JJACTOBKA: HHOOPMAITMS 3A TIOTPEBHATEIEEY Ne: A8 04 10

.....................

EIMPEKC |
1000 IU/0,5 mi; 2000 1U/0,5 ml; 3000 1U/0,3 ml; 4000 IU/0,4 ml, 10 000
HEDKEKLIMOHEH pasTBOp, enoeTHH anda (epoetin alfa)

HpoveTere BHEMATENHO HNJIATA NHCTOBKA NPeIH A4 3AN0YHETE 2 NPHAATaTe TOBA JIEKAPCTEO.

- 3anasere Ta3H JHCTOBKA, Moxke Ja ce HAMOXH Ja A MpOMeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JONBJIHUTEIHH BRIIPOCH, oNuTaiiTe Barmig nexkap mnu GapMaLeBT.

- Tosa nexkapcTBO € NpeanHcaHo av4HO Ha Bac. He ro npeotcrhnBaiite Ha ApyrH Xopa. To Moxke
A3 UM HaBpeAH, HEe3aBHUCUMO OT TOBA, Y€ TEXHHTE CHMITTOMM Ca ChIMTE kaTo BatmuTe.

- AKO HAKOA OT HEXEITaHUTE JIEKAPCTBEHH PeakiMy CTaHe CEpUO3HA, WIH 3a0eexuTe IpyTH,
HEOMMHMCAHH B Ta3H JIMCTOBKA HEXKE/IAHHM peakiMM, MO YReaoMeTe Bamua nekap wiH

¢bapmanesT.

B Tazun nucToBKA:

1. Kakeo npeacraengsa EIIPEKC u 3a kakBo ce w3nonzpa
2. [Ipeau na n3nonssate EITPEKC

3. Kaxk na uanonzsate EITPEKC

4, BB3MOXKHM HEXENAHH PEAKLIHH

5. Kak na cexpansasate EITPEKC

6.

HombnaurenHa uHQopMaLHA

1. KAKBO IIPEACTABJIAABA EIIPEKC U 3A KAKBO CE U3I1I0JI3BA

EITPEKC cpabpxa enoeTH angda — NpoTerH, KOKTO CTUMYJIHPa KOCTHHAA MO3BK Ja NMpOoH3BeXIa

MOBEYE UCPBEHH KPBBHHU KJIeTKH. TOH NpeCTaBNsIBa KOMKHE HA YOBEINKHA MIPOTCHH ¢PHTPOIIOSTHH H
OeHCTBA MO CHIMMA HAYHH.

. EINPEKC ce m3moi3pa 3a jledeHHe HA AHEMHAMA, IPpAYAHeHAa 0T 0b0pedno 3a001aBaNHe.
- IpH AeUa Ha XeMOAHaH3a

- IpM BBE3PacTHH Ha XEMOAHANH3a WIH Ha riepHTOHEeAIHa AMajin3a
-  TpH BBE3PACcTHH C TEXKKA aHeMHS, KOMTO Ollie HE Ca Ha JHalH3a

Axo uMate 6p6peuno 3ab0ssBaHe MOXKE J1a HAMATE NOCTAThYHO YEPBEHH KPbBHH KIICTKH, aKO
OpbpenuTe By He NPOH3IBEKIAT HOCTATHEYHO EPUTPOIOETHH (KOHTO € HeobX0auM 3a NpoAyKUHATa Ha
yepeeHH KpbeBHHU KaeTkr). EIIPEKC ce npenmacea, 3a na ctumynupa Balirkg kocTeH MO3BK Aa
NPOHU3BEXIA 0OBe4Ye YEPBEHH KPBBHH KIETKH.

. EIIPEKC ce m3m0/13Ba 34 JiedeHHe HA aHEMHS, AK0 CT¢ NOAN0KeH (2) Ha XAMHOTEpanHs 3a
COTMOHH TYMOPH, 3N0KaYeCTBEH JIMM(OM HIH MHOKECTBEH MHENOM (pak Ha KOCTHHA MO3BK) H
BamusT nexap pems, ue MoxXe fia HMaTe rojiaMa Hy»KJaa oT npemdsade Ha kpbe. EIIPEKC Moxe
Ja HaMaJIM HY>KJAaTa OT IpeJIUBaHe Ha KPHE.

* EIIPEKC ce H3D0JI3BA HPH X0pa ¢ YMepeHA AHEMHS, KOATO AapABaT KPHLB pean
XHPYPraYHA HHTEPBEHIHE, TAKA 9¢ T4 Ja MOKe Ja HM Obae npenara oOpaTHO MO BpeMe HIIH
cneq onepaumsTa. Tei kato EIIPEKC cTaMynnpa npoH3BoAcTBOTO Ha YepBEHH KPBBHH
KJIETKH, IEKapPUTE MOTAT J1a B3EMAT MOBEYE KPHE OT TE3H XOpa.

