JIncroBka: undopmanus 3a norpeduTe s

®yasecTpant Tesa 250 mg HHKEeKIHOHEH PA3TBOP B NPEIBAPHTE/IHO HANNLIHEHA CIIPHHIIOBKA
Fulvestrant Teva 250 mg solution for injection in pre-filled syringe

¢ynsectpanT (fulvestrant)

[IpoyeTeTe BHHMATE/HO UAJIATA JHCTOBKA, NPE/IH /12 3aM04HeTE /1a H3N0/I3BaTe TOBA

JEKAPCTBO, Thil KATO T8 CbAbPAKa BakHa 32 Bac nudopmanus.

- 3anaseTe Ta3u JIMCTOBKA. MOKe J1a ce HaloXKH /1a sl MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOIBbJIHUTEJIHK BLIIPOCH, nonutaire Bawus nekap, papmauesr
WJIK MEJIMLIMHCKA cecTpa.

- Tosa nekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrenBaire Ha apyru xopa. To
MOJKE Jla MM HaBpe/H, He3aBUCHMMO OT TOBA, Y€ MPU3HALIMUTE HA TAXHOTO 3a00/IsIBaHE Ca ChILMTE
Kato Bawure.

- AKO MoJIlyuuTe HAKAKBH HEXEJIaHHW peaklMH, yBeaomere Bawus nekap, papmMaueBT WK
MeIMLIMHCKA cecTpa. ToBa BKIKOYBA H BCHYKH Bb3MOJKHH HEKEJIAHHU PEaKlIMH, HEOTTUCAaHH B
Ta3u JIMCTOBKA. BuxkTe TOuKa 4.

KakBo ¢babpKa TA3H JIHCTOBKA HSHBHHHTEJIHA Al EHuHﬂ no J'IEKAPCTBATA
Ys KakBo npeacrasinspa @ynpecTpaHT T'eBa v 3a KaKBO CEHRHONIZEB A e 2

i 3 Kakso TpsbBa na 3Haere, npeau aa usnonspare OysnsgcrpanT Tesa 90

3. Ka'{ ﬂa HU3MnoJ13Bare q)yHBeCTpaHT TeBa Kh” PEE M -_;-— ...... /6\.0/_‘?24.” sapssssssnanasns
4. Bb3MOKHHM HEIKENAHU peakluy Paspewwerue Ne

5. Kak na cexpansBate @ynBectpauT Tesa BG/MA/MP - éﬂj@ 6 1 3 -07- 2075
6.  CbabpKaHHe HA OMAKOBKATA W JIOMbJIHUTEIHA HH(OP aums R B

1. KaxkBo npeacrapisiBa @yasecrpanT TeBa H 32 KAKBO ce H3M0/13BA

dynasecTpanT TeBa chbabprka aKTUBHOTO BEILECTBO (PYJIBECTPAHT, KOETO MPHHA/UICKH KbM rpyrnara Ha
0JIOKepHUTE Ha ecTporeHa. EctporeHure, BUJ1 sKEHCKH TMOJIOBH XOPMOHH, B HAKOH CJIy4aH Morar /1a
y4acTBaT B pa3BUTHETO HA paka Ha rbpJara.

DynpecTpanT TeBa ce U3nos3Ba UK.

- CAMOCTOSATEJIHO, 3a JIeYeHHEe Ha JKeHHU C NMOCTMEHONay3alleH BU/1 paK Ha rbp/laTa, Hape4yeH
NOJIOYKUTEJIEH 32 ECTPOr€HEH PELIETITOP PaK Ha I'bp/jaTa, KOWTO € JIOKAJTHO HanpeaHal Wik ce €
pa3npoCTpaHK/I B IPYrH 4acTH Ha TAIOTO (MeTacTasupas), niu

- B KOMOMHaLMA ¢ 1nasboLMKIHO 3a IeueHHe Ha )KEHHW C BHJl paK Ha rbp/laTa, Hape4eH
[0JIOKHTEJIEH 32 XOPMOHAJIEH PELIENTOP, OTPULIATENIEH 3a peuenTop 2 Ha YOBEUIKHS
ernuIepMaieH pacTekeH (pakTop, KOUTO € JIOKaJIHO HarpeIHall WK Ce € pasnpoCTpaHHIl U B
JIPYTH YacTH Ha TAN0TO (MeTacTazupai). JKeHn, KOMTO He ca IOCTUIHAJIM MeHorMay3a e Obaat
JIEKYBAHH CBIIO C JIEKAPCTBO, HAPEUYEHO arOHUCT Ha JIYTEMHU3HPALLl XOPMOH-0CBOO0K 1aBalll
xopmoH (LHRH).

