|M3NBAHUTENHA Al EHLIIS NQ NEKAPCTBATA

i Nucmoska - [lpunomenue ¢ |
' £-06. 09
Kum PY Ne: 5’/3(196

Je /  LL On 27

Od0bpeHO. ...
JJUCTOBKA: HHOOPMAILINA 3ATIOTPEBUTEISA =

Lucrin PDS Depot‘ﬁ’ 11,25 mg, lyophilized microspheres and solvent for suspension for
injection
Jlykpuu PDS /leno 11,25 mg, nuodunusar U pa3TBOPHUTEN 3a HHXKEKIUOHHA CYCTIEH3HUA.
Jleynipopenus aunertat (leuprorelin acetate)

Moy, npoyeTere BHHMATE/IHO NA/IaTa JIMCTOBKA Inpean Aa Br Onje NpHIIOKEeHO TOBa
JIeKapCTBO.

- 3amaseTe Ta3H JIUCTOBKA. MOXE J1a ce HAIIOXKH J1a Sl IPOYETEeTE OTHOBO.

- AKo uMaTe HSAKaKkBH IOONBIHATEIHH BBIPOCH, HNONMMTAHTEe Bamus nexap, TMHEKOJIOT,
XHUPYPr UM AaHECTE3HOJIOT,

- Tosa mexkapcTBO € mpeanucaHo Au4Ho Ha Bac.

- AKO HAKOA OT HEXKCIAHHATE JICKAPCTBCHH PEAKLIHH CTAaHE CEPHO3HA, MM 3a0€HCKHTE
IPYTU, HEOIIMCAHH B Ta3d JHCTOBKA HEXEJIAHW peakiuM, MOJisl yBeaoMmere Baims nekap,
FHHEKOJIOT, XUPYPT WIH aHECTE3NOJIOT

B Ta3u JMCTOBKA!
e Kakpo npencraengsa JIykpud PDS Jleno u 3a KakBo ce H3I03Ba
e [Ipeau na Bu Ovae npunoxed Jlykpur PDS Jleno
e Kaxk ce npunara Jlykpun PDS Jieno
e BB3MOXKHH HEXellaHH peaKkuuu
¢ Kak ma cexpaussate Jlykpun PDS Jleno
o JlombaHuTeNHA HHPOPMAIIHS

1. KAKBO IIPEACTABJIABA JIYKPHH PDS AEITIO H 3A KAKBO CE U3I10OJ3BA
Bamero aekapcteo ce Ka3pa Jiykpud PDS Jlemo. AxTUBHAaTa My CHCTaBKa JICYNIPOPEIUH alleTart
e CHHTETHYHO IoN00HMe Ha Taka HapedeHWsd TOHaAOTPONHH-O0CBOOOxIapaim xopMmoH (GnRH),
MPOM3BEXKIAH HOPMAJIHO B YOBCIIKHS OpraHu3bM. MHXEKIIMOHHOTO IIpUIIaraHeTO Ha TO3H
XOPMOH BOJH AC ITbPBOHAYATHO MMOBHUINABAHE HA MPOH3BEKIAHHTE OT AHYHHIMTE H TECTHCHTE
[MOJIOBHUTE XOPMOHH, TIOCJIEIBAHO OT TAXHOTO NOHUMKEHUE U MO IbpIKAHE HA HUCKH, TOAOOHH Ha
T€3H IpU KacTpauus HuBa. Llenrra nwa npumokeHoro Bu neueHme e mNocrTurane Ha
MEIMKaMeHTO3Ha KacTpandsa. Crneld TpeycTaHOBABaHE HA JICUCHHUETO ONUCAHUTE €(EeKTH
OT3By4Yagpar.

JIykpun PDS Jleno ce npwiara 3a JIe4€HHE Ha ClICAHUTE 3aDO0NsMBaHHs, H3UCKBAILKM MOTHCKAaHE
00pa3yBaHETO HA MOJIOBUTE XOPMOHH:

Pax na npocmamama: IledeHUE HA HANpelHan pakK Ha npocrarara. [Ipoaykrer npennara
AJITEPHATUBHO JIEYEHUE HA PaKa HA POCTATaTa B CIIyYauTe, KOraTo Kacrpanusra (onepaTtHBHOTO
OTCTpaHsIBaHE Ha TECTHCHTE) HIH [PHIOXKEHUETO HA €CTPOreH (MpOoM3BeXIaH OT SHYHHIMTE
XOPMOH) HE Ca IMOKA3aHU UM ¢a HEMTPHUEMIIUBH 3a TalUEHTA.

