAHHU 34 IeYCHKE Ha HapyLICHHA
Ha CHPAEHHHUS PUTHM (Hanp. XHHUIKH, MTPOKanHaMH/, aMHOIApOH H COTAION) WIH MOX€E 113 yBEIHYH
pucka OT mpobneMH CbC CbpAEHHH PHTBM, KOraTo C¢ M3nojssd ¢ HAKOW JpYTH JieKapcTea (Harmp.
MeTagoH (M3mon3paH 3a ofnexyapaHe Ha Oonkara ¥4 HacT OT HAPKOMaHUH JETOKCHKalnd),
MOKCHGIOKCAUMH (RHTUOHOTHK), aHTUTICHXOTHLM, H3IOI3BAHH 33 CepHO3HM TICHXUYHH 3a60/18BaHus).

BpemMeHHOCT H KbpMeHe
JlyTpar Jleno He € noka3ad 3a yrioTpeda npH KeHH.
Tosa neKkapcTBO € MPOTHBOMOKA3aHO MO BpEME Ha OpeMeHHOCT. Bb3MOXEH € CMOHTaHeH abopT, ako

TOBA NIEKAPCTBO €€ M3M0J13Ba N0 BPEME Ha OpeMEeHHOCT.

lllodpupane n padoTa ¢ MaIHHH

Hama cneunduuHM NPOyUBaHHA 38 €PEKTUTE Ha Nytpart Jleno Bppxy cnocoGHOCTTa 3a urogupaHe 4
pabota ¢ MalvHy. HapylleHua Ha 3peHUETo v 3aMafgHOCT MorarT fa ¢€ MnosgBaT Mo BpEMC Ha
neuenneTo. AKo TOBa ce cayun, Bue He Tpabsa na wogupare wiu pafoTuTE C MALIKUHU.

Jlytpar [Jeno ¢baAbpAKa No-MAIKO OT | mmol naTpuit (23 mg) Ha 1030Ba €AEHHLA, T.C. MOKE N1a CC
Kae, Y€ NPaKTHYECKH HE ChAbpiKa HaTpuH.

3. Kaxk na nanoaszeare Jlyrpar Aeno

lo3upoBKa

Jlytpar Jleno Tps6Ba na ObAe npusiaraH ¢amo ot Balius nexap Win MEAWLMHCKA CECTPA, KOUTO LLE CE
MOrPHKAT W 3d NPUTOTBAHETO Ha NPOAYKTa.

Bb3pacTHY, BKIIOYATENHO NALMEHTY B CTAPUCCKA BH3PACT.
MNpenopbunTenHata go3a JiyTpart Jleno € eHa HHXEKUKA BEAHbXK Ha BCEKH TPH MECCLA. Ot npaxa ce
[PUrOTBA CYCTEH3HsA, KOATO Ce Mpuiara karo CARHUYHA HH)KEKLUWA, BETPEMYCKYJIHO, BEIHBX Ha
BCEKH 3 Mecella.

MS#CTOTO Ha HHXKEKTHpaHe TpA0BA f1a C€ NPOMEHS Ha PCAOBHN UHTCDBAIH.

Jlytpar Jeno Tpsabea aa ce mpuiara camo MHTPaMyCKyJlHO. Jla He ¢e M3NOoA3BaT ApPYrd HAXHHH Ha
punaraHe.
BawuAar nekap Lie onpeneny Baero neueHue.

Ynorpeba npH aeua




Jlytpat Jleno He e nokasaH 3a Jie4eHHeE TpH Aeua.,

AKO cTe H3N0J3BA/IH OBeYe 0T HeoOxoaumara A03a Jlyrpar Hdeno
Tosa € MaJKO BEPOSATHO, Thit karo BawuaT nekap WM MeIMUMHCKa CECTpa 3HAAT TOYHATa 403a. AKO
obaye ce CLMHABATE, Ye CTe MONYYIIH TOBeYe OT HeobXoaumara A03a, HHPOPMHpaHTe He3abaBHO

Bauius nekap, 3a 1a ce B3eMar NnoAXoJauly MEpKH.