KoraTto ¢ysiBecTpaHT ce npuiara B KOMOMHaUMs ¢ NaJOOLMKIHO, € BaXXHO ChIIO /1A IIpoYeTeTe
JIMCTOBKATA Ha NanboumkInG. AKO MMaTe HAKAKBH BbMPOCH 3a NnajJOoUHKIHO, MOJIs, TOBOpETE C
Bawuus nekap.

2. Kakso Tps06Ba 1a 3naere, npean aa uinoJassare @yasecrpant Tesa

o~

P

HE n3noassaiite @yasecrpanTt TeBa

- aKo CTe aJlepruyHu KbM (pyJIBECTPAHT WK KbM HAKOS OT OCTaHAJIUTE CbCTABKH Ha ToBa
nekapeTBo (M30poeHH B ToYKa 6);

- aKo cTe OpeMeHHa WM KbPMHUTE (BHIKTE TOUYKA ,,bpeMEHHOCT U KbpMEHE™): |

- aKoO MMaTe TeKKH npodiieMu ¢ yepHus apoo. W\ 2\

1 W\ § 2
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Ipeaynpexaedns # NpeAa3HH MEPKH

osopete ¢ Bawunsg nekap, papMaLeBT WK MEJUUMHCKA CECTpa, Npeay Aa uinonssare OyaBeCTPaHT

Tera, ako HAKOE OT CJIEIHUTE ChCTOAHHSA ce OTHacA 3a Bac:

- npobaemu ¢ OxOpeuMTe WK YepHus Apod;

- HamaneH Opoii TpoMOoOUMTH (KOUTO YUacTBAT B KPbBOCHCHPBAHETO) Wi HAPYLICHHS Ha
KPBbBOCHCHPBAHETO;

- npeaAXoAHH NpodnemMH, cBbp3aHu ¢ 0OpazyBaHe Ha KPbBHM ChCHpELH;

- OCTEONOpo3a (HaMajieHa KOCTHA IUTETHOCT),

- ankoXonu3bM (BHXKTE TouKa ,,DyneecTpanT TeBa cbhabpxa eTaHon 96% (ankoxon)™).

EdukacsocTra H 6e30nacHocTTa Ha QynIBECTPAHT (MJIH KATO CAMOCTOSATEIHO JICYCHHE HITH B
koMOHHaLUs ¢ MATCOUMKING) HE ca TMPOYyYeHH NPU MALMEHTH ¢ TeXKKO 3a00/19BaHE Ha BLTPELUHKUTE

OpraHHu.

llena B WROIIA
MdynsecrpauT Tera HE e nokasas npu Aeua ¥ 1oHOLIM ol |8 roAWHH.

Hpyra nexapcrea B @yasecTpant Tepa

Hudopmupaiite Bauius nexap win ¢papmaleBT, aKo NPHEMATe, HACKOPO CTE NPHEMAIH WK €
BbL3MOXCHO N1a NpHeMare JApyrH IEKapCTBa.

OcobeHOo BaXKHO € /1a YBEAOMHTE NeKaps CH, aK0 U3MNOM3BAaTe AHTUKOAryIaHTH (JIeKapcTaa 3a
npeanasBaHe or odpa3ysaHe Ha KPbBHH ChCHPELIH).

BpeMeHHOCT H KhbpMeEHe
HE TPSBBA na usnonssare ®GynsectpaHT TeBa, ako cTe OpemeHHa. AKO HMa BEPOATHOCT Ja
3abpemeHeeTe TpAOBa fa H3non3BaTe epeKTUBHA KOHTPALIENIHA MO BpeMe Ha IEUEHHETO ¢

dynsectpanT Tesa U 2 roAHHA ClIE€R NOCJEAHATA A034..
HE TPABBA na kbpMHTE, 10KaTO cTE Ha neyeHue ¢ dynnectpanT Tesa.