Enoomempuo3za: nevueHyue HA CHIOMETPHO3a 3a NEpHo/l OT [mecT Mecena. IpoaykTsT MoXe aa ce
IPHIara KakTO CaMOCTOATENHO, TaKa W Karo JOITBIHEHHE KbM XHPYPTHYHOTO JCUCHHE.
Ennomerpuoszata npeacrabisiBa O0JIE3HEHO CBHCTOSHHME, XapaKTEPH3HPAILIOo ¢ pa3B
XapaKTepHa 3a MaTKaTa ThKaH (CHAOMETPHYM) U3BBH TSUIOTO HA MaTKaTa.

Pax na zepoama: JI€4eHUE HA paK Ha I'bpJara INpU XEHU IIpeld HIH O
MEHOTIay3a, IPH KOUTO € MOKA3aHO XOPMOHAIHO JICUECHHE.



Dubdpouonu obpazyeanus na mamkama; JCYCHUE Ha JeHOMHOMa Ha MaTKarta 3a nepuox ao 6
Mecena. [IpumoxxeHneTo na NpoayKTa MOXKe [1a IPEAX0MkK/Ia OIIEPAaTUBHOTO ICUEHHE UK Ja OBJe
NpeIHa3HAuYCHO 34 IOBIUBAHE HA CHMIITOMMTE IIPH KEHH OKOJIO IIEPHOJa Ha MEHOIIAY3a, KOUTO
HE KejasgT  XUpYypruuHa  WHTEpBeHIUdS. JlefioMuoMaTra  mpejacTaBisiBa  ChCTOSHHE,
XapaKTCpU3HUpaIllo C€ ¢ 0O0pa3yBAaHETO HAa BBIIOBHIHH OOpa3yBaHHs B CTeHATA HAa MAaTKAaTA.
Muoro yecto TO nporuda 6€3 mposdBaTa HA KAKBUTO H Ja € CHMIITOMH, HO IIPK 3HAUMTETIHO
HapacTBaHe pa3Mepa Ha BB3JIHATE, MOXKE Ja JIOBEAE OO0 MOsSBATA HA pPEeaHIla CHMIITOMH H
YCIIOXKHEHUS (OOJIKa, MPUTHCKAHE HA ChCEAHH OPTaHH U AP.)

2. IPEAHA JA B BBJAE ITPHUJIOXKEH JYKPHUH PDS JEIIO

To3u J1ekapcTBeH NPOAYKT He TpAGERa na Obae npuaaraH B ciay4aii Ha:

- CBPBXUYBCTBATENHOCT (QICPIrud) KBM JICYTIPOPENIMH, CXOAHH CYOCTaHUIMH WIH KbM HSKOE OT
MOMOIIHUTE BEILIECTBA Ha MPOJAYKTA; UMa JaHHHW 3a M30JHpaHy ciydau Ha aHadwiIakcHus (Texka
XUBOTO-3aCTpalllaBallla AIePruuHa peakuus) ¢ NPOAYKTa 3a €XKeMeCeUHO NPHII0KEHHE.

- YCTAaHOBEHAa XOpMOHalHA HEYYBCTBHTEIHOCT Ha TYMOPHTE; Cled XHPYpruddHa KacTpalius
JICYNPOPE/IMH aleTaT HE BOAM OO0 JONBIHHMTCIHO HOHIKCHHE HAa HHBOTO Ha TECTOCTEPOHA
(MBXKH IIOJIOB XOPMOH) W HE C€ NPENOPHYBA 3a IIPUIOKECHHE.

- OpeMEHHOCT UIIH NPH KEHHU, O¥Xa MOTJIU J1a 3a0peMeHesT.

- HeAUArHOCTUIUPAHO HJIH ATUNHYHO BJIATAIMIIHO KbPBEHE NPH XEHHU.

O0bpHeTe ceHAIHO BHHMAaHHE [PH YHOTPe0aTA HA TO3H JIEKAPCTBEH NPOIYKT

{Ipy nDamMEHTHTE C pak HA MNOpocraraTa MHpPE€3 NIBPBUTE CEAMUIM OT JICUCHHETO ¢ TO3M
JIEKapCTBEH MPOAYKT MOXE Jia HACTBITM BPEMEHHO BJIOINABAHE Ha OIUIAKBAHUATA WJIM NosgBaTa
Ha JOIBJIHUTEIHM NPU3HAIM U CAMIITOMH Ha pak Ha npocrarara. [Ipyu HIKOM DaldeHTH MOXKE
Na € HAJTHIE BPEMEHHO YCHIIBaHE HA OOJIKUTE B KOCTHTE, KOSTO f1a OB MOBIUAHO C OpEeiIeHH
JIECKapCTBEHU MPOAYKTH, npeanucani ot Bamus nekap. Cbo01maBaHm ca clydyad Ha 3alyIlBaHe
Ha THKOYHHUTE IIBTHINA W NPUTHCKAHE Ha I'pbOHAuHHA CTBAO, KOETO MOXKE Ja JOBCAE IO
nosiBaTa Ha I1apain3a, ¢ Hid 0¢3 daTajHu yCiaoxKHeHHs. B 3aBHcHMOCT 0T Baniero ¢heTosHHE,
Bue Moxe na OBbJeTe IOCTABEHW IO MHOCTOSHHH JIEKApCKO HAOIIONCHUE MpPe3 NHPBUTE
HAKOJKO CCAMHUITH OT JICYEHHETO.

