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1. HMME HA JIJEKAPCTBEHHS IIPOAYKT 5 g %‘7‘7 04 -08- 2024

Xenapun 1000 JIC 1000 1U/g ren T g
Heparin 1000 DS 1000 IU/g gel

O I

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

1 g ren cuabpxal 000 1U xenapun vatpuii (heparin sodium).
ITomomiHy BelllecTBa ¢ H3BECTHO AeHCTBHE:

MeTui napaxuapokcuOeH30aT

Iponun napaxuapoxcubeHzoar
3a IIbJAHMS CITUCHK HA TTOMOIIHHTE BEILECTRA, BHK T. 6.1

3. JIEKAPCTBEHA ®OPMA

e
BhbHIeH BHA: XOMOTEHEH, Npo3payeH [0 [OYTH MPO3paveH rejl, 0e3LBeTeH WM C JIEKO JKbITeHHKAR
OTTEHBK CbC crenudUUYEeH MUPUC Ha TaBaH/yJla i €TAHOJL.

4.  KJIMHWUYHU JAHHW

4.1. TepaneBTHYHH MOKA3AHHSA

. 3alossBanns Ha TOBBPXHOCTHHUTE BEHH — BAPUKO3EH CMHAPOM M CBBP3AaHHTE ¢ HEro
yenoxkuenus (pnedorpombosa, TpombodeduT, MOBLPXHOCTEH TepiIeGUT, BAPUKO3HH SI3BH);

. I[TocToneparupen BapukopneuT, ChCTOAHES cliel] cadeHEKTOMMS,

. Undunrpatn v noxanusupany oTOUM, HOAKOXKHH XEMATOMH IIpM TPAaBMH M KOHTY3HH, BKIL.

3acsraliy MyCKYJIHO-CYXOMKUITHUTE U KallCYIHO-TUTAMEHTApHH CTPYKTYPH.

4.2. Jlo3HpoBKA 1 HAYHH HA MPUIOKEHHE

Bw3pacTHy 1 AMLa B cTApUECKa BBE3PACT
IIpenopkuBana qHeBHa no3a — 3-10 cm res ce HaHACAT eHH OO TPH MBTH BHPXY 3aCErHATHS KOXKEH
y4aCTbK,

H]JO,E[YKTTJT CE IIpHara nocpeiCcTBOM JICKO BHUMATEJIHO BTPHBAHE,

lMeanaTpuyHa NOnmyaaLMs

Jlumeear naHHu oTHOCHO eduKkacHoCTTa M 6€30MACHOTO HPUIIOKEHHE HA POAYKTA NPH Zela, MOpaH
KOETO NPOAYKTT HE CNEJBA 1A Ce MPUJIara B Ta3H Bb3PACcTOBA IPYIIa.

4.3. Ilporuronoxazanus

® CBPBXYYBCTBHTC/IIHOCT KbM aKTHUBHOTO MJIM HIAKOE OT IIOMOILIHHUTE BEIIECTBRA, U3



* TpPOAYKTHT He TPsOBA [a ce MpHiara BbpXy KOXKHM y4acTBIH ¢ KpbBOTeUeHHe, HH(EKLHA 0COBEHO
pH HAITWYHE HA THOKHYM NPOLECH, KAKTO H BbPXY OTKPHTH PaHi H JUTaBHLH.

4.4. Cneumajinn npeaynpexaeHus ¥ NpeInasHu MepKu NpH ynoTpe6a

Kenapuu JIC 1000 ren ne cresipa Jia Obje M3MON3BAH NPH NALMEHTH C XEMOPArHH, a NIPHIIOKEHHETO
My JHLa ¢ KIHHHYHH CHMITOMH 3a IOJO3HPaHa XEMOpAards cliegBa Ja CTapa cjel BHHMATEIHA
IpelleHKa.

[TpoyKTeT ChbAbPXKA METUN W MPONMI NapaXHAPOKCHOEH30aT KATO TIOMOIIHHM BEIIECTBA, MOPaiH
KOETO He ClieiBa /1a ce MpHIara npH MalHeHTH ¢ H3BECTHA CBPBXYYBCTBUTENHOCT KBM TAX. Morart na
TPHYHHAT alepriyHy peakluu (BE3MOKHO 3a0aBeH THID).

JlexapcTBEHHAT NPOMYKT ChILPIKA TABAHIYIOBO MACTO (ChIBPKA JTMHANON, d-THMOHEH, TepaHHoN |
KyMapHH}), KOMITOHEHTHTE Ha KOETO MOTaT 1a MPUYHHAT AIeprUvHH PeaKiui.

4.5. BsaumopeiicTBHe ¢ APYIH JIeKaPCTBEHH NPOXYKTH M ApYri (GOPMH HA B3aUMOjelicTBHE

HpH NalueHTH, NPUEeMAalll NePoOpalHyl aHTHKOAryJaHTH € Bb3MOMKEH 4JIUTHBEH E(i)EKT B PE3YyATAT Ha
KOETO HE MOXKe J1a 6"5}16 H3KITOYEHO YAbJDKaBaHe Ha l'lpOTpOMﬁI/[HOBOTO BpEME.