. EIIPEKC moxe na 6ba¢ H310J13BaH OPH BL3PACTHH ¢ YMEpPEHA AaHEMBMA, KOATO me ObaaT
NOJIOKEHH HA rOASMa OPTOHeRYHA ONEPANHS (HanpuBeHFONEIOIRGL 3G CMAHA HA beopera

WU KOAAHHA CMABd), 3a a ¢e HaMalTd HyA(IaTa OT €Be ', \od Eﬁﬁéﬁ’f@g a KpbB.
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2.  IPEJH JIA M3OOJ3BATE ENPEKC



He uanomseaiite EITPEKC

L]

. AK0 HMaTe BHCOKO KPLBHO BAJIAATAHE, KOETO He € [IPaBWIHO KOHTPOJIHPAaHO C IEKApCTBa.

. AKO cTe aneprudHn(a) (CBpPHXIYCTBHTEICHH ) KBM SIIOETHH ajipa HITH KbM HAKOA OT
octraHanutTe CbeTaBku HA EITPEKC (u36poeHu B Touka 6, Jonvanumenna unpopmayus).

. Ako TpabBa A2 ObaeTe DOAIOXKeH(2) HA rOIAMA OPTONEAHYHA ONepanus (HanpaMep
onepanus Ha Tazo0eapeHaTa WK KOJIAHHATA CTaBa) H:

- CTPajaTe OT TEXKKO ChpAcYHO 3aboaBaHe

- cTpajaTe OT HapyIIEHHA HAa BEHATE H APTCPHHTE

- HACKOPO ¢T€ NpeKapaly HHPApPKT HIH HHCYNT

- He MOXKETE [1a MPHEMATE JICKAPCTBA 3a Pa3peXIaHe Ha KPbBTa
EITPEKC moxke ma He e noaxonqin 3a Bac. Mong, obcnpere Topa ¢ Baumua nexap. Korarto
n3noi3Bat EIIPEKC, niaxon xopa ce Hyxaasat or MeIuKaMeHTH, KOMTO HaMaJIiBaT paCKa OT
oOpa3syBaHe Ha KpBbBHHU CECHpELId. AKo BHe He MokeTe 12 IpHEMATE JICKAPCTBA, KOHTO
NpeJoTBLPTABAT KPLBOCECAPBAaHeTO, He H3N0A3BalTe EHIPEKC.

o Axo Bu ¢ nocragena JHArH032 THCTA AIJIA3HA HA YepBeHHTE KPHBHA KJIeTKE (pure red
cell aplasia) (KOCTHHAT MO3BK HE MOXKE J1a TIPOM3BEXIA JOCTATHYHO YePBEHH KPBBHH KIETKH)
ciiel TIpEAHIITHO IEYeHHE C KAKBBTO U Aa € IPOAYKT, CTHMYIIHpall oOpa3yBaHEeTO Ha YEPBEHH
KpbBHH KIeTKH (BmoumTenHo EITPEKC). Bmx touka 4, Be3amoorchu neocenanu peaxyuu.

. 3a CTHMYJIMpaHe MpOM3BOACTROTO HAa YepBeHU KPBBHH KIIETKH, AK0 He Moxe na Bu ce
npenBa Bamara codcTBena KpbB 110 BpeMe HIIH C/ICA Oneparis.

O6npaere cnenmanno sEAManne npa ynoTpedara ma ETIPEKC
Baxno ¢ qa cro0muTe Ha Bamua Jekap, ako HIKOE OT H30pOEHHTE MO-O0JIy HEIa C¢ OTHACA 34

Bac. BeposTHo me MoxkeTe aa npogsokure ga Hanonspate E[IPEKC, Ho mepBO 06¢BaeTE TOBA ©
Baimua nekap.

. AKo cTe OpeMeHHA WIH CMATaTe, Ye MOXe Ja 3abpeMeHeere.
. AKO KLPMHTE,
. AKO 3HaEeTe, 9€ CTpajaTe UK CTE CTPAAAIH B MHHAJIOTO OT:

- CLpAeYHO 3a0019BaHe, BRAWYHTEIHO anginag pecloris,

- BHCOKO KPHbBHO HAJIATAHE;

- KPBHBHH CLCHPENH HIH aKO CTe H3JIOKEeH(a) Ha MOBUINEH PUCK OT 00pasyBaHe Ha KPhBHH
CBhCHpeLH (HanpuMep, aKo CTe C HAAHOPMEHO TErno, MMaTe IUabeT WIK aKo CTE Ha JIETIIO
OpOABIDKHATEIHO BpeMe TIopaau onepala wiH onecr);

- eNHICONTHYHH NPACTHIMN HIH IPHIATHLH;

- AHeMHS ODOPAJAH APYIH NPHYHHHE,

- aeproapodno 3abonsaeane.

. AKo cTpajaare OT pak, HMaiiTe npeiBur, Ye JIEeKapcTBaTa, KOMTO CTUMYJHpaT o00pa3yBaHETO Ha
yepBeHH KpBBHH KieTkH, kaTto EITPEKC, Morar ma nociy»at KaTo pacTekeH (aKTop H
CJICIOBATE/IHO HA TEOPHUA MOraT Aa OKaXKAT BIHAHHE BBPXY IMpOrpecUpaHeTo Ha Bamusa pax.
Mouns, o6cbaere ToBa ¢ Bamua jgekap.

NPOAYKT OT Ta3H rpyna, pasnuucH ot EIIPEKC, ronope're ¢ B4
IO H3IIONM3BATE.



