LvoFley
—zs370 100 1

JIncroska: undpopmanus 3a NanHeHTa

Jerposoa Nucleus 2,5 mg GpuiAMHpaHn TabaeTkn
Letrozol Nucleus 2,5 mg film-coated tablets

Jletposon/letrozole

Mpouerere BuUMaTeHO UsTATA JIHCTOBKA, NPeJH 12 3an04HeTe 12 ipHEMAaTe TOBA JIeKapPCTBO, Thii
KATO TH cbabp:ka BaxkHa 3a Bac HHpopManus,

- 3anasere Tasu nuctoska. Moske /14 HMaTe Hy/1a J1a f IPOYETETe OTHORO.

- AKO HMaTe HAKaKBH J0MbAHHTE 1 BIpocH, monuTaiite Bawus nexkap unn (bapmauesr.

- ToBa nekapceteo e npeanucano JH4HO Ha Bac. He ro npeotcrsngaiite na Apyru xopa. To mosxe na

KakBo cbabpxa tasu ancroska
Kakgo npencrasnsisa Jletposon Nucleus u 3a kakso ce H3M0/13Ba

1.

2, Kakso tpsab6ea na 3HaeTe, npejx 1a npuemMeTe Jlerposon Nucleus

3. Kak na npuemare Jletpozon Nucleus

4. Bb3mosknu nexenann peakinu

5. Kak na cwxpauspare Jletposon Nucleus

6. Cobabpkanne Ha onakoskara 1 AOMbAHHTENHA HHDOPMaLs

1. Kakso npencrapasisa Jlerpozon Nucleus u 3a kaxso ce H3M0JI3B2

Kakso npeacrasassa Jlerposon Nucleus u kaxk neiicrsa
Jletpozon Nucleus Cb/bpiKa AKTHBHO BELECTBO HapeueHo JeTpososn. Jlerposon cnaaa kbm rpynara

3a kakBo ce m3no3Ba Jlerpo3oa Nucleus
Jletpo3son Nucleus ce usnonssa 3a JICUCHHE HA paK Ha I'bpaTa NpH xkeHu cien MeHonay3a, T.e. ciies
CIIHPaHEe Ha MEHCTPYAIHUS LHKBII,

TaMokcHpen. Jlerpozon Nucleus ce H3M10/13Ba CHILO M 3a NpeoTBpaTsBaHe pasnpocTpaHenneTo my B
APYTH HacTH Ha TANOTO NPH NALHEHTKH B Hanpeaxana gasa Ha 3aGonspanero,

AKO HMaTe BLIPOCH OTHOCHO Ha'iMHa Ha neficTtue Ha Jletposzon Nucleus unn 34110 T
peanucano, nonuraiite Bamus nexap.
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2, Kakso Tpa6ea aa 3naere, nipexu na npuemere Jlerposoa Nucleus

Cre/ipaiiTe BHHMATENHO BCHUKH Ykazanus Ha nekaps. Te morar na ce pasanuagar or o6mara
HHOPMALHS B TA3H THCTOBKA.

He npremaiite Jletposoa Nucleus

- 4KO CTe aNePrHHH KbM NIETPO30M WIIH HAKOA OT OCTAHANIMTE ChCTABKH HA TOBA JIEKApCTEO
(n30poenu B TouKa 6); :

- KO BCE Ol HMaTe MEHCTPYaeH WHKDJL, T.€. AKO HE CTE MHHANK NMepHoia Ha MeHonay3a;

- aKo cTe DpeMenHa;

- aKO KbpMHTE,

AKO HAKOE OT Te3H YCOBHS Ce OTHACS 10 Bac, ue npuemaiite Tona JAEKAPCTBO H ce MOCLBETBANTE ¢
Bamuw gexap.

Tpeaynpe:xaenns n npexnaznu MepKH

I'oropere ¢ Bawmus nekap uu (apMauesT mpeaM ga npuemere Jlerposon Nucleus:

- ako cTpanate ot Texko ObOpeunc 3abonasane

- 4KO MMaTe TeXKO YepHoAPoGHO 3a6onnBaHe

- KO CTE MMATH OCTEONOPO3a HTH PPaKTYPH HA KOCTHTE (BHxre, [Tpocnenssane mo Bpeme Ha
nedenne ¢ Jlerposon Nucleus” B Touka 3),

AKO HAKOH OT FOPHHTE ChCTOAHHS CE OTHACKT Ao Bac, o6bprete ce kM Bamns Jaexap. To# we pieme

TOBa 0]l BHUMaHHE NPH Nevenneto Bu ¢ Jletposon Nucleus.

