JucroBka: nHgopmauus 3a noTpedUTENsN

PAPMOPYBHUIIUH PFS 2 mg/ml unxexunonen paztsop
FARMORUBICIN PFS 2 mg/ml solution for injection

enupyOuumHoB xuapoxnopua (epirubicin hydrochloride)

Ilpoyerere BuMMAaTE/THO UANATA IUCTOBKA, IPCAH AA 32TIOYHETE 1A IPHIATATE TOBA JIEKAPCTERO,
ThH KATO T8 CbAbPKa BAXKHA 32 Bac nuudopmansis.

- 3anasere Tasw MCTOBKA. Mojke a ce HaloXH 1a s [IPOYETETE OTHORO.
- AKO UMaTe HAKaKBH JOIbJIHUATE/HY BBNPOCH, NONKTalTe Bawus Jekap UM MeJMLIHHCKA CECTpa.
- Tosa nexapcTso e npeanucano Ju4Ho Ha Bac. He ro npeotcrnnBaiite Ha apyru xopa. To Moxe na
UM HaBpEAH, HE3aBHCHMO Y€ NPU3HALIMTE HA TAXHOTO 3a00/iABaHE ¢d ChUIHTE KaTo
Baiuure,
- AKO MOJy4HTe HSKaKBH HEXENAHM peakluu, yBegomere Bans nexap niu

MEAMIIHHCKA cecTpa. ToBa BKMIOUBA M BCHUKH BLB’MD}KHH HEXEJIAHH PEaKLMH, HEONMCAHH B Ta3H
JAUcTOBKA. BrokTe Touka 4.
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Kakso npencrasnsisa DAPMOPYEHIIUH PFS u 3A:K3KRO £€ HRITON3Ba

Kakso Tpabpa na 3Haete, npenu Aa H3MoI3BATE @4PMOI}}"§HL{HH Pé%i, <7,2 é' 2 I, 01 2021;
Kak na usnonssare PAPMOPYBHIMH PFS | 735 4%
B:3MOXKHH HEXKEJIAHH PeaKLHu CUGIERUE TR s
Kax na cexpanssare QAPMOPYEUIIWH PFS

Chanspxanne Ha ONAKOBKATA M AOTBIHUTENHE HHOpPMaTIHA
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1.  Kaxkso npeacrasnsara PAPMOPYEHITAH PFS u 3a kakBo ce H300/13Ba
OAPMOPYBHLIMH PFS npencrasnssa LUTOCTATHYCH aHTHOHOTHK.

OAPMOPYBLHIIMH PFS e nokasan 3a neueHye Ha pak Ha rbpAara v paK Ha CTOMaxa,

Hpes uHTpase3uKanHa HHCTHIALHA (TOKATHO NPHIOMKEHHE B IMKOYHMA MEXYD)
OAPMOPYBUIIMH PFS e nokazau 3a nedyeHue Ha NOBBLPXHOCTEH PaK HA THKOUHMSA MEXYp
(MPEXOAHOKIETHYUEH KaPUHMHOM, KAPUKHOM i Sity) ¥ 22 npodHUNakTHKa Ha peLHIHB Clell
TPaHCYPETPANIHA Pe3CKLIMA.

GAPMOPVYEHUIIHH PFS moxxe na ce u3nonzea v B koMGHHALKMA ¢ APYTH JIEKAPCTBEHM IIPOAYKTH 32
6opba ¢ paka B T.Hap. NOJUXMMHUOTEPATIEBTUYHH PEXKHMH.

2.  Kakso TpubGBa g2 3Haere, npenu aa uznoassare PAPMOPYEHNIIUH PFS
He n3noassaiite PAPMOPYBULHH PFS

- aKO CTe aJIePrudyHA KbM eNMUPYDMUMHOB XHAPOXIIOPUA WK KBbM HIAKOSA OT OCTAHAJIMTE ChCTABKH
Ha TOBA JIeKapCTRO (M30pOeHHU B TOUKa 6),
- aKO CT€ aJIeprHyHy KbM APYrH 11ogo0HHU 1o XMMUYHA CTPYKTYPa BeliecTsa (AHTp
AHTPAUCHAMOHH).
- dKO KbPMHTE

He wusnonzeatime QAPMOPYBHI[HH PFS unmpasgenosuo.
- aKo CTpajare OT NPOABJDKHUTE/IHA MHEIOCYTIPECKs (MOTHCHATA (PYHKIHA HA KO



- aKQ MMaTte TEKKO UEPHOAPOOHO YBpeKIaHE

- aKo CTe OWIIK IEKYBAHH C MAKCHMAITHH KYAYJIATURHH JIO3H eNUPYOHLIMH B/ HITH ApYTH MoaobH#
Mo XUMHUYECKA CTPYKTYpa BEUleCTBA (AHTPALMKIMHN H aHTPaLEHIHOHN)

- aKo CTpajlaTe OT TEXKH ChpeuHu 3a0onaBaHus (KaTo TeXKa ChbpAevHa HEJOCTATEHHOCT,

CKOpOIIEH MHMAPKT HAa MHOKAP/1a, TEXKH PUTbMHH HAPYUIEHH, HECTAOWIIHA CTEHOKAPAUS,
MHOKAPIHONATHA)

aKO CTpagaTe OT OCTPH CUCTEMHM HHMEKLHH.

i

He uznonzeaiime QAPMOPYEHIIHH PFS unmpasesuxaino,

- aKO MMaTe MHPEKUUHN Ha [IMKOYHHUTE L TULIA

- AKO CTpajaTe OT Bb3NaJIEHWE Ha [THKOYHHUA MEXYP MM UMaTe TYMOPH, IPOHUKBALIK B CTEHATA
Ha TTUKOYHUA MEXYD

- aKO CTpanare OT XeMaTypHs (KpbB B ypHHaTa)

- MMa TIPODJIEMH IIPH MNOCTABAHETO HA KATETDD.

