JlucroBka: nugopmManus 3a norpedHTENN / SEePeh In®,

[IpocraBa3un 20 MEKporpama npax 3a HHQpy3HOHEH pa3TBOp _ 7 > / 7 g
Prostavasin 20 micrograms powder for solution for infusion
0 -10- 7075
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annpoctaaun (alprostadil)

[IpouyereTe BHHMATE/JHO NAJATA JHCTOBKA, NpeaH [a 3ano4YHeTre /Ja H3M0J3BaTe TOBA

JIEKApPCTBO, ThHl KaTO TH ChAbPKa BakHa 3a Bac undopmanus.

- 3anasere Ta3H JIMCTOBKAa. MoXe /1a ce HAJIOXKHM Ja 1 NPOYETeETE OTHOBO.

- AKO UMaTe HAKaKBH IOIMbJIHUTEJIHH BBIIPOCH, NnonuTanTe Bawus nekap wnu gapmaienT.

- ToBa nexapcTBO € npeanydcaHo JUYHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxke
Jla UM HaBpeIM, HE3aBUCHUMO Y€ MPHU3HALUTE Ha TAXHOTO 3a00/1ABaHe ca chluMTe Kato Bamiure.

- AKO TNOJIyYHTE HSIKAKBU HEXEJIaHW JIEKapCTBEHW peakuuH, yBeaomere Bawus nekap wiau
¢apmaueBtr. ToBa BK/IOYBA M BCHYKM BB3MOXHHM HEXEJIAHW peaKlLMH, HEONHCAaHW B Ta3H
nucToBka. Bukre Touka 4.

KakBo CbAbP7Ka Ta3H JIHCTOBKA

l. KakBo npeacrapnsea IIpocraBa3uH U 3a KakBO Ce HU3I10/13Ba
2 KakBo TpsOBa na 3Haere, npeau aa usnonssare [IpocraBazun
3 Kak na usnonseare [IpocraBasuH

4. Bb3MOXKHH HEXeJlaHW peaKLnuH

5 Kak na cexpanssare [IpocraBa3un

6 ChabpikaHHE Ha ONaKOBKAaTa M JOMbJIHUTENHA HHPOpMALUS

1. Kakso npeacrasiasasa [IpocraBasnH H 32 KAKBO ce H3M0JI13BA

[IpocTaBa3uH chbpaKa aKTUBHOTO BELLIECTBO AJINPOCTAAMI, KOETO € OJIM3KO 10 €CTECTBEHO
ChbABPXKALLHUAT C€ B YOBEIUKOTO TAJI0 npocTariaadHauH El. [IpocraBa3zun noaoOpsea HapylueHaTa
MUKPOLIMPKYJIALMs HA KPbBTA.

[IpocTaBa3uH ce U3nos3Ba 3a JieYeHUE Ha XpOHUUYHA OKy3uBHa Oosiect - 111 u IV cragui
(ks1acupukauus Ha Fontaine) rnpu nauyeHTH, KOMTO He ca MOAXOAALLUM 3a peBacKyJiapy3alius WIH MpH
KOUTO peBacKyjapu3alusaTa € Ouia HeycnelHa.

He ce npenopbuBa MHTPABEHO3HO MPHJIOKEHHE MPU XPOHUYHA OKJ1y3uMBHA OosiecT, craaui V.

2. KakBo TpsaOBa 1a 3Haere, npean aa u3noj3Bare [IpocraBazun

He m3nosassairte IlpocraBazun

® aKoO CTe aJIEpru4HU KbM aJiMpPOCTaAU/I UJIM KbM HAKOS OT OCTAHAJIMTE CbCTABKM Ha TOBA
nekapcTBo (M30poeHU B TOUKa 6).