[Ipy HAKOH OT NalUeHTKUTE JieHOMHOMAa HAa MaTKaTa ca HOKJAABaHH cCjaydad Ha TEKKO
BJIArJIMIHO KbPBEHE, HANaramo MEIUKaMEeHTO3Ha MJIH XUPYPrU4Ha HaMeca.,

[Tpean Hauamoro Ha neyenwero BamugT nexap e OpoOBeAEe OMPEAC/ICHH H3CACABAHMA 34
H3KTIOYBAHE HA €BCHTYaAJIHa OpEMEHHOCT. T03H JIEKapCTBEH IIPOAYKT HE € KOHTpalleNnTHB. AKO
C& U3HCKBA TIpeariazBane ot 3abpeMensBane, Bue tpabBa Ja u3non3pare Apyru, HEXOPMOHATHHA
MeTO M 3a KonTpanenmnus. [lockBeTraiite ce ¢ Bammsa gekap 0THOCHO HaH-noAxoasmus 3a Bac
Ha4yWH 3a lipearnasBadHe OT OpeMEHHOCT.

[lo BpemMe Ha NEUYEHHETO C TO3M JEKApPCTBEH IPOAYKT MOXKE Ja HACTBNAT IIPOMEHH B
IBTHOCTTA HA Bamute koctu. Bammsr nekap e npeanpueMe He0OXOANMUTE MEPKH B CJrydaid
Ha HEOOXOAHUMOCT.

[Io BpeMe Ha JNEUEHHUETO € TO3HM JIEKAPCTBEH IpoAykKT uie Bu OBar OpopexpaHu peauna
M3CJIC/IBAHUS 32 ONMPE/EIIHE X0/1a HA 3a00JIIBAHETO U OTTOBOPA KBM JIEUEHHETO,

IlpueM HA APYIrH JIEKAPCTBA
Hsama jtaHHM 3a B3aUMOICHCTBUETO Ha TO3HM JIEKAPCTBEH MPOAYKT C APYTH JEKapCcTBa.
TOB4, MONA HHbopmupaiite Bammd jJekap ako NpueMare UIW HACKOPO CTE MpPH
JIeKapcTBa, BKIOUUTENHO M TaKHBA, OTIIYCKaH| 0€3 pelenTa.




bpeMeHHOCT H KbpMeHe

[TocseeTBaiiTe ce ¢ Bammns nekap npeau ynorpedara Ha KOETO U Ja € JIEKapCTBO.

To3u nekapcTBeH NPOAYKT He TpAOBa aa Oble rnpuarad mo BpeMe Ha OpeMEHHOCT, KaKTO M MpH
XCHH ¢ BB3MOXKHOCT 34 3a0peMEHIBaHe.

Nudopmupaiite Baius jekap, B Cayuaii 4¢ KbpMHTE W TOH ¢ NPEIEHH BB3MOXKHOCTTA 3a
HU300p MEXAY KBPMEHETO U JICUCHUETO € TO3H JIEKAPCTBEH MPOXYKT.

IHodpupane u paboTa ¢ MAIIHHU
To3u nexapcTBeH NPOAYKT MOXE Ja Hapyum crnocoOHoctta Bu 3a modmpane unm pabota c
MAalIiHU. TOBa BaXXH B MO-TONAMA CTENCH IIPH B3aUMOICHCTBHE C AIKOXOJI.

3. KAKCE IIPHJIAT A JIYKPHH PDS JIEITIO

To3un nexkapcTBeH npoaykTr wme Bu Obae nNpHIOKeH €IWHCTBEHO OT JIEKAp C OHHUT B
MPUJIOKEHUETO HA NOAO0HM TTPOAYKTH.,

KakTo npu OCTAHAIMTE MPOJAYKTH 34 WHXXKEKLHOHHO IPHIOXKCHHE, MACTOTO HAa HMHXCKTHpaHEe
TpsOBa Ja ce CMEHS IMPH BCAKA CIECIBAINA UHKEKIIHS.