Oo6bpHeTe cienuanHo BHUMaHue npH ynorpebara na ®APMOPYBHUIIHH PFS

- AKO Ce JIEKYBATE HJIM CTE JIEKYBAH C LIMTOCTATHLH (IPOTHBOTYMOPHH JIEKAPCTBA).

- AKO HMaTe NpHAPY*asallo ¢ChpaeuHo 3aboiaBaHe,

- AKo ce nexyBare ¢ Bucoky 1031 DAPMOPYBHWLMH PFS wnu apyru nekapcrsa, KOMTO NOTUCKAT
ChpAeUHATA (DYHKUMA.

- AKO TIpHEMATE WIM HACKOPO CTE NpUEMali TpacTy3yMal (JlekapeTBo, M3MNOI3BAHO NPH JIEHEHHETO
Ha ONpeAeNeHY PaKoBH 3a00/1ABaHUs ). 38 OTCTpaHsARAHE HA TpacTy3yMab OT TAROTO MOXKE Z1a ca
HeoOXoaHMH A0 7 Mecela. T'bi kaTo TpacTy3ymat MOKe [1a OKaKe BIHSHME BbPXY ChPUETO, HE
TpsibBa na usnonzsate PAPMOPYBHMIIWH PFS 3a nepvon ao 7 Mecelia ciien cnupaHe Ha NpHema
Ha Tpacty3ymad. Ako DAPMOPYBHMIUMH PFS ce u3non3ea npeax Toea, Torapa chpacyHara Bu
¢yHxuus Tpabea na ce npoceassa BHUMATEIHO.

- Tlosy4eHu ca HAKOJIKO cBOOLIEHUA npKn OpemenHH weHH, ye PAPMOPYBHULIMH PES ce cabp3sa
CbC ChpAEYHHU NPodIeMH NPH HOBOPOJACHH U HEPOJIEHU Aela, BIIKOMUTEIHO (heTanHa CMBPT.

- AKO HMAaTe WM CT€ MMAJIH JABYeTepaIts B O0NacTTa Ha I'bpAHTE,

- Axo Umarte HamaneH Opoit OenH KpbBHH KIIETKH,

- Ako uMmare yBpeAcHa depHoapobHa K Os0peiHa GyHKUMS.

- Ako 3abenexunTe HAKAKBY HEOOHUANWHM TTPU3HALH HA MACTOTO Ha HHXKEKTHPAHE HA

DOAPMOPYBHLIMH PFS.
Apyru nekapersa u PAPMOPYBHUIIHUH PES

Tpabea pa kaxxere Ha Bamms nekap, ako NpHeMarte, HACKOPO CTe MPHEMANK UK € BE3MOXKHO 12
[IPUEMETE APYIH JIEKAPCTRA.

GAPMOPYBHMIIHUH PFS ce u3nos3pa rnaBuHo B KoMOHHALIMS ¢ OPYTH IPOTHBOTYMOPHH JIEKAPCTBA.
VI3KIIOYHTENHO Ba)KHO € HUKOTA 1a HE CE CMECBAT ITOBEYE 0T €JHO JIEKAPCTBO B €/1HA CIPHHLIOBKA HIIH
CHCTEMA.

OAPMOPYDBHUIIHH PFS ne Tpabea na ce ynorpedsapa s koMGHHALMA ¢ APYTH MOTEHIIMATHH
KapAHOTOKCHYHH JIEKAPCTBA WIIH KapAHOAKTHBHM BelUecTBa (OIOKEpH Ha KalLUCBUTE KAHA/IM), OCBCH
aKo chpAeyHaTa PYHKUMA HEe € BHUMATE/IHO [IPOCienaBaHa.

Kaxxere Ha Bamns siexap, ako npyemare Wi HACKOPO CTe NpUeMaii TpacTy3yMal (fiekapcrso,
U3MON3BAHO IIPH JICUEHHMETO Ha ONpeAeieHH pakoBH 3ab0asBaHms). 3d OTCTPAHsABAHE Ha TpacTy3yMad
OT TANOTO MOKE J1a ¢a Heobxoaumu 40 7 Mecela. Thil kKaTo TpacTy3ymal MoKe Ha OKaKe

cnupaHe Ha rnpruemMa Ha tpactysymad. Axo PAPMOPYBHMIIMH PFS ce u3nonssa
chpAevHata By ¢ynkuus tpabea ga ce npocneassa BHMMATENHO.



