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I. Kparka xapakrepucraxa Ha npoaykra (KXII)

1. THproecko HMe Ha JleKAPCTBEHAS HPOAYKT
Biocardin/ buoxapans

2. KayecTBeH B KOJIMYECTBEH ChCTAB

Enna o6BuTa Tabnerka cpaspxa dipyridamole 75 mg.

3. JlexapcTBena gopma

O0BuTH TabNETKH.

4, Knuauusm nanan

4.1. Iloxazanns

Ilpopunaxktka ®Ha TpoMOOEMOONMYHM YCIOXKHEHHS, CaMOCTOATENHO HIH B
KOMOMHAIMS ¢ acIIHPUH IpH MCXeMHYHa OOJIECT Ha CHPIETO; IPH MO3BYHO-CHAOBA
OoNecT 32 HaMaigBaHe PUCKA OT HHCYIT, Clel CHpPAeYHH Olepallid - aopTo-
KOpOHapeH Oaiimac.

4.2. Mo3upoBKa H HAYHH Ha ynorpeda

IlpenopraBanara f03a 3a BB3PACTHH KaTe NPOQUIAKTHYHO aHTHAIPEraHTHO
cpenctBo ¢ 1 o6BuTa Tabnerka (75 mg), 4 IBTH AHEBHO, IIPHEMaH IIepOpPalHO NpeaH
XpaHeHe.

IMpu mena mapm 12 romuaum OOMKHOBEHO ce IpexamucBa B fo3a 5 mg/kg nHesHO,
pasnpefeneHo Ha 3-4 npueMa.

Ilpu KOMOUHKPAHO NPHIOKEHHE C aCIIMPHH B 1103a 10 325 mg AHeBHo, dipyridamole
ce npunara B 1o3a 1 o6Bura tabnerka (75 mg) 2 IBTH AHEBHO.

4.3. JIpoTHMBOMOKA3AHHA S e

He TtpsbBa pma ce ymoTpedsBa B CIy4YauTe Ha CBp’BX‘:IyB(}TBIfITeJIHOCT K'BM
dipyridamole una HgK0S OT HeaKTUBHUTE CBCTABKH, WH(apKT Ha mroxap;[a B . w! o
OCTBp CTafiHii, OOMHM ¢ JOKA3aHU TEXKKM IeHepaln3Hpanu cmepomqﬁn IfIBMeHeHI/IH!}
B KOPOHApHHUTE apTepuH, NpH ela oL 12 roauHn. B :

\;’-
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ocTBp cTazui, 60HY ¢ AOKA3aHH TEHKKM reHepay3HPaHy CKIEPOTHIHN H3MEHEHNA
B KOpOHAPHHUTE apTePHy, P ACHA 0L 12 rOOHMHHA.

4.4. CpepnaiHd NPOTHBONOKA3AHHS W CHCUHANHU npeaynpexaeHus 3a
ynotpeda

Dipyridamole TpsBa xa ce npuema ¢ ocobeno BHMMaHpe TP NaLlMEeHTH C TEXKO
saGoigBade Ha CHAOBETE HA CBPUETO (cTesoKapZus), Npy CyOBaiBylNapHa aopTHa
cTeHo3a, MpH TEXKO YBpEXIane Ha KPHBOOGPBIIEHHETO Ha CHPUETO, CHEA CKOPO
npexapan MHQapKT MM TpU BHCOKOCTETICHHA ChpAeYHa HEeNOCTATHYHOCT, HPH
HapylleHUe B KPHBOCECHPBAHETO.

Tpsbpa fa ce TpHeMa TOJ CTPOr JEeKapCki KOHTpOI IpY myastenia gravis u TIpH
TIAlEHTH ¢ MHOTO HUCKO XPHBHO HAJLAraHe.

He TpsGea na ce mpwiara Tpeay ChpACHHA oTiepalH, Iopamd BBE3MOXHOCT OT
pa3BUTHE Ha TEKK! XeMOparuil B Pt [TOCTONIEPATUBEH IIEPUOLL.

BesomacHoCTTa M e(peKTHBHOCTTA Ha dipyridamole mpu jgeua moA 12 rompmiHa
BB3PACT HE & YCTaHOBeHa.