OobuuaiiHara npenopbYBaHa J1o3a Ipy Be3pacTHU € 11,25 mg neynpopenun anerar (1 ¢uiakon),
MIPHIIOMKEHA Ype3 €AHOKPATHO MOAKOXHO HIIH HHTPAMYCKYJIHO MHXKCKTHpPAHE BEAHBXK HA BCCKH
TPH MeCeIla Mecera.

[ IpuroTBsSHE HA HHXKECKIIMOHHATA CYCIICH3HS

Cpappxanuero Ha (¢uiakoHa Tpsba Ja OBIe pa3sTBOPEHO HENOCPEACTBEHO IIpElH
NPHIOKEHHETO Ha MPOIAYKTA.

IIpeocmaeenama no-001y unopmayus € HACOYEHA KbM GHUMAHUEMO HA MeduyuHcKkume
CReYUATUCIIU

1. HaBuiite 081010 OyTano A0 Kpas Ha OrpaHHYUTENA, JOKATO HE
3aM0YHE J1a C€ BHPTH Ha MSICTO.
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2. OrcTpadere npucTeHa oT oMo, 3a J1a 0cBOOOINTE UIrIaTa.
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3. Xsanere cnpunuoskara B U3[IPABEHO nonoxenue (c urnara
Harope). Bxapaiire pasztBopurens upes bABHO U3BYTBAHE (3a 6 no 8 cexyHau) Ha
OyTa10TO, JOKATO HE JOCTHTHE JO CHHATA JIMHUS B CpEAaTa Ha pe3epBoapa.

pHarope). BumMarenHo pa3kiareTe CIPHHLOBKATA A0 IIBIHO pa3TBapgHE Ha
(JacTHUIIUTE) M MOIYy4aBaHETO HA €IHOPOJHA CYCIECH3HMS € BHA Ha MII --
cnpuaioskata B U3IIPABEHO nonoxenne (¢ urinara Harope). C apyrara I@ ﬁl‘fﬁﬁ‘ﬁéﬁ
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Harope kKarmadeTo Ha mriata 0e3 Aa ro 3aBbprare. 3ampbxkre crpuHnoBkara B U3[IPABEHO
nmono)keHue (¢ wurnara Harope). Hatmcaere neko Oyrtamoro, 3a na HM3Kapare BEB3AYXa OT
CIIpHHIOBKATA.

5. UHXeKkTHpaWTe HHTPAMYCKYJIHO WM IMOAKOXHO IISJIOTO CHABPKAHHE Ha CIPHHIIOBKATa
HEMOCPEACTBEHO CJiCH IMPUIOTBSHE HA cycHeH3usATa. CyCnECH3HUATA € TOTOBA 324 HHXKCKTHPAaHE

BCJHAra cjies pasTBapsaHe Ha 4aCTUIIMTE; eTO 3all0 JISYIpOpenH aleTar TpadBa 1a ce CMecBa ¢
pa3TBOPHTEJIS HEMOCPEACTBEHO MPEAH HPHIOKCHHETO.

0

3ABFEJIEXKA: Ilpa cnyyaiiHo 3acsiraHe Ha KpbBOHOCEH CbJ, KpbBTa
MOXe Ja Objle BUASHA B [Ipo3payvyHaTa OCHOBA Ha UIJIara.

Bropeku 4de cycli€H3HATa € noKa3zajga cTabMIHOCT B MpOJBJIXEHHE HA 24 4aca OT MPUTOTBAHETO
CH, TBhH Kar0 IMPOAYKTHT HE CHAbLpXKA KOHCEPBAHTH, B CJIyual, 4e HE Objae H3MI0I3BAHA
HEIIOCPEACTBEHO CJIE MPHTOTBIHETO, TA TPAOBA J1a ObAEC H3XBBPJIECHA,

Axo BH ¢ npuiioxeHa mo-roiMa o1 Heodxoaumara go3a Jlyxkanu PDS /leno
Jlo3aTa Ha TO3U IeKapCTBEH NMPOAYKT CE Onpeeiia oT Bamug nekap, KoeTo CBEXIa 10 MUHHMYM
BB3MOXHOCTTA 34 IIPEI03HPAHE,

AKO cTe¢ NPONYCHA/IN CJI¢IBALHA IIPHEM HA JIEKAPCTBEHHA NPOAYKT
¥YBenoMeTe BB3MOKHO Hai-Opp30 Bammsa nekap B TOH 1€ npemipAeMe HEOOXOIHMHTE
JTIEUCTBHA.

4. BB3IMOXHHU HEXEJIAHHU PEAKIINH

Kakto BCcHukd nekapcrBa, Jlykpun PDS [Jlemo moxe Ja npeau3BHKA HEKENAHU PEAKIUH,
BBIIPEKH Ue HE BCEKH I'M MOJy4aBa.

