3bAPEH U3BENTAJ 3A OCOBMHUTE HAJTEKOT
HEPATHROMBIN® H, pexkrainna Mact

1.AME HA JEKOT

e Hepathrombin H (65 1.LE/2.233 mg/30 mg)/1 g, peKTaigHa MacT
e INN: heparin/prednisolone/polidocanol

2KBAJIMTATUBEH U KBAHTUTATUBEH COCTAB
Enen rpaM MacT cofpKu:
e XenapuH-HATPUAYM 65 LE.
e [Ipeguusonon aunerat 2.233 mg
e [lonupokaHon 30 mg
3a IOMOIIHUTE CyNICTaHUUK BunieTe e 6.1.

3.0APMAIEBTCKHA ®O0PMU
PekTanHa MacT (konTeHHKaBo 6Geja, MOMYIPOBHIHA, XOMOTeHa, MacT CIWYHA
CO TeJl ¥ CO KapaKTepUCTHUEH MUPHC).

4 KJIUHHYIKHU OCOBUHU

4.1.TEPANIEBTCKA UTHIUKAIIUHA

Jlekor Hepathrombin H pekTanHa MacT ce KOPHUCTH KakKo KpaTKOTpajHa
CHMIITOMATCKa Tepanuja Ha XeMOPOHAY ¥ jaJieX BO MEpHAHATHAOT Mpefel.

4.2.TO03UPAILE 1 HAYHUH HA TABAIE

Hepathrombin H pekTanna MacT npu HagBOpEIIHH NPOMEHM ce HaHeCcyBa Ha
3a001€HOTO MecTO 2 TIaTH Ha JieH, No Aedekanuja. [IpBroT feH MacTa MoXe fAa
ce alnuuypa ¥ 10 4 aTH Ha JIeH CO IeJ NoOp30 ONecHyBakhe Ha CHMIITOMHATE.
ITpu BHaTpelllHU XeMOpoHAM Ha TybaTa ce MPHUIBPCTYBA IieBYe KOe MOTOa Ce
BOBJIEKYBAa BO 3aBPIIETOKOT Ha [e0eNoTo LpeBO H CO JeceH TPHUTHCOK Ha
TybaTa ce HCTHCHYBa MaJia KOJMYMHA Ha MacTa.

Bo nexyBameTo Ha BHATpeIIHW XeMOPOHAH MOXe JjJa ce KOpPUCTAT W
Hepathrombin H cymosmTopuu KoM ce cTaBaaT BO PEKTYMOT, eHAII Ha JieH,
nocie jgedekaunuja. Kaj mamueHTH co TOHM3pa3eHH CAMITOMH BO TEKOT Ha
IOPBHOT J€H Ofi TPETMAHOT MOXE Jla Ce aNJIMIupa Mo efHa cymosuropuja, 2-3
nath Ha JeH. [ToBeKe cymosuTopuM cMee fa ce MpPUMEHAT CaMO BO TEKOT Ha

NPBAOT JIeH O TPETMAHOT U €aMoO [OKOIKY TOCTOjaT MOM3pa3eHH CHMITOMH
Kaj malueHToT.

4.3. KOHTPAUMHIUKAIIUU
Hepathrombin H pexTanna mact e KOHTpauHAUIUPAaHa BO CIEeJHUTE CIydan:
¢ HWHdekuuu Bo nepuaHaIHIOT Mpee;
o (CKIIOHOCT KOH KpBapeme;
¢ Pana 6peMeHOCT. Pt
44MEPKH HA TIPETHA3IMBOCT U IPENYTIPEAYBAIBE |
Hepathrombin H pekTanHa MacT COApXH JNaHOIHH KO] MO}KC ﬂa ﬂOBﬁ}le 1o
TIOKaJIHH peaKlMy Ha KOXaTa.



4.5.AHTEPAKIIMU CO IPYI' TEKOBHU U IPYTH ®OPMMU HA
UHTEPAKIINN
Hema 3Ha4ajHM MHTepakuum co pApyrn Jnekosd. He ce mnpenopauysa

ucroBpemeHa npumMena Ha Hepathrombin H co gpyru nmpenapaTu 3a pekrtanHa
IIpUMeEHa.