4.5. JlekapcTBeHH ¥ APYIH piauMoaeHcTBHA

Dipyridamole rp# epopanso npHeMans roTenLEpa ebexra Ha a|eHO3HH, TOBALIaBa
HeropaTa TOKCHYHOCT, KOSTO MOXe Ja ce HpOABM C XWTIOTOHYSA, MHCIHEs,
IIOBpBIllaHe.

IIpu '©BBMECTHO mpunaraHe ¢ aneTAJCANAIIANoBa  KUCENMHa  IOBHINABa
MaKCHMaNHKHTE # CepyMHH KOHUCHTPALWH, KakTo 1 HelHATa TOKCUYHOCT, I10pajy
Topa, ue dipyridamole AeficTBa KaTo YHXUOUTOP Ha CH3WMAa ecTepasa, pasTpaXilaril
aneTAICAIHIIIOBATa KICEIHHA.

Mosxe ja yeuny edeKxra Ha APYrd Mepopaiii AHTHKOATYTaHTHU.

EnHOBpeMEHHOTO IpUeMane Ha dipyridamole ¢ KanuneBH aHTarOHUCTH €
Henenecbobpasgo. BB3MOXKHO € /@ ce YBEIHH PHCKBT OT pasBUTHE Ha steal
syndrome, TIOpajiy NOTEHIMpaHE Ha XUTIOTEH3UBHUTE e(eKTH Ha NBeTe JICKapCTBa.
Dipyridamole =e TpsbBa Jja ce ypoTpe6sBa ©IHOBPEMEHHO C HECTEPOHIHH
NPOTHBOBB3NAUTENHY CPENCTBa  KatTo: pOynpoden, HapoKCeH, KETOTIPO(EH,
MHIOMETAIAH, [I0pajiyl yBeligaBane 5a pucka ot KpBBOK3IMBU B CTOMAXa.
Dipyridamole noBuiIasa mIasMenoTo HIBO HA OKCOPYOHITUH ¥ BUHOIACTHH.

EIHOBpEMEHHOTO IIpHEMaHe Ha dipyridamole c Teo@umﬂ,yggg@emg;@ IpyTH
6‘ '

KCAHTHHOBM NEpWBATH BOJM A0 TOHMXKABAHE HA KOpOHa}?‘E;{‘ﬂH}I&THpé’:{iﬁ% MYy
CBOMCTBA, HO CHIIEBPEMEHHO MOXE Jia yCHIIY HAKOM OT HEXETAHITE:MY peakHly
IIpu €IHOBPEMEHHOTO NPHIIOKEHAC Ha dipyridamole u ¥H ;
3a/IpBIKKA HA TEYHOCTH. ' bt
IIpx eXHOBPEMEHHOTO IpHeMane Ha dipyridamole (mepopag 0)
CpezicTBa, MOXE Jja Ce HaMany HerOBHA edexT, NOpaau HaMaleHa €300
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VBennudBa ce€ PHCKBT OT XeMOparhu npu eIHOBPEMEHHOTO NPHIOXKEHHE Ha

dipyridamole 1 XenmapuH.
He Tpa6sa na ce ynoTpebsBa e[HOBPEMEHHO C HIKOH aptu6roTnnu: Cefamandole,

Carbenicillin (xapboxcunenuununn), Cefoperazone.

He Tps6Ba fa ce ynotpe6sBa eAHOBPEMEHHO C J€TaKHH M JApYIH. NPOUSBOAHM Ha
BANNPOEHATA KHCEIHHa, I0paiy yBel4aBane Ha pUcKa OT KbpBEHE.

Bucoxu po3u dipyridamole mnopumaBaT = TOKCHYHOCTTZ Ha  METOTPEKCAT.
Dipyridamole TnoBumapa H3THYBAHETO HA dmyopoypauun mpes OpOpenuTe |
NIOHIDKABA [Ia3MEHUTE My HUBA.