Heowcenanu nexapemeenu pearyuu, Habrio0aeanu npu paxk Ha npocmamamad

[Ipu moBede OT MAaUHEHTHTE MPE3 NBPBUTE CEAMULM OT JICYCHUCTO HUBATA HA TECTOCTEPOHA CE
MOBHIIABAT CTIPAMO H3XOAHHUTE CTORHOCTH, OC/IESABAHO OT NOHMKEHHUE JIO H3XOHHTE HUBA UIH
[HO-HUCKH B Kpas Ha BTOpara CEAMHIUA OT JICUECHHETO.,

H/um 3anymBaHe (OOCTPYKIIMA) HA MUKOYHUTE OBTHIIA WIH KPHB B YPUHATA,
CIydyauTe Aa MporpecHpa A0 NOsBara Ha HEBPOJOTrHYHH MPOOJIEMH KATO B
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/M MpaBydKaHHA (ImapacTe3wy) HA JOJHUTE KpallHUIM MJIX BIOIIABAHE HA CHMIITOMHTE OT
CcTpaHa Ha TUKOYHATA CHCTEMA.

HaOmnto/1aBaHm ¢ca M CIIEJHUTE HEXENIAHW peakliMu, TPeACTABCHHU 110 OPraiy H CUCTCMH:
Cmomawino-4pesny Hapyuienus: IOBAIICHUE HA TErJI0TO, JIMICA Ha alleTHT.

Hapywenusa una endoxpunnama cucmema; TNOHWKEHHE Ha CEKCYAJTHOTO JKejlaHHE, TOpeLIH
BbJIHH, DOBHIHEHO IIOTEHE,

Hapywenua na 6vopeyume u nuxoyHume nomuujd: 4€CTO HOIHO YpHHAPAHE, CMYIIEHHUS TIpH
YPUHHpAHE, HapyIleHHs OT CTpaHa Ha TECTHCHTe, WH(EKIHW Ha NHKOYHHTE IBTHIIA H
noBuicHH Ka PSA (cnienudryeH nokasaren Ipy pak Ha HaHKpeaca).

Hapywenus na xodcama u noOKoxCHama muKaH: PEakUMd HA MACTOTO HAa HHXXEKTHpaHe,
chpOCK.

Hapymenuﬂ HA MYCKYNIRO-CKeAeMmRama Cucmema u CheQUHUmMETHAMA MbKAaM.! OOJKH B KOCTHTE.

Hpyeu: yMopa 1 MYCKYJIHa ¢nadocT.

Ipu sicenu

JleyeHHETO HA CHAOMETPHO3ATa C€ OCHOBABA HA NMOTUCKAHE HA JKCHCKHTE II0JI0BH XOpMOHH. B
HadyanHarta (asza Ha JIedeHHETO ce HabmojJaBa KpaTKOTpaMHO HAapacTBAHE HA CEPYMHUS
ecTpaanos (KEHCKH IOJIOB XOPMOH) € IOCIEABAIlO IOHHKABAHE OO CTOHHOCTH, KaKBUTO C€
HaOJIF01aBaT MpH NOCTMEHONAay3a. B noBeyeTo ciydan npe3 NbpBUTE CEAMULIM HA JICYEHHETO CE
Ha01101aBa KbPBEHE.

[Ipy npHIOKEHHETO Ha JieYIpopeJuH aneTaT (AaKTHBHOTO BELIECTBO B TO3H JIEKAPCTBEH
MPOJYKT) MPH XXKEHH ¢ €HAOMETPHO3a A MaTo4Ha (pudpo3a ca HabIr0IaBaHH CICTHHUTE HEXKEIaHHU
peakiuH: yMopa, obla 6onka, rinapofoine, ropellld BbJIHYH, IOBUIICHO NOTEHE, BB3IIAJIEHUE Ha
€3lKa, [ajicHe, NOBPBIUIAHE, CTOMAUIHO-UPEBHO HAPYLICHUE, OTOK, NOBHILICHUE/3aryda Ha TerJIo,
aKHe, NOBHIIEHO OKOCMSABAHE, CTaBHU HApYIIEHHWA, MYCKYNTHA OOJIKa, MOHMXKEHUE Ha TUOUI0TO
(CEKCYaAJTHOTO XKeJlaHUE), JIeIpecusi/eMOLIMOHAIHA JTaOUIHOCT, 3aMassHOCT, HEPBHOCT, HEPBHO-
MYCKYJIHM HapyIUeHUs, MOHUXKEHA YYBCTBUTEIHOCT HA TAJIOTO, U3TPBIIBAHE, KOXXHH PCaKIlHH,
NMPOMEHH OT CTpaHA Ha IbPAMTE-UYBCTBHTEIHOCT/OONEC3HEHOCT, Bb3najicHHe Ha ObOpenmre,
HapyIIEHHs OT CTpaHa HAa NWUKOYHHUTES ITBTHILA, BB3MAJICHUE HAa BIArajHIIETO, CYyXa KOXKa,
HaMaJIdBaHe Ha KocTHara Maca (cies HNpOABL/DKHTEIHO JICYCHHE, OO0paTuMoO clel
MpeyCTaHOBSBaHE Ha JICUCHHETO), HapPYIUCHHUd Ha MEHCTpyaluATa, HAapacTBaHE HA CEPyMHHS
XO0JIECTEPOJI U IPOMEHU B UEPHOAPOOHHUTE €H3UMHU.