Jletpo3on moxke ja npuuuHH BL3NANEHKE Ha CYXOKUNUATA UITH YBPEXKIGHE HA CYXOKHIUATA (BHKTE
Touka 4). [Ipu Bceku npu3nax karo 6071ka HIIH OTOK Ha CYXOKHITHE — OCTABETE B nokoif Gonesnenara
obnact u ce cebpxkeTe ¢ Bamus Aekap.

HAeua u onomn (mog 18 TOJMHH)
Tosa nexaperso ue TpaGsa aa ce NPHEMA OT JIela U FOHOMIH,

IannenTu B cTapuecka Bb3pacT (Ha 65 n nosewe roakHm)
[lannenTty Ha 65 1 nosede rogMHK MOTaT Aa IPHEMAT TOBA JIEKAPCTBO B ChILATA JO3HPOBKA, KAKTO IOpH
APYTHTE Bb3PAcTHH,

Apyrn nexaperea u Jletposoa Nucleus
TpsabBa na kaxete Ha Baums Jlekap Wi thapManesT, ako NpHEMaTe/H3N0N3BATE, HACKOPO CTE
PHEMATH/U3NON3BATH HIIH € BBIMOXKHO N2 NMPHEMETe/H3NON3BATE IPYTH JekapcTaa.

bpemennoct, kbpmene u pepruanTer

- Tpabea na npuemare Jierposzon Nucleus CaMo, axo ¢Te MUHANH NepHoAa Ha MeHoRay3a. Bee nak,
Baumat nexap tpabsa na o6enmi ¢ Bac HeoBX0OMMOCTTa OT H3NoA3BaKE Ha edHKacHH
KOHTPALETTHBHH MEPKH, Thil KaTO € BBLIMOKHO 1a 3a6peMeHeeTe 1o BpeMe Ha feyenne ¢ Jletposon

Nucleus.

- Jlerposon Nucleus e Tpabsa aa ce NPHEMA 110 BpeMe Ha BPEMEHHOCT M KbpMeHe, Thil KaTo Mose
Aa yepeaH Baweto 6e6e.
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Illogrpane n paboTa ¢ MalIHuK
AKO YyBCTBATE 3aMafHOCT, YMOPA, CbHNMBOCT WITH 00O HEPa3nonoxeHue, He woupaiTe H He
H3T0/I3BAITEe HUKAKBH MHCTPYMEHTH WJIH MALIMHK JOKATO ChCTOAHHETO BH He ce HopMalH3Hpa.

Jetrposon Nucleus enabpixa nakrosa
Jletpozon Nucleus cpabpxa naktosa (MiaeuHa 3axap). Ako Bamuat nekap Bu e kazan, ue umare
HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBbPXKETe Ce C Hero npeau Aa MpHeMeTe ToBa IEKapCTBO.

JleTpo3ox Nucleus cbabpaa uaTpnii
Tosa nekapcTBo Chabpka No-Maiko or | mmol Harpui (23 mg) Ha hHIMHpaHa TablieTka, T.e. MOXKE 1a ce
icae, 4e NPAKTHYECKH He ChIbPAKa HATPHIA.

3.  Kax na npuemare Jlerposoa Nucleus

BuHary npueMaiite ToBa nexapcTBO TOHHO KakTo Bu e kazan Baiuug aekap uau dapmauent. Ako He cTe
CHIYPHH B Helo, nonuraiite Bamug nexap unu dapmauesr.