4.6. BpeMeHHOCT ¥ KbpMeHe

Ciiesi IBITOTOJMIIHY W3C/eABAHNS He Cca HOKa3aHW HEXENaH:d WM BPELHH e(eKTH
110 BpeMe Ha 6pemenHocTTa. Dipyridamole npemurasa B KbpMaTa i MOXCE A4 3acerse
KbpMayeTo. 3aToBa [0 BpeMe Ha O6PeMEHHOCT 1 XBPMEHE TpsiOBa ce TpUeMa CaMo TO
M3PUYHO JE€KAPCKO NpeNnyCaHke.

4.7. Edextn BLpXy cnocofHocTHTE 32 MOPHPaHE U paGoTa ¢ MalIHHH

Tpabpa fa ce Ipuiara BHHMATEHO NpH mo¢guopy ¥ JiMla, paboTemy ¢ MalUHMHH,
MOpadd ONACHOCT OT PpasBUTHE Ha CMMKOI, XUIOTOHM: u/una  OpafuKapAus.
oclexgure MoraT jga ObjaT IpHYMHA 32 HapyllaBane B KOOpAHHANMATA X
JIBHTATENHATA AKTUBHOCT, OCOGEHO TIpH ynoTpeba ChBMECTHO C alKOXO0J.

4.8. Hexeanu JeKapcrBeHH PEaKNHN

[Tpu npunaraseTo Ha dipyridamole B TepameBTHYHY JO3K HEKENAHATE PCAKIIH Hai-
qecTo ca MUHHMANHK U NpexXofHHu. IIpd NpoNBIDKUTENHO JICYCHAES C dipyridamole,
[IBPBOHAYAITHATE HEXEAHH Peakiyy 00MKHOBEHO M34e3Bar.

HexxenanuTe peaKijuy IPH BUCOKA HO3UPOBKa IJaBHO B HAYanoTo Morar Aa Obaart:
croManieH AACKoM(opT — rafese, NoBpbllane, AHAPUs; YHECEHHOCT; OTHaAHAlIoCT;
BHEHE Ha CBST; 3aUepBABaHe Ha JIHIETO, KOKeH 00puB, OONKY B MyCKYJIMTE.

Kato ce uMma NpeABuJ ChAOpasuIMpABailnl epext Ha dipyridamole, Moxe Ha ce

TTOHFDKH KPBBHOTO HaJSIraye,a BE3HIKHE apUTMAL, TONIM BRIHA. .. 5
- . N . .7’,3 S
Dipyridamole mMoxe na npeAu3siKa rpbiHa OONKa MU Ha ,H,OBe‘[(e/g:O-, 01IaBAREHA
e R s

cumuromure Ha cresokapius (MIBC). Bb3moxHA €2 ChpAC H .,iapﬁfrmg‘gzg

namuenTH, npueMany dipyridamole 1o BpeMe Ha H3CIHCABAHE € Tz%[xj 1‘/’1-20
Mpuoro psaxo Moxe na Owie HabofaBaHa: aHTHHA HQKTOpI{Q; $i¢?h
(“curgpoM Ha OTKpaBaHeTO”), apTepranya XuInoTOHH, CBpﬂequ\étiépjb
HabiofaBaHuTe peaxluy IpH HAlHSHTH CBC CHPICUHO KJIAITHO “{POT 7]
eZHOBPEMEHHOTO IpyJara#€e Ha dipyridamole u Bapdapus ca: OTHAAHATIOCT,

KOpeMeH AUCKOM(pOpT, r1asoboke, oOpuBH.
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B enMpoMyHM ciydad ce HabMioJaBa 3acHiieHa CKIIOMHOCT KbM KBPBEHE IO BpEME,
ung cnen oneparusHa Hameca. Cpoblasa ce 3a eAMHMYHM Crlydad Ha
TPOMOOHUTONIEHMUA.

IIpy mOCTMapKeTHHIOBE HaOJIOREHMS ca OOKiIalBaHH PEAKH Cllydau Ha OTOK Ha
IapuHrca, OTHANHANOCT, HEPasioNOKEHUe, MYCKYIHH OOJKH, apTpHT, rajiexe,
JIACTIETICHS, XEIIATHT, aJIoNelys, X0NeluTHa3a, TaXuKapIus.