BakcHHaIuMs ¢ )xMBa BaKcuHa TpsOBa aa ce u3barea, ako usnonzpate ®PAPMOPYBEULIMH PFS,

YOUTH WIH HHAKTUBUPAHH BAKCHHHW MOFAT 71a Ce [pUIAraT, Ho OTrOBOPBT KbM TAKHMBA BAKCHHKH MOMKE
na Oule HaManeH.

YnorpebaTa Ha unmeTHaMH TpAOBa Aa Ce NPEKpaTH o Bpeme Ha jeueHne ¢ DAPMOPYEULIMH PFS.

AKO C€ YNOTpeDABAT NAKIUTAKCES HITH AOLETAKCEN (M3N0I3BAHH 3d JISYEHHE HA HAKOH BULOBE pak),

OGAPMOPYBHIIMH PFS 1pstea na ce ynorpebspa npenut Tax, ¢ MUHUMAaNeH 24-yacos UHTEpBAJ]
MEX/Y ABETE JIeKapCTRa.

JlexcBepanaMul (IeKapeTBO, KOETO € H3MOI3Ra 34 JleueHHe Ha HAKOU ChPIEYHU HAPYILCHHA ) MOXKE
na npomeHu aeHcTBrueTo Ha PAPMOPYEMIIUH PFS 1 BepoaTHo A2 yBEINUM NOTUCKAILHTE MY
e()EKTH BBPXY KOCTHHS MO3BK.

Hevicterero Ha DAPMOPYBHUIIMH PFS moxe 1a ce NPOMEHHK ChIUO OT AOLETAKCES, XHHUH HITH
€/HOBPEMCH IPHEM Ha uiHTepdepoH alb.

Ipu enHoBpemMeHHa ynotpeba ¢ T1eKapcTBa, KOMTO NOTUCKAT KOCTHHMA MO3BK (Hanp. LUTOCTATHLH,
CYpOHAMU AN, XTOpaMPeRHKO, ANDEHUIXHIAHTOMH, AMUIOTUPHH-TIPOH3BOAHHM, AHTHPETPOBHPY CHU
N1eKapcTBa) [a ce MMa MPeIBU/ BEPOATHOCTTA OT HAPYILUEHNS HAa KPHBOTBOPHATA (BYHKLHA.

OAPMOPYBHLIHH PFS He Tpsa6Ba na ce cMecBa ¢ XenapvH Nopajix XMMUYECKa HECHBMECTHMOCT,
KOETO MOXKe Aa JoBeje 10 oOpa3yraHe Ha yTaika.

bpemMenHOCT, KbpMeHe H pepTHANTET

bpemennocm.

AKO cTe OpeMeHHa MITH KbPMUTE, CMSATATE, Ye MOXKE 14 ¢Te OpeMeHHa WJIH ILIAHUpaTe GPEeMEHHOCT,
MOCHBETBAMTE CC ¢ Baiuns sekap unu papMauesT npean ynorpedara Ha TOBA JIEKAPCTBO.

Tosu nexapcTBeH npoaykT He TpsaGBa Aa Ce U3MOA3BA [10 BpeMe Ha OPEeMEHHOCT, OCBEH aKo Bamusr
JIeKap HE NPEUESHH, Y€ He3aDARHOTO JIEUCHHUE € OT KUZHEHOBAXKHO 3HAYEHUE,

Kakro MBKeTe, Taka u seHure TpsaGBa 1a NOTbPCST CLBET 3a 3aMna3Bate Ha QepTIIMTETA Npeau
feueHHe.

/KeHHTe C NeTepo/icH noTeHnHan TpadBa Aa ObAaT M0ChBETBAHY 14 M3IOJI3BAT epeKTURHA
KOHTpaueriuus no spemMe Ha jedyenue ¢ PAPMOPYEBHIIMH PFS u Hali-manko 6,5 Meceua crien
nocienHata Ao3a. Muxere TpsOBa Ja M3n013BaT eeKTHBHA KOHTPALCIILMA (10 BpeMe Ha JIeYSHHUETO U
Hal-mManko 3,5 mecena cjied nocaeadara a103a.

Kvpmene:
He tpsabea na kepMuTe, 1okaTo cre Ha inedeHue ¢ CAPMOPYBHIIHUH PFS u uafi-manko 7 auu chien
nocaeaHaTa 1o3a.

Qepmuavumem.
[tpm xxeHH MOKE Ja HACTLIM NMunca Ha MeHeTpyaurs u GAPMOPYBUHENWH PFS Moxe na
pean3BUKa [IpeKaeBpeMeHHa MeHoray3a. [pu Mexere GposAT Ha cIepMaTo30MAUTE B ClepMara
MOXKC 3HAUMTEJIHO Ja HaMasiee. [ToHexe ToBa JeKapcTBO MOXKeE J1a NMPen3BUKa XPOMO3OMHH
YBPEAIAHNA HA TIPU XOpa, KAKTO MBXETE, Taka U >KkeHUTe TpAOBa /1a NOTbPCAT CHBET 34 3ala3BaHe Ha
(pepTHAMTETA Npeau JieueHHe. XKeHuTe ¢ geTeponer norenuyan TpsOBa aa 6bAAT MOCHEBETRAHH A4
M3N0N3BAT ePEKTHBHA KOHTpATIeNLM 110 BpeMe Ha neveHne ¢ DAPMOPYBHUILIMH PFS v vaii-manko
6,5 mecena cien nocnegara Ao3a. Mexere Tpadea ga #3mon3saT eheKTHBHE KOHTPALIE!
BpeMe Ha JISUEHHETO H Hali-Manko 3,5 Mecela creji nocjiejHaTa 1034.