IIpuem BHA APYIH JIeKapcTBAa:

Hopmanuo ETIPEKC ne pearupa ¢ apyru nekapctsa, HO MoJid, cpodiere Ha Barug jexap, ako B
MOMEHTA H3TION3BATE (WIH CTE H3MOI3BAIH HACKOPO) KAKBHTO M 1a € APYTH MEIHKAMCHTH —
BIJTIOHUHMTENHO U TAKHBA, KOMTO CTE 3aKyNnuak 63 perenTa.

AX0 npEeMaTe MEJHKAMEHT, HAPe€4¢H NHKJIOCHOPHH (M3II0/I3BaH HAlIpUMEDP NPH TPaHCIUIaHTAIlHA
Ha O50penn), Bawmar nexap Moxe a Hapeau Aa ¢e HAMpaBsT KPHBHYU H3CISABAHMA, 32 Aa CE MPOBEPH
HMBOTO HA LUHKIOCIIOPHH, AokaTo npuemate EIIPEKC.

HKeiieann n00aBKH H APYrd KPbBHHE CTHMYJA4HTH MOraT na yeejaudat edexrusHocTra Ha ETIPEKC.
Bamuar nexap e NpeleHy Jajiy 3a Bac € noaxoaqino aa ri npHeMare.

Axo nocemapate DOIHHNA, KNMHHKE HAH CeMeeH JIEKAp, YBEAOMETE I'H, Ue Ce JIeKyBaTe C
EITPEKC. Topa MOXeE Oa OKaXe BIIHAHUE BEPXY APYTUTE JICHCHUA MITH PE3YJITATH OT M3CIIEBAHMA.

3. KAK A M3ITOJN3BATE EIIPEKC
BamaaT Jexkap e npoBe] KPHLEHY H3CISABAHAS H € pentun, de TpsaOea ga ce nekysare ¢ EIIPEKC.

EIIPEKC moxe ga Obae npuiokeH pe3 HHKEKIHS:
- HJI¥ BHB BE€HA WIM B TPBOHUKA, KOSTO BJIN3a BHB BeHa (HHTPABEHO3HO),
- HJH 101 Ko3KATa {TIOAKOMXKHO).

Baumsr fekap e peunn kak e Bu 65a¢ urokexkrnpad ETTPEKC. O6HkHOBEHO HHXKEKLIHMHTE 1ie BH
¢e [IOCTARAT OT JEKap, MEOULHHCKa CeCTpa WM Apyr 3apaBeH paboTHHK. HAKOH Xopa, B 3aBUCHMOCT
OT TOBa 3a1o ¥UMaT HyKjaa oT aedenue ¢ E[IPEKC, morat mo-kscHO ga ¢e HaydaT caMy ha CH I'o
MIDKEKTHPAT MO Kokata: Bwk: Hucmpyryuu xax camu oa cu urxcexmupame EIIPEKC.

EITPEKC He TpsabBa xa 6b1e M3N0ON3BaH:

- Clle]] M3THYaHe Ha CPOKa Ha FOJHOCT, 0TOENA3aH Ha €THKETa M Ha BEHUIHATA OMNAKOBKA,
- aKO 3HAEeTE UM CMATATE, 4 MOXKe Aa ¢ 61 3aMpas3sBaH O HEBHHMAaHUe,

- aKo € UMAJIO [TOBpea B XA WIHHUKA.

Hozara EITPEKC, koaTo me nomyuasare, ce 6azupa Ha TenecHoTo Bu Terno B xunorpams. I1puunHara
3a BamaTta aHeM#s CBIO TipeacTaBnsBa pakTop, cnopea KoirTo Bammar nekap e onpeaead
NpaBWJIHATA A034.

Bamuar jexap me nabmonasa pexosno Kps-BHOTO BH Haimrane, gokato uanomseare EIIPEKC.

Xopa ¢ 6b0peuno 3abonsBane

. BaurusT nekap e Bx Ha3sHa4# jieueHHE, KOETO A4 MOANBPKa HUBOTO HA XeMOIMOOHH MExITY
10 u 12 g/dl, Thi KaTO MO-BUCOKM HUBA MOXKE Aa ITOBHILAT pHCKa OT 0OpazypaHe Ha CBCHPELH H
HacCTBIIBAHE HA CMBPT.

. O6uuaiinara mavanna go3a Ha ETTPEKC 3a pp3pactau ¥ gena € 50 MexkIyHapoAHH eAHHALM
(International Units - IU) na kunorpam (/kg) TenecHo Tero, fJaBaHH TPH ITBTH ceAMHYHO. [Ipu
naineHTH Ha nepuroneanHa nuanmsa EIIPEKC ce naBa aBa TBTH CEIMHYHO.