[To BpeMe Ha KIMHUYHH IPOYYBAHUS IPU MPHAOKEHHETO Ha JICYIIPOPENUH aneTaT IIPH XKEHH C
pak Ha rpplara ca HaOmIOJaBaHH CIECIHHTE HEXENaHH PEaKIMU: NMOBHINEHUE/TIOHHKEHHE Ha
TErjioTo, rOpEllH BBJIHW, NOBHINEHO MOTE€HEe, riaBobonwe, obdua caabocT/MOHUXKEHUE HA
du3HdeckaTa Cuia, NMOHWKEHUE/TIOBUIICHHE HA ANeTHTA, FPUIONONO0EH CHHAPOM, HEPBHOCT,
MPOMEHH B HacTPOCHHUETO, Koconan, O0onku B 'bpba, Gonkm B o0jgacTra Ha Bpara, Oe3cbHUE,
raJIcHe, MMOBpPbHINAHE, AMApHs, 3aneK, Bh3NAleHHE Ha KOXKara, 3aMasHoCT, OOJIKM B CTaBUTE H
MYCKYJIUTE, HEIpecHsi, BTBBPASIBAHE B MACTOTO Ha HHXXEKTHpaHe, 0OjKa B Mg
HHKEKTHpaHe, TpecKa, Bb3MaJICHAE HAa BIAraIMUIETO.




Cnen myckaHero Ha IPOAYKTAa HA na3apa NpH Ta3#d H JIPYTH HHXKEKNHOHHU (GOpMH Ha
NEYNpOpesvH ca ChOOIAaBaHH CICAHHTE HEXETAHU JIeKapCTBEHH PEaKIiHH:

Obwu napywenus. TNOAYBaHE Ha KOpeEMa, yMoOpa, BBINAICHHA, TEMIIEparypa, Tpecka,
HHpEKLUY, rI1aBobone, peaknud Ha (POTOUYBCTBUTENHOCT, 00IHa §onka, 0TOK B 00JacTTa Ha
CIEMOOYHA KOCT, XbJITCHHLA.

Cwvpoeunu u cvooeu Hapywerust: rpeaHa 00inka, 3a0aBEH ChpIACYEH PUTHM, U3MeHeHns B EKI/
MCXEeMHS (HEOOCTAThYHO KPBBOCHAOIABAHE HA ONPEACICHH YUYACTHUH OT CHPLUETO), ChPACUHH
INyMOBE, 3aCTOHHA CBpACYHA HEAOCTATHYHOCT, NOBHIICHO/MOHH)KEHO KPBBHO HAaJIsraHe,
NPEXOASH UCXEMHYEH MPHUCTHII, ChPJICYHH apUTMHUH, HHPApPKT HA MHOKapja, On3najicHue Ha
BeHUTE, OenojapodHa eMOonus, MO3IBUEH HHCYNT, NpHNAABLK/3aiyba Ha Ch3HaHHE, YCKOPEH
ChpJICYEH PUTHM, 00pa3yBaHe HAa KPbBHU ChCHPBUW B KPHBOHOCHHTE CHAOBE, paslIHpPEHME HA
BEHUTE.

Cmomawno-ypesnu Hapyuienya: NOBHLUICH aleTUT, AUHApUs, S3Ba HA JBaHAJCCETONPBCTHHKA,
XaxK1a, 3aTPYAHEHO TIbATaHe, MOBPBINAHE, KBPBEHE OT CTOMAIIHO-YPEBHHUSA TPAKT, 3alek,
NPOMEHY BEHEB (PYHKUMOHATHUTE UYepHOAPOOHM TECTOBE, HApPYIIEHHUS Ha YCPHOIAPOOHHUTE
¢yHKIIHMY, CYXOTa B YCTaTa, raJicHe, NoJUny B 001aCcTTa HA peKTyMa (1IpaBarta 4act Ha J1e6enoTo
YEPBO).