AK0 cTe nponycHany Aa uinoassare Jyrpar Jemo
Baxxno € na He ce nponycka ao3a Jlyrpar Jeno. Begnara wom pasbepere, de cT€ NpOMyCHaIH
HHXKeKIlMsA, cBbp3keTe ce ¢ Bamusa nekap, koifro uie Bu nocrasy cneapailiata HHKEKIUA.

AKO cTe cuper ynorpebara ua Jlyrpar Jeno

Tvil kato nedyeHHETO BKIIOUBA ImpunaraHero Ha Jlyrpar Jlemo 3a ObaBr MEPUOA OT BpEME,
NPeKbCBAHETO HA JIEHEHHETO MOXKE Aa JOBede OO BIOLIABAHE HA CHMNTOMHMTE Ha 3abonasaHero.
Cnenosarenno Bue He TpaGBa na cnvpare Je4eHHETO NpexAeBpeMEeHHO Oe3 pa3spelueHHeTo Ha Bawus

nekap.

AKO MMaTe HAKaKBH AOMBIHHTEIHH BBIPOCH, CBbP3aHHU ¢ ynoTpedarTa Ha TOBA NEKApPCTBO, NOMUTANHTE
Baiuug nekap unu gapmMaLeBT.

4. Bb3MOXKHH HEXEJIAHH peaKuHH

Kakro BCHYKH JICKapCTBa, TOBA JICKAPCTBO MOXKC aa NMPCIH3BHKa HCKCIaHH DCAKLIHH, BBIIPCKH Y€ HC
BCEKH ' NnOJTyHaBa.

IIoThpceTe JeKapcKa MOMOL, aK0 3a0e/1eKHTE HAKOE OT C/IeHUTE CHMITTOMH:
- BHE3aNHO TNOJYYHTE XPHUIITEHE, 3aTPpyAHEHO [ULIAHE, TOAYBaHE Ha KIENayuTe, JIMUETO HIH
yCcTHHTE, 0OpHB MK cbpbexx (ocobeHo ako 3acArar usanoTo TANo).
- C HeusBecTHa yecToTa (OT HANMMHHUTE JAHHU He MOXke J1a ObJle HarpaBeHa OLICHKA):
- AKO HMMAaTe YEpPBEHWKABH HEHA[MIHANH ce, MOojoOHM HAa MHULICHA WIM KPBIJIM METHa Mo
TANOTO, YECTO NPUAPYKEHH OT LUECHTPATHH MEXYPH, JIHOLICHE HA KOXAaTa, A3BH B YCTaTa, I'bpJOTO,
HOCA, FEHHTATHHTE H O4YHUTE. Te3H CepHO3HH KOXHH oOpuBY MoraT Ja ObaaT npealecTBaHy OT
BHCOKA TeMMepaTypa W rpunonogobHu cumntoMu (CHHApoM Ha Stevens-Johnson/ToxcHuyHa
enuaepMaliHa HEKpPOJIM3a).
- 3auepBaBaHe Ha Koxara ¥ cbpOsiL 06puB. (TokcHUyeH KoxKeH 0OpHB)
-  KokHa peakliud, KOATO NPUYMHHABA YEPBEHH METHA WIH [E€THA MO KOXAaTa, KOHTO MOrar jaa
M3rAEXKNAT KaTo MUIUEHA WK "OHuK Ooun" ¢ TBMHOYEPBEH LEHTBP, 3a00HKONIEH OT No-Onenu
yepeeHH npbcTeHd (Eputema mynrugopme).

Crofumasa ce 3a CNeJHHATE HeXENAHH PeaKLHHM:

MHoro yectH (Morar aa sacerHat noseue ot 1 Ha 10 yoBeka):
["opemi BLJIHHU M €(PEKTH HA MACTOTO Ha NIPIIOKEHHE.

