JlncToBKa: REGOpMaNEN 32 morpebHTeaAd

PyasectpanT Tena 250 mg HmkeXNHEOHeH PA3TBOP B UPLABAPHTEIH) BANBTHEAA CUPHAENOBKA
Fulvestrant Teva 250 mg solution for injection in pre-filled syringe

{pymeectpant (fulvestrant)

IIpoueTeTe BEEMATENHO NEIATA JHCTOBKA, NPL/AH XA 3JANOYHETE AR HINOJ3BATE TOBA

JACKRPCTBO, Thil KATO TH CHALPAA Bakna 3a Bac andopmanns.

- 3amazeTe Ta3d AMCTOBKA. MOXKeE Jja Ce HANOXKH /i A IPOYETETE OTHOBO.

- AKO HMaTe HAKAKEH AOITBITHATENHH BBIPOCH, NonuTaiire Bammsa nekap, papManesT
WIH MEMITHHCKA CECTPA.

- Topa nexapeTBo € npennncado a4Ho Ha Bac. He ro npeorcTeneaiite na npyrn xopa. To
MO3Ke Jia MM HaBpeJu, He3aBMCHMO OT TOBA, Y€ IPHIHANMTE Ha TAXHOTO 3afonABaHe ca CHINUTE
kato Bamwre.

- AKO NOydHTe HAKAKBH HEXKEIRHH JISKapCTBEHH peakiii, ypeaoMere Bamus nekap,
thapMatieBT WIH MeMIMHCKA cecTpa. ToBa BKTIOUBA M BCHYKU BB3MOXKHM HEXETAHH
PeaKLMH, HeOITMCAHY B TA3H JINCTOBKA. Binkre Touka 4.

; WANLAKWTENHA ATEHLMSA RO NEKAPCTBATA
Kaxpo coappaxa TasH JHCTOBKA T TP
1. Kaxkeo npeacrasnana OynsecTpaHT TeRa H 32 KaKBO ©¢ H3TjOT3Ra
2. Kakpo Tps6pa na snaere, npeau aa wanonseate Oy, Bdae. -"g ﬂ %ﬁ //‘ZJ ...............................
3. Kak na wsnomsare dynsecrpant Tepa ﬁg/ﬁ /7} J;.%&
4. B13MokHH BeXeNnand peaKin PaspoeHUe N oL Lol e e sisnerisnsaicn s
5. Kak pa cexpanasare Qynsectpant Tesa 2 1188
6. C’[,J:['[-,pﬂ(aﬂﬂe Ha OIMAKOBKATA ¥ NOITHIHUTENHA I—H-l(bop 06peHU€ Mo veeeisemtmvmrnsssreesns Srirrarernnnasnriprasaseiranee

1.  Kaxso npeactasnusa ®yasecrpanT Tesa H 3a KaKBO C¢ HINOIIBA

QynsecTpaHT TeBa ChABPXKA AKTHBHOTO BeIECTBO (PYIBECTPAHT, KOSTO NPHHAIEKH KbM rpynara Ha
6n0!cepm Ha eCTporeHa. FLTPOTEHH'[E, BHJI XEHCKH [10OJIOBH XOPMOHM, B HAKOH CITyHaH MOTAT JAa
YYACTBAT B Pa3BHTHETO Ha PAKa Ha THPAATA.

®yneectpaHT Tera ce M3NON3BA WIH:

- CaMOCTOSATENHO, 32 JIeUeHHe Ha JKEHH ¢ IOCTMEHONAY3aeH BHA Pak Ha IBparTa, HapeueH
NONOKHTENICH 33 eCTPOreHEH PELIENTOP PaK Ha TbPAATA, KOHTO € IOKANHO HanpeARan HH ce e
Pa3mpOCTPaHHA B IPYTH YaCTH Ha TANOTO (METACTa3HPANT), HWIH