[TpenopbunTenuaTa no3a e easa tabnetka Jlerposon Nucleus Beanex Ha aeH. [puemsT Ha Jletpozon
Nucleus no enno u ceio BpeMe Ha aeHA we Bi noMorie fa 3anoMHATE Kora TpsGea aa cu B3eMeTe
TabneTkara. -

TabGneTknte TpabGBa Aa ce r'bATAT LENH, ¢ Yallla BOAA HITH APYTa TEYHOCT H MOTAT 114 Ce MPHEMAT ChC HITH
6e3 xpaHa. ' :

KoJjxo qbaro Tpabsa aa ce npuema Jlerposon Nucleus _

Itpuemaiite Jletposon Nucleus BcekH aeH TOUHO KakTo BH e kasan nekapat. Moxe aa ce Hanoxu aa ro
npHeMaTe B POIb/DKEHHE HA MECELIH HITH JaXe TOJMHA. AKO HMATe BBNPOCH, CBLP3AHH C
NpOALIDKHTETHOCTTA Ha NpHeMa Ha Jletposon Nucleus, nonuraiite Bawus nexap.

[IpocnensiBane HA ¢LeTOAHHEETO BH no BpeMe Ha sieuennero ¢ Jlerpozon Nucleus
Togsa nexapcTeo TpabBa Ja ce MpHEMa NoJ CTPOT JEKAPCKH KOHTPOIL. BamusT nexap e ciegn peaoBHo
CbCTOARKETO By, 3a fa npeuenn gany neveHHETO HMa e(ekT.

Jlerposzon Nucleus Mose 1a NPHYMHU HITHHABAHE HA KOCTHTE MJIH HAMAJIABAHE H@ TAXHATA [IBTHOCT
{ocTeonopo3a) nopagH HaMansBaHe HA ECTPOreHHTE B OpraHu3Ma. Bawmsar nekap Moske Ja noMcka jaa
HanpaBuTe H3MEPBAHE Ha KOCTHATA MILTHOCT (TPOBEPKa 33 OCTEONOPO3a) NPEAH, 10 BPEME MIIH CIEN
neveHHEeTO.

AKO cTe npHe/IH nHoBeYe OT HeoOXoaHMaTa no3a Jerpozoa Nucleus

AKO cTe npuens noseye oT HeobxoanMara ao3a Jlerposon Nucleus uisi HAKO# ApyT ciy4ailHO € B3en oT
TabaeTkuTe BH, cBbpxKeTe ce nesabaeno ¢ Bawus nexap, dapmanesTt unu ¢ 6onanua. Mokaxere
onaxoBkaTta ¢ TabneTkn. Moxe J1a ce HaNOXH JIeYeHHe,

Ao ¢T¢ nponycHalin aa npaemere Jletpozon Nucleus

- AKo e HabIHAHNNO BPEMETO 3a IPHeM Ha cneasamara Bu no3a (HanpuMep octagar 2 -3 yaca), ne
B3eMaliTe MpomycHaTaTa o34, a 4 IPONYCHETE U B3eMeTe cleaBallaTa qo3a B obH4aiinoTo BpeMe .

- Bb3MOXKHO € CbULO N3 B3eMETe 103aTa BEIHArA ILIOM Ce€ CETHTE, a CJIE/ TOBA Ja IIpHeMeTe
caeapauiata Tabnerka B o6uuaiHOTO BpeMe.

- He B3emaiite npoifHa 103a, 3a 1a KOMNEHCHPATE NPONYCHATAaTa A034.
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Axo cTe cnpean npHeMa Ha Jlerposoa Nucleus
He cnupaiite npuema na Jlerpozon Nucleus, ocsen ako Bawuat nekap He Bu ro Ha3naum (BHkTe Touka,,
Kouko Bpeme TpsidBa aa ce npuema Jlerposon Nucleus™),

AKoO uMaTe HAKAKBH NOMbIHHTEIHY BLIIPOCH, CBBP3aHH ¢ yNoTpebaTa Ha TOBA IEKAPCTBO, MONUTaiiTe
Bawms nekap unx papMauesT.

4. BLIMOXKHH HeKeJIIHH peaknne

KaxTo BCHYKH nekapcTBa, TOBA JEKAPCTBO MOXKE Ja NPEAH3BHKA HEXKENAHH PeaKLHH, BBIPEKH Ye He
" BCEKH I'H nony4aed.

[ToseueTo HexenaHu JICKAPCTBEHH PeaklHH €a JICKH 10 YMEPEHH H 00OHMKHOBEHO H3YE3BAT CNe HAKONKO
JHH 0O HAKOJKO CEAMHIIH JTCUYCHHE.

