WINbNAHAUNTEARA ATEHUMA MO NEXAPCTBATA
Slucmodua - FNipuscwmernse 2

Kumt Poz. Ne ., ‘720?2'70,( (737

Paspeur-sse Ne 2 g
JInctoBka: Hudiopmauua 3a nauyveyra 'UB' Zﬂ?
bop . 6709 VM

Entudnbarun Pomdapm 0,75 mg/ml nudysnpogsaps
Eptifibatide Rompharm 0,75 mg/ml solution for infusion
entrdubathza (eptifibatide)
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[IpoueTeTe BHHMATEAHO HAJIATA JIMCTOBKA, NPeAH A2 3aN04HeTE 12 M3N0JI3BATE TOBA

NeKapcTBO, Thil KaT0 THA CbAbPsKa BaXkHa 3a Bac undopmManu.

- 3anazeTre Tazu NKMCTOBKA. MoXe /1a c€ HanoXHu 1a A Npo4eTeTe OTHOBO.

- AKO MMaTe HAKAKBU JOMBIHUTENHHY BLIIPOCH, NOMUTaiTe Batus aekap, 6onuuuer PpapMaleBT
HIH MEAMLMHCKA CECTpA.

- AKO NONY4HTE HAKAKBH HEXeNaHu peakuuu, ysenomere Bawmsa nexap. DonHn4eH gpapManesT
MY MEQKHLIMHCKA CecTpa. TOBa BKIKYBA BCHYKH Bb3MOKHH HEXENaHHU PEAKLIHH, HCONMCAHN B
Ta3u JIMCTOBKA. BipkTe Touka 4.

Kaxpo ¢BABP*KA TAIH JTHCTOBKA

Kakso npeacraenapa Enrudbatia Pombapm ¢ 3a KaKBo ce H3M0M3BA
Kakeo Tpabsa aa 3Haete, npeau aa uinonssare Entugubaring Pompapm
Kak na nanonseate Entududarin Pompapm

B13MOXHH HEXKEIAaHH peaKUHH

Kak aa cbxpanaeare Entudubarng Pompapm

ChbAbpKaHHE HA ONAKOBKATA M AOMBLIHUTENHA HHPOPMALHS
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1. K akso npeacrasassa EnTugnbaTua Pomdapn H 3a KAKBO C¢ H3MOI3BA

Entugpubarua Pomdapm e uuxnbutop Ha arperaumata Ha Tpomboumtute. ToBa 03Ha4aBa, 4e TOH
npeanaiea oT obpa3yBaHe HA KPbBHH ChCHPEUM.

M3non3sa ce npd B3PACTHU ¢ NPH3HALM HA TEKKA KOPOHAPHA HEAOCTATHYHOCT, ONPEAL/ICHA KaTo
CNOHTAHHA U CKOpOLILHA rpbana 6onka ¢ EK[-npoMeny in 6uotoruysu npomenn. OOHKHOBEHO ce
[pMJiara ¢ aclMpHH 1 HEPPAKHHOHHPAH XENIAPUH.

2. Kakso Tpa6Ba na 3naete, npeau aa usionssare Entngubarua Pomdpapm

He u3nonieaiite Entudgudarna Pompapm :

- aKO CTe aJlepru4HU KbM enTHHUOaTHI MM KbM HAKOA OT OCTAHANKTE ChCTABKH HA TOBA
aekapcTso (M30poeHH B Touka 0).

- 4KO CKOpO CTe HMAJIH KbpBEHE OT CTOMaxa, 4YEpBaTa, NMMKOUHUA MEXYD UITH OT APYrH OpraHiu,
HalpHUMEp aKo CT€ BUAETH NATONOTHYHO HAMYHE HA KPBB B H3NPAKHEHWATA MM YPHHATA (C
H3KTIOYEHHE Ha MEHCTPYANTHO KbpBeHe) npes nochaeannte 30 aHu.