Hlogupane u padora ¢ Mamrnaw

EdexrsT Ha DAPMOPYBHILIHH PFS Bupxy cnocobrocTTa 3a wodipare 1 paGoTa ¢ MallHHK He e
CHCTEMHO OLIEHEH.

Hudopmanus 3a noMouHuTe BemecTna
OAPMOPYBHUUH PFS chabpaxa narpnit

DOAPMOPYBUIIMH PFS 2 mg/m] utxekunonen pastsop pue gaakod ot 5 ml cuabpxa 17,7 mg
HATPHH (OCHOBHA CHCTABKA Ha rOTBapCKaTa/Tparne3naTa con) BbB Beeky dnaxod ot 5 ml. Tosa

KOJTUHECTBO € eKBUBANEHTHO Ha (,9% oT npenopbunTenHus MaKCHMANeH AHEBCH XPAHUTEIEH IpUEM
Ha HaTPHA 34 Bb3PacTEH.

OAPMOPYBHIIMH PFS 2 mg/ml umxekunonen pastsop LB draxo ot 25 ml ceaspia 88,5 mg
HATPHH {OCHOBHA CHCTABKA HA MOTBAPCKATA/Tpane3HaTa co:1) BbB Beekn duiaxoH oT 25 ml. Tosa

KOMYECTBO € EKBUBATICHTHO Ha 4,4% OT MpenopbyuTeHHA MAKCUMaNeH JHeBEeH XPaHHTE IeH MpHeM
Ha HATPUH 3a BB3PaCTEH,

To3u nexapcTeen npogyKkT Moxke 1a GbJE MPUTOTBEH C PABTBOPH, KOUTO ChibPIKAT HaTpuit. Kaxere
Ha Bauins nekap, ako CTe Ha 1MeTa ¢ HUCKO ChABPKAHME Ha coNl (HaTpuii).

3. Kak aa msnonzsare DAPMOPYEUITITH PFS

Bunaru npuemaiTe T0Ba 1EKapCTBO, TOUHO KakTo Bu e xazan Bammusr iekap. AKO HE CT€ CUI'YPHH B
HeLo, nonuTaiTe Bamna nexap.

OAPMOPYBHIIHH PFS tpsadea na ce npuara camMo 104 pbKOBOACTBOTO HA KBATH(DHIMPAHH
CTMELUMANMCTU C OITUT B M3ITON3BAHETO HA LIMTOCTATULIH,

CHNELHAJIHU YKA3AHUA 3A MEINHUILIUHCKUA ITEPCOHA.I
[Ipenopbusar ce ciieqHUTE MEPKY 3a 6830MaCHOCT, MOPagy TOKCHYHHUA XapaKTep HA TOBA JIEKapCTBO!
- [lepconansbt Tpabdsa fa € o0yuyeH Ha JobOpa TexHuka 3a paboTa.

- bpemennu ot nepconana Tpa6sa ga 6paaT ocsoGomeHH oT paboTa ¢ TOBa 1€KAPCTRO.

. "IeHOBE OT €KMIIA, KOUTO UMaT KOHTakT ¢ DAPMOPYEBHULIMH PFS, tpafsa aa HOCAT
NpeanasHo o0jeKno: OMHIa, NPeCTUIKU, PHKABHMLIA K MACKH 34 €lHOKPATHA yroTpeda.

- PaboTHata nosbpxHOCT TpabBa Aa 6bae 3amurena ¢ abcopOupaiua XapTus ¢ IN1ACTMACOBO
[MOKPUTHE 3a eHOKpaTHa ynoTpeda.

- Beuuxy npeameTy, M3NOA3BANY 38 IPUIOKEHHETO WM TTOYHCTBAHETO, BKIFOUHTETHO |
PhKaBHLY, TPROBA 1a ObAAT NOCTABEHU B CTlel{Maliiy TOpOU 38 BUCOKOPHCKOBH OTIIaABLIM 3a
€IHOKPATHA yrioTpeda, rpeJHasHauYeHH 3a U3rapsiHe NPH BUCOKA TEMMEpaTypa.

- Pasnunsano M pasiaTo nexkapcTso Tpsaldpa 14 ce o0paboTH ¢ paspeaeH pa3TBOp HA HATPHER
xunoxsiopya (1% xy1opuH) 3a npenmnounTane ¢ HaKUCBAHE, a ClIed TOBA ¢ BOAA.

- Bcuuxu nourcTBalnyM cpencTea Tpsadea ga ce U3XBBLPJIAT N0 ropeonucans HauuH.

- B ciiyuaii Ha KOHTAKT ¢ KOXKaTa, M3MUiiTe OGMIIHO 3aCerHaTaTa NOBBPXHOCT ChE CanyH H BOIA
W/TH pasTBOp Ha HaTpues OuMkapbonar. He Thpkaitte obaue koxara ¢ TBbPAA HETKA.