- B koMOuHauma ¢ nanGoupknub 3a eyeHHe Ba JKEHW C BHJ, PAK HA MBPAATA, HAPEYEH
MONOKHTENEH 34 XOPMOHANEH PELENTOP, OTPHUATENEH 32 PeLenTop 2 Ha YOBEIKHA
ennaepManeH pacTexkeH (paxTop, KOHTO € JOKATHO HANPEAHAN WIH ¢¢ € Pa3NpOCTPaHHT H B
APYTH HacTH H& TAROTO (MeTacTasnpat). JKeHH, KOWTO He Ca AOCTHIHANH MeHoNaysa me Ghaar
TIEKYBaHH CBINO ¢ NEKAPCTBO, HAPEYEHO ATOHKCT HA JIYTEHHH3NPAL] XOPMOH-0CBO00KIaBaI

xopmoH (LHRH).

Koraro ¢ynBecTpanT ce npunara B koMOMHA1MY ¢ NANOOMMKIHG, € BaXKHO CRINC A2 MPOYETETE
JIMCTOBKATA Ha nanbormxmmb. Ako HMaTe HAKAKBH BLIPOCH 3a nanboimknub, Monsd, rosopere ¢
Bawmms nexap.

2.  Kaxso Tpabsa aa 3naere, npean aa msnonsearte ®ynpecrpant Tepa

HE u3noxssaiite @yasectpanT Tena: :
- aKo CTe anepriyHH KbM (YIBECTPAHT HIH KBM HAKOX OT OCTAHAJIMTE ChCTABKH HA TC

nekaperso (m36poeHd B Touka 6); '
- aKo cTe SpeMEHHA MY KBPMHTE (BIUKTE TOUKA ,,BPEMEHHOCT, KbpMEHS H cbepm.rm'ne'r‘ N
- aKO HMATE TeRKH IPoGIeMH ¢ YepHHS APob. '
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Ilpeaynpexknennn B BPEANSIAE MEPKH

T'opopere ¢ Bamna nexap, (papMaleBT WIH MEIHLIMHCKA CECTPa, Tipeay Aa w3nomeate GynsecTpaHT

Tera, ako HIKOE OT CACAHHTE CECTOAHHA CE OTHAcA 3a Bac:

- mpobaemu ¢ 66penrre Wi vepaus npob;

- HamaineH Opoii TpoMOOLMTH (KOHTO YJacTBaT B KPhBOCLCHPBAHETO) HIH HAPYIICHHS Ha
KPBBOCBCHPBAHETO;

- TIPeAXOAHA MpobiaeMH, CBBEP3aHH ¢ 006pasyBaHe Ha KPbBHH CECHpELH;

- ocTeonopo3a (HaManeya KOCTHA TUTETHOCT);

- AMKOXONH3EM (BHKTE ToUKa ,,PynsecTpant TeBa chabpxka eTalon 96% (arkoxom)“).

EduxacHoctra 1 GesonacHocTra Ha dynBecTpaHT (WM KATO CAMOCTOATENIHO JIEUCHAS WIIH B
xoMGuHama ¢ nanGouukmb) He ca IPOYYEHH NPH NAIMEHTH ¢ TEXKKO 3a00M1BaHe Ha BETPEITHHTE
OpTraHH.

Jiena ¥ wHOIME
@yneecrpant Tesa HE ¢ noxazan np aeua u 1oHomH noA 18 ronusu.

Apyrs aexapersa B ©yaBectpanT Tepa
Hndopmupaiite Baumma nekap wid ¢apMaileBT, aKO NPHEMATE, HACKOPO CTe MPHEMAMH HITH €
BBIMOMKHO A4 MpHEMAaTe APYTH EKapCTBa.
Ocobeno BaXHO € a YBEIOMMUTE JIEKApd CH, AKO H3MOI3BATE AHTHKOATYJ/IAHTH (J1eKapcTBa 3a

npeanaleade or oOpa3yBaHe HA KPHBHH ChCHPELIH).

BpeMeRHOCT, KbpMeRe H QePTRIARTET

HE TPABBA 1a uznomssare Dynsectpant Tesa, ako cre OpeMeHHa. AKO HMa BE3MOMXKHOCT Aa
3abpemeneere, no Bpeme Ha jnedennero ¢ OynsectpanT Tera Tpatea aa H3NoA3BaTe edpHKacHa
KOHTPRUCTILHA.