aKO UMAaTe WK CTE€ UMAJIM CepUO3HO 3a00JIsIBaHEe HAa ChPLETO
aKO UMATe WUJIK CTe UMAJIK O6enoapobeH oTok (Boaa B 6enuTe ApoOOBE U TPYAHOCT NMPH AMILAHE)
aKO UMATe WUJIM CTE€ UMAJIM CEpHO3HO 3abosisiBaHe Ha Oenus apobd
aKO UMaTe HapyllUEeHUE Ha KpbBOCHCUPBAHETO

dKO CTC NnpeapasIiojio’K€HH KbM KbPBEHE, HIITH aKO UMATE MACTO HA KbPBEHE Ka
CTOMallHaTa JIMraBvla, KbpBAllla A3Ba Ha CTOMAaxa HJIHM 1BaHaACCETONMPBbLCTHH
CbMHCHHA 34 MO3BbYEH KPBBOH3JIMB, KATO HHCYJIT

aKo crte OpeMeHHa UK KbpPMHTE
® aKo CT€ MMaJlM cily4al Ha MO3bYHO-CH/I0B HHLIMJECHT B paMKUTE Ha 6 Meceua




aKO MMATE WIH CTe UMATU TeXKKa XUIIOTOHHSA
aKo uMmare Texka 6b6peuna qucdyHkuMs (HamaneH obem ypuHa U GFR <29 ml/min/1,73m?)
aKo MMAaTe HJIH CTE€ MMaNU MPH3HALY 33 TEXKKO YepHOAPOOHO yBpeKIaHe

aKO UMAaTe MPOTHBOMOKA3aHHA 32 HH(PY3HOHHO JICYEHHE

IIpenynpexaeHns H NpeAna3HHA MepKH
["'oBopeTte ¢ Bawinsa nexap, papMaueBT WM MEAHLIMHCKA CECTpa, NMpeaM xa u3non3sarte [IpocTaBa3uH:

® 3aKO CTE€ UMAaJH NPEAUILHM CTYYau Ha KbPBEHE OT CTOMaxa W/WIM 4epBata, WIM 838U Ha CTOMAaxa
HJIH 4YepBaTa, KAKTO H €PO3UA Ha CTOMALLIHATA TMraBUuLa

® akO CTe UMAITH NpeJUHIHM ClTyyau Ha MO3BYHO KbpPBEHE, Hanp. HHCYIIT

® aKO CT€ MMAJIH JPYrH C/Iyyad Ha KbPBEHE

® aKO NpHeMaTe aHTHKOAryJaHTH WIK HHXHOUTOpH Ha TpoMOouMTHaTa arperaums. Te3u
NleKapcTBa MOraT Aa MOBUILAT PHCKA OT KbPBEHE.

HezabaBHo noTbpceTe tekapcKa NoMoll, ako npu Bac ce noseaT HeoOnyaiiHy NpU3HALM WITH
CUMIITOMM Ha KbpPBEHE.

[Ipocraeasns TpabBa fa ce npuiara OT AEKap, C ONIMT B8 TO3M BUJ JieueHue, B BONHULIA WK HA MACTO,
KBAETO aKO Ce€ HaNOXH, HMa YCIOBHA 3a M3BbPILBAHE HA U3CIIEABAHNA HA CHPLETO, KPEBHOTO
HaJlAraHe U KpbBTA.

AKO cTe ¢ HapyileHa 6b0peuHa JeHHOCT, e € He0OX0AMMO CrieLIHaliHO BHHMAaHHKE NPH ynoTpedaTa
Ha [IpocraBasuR.

lexxa H IOHOIIH
ANNpocTaun He ce Npenopbyea 3a ynorpeda B neJUaTpH4Ha NONyJialms.

HApyra aexkapersa H IlpocraBazan

Hudopmupaiire Baiuus nexap wnd GapMaLEBT, aKO NIpHeMAaTe, HACKOPO CTe NPHEMATIU WU €
BB3IMOXKHO J1a TpUeMeTe ApYyru nexapcersa. Tosa € 0cobeHo BaxKHO, ako NpUeMaTe JieKapcTea 3a
BHCOKO KPBBHO HAIATaHE, aKO CTE ¢ MOBHILECH PHCK OT KbPBEHE WY NPUEMATE NEKAPCTBa NopagH
YCKOPEHO CbCHPBAHE Ha KPbBTA.

