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1. HME HA JIEKAPCTBEHMUSI ITPOAYKT {Pa3p91ueﬂue N
o a -NR- N7
Xenaput TJIIOC JIC ren  samane- J0A3 S , 09 -06- 202

Heparin PLUS DS gel 0go6peHe Ne ..........occrerecrree. T,

2. KAYECTBEH U KOJIMHECTBEH CbCTAB

AKTHBHHM BewlecTsa B | g res:

Xenapun Hatpuii (heparin sodium) 1000 1.U.
TpokcepyTut (troxerutin) 20 mg
Jekcnantenon (dexpanthenol) 100 mg
benzokaun (benzocaine) 1 mg

[TomowHn BeulecTBa ¢ M3BECTHO JelcTBue: MeTun napaxuapokcubenszoar (E218), naBanaynoso
Macio (Cbabpika 1uHANoM, d-TMMOHEH, repaHnoll U KyMapHH) W €TaHOJL.

1 g ren chabpka 100 mg etaHon.

3a NbJAHKSA CITUCHK HA NOMOLHUTE BelllecTBa, BUX T. 6.1,

3.  JIEKAPCTBEHA ®OPMA

[en.
CReTNo-bJIT CbC 3€/ICHHKAB OTTeHbK /0 *KbBJIT CbC 3€JICHUKAB OTTEHbK XOMOIEHEH, Mpo3payveH J1o
MOYTH MPO3payeH reti, ChC cneunuyeH MUPUC Ha JJaBaHay/1a U eTaHoll.

4. KJIUWHHYHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHS

. Bapuko3eH CHHAPOM M CBbP3aHHTE € HErO YCI0XKHEHHs (MOBbPXHOCTEH TpoMOGohaeOuT 1
nepupebuT, murpupailt GaeduT, BapuKO3HH A3BH);

. [Toctoneparusen Bapukodnedut, cbetosiius cnel cagenexTomus;

. [TOAKOKHN XeMATOMH, aceNTHUYHH HH(UITPATH H JIOKAIKW3HPAHH OTOLIM C Pa3/InueH NPOH3XO/L,
HEYCJIOWHEHH BHHIIHH XEMOPOH/IH;

. Tpasmu M HApaHSBAHUSA HA CTABHUTE, CYXOKHIIHATA U MYCKYIIHTE.

4.2. Jlo3MpoBKa H HAYHH HA NPHJIOKEHHE

Bb3pacTHH M JIMLA B CTAPYECKA Bb3PacT

[IpenopbuBaHa jIHeBHa 103a — 2 — 3 1bTH JIHEBHO e/TbT C& HAHACS B ThHLK PABHOMEPEH CJI0H BLPXY
KOKATa Ha 3aCerHaTHs Y4aCTbK U OKOJIO HErO 10CPEACTBOM JIEKH KPbIOBH JIBUKEHUSL.

l'[po,rn:m}cmem;om Ha JeueHHeTo € 2 — 3 Ce[IMHIH HJIM JI0 ThJIHO Bb3CTAHOBSBAHE Ha HOpPMAJIHOTO
CbCTOSAHHEC HA YBPEIACHHTE ThbKaHH. an nosaBa Ha peUHUB, KypCa Ha JIEYHEHHE CE NOBTapA.

[Tpu tpodmunm g38H € HeoOXOAUMO MpeaH NPUIIOKEHHETO HA NPOJAYKTa paHeBaTa MOBLPXHOCT Ja

Ob/le NOYKUCTEHA OT HAJIMYHMS €KCylaT M HEKPOTHYHHM ThKaHH, NpH HeoOXxoaumocT W obpaboreHa ¢

noaxoaauly aHTHCENTHULIH H J_IEBHH(bGKTaHTHH. [enbT ce HaHacsl B paBHOMEPEH TbHBK cloi BbPXY
—

KOATO €€ CMCHS CAHOKPATHO AHEBHO. l_[pH OTKPHT cnocob Ha JieueHH
JHEBHO. np()[l,’bﬂH(HTEJ'IHOCTTa Ha JIEYCHHUECTO 3aBUCH OT AHHaAMHKATa

[leauaTpuyHa nonyJiawus




JluncBat QaHHW OTHOCHO edwKkacHocTTa M 6e30macHOTO RpUIIOKEHHE NpU Reua, Nopagd KOeTo
NPOAYKTHT HE CefBa Aa e MPHAara B Ta3k Bb3pacToBa rpyna.