. B ciyualt Ha KOHTaKT ¢ OKOTO/QUMTE, M3TerJleTe Ha3a l KJIenaya Ha 3aCerHaTtoTO/3aCerHaTHTE
OKO/0YM H H3MIaKHeTe o0WIHO ¢ BOAA Half-MANKO B NpoAB/KEHKE HA 15 muHyTH. Crea ToBa €
HeOOXOAHM TIperes OT CNEHATHCT.

- Cnel cBasHe Ha pbKaBMLIMTE BUHATH U3MHUBAMTE pHUETE ¢ BOMA.

IIpeau 3anousane na nevenvero ¢ ®APMOPYLHLIYH PFS Tpatea aa cre ce Bb3CTaH
MPOABUTE Ha OCTPa TOKCHYHOCT OT MPEAXOKAAWO Jedelie ¢ MPOTUBOPAKOBH JIEKapCT

CovpneunaTta GyHxuus Tpadsa na Obae ouenena, npenu Ja ObIETE NOATIOXKEHH Ha J€
OAPMOPYBHIIMH PFS, v BHMMaTenHo NpocnesBaHa 1o BpeMe Ha JISUeHUETO, 32 [
MHHHMYM DUCKBT OT ChpA€YHA HEAOCTATHUYHOLT, ONHUCAHA NPH PYTrUTe aHTpauHKJIHHH‘}C
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HEIOCTATHYHOCT MOKE /12 C€ IMOSBH PAaHO MM KBCHO (HAKOIKO CEIMMLIM, MECELH, TOPH TOAMHU) Cilell
COHPAHE Ha JICYEHHUETO M NOHAKOra He e IIOBIHABA OT CeUH(MUUHO Jledenue, [IpocneasBaHeTo Ha

ChpreyHaTa QyHKUMA TpAOBa na Obae 0cOOEHO CTPUKTHO, aKO MOMYYABATE BUCOKH KYMYAATHBHY 103H
H T1IPH HAJIMYHE HA PUCKOBH (aKTOPH.

[Topasin pricka OT yBpex/IaHe Ha ChplLeTo (KapAKOTOKCHYHOCT) KyMYy-1aTHBHATa 1032 oT 900 mg/m?
GAPMOPYBHUIIUH PFS tpsa6isa aa ce npeBuillara camo ¢ U3KIOUHTENHO [OBHILIEHO BHUMAHME.

YepHonpoGuuTe mokasatenu Tpsbea na GbAAT NPOCHENABAHH OPEAX H TI0 BPEME HA BCEKM KYpPC Ha
neyenue ¢ DAPMOPYEHLIMH PES.

Hnmpageno3no npuroxcenue

ObuuaiinaTa NPOABIKUTENHOCT Ha BIMBAHETO BAPHpa Meskay 3 ¥ 20 MMHYTH, B 3ABHCHUMOCT OT
Ao3ata ¥ 0beMa Ha HHOYIHOHHHS Pa3TBOP.

Hauanna mepanus cvc cmandapmuuy dozu

Hipu camocTosTENHO NPUIOKEHHE TPENOPBUBAHATA CTAHAAPTHA HAYaana 703a Ha
OAPMOPYBHLIMH PFS nipu sb3pacTau € 60-120 mg/m? TenecHa MOBBPXHOCT HA LMK,
[IpenopbuBanara HaqanHa ao3a GPAPMOPYBHULIMH PFS, koraTo ce W3Mon3ea KaTo YacT OT
aJIFOBAHTHO JIEHEHHWE TIPY MALMEHTH € paK Ha I'bplata ¢be 3acerHaTi JuM¢HU Bu3H € 100 1o

120 mg/m?. O6wara Haua1Ha 1032 3 LMK MOXE 42 CE 4aBa KaTo CAHOKpAaTHA J03a UM pa3jiefieHa B
IMPOABIKEHHE Ha 2-3 NOCAEA0BATETHH AHH. BeekH TepaneBTHYEH LKL MOXKe 14 ObAe NOBTOPEH Ha
BCEKH 3 110 4 CeMMLIKY, NIPH HANKYKe HA HOPMATHO BL3CTAHOBABAHE OT (IPHYMHEHATA OT JEKaPCTBOTO
TOKCHYHOCT {0CODEHO IIOTHCKaHe Ha KOCTHHS MO3BK U CTOMATHT).

Hauanna mepanus ¢ sucoxu cosu

HauanuaTa repamus ¢ Bucoku ao3u GAPMOPYEHLIMH PFS moxe 12 ¢e U3N03Ba NpH JIEUEHHETO
Ha pak Ha repaara. Korato ce uanossea Kkaro MOHOTEPANHA [IPH BB3PACTHH, MPENOpLYBAHATA BHCOKA
Havasida ao3a GAPMOPYEHIIMH PFS Ha kypc e o 135 mg/m® Ha fien | uny B pasfiencHH 1034 Ha
Auy 1, 2, 3 Ba BcexH 3 10 4 ceamuuu. TIpy KOMOMHUPAHO JIEeYEHHE NIPenopbUBaHaTa BUCOKA HaualHa
no3a e 10 120 mg/m? Ha nen | Ha Beeku 3 110 4 ceaMHLK.