Hapywienus na enookpunnama cucmema:. 1xadeT, YBEIHUYCHHE HA IIMTOBHAHATA KJI€3a.

Hapywernun na kpvéma u aumuama cucmema:. aHeMUs, IPOMEHH B Oposd Ha OTACITHUTE
BHAOBE KPbBHU KIJICTKH, OTOK HAa JUM@PHUTE BB3NY, IPOMEHH B HIKOH OT IIOKA3ATEJIUTE Ha
KPBbBOCHhCHPBAHETO.

Hapywenus na memabonuzma u xpanenemo: TOBRIIIEHHAE HA a30Ta, 00€3B0IHABaHe, IOBHUILIEHA
NHKOYHA KHCEJIHWHA, NOBHIICHHME HA MA3HWUHUTE, NOBHIDCHHE HA (docdaruTe, MOHMKCHHE HA
KpbBHATA 3axap, NOHHXEHHE Ha OenThLMTE, MOBHINCH KaJillMil, HAMAJCH Kaju#, MOBHIIEH
KpearTHHH, NOBHINCHUE HA OUMMpYOnHA, OTOIIN.

Hapywenua Ha MyckyaHo-ckeremmama cucmema u cveouHumeaHama murar: ¢(Gudpo3a
(mosiBaTa Ha YMJBTHEHHSA) B Ta3a, OOJKHA B KpalHMUWTEe, QYHKIMOHAIHYM HapylIeHHs Ha
KpallHULINTE, MYCKYyJIHa OoJika, napainus3a, ¢pakTypu U yBpekKAaHus Ha rpbOHaqHust CTHIO,
CHMIITOMH, HATOAOOABAIIM T€3H [IPH BH3NAJICHUE Ha CYXOXKUIUATA ¥ MYCKYITHUTE OOBUBKH.

Hapywenus ma wnepgnama cucmema: TPEBOXKHOCT, 3aMasgHOCT, JACIPECHs, HApYIICHUS Ha
[IaMeTTa, IPOMEHY B HACTPOCHUATA, O€3CHHHIE, JIETaprus, [TIOBHIIABAHE HA THOUIOTO, HEPBHOCT,
HEBPOMYCKYJIHH HapyINEeHUS, HapylUIeHNe Ha neprudepHute HEPBH, CKOBAHOCT, HAPYILEHHS HA
ChHS, CBETOBLPTEXK, H3TPBIIBAHEC HA 4YacTH OT TAIOTO, XaTKOLMHAIWH. MHOro psako ce
cbOOMIaBa 3a FEPYOBE.

Pecnupamopnu, 2pvOHU U MeOUACMUHATHU HAPYUEHUA, JAXATEITHA HAPYUICHUSA, HEJOCTHT HA
BL3AYX, KBbPBeHE OT HOCA, KAIIHIA, 3alyNIBAHEC HA CUHYCHTE, BB3IAJICHHE Ha I'bPIIOTO,
chbOHpaHETO HAa TCYHOCT OKOJIO OenuTe ApodoBe, INEBPATHO TpHeHe, THEeBMOHHUS, OeToapoOHa
(¢ndpo3a (mosgBara HA YNABTHEHH Y4acTHIM B OenuTe ApodoBe).

pacTeXkK Ha KocaTa, KOXEH OOPHB, KOKHH VYBpEXKIAHHS, CyxO0Ta Ha KO
3JI0KadecTBEHH oOpa3zyBaHus B obmactra Ha KoXaTa/ylIMTe, TRbPAH Bb3€l
IIUTMEHTANEs (ONBETABAHE), YPTUKAPHS,



Hapywenus na oxomo, yxomo u aabupunma. CyXoTa Ha OYHTe, HApPYUICHAS Ha BKYyca,
HapyuICHHMA HA CJIyXa, HapyLICHHAS Ha 3pCHHETO, UIYM B YIIUTE.

Hapywenus na 6vbpeyume u nuxoynume nomuuyq: Cria3MH Ha ITUKOYHHA MEXYP, , YTOJICMABAHE
Ha I'bpANTE IIPH MBXKETE, N10MBaTa Ha KPBB B YpUHATA, OBULICHO OTACIISHE Ha YPHHA, CITEITHA
[I03MBH 3a YPUHUpaAHE, MHPEKIUY HAa MHKOYHUTE ITHTUILA, 3aMyNIBAHE HA ITHKOYHHUTE MbTHILA,
YBpEKJaHe Ha NHKOYHHATE IBTHINA, HE3aIbPyKaHe Ha YpHHATA.