. [Ipu Br3pacTam ¥ aeua EITPEKC ce npunara nop gopmara Ha MIKekH#4-MIH BLB BeHA, HIH B
TpBEOMUKA, KOSTO BIW3a BBB BEHA. AKO TO3H JOCTEI (BHB BeHa A pPROMIKINHE € NECHO
noctTeieH, Bawmsat nexap Moxe aa peud, de EIIPEKC tpa ;/ i 6 W s "f .: RaH NOJA
koskaTa (noAkoxHo). ToBa BIIIOYBa M NALHEHTHTe HA TepHTH A iy =

. Banmgr nexap 11 HapeIH IpOBEXAaHETO Ha PEOBHH K I AR aHN: , qa Az
KaK ce TIOBJHABA aHeMuaTa Bu 1 Moxe nia kopurupa AozaTe SGRbetoa Ben a BCEKH
YETUPH CEAMHLIA. * 2 e ﬁq{%\;
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. Crnen xaro aneMusta Bu 6pae kopuripaHa, Bamuar nekap e rpogbs/DKH peAOBHO Aa CIeau
KkpbBHUTe BU M3cnenBanus, kaTo go3ara By Moxe mombaHUTETHO Aa Oble afarTupaHa, 3a a
ce MOMTbPKA €(PEKTHT OT JISYEHHETO.

- Morar na Bu 650aT JafeHH ChIBPHKALUH HXKEJIA30 A00aBKH MPeH U [0 BpeMe Ha JIEYEHHETO ¢
EIIPEKC, 32 ga 6sa¢ 10 1mo-eGeKTHBHO.
. AKO NpoBEKAaTE AUANH3HO JleyeHHe, koraro 3anoupare nedeHueTo ¢ ¢ EIIPEKC, moxke ga ce

HANOXKH AHAIH3HKAT Bu peskuM na Obie kopurupal. Tosa we 6bae peieHo ot Bawus nexap.

BMPHCTHH X0pa HA XHMHOTEepaNnuga

° Bamusr nexkap moxe ga HazHau JieueHHe ¢ EIIPEKC, ako HuBoTO Ha Xemormobut e 10 g/dl
HITH TI0-HHUCKO. |
. BamusT nekap me npoBexaa JieueHde, KOeTo /1a MOAAbpKa HHBOTO Ha XeMOr100uH Mexay 10

H 12 g/dl, Th# KaTO NO-BUCOKH HUBA MOXKE Aa MOBHUILUAT pPHCKA OT 0fpa3yBaHe Ha ChCHPELH U
HAaCTHNBAHE HA CMBPT.

¢ Hayannata n03a e mam 150 JU Ha kanorpam TeIeCHO TErno TpH IIBTH ceAMHUYHO, Bl 450 [U
Ha KWIOTpaM TEJIECHO TEITI0 BEAHBX CEIMUYHO.
. EITPEKC ce npunara 4ypes NOAKONKHA HEDKEKI{HA.

. Bamnugr nekap e HapeaH NpoBEXIAHESTO HA KPbBHHE U3CASABAHMA H MOKE Ia KOPHIHpA
103aTa, B 3aBHCHMOCT OT TOBA Kak aHeMuATa By ce nosnuasa ot neuenuero ¢ ETITPEKC.
. Morat na Bu 651aT najieHd NpOAYKTH CHABPXKALIH 2KEJIA30 MPeaH H IO BPEME Ha JISYSHHETO ¢

EITPEKC, 3a na 6nae T0 mo-e(eKTHBHO.
. ObukHoBeHO 1Ie Tpadea aa npogwpkuTe NedeHneTo cu ¢ EIIPEKC 3a equH Mecell cnen xpad Ha
XMMHOTEPAnUITa.

Bn3pacTHH X0pa, NapaBamyn co0CTBeHA KPbHB

. Oobnuaiinara g03a ¢ 600 IU Ha xunorpaM TenecHo Terjio ABa IrbTH CEAMHYHO.

. EIIPEKC ce naea nos ¢opmaTa Ha HIDKEKIHA BEB BEHA B ITPOAR/DKEHHE HA 3 CEAMHLM [IPEAA
XHUpyprudHaTa BH HHTepBeHLIHA, Cllel KaTO CTe JapHIH KPHB.

. Morar 1a Bu 6baaT ganeH NpOayKTH, ChABPXKAIIHM 2KEJLA30 NPEJIH U [0 BPEME HA JISYEHHETO C

EITPEKC, 3a ga 6pa€ TO Io-e(eKTHBHO.
Br3pacTan xopa, KOATO me 62T HOAI0KEHH HA MOJIeMH OPTONEINYHA ONepanaEn

* IIpenopraamaTa go3a e 600 [U Ha kumorpaM TeIeCHO TEITIO BEIHBK CEAMHYHO. |

¢ EITPEKC ce npuiara nox ¢opMaTa Ha NMOAKOKHA UHKEKLMA B ITPOAB/DKEHHE HA TPH CeIMHLIN
MpeaH ONCpalMiaTa M B IEHA Ha caMaTa OMepaLy.

o AKO CBILIECTBYBA MEIHLIMHCKA HEOOXOMMMOCT Aa C€ CHKPATH BPEMETO Hpeau OepauuaTa, e
Bu 6b1e napana aHeBHa nosza oT 300 IU/kg mo Aecer nHH Opeay ONEpallMATa, B ASHA HA CaMaTa
ofnepaLusa ¥ B IPOABDKECHHE HA YETHPH JHH HEMIOCPEACTBEHO e OnepalyaTa.