EnnoppemenHarta ynorpe6a Ha IlpocTapazvH U IEKapCTBEHHU NPOAYKTH, KOMTO 3abaBAT KoaryjJauusTa
Ha KpbBTA (QHTHKOATryJIaHTH, HHXUOUTOpU Ha TpoMOOLIMTHATA arperauus) MOxe Aa AoBeae A0
MOBMILEHA BEPOATHOCT OT KbpBeHE. [loHexe annpocTaaun in virro € cnad MHXHOUTOp Ha
TpoMOOLIMTHATA arperalys, KbM NalMEHTUTE NpUeMallld eAHOBpeMeHHO aHTHKOAryJIaHTH H
MHXHOUTOPH Ha TpOMOOLIMTHATA arperaliua TpAOBa Aa ce NoAXOAH € NOBUIIEHO BHUMaHUE.

HPOCTHBHSHH ¢ XpaHa, HAIIATKH H AJIK0X0.J1
Hama HHCI)OPM&I.[HH 3a MIPpHJIOXKEHHUETO HA HPDCTEIBEISHH C XpaH4d, HAIIUTKH H aJIKOXOJI.

BpeMeHHOCT, KbpMene H PepTHAHTET
[IpocTaBazuH He TpabBa Aa ce M2MON3BaA TPH KEHH, KOMTO € BB3MOXKHO Aa 3abpemeHenr, OpeMeHHH
XKECHHU WIH KbpMeEIlM Maiki. JKeHUTe B AeTEpOaHA BB3pacT TpaOBa Ja Manon3eaT eQeKTUBHH METOaH

33 Mpexna3BaHe OT 3adpeMeHsBaHe.

AKO cTe OpeMeHHA WM KbpMUTE, CMATATE, Y€ MOXKe Ja cTe OpeMeHHa WK IL1aHHpaTe OpeMeHHOCT,
MochbBeTRaiiTe ce ¢ Bamius nekap nnu gapmMaleBT npeay ynorpedara Ha TOBA NEKAPCTBO.

IMlodnpane u pabora c MAMAAH 1o
[IpocTaBa3unl MOXKe Jla MOHWXH KPBBHOTO HallATaHe M [a MOBJIMAE B YMEPEHA CTENEH CII PRt T
3a imodupane ¥ pabora ¢ MmawrHn. Heo6xo0aMMo € NOBULIEHO BHUMAHHUE NPH ILOPHP? ”

aBTOMOOHT WK paboTa ¢ MalllUHA. 5




IIpocTaBa3Hl CBALPXKA AAKTO34 (BH] 3aXap)
Ako Bautudar nekap B4 e ka3zan, ye uMaTe HENOHOCHMOCT KbM HAKOH 3axapH, NOChLBETBATE ce C Hero,

NpeH ja B3eMeTe TO3H NPOAYKT.

3. Kaxk na m3noazBare IlpocraBasan

BHHaru u3non3BaiTe TOBAa NEKApPCTBO, TOMHO KaKTo BH e kasan Bauiusar nexap win dapMmalesT. Ako
HE CTC CHI'YPHH B HELLO, NMONKUTaNTe Bauius aexap wiH ¢apMauesT.

He ce npenopbusa KHTPaBEHO3HO NPWIIOKEHHE NPH XPOHHYHA OKJTY3MBHA HonecT, cTanui [V,

ﬂOiBHEOBK&

Humpagenozno npunoxcenue npu cmaouii 11

[Ipn XpoHHYHA OKiTy3HBHa bonecr, craasii 111, € Bb3MOXKHO MpHIOkeHHETO Ha 2 aMITYIIH
[IpoctaBasin (40 MHxporpama annpocTafmui) ABa IMLTH AHEBHO WiH 3 amnynH (60 Mukporpama
AINPOCTaNI) BEAHBXK AHEBHO. CbABPKAHUETO HA aMITYJIUTE ce pasTBapa B 50-250 ml
¢usuonoruyeH pasTeop. JAHeBHaTa 1034 ce NpUIara 3a MePHoJ OT OKOJIO JIBA Yaca.