[llopupane u padoTa ¢ MAIUHHH
He ce ouakpa ®@ynsectpanTt Tera aa 3acerse cnocoSHoctra BH na wodupare win aa paboture ¢
maiurHK. Bee nak, ako cien nevyeHuero ce yyBcTBaTe ornaaHanu, HE wodwupaitre 1 HE paGotete ¢

MAllHHH.

dyapecTpanT TeBa chabpka eranoa 96% (aaxoxoan)

Tosa nekapcTBo ¢bAbPXKA 474 mg ankoxos1 (€TaHOoM) BbB BCAKA MPEABAPHTENHO HAITL/IHEHA
CNPHMHLUOBKa OT 5 ml, KoeTo € ekBHBaNeHTHO Ha 94,8 mg/ml. KoinuecTBOTO B 1032 OT 10 ml ot TOBa
NeKapcTBO € EKBHBANEHTHO Ha Mo-manko ot 24 ml 6upa win 10 ml Buno.

ManKoTO KOTHYECTBO aJIKOXO0J B TOBA JIEKAPCTBO HAMA ia UMa HAKABH 3abeneKHMH eeKTH.

dynsecTpanT TeBa chAbLPXKA OEHINIOB ATKOXOJ
Tosa nekapcTBo chabpxka 500 mg GeH3nnos anKoxoa BLB BCAKA MPeIBAPHTENIHO HallbJIHEeHa

CMPHHLOBKa OT 5 ml, KOHTO ca ekBUBaNeHTHH Ha 100 mg/ml.

Moske Aa NpHYHHH aNeprHYHH PCAKLIMH.
O6bpHeTe ce kbM Bauus nexap unu papMalieBT 3a CbBeT, ako HMare 3abonsasaHe Ha OBOpeLHTE WK

yepHUs Apo0, 3al0TO rONEeMH KoHyecTBa OCH3UWNOB A1KOXO0J MOFaT Ja ce HATPYMaT B OpraHu3Ma Bu
H MOX€E 712 TPUUMHAT HeXeNaHa peaklua (HapeyeHa MeTabosHTHa auuao3a’™).

dyasecTpanT TeBa chabpka Oensunbenzoar
Tosa nexapcTeo chabpxa 750 mg GeH3nnbensoar BLB BCAKA NPEABAPUTENHO HAMBJIHEHA CIPUHLIOBKA -
oT S ml, KOUTO ca eKBUBaJIEHTHH Ha 150 mg/ml. T
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3. Kak aa u3noasBare ®@yasecrpant Tesa

BuHard u3nosizsaiite TOBa JIEKapcTBO TOYHO KakTo Bu e kazan Bawmar nexap unu gpapmauenT. Ako
HE CTE CHTYPHH B Hello, nonuraiTe Bamys nexkap unu gapmanest

IMpenoprunrentara ao3a e 500 mg ynsecrpanT (e HHXeKuuH ot 250 mg/5 ml), kouro ce
MpUIaraT BEAHEK MECEHHO IUTIOC €1Ha NOMbJAHKTENHA 1032 OT J00 mg ABe ceAMULM cnel
MLpBarTa.

BamusaT nekap Mnu MeaMUMHCKa cecTpa e Bu nibkextnpa @ynsectpadT Tesa OaBHO
HHTPaMYCKYJHO, 110 €HAa HHKEKLHA OT BCAKA CTPAaHA Ha CENaIHIIETO.

AKO UMare HAKAKBH JOMBJIHUTEIHH BBIPOCH, CBBP3aHH ¢ ynoTpedaTa Ha TOBa JIEKAPCTBO, MOTIUTalTe
Bawwus nekap, ¢papMauesT WM MEAHLIMHCKA CECTPA.

4. BL3MOKHH HeXKeJIAHH PeaKnHn

KaxTo BcHuk#H nekapcTea, TOBa JIEKAPCTBO MOXE /1a IIPEAN3BHKA HEXKETAHH PEAKLIMH, BBIIPEKH YE HE
BCEKH 'l [10JTy4aBa.

AKO NONYyYHTE HAKOS OT C/ICIHATE HEXKENAHH PeaKIHH MOXKE 1A Ce HYKAAETE OT He3adaBuo
JeqenHe:

* allepriYHH PeakLMy (PeaKkLUWU Ha CBPBbXUYYBCTBHTEIHOCT), BKIIIOYHTENHO NOJYBaHE HA JIMLETO,
YCTHHUTE, €3MKa W/ UIH I'bPIOTO, KOMWTO MOJXKE 1a Ca NPH3HALM Ha aHaQUIaKTHYHH PEaKLHK,

o TpoMGoeMGonH3bM (OBHLLEH PHCK 3a oOpa3yBaHe Ha TPOMOH)*;
Bb3NaNeHHE Ha YepHHa Apod (xenaTur);

. yepHOAPOOHA HEAOCTATBUYHOCT.

