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JIACTOBKA 3A NAITUEHTA

Ilpoderere BHHMATENHO Ta3H JHCTOBKA NpeAH Ja 3alo0YHere NPHJIOKEHHETO HA TOBA
JIeKapCTRo. ’
- lazere Tasm muctoBKa. Moke 1a ce HATIOXH 14 5 [IpOYeTETe OTHORO.
- AKO UMare NONBIHHTENHH BRIPOCH, C& o0BpHETE KbM Bamms NeKysans Jekap.
- Topa mexapcTBo e mpeAnycano IMYHO Ha Bac 1 He Tpsabpa fla o AaBate Ha Opyru jna. To
MOXe Jia MM HaBPEIH AOPH ¥ [a HMAart CHHINTE CHMHATOMHE KaTo BalnTte.

B ra3u ancroska:
1. Kaxso e Cetrotide 1 3a KaxBo ce H3OI3RA
2. Ilpemu ma msnmpare Cetrotide
3. Kax na ce usnomssa Cetrotide
4. BB3MOXHH HeXelaHi PeaKiyuu
5. VciaoBHA Ha ChXpaHEHHE

Cetrotide 3,0 mg nipax i pasTBOpHYEN 33 HEKEKIHOHCH pasTBOp
Cetrorelix (1rox dopmara Ha anerar)

- 9KTHBHOTO BCHIECTBO € METpopermMKke amerar 3,12-3,22 wr, paBHsBamo ce Ha 3 Mr
LETPOPETHKC.

- JIpyrata ¢BCTaBKA € MAHHTON.

- Pa3TBOpHTENST € Bo/a 33 HHIKEKIIAH.

IIprTexarer Ha paspelIeHreTo 3a ynoTpeba:

Serono Europe Limited
56 Marsh Wall
London E14 9TP
United Kingdom

ITpom3pogmren: Baxter Oncology GmbH
Diamelestrasse 40
60314 Frankfurt

Germany

1. KAKBO E CETROTIDE 1 3A KAKBO CE M3ITOJI3BA
Cetrotide 3 mg ¢ npax 3a mExexunoHex pasTrop. [Ipenmara ce B omaxopka o 1 ¢praxox.
JonsnarenHo K6M (rakoHa B OIAKOBKATA HMa:
- 1 npenpapurenso HambiHEHa CHPHENOBKA C pasTBOpuTeN (BOfa 32 WEDKEKITHH) 22
HIDKSKITHOHHA yroTpeba 33 pasTBapsiHe Ha Ipaxa BLB (akoHa.
- Ejpa uria 3a HEKEKHMU, MapKHAPaHa C XKBIT HBSAT 32 MIDKEKTHPAHE Ha BO/JA BEB (raxoHa 1
H3TETIAHE Ha [I0IY9eHHA Pa3TBOp OT (IaKoHa.
- Enna uria 32 MEOKeKINH, MAPKMPaHa ChC CHB IBAT 32 HRKCKTHPAHS Ha PasTBOpa, =
- JlBa TamMIIoHa 32 TOUMCTRAHE, HAOEHH CHC CIIMPT. W "":?\.,\\\
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Cetrotide 3 mg uHxubupa edeKTHTE HA ECTECTBEHMS XOPMOH, HapedyeH XOpM f}{_tbpaeﬁ’oxgd’samg\
myrenrusupanms xopmor (LHRH = luteinising hormone releasing hormone). [LHRE s peryinip
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CCKpenmiATa Ha JpPyr XOPMOH, HapedeH JyTeMEm3upami Xopmon (LH), KO{IT-O, %f\npe;ggg.lmma_a & /
L) e e

T
T

e

OBYTAalsl II0 BPpeMe Ha MEHCTPYAIHS UKL N Q?f:;;\»-f/ ey

S5

\w




Cetrotide 3 mg wEXEOMpa NpeXACBPEMEHHAT2 OBYIALHA, KOATO ¢ HEXENATENHa 0 BpeMe Ha
XOPMOHAIIHOTO JICYCHHE 32 CTHMYNHpane Ha SHYHMIHTE, THIH KaTo CaMO 3penuTe AHIEKIeTKH ca
TOfHH 32 ONUIOMKIAHE,

TepaneBTHIHH MOKA3ARHA

Cetrotide 3 mg ce m3mon3Ba 3a mpemmasBaHe OT HpE&XASBPEMEHHA OBYIanus IO BpeMe Ha
KOHTPOJIMPAHO CTUMYIHPaHE Ha ANTHAINITE, HOCHEABARO OT B3eMAaHe Ha AHTIEKNETKA H IPHATAHe
Ha TIOMOINHY PEeNPOTYKTHBHH TEXHOIOTHH.