HE TPAGBA na xbpMuTe, S0KATO cT¢ Ha fAeycHue ¢ PyasecTpanT Tesa.

IMojupane n pabora ¢ MAMIANR

He ce ouaksa Oynsectpanr TeBa aa sacerse crnocoSHoctTa By na modwpate niu aa paboture ¢
mamvHH. Bee nak, ako cnen nevenuero ce uyectsare ornaauanu, HE modupaiite n HE pabotere ¢
MALIHHM.

" @yasecrpant Tepa coanpia eranoa 96% (amxoxoa), 1.e. 5o 1 000 mg Ha No3a, eKBHBAIEHTHH Ha
20 ml Oupa nnu 8 ml BHHO Ha f03a.
JlexapcTBOTO € BPeHO 38 CTPAAALIMTE OT ANKOXOTHIBM.
Topa Tpsbpa aa ce B3eMa NpeaBHA Npy OpeMeHH WM KbPMEIIH XKEHH, Ie1a H PHCKOBH MAILMEHTH
KATO HAIIPUMEP TAKHEBA ¢ YSPHOAPOOHH 3300IABaHMS MITH CITHIICNICHA.

®ynsecTpanT Tepa chLABPXR GeH3ANOB AJKOX0J, KATO KONHYECTBOTO Ha OEHIWIOBHS AIKOXON €
500 mg ra 5 ml (100 mg Ha 1 ml), koeTo MoXe J1a IPHYHHN ATIEPrHYHH PEaKLUH.
3. Kax aa m3nonseare ®ynpecTpanT Tesa

Burnaru usnonssaifre ToOBa IEKapcTBO TOMHO KakTo By ¢ kazan BammuaT nexap wim (bapMaueBT Axo
He CTe CHI'YPHH B Hello, nonHTaiite Banms nexap win (bapmauea'r ;

TIpenopsumrentara Aoza e 500 mg dynsectpaHr (ABe HIDKeKmK oT 250 mg/S ml), Komé’
APHITATAT BEAHBAK MECEUHO TLTIOC eHa AOMBITHHTENMH A 103 0T 500 mg nBe cenMHLH cy
hpBaTA. 5. _"

Bawusr nexap WiM MEIHMUMHCKA cecTpa ie Bu uikextupa PyapectpanT Tepa 6arHo
HHTPaMYCKYJIHO, TIO €/{HA HEDKEKIIHA OT BCHKA CTPaHA HA CEIANIHIMETO.
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AKO HMaT€ HAKAKBH ICITLIHHTE/IHH BEIPOCH, CBBP3aHH © ynoTpebaTa Ha TOBA NIEKAPCTRO, NONMTATE
Bamms nexap, apMalleET HWIH MeAHLMHCKA CecTpa.

4. Bp3MoXKHE HexeJAHH PEAKIMH

KakTo Bcxviky nekapceTsa, TOBa JIEKAPCTBO MOXKE Aa MPeIH3BHKa HEXENIaHH PeaKiiHy, BLIAPEKH Ye He
BCEKH TH [ONY44Ba.

Axo NOTYYETE HEKOM OT CJICAHATE HEKEJIAHE PEAKNAH MOXKe I Cé HYXKTA€TE OT Re3xbasHo
Jic9¢HHe:

. anepruyHH peaxuiy (peakiMy Ha CBPBXIYBCTBUTENHOCT), BKIIOUMTENTHO NOAYBaHe Ha IHLETO,
YCTHHTE, €3HKa WWIH I'bPIOTO, KOMTO MOMKe A3 4 NPH3HALM Hi AHA(HIAKTHYHH peaxijy;
TpoMGoeMOONHIBM ([IOBHIIEH PHCK 3a 00pasyBaHe Ha TPOMOH)*;

BB3NANCHUE Ha YepHHs Apob (xenaTwr);
4epHOAPOOHA HEAOCTATHHHOCT.