Humpaapmepuanno npunodxcerue npu cmaoui Il u IV

[IpenopbunTennara no3a € nonosuH amnyna [IpocraeaszuH cyxo BeulecTso (paBHABaio ce Ha 10
MHKporpaMa annpocragni). Ako € HeoOX0AHMO, OCOOEHO NPH HATMYHETO HA HEKPO3H, 103aTa MOXKE
aa 6bae yreanueHa a0 eaHa amnyna I[pocrasasux (20 Mukporpama annpocTaamun), JOKaTo
MOHOCHMOCTTA € yAoBneTBOpsABawia. CpabpxkaHuero Ha |1 amnyna [1pocrasasuH (20 Muxporpama
annpocTtagi) ce pasteapsa B 30 ml ¢puznonoruven pasreop. J{HeBHaTa 103a ce Npuiara B
npoab/okeHde Ha 60-120 MHHYTH ¢ noMollTa Ha HHQY3HOHHA ToMia. AKO BIIMBZHETO CTaBa Ipe3
MOCTOAHEH KaTeTbp, B 3aBHCHMOCT OT ChCTOSHHETO Ha MaLyeHTa, ao3uporkara e 0,1-0,6 ng/kg
TEJIECHO TErNIO 33 MHHYTa B MPOAL/DKEHHUE Ha 12 4aca (CHOTBETHO paBHABAWIO ce Ha Y4 o 1%
aMIyJIn).

Ynorpeba npu xeua 1 WHOIIH
AJINpoCTaAMN He Ce Npenopbp4Ra 3a ynorpeda npH Jela H FOHOLLH.

Kaxk TpabBa na npaemare IlpocraBazan

IIpocTaBa3uH ce npunara B NOAXOAAIMH OONHUYHH YCJIOBHA CAMO OT JIEKAPH C ONHT B JICUEHHETO HA
CBAOBHU 3a00nABaHHA.

BnysaneTo Ha annpocTaaunn He Tpabsa aa ce u3sppuiBa 6bp30. Jo3aTa ce npunara 3a pasiiHyeH
NEPHOAR OT BpeMeE, B 3aBUCHMOCT OT HauKHHa Ha npunoxkeHue (Bukre ., Jlosuporka“).

[1poas/DKUTENHOCTTA HA IEYEHUETO He TpAOBA Aa HaJBMINARA 3-4 CEMHLIH,
Bamuar nexkap me pewd konko [IpocraBasiH ¢ HeoOXOAMM H KOM € HaM-NOAXOLSLIMAT 3a
NPHWIOXKEHUE HAYUH.

AKO cTe npHetH noBede oT HeoOxoaumara ao3a Ilpocrasasnn
AK0 By € npuioxkeHo MHOro nosede oT Heobxoaumara go3a [IpoctaBazux, ToBa MOXe Aa MOHWKH
KPBBHOTO HANATaHE, KOETO Jla JOBEJE OO0 YCKOPABAHE HAa ChbpAeYHUA Nync (Taxukapausa). Bb3MoxHO e
Aa NpHANajxHeTe, Aa Hirexaare oneau, na ce NOTHTE, Aa BH C€ raAM M NOBPBLIA.

Benara, B koaTO € HkekTupaH [IpocraBasux Moxe fa craHe Gone3HeHa, YepBeHa U MOAYTA.