. aKo CTE MMATH HHCYNT B paMKHTE Ha nociegHnTe 30 IHH UK XEMOPATHYEH UHCYNT Oe3
1HaYCHHE OT BPEMETO HA Pa3BHUTHE (NMPH BCHUKH CIy4aH yBeAoMETe Balund ekap, ako HAKora
CTE NONy4aBaly UHCYIT).

- aK0 CTE MMAJIH MO3BYEH TYMOP H/IH CbCTOSHHE, KOETO NOBAHABA KPBHBOHOCHHTE CbAOBL B
MO3bKa.

- 4KO CTE HMAaJIM rojisMa ONnepauMs Wi TEXKA TPaBMa B PAMKHTE Ha nocneaHuTe 6 ceaMuun.

- aKO0 WMATe UK CTe UMany npodneMu, CBbp3aHid C KbPBEHE.

- AKO MMATe UK CTE UMM NpoBaeMH ¢ KPBBOCHCHPBAHETO HIIM HUCBK Opo TpoMOOLIMTH OT

KpbBHATA KAPTHHA.

- AK0 MMAaTE MM CTe HMAMH TEXKA XUNEPTOHHA (BHCOKO KPLBHO HANATAHE).

. aKO MMaTe WK cTe UManH TexKH Ob0peunn uny yepHoapobnu npobnemu.

- aKo cTe OMnuM NeKyBaRM ¢ APYro JEKapcTBO OT rpynara Ha Entudnbarna Pomdapm .




OGbpHeTe CIEHHAJHO BHUMaHKe Npy ynoTpebaTa na EnrugubaTua Pomdapm !

- Entududbarua Pomdapm ce npenopbuBa 3a [IPHITOKEHNUE CAMO ITPH BR3PacTHH,
XOCIIATAIM3MPAHN NAaUKEHTH B KapAHONOTHYHO OTACNCHHE.

- Entudubarua PomdbapM He ce ipenopb4Ba 32 NPHICKEHHE NPH JIella HITH FOHOLIM Ha BB3pacT
non |13 rogHHH.

- Tlpenu u no BpeMe Ha jeueHne ¢ Entudubatua Pomdapm e ce nacneasar npobu or Bawara
KpPbB KaTO MApPKa 32 6e30MacHoCT 3a HAMAIABAHE HA B3IMOXHOCTTA OT HEOUAKBAHO KbPBEHE.
[lo BpeMe Ha npunoxennero Ha Entudubatua Pomdapm we 6baeTe H3cneBaHH BHHMATE/IHO
32 HAMMYHE Ha MPH3HALY 33 HEOOMYAHHO UK HEOYAKBAHO KBPBCHE.

Apyrn gexkapceTsa v Entndubarna Pomgapm
3a ga ce U30erHe Bb3MOXKHOCTTA OT B3aHMOJIEHCTBHA ¢ APYrM NekapcTsa, TpAOBa na KaxkeTe Ha Bailns
nexap, OomHuueH GapMaleBT HIH MEIUUWHCKA CECTPa, aKo NMpHEeMaTe MM Rackopo CTE TIpUeMay
WY e Bb3MOXKHO [a NpueMare JpyrH AeKapcTBa, BKIIOYHTEIHO H TakUBa, OTNyCKaHu bes penenra.
(Ocobeno:
—  JIeKApCTBa 3a Pa3peXkKAaHe Ha KPbBTa (epOpalnHi aHTHKOAryJ JaHTH) UK
—  JIEKApCTBA, KOWTO MpeaNnassaT oT o6pazyBaHe Ha KPbBHH ChCHPELH, BKIHOYHMTENHO BaphapyH,
DUMUPHIAMON, THKIOMHAHH, acCAPHH (C U3KIMIOUEHHE Ha TE3H, KOUTO MOXE Aa MOJIy4aBare
KaTo yacT oT JedeHHeTo ¢ Entudnbatua PoMdpapMm HHGY3IHOHEH PA3TBOP).