B xummmysu npoyysanusa Cetrotide 3 mg e u3monzsay ¢ 9oBemKy MeHOIIay3aneH rOHaNOTPONIHEH,
(HMG) obade orpaHHYeHHIT OMHT ¢ peKOMOMHAHTEH domuxynocTrMympan xopmor (FSH) e
noxasan nopodua eduxacuocr. HMG » FSH ca xopMonu, Bojema A0 y3psBane Ha AHIKICTKATA.

2. IPEAA JA A3110JI3ABTE CETROTIDE

He Tpadea na m3nomspare Cetrotide 3 mg :
* AXO Ce aNepruvHE KbM NETPOPENHKC aleTaT, MAHHTON HilK eK30TeHHY e THTHI XOPMOHH
(nexapetsa, cxomuu ¢ Cetrotide 3 mg)
¢ Ilo Bpeme Ha GpeMEHHOCT ¥ KEpMEHE;
Ilpu Beue HacTHIHIA MEHOTAY3A;
¢ AKO CTpajaTe OT YMEDEHO TEXKA DM TEXKA dopma Ha 6BOpeYHO HIH YEPHOZPOGHO
3abongmane

Ipepnasum Mepxu npu ymorpeba

CrennanHo BHEMaHWE TPSOBA N2 ce OOEPHE Ha JKEHHM C aKTHBHO anepruvao 3abonspane WL ¢
AHaMHCCTHIHYE JAHHH 32 anepryus. Baxwo e ma wadopmupare Banmms mekap axo mMare BAKaxsa
aneprud, Thil karo mewennero ¢ Cetrotide me ce IPETIOPBHBa IPH KEHH C TEKKH alepriidHu
3abongBanus.

o BpeMe Ha mm cen XOPMOHAIHA CTHMYNANMS HA SHYHHIATE MOXE f2 BEL3HHKHE CHHZEPOM Ha
CBPBXCTUMYNANHS Ha AHYHANHTE. TOBa & CBBP3aHO ¢ IPOLEypara 32 CTEMYJIAYS Ha SHIHALATE C
FOHANOTPONHHH (XOPMOHH, IIPSIH3BHUKBAIIY Y3PSIBAHETO HA siniexnerkara). MndopMarnusa otaocHo
CHMITOMMTE M IIOZXOAIIATE MEPKH MOXE Ja HAMEDHTE B JHCTOBKATA Ha HNpelHMCcaHHi Bx
TOHAOTPOIMHOB IIpenapat.

Hoznmomaranero Ha nyTeanrara dasa (MapKa 3a IOANOMArade HA HACTHIBAHE Ha OpeMeHHOCTTA)
Tpsi0Ba Jja CE HIBPIIBA B CHOTBETCTBHE ¢ IPAKTHKATA HA MeIUITHHCKHS LEHTED HO PEIPOXYKIHL.
Ao cera mMa orpanFdgeH OnMT ¢ Ipuiaraneto Ha Cetrotide 3 mg IpH IIOBTApsAA C& PONeAypa 3a
CTHMyNHpPaHe Ha SIYHMIMTE, TOpafH KoeTo Tpabasa ma mamonssare Cetrotide 3 mg B TaKupa
TIOBTAPAIIH €& LUK, CaMo Clie]| BHUMATCIHA IIPENeHKa Ha BaIIAs jiexap 0 OTHONIEHHE Ha PHCKa
H TI0JI3aTa. :

BpemensocT B KhLpMeHe
He tps6ea na uznonseare Cetrotide 3 mg axo cre GpeMenHa wilg ce CHMESIBATE Ye CTe 3abpeMeHsIa

HIIH aKk0 KbppMHTE.

IMModupane u paGora ¢ MAITHAN. . P
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Ho cera maMa mamsm Cetrotide 3 mg pma Bromasa crocobHOCTra Bu 3a mo@npyp—'g\{pa%a » [ON
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Ymorpeba Ha Apyru Jexapersa
Momnst, undopmupaiite Bamus nexap axo BzeMate WIH HATIOCTEIBK CTE B3EM

TIeKapCTBa, pa3sNu4Hy OT TE3H, KOUTO ca By npeanncany. \\2? . Ry
A At

Bk

2



OmuTay npoyuYBaHHS NOKa3Bar, Ye B3aUMOREHCTBHS C IEKapCTBa, KOHTO Cc€ MerabonusupaT B
9epHAS Apo6 ca Manko BepostHH. Obaye BEAMONKHOCTIA 33 B3aHMOIEHCTBHA C YECTO H3IION3BAHA
JICKapCTBEHHM IIPOJYKTIH HE MOXE Aa C& W3KITFOYH HaIThJIHO.