B cny4ai Ha npeio3HpaHe, ako Te3M CHMITTOMH Ce NOABAT, MOXKE [a C€ HANOXKM CITHp
HMHPY3UATa. AKO CT€ C HUCKO KPBBHO HalAraHe, TpAOBa Aa NerHeTe ¢ NOBAMIrHaTH
Heo6xoanmo e cnupaHe Ha MHOY3HATA NPH TEXKKH ChPAEYHO-CHAOBH PEAKLHHU. A
NpoaL/Kar, e Bu 6baaT HanpaBeHy v3caeABaHHA Ha ChPLETO WIH PYHKLMOH
[Ipu HeOOXOAMMOCT ce U3BBPIIBA JIEUEHHE 110 CIEIIHOCT.




AKO HMaTe HAKAKBH JOMBAHMTEIHH BBIPOCH, CBbP3aHU ¢ yroTpedaTa Ha TOBA JIEKapCTBO, NMONMUTAHTE
Bawms nekap, dapMaleBT Wik MeAULIMHCKA CecTpa.

4. BBb3MOKHE HEKEJJAHH PEAKNHH

KakTo BCHUYKH N€KapcTBa, TOBA JICKAPCTBO MOXKE 14 NPEAU3BHKA HEKEIAHU PECaKIIHH, BHIIPEKH Y€ HE
BCEKH I'H MNOJIy4Yara.

YecTH: Moske aa 3acerart 1| no 10 Ha 100 nauuestH

* rnaBoOosHe

° 334CPBABAHE

. OTOK

. 3a4YEpBABAHE HA JIMLETO
* Bosika

]

CJiel HHTPAaapTEPHANHO NPHIOKEHHE: YCEIllaHe 3a 3aTOIUISHE Ha PHLETE M KpaKaTa,
HAMPErHATOCT, MOYBAHE U U3TPLIBAHE

HegecTn: Moxe aa 3acerat go 1 Ha 100 nauueHTH

NOHW>XABAHE HA CUCTOJIMYHOTO KPBBHO HAIATaHe

Taxukapns (YCKOPEH ChpPACUYEeH PUTHM)

aHrMHa nexTopMc (rppaHa 6omnka)

aAnapus

rajieHe

[NOBPBILIAHE

aneprudHy peakLmH (xoxxeH obpuB, OONKH B CTaBUTE, NOBULLIEHA TEMIICPATYpPa, H3NOTABAHE,

CTYACHH TPBIIKH)

. CJIeA MHTPaBE€HO3HO NPHIOKEHHE: YCEILLAHE 3a 3aTOIUIHE HA PHUCTE M KpaKaTa, HalperHaTocT,
NOAYBaHe H U3TPBIIBAHE

Peaxn: moxe ga 3acersar 10 | Ha 1000 nauneHTH

TpoMOOLIMTONEHHUA (HHCKH HUBa Ha TPOMOOLHTHTE B PE3Y/ITAT HA KbPBEHE)
JIEBKONEHMA (MNOHWKABaHE Ha Opod Ha NEBKOLIUTHTE)

NAIEBKOLMTO34 (TNIOBHLLIaBaHe Ha 6pos HA ICBKOLMTHTE)

CBCTOSHMA Ha OOBPKAHOCT

KOHBYJICHH C MO3BYEH NMPOU3XO0/],

HAPYILUEHUA Ha CbPACYHUS PHTEM

ABYKaMEpHa CbpIeyYHa HeJOCTaTbuHOCT (0OXxBalala ABETE CTPAHH HA CHPLIETO)
6enoapobeH oTok

aOHOPMHH CTOHHOCTH HA YEPHOAPOOHUTE EH3IUMH

Mpuoro peaxn: Moxe ga 3acersar o 1 va 10000 nauuenTH
* TEXKKH aJIEPrHYHH PEAKLIMH

C HeH3BeCTHA 9ECTOTA: HE CE 3HAe KOJIKO YECTO CE CJIYUBaT

. Bb3NaJeHUE Ha BEHUTE Ha MACTOTO Ha HHXKEKTHPaHe
MO3bYHO-CBA0B HHUMACHT

MHQAPKT HA MHOKapaa

aucnHes (3anyx)