YBeaomere jJexaps, papMaueBTa HIH MeAHIHHCKATA CH CECTPA, aK0 3abe1e:KuTe HAKOA OT
CJIeAHHATE HEKENAHH PEAKIHH:

Hexe ann peakiH, cLobmeHn NpH NALAEHTH, JeKyBaHnHn camo ¢ @yapectpant Tepa:

Muoro yectH (MOTraT Ja 3acerHar nopeue ot 1 Ha 10 gyuiu)
° peakiLMH Ha MACTOTO Ha UHDKEKTHpaHe, KaTo Honka H/WINA Bb3NAJICHUE,

o OTKJIOHEHHUS B CTOHHOCTH Ha YepHOAPOOHHTE €H3MMH (YCTAHOBSABAT CE NPH H3CICIBAHE Ha
KpbB)*;

raneHe (NOBAUraHe),

cnaboct, ornagHanoct*;

OOJIKM B CTABHTE H B MYCKYJIHTE H KOCTHTE;

rOpEIH BbJIHH;

KOXEH 0OpHB;

anepryuHy peakuuu (peaklMH Ha CBPBLXYYBCTBHTEHOCT), BKJIIOYHTEIHO NOAYBaHe Ha THLETO,
YCTHHTE, €3UKa W/HUIH IbPJIIoTO.

'
-

BcHYKH OCTAHAJIH HEXKE/IAHH PEAKIHH:

Yectn (Morat aa 3acerdHar a0 1 Ha 10 oyim)

rnaesodonue; |

NOBpbILAHE, AHAPHA, 3aryda Ha aneTuT*;

HHpeKLKH HA THKOYHHTE MbTHLA;

6onkn B repda*;

nosHviasaHe Ha OMnMpyOHHa (ATbYeH MMIMEHT, KOHTO Ce NPOH3BEKAa OT YEPHUA

TpoMboeMB01M3bM (MOBHLUEH PHCK OT 00pa3yBaHe Ha KpbBHU cheupeln )
3
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noHmKeH 6poid Ha TpomOouuTuTe (TpoMOBOLLUTONECHUSA ),
BardHalHO KbpPBEHE;
6oJKa B KpbCTa, pa3npoCTpaHABalla C& KbM KpaKa OT €JHaTa CTpaHa (HIIHac),

BHe3arnHa cnabdbocr, H3TPBIIBAHE, MPABYYKAHC HIIH HecnOcOOHOCT 3a ABHXKEHHE Ha KpakKa,
ocobeHo oT eaHaTa CTpaHa Ha TAJIOTO, BHE3AITHH I'IPOGHEMH C XQACHCTO UITH € pABHOBECHETO

(nepudepHa HEBpONATHA).

HeuecTn (Morar aa 3acerHar Ao 1 Ha 100 gywnm)

recTa, OeNe3HHKaBpa BariHallHa CeKpelna W KaHauao3a (MHpexuus);

KPBBOHACALAHE H KbPBEHE Ha MACTOTO HA HHXKEKTHPAHE;

nosuilasaHe Ha raMa-I T — uepHOAPOOEH €H3UM, KOWTO ¢€ OTKpHBa MpH H3c/eJBaHe Ha KPbB;
Bb3NAJICHAEC HA YepHUA Apod (xenaTur);

4yepHOAPOOHA HEOCTATBYHOCT;

W3TPBIIBaHE, MpaBy4KaHe U bounka;

aHadHUNAKTHYHU PEaKIIUHA.

*Brio4uBa HEXENaHU PeakidHt, 3a KOUTO 10paiy NOANEkKaI0To 3a00NaBaHe TOYHATA POJIA Ha
dyneecTpaHT Tepa He MOXKe A Ce NMPELEHH CBC CUIYPHOCT.