VI3KITIOUUTENHO PLAKO MOraT Ja ce HabGnrofasaT NPOABH Ha CBPBXIYBCTBHTENIHOCT:
cBpOer, OOpYBY Ha KOXaTa, GoNe3HEH: OTOIH, OPOHXOCTIAZEM.

4.9. Hpeposupane

[IposiBUTE HA MHTOKCHKALMs Ca pesynTaT Ha U3paseHaTa XMIOTOHML: HapyLICHO
paBHOBECHE, I[OBPDBIIaHe, BB3MOXKEH € HesICeH TIOBOp, IIOHWKEeHa MBHraTenHa
AKTHBHOCT, JUapHs. B HAKOH Ciydal KbM CHMIITOMATHKAaTa MOXe 1a ¢ IpPOSBA M
BHCOKOCTEIICHHA OpauKapAus.

JleueHHETO BKIIOYBA IPEyCTAHOBABAHE NIPHEMa Ha [IPOAYKTa, eIUMHHUPAHETO MY OT
OpraHE3Ma 1o oOLionpHeTyTe IIpaBuia, NpuiaraHe Ha CHMITOMaTHYHH CPeACTBA.
Crenuduuen astugor ‘HaMa. Dipyridamole ce cBpp3sa B romsima CTCNCH C
MTa3MEHHTe [POTEMHM M 3aToBa HE Moxe eduxacHo ja Obie OTCTpaHEH OT
OpraHu3Ma ype3 XeMOoIHaIu3a. '

3. ®apMaKOoJOrHYHH JAHHH
5.1. ®apmaxoanHAMHYMHH CBOHCTBA

dapMaKOTepalleBTVYHa  Tpylia:  aHTHTPOMOOTHYHHM  CpejCTBa,  HOTHCKANA
arperanpata Ha Tpombonurute, ATC xox:  BO1A CO07.

Dipyridamole 61okupa aneHO3MHIe3aMIHAa3aTa U [TOTHCKa uH(IyKCa Ha aJleHO3UH B
epuTpoLTHTE M Apyrure xieTkd. Ilo To3W HaYMH FIPEJM3BHKBA HATPYNBAHE Ha
aneHo3uH B MMOKapja, a 2JCHO3MHBT € EHJOreHEH KOpOHapO-[IUiaTaTop. To#
uaxnOupa doconuectepasara, K0eTO BOZH [0 HATpYNBaHe Ha MHMKIKICH
aneHoznEMOHO(OCHAT B TPOMOOLHMTHTE U A0 KOPOHAPOAMIATalki ¥ aHTHATrPerHpalil
edexT BEpXY TpoMmGouuTuTe. brokupa obpasysaHeTo Ha tpoMOOKcaH A, — MOIIEH
CTHMyNaTop Ha TpoMOOLWTHaTa akTuBawus. CTHMysupa CHHTE3dTa  Ha
IPOCTAIMKINH, KOWTO € MOIIEH eHJoreHeH BasOMMIATATOp U TpoMOOLUTEH
afTHArperaxr.

Dipyridamole oxaspa cBost e(eKT BBpXy MalKHTe KOPOHApHH apTepu, HaMalisa
rpajueHTa Ha HaIATaHeTO MEXIy NPOKCHMAIHUTE U JUCTATHH 063; 16T Ha“:““*%\
creno3ara. JIACTATHATE CHIOBE C2 MAKCHMAIHO JHIIATHPAHH B DE; YITaT Ha' < e
pexeMuaTa H edeKTHT Ha KOPOHAPOAMJIATalKATa Ce npo&Z? a* npeim
NPOXCUMATHHTE 3ApaBy ydacThuy. 1o TO3H HAYMH KPBBTA Ce rijhe
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HCxXeMUYHATa KBM 37jpaBaTa 30Ha. PasBuBa ce T.H. “(eHOMEH Ha OTKpafiBaHeTo” —
“steal effect”.