3. KAK IIA CE M3HOJI3BA CETROTIDE
Kaxeo xoamgecrso ot Cetrotide Tpsitea aa ce HPHAAra 1 KOOKo 3ecro?

Hs6poenuTe ImpenopsKe ce otaacat 3a Cetrotide 3 mg, OCBEH aKO HEIHo APYTO HE € IPeXNHCAHO OT
Bammsg neaxap. Mons cemogasaiite Tesu HHCTPYKHVH 32 IPUIOXKCHME, 32 Aa MOXe Ha ce
nosmmgeTe Onaronpustro ot Cetrotide 3 mg,

Ceappxanrero Ha 1 ¢makon (3 mg Cetrorelix) TpsiGa 5a ce mpHmOXH Ha 7-us HeH OT
CTHMyJAlEsTa Ha siqHumTe (IpubmusuTento 132 mo 144 yaca cien BagamoTo Ha CTHMYHAOHL HA
AHTHAINTE) C YPOTOHANOTPOIHEY HIH PEKOMOHHARTHHN TOHAOTPOIHHH.

Epunnyna foza ot Cetrotide 3 mg somu 5o IPOABIAMTEIHOCT B IEPHOAA HA NEHCTBHETO OT IOHE
4 mau. Axo pactexa Ha QONHKYNA He NO3BONIBA HHAYKIMSI Ha OBYJNAHHA Ha S5-MA NeH clel
HEKeKTHpareTo Ha Cetrotide 3 mg, TpabBa fa ce IpHIOKY SONEIHATETHO 1O 0,25 mg cetrorelix
(Cetrotide 0,25 mg) penaei Ha Aen, 3anouBaiixy 96 waca cex mHxexTEpanero Ha Cetrotide 3 mg
710 [IeHS Ha MEIYKIAT Ha OBYJIAN.

Kax Tpn6Ba na ce apuaara Cetrotide?

ITepeara mmxexuus Cetrotide Tpatea na ce H3BBPINM. IOK JIeKapcko HabmomeHre. Bue Moxe ma
TIPOXRDKHTIC  caMM N2 II0CTaBiTe MEKCKHUWETE, IPH YCIOBHE e CTe GHJa NpeiyrpeneHa OT
JICKYBAIYLT JIeKap 32 CHMIITOMHTE M IIOCIE[CTBHATA OT EBEHTYANHA amepTHaHa peakius H 3a
HyXHaTa OT He3aDaBHO leyeHHe,

Cetrotide 3 mg e npenpasHaveH 3a TOTKOKHO HPHTIOKEHHES B ONHATA JacT Ha KOPEMBATA CTeHa, 3a
IPEATIOYATAHE OKONO HbIA. N
PasrBapsiite mpaxa ot ¢uaxona Cetrotide 3 mg camo ¢ BOJATA, CHIABPKAMIA C& B MPEABAPHTENHO
HabJIHCHATA COpHHIOBKa. He npunaraiite pastsop ma Cetrotide 3 mg aKo ToH CHELPKA BHIEMHA
JaCTHIH HIH He ¢ OHCTED.

Ipena cavm pa npaaoxnare Cetrotide 3 mg, mpoveTere BHUMATE/IHO CASAHATE HHCTPYKIIHN:

1. Hsmmiite pruere cu. MHEOTO & BayxHO peiiere Bu B BCHYKH IipeIMeTH, KORTO H3HOA3BATE 1A
Ca BBE3MOXKHO Hal-qHCTH,

2. IlocraseTe Ha 4HCTA NOBEPXHOCT BCHUKO, OT KOETO Ce HyxpaeTe (efuH (IaKoH, exHa
TPCABAPHTENHO HAIBIHEHA CIPHHIOBKA, €XHA HHKCKIHOHHA WIIA, MADKADAHA C JKBIT
UBAT, €1Ha HHXCKIHOHHA HINA, MAPKHpaHa ChC CHB IIBIT U 1Ba TAMIIOHA, HAIOEHH CHC
CIIHPT).

3. Orcrpasere rnacTMacopata Kanadxa Ha (naxoma. [lowncrere anymmamesms IPECTEH M
TYMEHUST NIPEANA3UTEN C HAIIOSHHS CBC CIHPT TAMIIOH.