Hexenand peaknuu, cho0menn npa nanHeHTH, Jekysanu ¢ @yasecrpanTt Tea B komMbuHalHA
¢ naabonaxanb:

Mauoro wecTa: MoraT na 3acersar nosede ot | Ha 10 qywun
HaMmaigBaHe Ha Opos Ha HeyTpOPWIHTE (HEYTPONEHHUA ),
HaMasisBaHe Ha Opos Ha OenuTe KPbBHH KNETKH (JIEBKOTICHHS ),
UH}EKLIHH;

yMoOpa;

ragene (NOBAUraHe);

HaMmangBaHe Ha Opos Ha vYepBeHUTE KPBHBHU KIIETKH {aHEMHKA ),
Bb3IMalIEHHUE HIIH A3BH B YCTATA,

AHapus,;

HaMalleHH HUBa Ha TpoMbouuTyuTe (TpoMOBOLMTONIEHNS ),
MOBPBLUIAHE;

KOCcOnan,

oOpHuB;

3ary0a Ha aneTHr,

TpecKa.

* & & & & & & © & & & & 9 @

YecTH: Morar ja 3acerHat 0o | Ha 10 qywm
4YBCTBO Ha clabocT;

NOBHIIIEHH HUBA HA YEPHOAPOOHHTE €HIUMA,
3aryba Ha BKYC;

KbpBEHE OT HOCA;

MHOTI'0 CWIHO CBA3CH® HA OYHTE;

cyXa KOxa;

3aMbIJICHO 3PCHUE;

CyxoTa B O4MTE.

HedecTn: morar aa 3acersar a0 1 va 100 gy

. TpecKa ¢ Apyry npu3HaLy Ha uHdekuns (pebprnHa HeyTponeHHs ). I
AT e TS L T
P S T .
o _::.:R.- _____ S Sy
CrobmaBane Ha HeXKeJIAHH PEAKIHNA e
AKO NOAy4YUTE HAKAKBH HEXEIIaHH NIEKAPCTBEHH peaklMy, yseaomere Baumivs nexap, cbapmaqen‘r H.IIH *-s ‘: A
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nexapctaata,yin. ,,Jamau pyes” Ne 8,1303 Cocdua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.
Kato crobliaBaTe HEXENAHH peakiiui, MOXKeTe Ja AaJETE CBOA NPHHOC 33 NOJiy4aBaHe Ha NMOBEYE
uHpopMaLHa OTHOCHO Be30nacHOCTTa Ha TOBA JIEKApCTBO.

5. Kak aa chxpanapare @yasecrpant Tera
Ja ce cbxpaHfiBa HA MACTO, HeAOCTBLITHO 34 Aeila.

He u3non3paiiTe TOBa N1EKApCTBO CIEA CPOKA HAa FTOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATA ONAKOBKA
WIH €THKETA Ha CnpUHILIOBKaTA cJien ,, [ 'oaeH Ao:/EXP“. CpokbT Ha roqHOCT OTTOBapA Ha NOCHCAHKS

AC€H OT MOCOYEHHUA MECCCIL.

He u3nonssaiite ToBa NeKapcTBO, aKo 3abenekuTe HAKAKBM YaCTULIM WM NPOMSAHA Ha LIBETA Npeau
MPHIOKEHHUE. -

Jla ce chXpaHsBa M TpaHcnopTHpa B xnaauinuk (2 °C — 8 °C).

TemnepaTypHH OTKJIOHEHHMs H3BBLH AHanazona 2 °C — 8 °C tpabea aa ca orpaHHuyeHH. Brmounrento,
Tpa6Ba fa ce H30ATBA ChXpaHEeHHE NPH TEMIEPATYPH, HaaBHIIaBaly 25 °C, KaKTO H CbXpaHeHHE 34
nopeue ot 4 Mecelia npH cpeaHa TeMnepaTtypa noj 25 °C (Ho Haa 2 °C - 8 °C). Cnen eBeHTYaNnHH
TEMMNEPaTypPHH OTKNOHEHHA, NPOAYKTHT He3abaBHO TpaOBa fa ce BbPHE KbM TIPENOPbUNTE/IHUTE
YCIIOBHA Ha ChXpaHEHHeE (Ja ce ChXPAHABA ¥ TPAHCTIOPTHPA B XNaauaHuk npy 2 °C - 8 °C).
TeMnepaTypHHTE OTKIOHEHHA MMAT KYMYJNaTHBEH €eKT BLPXYy KaueCcTBOTO Ha NpOAYyKTa U 4-
MeceuHUAT nepuoa He TpsOBa Ja ce HagBHiliaBa Npe3 2-TOANLIHKUA CPOK Ha FORHOCT Ha DyNBeCTpaHT
Tera. MU3naraseTo Ha npoayKra Ha Temneparypy noa 2 °C HaMa Ja My HaBpeaH, CTUra Jia He ce
cexpanasa noa —20 °C.