4.3. TlIpornBonoka3zaHHA

*  CBPbXHYBCTBMTEJIHOCT KbM AKTHEHHTE WJIH HAKOE OT NOMOLUHKTE BelecTsa, nibpoeud B T. 6.1;

» MpPOLYKTHT He TPAOBA 1a C& NMPUIIArad BbPXY KOXHH YYACTBUH C KPbBOTEUEHHE, HH(EKUNS 0cObeHO
NpH HaNM4YWe Ha THOMHM MpOLECH, €K3EMATO3HW W3MEHEHUs, KAKTO M BbpPXY OTKDHTH DaHH H
AHTaBULUM;

« Jeua,;

s B NEpHOAA HA KbpMEHE.

4.4. CneunanHn npeaynpexaeHHs H NPEANAIHH MEPKH NIpH ynorpeba

Xenapud TUIKOC JC ren He cneasa na ObAe HM3OA3BAaH MPH RAUHCHTH € XEMOparuu, a
NPUIOKEHUETO MY [OpH JHLA C KIMHHYHM CHMOTOMH 33 [OAO3HpAaHa XEMOparusd, [OBHLIEHA
CK/IOHHOCT KbM KPbBOH3/MBH, TPOMOOUHTONEHUA CNE/iBA Aa CTaBa CNeJl BAUMAaTENHA NIPELeHKa.
[ponykTbT He € MpeAHa3HauMeH 3a NPUAOXKEHHE B O(PTaNOMONOrHAra, KakTO U 33 HHTPABArMHANHO
npunoxende. He TpabGea aa ce npunara npn KbpBALH XEMOPOHAH. AKO B XOJa Ha JICYEHHETO NpH
XemMopouanHa DONeCT ce NOABH KbpBEHE, NPUIMKEHHETO HA npoaykta TpAdea na Obae npekpaTeHo
BegHara.

BenlokanH moxe Aa NpeaH3BHKAE METXEMOTTOOHHEMHA - PINKO, HO CEPHO3HO CHCTOAHME, KOETO
Tpabea Ja Gbje He3aBGaBHO NEKYBAHO, BBIPEKH, Y€ ITPUIIOKEH JNOKANHO BBPXY KOKATa HMa MHOCO
OrpasHueHa CHCTEMHA pe30pOLHA.

[IpoaykTbT cbAbpxa METHI NMapaxHApOKCHOEH30aT KaTO NOMOUIHC BELIECTBO, NMOPajn KOETO He
cleBa Aa Ce npuaara NPy NalHEHTH ¢ M3BECTHA CBPRXUYYBCTBHTENHOCT KbM Hero. Moxe na npuuu
a71epruydHy PeaKkuHH (Bb3MMKHO OT 3abased Tun).

JlekapcTBEHHAT MPOAYKT ChAbPKA AaBaHAYJIOBO MAacno (Cbabpika nuHanod, d-NHMOHEH, FrepaHHol H
KYMapHH), KOMIIOHEHTHTE HAa KOETO MOT'AT Aa PHIHHAT alePryuHK peakumu,

JlexapcTBEHHAT NPOAYKT CHABPKA KATO NOMOLIHO BEUIECTBO €TAROMA, KOHTO MOXKe Jla npelu3BHka
ycelllaHe 3a napeHe BLpXY YBpeAeHa Koxka.

4.5. BsanmopelicTBHe ¢ ApYry JleKapcTBeHH MPOXYKTH H IPYTrH B3aHMoJeHcTBUA

[Tpn nauMeHTH, NPHEMALLH TTEPOPATHY AHTHKOATYNAHTH € Bb3MOXKEH afMTHBEH edexT B pe3yiTar Ha
KOETO He MOxe 18 Gbe H3KITIOUEHO YABIKaBaHe HAa NPOTPOMOUHOBOTO BpeMe.

HeHapkOTHYHHTE aHanreTHUM W aHTHXOJNMHECTepa3HHTE CpEeACTBA YCHIBAaT ASHCTBHETO HA
OeH30KauH.

Bensokann noHuxasa aHTMOaKTepHanuarta aktHBHOCT Ha cya(oHamMuanTe.

JNIOKANHO NPUNOKCHHE.