4.6.,PEMEHOCT 1 1OEIBLE

Hepathrombin H e xoHTpauHauuupan Bo paHa OpemeHocT (Bumete 4.3.).
ITokacHo Bo TekoT Ha Gpemenocra (Il u Il TpuMecTep) ce npenopauysa ga ce
IpeB3eMaT [1oceOHU MEPKH Ha MPeTNna3auBoCT.

Bo nepuopot na foeme, Hepathrombin H pekranna MacT Moxe [a ce KOpHCTH
caMo IO KOHCYNTAaIja co JOKTOp.

4.7.BJINJAHUE HA JIEKOT BP3 ClIOCOBHOCTA 3A BO3ElLE "
YIIOTPEBA HA MAIINHHU

Hepathrombin H He Bnujae Bp3 MeHTaNHATE W/HAIH PU3UIKUTE COOCOOHOCTH Ha
NalieHTOT.

43.HECAKAHMU IEJCTBA

McknmyduTeTHO PETKO MOXKAT [1a Ce jaBaT peakmMH Ha MPEeOCeTIHBOCT H
JIOKanHa upuTanyja (TOCTOM Malla MOXKHOCT 3a IojaBa Ha alleprucKy peakiuu
Ha MOJHAOKAHO).

Honrorpajaata npumeHa Ha Hepathrombin H Moxe na joBefe fo ycmopeno

3apacHyBale Ha (pUCypd U parafii W eBeHTYallHO, CHCTeMCKH edeKTH Ha
KOPTHKOCTEPOHAOT NPETHUZONOH.

49.J1IPETO3UPAILE HA JIEKOT

3eMajKy BO IpefiBUf AcKa ce paboTu 3a npenaparT 3a JIOKaJHa MpUMeHa, KOj BO
CHCTEMCKaTa IMPKylaldja MOXe [a ce Hajie BO peJaTHBHO HHCKHA
KOHIIeHTpaluH, He Tpeba fa ce 0ueKyBaaT TOKCHYHM e(DeKTH Ha JICKOT.

5. PAPMAKO/JMTOMKHA OCOBUHHA
Cnopen ATC knacucdukanyjata (Anatomic Therapeutic Chemical Classification),

Hepathrombin H e knacucdunupasu Bo rpynaTta Ha JOKaJIHN aHTHXEMOPOUIATHEA
nexosy co ATC mmdppa CO5AX03.

51.PAPMAKOIUMHAMCKMU NEJCTBA

HEPATHROMBIN H Bo ¢opma Ha MacT 0BO3MOXKYBa e(UKacHO JIeKyBame Ha
KapaKTEPUCTUYHUTE MPAaTEUKH CHMITOMH W TMOCTEAUIHATE HAa XEMOPOUMIMTE.
HEPATHROMBIN H 6p3o ro ojcrpasyBa BOCHaJeHHEeTO BO MENHOT
aHOpEeKTalleH Tpefiesl, KaKO W NPONPaTHUTE CAMITOMHU Bmquenﬂn jamex,
XKapemwe, ellKamke, O0JKH U BlIaXHEHE.
HEPATHROMBIN H BO cBOjOT cocTaB UMa YHCT xenapm{ H TO cnpequa
3rPYIlyBafbeTO Ha KpBTa BO XeMmopoupute. I[IpeRH30MOHOT - JeTyBa
aHTUAHGIAMATOPHO, a MOJTHJOKAHON MaHH(ecTHpa JOKaleH aHEeCTETHUYKH M
aHTUIIPYPUTHHO3EH e(EKT. -



5.2.PAPMAKOKHMHETCK OCOBMHH

ITo nokamHO annMKanyja Ha KoXa, XelmapuH BO PeJaTHBHO HUCKH
KOHIEHTPAallMM ce Haora BO cUcTeMmcKkaTa IUpKyJdanuja. Bo KpBTa BO BHCOK
MIPOLIEHT ce BP3yBa 3a MpoTerHuTe off nnasmara ( 95%). Ce metabomnusupa Bo
OPHEOT Ap0o0 W PEeTHKYIOEHNOTENIHHOT CHCTEM, a ce€ eNUMHHHApA MpeKy
OyOpesuTe. Bo 3aBHCHOCT Off fafieHaTa [103a, BO ypHHATa MOXe Aa ce Hajae
20% po 50% menpomeHneT nek. [lomyBpeMmeTo Ha enMMHUHALUAjAa 3aBHCH Of
po3ata (co 3ronemMyBame Ha [o3aTa ce MPONOIKYBa).