CrhxpaHsBaiiTe NpeBapyUTETHO HAlTbHEHATA CIPHHLIOBKA B OPHIHHAIHATA ONAaKOBKa, 32 a ce
Mpeanasy oT CBETIHHA.

BaluaT MEAKWLIMHCKH CNELIMANIUCT HOCH OTTOBOPHOCT 3a MPAaBHIIHOTO ChXpaHsaBaHe, H3NO0J3BaHe
H M3XBBpAsHe Ha DysBecTpaHT Tepa.

ToBa nekapcTBO MOKE 1a MPEACTARIABA PUCK 3a BOAWTE B OKONHATa cpeAa He usxanpnsire
IEKAPCTBATA B KAHAIH3ALIMATA WK B KOHTeHHepa 3a Aomatunn ornaabuy. Ilonurakite Bauins
dapMalleBT KaK a H3XBBPJIATE IEKAapCTBaTa, KOUTO BEYE HE H3INON3BaTe. Te3u MEPKH lite

CITOMOTHAT 34 Ona3BaHC Ha OKOJNTHATa CpeJid.

6. CupabpkanHe Ha ONAKOBKATA H RONLJHHTE/IHA HHQOPMAIIHA

KaxBo ¢babpxka ©®yasecTpantT TeBa

- AKTHBHOTO BEWIECTBO € (hyaBecTpaHT. Bcska npeaBaApUTENHO HANBIHEHA CIPUHLOBKA ChAbPKa
250 mg ¢dyneectpanT. Beekn ml ot pasteopa ceabpika 50 mg dynBecTpaHT.
- lMoMmomHuTe BelecTBa ca: eraHon (96%), Genzunos ankoxon, O0eH3uNOEH30aT H PHLIHHOBO

MAaco, padQHHHPaHO.

Kax narnexaa @yapectpant Tesa H KAKBO CbABPXKA ONAKOBKATA
DynpecTpanT Tepa ¢ BucTbp, He3UBETEH A0 KBJIT BUCKO3EH Pa3TBOP B NMPEABAPHTENHO HAMBJIHEHA
CTIpHHLIOBKA, CHabaeHa cbe cheanHuTen ,,Jlyep-Jlok®, ceabpxauia 5 ml HHKEKUHOHEH pa3TBop. 3a JII'.a

o ———

ce IMOMYHH NpenopbYHTeNHaTa MecedHa 103a ot 500 mg, Tpabsa fa ce mKeKTHpAT 2 canHuGBm 74 o

dynsectpadT Tesa ce npeanara B 2 BHJIa ONTAKOBKH: | S T

- | onmakoBKa, ChIBPXKAWA | CTLK/IEHA NIPeJBAPHTENTHO HAMbIHEHA CIPUHLIOBKA M | oﬁesonaceua . .'

MIJ1a 334 CBBLP3BAHE CbC CTIPHHLIOBKATA. \ e
5 \ %}ﬂ N o
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- | OMakoBKA, ChABbPKAILA 2 CTbK/IEHH NPEABAPHTENIHO HATBJIHEHH CIPUHLIOBKH H

2 00e30MnaceHt MIJIM 3a CBBP3BaHE C BCAKA CNPHHLOBKA.
He BcHuKK BHAOBE OMAKOBKM MOraT 1a 6baat mycHaTh B npoaaxoda.

TpuTemxaTen HA pa3penieHHeTo 32 ynorpeda
Teva B.V. |
Swensweg 5, 2031 GA Haarlem

Hunepnanaus

IIpon3BoauTeEN
PLIV A Hrvatska d.o.o.
Prilaz baruna Filipovica 25

10000 Zagreb
XbpBaTus

ToBa JeKapcTBO € pa3pemiero 3a ynorpeba B 1bpxasrurTe — WieHKH na EsponeiickoTo

HKOHOMHYECKO MPOCTPAHCTBO NOA CJACAHHTE HMEHA,

ABcTpnA
benrus

buarapus

['epmaHus
Hanuus
Hpnanaus
Henanans
HUcnaHus

HUranus
JNatBus
JlutBa
JhokceMOypr

Huaepnanaus
O0eNHEHO KPAICTBO
(CeBepHa HpnaHans)
[lonwa

[Topryranus
PymMbHUs
Cnosenus

CnoBakus
YHrapus

Durnanansn
OpaHuus
XbpBaTHA

Yeuika perrydamka
Hisentus

JlaTa HA Noc/IeARO APEPAIrAeKIane HA JIHCTOBKATA —
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Fulvestrant ratiopharm 250 mg Injektionslésung in einer Fertigspritze
Fulvestrant Teva 250 mg oplossing voor injectie/solution injectable/
Injektionslosung