bpeMenuoC¢T H KLpMeHe

O6MKHOBEHO He ce npenopsusa ynorpebara #a Entndudatua Pomdapm nio sBpeMe Ha OpeMEHHOCT.
Kaxxere Ha Bawms nekap, ako cre OpeMeHHa, CMATATE, 4€ MOXKE a CTE OpEMEHHA HJTH TUTaHUpaTe
6peMerHOCT. BawmsT nekap uie npeuerH nonsarta 3a Bac cnpamo pucka 3a Baweto 6ede mpu
ynotpeba #a Entingudatug Pompapm no BpeMe Ha OpeMeHHOCT .

AKO KbpPMHUTE, KbPMEHETO TpAOBa Ja ce NpeKbCHE MO BPEME HA ACUYCHUETO.

Entndutarun Pompapm cbabpxka HATPHH

Tosa nexapcTso chabpka |56 mg vaTpu#i {OCHOBHA CHCTABKA Ha TOTBapCKaTa/Tpane3Hara Coji) BbB
BCekH (IakoH ¢ HHY3noHeH pasteop oT 100 ml. ToBa KONNMYECTBO € EXBUBANEHTHO HA 7,79% oT
MPENOPLYHTEHHA MAKCHMAJIEH JIHEBEH XPAHKTENEH NIPUEM Ha HATPHH 32 BB3PaCTEH.

3. Kak na usnon3sarte Entudgudarng Pombapm

Entudubatua PoMdapM ce npuiara BuB BeHA 4pe3 QHPEKTHO HHKEKTHPAHE, MOCIEABAHO OT HHPY3INA
(kxankoBo BnMBaHe). [IpunaranaTa A032 ce onpeaesns b3 OCHOBA Ha BaweTo Terno.
MpenoprunTtenuara 103a ¢ 180 muxporpama/kg, npunoxenu noa popmara Ha Gonyc (Obp3a
MHTPABEHO3HA MHXEKUMSA), NIOCAEABaHN OT WHY3HA (KankoB pas3TeOp) OT 2 MUKporpama/kg/MHUHYTa
xo 72 yaca. Axo uMarte 6u06peurio 3a0onsABaHe, 103aTa, NpeAHa3HaueHa 3a HHGYIUA MOXE 1a Ce
HaMmany 1o 1 MukporpaM/kg/MuHYTa

[lpu nposexnaHe Ha NepKyTaHHa KoponapHa uHTepseruna (I11KH) mo BpeMe Ha neyeHue ¢
Entudubarna PoMdpapM, HHTPaBEHO3HUAT PA3TBOP MOXKE Jla ce npunara Ao 96 yaca.

Tpsabsa cputo Taka na Bu ce maBaT OO3M acMpPHH W XernapUH (aKO HE € NPOTHBONOKA3aH BbB Baluns
CITyuau).

AKO HMaTe HAKAKEH JONBIHUTENHN BHIPOCH OTHOCHO yrnoTpedaTa Ha TO3H MPOAYKT, MOMUTAHTE
Bainus nexap, 6onHHueH GapMaueBsT HAYM MEAHLHHCKA CECTpa.

4. BL3MOXHH HeXeJIaHH PeakillHH




KakTo BCHYKH JIEKApCTBa, TOBA JICKAPCTBO MOXKE Ja NPEIN3BHKA HEKETAHN PEAKUNH, BBIIPEKH HC HE
BCEKH ['H N1OJYYaBa.

Mmuoro 4ecTH HexenaHu peakLHH
Te vozam 0a zaceznam nogeye om | na 10 dywu
—  He3HAUMTEIHO HH CIIHO KbpBeHe (HanpuMep KpbB B YPHHATA, KPbB B U3NPAXHCHUATA, KPBB
B [IOBBPHATH MaTEpPHUH MM KbPBEHE IPH XHPYPrHYHH MaHHUIyTaLUMH).
—  anemus (HaMasier OpoH Ha YepBECHUTE XPHBHH KIICTKH),

YecTH HEXENAHH pEaKIMH
Te mozam oa 3aceznam oo 1 nwa 10 dywu
—  Bb3MAJCHHE Ha BEHA.