Haxou ot Hexxenanure peakUHH KaTo rOpeilH BbJIHH, KOCOMaa Wil BArHHA/IHO KbpPBEHE, MOraT fia c€
ABJKAT HA JIHIICA HA €CTPOr€HH B OpraHH3Ma.

He ce FpeBOMKETE OT TO3M CMMCHK HA BH3MOXKHM HEXeNaHn peakliuy., Te MOXe /la He Ce POABAT npH Bac.
HAKoH 0T HeXeIaHUTE PEAKIAN MOTaT Aa ObJaT cCepHO3HM:

HeuecTn (Morar aa 3acernat a0 1 Ha 100 mauueHTH)

- cnabocT, napann3a wik 3aryba Ha 4yBCTBHTENHOCT Ha HAKOA YacT OT TANOTO (NPEAMMHO Ha
PHUETE WK KpaKaTa), IMNCa Ha KOOPAHHALHS, Ta/IEHE, HIIK 3aTPYIHEHHS B rOBOPA K JHIIAHETO
(pH3HAK Ha MO3BYHO CMYLIEHHE, HANPHMEP HHCYAT),

- - pHe3anHa cTarama 6onka B repauTe (MPH3HAK 3 ChPAEYHO HapyUISHUE);MOAYBaHE H 3a4epBABaHe
110 XO/ia Ha BEHATA, KOATO J1a € YyBCTBHTENHA M JaKe GonesHeHa IIPK AOMHP;

- MIOBHIIEHA TEMNEPATYpa, BTpHcaHe ik adyTH B ycTaTa mopajH HH(eKUns (unca Ha Genu KpbBHY
KIIETKR); '

- TEXKO H TPaiiHO 3aMBrisBaie Ha 3PEHHETO;

- BB3MANEHHE HA CYXOKUIKE MM TAKA HAp. TEHAMHHT (Bb3MaNeHHe Ha CheAMHHTENHATA ThKaH,
Ype3s KOATO ce NPUKPenBaT MYCKYJIHTE KbM KOCTHTE).

Penkn (Morar ja 3acernar 1o 1 ua | 000 naunenTw) _

- 3aTPYAHEHO THLIAHE, 6OMKa B IbPAUTE, NPHNATLK, YCKOPEH ChPACYEH PHTBM, CHHKABO
OlBETABAHE HA KOXATA WIIH BHE3aNHA GONka B pbKa, KpaK WM CTHOAIO (IPH3HALM, KOHTO
MOKA3BAT, Ye MOXeE 13 ce € 00pasyRan KpbBEH ChCHPEK),

- Pa3KbCBAHE HA CYXOXKHIIHE (CbeIHHHTENHA ThKaH, YPE3 KOATO CE MPHKPENBAT MYCKYJIHTE KbM
KOCTHTE).

AKo 330e/1e/KHTE HAKOH OT HEKENAHHTE JeKAPCTBEeHH PEaKIHH, ONHCAKH 110-Tope, MOJIA YBeAOMETe
He3abapHo Bamua nekap. ’

HeoGxonumo e aa yeaoMuTe Hezabauo Baluus fekap u ako no ppeme Ha nedeHneTo ¢ Jletposon

Nucleus nabnioaaBate clieIHHTE CHMNTOMH:

- noayBaHe, ocobeHo B 06NacTTa HA JHLETO K MBPIOTO (NPH3HALM HA aNEPrHYHA PeaKLHA );

- NOXBNTABAHE HA KOKATA H O4HTE, I'ajieHe, 3aryba Ha aneTHT, TbMHA YpHHA (NPH3HALH Ha

- O0OpHEB, 2a4epBABAHE Ha KoxaTa, ofpasysaHe Ha MEeXYpH MO YCTHHTE, O4HTE WM YCTaT.
KOXKATa, TPeCKa (TPH3HALM Ha KOXKHO YBPEKIaHe).
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MHoro wecTn (Morar ja 3acersar nosede ot | Ha 10 nauueHTH)

- TOpEILH BBJIHH;

- MIOBMLIEHO HHBO HA XOJecTeposa (xnnepxoneCTeponeMua),

- yMOPpa;

- 3aCHNEHO NOTeHE;

- OONKH B KOCTHTE H CTARUTE {apTpanrus).