®ynsectpanT Tera 250 mg MHXKEKIIMOHEH Pa3TBOP B NPEABapHTETHO
HANbJIHEHA CIPHHLOBKA

Fulvestrant Teva 250 mg Injektionsldsung in einer Fertigspritze
Fulvestrant Teva

Fulvestrant Teva 250mg Solution for injection in Pre-filled Syringe
Fulvestrant Teva 250 mg stungulyf, lausn i afylltr1 sprautu
Fulvestrant Teva 250 mg Solucién inyectable en jeringa precargada
EFG

Fulvestrant Teva

Fulvestrant Teva 250 mg $kidums injekcijam piln§|ircé

Fulvestrant Teva 250 mg injekcinis tirpalas uZpildytame 3virkste
Fulvestrant Teva 250 mg oplossing voor injectie/solution injectable/
Injektionslésung

Fulvestrant Teva 250 mg, oplossing voor injectie voorgevulde spuit
Fulvestrant Teva 250mg solution for injection in pre-filied syringe

Fulvestrant Teva

Fulvestrant Teva

Fulvestrant Teva 250 mg solugie injectabild in seringa preumpluta
Fulvestrant Teva 250 mg raztopina za injiciranje v napolnjeni
injekcijski brizgi

Fulvestrant Teva 250mg, injek&ény roztok naplneny v injekéne)
strickaCke
Fulvestrant Teva
fecskendoben

250 mg/5ml oldatos injekcid eldretdltott

'Fulvestrant ratiopharm 250 mg injektioneste, livos, esitdytetty ruisku

Fulvestrant Teva 250 mg solution injectable en seringue préremplie
Fulvestrant Pliva 250 mg otopina za injekciju u napunjenoj Strcaljki_ - =z~
Fulvestrant Teva | ,:_f:? | A

Fulvestrant Teva 250 mg injektionsvitska, losning, fortylld spj;ﬁtat?}‘,'_'-; -




OR k00 u URL

<JIpyru H3TOYHHIIH HA HHpOpMALHA>

<[Tocnenno onoOpeHaTa NpoAYKTOBa HHPOpMalMs 3a TOBA JIEKAPCTBO € I0OCThITHA Ype3 CKaHUpaHe Ha
<QR koaa> <zpyr 2D 6apkoa> <NFC>, Bxito4eH B <JIMCTOBKaTa 3a MnalueHTa>

<BBbHIIHATA KAPTOHEHA ONAaKOBKa™> Cbe cMapTdoH/ycTpoicTBo. ChilaTa MHPOpMaLIK € HAJTMYHA U Ha
cneanus nuHk: {URL} <u Ha yeOcaiita Ha UAJI>>

<{QR koa}> <{apyr 2D 6apkoa}> <{NFC}>

Camo URL
<JIpyra H3TOYHHIH HA HHPOpMALHSA>
<[TocneaHo oaoOpeHaTa NpoAyKToBa HHGOpMaLMs 3a TOBA JIEKAPCTBO € A0CThIIHA HA CIeIHUS JIMHK:

{URL} <u nHa yeOcaiita Ha UAJI>. >

e —————————————————— e e g e B et R B R R R — - e E SIS

[MocouenarTa mo-101y HHGOPMAIHSA € NpeAHA3HAYEHA CAMO 32 MEAHIHHCKH CIEeHAIHCTH:

dynsecrpanT Tea 500 mg (2 x 250 mg/5 ml uHKeKLUMOHEH pa3TBOp) TpsOBa /J1a ce npuara, KaTo ce
W3I10J13BAT JIBE NPEABAPHUTEIIHO HAITBJIHEHH CIIPHHIIOBKH.

MHCTPYKILIMY 32 TPUIIOKEHHUE
[Tpunaraiite HHKEKLMATA CIOPE MECTHUTE PbKOBOJICTBA 3@ MHTPAMYCKY/IHO MHIKEKTHPAHE Ha roJisMm
obeM.