4.6. @epruauTeT, GpeMeHHOCT H KbpMEHe




BpemennocT

Hsma naHHKn OTHOCHO MPHACKEHKHETO Ha [POAYKTA NO BpPEME Ha 6pCMCHHOCT, nopaaH KOoeTo KaKTO
BCHYKH OCTaHallM JIEKapCTBa H TO3H NPOAYKT CleliBa Aa C€ npunara CAHHCTBCHO CNICA TOYHA NPELEHKaA
Ha ChOTHOLLEHHETO OUAKBaHA N0N34 3a MalikaTa/oTeHIHaNeH PHCK 34 Qa4 U HOBOPOASHOTO.

Kspmene

Tosu npoaykT He TpaGBa na ce Npunara NpH KbPMeLW >XeHW, ocobeHo B obnacTTa Ha rbpAuTeE H
MaMmuInTe, Thil KaTo € BBAMOXKHO OEH30KaMH na Oblie MOrk/IHAT OT KbPMAueTO U Ja ROBEAE A0
Pa3BUTHE HA METXEMOrI00HHEMH3L.

4.7. EderTu BbpXY cnocobHocTTa 38 wWodHPaHe H paboTa ¢ MALIHHH

Xenapuu [JIKOC JIC ren He noenusBsa cnoco0HOCTTa 3a LWWojupaHe H paboTa ¢ MallWHH.

4.8. Hexenanu JekapcTBEHH peaKlHY

CnenHata TepMHHONOrHs € GMNa M3NON3BaHA NPH KNACH(MHUMPAHETO HAa HEXeNaHWTE Peakuud no
OTHOUIEHHE HA TAXHATa 4YecToTa: MHOro decty (>1/10), uectn (=1/100 ao <1/10), neuectn (=1/1000
no <1/100), peaxu (>1/10000 mo <1/1000), muoro peaku (<1/10000), ¢ neusBecTHa uecToTa
(vectoTara He MOXe a3 Gbe onpeaeneHa OT HATHYHUTE JaHHH).

MedDRA SOC/4ecToTa HesxenaHa JeKapcTBEHa peaKuUHs
HapylyeHus Ha KOXara U MOIKOKHATA ThKaH

MHoro peaku [pexoaro napene WK cMbACHE Ha MACTOTO Ha
NpUIOKEHHE

C HeH3BecTHA YecToTa Eputema, npypHTyc, O6PHBH, MOHMMKEHA KOXKHA
YYBCTBHTENHOCT

HapylueHus Ha kpbBTa W nuMbHaTa cucrema

C HeH3BeCTHA YecToTa MeTxemornobHHemMus

ChobujaBaHe Ha NOJ03HPAHH HEXENAHH peakluH

CrobuasaneTo Ha NOMO3WPAHH HEXENAHW PeakLMH CNe pa3pellaBaHe 3a ynoTpeba Ha nekapcTBEHHA
IpoAYKT € BaxHo. ToBa No3gonsea Aa NpoAsKH HabMIOAEHHETO HA ChOTHOILEHHETO NON3a/PHCK 3a
nekapcTeenus npoaykT. OT MeIMUMHCKUTE CMEUHaNMCTH C€ M3HMCKBA Ja CbOGIIABAT BCAKA
NoAO3HpaHa HEXXENaHa peaKuHs Yypes:

H3nbanuTenHa arenuud 1o Jekaperaara
¥A. ,Jdamsan ['pyes* Ne 8

1303 Codwms

Ten.: + 359 2 8903417

yebcalT: www.bda.bg

4.9. Ilpesosnpane




Jlo MOMEHTa HAMa JaHHH 2a Npejo3dpaHe ¢ npoaykTa. Ilpyu nosea Ha XeMOparuy, 3a KOMTO MOXe A3
ce [OMyCHe, 4€ ca Pe3yaTaT Ha Npefo3upaHe, clelBa [a Ce MMa Mpea BHA NPUIOKEHHETO Ha
NpoTaMHHOB cyndar, KaTo AaHTHAOT Ha XENapuH

5. ®APMAKOJIOTHYHHM CBOHCTBA

5.1, @apmakoaMHAMHYHH CBOHCTBA

(dapMakoTepaneBTU4HA rpyna: AHTHBADHKO3HH CPEACTBA, XENapHH M XEMapHHOWIM 33 NOKAJHO
NPHAOKEHUE, XENapHH KOMOHHaUUY