* AKO KpBBHHUTE H3CIeIBaHHS ITOKAXKAT, Ue XeMOTNIOOHHET BH € nmpekaneHo BUCOK NpeIu
OIepallusTa, JJeueHUeTo Ie Opae mpekpaTeHo.
. Morar na Bu OnaaT nagenu sxxefle3Hd no0asky npeau U o Bpeme Ha feueHuero ¢ EITPEKC, 3a

na 0pae To mo-epeKTHBHO.

- AacTpyknun kak camu na cu apxekrapare EIIPEKC

B Hauanoto Ha nevedueTo EITIPEKC 00ukHOBEHO ce MIDKEeKTHpa OT MEAULIMHCKHA WIM CECTPHHCKUS
nepcoHal. [To-xpcHO Bamudr nekap moxe na Bu rpeannosxu Bue WM 4OBEKBT, KOHTO Ce I'PIKH 34

e e e

Bac, fa ce Hay4HTe CaMH Aa CH HEDKEKTHpaTe MeIHKAMEHTA TOJKOXKHQ ;EH‘I’E:R
S\
. He ce onnTBaiiTe 1a CH HECKEKTHPATE CaM, aK0 He cTe 0G4/aeH 4a wahx oT Bamas jrexap
IR CECTpﬂ. I E-:; .. N
. Brauaru npunarajite EIIPEKC Touno no saunna, KOATY ﬁ] P (it
HIIH CecTpa. =N
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. YBepere ce, ue WKEKTHPATE CAMO KOJA1ECTBOTO, 32 KOETO CTe HECTPYKTHPAH OT Bau:mﬂ
JIeKap HJIH cecTpa.

. Hinonszpaiite EIIPEKC camo ako ¢ 6m1 chbxpagsiBan NpaBHJIHO — BK. TO4Ka 3 Kax oa
coxpannsame EIIPEKC
. Ilpean ynorpeba, ocrasere cnpuanoskata ¢ EIIPEKC na nocturne craiina remuoeparypa.

Tosa oOnxEOBEHO OTHREMA OT 5 X0 30 MERYTH. M3N0M3BaliTe CHPRHIOBKATA B pAMKATE HA
3 AnH ciea H3BAKIAHETO H 0T XJIAAHIHAKA.

Hinon3saiire camo eama no3a EMIPEKC or Beska ¢cnpadnoBKa

Axo EITPEKC 0pae HibkekTHpaH 1Mo koxkaTa ([OAKOKHO), HIPKEKTHPAHOTO KOJIMYECTBO HOPMAITHO €
He roBede oT eguH MIIHIATHP (1 ml) mpu enHo MIKEKTHpaHe.

EIIPEKC ce mpHnara caMOCTOATENIHO H HE Ce CMeCBa ¢ ApYrH TeYHOCTH 3a UIDKEKTHpaHe.

He pasxnamaiire cnpuanoskare ¢ EMPEKC. TTpoabDKHTENHOTO EHEPIHYHO Pa3Kialane MOKe Aa
YBpEIH JIEKapCTBOTO. AKO JIEKapCTBOTO € OMI0 pasKiIalliaHO CHEPrHYHO, He I'0 H3MOJI3BAMTE.

Kaxk aa cn HHXXECKTHpPATE CAMH H3NIOA3BAHKH OpeaABAPHTE/IHO HANNBJIHCHH CHPDEHIIOBKH.

[Ipeasapurenno HaNBJIHEHMTE CIIPHHIIOBKY ca CHaOJeHM ¢ YCTpOHCTBO 3a 00e3ornacaBaHe Ha Urnara,

34 Ja CC MIpCaoTBpPaTAT Y6GH(,I[3HHHTH, C HraTa cJiel M3MnomBaHeTo H. ToBa € 0003HauYeHO Ha
OII4KOBKATA.

— H3pagere cIpEEOOBKA OT XMAJHJIHAKA. TedHOCTTA TPAOBA Ja JOCTHIHE CTailHA
TeMIIepaTypa.

- IIposepeTe COPHRMOBKATA, 33 /12 C€ YBEPUTE, Ue € IIPaBHIHATA 034, Y& CPOKBT HA MOJHOCT HE
€ U3TEKHII, 4€ HE € MIOBpEAeHa 1 Y€ TEYHOCTTa € OUCTpa M He e 3aMph3Haa.

- H36epere MacTo Ha HIDKeKTHpame. [Togxoadimy MecTa ca ropHaTa JacT Ha 6epoTo H OKono
KOpema, HO HACTpaHMW oT mbna. CMeHgHTe MecTaTa MPH BCAKO HIDKEKTHPaHe.

— H3amuiiTe cH pbaete. [louncTeTe MECTOTO HA HHKEKTHPAHE ¢ AHTHCENTHYIHA MAPJA, 3a a
ro Je3UHpEeKIMpare.

— OTcTpanere NpeANa3HTENd HA CIPHHEOOBKATA KaTo g AHPKHTE 334 TAJIOTO H BHUMATEMHO
U3ABpIIATe CaMKUA npeanasuren 0e3 Aa ycykpare cnipHHIlOBKaTa. He HaTuckaifte OyTanoro, He
MUMAATe UIIaTa M He pa3KialiadTe COpUHIIOBKATA.