YBeaomere nexaps, papManeBTa RIH MCTMIHECKATA CH CecTpa, aKo 3afenexure ko o1
CIeAHATE HeMReIaHA PeaKIEH:

Hexenann peaxnsn, coofIneHa Npu NanaenTH, NeKyBaEl camo ¢ PyiasectpauT Tesa:

Mnoro gecta (Morat Aa 3acerHar nosede ot | Ha 10 aymn)

. PpeaKLiMH Ha MACTOTO Ha HIDKEKTHpaHE, KaTo G0ska W/WiH Bb3fancHue,

. OTK/IOHEHHA B CTOHHOCTH Ha YePHOAPOOHHTE EH3HUMH (YCTAHOBABAT CE€ NPH H3CIEABAHE Ha
KpBB)*;

rajiene (NoBAMraHe);

cnaboct, ornagHanoct®;

GO/KH B CTABHTE M B MYCKYJIHTE ¥ KOCTHTE;

ropely BhIIHH,

KokeH oOpuB;

aJIePryuHH PeaKivH (peaKIMH Ha CBPEXYYBRCTBHTEIHOCT), BKIIOUHTEAHO NOAYBAHE HA JIHLETO,
YCTHMTE, €3HKa H/WIH I'BIOTO.

BeumkE OCTAHAE HeXeJAnH peaxkman;

Yeerr (Morar aa 3acertar zio 1 #a 10 gyuru)
rnapobonue;

MOBPBIIAHE, IMAPHA, 3aryDa Ha aneTuT*;
HHbeKIHH Ha TMKOYHHUTE ITHTHINA,
6ok B repba¥;

NOBHIABAHE Ha GHNHpyOHAA (¥UTHUCH IAPMEHT, KOMTO ce IMPOH3BEXAa OT YepHus Apob);
TpomGoembonussm (NOBAIIER pUcK OT 00pasyBaHe Ha KPEBHH chCHper)
noxixen Gpoli Ha TpoMGoITHTE (TpOMOOLMTONEHN );

BarHHA/IHO KLPBEHE;

Gomka B kpBCTa, PasIpOCTpaHABALA CE KBM KpaKa OT €JHATa CTpaHa (HimMac);
BHE3aNHAa cnabocT, HITPEIBaHe, MpaBydKaHe WM HECIOCOOHOCT 32 ABIKEHHE HA
0cofeHO OT eHATa CTpaHa Ha TAIOTO, BHE3ANHH NMPOONEMH ¢ XOAEHETO HITH C P

(nepndepna HepponaTys).

Hesectn (Morar aa 3acernar no 1 Ha 100 aywmu)
. recTa, feresHrKaBa BATHHANIRG COKPElHA ¥ Kaugno3a (uHpexums);
. KPBBOHACA/IAHE H KBPBEHE HA MACTOTO HAa HIDKEKTHPAHE;

3
DE/H/4234/001/R/001 20201029



NoBHINaBaHe Ha rama-I' T — uepHonpobeH eH3HM, KOHTO Ce OTKpHBA NIPH HIC/EABAHE Ha KPhB;
BB3NaNeHMe Ha YepHuA Apob (XenaTur);

4epHOAPOOHA HEOCTATHYHOCT;

H3TPBNBaHE, MpaByuKaHe i GoJKa;

aHaWIAKTHIHY PEAKITHH.

*Brnousa HexenaHu peakiiH, 3a KOHTO NOpajy NOMICKALoTo 3a6o/sBane TouHaTa pons Ha
@Oyneectpant Tepa He MOXe Na CE NPELEHH CC CHIYPHOCT.