ATC kon: COSBAO3

MexaHH3bM Ha JeHcTBHE

XenapuH npuTexapa MPOTHBORL3NANMTENHO, AHTHEAEMHO W aHTHNpoaudepaTHBHO JeHCTBHE.
OcHoBHMTE e®EKTH Ha XenapHH, MPUI0XKEH /OKAIHO BbPXY KOKAaTa ca AHTHKOATYJAaHTHO H
MOAYJTHPALLO MHKPOUMpPKYAALUMATA OcicTBHE. XemapuH ylecHABa nepMmeabuiMTeTa Ha Koxkara o
crnomara 3a no-po6para aAudy3Hs Ha ApYrH NeKapcTsa npes Hes,

ANTHOKCHAGHTHHAT e(eKT HA TPOKCEPYTHMH Ce H3pa3sBa B HaMallsBaHe W OTCTpaHABaHE Ha
OKHC/IMTENIHATE CBOHCTBA HA KMCIOpOA3, HHXUOMpaHe HAa NUNUIHATA MEpOKCHAALMSA M 3allHTa Ha
CBIOBHS €HAOTEN OT OKUCIIMTENHOTO NefiCTBUE Ha XHAPOKCHIHWTE pajukany. Hamansaea nosuiuenara
MPONYCKAMBOCT HAa KaMWAApHTe ¥ AeHCTBa BEHOTOHMYHO. LIMTONPOTEKTHBHHAT My edekT e pesyntar
HAa MHXWOWpaHe aKTUBALMATA W aJXe3UiATa Ha HeyTpodMIUTe, MOHHKABAHE arperauMara Ha
ePUTPOLHTHTE W MOBMIIABAHE HA TAXHATa YycToliuuBocT KbM  Jedopmanus.  Hamansea
0cB00OX1aBAaHETO HA MEAMATOPHTE HA BbL3MANEHUETO.

JeKcraHTeHON CTHMY/Mpa peredeparusHuTe npouecy. [lonafxan g xaetkure, ce metaGonnzupa 6bpao
IO NaHTOTEHOBA KHCENWHA, KOATO € BaKHa 4acT OT KOEH3WM A, KOHTO urpae Kiw4oBa pois B
NPOLECHTE Ha KNEeTbyHaTa 0OMAHA. [1aHTOTEHOBATa KHCENHHA MMA JXH3HEHO 3HAYEHHE 3a pacTexa W
pereHepauuaTa Ha TbKAHKTE, BKA. KOWaTa W adraBdunTe. CTHMyIHpa CblUO H OOpasyBaHETO Ha
ENUTENHA THKAH.

Benzokaun Gnokupa reHepHpaHeTo W NpeaBAHETO HA HMIY/ICHTE (O HEPBHUTE BIAKHA W TEXHUTE
OKOHUaHWS. HamannBa MpHTOKa HA HATPHMEBH W KanueBH HOHM Npe3 KaHaMMTE B MEMOPaHHTE HA aKCOHHUTE,
KaTo N0 TO3H Ha4yWH NpeAOTBpaTABa IEMOASPH3ALMATA M pa3MpOCTPAHEHHETO HAa HEPBHHA HMOYIC.
Heiictea npeMMHO Ha TEPMHUHATHHTE HEPBHH OKOHYAHUA W PEUENTOPHTE B EMUTENHHUTE MOBBPXHOCTH.
Hauanoto ua auecresvpaiua edekt oOnkHOBEHO € 15 — 30 cexyHay crel NpHAOKEHUETO.

®apmakonoruiHu edekTy
JlekapcTBeHUAT NPOAYKT TNPHUTEWABA AHTHTPOMOOTHYHO, AHTHONPOTEKTHMBHO, BEHOTOHHYHO,
nonodpABALLO pereHepalraTa Ha ThKaHHTe B Kowara ¥ obe3bonssaluo aeficTeue.

5.2. ®apMaKoKHHETHYHH CBOHCTBA

PezyntaTuTe OT €KCMEPHUMEHTANHH W3CNEBAHWA NPH KUBOTHM I1OKA3BAT HAIMYHE HA NIA3MEHH
KOHUEHTpauxy 10 24™ vac cinell 10KaAHOTO NPHNOKEHHE Ha XETapHH, KaTO MaKCHMAlHH NjJa3MEHH
KOHLUEHTpaUMK ce ycradoBssar Ha 8™ uwac. JlocTMrHaTHTE NAasMEHW KOHLEHTPAlUMH HAMAT
CHIHHHMKAHTHO KIMHWYHO 3HAYEHue, Tbil KaTo 0 MOMEHTA He ca YCTaHoBe

MMPOAYKTH 34 NOKANHO NPHIIOKEHHE.