HeuecTH HeXeNnaHu peaxkiny
Te mozam Oa 3aceznam 00 I na 100 oywu
—  HamansBade Ha 6pos Ha TPOMOOUKTHTE (KPBBHH KIETKH, HE0OX0AMMH 32
KPBLBOCHCHPBAHETO).
~ HaMmalieHO KpbBOCHAOMsABAHE HA MO3BKA.

MHoro peiky HeXENaHH PeaKiny
Te mozam da saceenam 0o 1 na 10 000 oyuwwu

. TeXKO KbpeeHe (HanpuMep KbPBEHE B kKOPEMa, B MO3bka 1 B OennTe apobose).

- KbpBEHE, KOETO MOXE [1a JOBSAE 10 CMBPT.

. TexKO HamansBaHe Ha 6pos Ha TpoMbouuTHTe (KPBBHH KIETKH, HEOOXOANMH 33
KpPBBOCHCHPBAHETO).

- Koed 0Opus (HanogoOABaLL YPTHKAPHS).

- BHEe3alHa, TeXK2 AnepryyHa peaKums

HesabasHo ypenoMere Bawus nexap, 6onHuuen $apMaluesT HIH MEAHUHHCKA CECTPA, aKO
3a6enexuTe NPU3HAUM HA KbpBeHe. MHOTO PANKO KbPBEHETO MOXKE [1a € TEKKO H I0pH A2 A0BEAC 10
cMbpT. Mepku 3a 0e30MacHOCT 3a Npeina3saHe 0T TaKOBA CHCTOAHME Ca KPbBHH TECTOBE H
BHUMATENEH NPEriel OT MEIULIMHCKHA CIIEUHANNCT, KOWTO Ce rpiku 3a Bac,

AKO pa3BHETe TEXKa aepriyHa peaklHs HIH YPTHKApHA, HE3a0aBHO yBEAOMETE Bawuusn nekap,
Sonnnued dapMaleBT WIH MEIHIIHHCKA CECTPA.

Hpyru Hexenany peakiuuy, KOMTO MOraT aa ce Ha0n101aBaT NpH NALHEHTH, H3HCKBALUH TO3H THII
[Ie4EHHE, Ca CBBP3AHHTE ChC ChCTOAHUETO, KOCTO SICKYBATE, KaTo Obp3 H HENPABHICH CHPACHCH
DUTBEM, HUCKO KDBbBHO HaNAraHe, 1OK UAH CITHPAHE HA ChPLUETO.

CrofuiaBade Ha HEKEJIAHH PEaKLHH

AKO TIONYYHTE HAKAKBM HEKENAHU JIEKAPCTBEHH PEaKLKH, yBenoMeTe Bawuna jexap unu papMaleBT.
ToBa BKIIOYBA BCHYKH Bb3MOKHH HEONHCAHH B Ta3H IMCTOBKA HEKENaHHN peakuuu. Moxkere ¢hilo na
CcHODLIMTE HeXKeNaHN peakuHk AHPEKTHO 4ped:

HanbnHHTenHa areHuMa no JeKapcTsaTa

yi. ,,Jdaman [pyes™ Ne &

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato ¢c1001aBaTe HEXENany peaklni, MOXeTe Aa AaACTe CBOA MPHHOC 324 NMOJAYYaBAHC Ha TOBCYC
nadopManUs OTHOCHO 6E30NaCHOCTTA Ha TOBA JIEKapCTBO

5. Kak aa cxxpansBarte Entndnbdatua Pomdapn

Ia ce cbXxpaHABa Ha MACTO, HEAOCTLITHO 32 Zeua.