[NepkyTranata pecopnuuja Ha TJIHKOKOPTHKOMAUTE, KaKO U HHUBHOTO
OMHUHYBaKl¢e BO CHCTeMCcKaTa LUpKYyJalyja 3aBHCcH Off Hu3a (haKTOpPH KaKo MTO
ce: (pU3NIKO-XeMHCKUTE KapaKTepDUCTMKH Ha aKTHBHATa CYNCTaHNHja o
nofjioraTta, rojieMHHa Ha alylMIMpaHaTa [03a, YecTOoTaTa Ha HaHeCyBambe,
roJleMMHATa W cOCTOj0aTa Ha TpeTHpaHaTa [OBpLUIMHA W BpeMeTpaemeTo Ha
TPEeTMaHOT.

OnpefeH KOPTUKOCTEPOUM KOM Ce alIMOUpaaT AepPMalHO, KakKo IITO e
IpeJHU30I0OHALETAT, BEKE BO KOXaTa IOfJIekaT Ha Jle-ecTepudukanuja mop
IejcTBO Ha HecnelndUyHU ecTepa3d. Bo ciyyaj Ha HUBHO TMOMHUHYBame BO
CHCTEMCKaTa NHpKyJalyja ce Bp3yBaaT MNPBEHCTBEHO 3a TJIOGYJHHHU T.H.
TPAaHCKOPTHHM, KOW UMaaT BUCOK a(pHHUTET 3a IIMKOKOPTHUKOWUAM, HO MMaaT
Mall KananuuTeT Ha Bp3yBamke Ha OBHE JIEKOBU. ANOYMUHUTE, O]y Apyra cTpaHa,
HeMaaT BUCOK aMHHTET 3a IIHMKOKOPTHKOWAWTE, HO 3aTOoa MMaaT TrojieM
KanaiuTeT 3a HABHO Bp3yBame.

Bo pedepenTnaTa nuTepaTypa HeMa NOJATOLM 3a (apMaKOKMHETHKATA Ha
MOJIMAOKAHOJI IO JIOKAJIHA alUTHKANMja Ha KOXKa H CTY30KOKOXaA.

S3JIPEIKINHNYKH ITIOJATOIHN 3A BESBEJTHOCTA HA JIEKOT
XenmapuHOT ¢€ KapaKTepu3Mpa CcO pelaTUBHO HHCKA TOKCHYHOCT. Bo
EKCHEPHUMEHTHTE 3a aKyTHA TOKCHYHOCT CIIPOBEJleHH Ha 3ajalld, OKaXXaHo e
aexa aypu no3sa on 1000 mg mpean3BUKyBa TOKCUYHHE ePeKkTH.

Bo TecToBuTe 3a XpOHMYHA TOKCHYHOCT, Oumie ammuuupadu 40 MHjeKIUH BO
nosa of 20 mg/kg, kaj Kyunma, 1 30 HHjeKuun Bo go3a off 40 mg/kg, Kaj 3ajauu.
3a BpeMe Ha HCIOUTYBalkeTO He OMJIe perucTpupaHW HWKaKBH TPOMEHH BO
OPraHHWTE HA WCIHTYBAHWTE >KUBOTHU. EKCIiepUMeHTHUTE W3BEleHH Ha OBIH,
nokaxaje JeKa XelapdH He ja MHHyBa IUlalleHTapHaTa Oapuepa W Hema
eMOPHOTOKCUYEH U TepaToreH edexr.