Hapywena 6vbpeuna pynxyus

TBi KaTO HE MOFaT Aa Ce JaJaT crelu(UUHN NPENOPbKH 3 JO3UPAHE, B3 OCHOBA HA OrPAHHUEHUTE
AaHHH 34 MauMeHTH ¢ Ob0peuHo yBpekaaHe, MPH NallMeHTH ¢ TEXKO OLOpeuno yBpexKiare Tpabea na
CE& UMaT NIPSABNZ TI0-HUCKH HAYAJIHU J03H.

Hapywena vepnodpobua yrryus

[IperiopbyBar ce N0-HACKHK AO3H. AKO CTe C TEXKO YBpex/1aHe Ha uepHus aApob, ne Tpadea na Obaere
nexyBand ¢ CAPMOPYBHULIMH PFS.

pyeu cneyuannu epynu nayuenmu

AKO CTe ¢ TEXKa NpeixXoKAaLa Teparng WiH ¢ KOCTHO-MO3BYHO YBPEKIaHe, MPUHHHEHO OT
1M0KAYECTBEHH KIIETKH, TPAOBRA Ja ce UMaT MNPEARMA [10-HUCKY HAYaIHU 103H HIIH [10-AbJIrH
UHTEPBAIH MEXKIAY UMKINTE. AKO CTE B HAIIPEAHAIA BB3PAcT C& U3MOJ3BAT CTaHJapTHH H
U CXEMHU.

HAHmpasesuKaino npuitodcenle

He tpsbsa na npuemare HHKakBH TeudocTH 12 waca npenu Bausade. Cren kpas H
Aa YpHHHpaTe.



HogvpxHoCmHY MYMOPU KA NUKOYHUS MEXYD

Eounuuno sveexcoane 6 nuxouniis mMexyp

[Ipenopbusa ce eauniuno nvBane ot 80-100 mg HETIOCPEACTBEHO Clie]T XHPYPrHUHOTO
OTCTPAHsABAHE HA IIPOCTATATA.

4-8-ceOmunen Kype, nOCreO8aH On edcemece il baencOanisl 8 NUKOUHYS MeEXyp
[Tpenoprusat ce BiMBaHuA Ha SO mg B IpoAbIKEHMe Ha § ceqMuuy. B CIIy4ail Ha JjloKaltHa
TOKCHYHOCT (XMMHUYEH LIMCTHT) 103aTa TpabBa na 6bae HaMmaneHa no 30 mg. Morat ga 6baar

NPUIOKeHH 50 mg CeIMUYHO 32 NEPHO OT 4 CEaAMMUM, MOCICARAHN OT EXKEMECEUHK BIUBAHUS Ha
ChIIATa 4034 3a nepuoa ot 11 Mecena.

AKO ¢Te M3M0/I3BANH MoBeue 0T HeoOxoaumaTa 103a PAPMOPYBUIIAH PFS

QOctpoTto npeaosupane ¢ DAPMOPYEBULIMH PFS ute nosede A0 TEXKKO MOTHCKAHE HA KOCTHHA

MO3BK, CTOMALIHO-UPEBHH TOKCHYHH €PEKTH Y PAHHH H KbCHM ChPAEUYHH YCIIOXKHEHUS. 3aToBa Tpabea
A& OpaeTe BHUMATEHO MPOCIeISIBaHM.

AKO HMaTe HAKAKBH AOMBIHMTEIHH BBIPOCH, CBLP3aHH ¢ YrIoTpeara Ha TO3M IIPOAYKT, MOJIs
nonutanTe Bauins nekap.

4.  Bb3IMOKHU HeXeTaHM PeaKkuHH

KakTto Bcuuky NlekapcTa, TOBA TEKAPCTBO MOXKE 4 NpeH3BHKA HeXEIAHY PEAKLIMH, BBIIPEKH He He
BCEKH M MTO/Ty4aBa.

Meuoro ueeTu (Morar aa 3acernar moseue ot 1 na 10 aymmu):

- HHpeKuun

- BB3NAICHHE HA OHHUTE, ChC 3a4EPBABAHE U ChI3EHE

- HUCHK OpOM Ha YepBEHHTE KPLBHH KIETKM (AHEMHS), KOETO MOXKE /1a BY HATIPABH YMOPEHH H
OTIYCHATH

- croajade Ha Dpos Ha BenuTe KPLBHH KNeTKH (KOUTO ce 60pST ¢ HHGEKIMUTE), KOETO YBeJlHuaRa
BEPOATHOCTTZ OT PA3BUTHE HA UHDEKUUA MK Tpecka (JIEBKOMEHHA)

- cnajiane Ha Opos Ha HAKOH BUIOBE 0€.1M KPBBHH KIETKU - HEYTPOMHIIN U IPAHYJIOLKHTH
(HeyTponeHHd, QedpuiHa HeyTpONeHus H [PaHyIOLMTOTIeHHS )

- NOHIKeH OPOH Ha TpoMOOLMTHTE (CHOMArar 3a ChCHPBAHETO HA KPBBTA), KOETO MOJKE A JIOBE/E
A0 MOoABd Ha CHHMHM H JIECHO HapaHABAHE