Hapywenus na 6v3npousgooumenrnama cucmema u evbpoama. BOJKU/ CBPbXYYBCTBUTEIHOCT Ha
FBPAUTE, HAMAJICH pa3Mep Ha TECTUCHUTE, OONKH B TECTUCUTE, HADYIHCHHUA Ha MEHCTPYALHMSTa,
BKJIKOYHATEIHO O0MIHO H NPOABDKUTEIHO BarHHATIHO KbPBEHE, OTOK Ha IIEHHCA, YBPEKAAHE HA
neHuca, 00JIKH B IIpocTaTara.

Hma cpobuicHus 3a ePEeKTH HA MSICTOTO HA IPUJIOKEHUE KaTo O0/IKM, BB3MAIECHHE, CTEPHICH
a0bcuec, BTBBPASBAHUS H KPBBON3JIHBH.
CpoOLIeHusTa 3a CYHIIH/IHA MUCIIH M OIIMTH 3a CAMOYOMMCTBO ¢ca MHOI'O PEJKH.

He ce npurecHsBalTe OT HPEACTABEHUS MO-TOpe CMUCHK ¢ Bb3MOXHU HEXeNaHu peakumn. [pr
Bac Moxe ga He ce IIOSIBH HUATO €/[Ha OT TAX.

AKO HSKOS OT HEXEJIAHHTE JIEKAPCTBEHH peakiuy CTaHe CepHO3Ha MU 3a0eNexXure ApYrH,
HEOIMCAHW B Ta3W JUCTOBKA HEXEIAHM PCAKIMU, MOJs yBeAaoMere BammA Jekap WM
dapmaileBT.

5. KAK JA CbXPAHSIBATE JIYKPHUH PDS JAEIO

® CexpaHsBaiiTe Ha MICTO, HEAOCTBIIHO 34 JcIa

® To3u nekapcTBeH HPOAYKT TpAOBS Ja ce chxpaHdapa nop 25°C, Ha 3allIUTEeHO OT CBETJIMHA
MACTO (B OpHI'HHAJIHATA OIAKOBKA).

° Jlykpun PDS Jleno He TpsiOBa ga Ob¢ U3MON3BaAH Clie] CpOKA HA FOOHOCT OTOENA3aH

BEpXY onaxkoBKaTa. CpoKsT Ha FTOAHOCT OTTOBaps Ha ITOCJICAHUS JeH OT IIOCOUYCHUS MECEIL,

JlexapcTBaTta He TpsidBa jJa C€ M3XBHDJIAT B KaHAIM3AMATA WM B KOHTCHHEpa 3a JOMAIlHH
otnaabiiy. [lonuTaiite Balius ¢gapmaneBT Kak /1a YHAINOXKUTE HEHYXHUTE Bu nekapctBa. Tesu
MEPKH ITi¢ CIIOMOTHAT 3a Olla3BaHEe Ha OKOJHATA Cpeaa.

6. JONBJIHHUTEJIHA HHOOPMALIHUSA

Kaxkpo chabpixa Jlykpun PDS /leno 11,25 mg

AKTHBHOTO BEIIIECTBO € JieYIpopelnuH aierar (leuprorelin acetate). 1 npeaBapHTEIHO
HanbJIHCHA IBYyKaMepHa CIpHHUOBKA ChAbpkKa 11,25 mg neynpopenun auertar (leuprorelin
acetate) noa GopMara Ha CTCPHIHH THOGUIN3UPpaHH MUKpOoCchepr (MUKPOYACTHIH).

Ipyrute cCbCTaBKH ¢a:

- npegHa kaMmepa ¢ gHouiIM3aTa 3a HHXKEKHHOHHA CYCIEH3Ws: CHIOIMMEp Ha MJIEYHATa
KNCEIMHA, MAHUTOJL,

- BTOpa KaMepa ¢  pa3rBOpHTell 32  WHXKEKIUOHHA  CYCIIEH3WsI.  HAaTpHUEBa

-+

KHRCCIIMHA

Kax maraexaa Jlykpun PDS /leno 11,25 mg n KakBo ¢bAbp:Ka ONMAKOBKATA
Lucrin PDS Depot ce mnpeanara moa ¢opMaTa Ha CTepujeH MOpax 3a 1
HHXXEKITHOHHA CYCIIEH3HUA, IOCTABEH B NPEABAPHUTEIIHO HATBIHEHA ABYKAMEPHA CII




Bcesika ommakoBKa ChIabpXKa:

1 mpeaBapuTEIHO HATbIHEHA ABYKaMEpHa ClIpUHLIOBKA ¢ urna 23G
1 6yrano

1 TaMITOH, HAMOEH C AJIKOXO
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