Yectu (Morat aa 3acerHat a0 | Ha 10 voeeka):

CryneHa mor, Xxunepxuapo3a (MOBHLIEHO M3MOTABAHE), MpypuUTyc (cppbex), ymopa, Oe3ChHHE,
HaMAaJIEHO CeKCYAJTHO JKeJlaHHe, CBeTOBBbPTEXK (3aMassHOCT), 3a4epBaBaHe Ha JIMLETO, raJcHe (TI03MB 3a
MOBPbIAaHE), AHAPHs, MOHMKEH aneTHT, €PeKTUNHA RUchyHKUMA, acTeHUs (aunca MM 3aryba ua

YecTa Hyxada OT YPHHHPAHE, NPOMCHH B HACTPOCHHECTO H ACIIPCCHA TIPH NIPOOBJUKH ﬂlﬁﬁ'}
JCYIIPOPENHH, IMPOMCHH B qﬂpHOﬂpOﬁHHTﬁ €H3IHMH H YBCIIHMCHH TPHIUJIMLUCDHA ﬂ?}ﬁb‘w
Ly 2 g »

HHBA Ha JIMIIKIHTC B Kp’bBTa), YBC/IHHYCHA KPBBHA 3aXap.

Heuectu (Morat na 3acerHar go | Ha 100 yoseka):




BHCOKO HHBO Ha XOJECTEpoOJi, HapylleHHA Ha CbHA, YYBCTBO 33 HEPBHOCT, HApyLICHHWC Ha BKYCa,
W3TpBMBaHE (NPOMAHa B YCEIIAHETO Ha KOXara), rnaBobosine, neraprus (CbHAMBOCT), 3aMBITIEHO
BIOKJAHE, IUIEBPHT, LUYM B YIINTE (THHUTYC), O0/Ka B ropHaTa 4acT Ha KOpeMa, 3allCK, o0OpuB, Nanyna
(rBTIKK), chpbesk, reHepanusupan cbpbex (CbpOek), HOLIHO HU3MOTABAHE, 6onkH B repda, MyCKY/THH
oKy, Gonku BbLB BpaTa, Gonka B rppaute, 6oka B Tasa, aTpoPUs Ha TECTHCHUTE, HApYyUICHHA Ha
TECTHCHTE, YCEIlaHe 3a rOpeLldHa, NIPOMEHU B HACTPOCHHETO, ACNPECHs NPH KPaTKOCPOUHO MOJI3BAHE
Ha neynpopenuH. [IpomeHH B KpbBHUTE CTOHHOCTH H NPOMEHH B EKI' (yabmxasaHe Ha QT
WHTepBaNa) M e€(PEKTH Ha MACTOTO Ha MIDKEKTHPAHE, KAaTO Hanpumep: YPTHKApHd, 3aTOMUIAHE H

KbpPBEHE.

C HeW3BecTHA YecToTa (0T HATMYHUTE JaHHU He MOXe Aa ObJe HanpaBeHa OlIeHKA):

BranajieHue Ha Oenute apobGose, Genoapobna Honect, MAKONATHYHA MHTPAKpaAHHAIHA XHMICPTCH3MUA
(MOBHIIEHO BbLTPEUEPENHO HAJArAHE OKOMO MO3bKA, XapaKTepusupaio ce ¢ rinapobonue, QBOHHO
BIOKIAHE ¥ APYTH 3PUTENIHA CUMITTOMH, KAKTO U 3BBHCHE WITH )KYXKEHE B €AHOTO Wil ABETE YLLH).

CrofiaBaHe HA HEXEJIAHH PEAKIHH

AKO NOJYYHTE HAKAKBH HEKENIAHH JIEKAPCTBEHH PEakUMH, yBeioMeTe Bawnsa nekap wid ¢dapmaLeBT.
ToBa BKIOYBA BCHUKM BB3MOXKHH HEONUCAHH B Ta3K JIUCTOBKA HEXKENAHH peakiuy. Moxere ChLIO N4
ChOGLIMTE HEXeIaHH PEaKLiMM AMPEKTHO Ype3 HaLMOHAIHATA CHCTEMA 33 ChOOLIABAHE:
MansaHKTeIHa areHLus no fekapereara ya. ,,Jlamad [pyes” Ne 8 1303 Codus, Ten.: +359 2
8003417, yebeaiit: www.bda.bg. Kato ¢chobluaBaTe HexxenaHH peakUuK, MOXETE 1a 1aneTe CBOA
NPUHOC 3a MOy4aBaHe Ha MoBeye HH(popMaLMA OTHOCHO G€30M1aCHOCTTa Ha TOBA JICKApCTBO.

3. Kax na cexpansasare Jlyrpar Jdeno

Bawusat fexap unu GapMalesT Lie 3Hae Kak aa cbxpaHasa Jlyrpar [leno.