- Bb3NaAJIEHME Ha Npo3payHaTa 4acT Ha OKOTO, HAapeUeHa poroBuLa

- TOpeIlX BbJIHH

- BBANAJICHHE HA BEHA

- rajcHe

- [OBPBLUAHE

- Bb3NAJIEHye Ha NUraBHila HA ycTaTa

- BonesHeHo pB3NANEHUE U I3BU HA JIMFABHIIUTE Ha XPAHOCMHIATEIHHUA TPAKT

- Avapus

- Koconapg

- JIE3UH [10 KOXKaTa

- YEpBEHO OLBETABAHE Ha ypHHaTta 3a | 10 2 AHM cied ynoTpeda

- JIHMCA Ha MEHCTPYAIEH LIMKEJI

- 0010 HEpa3MONOKEHE

- Tpecka

- IPOMAHA B HHBATA HA HAKOH YEPHOAPOOHH €H3UMHU

- Bb30ajeHue (MCTUT) c/ie] AMPEKTHO MPUIOKEHHE 8 NUKOUHHA MEXYp

Yectu (Morar Aa 3acernar Ao 1 ga 10 gyyuiu):




00e3BoIHsABAHE H 3aryBa Ha TEYHOCTH

NOHWKEH aneTUT/3aryba Ha aneTuT

TEKKM HAPYIIEHHS Ha ChbPACUHUS PUTHM (KAMEPHA aPUTMHMSA)
HApyUIeHUs B IPOBOAUMOCTTA HA ChPASUHNUTE UMITYJICH
ONpEaeSCHH HapYLIeHUA Ha Chpaeunus pUTeM (AV 0ok, beapen 651ok)
3a0aBeH CbpaeueH puTeM (Gpaguxapis)

HEAOCTATBYHO U3NOMIIBAHE HA KPEB OT CHPLETO, KOETO MOXKE /1a PEeU3BUKA 3a1yX, 33 1bpKaHe Ha
TCHHOCTH H HAPYIUEH CbPAEHEH PHTBM

KbpPBEHE

3auepBsABaHE HA KOXKATA

BLINANCHUE HA XPAHONPOEOOA U 2bPAomO

O0JIKA WK TTAPEHE B CTOMALLIHO-YPEBHHUA TPAKT

BB3Na/ICHUE HA MYKO3HATd MeMOpaHa Ha CTOMAUTHO-UPEBHHMA TPaKT
S3BH B CTOMAUIHO-YPEBHHSA TPAKT

00puB, cbpbexK

HeobuyailHa NpoMsHA B LIBETA HA HOKTHTE

KOXHH NPOMEHY

HeoOWYalHA NpOMSAHA B UBETA HA KOKATA

BTpHCaHE

3aUCPBABAHE HA MICTOTO HA NHGY3HS

oTcnabena cbpleyHa AeHHOCT

HeuecTn (Morat aa 3acerdar 1o 1 na 100 aywn):

BUCOKaA TeMIIepaTypa, BTPHCAHE, OTNAAHAIIOCT, C REPOATHO CTYNEHM KpaiHULU, [Topali OTpaBsiHe
Ha KpbBTa

HH(eKuMs Ha Oenute apobone (TTHEBMOHKS)

HAKOH BUJOBE pak HA KpbBTa (OCTpa MUEIOUIHA JEBKEMU)

HAKOM BUAOBE paK Ha KpbBTa (OCcTpa IMMPOLMTHA IEBKEMMUSA)

3alyLUBAHE HA KPbBOHOCEH CL1

3al1yLIBAHE Ha apTepus (apTepuaina eMBomnus)

noayBare v OONKa B KpaHHULIKTE, MOpaaH Bh3ladeHHe Ha KPbBOHOCEH CBl, C BEPOATHO
o8pazyBaHe Ha ChCHpPeK

obpasysaHe Ha cheHpenH B Oenure apoGoBe, KOeTo nNpUUHHABa 00NIKA B MEPAMTE U 3a1yX
KbPBEHE B CTOMAIIIHO-YPEBHUA TPAKT

yYpTHKapHA

3auyepBABaHE HA KOXKATa

crnaboct

Peaxu (Morar aa 3acernar a0 1 ua 1 000 aymun):

]

TEKKA aNnepruyna peakuus (aHadbunakceus, aHahunakTU4eH oK, aHa(HIAKTON/IHA peakilig)
MOBULIEHH HUBA HA NUKOYHA KHCEIKHA B KPLRTA

3amansane

V8pesxcoane Ha cvpyemo (KapouomoxcuyHocH)

Yecmo YPUHUDAHE

AURCA HA CREPMAMO30UIU

C neusBecTHA 4e€CTOTA (OT HAJIMMHHTE JAHHH HE MOXKe 12 ObJ¢ HANPABEeHA OleHKA):

cepuo3IHO BOECINHO CHCMOSHUR, KOEMO MOXNCE 00 006e0e 00 MHOJICECMEEHA OP2AHHU
HEQOCMAMDBUYHOC (CEnMUYEN WOK)

baxkmepuanna unghexyust Ha Kodcama

YKHBOTO3aCcTpalllaBal]0 CbCTOSHHE ¢ MHOTO HUCKOQ KPBBHO HaIsiIraHe
HAPYIEHUR HO KPBEOHOCHUME CbOO0Ee

CTOMALLHO-YPEBEH JHCKOMPOPT

PAazAICABARE U KbpPEeHe HA YCMHAMa TU2acuya

110ABa HA TbMHH NETHA MO JIMIaBULUATA HA YCTHATA KYXHHA

3a4CPBABAHE HAa KOXATa UNN APYIH PeaKLMM, NOA0OHM Ha U3TrapsaHe, TPy U3l
HJIU YJITPaBHOJIETOBH JTBUYH




- HADYWEHUA HA MbKAHUMeE, KOUMOo M02am 0a nacmenim npu NORAOANe HA UHICEKYUOHHUS
Pasmeop OKOAO U U36bH eenama.