3ABEJIEXKA: [Topaau 6au30cTTa Ha NOAIEKalUs CEJAJIMILIEH HEPB € HEOOXO0IMMO TMOBHILIEHO
BHMMaHHe npu npuiarade Ha Gynsectpant Tea B gop3oriayTeaiHara oonact (BK. Touka 4.4 o1

KXIT).
[MPEAVITPEXJIEHHUE: Ilpeau ynorpedba HE crepunusupaiire o6e30naceHara urjia B aBTOKJIaB.
BbB BCEKHM €IMH MOMEHT 10 Bpeme Ha paboTa ¢ urjiata u nNpu U3XBbPJISHETO i pbueTe TpsOBa na

OCTaBar 3a/1 HCH.

3a BCSKa OT JIBETE CIIPUHLIOBKH:

s M3Bajere CTbKJIEHOTO TAJIO HA CIIPUHLIOBKATA OT
KYTHSITA M TIPOBEPETE J1aJIH HE € MOBPE/IEHO.

@ OTBopeTe BbHLUIHATA ONaKkoBKa Ha ode3onaceHara
urJja.

® [Ipean npuioKeHue napeHTepajHuTe pa3sTBOPH

TpsaOBa a ce orjieaar 3a HaJlMYve Ha YaCTULIK U
[MpoOMsiHa B LIBETA.

s JlpbKTEe CnpUHLIOBKAaTa U3MnpaseHa 3a opedpeHara
yacT (C). C apyrara pbka XxBaHeTe Kana4dero (A) v
BHUMATEJIHO I'0 3aBbpTETE 00pAaTHO HA
4aCOBHUKOBATA CTPEJIKA, JIOKATO Kana4ero ce
OTKbCHE 3a oTcTpaHsBaHe (BxK. durypa 1).

N
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e OrcTpaHere Kanavyero (A) ¢ ABHKEHHE NPaBo

Harope. .
3a na 3anasute crepunnoctra, HE JIOKOCBAWUTE
BBPXA HA CITPUHLIOBKATA (B) (Jlyep-Jlok)

(BK. durypa 2).

J 3akpeneTte obe3onaceHara urjia KbM HakpaiHHUKa
Tin ..JIyep-JIoK™ U g 3aBbpTeTe, 10KATO CE€ 3aKPEIH
ctabuiHo (BK. Durypa 3).

® [IpoBepeTe nanu uriara e 3akiaodeHa B Jlyep-
KOHEKTOpA.
@ JlobaunkeTe cripyHIIOBKaTa /10 MACTOTO Ha
MPUIIOKEHHE.
o H3abpnaiiTe npeanasurelis Ha Urjara npaso ‘

“Harnpes, 3a Jla He YBpPEMTE BbpXa M.

® HU3roHere U3UILIHUA BB3AYX OT CIIPUHLIOBKATA. Gurypa 4
© [Ipunoxere OaBHO HHTPAMYCKYJTHO
(1-2 MMHYTH/MHIKEKLIMSA ) B CEATHLLETO
(rnyteannara o6aact). 3a ya00CTBO Ha npuaaraus
MHIKEKLIMATA, CKOCEHATa CTpaHa Ha MUrjiara e - “}%nj_

OpPHEHTHUpPaHa KbM JIOCTYETO (BXK. Durypa 4).

® BejHara clie/1 MHKEKTUPAHETO C €/IMH MPBLCT durypa 5
HATUCHETE JIOCTYETO, 3a /la aKkTUBHpaATe e
npeanasurens (Bx. Ourypa 5). s
3ABEJIEXKA: Tlpu akTHBHpaHETO HE HACOYBaMTE Y2l f/’?
Urjiata KeM cede cu U KbM JApYru xopa. M3uakaire f{f:"f
Jla YyeTe LIpaKBaHe M MOrJie/iHeTe J1aJii BbPXbT Ha K, J
UrjiaTa € NOKPUT HaIbJIHO., &

HU3xBbpIIsHE

[IpeaBapUTEIHO HANTBJIHEHUTE CIIPHHILIOBKH Ca NMpeHA3HAYEHH €aMO 3a €/IHOKpaTHa yrnorpeoda.

ToBa nekapcTBO MOJKeE J1a NpeACTaB/IsBa PUCK 3a BOAWTE B OKOJIHATa cpeaa. HeusnoaspaHusT
JIEKApPCTBEH MPOAYKT WM OTNAAbYHUTE MAaTEPHAJIH OT HEro TpsAOBa /1a ce U3XBBLPJIAT B ChOTBETCTBHE C
MECTHHUTE W3UCKBAHMA.

DE/H/4234/001/WS/032 \