4. Bzemere wurnata, MapkumpaHa C JKEITO M 5 H3BajeTe OT ONAKOBkara, BseMere

IIPSABAPHTENHO HABIHEHATa CIPHHIIOBKA M OTCTPAHETE OTIAKOBKATA. CHO}I(_/@;E&iK%‘I?IETa%Ha
e
CIPHHIIOBKATA M MAaXHETe NpeasHTeliT Ha UIiaTa. TR T

2

¥

T e ST
g ek LAY
- ASTI P

5. Ilpoxapaiite mriara npes HeHTEPa HA CyMEHHS IpeauasHTeN Ha (uaKgHe:
Pa3TBOPHTEN BEB (ilakopa KaTo GaBHO HaTHCKATe GYTATOTO Ha CHPHHITOBK
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6. He Bagere crnpurnoskara ot dbiaxona. Bauvaremso paskiarere QuaxoHa [0 IONydaBaHe
Ha OuCTBp pa3TBOp, Ge3 yraiiku. H3Gsrpaiite 00pa3yBaHeTO Ha MeXypdera IO BpeMe Ha
PasTBapsAHETO.

7. Msternere nanoto chabpikanue Ha QHakona 00paTHo B CIPHHEIIOBKATA. AKO OCTaHE PA3TBOD
BBB (aKoHa, oGBpHETE IO HAZONy ¥ H3IbpIaiiTe HaBbH HWIVIATA, TaKa 9e OTBOPBT I Ia
OCTAHE B CaMuA ryMEH NpeAnasuten. AKo Iiefate oT CIpAHATA HA OTBOPA B IpeANA3HTEN,
MOKETE fla KOHTPOIHPATe ABHMCHUETO HA MINATa W Ha TEUHOCTTa. Baxuo € 1a maTermute
HAIaTa TEIHOCT OT (BIaKoHa,

8. Maxnere wmrumara oT CIPHHIIOBKATA ¥ OCTaBETe CHPHHIOBKATA. BaemeTe mriara 3a
HEDKEKTHpaHe, MapKHpaHa ChC CHBO M MAXHETe ONAKOBKAaTa i. 1lOCTABeTE WINATA Ba
CHPHHIIOBKATA ¥ OTCTPAHeTe MPEAIA3HTENs Ha HrilaTa.

9. OGEpHEeTE CNpUHIOBKATA HATOPE M HATHCHETE OYTaJIOTO F[OKAaTO He H3IBBaT BCHYUKH
BB3yINHA Mexypyera. He nokocpaiite urnara u me s mommpaiite 1o KakBmTo B 1a GuI0
HNOBBPXHOCTH.

10. Mzbepere MaCTO 32 HHKEKTHpPAHE B HOMHATA YacT Ha KOpeMHATa CTeHa, 3a IPeAIOuHTaHe
OKONO wHNa. BseMeTe Npyrus, HaNOEH CHC CITAPT TAMIOH H HOUHCTETe KOXKATA HA MICTOTO
32 HHKeKTApane. XBaneTe CIPHAETIOBKATA C SHA PHKa, a ¢ JPYraTa BHAMATETHO 3alTHIIeTe
TBHKA OT KOXATA OKOIIO MACTOTO 32 HHKEKTHpaHe ¥ 3aApBKTe 3PaBo.

11. XBaHeTe CHPHHIIOBKATA KATO MOMUB M BKapaliTe Hobpe HINaTa B KOXara IOX BIBI oT 45
Ipanyca.

12. Cnen xaro BKapare uriara B KOXKaTa, OTIYCHETE IPHIHIIAKATA KOXKa,

13. HaruckatiTe Gytanoro mwrapHo. B ciyyaii ge ce mossy KpPEB IPOXBIDKETE KaKTO € OICAHO B
TOuka 14. AKo He ce HOSBH KPBB HIDKEKTHpAHTE 62BHO Pa3TIBoOpa XaTo INABHO HarHCKaTe
0yTanoTo Ha CHpHHHORKATA Hagony. Cliel Kato HIKCKTHPATE HANaTa TEIHOCT, BHAMATEIHO
H3BAZIeTe HITATa K JIEKO NPHTHCHETE MACTOTO ¢ HAHNOEHHS CBC CHHPT TAMINOH. M3Bamere
HITiaTa YIOK CHINKA BI'EN NOJ KOHTO CTe st BKapany.

14. Axo ce mOSBE KpEB, M3BAXETE WINATA CBC CHPHHLOBKATA H JIEKO IIPUTHCHETE MACTOTC Ha
HEOkekTHpane. He usmonspaiiTe IoBeYe TO3M pa3Teop, @ M3MPAsHETe CIPHHLOBKATA B
MUBKara. 3aIodHere OTHAYAN0 OT Touka 1.