He y3non3paiiTe TOBA IEKapCTBO CHEX Cpoka Ha rogHocT (['onen no:), oTd€1a3aH BHPXY OMAKOBKAaTa U
dprakona. CpoKBT Ha TOAHOCT €€ OTHACA 00 MOCNEAHHA ACH OT NOCOUEHHA MeCell.

Ha ce ceXxpansaBa B xnaauaHMk (2°C -8°C).
CuxpausBaiite $pJaKoHa BB BHHIIHATA ONAKOBKa, 33 J1a C€ NPEANa3m OT CBeT/IMHA.

[Mpean ynotpeba cbABpKaHUETO HA PrakoHa TpadBa Ja ce MpoBepH.
Entudnbarua Pomdpapm He TpsOBa na ce HInon3sa, ako ce 3abesexn HATHYHE Ha BUAMMH 4aCTHIH
HJIH TIPOMAHA Ha LBETA.

Camo 3a eqHokpaTHa ynotpeba. Cnen orsapsHe H3NoN3BakTe BeaHara. Hen3mon3BaHOTO KOJIHYECTBO
JIEKapCTBO CNeH OTBapsiHe TpA0Ba Na ce N3XBBPIH.

He u3xBhpasiiTe NekapeTRaTa B KAHAIN3AUKATA MM B KOHTEHHEPA 38 AOMAIUIHHE OTNaAbiIN.
[MTonuTatite Bawng 6onunyen thapMalesT Kak 2a U3XBBPJIATE JIEKAPCTBATA, KOUTO BEHE HE
Hanonssate. Te€3u MEPKH LWE CNIOMOIHAT 33 ONa3BaHE HA OKONHATA Cpe/a.

6. CuLIbpXaHKe HA OTTAKOBKATA H AONILIHHTEINA HHdropmanns
Kakso cuanpxka Entugubarun Pompapm

—  AKTHBHOTO BeliiecTno e entudhubatua. Beekuw ml ot nudysnonuns pasteop cbibpxa .75 mg
entndubatii. Eanu pnakon or 100 ml wHby3noHeH pa3TBop chiabpika 75 mg entudubdarun.

— JIpyrute CbCTaBKH Ca JIMMOHEHA KHCETHHA MOHOXHAPAT, HATPHEB XMAPOKCHA (3a KOPEKUHA Ha
pH) 1 BOOa 32 HHXKEKLIHH.

Kax sarnexna Entudnéarua Pomdpapm ¥ kakBo CHALPXKA ONMAKOBKATA

Entudubatua Pompapm e Guctsp, besuseten pasteop. JlocTass ce B Npo3paueH CThKIEH (NAKOH OT
100 ml . kOitTO € 3aTBOPEH CbC CHBa 3anywanka oT HpomodyTHROBA ryMa, 3aneyarada ¢ 0TYynsalla
ce CHHSA aTyMHHHeBa obkaTka.

Entupubarna Pomdapm 0,75 mg/ml nudysvonen pazraop: ¢paakod ot 100 ml, onakoBka OT earH
thnaxoH.

[TpuTexkaren Ba palpeiucliHeTo 3a ynotpeda W npouIBoIUTEN

S.C. Rompharm Company S.R.L.
Eroilor Street, no. 1A, Otopeni, [lfov County, 075100,
PyMBHUA

ToBa AekapcTBO € Pa3peiicHO B ALPKIBHTE-UICHKH HA EBPONencKoTo HKOHOMHYECKO
IPOCTPAHCTBO MOA CJAEAHHTE HMEHa:

Yurapus: Eptifibatide Rompharm 0,75 mg/ml, oldatos infuzio

Pymuuusa: Eptifibatidd Rompharm 0,75 mg/ml, solufie pertuzabila

Bunrapusa: Entudubarun Pombapm .75 mg/ml, undy3noneH pasrsop

JlaTa Ha MOCJIEAHO NPEPa3reKIAHE HA IHCTOBKATA