4.6. DepTHIHTET, GPEMEHHOCT H KbPMeHe

Bpemennoct

Hsama anui OTHOCHO NMPHIIOKEHHETO Ha IPOAYKTA 110 BPeMe HA GPEeMEHHOCT, MOPany KOETO KAKTo
BCHUKH OCTaHa/IM JIEKAPCTBA M TO3M NPOAYKT CJle/Ba Jla Ce MNpHuiIara BHUMATENHO ciel TOuHa
NpeLEeHKa Ha ChOTHOILICHHETO OYaKBaHa 110134 3a MaiikaTa/TIoTeHIHAIEH PHCK 32 MI0JA.

Kspmene

Hsama nanHM OTHOCHO MPHIIOXKEHWETO HAa NMPOLYKTa B NepHoAa Ha KbPMEHe, MopaiH KOETO KaKTO
BCHYKH OCTaHAJM JIeKapcTBa M TO3H IIPOLYKT CJIeABA Jla Ce NpUIara BHUMATENHO CJel TouHa
NPELEHKa Ha ChOTHOIICHUETO O4YaKkBaHa M0J13a 3a MalikaTa/MoTeHIHaIeH PUCK 38 HOBOPOEHOTO.

4.7. EdexTn BbpXy cnocoGHOCTTA 32 oupaHe 4 paboTa ¢ MALIHHHA

Xenapun 1000 IC ren He norimMsiBa criocoGHOCTTA 32 ModUpaHe U paboTa ¢ MALIMHH,

4.8. Hexenann jiekapcTBeHH peaknuu

Crepnara TepMuHONOrHA € GHIa M3MON3BAHA TIPH KIACH(DULHPAHETO HA HEKENAHHTE peaKuys 1o
OTHOLIEHUE Ha TAXHATA YeCTOTa: MHOro ueetH (>1/10), yectu (>1/100 no <1/10), HeyecTn (>1/1000
no <1/100), pemen (>1/10000 no <1/1000), mHoro pemku (<1/10000), ¢ HewsBecTHa uecToTa
(decrorara He MOJKe 1a GbJie OMpesieNieHa OT HATUYHATE TaHHH).

MedDRA SOC/gectoTa HexenaHa ekapeTBeHa peakums
HaDYIHCHPIH Ha KOXKATa ¥ NOAKOXKHATA ThKa

MHoro peaxu




INpexoHo napeHe MK CMBAEHE Ha MACTOTO
Ha NPUTIOKEHHE

C HeusBecTHa YeCTOTA Epurema, npypuryc

Cro0uiapane Ha TTOJIO3UPAHH HEXKETAHN PEAKIIHH

CpobuiapaneTo Ha NOKO3NPAHN HEKEIIAHH PEaKITUK Clle]l paspelaBate 3a ynoTpeba Ha JieKapCTBEeHH I
MPOIYKT € BaHO. ToBa MO3BOIIABA 1a NPONBIIKM HAOMIONEHHETO HA CHOTHOIIEHHETO MOM3a/PHCK 3a
TeKapcTBeHUs MPOAYKT. OT MENMUMHCKHTE CIIELMaNuCTH Ce M3MCKBA 4 ChOOIABAT BCSKA
T0J03MpaHa HeXellaHa Peakius Ypes:

M3nbinuTenHa areHI s o Jiekapersara

yiL damsn [pyer™ No 8

1303 Codust

Ten.: + 359 2 8903417

yebcaiiT: www.bda.bg

4.9. Tlpenosupane

Mlo MoMeHTa HsMa JIaHHH 3a NPeo3npane ¢ mposykTa. [Ipy MosiBa HA XeMOPArHH, 3a KOUTO MOXe na
ce JomycHe, 4e ca pesyNTaT Ha NPeNo3upaHe, CleaBa Ja ce MMa Hpen BH NPHIOKEHHETO Ha
MPOTAMUHOB cynthar, KaTo aHTHAOT.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1. ®apmMakoMHAMHYHH CBOHCTBA

dJapmaKOTepaneBTHqHa rpymna. AHTI/IBaplfIKOSHH CpelacTBa, XCMapHH H XeNapHHOMAM 34 JIOKAIHO
MPHIOKEHHE