— HatncBeTte 6yTAI0TO, 32 12 H3IKAPATe HEHYXHATA TCIHOCT OT CIPHHIOBKATA, HPEeNn A4
HHKEKTHPATE NOAKOKHO, C 11e]I Ja OCTaHe CaMO KOJIHYECTROTO TEYHOCT, 32 KOETO ca Bu
HHCTPYKTHpAIX Ballua nekap Wik cecTpa.

— IipaTacHeTe 'bHKA KOXKA MEXAY Ianela U nokasatena cu. He 4 cTHckaiTe.

— BxapaiiTe araara aoxkpail. BaimusaT nexap unu cectpa TpadOBa 1a ¢a BH MoKasalnH Kak cTasa
TOBA.

— YBepere ce, 4e He CTE€ HABJIE3NH B KPbBOHOCEH ¢bA. M3anpnaiite neko 6yranoro Hazan. Ako
BUAMTE KPBB, OTCTPAHETE CIPHHIIOBKATA M QIIMTANTE OTHOBO HA APYTO MACTO.

- Haruckafire Oyranoro ¢ najen X0KaTo HHKEKTHpPATE ISLI0TO KOJHIECTBO TEIHOCT,

CHOTBETCTBANIO Ha NPABHIIHATA K034 32 HIbkekTHpaHe. Hatuckakire ro 6aBHO H paBHOMEpHO,
KATO IbPIKHTE MFHKATA KOXKa IPUTHCHATA. ¥ CTpOoHCTBOTO 3a o0e3onacsiBane Ha HIJATa HAMA

oA ce 3aNeHCTBA, JOKATO HE Ce HINKEeKTHPA NANATA 1034,

= Cnen xaro 6yranoro e HaTHCHATO AOKpAaH, U3BaZieTe MIJIATa H IyCHETe 'bHKAaTa KOXa.

— Maxnere manema cu or SyTanoro M OCTaBeTe CIPHHLIOBKATA Ia OTH/E Harope, HOKATO LIIaTa
HIia ce NoKpue ¢ 06e30nacapaloTo YCTPOHCTRO.

— IIpHTHCHETE AHTHCEDTHIHATA MaPJIA 3a HAKOIKO CEKYHAH / SPCY y 'M""" Ha yboxane.
— HzxpbpiieTe A300I3BAHATA CIPHAHNOBKA B 00e301aceH KON . BW _? ouxa 5, Kak na
crxpanssate EITPEKC. &7 A
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HesabarHo yBenomere Baimia nekap MTH cecTpa, akO CMATATE, Y€ € HIDKEKTHPAHO TBBPAE TOLIMO
xonudecTso EIIPEKC. Helkenanu peakiiuu ot ripenosupane Ha EITPEKC ca Manko BeposTHm.

AKo cTe nponycHanu aa m3noassare EIIPEKC

ITocTaseTe cneasala HIDKEKIKMA BEIHAra WIOM C€ CETHTE. AKO TOBA CTaHE B AEHA 3a ropeaHara
WHKEKLMA, HTHOpHpakTe MpollycHATaTa M NMpogbukere ¢ Barng HopManeH rpaduk. He yarossaiirte
WHIKEKLIMHTE.

AKO UMaTe HAKAKBH JOITBIHUTEIHU BEIPOCH, CBBP3aHH ¢ YNOTpedaTa Ha TO3H MPOIYKT, MOJA
nonuraiite Bamua nexap mn ¢papManesT.

4. BH3IMOXHHA HEXKXEJIAHHN PEAKIITUHA

Kaxro scruky nexapersa, EIIPEKC Moxe aa npeaussrka HexxelaHH peaklMi, BBIPEKH Y€ HE BCEKH
TH MOJTy4aBa.

Crobmere Hezabasao Ha Bamun Jexap AR MeIHIHHCKA CECTPA, aKO YCTAHOBUTE HAKOSA OT
H3OpOEHHTE TO-A0MY peaKLHH.

MHOIro 4YecTH HEeXENaHH peakKlHH
Te morar aa 3acersaTt noee4qe oT 1 Ha BcekH 10 maumenTs, u3nonzsamy EITPEKC.

. I'proonogo0HE CHMOTOMH, KaTO Hanpumep riiasobonue, DOJIKM B CTAaBHTE, YYBCTBO HA
c1aboCT, YMOpa ¥ CBETOBLPTEXK. Te3) MpH3HALIM MOXE A4 Ca MO-YECTH B HAYanoTo Ha
JIeYEHHETO. AKO UMAaTe Te3H CHMIITOMM 110 BpeMe Ha HHXKEKTHpaHe, o-0aBHOTO BKapBaHe Ha
TEYHOCTTa MOXeE Ja MOANIOMOTHE N30ATBaAHETO HM.