Jla ce cbXpaHABa Ha MACTO, HEAOCTBLIIHO 3a A€LA.

JTa ne ce cpxpaHapa Hag 25 °C. Jla He ce 3ampa3siBa.

He u3nion3paiite TOBA IEKAPCTBO Clle/l CPOKA Ha TOIHOCT, OTOE/A3aH HA KApTOHEHATa KyTus, (urakoHa
W cnpuHLOBKara cien ,,Jl'oned no:”. CnpuHUOBKAaTa MMa CBLUMA CPOK HAa FOAHOCT K4TO (1aKkoHa.
CpoKbT Ha FOQHOCT OTrOBaps Ha MOCIEARUA AEH OT NOCOYEHHA MeCell.

He u3xBupIAiiTe NekapcTBaTa B KaHanu3auuara. [Tonuraiite Bamnsa ¢apMaLICBT KaK A& YHHLLOXHTE
HeHy>kHHTe B nexapcrsa. Te3n MepKH ule CIOMOrHaT 3a ONAa3BaHE Ha OKOMNHATa CpEAa.

6. CnabpKaHHE HA ONIAKOBKATA H AONLJIHHTENHA HHDOPMAUHSA

Kakpo ¢cuanppxa Jlytpat deno
. AKTHUBHOTO BEIIECTBO € JIeynpopejHHOB aleTar. Bcekun ¢naxkon cbabpxa 22,5 mg
neynpopenuHoBs auetar. KOHUEHTpauuaTa Ha pasTBOPEHHS MPOAYKT € | 1,25 mg/ml.
- Jlpyrute cbctaBku ca: nonucopGar 80, manuron (E 421), kapmenosa HaTpui (E 466),
TPUETHIIOB LATPAT H MOJIH(JIAKTH/IHA KUCETHHA) (PLA).
PasTBOPHTEST ChAbPXKA (NPeBAPHTEIHO HANBLIHEHATA CIPHHLIOBKA): MAKHTOMN, BOAA 32 HIKEKIIHH,
HaTpHEB XOAPOKCHT (3a xopurupaHse Ha pH) u xn0poBoACpOAHA KHCENHHA (3a kopurupase Ha pH).

Kak usraexaa Jyrpar Jeno H KakBo ChALPKa ONNAKOBKATA
Besika omakoBka cbAbpka ¢iakoH ¢ 22,5 mg neynpopendHOB aleTaT, €AHa NpCABApHTENIHO
HAMbJIHEHA CIPUHLIOBKA ¢ 2 ml pasTBOPHTES, EAHO MPUCMIOCOONEHHE 3a pasTBapAHE U CAHA CTEpHNIHA
urna ¢ pasmep 20.

IIpuTexarel HA paspelIenMeTo 32 ynoTpebda
PHARMASCIENCE INTERNATIONAL LIMITED

Lampousas 1,
1095, Nicosia,




Kunsp

IIpon3BoauTeEN
GP-PHARM, S.A.
Pol ind Els Vinyets —els Fogars. Sector 2

Carretera comarcal 244, km22
08777 Sant Quinti de Mediona

Hcnanus

To3u iekapeTBed NpoAyxT € paspeuieH 3a ynorpeda B AbpxaBute wienks na EUIT noa
CJICAHHTE HMEHA:

Hcnanus: Lutrate Depot Trimestral 22.5 mg polvo y disolvente para suspensién de liberacion
prolongada inyectable.

I'epmanua: Lutrate Depot 22,5 mg pulver und Losungsmittel zur Herstellung einer Depot-
Injektionssuspension.

IMoptyranua: Lutrate Depot 22,5 mg / 2 ml pd e veiculo para suspensdo injectavel de libertagio
prolongada.

I'tpuna: Lutrate Depot 22.5 mg Koévig ka1 Swditng yw mapackevs evesipov EVOUDPTUATOS
TOPATETAPEVTG ATOOECUEVOT|C

Hranua: Politrate

Yurapus: Politrate Depot 22.5 mg.

Ascrpua: Lutrate 3-Monats-Depot 22.5 mg Pulver und Losungsmittel zur Herstellung einer Depot-
injektionssuspension.

Yexus: Lutrate Depot 22.5 mg.