Hexenann peaxknn, chofmenH NPH NANREHTH, Jexkysann ¢ Oyapecrpant Tepa B koMGnHanug
¢ nanboanicant:

Muore wecTH: MOTAT Aa 3aCETHAT noBeye o1 1 Ha 10 nymm
HaManapaHe Ha 6pos Ha HeyTpodwnHTe (HEYTPOTIEHHS),
HaMaJIABaHe Ha Opod Ha GeTaTe KPhBHM KNETKH (JIEBKOTICHHA);
HHbexmn;

YMopa,

rajiese (NOBAMTaHe),

HaMajisBaHe Ha OPOA Ha HCPBEHHTE KPBBHH KICTKH (aHEMHA);
BB3NANCHHME M A3BH B YCTATa,

HApHd,

HAaMaJIcHH HHB2 HAa TpoMbonuTHTe (TpoMOoLHTONeHNA);
NOBpPBILAHE;

Koconan;

obpue;

3aryfa Ha aneTuT;

Tpecka.

* 2 0 8  S B S & 0B 8D

JecTa: Morar aa 3acersar Ao 1 Ha 10 aymm
qyBCTBO Ha cnabocr;

TIOBHINEHH HHBA Ha 4ePHONPOOHHTE SH3HMH;
3aryba Ha BKYC;

KBpBEHE OT HOCa;

MHOTO CHJIHO CHII3CHE Ha OYHTE;

cyXa Koxa;

3aMBITICHO 3PEHNUE;

CYXOTa B OMHTE.

* & & & & & 9 9

HegecTn: Morar na 3acersar a0 1 na 100 xymmu
. TpecKa ¢ APYTH NpH3HAIH Ha nHdexmd (peOpunHa HEYTPOTICHHA ).

Crofmanane Ha HexeNAHH PeAKIHA

AKO NOJTy4HTe HAKAKBH HEXKE/IAHH JIEKAPCTBCHH peakiyy, ypenoMere Baumg nexap, dpapmainieBT Wi
MeIHIMHCKA cecTpa. ToBa BKIIIOYEA BCHUKN BE3MOKHH HEOTHCAHH B TA3H JIHCTOBKA HEKEIAHH
peaxiai. MoxeTe ChINO Aa CHOCLIMTE HEKEAHH PEAKIMH AHPeKTHO Ype3 Hamsauurensa areHuus mo
JeKapeTRaTa,yi. ,Jdaman I'pyes” Ne 8,1303 Codua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.
Karo crofimasare HexenaHH peakuuH, MOXKETE Na JafeTe CBOA NPHHOC 3a TIONyIaBaHe Ha noBewe ... -
HHOOPMAIHA OTHOCHO (e30MacHOCTTa Ha TOBA AEKAPCTBO. b
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5. Kak aa coxpanuBate Pyasecrpant Tesa
Jia ce chXpansuBa Ha MACTO, HEOCTHIHO 34 ACNA.

He m3non3maiite ToRa N€KapcTBO Clien CpoKa HA TOAHOCT, OTOENA34H BBPXY KAPTOHCHATA ONIAKORKA
HJIH €THKETA Ha CIPHHHOBKaTa ciiet ,.J onen 2o/EXP“. CpoX®T Ha FOQHOCT OTTOBAPA Ha NOCHICAHUA
JEH OT NOCOMEHMA MecCell.

He usnonasaitre TOBa 1eKapcTRO, aKko 3abenekire HAKAKBH YACTHLIH HWIH MPOMAHA HA LIBETA NPETH
NPWIOKEHHE,

Jla ce chXpaHdBa H TpaHCHIOpTHPA B XnagunHuk (2°C - 8°C).

TemnepaTypHH OTKNOHEHHA H3BBH AnariazoHa 2°C - 8°C TpaGra aa ca orpanwdeny. BmoauTenso,
TpADBa A1a ce H3GATBA CHXpaHeHHE NPH TEMIEPATYpH, Hagpumapamu 25°C, KAKTO M ChXPAHEHHE 34
nosede or 28 auy Npu cpenHa Temneparypa oA 25°C (Ho Hay 2°C - 8°C). Cneql eBeHTYanHn
TEMIIEPATYPHH OTKJIOHEHMS, POAYKTET HezabaBHo TpAGBA Aa ce BLPHE KbM MPETIOPHYHTETHHTE
YCHOBMA Ha ChXpaHeHHE (Ja ce CEXpaHABA H TPAHCTIOPTHPA B XNaXWiIHKK npH 2°C - 8°C).
TeMmepaTypHHTE OTIJIOHEHHS HMAT KYMYJIATHBeH ¢(peKT BBPXY KaUeCTBOTO HA TIPOAYKTA H
28-AHeBHMAT IICPHO/ He TPAGBa 1a ce HajBMILABA IIpe3 2-roAMIIHMA CPOK Ha FOJHOCT Ha
dynsectpant Tepa. Hanaranero Ha npoayxTa Ha TemMnepatyps nog 2°C HAMA Aa My HaBpeJIH, CTHra
Aa He ce chxpangsa mog —20°C.