15. MsnonsBaiite wriute W CHPUHNOBKHTE CAMO BENHBIK. Benpara cien WHEMXKeKTHpaHETO
H3XBEDNICTE UITIATE H CHPUHNOBKUTE (MOCTABETE OTHOBO HIVIATE B IIPEANAsHTEIHTE 32 4a
H30ErHeTe HapaHaABaHus), : .

B ciuyuait e mprutosxure nopewe Cetrotide oTioaK0TO 61 TpROBaIO0:

IIpenosmpanero ¢ Cetrotide 3 mg Moxe #a foBexe [0 YIBIKABAHE IEPHONA HA AeHCTBHE, HO

HiAMa BEPOATHOCT Jia JFOBERE N0 OCIpH ToKcuuHH edexts. [lopama Tosa B ciydai Ha

NIPEOSUPAHE HE Ce M3HCKBA B3EMAHE Ha CIISLAIHH MEPKH.

B ciyuaii we 3a6papure na npmaoxure Cetrotide:

Axo cre 3abpasmii na npunoxute Cetrotide 3 mg, He3abaBHO ce 0OBpHEY
JIEKAp 3a CHBET.

4. Bb3IMOXHU HEXXEJAHM PEAKIIUI




KakTo Bewaxy nexapersa, Taka 1 Cetrotide Moxe I3 OPCAM3BYKA HEKESAHN PEaKIHi.
Jlexm W IpeXONHM peaKIMH MOTAT A2 Ce IONBAT HA MICTOTO Ba HHEKEKTHpaHe, KaTo
3auepBABane, CHPOeX U HOMYBaHE,

VimMa cpro6menus 3a pefKu CIIy9al HA TEXKH reHEPATH3HPARH alCPTHIHH PeaKI(HH.

B penxu cnyyaum ce crofmasa 3a OOIH HeXeIaHm Peakilid XaTOo rajeHe ¥ riaasobomie. B
IONBIHEHUE € HAONIOZABAH eIMHHYCH CiydYail Ha NPYPHTYC IO BpeMe Ha JEWeHHE C
Cetrorelix .

Ilonsxora, cTHMynupameTo Ha SHYHHUHTE C TOHAFOTPOIMHK (XOPMOHY, HpPeRU3BEKBAINY
Y3PABAHETO HA JHNEKNCIKYE) MOXEe Ja JOBeAC AO TAKa HApEUeHus CmampoM Ha
Ceprexerumynanus pa Sifanunare (CCH). CammroMu xaTo KopeMHa Oonka, HampexeHwe,
TajCHe, IIOBPBINAHE, JUADHS U 3aTPYMHEHKS B JMINAHETO MOTAT fia ca MHmHKaTopy na CCSL
HesabaBHo un(pOpMupaiite Bauus nexap B ¢iIydali, we AMaTe TAKHBA CHMITOML,

B cayqaii ye sabenexute KakBHTO ¥ [ A HEKENAHy e(eKTH, KOUTO HE ¢4 CIIOMEHATH B TA3H
THCTOBKA, MOJIL HH(popMupatite Bammms iexap.

3. YCJIOBHSI HA CbXPAHEHUE

Ja ce cexpaHsBa Ha HENOCTHIIHO 3a AElla MACTO.

Ha ce cexpansBa npu Temueparypa nox 25 °C.

Cexpaussalite diakoHa B KapTozeHaTa KYTHS, 32 Ja IO [PEAsHTE O CBETIHHA.

IlpaxbT BEB GUaKoHa i PasTBOUTENAT B CIPHHNOBKATA HMAT CHH U CBIIl CPOK Ha T'OIHOCT.
Toit e oTneuaran pa ernkernTe ¥ Ha KapToReHata Kyrus. He namomssaiite Cetrotide 3 mg clexn
IOCO9eHAaTa JaTa.

Pa3TBOpET TPs6Ba N1a ce H3MOJ3BA BERHATA CIIE] IPHIOTESHETO MY.

He msnonsgpatite Cetrotide 0,25 mg axo Gsmara cyGeTannms BLB hIaKoHa € XIPOMEHHIIA CBOS
UBAT I aKO NPUTOTBEHHA ¢ PA3TBOPMTEN HEKEGKITHOHEH PasTBOP HE € GHCTHD H Ge3lBETeH
HUIH aKO ChIBPXKA YACTHIH.

B ciy=ait Ha NONBAHATETHN BRIPOCH, ce o6pbInaiiTe koM Bamus Jexap.

ocneana akTyanusanus Ha AHCTOBKATA
tOmu 2004