[Tonwa: Lutrate Depot.

buarapua: Jlyrpar Jleno 22,5 mg npax v pasTBOpHTEN 3a MHXKEKLIMOHHA CYCHEH3UA ¢ YABIDKEHO
ocBofoKaaBaHe

Hara na nocjienno npepasriexaane Ha aucroskara 06/2024




[MocovyenaTa mo-10,y HHGOPMALKA € NpeHa3HAYeHa CaMO 32 MEIHUHHCKH CMIeIHATHCTH:

Kak ce npHrorBsi HHKeKUHATA?
BAXHO: ITpouyereTe BHMMATEJHO MNpeAd Aa MPHJIOKHTE IMPOAYKTA (MHCTpPYKUHMH 3a ynoTpeba ca
BKJIHOYEHU B BJMCTEpPHATA OMAKOBKA ChAbpPrKallla KOMIOHEHTUTE Ha NPOAYKTa).

[To Bpeme Ha pa3TBapsHeTO TpsAOBa Ja ce cbOst0aBa aceNTHiHA TEXHHKA.
M3non3saiiTe caMo pa3TBOPHUTEA BKJIHOUYEH B KOMIUIEKTA.

Cnen KaTo CycneHsusta Obje MpPUroTseHa, Ts TpsAbea na ce€ TMPUIIOKH He3abaBHO, KaTo
MHTPaMYCKYJIHA UHXKEKLIHA.

To3u npoayKT € 3a elHOKpaTHa ynoTpeba camo. Besika octaHana CyCcneH3uns, TpsiOBa J1a C€ U3XBBPJIM.

[lpoBepeTe ChALPKAHHETO HA KOMILIEKTa M Ce yBepeTe, Y€ ChAbpia BCHYKO, KOCTO € OMHCaHO B
JIUCTOBKATA.

OnakoBKaTa CbAbpPKa:

Enun dnakoH ¢ 22,5 mg Jlyrpar [leno (JieynpopearnHoB aueTaT) npax 3a HHKEKLIMOHHA CYCNEH3HUS;
Eqsa npeaBapUTETHO HAlbJIHEHa CINPUHLOBKA, ChAbpXKAlllda PasTBOPHUTEN 3a CyClEH3WATA (0,8 %
pa3TBOP HA MAHWUTOJ 3@ MHKEKLIMH);

Exnxo npucnocoOsieHHe 3a pa3TBapsiHe 3a €IHOKpaTHa yroTpeda BKJIIOYHUTEIHO €1Ha CTEpUIIHA HIIa.

OTtcTpaHeTe HalbJIHO OTYYIBAIlATa Ce Kana4yka OT ropHara
yacT Ha (paKoHa KaTo OTKpHeTe FyMEeHaTa 3amyllajka.
YBepere ce, Y€ BbpXy (p1akoHa HE ca OCTAHAIM 4acCTH OT
OTYYyIBalllaTa ce Karavka.

0D = (

[locraBere ¢lakoHa B H3MPABEHO MOJIOKEHHE BBPXY
macata. OTnenere MOKPUTUETO Ha OaHcTEpa, ChABPIXKALL
amantepa 3a (¢uakon (MIXJECT). He wu3BaxkiaanTe
aganTepa 3a ¢aakoH ot Oauctepa. [Tocrasere Onucrepa,
ChAbpIKalll agantepa 3a (rakoH, CTaOMIIHO BbPXY ropHara
yacT Ha ()TakOHa M B M3LAJIO0 BEPTHUKATHO TMOJIOXKEHHE, 3a
na ro npobuere. HaTHcHeTe JieKo, A0OKATO NOYYyBCTBATE,
ye PAKBa HA MSACTOTO CH.

& [TocraBere OsOTO nNpUCrocoOieHHe 3a XBalllaHE Ha

¥ CIPUHIIOBKAaTa, A0KATO Ce 4Yye UIPaKBaHE. PazBuiiTe

J ryMeHaTa Kamayka oT CHPHHLIOBKaTa, B TI0COKa

‘E' = oOpaTHa HAa 4YaCOBHHKOBaTa CTpeJiKa. Cnen ToOBa,
nzpaaere MIXJECT or OancTepHaTa ONnaKoBKa.