5.2. dapmaxKoKMHETHYHH CBOiicTBa

Crnen nepopanso npunoxernue Ha dipyridamole of6BurH TabneTKH, MaKCHMAalHA
nnasMeHa KOHUeHTparusa ce rocrura 3a 30-150 mumytwm. BruomammusocTTa TpH
IepopaiHo npueMade e 37-66%. ObempT My Ha pasnpenenenue e 2.43 L/kg - 3.38
L/kg. EnuMUHAPaHETO My CE OIIMCBA C JBYKOMIIAPTEMEHTEH MOJEN: alha BpeMe Ha
nonyemuMunupane — 40 mMumyTH u OeTa Bpeme Ha monyenuMupupade — 10 yaca.
Dipyridamole ce cBsp3Ba B roniamMa crenen (99%) ¢ mrasmenuTe mporersy. Toil ce
MeTabonu3uEpa B depHHMA ApoO, TpaHchopMHpaliky ce B IIIOKYPOHHA H ce
eXCKpeTHpa C XITbUKaTa. PeHannaTa eKCKpelns ¢ MHHHMAIHA.

5.3. Ilpeaxaunndun JaHHH 3a GezonacHoCT

Ilpu mpoasmxuTendo mpunarade Ha dipyridamole (111 cemmuny BBPXY MHIUKH K
mnexoBe B Mo3u 8, 25 u 75 mg/kg), He ca oTGenszaHy KaHIEpOTeHHY e(peKTH.
TecToBeTe 32 MyTareHHOCT ¢a OTPHIATEIIH.

6. dapManeBTHIHH JAHHH

6.1. Cnucenk HA NOMONIHUTE BEIIECTBA B TeXHUTE KOJHYECTBA

Besika oOBura Tabnetka Biocardin caabpixa clueqHNTe NOMOLIHE BEIECTRA B Mg:

Maize starch 18,00 Ph.Eur.4
Lactose monohydrate 21,00 Ph.Eur.4
Cellulose, microcrystalline 14,00 Ph.Eur.4
Sodium starch glycolate (Type A) 6,00 Ph.Eur.4
Sodium laurilsulfate 0,90 Ph.Eur.4
Magnesium stearate 1,10 Ph.Eur.4
Povidone 4,30 Ph.Eur.4
Hypromellose 0,50 Ph.Eur4
Sucrose 65,0 Ph.Eur.4
Polysorbate 80 0,20 Ph.Eur.4
Silica, colloidal anhydrous 0,40 Ph.Eur.4
Talc 4,15
Titanium dioxide 3,40
Macrogol 6000 0,50
Glycerol 0,10
Dibutyl phthalate 0,30
Azorubine (Carmoisine), E122 0,15

L L, \-;_—:;}
Jenkinson ?"'_;‘,; A
- LN L oS,
Europe iy 7%
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6.2. DUINKOXHMUYHM HECHBMECTUMOCTH
He ca H3BECTHYL.

6.3. Cpoxk Ha rogHoct

YeTupy roguumy.

6.4. Crpenuajau ycnoBus Ha cbXpaHeHHe

Ha ce cpxpanssa nog 25 °C.
Ja ce masu or cBeTNMHA U BlIara.
Ha ce cpxpangsa Ha MACTO, HEOCTHIIHO 3a Jeta.

6.5. annu 3a omakoBKaTa

IIspBuyHa onakoeka: 6mucrep or PVC/anymunnero oo o 30 o6BuTH TaOIETKY.
Bropuusa oITakoBKa: KapTOHEHa KyTHS, ChABPXKAIlla €AUH WM JiBa ONHCTepa 3aeHHO
C IIHCTOBKA 32 IAlHeHTa.

7. Hme u aapec Ha Dpou3BOAMTE/sl M NpHTEKATeNss Ha pa3pellleHHETO 3a
ynorpeoda

IIpouszsoauren:

INBIOTECH Buigaria
Cogus 1000, yn. Tpuagumna N 5-A

Pharma-AD,
Hymuuna, yin. Heodut Pancku Nel3

IIpurexaTen Ha paspemieHNeTo 3a ynorpeba:
INBIOTECH Bulgaria
Codums 1000, yn. Tpuagmma N 5-A

8.  Perncrpaunonen Homep B Peructbpa no 4. 28 or 3JIA
9. IIbpBa perucTpanus Ha JeKapCTBEHHSA HPORYKT:

10. [Hdata Ha mocjieaAna aKTyaJM3al|a HAa TeKkeTa:
28 oxromspu 2002