Crxpanssaiite npeBApPHTEIHO HATBJIHEHATA CIIPUHIIOBKA B OPHTHHAIHATA OMAKOBKA, 33 24 Ce
NpennasH OT CBETIHHA.

BamusT METHIMHCKH CNIELHANHCT HOCH OTTOBOPHOCT 3a MPABHIHOTO CHXPaHABaHe, H3MON3BaHE
H H3XBBp/IAHe Ha ©yneecrpanT Tepa.

ToBa nexapcTso MOXe Aa NPE/ICTABNABA PHCK 33 BOOHTE B OKOJHATa cpesa He u3xpnpnsiire
JIeKapCcTBaTa B KaHATH3A1MATA HWIH B KOHTeHHepa 3a JOMAamHH ornansuy. [Tonuraiite Bammis
thapMalieBT Kak Aa H3XBBJIATE JIEKAPCTBATa, KOKTO Bede HE m3nomseare. Tesn Mepku e
CMOMOTHAT 33 OMA3BAHE HA OKOJTHATA Cpena.

6. CrabpxamEEe HA ONAKOBKATA B JONLJIMATENHA HEGOpMANEA
Kakeo coanpixa ®yasecrpant Tesa

- AKTHBHOTO BEINECTRO € QynBecTpaHT. Bedka npeBApHTENHO HAITBJIHEHA CHPHHUOBKA ChEBPKA
250 mg pynsecTpant. Beeku ml ot pastBopa chabpka 50 mg dynBecTpaHT.
- ITomMonupTe Bemectsa ca: eraHon (96%), Sen3mwios ankoxon, GeH3MWIGEH30aT ¥ PUIMHOBO

Macio, padHHHpaHo.

Kak marnexna ®ynsecTpant Tesa B KakBo ¢hALPAKA ONAKOBKATA

DOynsectpaHT Tepa e OHCTLP, O€3UBETEH 0 KBIIT BUCKO3€H PA3TBOP B NpeBapUTEIHO HATBIHEHA
CHPHHLIOBKS, cHablena che cheauunten , Jiyep-Jlok®, ceappxama 5 ml HHXeKIIHOHeH pasTRop. 3a Ia
ce NOJTy4H NPEeNOPLIUTENHATA MecedHa A03a oT SO0 mg, Tpabea Aa ce HEDKeKTHpAT 2 CIIPHHIIOBKH.

OyneectpaHT Tepa ce npemiara B 2 BHAA ONAKOBKH! '
- 1 onakoeka, ¢habpXala | CTHKICHA MPeJBAPHTEHO HAITLIHEHA CIIPHHLIOBKA H J
HIJ1a 33 CBBP3BAHE CHC CIPHHIOBKATA. ;

- 1 onakoBka, ChABPKAIA 2 CTHIICHH NPSABAPHTENHO HATBIHEHH cnpmmonkq
o0e30maceHH HIITH 32 CBBP3BAHE C BCAKA CIIPHHLIOBKA. N
He ncrxu BupoBe onakoBku MoraT Aa GbAAT MyCHATH B IPOAMKOA.
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INpaTexaTen Ha pa3ipelleHEETO 33 YHOTpeba
Teva B.V.