CBbpKeTe CIpUHIIOBKATa KbM ajanrtepa Ha (iakoHa, KaTo
s 3aBUETE€ B OTBOpa OTCTPaHW Ha ajanTtepa Io IMoCoKa Ha
yacOBHMKOBaTa cTpeilka. BHHMaTeJqHO 3aBBpTETE
CNPHHUOBKATA, AOKATO Cnpe [aa ce BbLPTH, 3a Oa ce
OCHI'YpPH 3paBa BPb3Ka.

Kato nbpKuTe CNpUHLIOBKATA M (pJ1akOHa 3paBO CBbP3aHH
B W3MpaBeHO MoJIoXeHue, 6aBHO HaTvcHeTe OyTanoTo, 3a
Na NPeXBbPJIHTE LeJHSA Pa3TBOPHTE] BbB (PJIaKOHA.

[Ipy BCe ole CBbpP3aHW CHPHHLUOBKA M  (JIAKOH,
paskjarere BHHMATeJNHO (PJaKOHA 32 OKOJIO eJHa
MHHYTa [0 MNOJly4aBaHe HA XOMOreHHa MJIe4yHoO0s.Ja

CYCIIEH3HA.

3a na ce u3zberHe paszelisiHE Ha CyCMeH3HsATa, He3a0aBHO
npeMHHeTe KbM CJeABAIIHTE CTHIKH.

Ob6bpHere cucremara MIXJECT Hagomy, Taka 4e
dakoHBT Aa € B ropHara yact. BHHUMaTENHO H3QbpranTe
OyTanoTo, 3a [Aa MPEXBBbPIUTE Pa3sTBOPEHUSA MPOOYKT B
CIPHUHLIOBKATA.

YacTt oT npoaykTa MO)XX€ CE€ BTBBPAH HJIH MOJIEMHE IO
cTeHuTe Ha (pJlakoHa. ToBa ce cHUTa 3a HOPMAJTHO.

Orkauvere apantepa Ha (pJlaKkoHa OT CHPHHLOBKATa.
XBaHeTe 31paBo CIIPUHLIOBKATA U 3aBbpTETE (1akoHa, KaTo
ro ObPKUTE 3a Kamaykata Ha ajanrepa, Mo IIOCOKa Ha
4YaCOBHUKOBATa CTpEJKA.

Ipbxre crnpuHuoBkata HAI'OPE. C ngpyrara pbka
W3LbpraiTe kamaykata Ha uryara Harope. HarucHere
OyTanoTo, 3a Aa H3rOHUTE BbB3JyXa OT CIPHHLOBKATA.
CnpuHuoBKaTa, cbaAbpXKalla MNpoaykra € rorosa 3a
He3a0aBHO NMPHJIOXKEHHE.

10

MHxekTUpaiiTe HHTPaMYCKYJIHO, KaTO BKapaTe Mrjara rnoja
b oT 90 rpagyca B ceaidiiHaTa 00J1acT.

YBepere ce, 4e € MPHJIOKEHO USJIOTO KOJHYECTBO OT
NpoAYKTA.

MecTaTa Ha UH)XXKEKTHpaHe Tps0Ba na ce peayBar.




WHCTPYKL MK 3a ynoTpeda

To be included in the cover of the tray containing the components of the Drug Product Kit




Nlytpar [leno — MHCTpYKUUM 3a ynoTpeba
[poyeTeTe BHUMATENHO Npeau 3a NPUNOXUTE NPOAYKTa
[la ce peKOHCTUTYWpa HenocpeACcTBEHO Npeau ynotpeda Ypes eHOKpaTHa MYCKYNHa MHXEKLUA.
W3non3sante camo pasTBOpPUTENs BKIKOYEH B KOMNIEKTa.

[poayKTHT € NpefHa3HaveH 3a eHOKPaTHO MHXEKTUPaHE.
Bcska octaHana cycneHsus, Tpsbea aa ce n3xsbpru.

00 = (

OTcTpaHeTe HABJIHO OTYYMBAllATa C€ Kanayka OT ropHara

yacT Ha (akoHa Karo OTKpPHMETE TyMeHara 3ammyllaka.
VBepete ce, 4e BbpXy (pJlakoHa He ca OCTAHAIM 4acCTH OT

OTYYIBalllaTa ce Karaydka.