AKO HSIKOS OT FOPHHTE PeaKkLiK cTaHe NO-TeXKa, yaeaoMeTe Bans nekap.

Yecru (Morar ga 3acersar 1o 1 Ha 10 naiuenTs)

- KoxeH obpus;

- rnasabonie;

- 3aManBaHe;

- 00110 HepaznonoKeHNe;

- CTOMALIHO-YPEBHH HAPYIUEHU, KaTO raeHe, NOBPBILAHE, OO0 XPaHOCMUIIAHE, 3aneK, NHAPHA,

- NIOBHLIABAHE WM 3ary0a Ha aneTuT;

- O0onKH B MYCKYJIHTE;

- paspexxzane WK oTcaabBaHe HA KOCTHTE (OCTEONOPO3a), KOETO B HAKOH CyYaH BOAH A0 KOCTHH
(dpaktypu (BuxTe JIpocneassane no BpeMe Ha nedeHuero ¢ Jlerposon Nucleus™ B Touka 3);

- NOJYBaHe Ha PBIETE, JVIAHHTE, CThANATA, [VIE3¢HHUTE (0TOK);

- Jenpechs;

- NoBULLIEHHE HA TENECHOTO TETNO;

- Koconan;

- NOBHLLIEHO KPBBHO HaNATaHe (XHIEePTOHHA);

- 60IKH B KOpEMa;

- CYXa KOXa;

- BAHHATHO KbPBEHE;

- chprebneHe, YCKOPEH ChpAEYeH PHTHM;

- CKOBAHOCT HA CTaBHTe (apTpHT);

- O0NKa B TbpAKTE.

AKO HAKOA OT TOPHHTE PEAKIIMH CTaHe Mo- Texka, yeeaomete Bawus nexap.

Heuecrn (Morar aa 3acersar go | Ha 100 naunenTy)

- HapYLUEHHUA HA HEPBHATA CHCTEMA KATO TPEBOXKHOCT, HEPBHOCT, Pa3/\PasHUTEAHOCT, ChHAHBOCT,
HApYLIEHHA Ha NaMeTTa, CEHAHBOCT, 6e3ChHHe,

- GoJKa MM YYBCTBO HA ITapeHe NO PBLUETE H KMTKHTE (CHHIPOM Ha Kapnanum KaHan);

- HApYLIEHA YYBCTEMTENHOCT, 0COBEHO NIPH JOTIHD;

- HapYLIEeHHSA Ha OKOTO KaTo 3aMbINIEHO 3PEHHE, OUHO JpPAa3HEHE;

- KOKHH HapylIeHHH, KaTo chpbex (ypTHKapHa);

- BATHHANHO TEYEHHE WIH BATHHAIHA CYXO0TA,

- Goiika B TPBOBUTE KIE3H;

- NOBHLIEHA TEMNEPATYpPa; :

- WDKIA, HAPYLISHHE Ha BKYCa, CyX0Ta B yCTaTa;

- CYX0Ta Ha JIMTaBULNTE;

- NOHHEHHE HA TeNeCHOTO Tero;

- HHOEKLHA Ha MHKOYHHTE ITBTHILG, NO-YECTO Y PHHHPAHE,

- KALIHLA;

- NOBHLIEHH HHRA HA EH3HMHTE;

- NOXLITABAHE HA KOXKATA H HA OYHTE;

BHCOKH HHBA Ha 6MNHpYOUH B KpLBTa (IIPOAYKT, KOHTO ce 06pa3ysa NpH pa3najaHe Ha YEPBEHUT -
cnerx). TN
' TR

BG/H/0144/001/I1A/005



C Hen3BecTHA 4eCTOTA (YECTOTATA HE MOXKE J1a CE YCTAHOBH OT HAIMYHKTE JAHHH)
- TPHIEP NPECT - 3a00NABaHe, MPH KOeTo BalllMAT NpBCT HIK NAJeU Ca B CBHTA MO3HLHA, KATO NPH
HATHCKAaHE Ha CMYCBK)

AKO HsK01 0T 130poeHnTe peaKLHH CTaHe No-Texka, yseaomere Bawna nexap.