YecTH HeXENaHU PEakiUy
Te morar ga 3acertat nmo-manko ot 10 Ha scexd 100 nammentu, ysnomzsamu EITPEKC.

o IoBAmMEeno KPHLBHO RAJISrane NpH NALMEeHTH ¢ TYMOPH U NalHeHTH ChC CHMIITTOMATUYHA
aHeMud, Mpexu3BHKaHa OT 6bvOpeuno 3abomasane. I'masobondero, 0coGEHO BHE3ANHOTO,
npoboKmaine, HanoaodABalllo HAa MUTPEHA I1aB000IHE HIIH TYBCTBOTO HA 00bLPKAHOCT HITH

NOJIy9aBaHe HA OPUCTHIMA, MOTAT J4 Ca NPH3HAIIH HA BHE3AITHO NOBULIABAHE HA KPBBHOTO
HanArane, ToBa M3HCKBA CHCIIHO NedeHue. II0BHIIEHOTO KPBBHO HANSTAHE MOXE fla H3UCKBA

JNCHYCHHEC C MCOUKAMCHTH (HJIH KOpHIrHpaHe Ao3aTa Ha MEIHKAMCHTH, KOHTO BE4C NNPHUEMATE 3a
JICHCHHEC HA BHCOKO KPBEHO H&.]IHI‘EIHB).

. Bonakn B repanTE, 33aALXBaHE, 001€3HEHO NOAYBARE A KPpaKa, KOHTO MOTrarT Jia ca
CHMNOTOMH Ha KPBBHH ChCHpenH (mpombo3a).

. Koxuu o6pasn u nogyBaHe 0X0JI0 09ATE (£0eM), KOWTO MOXE J1a Ca Pe3yJITaT Ha aNeprudHa
peaxkums.

AKO ¢Te HA XeMO/JHAIHA3A:

. KpbBaH cheHpelH (mpombosza) Morat aa ce 00opasyeat BsB Batinug auanmseH WeHT. Tosa €
MO-BEPOSTHO Ja C€ CIIy4H, aKO HMATEe HUCKO KPBBHO HaJIAraHe unH ako ¢uctynara Bu uma
yenoskHeHUd, Baiusat nekap Moxke Ja Br npenoprya acnUpyH.

° KpbBHH CHCHpENH MOraT ChIIO Taka Aa ce 00pa3zysar H BEB B

MHOro penky HeXelaHH PEeaKIHH
Te MoraT na zacerHar rmo-Mayiko ot 1 Ha cexH 10000 naie



* CHMUOTOMH HA YHCTA AIVTA3HSA HA 9ePBeHATEe KPBBHH KaeTKH (pure red cell aplasia -
PRCA). Tosa o3Ha4aBa HERB3MOKHOCT Ha KOCTHHS MO3EK J1a IPOM3BEXKTA JOCTATHYHO
YepBEeHH KPBbBHH KJICTKH. B pe3ynTaT Ha TOBA Ce Pa3BUBA BHE3ANHA ¥ TeKKa aneMus,
CEMOTOMHATE HA KOATO €4:

-  HeoOHualma ymMopa,
- BHEHe Ha CBAT,
-  HEROCTHT HA BB3IVX.

CJiydyad Ha YACTA aIU1a3yg Ha YepBEeHHUTE KPBRHH KJIETKH e Cho01aBaT MHOTO PAOKO, CAE] MECEHH 0

roavnH seyenune ¢ EIIPEKC u npyry npoAyKTH CTHMYJIMpAINy NPOH3BOICTBOTO Ha qepBe}m KPBbBHHK

KJIETKH, TIPY NALUESHTH ¢ XpoHHYHA OB0peuHa HeNoCTATHYHOCT.

AxoO cTe Ha XeMOHATKH3a, MOXKE Ja CE NOSABH YBE/IHUEHHE B HIBAaTa HA MAJIKMTE KPbBHH KIIETKH
(HapedeHH mpomboyumu), KOUTO HOPMANHO B3MMAT YYacTHe B 00pazyBaHETO HA KPbBEH CHCHPEK,
ocobeHo B HAYaNnoOTO Ha JieueHneTo, BalmuaT siekap e npoBepH TOBA.

Bue Moxke na modyscTBaTe 3adepBaBaHe, Hapene H $0JKa HA MACTOTO HA HHKEKTHpPaHe.

Crofmere He3abaBHo Ha Bamnag nekap HJIH MeIRIAHCKA CECTPA, KO Ca BH M3BECTHH HAKOH OT
TE3H PEaKLMM KM aKko 3abenexuTe HIKaKBH APYTH peakiiuM, AokaTo c¢e aekysare ¢ EIIPEKC.

AKO HAKOS OT HEXKETaHUTE JICKAPCTBEHU PEAaKIIHHU CTaHe CEPHO3HA, WIH 3a0eeuTe Apyry,
HEOITHCAHM B Ta3H JIMCTOBKA HEXKENAHU peakiiuy, MOk yBeagoMere Bamus gekap Wi apManesT.

5. KAK A CBXPAHSIBATE EIIPEKC

CrxpanssaiiTe Ha MACTO, HEAOCTHIIHO 332 ANa.

He w3nonzpaiire EIIPEKC cnen cpoxa Ha rogHocT, oTOells3aH BEPXY KapTOHEHATA OMAKOBKA H BBPXY
eTHkeTa cien oyksute EXP. CpoxsT Ha rOJHOCT OTroBaps Ha NOCASOHHA O€H OT IOCOYCHHA MECELL.