XenapyuH MOKa)XXyBa UCKIY4YMTEeNHO AoOpa NOJHOCTHMBOCT H BO XyMaHaTa
npakca. Co orjep geka npenopaydaHaTa [03a Ha XeNapWH 32 WHTPaBEeHCKA W
cybkyrana npumena ussnecysa 5 000 LE. mo 20 000 LE., mpakTHYHO € HEMOXHO
fla ce oueKyBaaT TOKCHYHH edeKTH Ha Ipenapar Koj Bo 1 g mact coapxu 65 LE.
xemapuH (Hepathrombin H pexTanmHa Mact), 4 € HaMeHeT 3a TOKaJHa ynoTpeba.
3a TOKCHYHHTe e()eKTH Ha TIMKOKOPTHUKOMOMTE MO JIOKajJHa NpHUMeHa Ha
KOXa ¥ CIy30KOXa HMa OrpaHM4YeHHM JUTepaTypHU mnopatond. MefyToa,
ob6jaBeHO e AeKa JOKATHO AMIAIUPAHATE KOPTUKOCTEPOUIU, IPUMEHETH BO
BUCOKH 03, TIOJi OKITy3MBEH 3aBOj M BO MOJIONT BPEMEHCKU NIEPUOL, MOXKAT fia
Npe/IM3BUKAaT ONITETyBabe Ha IIIOMOT Kaj eKCIePUMEHTANHIK mnsomu 1aKo
NOJATOLUMTE Off eNUAEMHUONIONIKATE CTYIUH CO yno'rpeﬁd Ha OBHe JIEKOBHU 3a
BpeMe Ha OpeMEHOCT BO XyMaHaTa MOMyNaluja He YKaXyBaaT Ha 3rojieMeHa
MHIMJIEHI]a Ha (peTaqHn TpaHcopManuu. 3eMajKi ro Bo OPEBUJ NOJATOKOT
feka KOPTHKOCTEPOHJHTE IO JOKATHA allAKalyja Ha KoXa W CRy3HAIH Ce



pecop6upaaT Bo Mall IPOUEHT BO CUCTEMCKAaTa HUpPKYyJIanuja, He 61 Tpebano aa
ce 0YeKyBaaT 3HauyajHH TOKCHYHU eheKTH.

3a TOKCHYHOCTa Ha HOMMAOKAHON HeMa MOAATONM BO JINTEpaTypaTa, OCBEH
U3BelITal 3a M30JIUPAHU CJIy4Yald Ha alepriuckd peaknWd 3a BpeMe Ha
HeropaTa IPHMeHa KaKo CKIEPO3UPYKY JieK.

6. PAPMAIIEBTCKH OCOBUHU HA JTEKOT
6.1.EKCHHUTIUEHCH

Hepathrombin H pexTanna mMacr:

e [lapadun, uspcr;

e [lapadwun -Teden;

e Jlanonun 6e3BofieH;

o CHIUUM]YM-TUOKCH]], KOJIOU[IEH, O€3BOMIEH.

6.2 UHKOMINMATUENITIHOCTHU
HeMae mo3HATH HHKOMIATHOUITHOCTH.

6.3.POK HA TPAEE

Tpu ( 3 ) rogunu. JIekoT He cMee Aa ce ynoTpebyBa mociie HCTEKOT Ha AaTYMOT
Ha Tpaeme 03HaueH Ha MaKyBabETO.

IIo npBOTO OTBapame NekoT Tpeba fAa ce 4yBa Bo AoOpo 3aTBOpeHa Tyba mo 28
JieHa Ha TeMrepaTypa nop 25°C.

6.4 HAYNH HA YYBAILE
JIexoT Tpeba fa ce uyBa Ha Temmepatypa o 25°C.
JA CE YYBA HA MECTA HETOCTAITHU 3A NELIATA !

6.5.ITAKYBAIbE

AnyMmuHHyMcKka Tyba co MiacTHueH 3aTBapad (MOJHNPONAIEH) CO MIacTHUYEH
NpofoIXKeTOK (monueTunen co HMucka ryctuHa-PENG) co kanmade (monuetunex
co Bucoka ryctuaa-PEVG).

[TakyBame : Enna Ty6a Hepathrombin H pextanna macr coapxu 20 g macr.

6.6.YIIATCTBO 3A YIIOTPEBA

He e notpebHo nocebHo ynaTcTBo 3a ynoTpeba.

6.7.INIOCEBHA MEPKU NP YHUINITYBAIE HA
HEYIMOTPEBEHATA KOJIMYNHA HA JIEKOT

Heynorpe6ennor nexk TpebGa fa ce YHHINTH COIVIACHO BaXKECUKUTE JIOKAJIHH
[POIKUCH.

THAME U AIPECA HA TIPOU3BOUTEIOT H HOCHUTEJOT HA

IMPABATA O OTIOBPEHHUETO 3A IIPOMET s
Ilpoussouren A>T
HEMOFARM A.D., ya. Beorpaucku nyT 66, Bpuian, P. Cpﬁuja .
Mecro Ha npon3BOCTBO

HEMOFARM A.D. Bpwau, orpaHok noron Illabau, yiu. XamyK Bemﬁoaa 66,
Illaban, P.Cp6uja
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