CrobmaBane Ha HelKeIAHK peakuuy

AKO NONY4HTE HAKAKBH HEXENAHH JIEKAPCTBEHH PeakUnH, yBeaoMete Bawua nekap HilH papMaiiesT.
ToBa BKIO4BA BCHYKH BB3MOMXKHH HEOMHCaHH B Ta3H JIMCTOBKA HeXeNaHH peakuuy. Moxere Cbino Ja
chOOIIMTE HEXETAHH PeakLiH JUPEKTHO ypes M3MbNHNTENHA areHIMa Mo nekapcTeara, yi. ,JdamMan
[pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg. Kato crobuiasare nexenaiu
PEAKLHK, MOXETE Aa JafeTe CBOS MPHHOC 33 NONYYaBaHe Ha NoBeYe MHPOPMALIHA OTHOCHO
Oe3onacHOCTTa HA TOBA IEKAPCTRO.

5. Kar ga coxpanssate Jerpo3zon Nucleus
Ja ce cpxpataBa Ha MACTO, HEJOCTBNHO 33 Aela.
To3u nexapcTBed NPOAYKT HE H3HCKBA CAELHANHH YCI0BHA HA CLXPAHEHHE,

He n3non3saiiTe TOBa NeKapCTBO Cl1e/l CPOKa Ha FOAHOCT OTOENA3aH BEPXY ONHCTEpa H KapTOHEHara
KyTHa cned I 'oaeH 10”. CpokbT Ha FOAHOCT OTroBapd Ha MOC/EAHHA €H OT NOCOYEHHA MeceLl.

He u3xXBLpASHTE J1IEKAPCTBATA B KAHATM3AUHATA UK B KOHTEHHEDA 33 AoMAINHH 0TnaablH. [onwnTaiite
Bamusa ¢apMaiesT Kak 12 H3XBLPIISTE IEKAPCTBATa, KOHTO Beue He H3Mon3eate. Te3u MEPKH 1ue
CNOMOTHAT 3a ONa3BaHE HA OKOJIHATA Cpeda.

6. CoabpkaHue HA ONAKOEKATA H AONLJIHHTEAHA HHpOpMaKus

Kakeo ceabpxa Jlerposoa Nucleus

- AKTHBHO BEWIECTBO: AeTpo3oi. Beska dunmupana Tabnerka cbhabpska 2,5 mg netposol.

- JIpyTH CbCTABKH: NAaKTO3a MOHOXHIPAT, MHKPOKpPHCTaNHa ueaynosa (E460), npexenatHHH3HpaHo
LapeBMYHO HHIISCTE, HATPHER HHLIECTEH IAMKONAT, MaTHE3HEB CTeapaT (E572), , xoaouaeH
cunuiues aroken (E551). Cueraskite Ha TabneTHaTa o6BHBKA ca: Makporod, Tailk (E553b),
xunpomenosa {(E464), Tutanor arokcka (E171), xwnt xenesen okenn (E172).

Kaxk warnexna Jlerposoa Nucleus n KAKBO chAbpP3Ka ONAKOBKATA
TabnetkuTte JleTpo30a ca ¥ bNTH, GUIMHPAaHK, KPLIIH TAONETKH, ¢ AMaMeTsp npubnusutento 6,1 mm, ¢
naamic L900 ot eanara crpana 4 2,5 mg ot apyrara.

Jetposzon ce npeanara B Gaucreps no 10, 28, 30, 50, 60, 84, 90, 98 unu 100 Tabretkn B KYTHA.
He BCHYKM BHAOBE OMAKOBKKM MOTAT 1a ObIAaT MycHaTH Ha nasapa.
TIpuTexkaTes1 Ha pa3spelICHHETO 33 YNOTpeba:

Teva B.V. '

Swensweg 5

2031 GA Haarlem
Huaepnanaua
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Mpon3BoauTeN:
‘Synthon BV
Microweg 22

6545 CM Nijmegen
Huaepnanaus

Synthon Hispania S.L.
Castellé 1, Poligono Las Salinas
08830 San Boi de Llobregat

HUcnauns

JiaTa HA mOCJeHO OpepasraexkaaHe Hy AUCTOBKATa ~ 04/2025
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