- KOXXHHM NIPOMEHH Ha MACTOTO HAa DPEIHLIHA TbUETCPans

AKO HAKOSR OT HeXeNaHKWTe JICKAPCTBEHN PEaKUMH CTaHE CepHO3Ha, WK 3abeneskure QpyTH,
HEOMMMCAHY B Ta3W TMCTOBKA HEWKENAHH DeAKLMU, MOTa yeenomeTe Bawug nexap.

Cpo0aBaHe HE HeXeIaHH| peakiuu

AKO MOJIYYHTE HIKAKBH HEKEJaHH J1eKAPCTBEHU PeakiMu, yBeaomere Bamus neKap Wik papMaLest,
ToBa BKTHOYBA BCHUKY BB3MOMCHM, HEOMMCAHH B Ta3H JIMCTOBKA HCXKETaHH peakuyvu. Moxere CsUo aa
CHODIIMTE HEKENAHY peakUHH AUPEKTHO vpe3 ManbanuTeHa areHUus 1o nekapereara, yi. ,,Jlamsy
['pyes” Ne 8, 1303 Codus, Ten. +359 2 8903 417, yebeait; www.bda.bg. Karo crobuiasate

HEXEaHn peakiiiy, MOXKETe a aJeTe CBOA NPUHOC 34 [10/1y4aBaHe Ha I0BeYe HHPOpMALHs OTHOCHO
0€30macHOCTTa Ha TOBA JIEKAPCTEO.

5. Kak na ebxpansisare PAPMOPYBHLIMH PFS
ChbxpaHsiBaiTe Ha MICTO, HEIOCTBIIHO 34 AELA.

He usnonssaiire ®APMOPYBUIIUH PFS cnen cpoka Ha rogHocT, 0T6e93aH BbPXY ETHKETA.
CpoK®T Ha FOAHOCT OTTOBAPA HA NOCEAHMA /IeH OT NOCOUYeHHs MECELL.

Jlekapcreara He TpsAOBa fa ce M3XBBP/IAT B KAHAIH3A1MATA MIH B KOHTEHHEpA 38 AOMALLHH OTNAIbLH.

llonutarite Bauins QapMauesT kak na YHHIIOKHTE HEHyKHUTe Bu nekapersa. Tesu Mepku wue
CIIOMOTHAT 32 OMa3BaHe Ha OKOJHATA Cpeaa.

Pa3TBop®T 114 ce chXpanssa npu remneparypa oT 2°C no 8°C. Jla He ce 3ampassBa. M3xsbprere Beexy
HEU3IIOJI3BaH Pa3TROpP.

6. CohappKaHHe HA OMAKOBKATA H JOITLJIHATEIHA HHPOPMALHS
Kaxso epappska ®PAPMOPYEBHIIUH PFS

- AKTHBHO BEIIECTBO: eENUPYOUUMHOB XMAPOXIOPHA (epirubicin hydrochloride).
- Hpyru ChCTaBKU: HATPWEB XJIOPH, XA0POBOLOPOAHA KHCEIHHA, BOAA 34 HIDKEKLIMH (BIKTE TOUKA
2 ,OAPMOPYBHIIHUH PFS cnawpxa natpuit™).

Kak miraexna CPAPMOPYBHUIIHMH PFS u xakso CbABLPIKA CIAKOBKATA

Huorcexyuonen pasmeop 10 mg/5 mi:

beaiseTen Prakon oT npo3pauHo ¢TI0 TUM [ (10 ml), 3aTBOPEH CHC CHITMKOHUIUPAHH 3AITy LIATKH
OT XanoOyTUN0BA TyMa U aymMuHuepa 0OKaTKa ¢ HENPO3payHa, NJ1acTMacoBa OTUYNBALIA CE KATayKa,
NOMbJIHUTETHO OOBHUT Che 3alldTex npo3paded PVC-(unM, nocTaBeH B KAPTOHEHA KYTHS.

Hrocexkyuonen pasmeop 50 mg/25 mi:
besuseter (yrakoH OT mpoapayHo cTekI0 THI | (25 mi), 3aTBOpEH CLC CHITMKOHH3UPAHHU 3aITy IUAJIKY

OT XAJTOOYTHIIOBA FYMa M aJlyMUHMeBa OOKATKA ¢ Henpo3pauHa, 1acTMACcOBa OTHYIBAILA Ce Kanayka,
AOMBIHHTENHO OOBMT ChC 3alMTeH nipo3paveH PVC-dunMm, nocTaBeH B KAPTOHEHA KYTHIL,

Bceaka onaxoBka ¢babpika 1 akoH ¢ roToB MEKEKIMOHEH PazTBOD.
IIpuTexaTest Ha paspelieHUeTO 3a ynorpeda u NPOU3IBOIHTEN

lpumexcamen na pazpeuieruemo 3a ynompeia.
Pfizer Europe MA EEIG
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