Ha ce cpxpanapa B xnaguiHuk (2 1o 8°C). Bue moxere na ussagure EITIPEKC ot xnmagunHuka ¥ aa

ro CbXpaHABATe HA cTaiiHa TeMniepaTypa (He rmo-prcoxa oT 25°C) 3a He nopeye ot 3 aHu., KoraTo
CTIPMHLIOBKATA C€ M3BAAY BEAHDXK OT XJIaJMITHHKA U QOCTHUIHE cTaliHa TeMrepaTypa (He [10-BHCOKa OT

25°C), T4 TpabBa Wik Aa ce H3MNOA3Ba A0 3 IHM HWIH Ja ce H3XBBPH.

Ha He ce 3aMpa3sBa Wi pa3Kiialia.

I;& CE€ ChXpaHAaABa B OPHUIHHATHATA OIMAKOBKA, 34 [1a CE€ INpeana3yd OT CBETIIMHA.

He m3nonseaitte EIIPEKC ako 3abenexure, 9e NpoAYKTET HE € 3aM€4YaTaH, aKO TEYHOCTTA & OLBETEHA
WIH BHIMTE B HEA A IUTYBAT YaCTHIIH.

He n3nonssaiite cnparnosxute EXIPEKC, ako Hiakoe oT Te3n ycaoBua € Hammle. Kaxere Ha
Bainus nekap unu hapmMauesr.

JIERRP(:TB&T& He TpﬂﬁBﬂ Aa CC HIXBLDIAT B KAHAITHININHATA HIIH B RDHTEﬁHEpﬂ 3a AOMAIIHWN

ornaxbn. [lonuraiite Bamug papMalieBT kax Ja YHHIZOKHUTE HEHYXKHMTE BH nekapersa. Tesn
MEPKHU 11i¢ CIIOMOTHAT 32 ONa3BaHe Ha OKOJIHaTa cpeaa.

6. AOITBJIHUTEJTHA HHOOPMAITHA

Kakso cpaspxa EIIPEKC

AKTHBHOTO BeHIeCTBO € cnoeTuH andga (Epoetin alfa).
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JApyrure ceeraBkl ca: [JonmucopOar 80, HaTpHeB XJ10pMI, HATPHER JUXHAPOTeH docdaT auxunpar,
nudatpHes docdar AHXMAPAT, ITHIMH H BOAA 32 HHXKEKIHH.

To3M nekapcTseH NMpoAyKT ChABPHAKA NMO-MANKO OT 1 mmol HaTpwii (23 mg) Ha 1034 T.€. 110 CHLIECTBO
“Oe3 HaTpuit”.

Kax mariexaa EIIPEKC 1 kakBo ¢BhABPKA ONMAKOBKARTA
EIIPEKC mpencrasnsiBa HEDKEKLHOHEH PA3TBOP B NPeABAPHTETHO HAITBJIHEHH CIIPHHLIOBKU. KBM

. TIpSIBAapHTETHO HAMBIHEHUTE CIPHHLUOBKH € TIPHKpeneHo obe3onacsaBaino UriaTa yeTpoicTeo (BxK.
Tabnurara mo-nony) no 6 6p. B enHa onakoska. EITPEKC e 6ucThp, Ge31BeTEH pa3TBOP.

Konu4ecTeo B 0NaKOBKHTE Konnentpanns/otem | Konraecrso
enoeTHH anda
Onakoexka ¢ 6 Op. MpeIBapUTENHC HAIThITHEHH 1 000 1U/0.5 ml 8.4 MuKporpama
CIIPHHLIOBKH ¢ HUria ¢ 00e30MacABalmo 2 000 TU/0.5 ml 16.8 MukporpamMa
YCTPOHCTBO 3 000 IU/0.3 ml 25.2 MUKporpaMa
4 000 IU/0.4 ml 33.6 muxporpama
10 000 IU/1 ml 84.0 mukporpama

He BcHYKH BHIOBE OMAKOBKH MOTaT Jia ¢a HATHYHH Ha nas3apa.

IlpuTexkaTesa na paspemieHHETO 3a yOoTpeba:

Johnson & Johnson 2.0.0.
Smartinska cesta 53

1000 Ljubljana
CnopeHHA

Ilpom3BoanTe.a:
Centocor B.V.,

Leiden,
Xonaungus

To3u nexapcTeeH MpOOYKT € pazpeliieH 3a ynoTpeba B cTpanuTe-wieHkH Ha EEO 1oa cieanure
UMEHA:

Agctpus: EPUTIO (ERYPO®)
Benrus: ETIPEKC (EPREX®)
T'epmarns: EPUTIO (ERYPO®)
Hanwmsa: EITPEKC (EPREX®)
I'spups: EITIPEKC (EPREX®)
®unnanaus: EMTPEKC (EPREX®)
®panups: EIIPEKC (EPREX®)
HUpnanzus: ETTIPEKC (EPREX®)
Wranua: EIIPEKC (EPREX®)

- JhroxcemGypr: EITPEKC (EPREX®)
Huznepnanmus: EMTPEKC (EPREX®)
Tommua: ETIPEKC (EPREX®)
Wcnarus: EIIPEKC (EPREX®)
Iseus: EITPEKC (EPREX®)
O6enuneno kpancrso: EITPEKC (EPREX®)

Jlata Ha axTyanusupane Ha TekcTa: 07/2008

Cmpatuta 8om 8