ATC xox: COSBAO3

MexaHu3bpM Ha JciicTBHE

AHTUKOArynaHTHaTa aKTUBHOCT Ha XENapHH € CBbP3aHA ¢ HEroBOTO MOTHUCKAINO JeiicTBHe BBPXY
TPOMOMHE, B Pe3y/ITaT Ha KOETO ce DIOKHpA [PEBPbIIAHETO Ha (HOPHHOrEHa BhB ¢$ubpun. Xenapuu
NOTHCKA AKTMBHOCTTA HAa XWalypOHHZAs3ara, aKTHBMpa (GUOPHHOIMTHYHHUTE CCPYMHH EH3HMH,
HaMansBa HHUBOTO Ha XOJIeCTEPHHA B KpPBBTA. M3BeCTHO €, ue 0CBOOOKIABAHETO HA XMCTAMMH OT
MacTOLMTHTE B MACTOTO Ha THKAHHO YBPEK/IaHe CrocoOCTBa Bh3MaiuTenHara peakuus. [Topaan Toa,
Y€ XMCTaMMH Ce CBbP3Ba CNEU(HIHO ¢ MONEKYIaTa HA XeTapuH, JIOKATHOTO MY MPUIOKEHHETO O
(opmara Ha res Boau 10 GNOKHpaHEe AKTUBHOCTTA HA OCBOOONEHMS! XMCTAMHH M JIO0 HAMANSBAHE HA
BE3MANTEIHATA PEaKIIHA,

DapMakoIoruyHy edekTH

XenapMH NPHICKCH JIOKA/IHO BhPXY KOXAaTa 0KasBa H3paseHa MpOoTHBOOTOYHA, AHTHI'PaHyJ10OMaTO3Ha,
AHTHEKCYNaTHBHA, [IPOTHBOBB3NAIIUTENIHA X aHTUKOATYJIAHTHA aKTHBHOCT.

5.2. PapMakOKHHeTHYHH cBOHCTBA

PesynraTuTte OT eKCHEepUMEHTANHH W3CNEABAHMS P KHBOTHHM TIOKA3BaT Hal
KOHLIEHTpanuu a0 24™ wyac ciel JOKAJIHOTO MPHIOKEHUE, KATO Ma



KOHIEHTPALMH Ce yYCTAHOBSBAT HA 8™ wac. JIOCTHFHATHTE MNIasMEHH KOHIEHTPALHW HAMAT
CUrHHQHUKAHTHO KIMHMYHO 3HAYeHHe, Thil KAaTO 1O MOMEHTa He Ca YCTAHOBEHH [IPOMEHU B
KoarynanHOHHHUTE JIaDOPaTOPHH MOKas3aTell MPH Xopa clel MPUIOKEHHe Ha XENapHH-ChIbPIKaLIH
HPOJYKTH 3a JOKAIHO MPHIIOKEHHE,

XemapyH ce Merabonu3npa ce B YepHHs Apo6 Upes NenoTuMepHsHpane i KaTo YPOXENApHH ce OTHeNs
C ypHHara.

5.3. IlpeAKIHHAYHE JAHHH 32 6e301aCHOCT

XenapuH-ChAbPIKALLM MPOAYKTH 32 JOKANHO [PHIOKEHHE CE XapaKTePH3UpaT ¢ MHOrO nobpa
JIOKAJIHA ¥ CHCTEMHA MOHOCHMOCT.

Xenapun 1000 JIC ce XapakTepusupa ¢ HHCKA TOKCHUHOCT - LDsp IPH HHTPaNepUTOHEANHO
TIpUJIOKeHHe IPU MUIIKK U IL1bXoBe e 2000 mg/kg.

'

Hsima nanHu 3a MyTareHHa akTHBHOCT.

6. DPAPMAIEBTHYHM JAHHU
6.1. CiucbK HA NOMOIIHHTE BEIIECTBA
KapGomep

Eranon 96 %

Tponamin

Metun napaxuipoxcubensoar
IIponun napaxuapoxcuGensoar
JlaBaHaynoOBO Macio

[peunctena Bona

6.2. HecbBMeCTHMOCTH

He ca u3BectHn.

6.3. Cpok Ha rognoct

Iler (5) romuuy.
Cpok Ha ronHOCT clefi oTBapsiHe Ha MbPBHYHATA OMAKOBKA: 1 Mecell,

6.4. CoenuaiHu yc/I0BHS HA ChXpaHeHHe
ITpu Temnepatypa oy 25 °C.
6.5. Buam chabpKaHHE HA ONAKOBKATA

AnlymuHieBa TyGa MeMOPaHHa ¢ YIIbTHSABALL NIPBCTEH, BHTPELIHO JJAKMPaHa M BBLHIIHO JJAKHPAHA
surorpadupana mno 50 g.

TyGara ce saTBaps ¢ Kanmauka OT ONHETHNEH 1 CE MOCTARS B KAPTOHEHA KYTHSL.




6.6, CneuuaJHu NpeINasHH MEPKH NPH U3XBbPJAHE H PaboTa

Hsma criennaniy W3UCKBaHM .

7. HIPHTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

JAAHCOH-BI" 0O]]

yi. ,,Oren ITancuii™ Ne 26
2400 Papomup, bearapus
Ten.: +35924519300
e-mail: office@danhson.bg

8. HOMEP HA PA3ZPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20210128

9.  JIATA HA IITbPBO PA3PEILIABAHE/ATOJHOBSIBAHE HA PA3PEIIEHHUETO 3A
YIHOTPEBA

Jara Ha nepBO pasperasane: 25.05.2021

10. JATA HA AKTYAJIMU3UPAHE HA TEKCTA

Ounu, 2024