Swensweg 5, 2031 GA Haarlem
Hupnepnannms

IlponsBoaETeN

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25
10000 Zagreb

XbpBaTus

To3m nexapceThen NPOAYKT € paspeilien 32 ynorpefa B Appxapare wienku 52 EHII nop
CJICAHHTE HMERna:

ABCTpHA Fulvestrant ratiopharm 250 mg Injektionslésung in einer Fertigspritze

Benrna Fulvestrant Teva 250 mg oplossing voor injectie/solution injectable/
Injektionslosung

brarapus dyneecTpanT Tepa 250 mg MIDKSKIMOHEH Pa3TBOP B NPENBAPHTETHO
HAITBJTHEHA CIPHHIIOBKA

I'epmanus Fulvestrant Teva 250 mg Injektionslsung in einer Fertigspritze

Hanns Fulvestrant Teva

Ectonns Fulvestrant Teva

Hpranmus Fulvestrant Teva 250mg Solution for injection in Pre-filled Syringe

Hcnannus Fulvestrant Teva 250 mg stungulyf, lausn { afylltri sprautu

Henanug Fulvestrant Teva 250 mg Soluci6n inyectable en jeringa precargada
EFG

Hramus Fulvestrant Teva

JlaTeua Fulvestrant Teva 250 mg skidums injekcijam pilngjircs

JIurea Fulvestrant Teva 250 mg injekcinis tirpalas uZpildytame $virkste

JhoxcemGypr Fulvestrant Teva 250 mg oplossing voor injectie/solution injectable/
Injektionslosung

Huzepnanaus Fulvestrant Teva 250 mg, oplossing voor injectie voorgevulde spuit

Ob6enMHEHO KpancTEO Fulvestrant Teva 250mg solution for injection in pre-filled syringe

Tlomma Fulvestrant Teva

Ilopryranns Fulvestrant Teva

PymbHus Fulvestrant Teva 250 mg solutic injectabili in seringd preumpluti

Cnoenua Fulvestrant Teva 250 mg raztopina za injiciranje v napolnjeni
injekcijski brizgi _

Cnopakus Fulvestrant Teva 250mg, injek¢ny roztok naplneny v injek&nej
striekatke

YHrapua Fulvestrant Teva 250 mg/5ml oldatos injekcié elbretSltsit
fecskendGben

Ournangus Fulvestrant ratiopharm 250 mg injektioneste, linos, esitiytetty ruisku

Gpanuus Fulvestrant Teva 250 mg solution injectable en seringue préremplie

XbpBatus Fulvestrant Pliva 250 mg otopina za injekeiju u napunjencj §trca13k1

Yepxka pemyGimka Fulvestrant Teva

[iserms Fulvestrant Teva 250 mg injektionsvitska, lGsning, 5

Jara Ha HOCICANO NPEPAITACKIAHE HA JINCTOBKATA —

\E
HocosenaTa no-A0.1y HHGOPMATNES € NPEAHAIHAUECHR CAMO 33 MeMIHHCKHA CTICIHAR,
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@ynsectpanT Tepa 500 mg (2 x 250 mg/5 ml MHKeKIMOHEH pa3TBOp) TpAOBa Ja ce nmpuiiara, KaTo ce
M3M0JI3BAT JIBE NPEABAPHTEHO HAITbIHEHH CTIPHHLIOBKH.

Huc MM 33 TIPHIIOKEHHE
[punaraiite HHKEKLMATA CNOPE MECTHUTE PHKOBO/ICTBA 32 HHTPAMYCKYJ/IHO HHIKEKTHPAHE Ha rojsiM
obeM.

3ABEJIEXKA: TTopaau 61130cTTa Ha NOIEXKAIHs CeJA/THLIEH HEPB € HEOOXOAUMO MOBHIIIEHO
BHHMaHHe NpH npunaraie Ha @yneecrpant Tesa B qop3oriayTealHara obnacTt (Bxk. Touka 4.4 ot
KXIT).

[MPEAYTIPEX/IEHHUE: Ipenu ynotpe6a HE crepunusupaiite obe3onaceHara Urjia B aBTOKJIAB.
BBB BCEKH €IMH MOMEHT 10 BpeMe Ha paboTa C MrJiaTa H TpH H3XBBPIISHETO i pblieTe TpsaOBa na
OCTaBaT 3a] Hes.