MocTaBeTe (pnakoHa B W3NpPaBeHO MOMOXeHUe BbPXY
macata. Otnenete nokpuTMETO Ha BnucTepa, ChabpXall
apantepa 3a ¢nakoH (MIXJECT). He wu3Baxpante
apanTepa 3a ¢hnakoH ot 6nucrepa. [loctasete bnucrepa,
CbAbpXaly aaantepa 3a (nakoH, CTabunHo BbpXy ropHata
4acT Ha pnakoHa U B U3LANO BEpTUKANHO NONOXeHue, 3a
na ro npobuete. HatucHeTe neko, AOKaTo NOYyBCTBaTe,

ye WwpaKBa Ha MACTOTO CH.

-

MocTaseTte 6an10TO NpucnocobneHne 3a xsaljaHe Ha
CNPWHLOBKaTa, AOKATO ce Yye wpaksaHe. Passuire
rymeHaTa Kanavka OT CnpyHLOBKaTa, B Nocoka obparTHa
Ha YacOBHMKOBaTa cTpenka. Cnej Toea, n3asagere
MIXJECT ot 6nucrepHaTa onakoBKa.

CebpXeTe CNPUHLOBKaTa KbM aaanTtepa Ha pnakoHa, kaTo
q 3aBMeTe B OTBOpA OTCTpPaHW Ha ajanTtepa No NOCOoKa Ha
yacoBHuKoBaTa crTpenka. BHumarenHo 3aBbLpTeTe
cnpuHUOBKaTa, fOKaTo cnpe Aa ce BbLPTHU, 3a Oa ce

ocuUrypm 3gpaBa Bpb3Ka.

KaTo gbpxuTe cnpuHLoBKaTa n onakoHa 34paBo CBbp3aHu
B U3npaseHo nonoxeHune, 6aBHo HaTUcHeTe ByTanoTo, 3a

Na npexsbLpnuTe Lenva pa3TBopuTen BbB (PrakoHa.




Mpn BCe oOlwe CBbp3aHn ChpUHLOBKA n  NakKoH,
pa3knarere BHWAMaTenHo c¢onakoHa 3a OKONo eaHa

MWHyTa A0 NoJflyyaBaHe Ha XOMOreéHHa Mne4yHobsaNna

CyCneH3us.

3a pna ce naberHe pasaensHe Ha CyCneH3naTa, He3abaBHO

npeMuHeTe KbM cneaBawunTe CTbIKW.

Ob6bpHETE CUcTemaTta MIXJECT Hapony, Taka 4e
cnakoHbLT Aa € B ropHaTa 4acT. BHuMaTENHO U3abpnanTe

GyTanoto, 3a Aa NpPexBbpnuTe pa3TBOPEHUA NPOAYKT B

cnpuvHUOBKaTa.

UacT OT npoaykra Moxe ce BTBBbPAN WA nonenHe no

cTenuTe Ha cnakoHa. Toea ce cuuta 3a HopMasHo.

OTkaueTe apanTepa Ha nakoHa OT ChpUHUOBKaTa.

XBaHeTe 34paBO CNpuHUOBKaTa W 3aBbPTETE chnakoHa,

KaTo ro AbpXxute 3a KanadkaTta Ha aganTtepa, No NocoKa Ha

4yacoBHUKOBaTa CTpenka.

i NpwxTte cnpuHuoskata HAMOPE. C ppyrata pbka
n3abpnanTe kanadkata Ha wrnara Harope. HaTucHeTe
6yTanoTo, 3a Aa WIroHUTE BBL3AYXA OT CnpuHUoOBKaTa.
| "‘W CnpuHUOBKaTa, CbAbpXawa npoaykra € rortosa 3a

He3abaBHO NPUNOXeHue.

VHXEKTUpaiTe MHTPaMyCKyNHO, KaTo BKapaTe urnara nog

/ \9{}" A brun ot 90 rpagyca B ceganuviuiHaTa obnacr.
] | _ﬁ yBepete ce, 4e € NPUIoXKeHO UAnoTo KONMU4YecTBO OT
k‘\ l npoaykra.
\ A MecTaTta Ha uHxekTupaHe Tpsbsa aa ce peaysar.