Tpokcepyrtun ce Hatpynsa W30HpaTenHo B €HJOTENHHA CNOH Ha BEHYIMTE, NPOHHKBA IbJIGOKO B
cyOeHnoTeIHuSA CIOH HA BEHO3HATA CT€Ha, KbAETO Cbh3IaBa NO-BHCOKH KOHLEHTPALMH B CPABHEHME C
OKONHWTE ThkaHW. Clel NOKANHO NPUNOKEHHE TPOKCEPYTHH NMEHEeTpHpa Npe3 KoxaTa, OTKPHBA CE B
aepMata ciiea okono 30 MUHYTH, a B NOAKOXKHATA MACTHA ThKaH ciel 2 — 5 vaca.

[TpunoxeH NOKaNHO, AeKCaHTeHon 6bp30 ce pe3opbupa OT KoXKaTa, NpeBpbIUaiKi C& B NAHTOTEHOBA
KHCENHHA.

Maukun konuecTsa GeHsokanH ce aGeopOrpar aofpe npe3 nHrasuLKTE, HO NMo-clabo npes koxara.

5.3. [IpeaxNnHAYHY JaHHK 3a Oe3onacHOCT

JlexapcTBeHHTE BELLECTRA, BKIKOUEHH B ChCTABA HA nexapcTBeHus npoaykt Xenapus [MTNHOC AC ren
MOorat fa 6bAaT ONpeaeNeHd KATO BELUECTBA ¢ HHCKA TOKCHUYHOCT [TPH CHCTEMHO NMPHIIOKEHHUE,

Hsama naHHK 3a noKanHo Apa3HEllo H AOKANHO CEHCHOWIN3HPALIO NeHCTBYE.

HeknnmHwuante paHHM He mnokaseaT oco0eH pHCK 3a xopata Ha 0a3a Ha KOHBEHUMOHAIIHHTE
TOKCUKOJIOTHYBK  H3NMTBAHHA NpH EOHOKPAaTHO H MHOMOKPATHO BbBeXaaHe. Msanutsanns 3a
FeHOTOKCHYHOCT, KAPLUHHOTEHEH MOTeHUHAN, PenpoiyKTHBHA TOKCHUHOCT CbLUO HE MOKa3BaT HaAUyMue Ha
PHCK.

6. DAPMAIIEBTHYHMH JAHHH

6.1. CnucbK HA NOMOLIHHTE BEILIECTBA

KapGomep

Etanon 96 %

Tponamun

MeTun napaxuapokcubensoar (E218)

I'nuuepon

Jlasanaynoso Macio

[TpeurcTeHa Boga

6.2. HechBMeCTHMOCTH

Henpunoxumo.

6.3. Cpok Ha roAHOCT

Tpu {3} roguuu.
CpOK Ha roIHOCT CNIEA OTBAPAHE HAa MBPBMYHATA OnakoBka: 31 OHH.

6.4. CnenuanHu ychoBHs HA ChXpaHeHHe
[1pn Temneparypa nog 25 °C.

6.5. Bua W chabLpkaHHe HA OMAKOBKATA
BbTpeiuHo W BbHILHO Nakupana anymuunesa tyba (50 g) ¢ ynanTHABALI NPLCTEH.

6.6. CneuMa/lHH NPeINA3ZHH MePKH IIPH H3XBbPJIsSHE H padoTa




Hsama crieudantu H3HCKBAHHA.
7. IMPUTEXATEJ HA PAPEILEHHETO 3A YIIOTPEBA

~JAHCOH-bI™ 001

ya. ,Oreu INaucuii™ No 26
2400 Panomup, buirapus
Ten.: +35924519300

e-mail: office@danhson.com

8. HOMEP HA PA3PEINEHHETO 3A YTIOTPEGA

Per. No 20210127

9. JATA HA IIbPBO PA3PEIIABAHE/MTIOJHOBABAHE HA PA3PEILEHHETO 3A
YHIOTPEBA

Jara Ha mbpeo paspewasane: 25.05.2021
Jara Ha riocneHo MOAHOBABAKE:

10, JATA HA AKTYAJIH3UHPAHE HA TEKCTA

mapr, 2026