TpomMO03a Ha MACTOTO B Kpas Ha KaTeThpa

NOKANHO KbpPBEHE

KbPBEHE OT CTOMAaxa H/WIH uepBara; Jpyrd BUAOBE KbPBEHE




CrofmaBane HA HeKEJIAHH PeAKIHH

AKO MonyuydTe HIKAKBH HEXEIAHU JICKADPCTBSHU peakuuH, ypeaoMere Baiuus nekap, ¢papMaleBT WIH
MEULIMHCKA cecTpa. TOBa BKIIOYBA BCHYKH BB3MOMHH, HEOMUCAHM B Ta3sH JIMCTOBKA HEXEJaHH
peakudyn. Moxere cblI0 Aa ChOOLIMTE HexKeNlaHW PeakLMH AUPEKTHO 4pe3 HALMOHATHATA CUCTEMA 34
cboOLIaBaHe:

H3nbenHATENHA ar¢HUMA N0 NeKapeTeara

ya. ,,Jaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalT: www.bda.bg

Kato cnobliaBaTe HEXETAHH peakliHd, MOXKETE Oda HAaAETe CBOA NMPHHOC 3a NMOJYYaBaHE Ha IOBEUE
nHbOpMaLKa OTHOCHO De30nacHOCTTa HA TOBA NEKAPCTRO.

S. Kak aa chxpanasare IIpocraBazan

Ha ce cbxpaHsaBa Ha MACTO, HEAOCTBITHO 3a AcLa.

He n3non3seaiiTe TOBa N€KapCTBO CJIER CPOKA Ha FOAHOCT, OTOENA3aH BbPXY KAPpTOHEHATA OMAKOBKA H
ammynara cnea ,,J'oaeH 10:“. CpokbT Ha rOAHOCT OTrOBaps Ha NOCNEeAHUSA IeH OT MOCOUEHHs Mecell,
Ha ce crxpaHsBa NpH Temnepatypa noa 25°C.

Ha ce cbxpaHaBa B OpUrHHANHATA ONIAKOBKA.

Hupy3nonHuaT pazreop TpAdBa Ja ¢€ NMPHIOTBH HEMOCPEACTBEHO IPEAH MPHIOKEHHE.
Hudy3HOHHH pa3TBOpPH, npecTodnu Haa 12 yaca, TpsabBa na ce U3XBBLPIAT.

He n3xsupnsTe neKapcTBaTa B KAHAIM3ALMATA WK B KOHTEHHEpa 3a AOMaWHK oTnaabun. [lonuraitre
Baurysa ¢papManeBT Kak 1a U3XBPIATE JIEKAPCTBAaTa, KOMTO BEYE HE H3MO0J3BaTe. Te3n MepKH Iue
CIIOMOTrHAT 3a Orna3BaHe Ha OKOJIHATa cpefa.

6. ChAbpKaHHEe HA ONAKOBKATA H JONBJIHATETHA HHPOPMALAR

Kakso ¢cbappxa IIpocraBasnd

AKTUBHOTO BELIECTBO € aJINPOCTAaNN,

Enna amnyna ¢ 48,2 mg npax ceabpxka 20 MHKporpamMa annpocTamuil.
Hpyrure cueTaBkH ca: andagekc U jlaKkrosa.

Kax marnexaa IIpocTaBasBEl B KAKBO ChABPKA ONAKOBKATA
[IpocTraBasun 20 Mukporpama npax 3a MHQY3MOHEH pa3TBOp € 651 npax.
[IpocTaBasuH ce rpepnara B ONaKkOBKH, CbABPKAIM 15 aMmnynu no 5 ml.

IIpaTexares HA pa3pemieHneTo 3a ynorpeba
Amdipharm Limited

Unit 17

Northwood House

Northwood Crescent

Northwood

Dublin 9

D09 V504

Upnanona

IIpor3BoanTE
Aesica Pharmaceuticals GmbH, Alfred Nobel Str. 10, 40789 Monheim, I'epmasn

Hara Ha nocjieaHo npepasriexaane Ha Jacropkara 09/2025.