3a BCAKa OT JBETE CIPHHLIOBKH:

. M3BazieTe CTHKJICHOTO TAJIO HA CIPHHLIOBKATA OT Durypa 1
KYTHATA W NIPOBEPETE JAJIA HE € TIOBPEIEHO.
. OTBOpeTe BHHIIHATA OMAKOBKA Ha 0De3onaceHara ‘
HrJja. \
® Ipenu npuoxkeHUe NapeHTepaTHUTe Pa3TBOPH

TpsAOBa Ja ce OrjieaaT 3a HATHYHE Ha YaCTHLIH H
NpPOMSHA B LIBETA.

. JlpbxTe CIipHHLIOBKATa W3MpaBeHa 3a opebpeHaTa
yact (C). C npyrara pbka XBaHeTe Kana4eto (A) U
BHUMATEJIHO I'0 3aBbpreTe 00paTHO Ha
4aCOBHMKOBATA CTPEJKA, IOKATO KanaveTo ce
OTKBCHE 3a OTCTpaHsABaHe (Bxk. @urypa 1).

. Orctpanete kanaueto (A) ¢ ABHKEHHE IIPaBO
Harope.
3a na 3anasute crepwiHoctTa, HE JIOKOCBAMTE
BBPXA HA CITPHHLIOBKATA (B) (JIyep-Jlok)
(Bx. Durypa 2).

. 3akpenerte obe30naceHaTa MIrjia KbM HaKpaiHHKa THIT ®urypa 3
»J1yep-Jlok™ u 1 3aBBpTETE, IOKATO CE 3aKpenH
crabunHo (Bx. ®urypa 3).
o ITpoBepere nanu urnara e 3akmouena B Jlyep-
KOHEKTOpA, NPe/IM 1a NPOMEHHUTE BEPTHKATHOTO
TNOJIOXKEHHE Ha CNPUHLIOBKATA.
. Jlobnwxere cnpHHLOBKATa JO MACTOTO Ha
NPUIIOKEHHE.
. H3nspnaiite npeanasurens Ha Mriiata npaBo Harnpes,
34 J1a HE YBpEIUTe BbpXa H.
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H3ronere W3nMIIHKMA BB3AYX OT CIIPHHLOBKATA.
ITpunoxxere 6aBHO HHTpaMycKyIHO (1-

2 MUHYTH/MHXKEKLIMA) B CEJAIHIIETO (ITyTeanHaTa
obnact). 3a ynobcTBO Ha MpuUnaralks HHKEKLHUATA,
CKOCEHaTa CTpaHa Ha UIJlaTa € OPHEHTHPaHa KbM
noctyeto (k. urypa 4).

. Bennara ciiel HHXKEKTHPAHETO C eIMH MPBCT
HATHCHETE JIOCTYETO, 3a 1a aKTHBUpAaTe
npeanasurens (Bx. Ourypa 5).
3ABEJIEXKA: TIpu akTHBHpPaHETO He HacouBaHTe
UriaTa KeM cebe cH M KbM Apyru xopa. M3vakaiire na
yyeTe LIpaKBaHe M MOrJIeIHETe NaIH BbPXbT Ha
WIJ1aTa € MOKPHT HAITBJIHO.

H3xBBpasaHe

@urypa 4

l'Ipe,nnapmenHo HAMTbJIHEHHTE CINIPHHLIOBKH Ca NpeJHa3Ha4€HH caMo 3a €JHOKpaTHa yno*rpeﬁa.
Toera JIEKapCTBO MOKE [Ja NpeacTas/isiBa pUCK 3a BOJHTE B OKOJTHaTa Cpea. HewusnonzpaHusT
JICKApCTBEH NMPOAYKT HJIH OTNaAbYHHUTE MAaTEPHAJIH OT HETO 'rpsﬁna [a C€ U3XBBPIIAT B ChOTBETCTBHE C

MECTHHTE H3HCKBAHHA.
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